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Pot 1 (theo Codng van sd 144a/QLD-CL ngay 04/01/2013 ctia Cuc Quan ly Duorc)

Dot 2 (theo Cong van sd 847a/QLD-CL ngay 21/01/2013 ctia Cuc Quan ly Duorc)

Pot 3 (theo Cong van sd 1710a/QLD-CL ngay 01/02/2013 ctia Cuc Quan ly Dworc)

Dot 4 (theo Cong van sd 2232a/QLD-CL ngay 07/02/2013 ctia Cuc Quan ly Dworc)

Dot 5 (theo Cong van sd 3271/QLD-CL ngay 08/03/2013 cGia Cuc Quan ly Dworc)

Dot 6 (theo Cong vin sd 3949/QLD-CL ngay 20/03/2013 ctia Cuc Quan ly Duorc)

Dot 7 (theo Cong van s 4766/QLD-CL ngay 03/04/2013 cGia Cuc Quan ly Duorc)

Dot 8 (theo Cong vin sd 5035/QLD-CL ngay 05/04/2013 ctia Cuc Quan ly Duorc)

Dot 9 (theo Cong van sd 6769/QLD-CL ngay 06/05/2013 cia Cuc Quan ly Duorc)

Dot 10 (theo Céng vian s6 7150/QLD-CL ngay 13/05/2013 cua Cuc Quan ly Dworc)

Dot 11 (theo Céng vian s6 7977/QLD-CL ngay 27/05/2013 cta Cuc Quan ly Dworc)

Dot 12 (theo Céng vin s6 9412/QLD-CL ngay 14/06/2013 cua Cuc Quan ly Dworc)

Pot 13 (theo Céng van s6 11525/QLD-CL ngay 19/07/2013 chia Cuc Quan ly Duworc)

Pot 14 (theo Céng van s6 13339/QLD-CL ngay 16/08/2013 cia Cuc Quan ly Dworc)

Pot 15 (theo Céng van s6 16617/QLD-CL ngay 04/10/2013 chia Cuc Quan ly Dworc)

Pot 16 (theo Céng van s6 21584/QLD-CL ngay 24/12/2013 cha Cuc Quan ly Dworc)

Dot 17 (theo Céng vin s6 1405/QLD-CL ngay 23/01/2014 cua Cuc Quan ly Dworc)

Dot 18 (theo Céng vin s6 2438/QLD-CL ngay 25/02/2014 cua Cuc Quan ly Dworc)

Dot 19 (theo Céng vin s6 4034/QLD-CL ngay 19/03/2014 cta Cuc Quan ly Dworc)

Dot 20 (theo Céng vin s6 6683/QLD-CL ngay 25/04/2014 cua Cuc Quan ly Dworc)
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Dot 21 (theo Céng vin s6 8320/QLD-CL ngay 26/05/2014 cua Cuc Quan ly Dworc)
Pot 22 (theo Céng van s6 11586/QLD-CL ngay 08/07/2014 chia Cuc Quan ly Duworc)
Pot 23 (theo Céng van s6 13326/QLD-CL ngay 07/08/2014 chia Cuc Quan ly Dworc)
Pot 24 (theo Céng van s6 16300/QLD-CL ngay 23/09/2014 chia Cuc Quan ly Duworc)
Pot 25 (theo Céng van s6 20841/QLD-CL ngay 01/12/2014 chia Cuc Quan ly Do)
38 [Teikoku Seiyaku [567 Sanbonmatsu, * San pham: Lignopad Medicated Plaster 5% w/w, Miéng dan |Japan-GMP|4823 s @ [Ministry of Health, 1
Co., Ltd. Higashikagawa, Kagawa Lignopad (Lidocain 0,7g (5%kl/kl) 8 8 Labour and Welfare
Sanbonmatsu 769-2695, Japan py 3 [(MHLW), Japan
~ S~
Factory v v
Dot 26 (theo Cong van s6 1362 /QLD-CL ngay 23/01/2015 cGia Cuc Quan ly Duoc
22 |Nipro Pharma 5-7, Maedano, Niida, San pham: Meiunem 0.5g Japan-GMP([1065 s @ [Ministry of Health, 1
Corporation, Odate, Akita, Japan 8 8 Labour and Welfare
Odate Plant S S |(MHLW), Japan
5 5
o o
58 |Bushu 950, Hiroki, Ohaza, San pham: Vién nén tan trong miéng Aricept Evess 5mg Japan-GMP|1420 s @ [Ministry of Health, 1
Pharmaceuticals [Misato-machi, Kodama- 8 8 Labour and Welfare
Ltd. Misato gun, Saitama-ken, Japan S S [(MHLW), Japan
S~ S~
Factory @ .y
Dot 27 (theo Céng vin s6 6043/QLD-CL ngay 03/04/2015 cua Cuc Quan ly Dworc)
Dot 28 (theo Céng vin s6 7455/QLD-CL ngay 24/04/2015 cua Cuc Quan ly Dworc)
1 |Bushu 950, Hiroki, Ohaza, San pham: Vién nén tan trong miéng Aricept Evess 10mg Japan-GMP|1421 o @ [Ministry of Health, 1
Pharmaceuticals |Misato-machi, Kodama- 8 8 Labour and Welfare
Ltd. Misato gun, Saitama-ken, Japan S 8 |(MHLW), Japan
Factory E E
20 |Meiji Seika 1056, Kamonomiya Thudc c6m MEIACT (Cefditoren 50mg) Japan-GMP|5154 ) Q Pharmaceutical and 1
Pharma Co., Ltd. |Odawara-shi, Kanagawa, 8 8 Food Safety Bureau,
Odawara Plant Japan S S |Ministry of Health and
§ § Welfare, Japan
Pot 29 (theo Céng van s6 11675/QLD-CL ngay 01/07/2015 chia Cuc Quan ly Duworc)
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Pot 30 (theo Céng van s6 12496/QLD-CL ngay 04/08/2015 cia Cuc Quan ly Duworc)
Dot 30 BS (theo Cong vin sé 17191/QLD-CL ngay 09/09/2015 ctia Cuc Quan ly Duoc)
Pot 31 (theo Céng van sé 17563 /QLD-CL ngay 16/09/2015 cta Cuc Quan ly Duorc)
25 |PT. Tanabe JI. Rumah Sakit No. 104 Thuéc khdng chira khdng sinh nhém betalactam, chat gdy déc PIC/S |4336/CPOB/ n Q National Agency for 2
Indonesia Ujungberung Bandung té€ bao, hormon sinh duc va thuéc nglra thai: Vién nén, vién A/1/15 8 8 Drug and Food Control
40612, Indonesia nén bao. pay S |of the Republic of
E E Indonesia
Dot 32 (theo Céng van s6 19121/QLD-CL ngay 08/10/2015 ctia Cuc Quan ly Duworc)
12 [Meiji Seika 1056, Kamonomiya, San pham: Japan-GMP|2669 Ministry of Health, 1
Pharma Co., Ltd., [Odawara-shi, Kanagawa- |+ Fosmicin for I.V use 1g bt & |Labour and Welfare
Odawara Plant ken, Japan + Fosmicin for .V use 2g 8 8 government of Japan
+ Fosmicin S for otic 3 3
~ S~
+ Fosmicin tablets 250 = =
+ Fosmicin tablets 500
41 |Santen 9-19, Shimoshinjo 3- Thudc m& tra mat Oflovid (Ofloxacin 0.003g/1g) Japan-GMP|1504 Japan Ministry of 1
Pharmaceutical [chome, Higashiyodogawa- Health, Labour and
Co., Ltd (Santen  [ku, Osaka, Japan S @ |Welfare
Pharmaceutical [(348-3, Aza-suma, Oaza- 8 8
Co., Ltd Shiga shide, Taga-cho, Inukami- § §
Plant) gun, Shiga, Japan) R <
Pot 33 (theo Céng van s6 20597/QLD-CL ngay 05/11/2015 cha Cuc Quan ly Duworc)
12 |Nichi-lko 1212 Aza-teramae, Gejo-|San pham: NIKP-Nicardipine injection 2mg/2ml Japan-GMP|2083 n < |Japan Ministry of
Pharmaceutical [cho, kasugai-shi, Aichi, 8 8 Health, Labour and
Co., Ltd. Aichi [Japan x § |Welfare 1
Plant g §
Pot 34 (theo Céng van s6 22372/QLD-CL ngay 02/12/2015 cha Cuc Quan ly Duworc)
8 [Shionogi & Co., 7 Moriyama, Nishine, San pham: Thudc bét pha dung dich tiém truyén Doribax 250, |Japan-GMP|6114 ) Q  |Ministry of Health, 1
Ltd Kanegasaki-cho, Isawa- Doribax 500 (Doripenem hydrate twong *rng Doripenem 250 8 8 Labour and Welfare
gun, lwate 029- mg, 500 mg) py 8 |government of Japan
4503 Japan s | @
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14 |PT. Tanabe JI. Rumah Sakit No. 104 Thudc khdng chira khéng sinh nhém betalactam, chat kim té PIC/S |4337/CPOB/ " o National Agency for
Indonesia Ujungberung Bandung bao, hormon sinh duc va thudc ngtra thai: Vién nang cirng A/1/15 § § Drug and Food Control
40612, Indonesia chira thuéc khang sinh va thudc khéng chira khang sinh; vién > S |of the Republic of 2
nang cing phdng thich cham (Sustained Release Capsules). g % Indonesia
— —
Pot 35 (theo Céng van s6 23938/QLD-CL ngay 29/12/2015 chia Cuc Quan ly Duworc)
2 |PT.SOHO Jalan Pulo Gadung No. 6, |* Thuéc khéng phai khang sinh: Vién nén, vién nén bao (khéng |PIC/S-GMP |4264/CPOB/ Indonesian National 2
INDUSTRI Kawasan Industri Pulo bao gdm thudc tranh thai, hormon sinh duc va cac chat kim té A/IX/14 s 9 |Agency for Drug and
PHARMASI Gadung, Jakarta Timur, bao); 8 8 Food Control (NADFC)
Indonesia * Thuéc khang sinh: Vién nén, vién nén bao (khdng bao gém g g
khang sinh betalactam va cac dan xuat betalactam). R R
Dot 36 (theo Céng vian s6 1395/QLD-CL ngay 01/02/2016 cua Cuc Quan ly Dworc)
13 |PT. Bernofarm JI. Gatot Subroto No. 68  [* Thuéc sdn xuat vé trung: thudc bdt pha tiém khodng chira PIC/S-GMP|4358/CPOB/| o |National Agency for 2
Banjarkemantren Km.18, |khéang sinh nhém beta lactam (khéng bao gébm thudc tranh A/lll/15 § § Drug and Food Control
Buduran - Sidoarjo - Jawa [thai, hormon sinh duc va chat ddc té bao) > = |(NADFC), Indonesia
o o
Timur, Indonesia S >
(32} o™
21 |Sumitomo 1450, Yasuzuka-cho, San pham: Thuéc vién nén Gasmotin tablets 5mg (Mosapride |Japan-GMP|3325 < @ [Ministry of Health, 1
Dainippon Suzuka, Mie 513-0818, citrate anhydrous 5mg) 8 8 Labour and Welfare
Pharma Co., Ltd [Japan = © |(MHLW), Japan
~ S~
Suzuka Plant ™ ™~
36 |Chong Kun Dang [797-48, Manghyang-ro, * ThuBc udng dang ran: Vién nén; vién nang; thudc bot phasi | PIC/S-GMP |MFDS-6-F- Daejeon Regional 2
Pharmaceutical [Seonggeo-eup, Seobuk- ré, thudc bot. 1459-1- Commissioner Food and
gu, Cheonan-si, * Thuc tiém: thudc tiém truyén 2016-4 Drug Administration
Chungcheongnam-do, * ThuGc udng dang 1dng: si rd thudc; hén dich udng; thudc © o
Korea. uéng dang 16ng va dung dich. § §
(* Cdch viét khdc: 797-48, |* Thubc chira khang sinh nhédm Penicillin: vién nén; vién nang; = o
Manghyang-ro, thudc bét pha si rd; thuéc bét pha tiém. § 3
Seonggeo-eup, Seobuk- * Thudc chira khang sinh nhém Cephalosporin: Thudc bét pha - -
gu, Cheonan-si, tiém.
Chungcheongnam-do, * Thudc chira chat doc té bao chdng ung thu: dung dich thudc
331-831, Korea ) tiém; thuéc ddng kho.
Dot 37 (theo Céng vin s6 4031/QLD-CL ngay 18/03/2016 cua Cuc Quan ly Dworc)
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16 |Bushu 950, Hiroki, Ohaza, San pham: Vién nén Methycobal Tablets 500pg. Japan-GMP|1419 s @ [Ministry of Health, 1
Pharmaceuticals |Misato-machi, Kodama- 8 8 Labour and Welfare
Ltd. Misato gun, Saitama-ken, Japan § 5 (MHLW), Japan
Factory Q v
17 (Bushu 950, Hiroki, Ohaza, * San phadm: Vién nén bao dwdrng Myonal Tablets 50mg. Japan-GMP|1418 s @ [Ministry of Health, 1
Pharmaceuticals [Misato-machi, Kodama- 8 8 Labour and Welfare
Ltd. Misato gun, Saitama-ken, Japan § 5 (MHLW), Japan
Factory Q v
27 |Lamp San Via Della Pace, 25/A- San pham: vién nén khang dich vi da day Esomeprazole 20mg, | EU-GMP |IT/154- ) ~ Italian Medicines 1
Prospero SPA (Co [41030 San Prospero 40mg 5/H/2015 8 g Agency (AIFA)
s dong gbi va (MO), Italia Tén tai Viét Nam: ASGIZOLE 5 N
¢ N S~ S~
xuat xuong) Q ~
43 |Laboratorios Elcano No 4938. (Zip San pham: PIC/S-GMP|20132014- National Administration 2
Richmond Code C1427CIU), of the + Thudc bdt ddng khé pha tiém truyén Trexam (Pemetrexed 000990 15 ut] © |of Drugs, Foods and
S.A.C.LF. (Cos® |City of Buenos Aires, 500mg). Tén tai Viét Nam: Belipexade. ] & |Medical Devices
doéng goi) Argentina + Thudc bét ddng khé pha tiém Xaliplat (Oxaliplatin 50mg, 5 5 (ANMAT), Argentina
100mg). Tén tai Viét Nam: Oxaliplatin. 2 2
+ Dung dich tiém Drifen (Paclitaxel 30mg, 100mg). Tén tai Viét
44 [PT. Pertiwi Agung (JI. DDN No. 16, Thuéc khdng chira khang sinh nhém Beta-lactam (Khéng bao [ PIC/S GMP (4484/CPOB/ n Q National Agency for 2
Sukadanau, Cikarang gdm thudc tranh thai, héc mén sinh duc va chat kim t& bao): A/VINI/15 8 8 Drug and Food Control
Barat, Kabupaten Bekasi, |Vién nén, vién bao. x S |(NADFC), Indonesia
. S~ S~
Indonesia g, X
Dot 38 (theo Céng vin s6 4936/QLD-CL ngay 01/04/2016 ctia Cuc Quan ly Dworc)
6 |[PT.AVENTIS JI. Jenderal Ahmad Yani, |* Thu8c khéng chira betalactam va khéng bao gdm thuéc PICs-GMP [4411/CPOB/ National Agency for 2
PHARMA Pulo Mas, Pulo Gadung,  |trédnh thai, hormon sinh duc va cac chat kim té& bao: Vién nén; A/V/15 " o |Drugand Food Control
Jakarta Timur, Indonesia  [vién nén bao. § § (NADFC), Indonesia
(hodc JI. Jenderal A.Yani, g g
Pulo Mas, Jakarta, =S =
. i (9p]
Indonesia)
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16 |Santen 9-19, Shimoshinjo 3- San pham: Daigaku eye drops, Opthalmic Liquids and Japan-GMP|3120 Ministry of Health, 1
Pharmaceutical [chome, Higashiyodogawa- |Solutions (naphazoline Hydrochloride 0,002%, Labour and welfare,
Co., Ltd (Santen |ku, Osaka, Japan (2-14), Chlorpheniramine maleate 0,01%, Kém sulfate hydrate 0,1%, bt & |Japan
Pharmaceutical  [Shikinami, €-aminocaproic Acid 1,0 %) 8 8
Co., Ltd. Noto Hodatsushimizu-cho, E g
Plant) Hakui-gun, Ishikawa, Q Q
Japan)
17 |Santen 9-19, Shimoshinjo 3- San pham: Sanlein 0,3 ; Opthalmic Liquids and Solutions, Japan-GMP|3118 Ministry of Health, 1
Pharmaceutical  [chome, Higashiyodogawa- |(purified sodium hyaluronate 3 mg/ml) Labour and welfare,
Co., Ltd (Santen [ku, Osaka, Japan (2-14), ! & |Japan
Pharmaceutical  [Shikinami 8 &
’ ~ S~
Co., Ltd. Noto Hodatsushimizu-cho, E §
Plant) Hakui-gun, Ishikawa, Q Q
Japan)
18 ([Santen 9-19, Shimoshinjo 3- San pham: Oflovid, Opthalmic Liquids and Solutions, Japan-GMP|3606 Ministry of Health, 1
Pharmaceutical |[chome, Higashiyodogawa- |(ofloxacin 3 mg/ml) Labour and welfare,
Co., Ltd (Santen [ku, Osaka, Japan (2-14), L & |lapan
Pharmaceutical  [Shikinami 2 &
’ S~ S~
Co., Ltd. Noto Hodatsushimizu-cho, E 5
Plant) Hakui-gun, Ishikawa, S Q
Japan)
23 |PT. Dexa Medica |JI. Jend. Bambang Utoyo |* Thu8c khéng chira khang sinh nhém B-Lactam (Khdng bao PIC/s-GMP [4676/CPOB/ National Agency for 2
No. 138 Palembang, gdm thudc trdnh thai, héc mén sinh duc va thuéc doc té bao): A/l/16 Drug and Food Control
Indonesia Vién nén, vién bao. (NADFC), Indonesia
* ThuBc khdng chira khang sinh nhém B-Lactam: Vién nén shi 4677/CPOB/
bot. A/l/16
* Thudc khdng chira khdng sinh nhém B-Lactam (Khdng bao 4678/CPOB/
gbébm thudc tranh thai, hdc mdn sinh duc va thuéc ddc té bao): A/l/16 © N
Vién nang cing. < IS
* Thubc khdng chira khang sinh nhdm B-Lactam: Thudc bot 4679/CPOB/ g g
udng. A/l/16 § g
* Thudc chira khang sinh nhém Cephalosporin: Vién nén, vién 4680/CPOB/
bao. A/l/16
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* Thudc chira khdng sinh nhém Cephalosporin: Vién nang 4681/CPOB/
cirng. A/l/16
* ThuSc chira khang sinh nhdm Cephalosporin: ThuSc b6t 4682/CPOB/
uéng. A/l/16
* Thuéc chira khang sinh nhém Cephalosporin: Thuéc bt pha 4683/CPOB/
tiém. A/l/16
24 |Congty c6 phan [L6 Z01-02-03a, KCN/KCX |Thudc vién nén bao phim GMP-Nhat [Number of Ministry of Health, 2
dwoc pham Savi  |Tan Thuan, Phudng Tan Ban Accreditatio Labour and Welfare
Thuan béng, Q7, TP HCM, n: (MHLW), Japan
Viét Nam AG1100000 et I
2; g | &
System § g
Filing 8 P
Number:
5122708036
691
30 |[Sanquin Plasma [Plesmanlaan 125, * Thuéc vé trung: EU GMP |NL/H Health Care 1
Products B.V. Amsterdam, 1066CX, + Thudc san xuat vo truing: Dung dich thé tich I&n; thubc 16/1007878 Inspectorate -
Netherlands déng khd; dung dich thé tich nhé. Pharmaceutical Affairs
* Thudc sinh hoc: Ché& pham tir mau. © 9 |and Medical
* Dugc chat: Albumin; Apotransferrin; Factor IX; Factor VIII; 8 8 Technology, Netherlands
Human Anti-D Immunoglobulin; C1-Esterase Inhibitor human; § §
Human Hepatitis B Immuniglobulin; Human Normal a S
Immunoglobulin; Human Prothrombin Complex; HUman
Tetanus Immunoglobulin; Human Varicella Immunoglobulin.
Dot 39 (theo Céng vin s6 6361/QLD-CL ngay 22/04/2016 cua Cuc Quan ly Dworc)
14 |Purzer No. 26, Datong 1st Rd., * Thuéc khdng vo trung: dung dich thudc; dang bao ché ban PIC/S-GMP 2700 9 o |Ministry of Health and 2
Pharmaceutical Caota Village, Guanyin ran (thuéc m&, thudc kem); dang bao ché ran (vién bao phim, 8 8 Welfare, Taiwan
Co., Ltd., Guanyin |Township, Taoyuan vién nén, thudc bot, thudc c6m, vién nang). pay g
Plant County 328, Taiwan § E
Dot 40 (theo Céng vin s6 7483/QLD-CL ngay 12/05/2016 cua Cuc Quan ly Dworc)
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4 |Inventia F1-F1/1 Additional * Thudc khdng vé trung: vién nang clirng, vién nén EU-GMP [UK GMP Medicines and 2
Healthcare Ambernath MIDC, 40387 Insp © o |Healthcare Products
Private Limited Ambernath (East) GMP § § Regulatory Agency
District Thane 40387/4511 - S |(MHRA), United
Maharashtra 564-0004 § % Kingdom
In-421 506 “ -
India
13 |Santen 9-19, Shimoshinjo 3- San pham: Sanlein Mini ; Opthalmic Liquids and Solutions, Japan-GMP 3127 Pharmaceutical safety 1
Pharmaceutical [chome, Higashiyodogawa- |(purified sodium hyaluronate 1 mg/ml) and enviromental
Co., Ltd (Santen |ku, Osaka, Japan (2-14, bt & |Health Bureau, Ministry
Pharmaceutical Shikinami, 8 8 of Health, Labour and
Co., Ltd. Noto Hodatsushimizu-cho, g § Welfare
Plant) Hakui-gun, Ishikawa, Q Q
Japan)
14 |Santen 9-19, Shimoshinjo 3- San pham: Sanlein Mini 0.3 ; Opthalmic Liquids and Solutions, |Japan-GMP 3128 Pharmaceutical safety 1
Pharmaceutical [chome, Higashiyodogawa- |(purified sodium hyaluronate 3 mg/ml) and enviromental
Co., Ltd (Santen [ku, Osaka, Japan (2-14, bt & |Health Bureau, Ministry
Pharmaceutical Shikinami, 8 8 of Health, Labour and
Co., Ltd. Noto Hodatsushimizu-cho, g 5 Welfare
Plant) Hakui-gun, Ishikawa, Q ¥
Japan)
30 |Myungmoon 26, Jeyakgongdan 2-gil, * ThuBc ubng: Vién nén; vién nang. PIC/S-GMP (2016-D1- Gyeongin Regional 2
Pharmaceutical [Hyangnam-eup, * Thudc tiém: Dung dich thuéc tiém; Thubc déng khé dé pha 0870 Office of Food and Drug
Co., Ltd. Hwaseong-si, Gyeonggi- |dung dich tiém truyén; Thuéc tiém bét. © 9 |Safety - Ministry of Food
do, Republic of Korea * ThuBc dung ngoai: ThuSc dung ngoai dang 1dng; Aerosols; 8 8 and Drug Safety of Korea
Miéng dan ngoai da. 5 §
* Thuéc chra hormon sinh duc. S <9
* San pham: Thudc bét déng khoé pha tiém Preforin Inj. 40mg
(Methylprednisolone 40 mg)
Dot 41 (theo Céng vin s6 9375/QLD-CL ngay 10/06/2016 cua Cuc Quan ly Dworc)
11 [KRKA, d.d., Novo [Smarjeska cesta 6, Novo |* ThuSc khong vé trung: vién nang cirng; vién nén; vién nén EU-GMP |401-7/2016- © o |Agency for Medicinal 1
mesto mesto, 8501, Slovenia bao phim; thudc c6m; thuéc bét; pellet; thudc ngdm; thudc 4 § § Products and Medical
dung ngoai dang long (chira corticoid); thudc uéng dang 16ng; A = |Devices of the Republic
dang bao ché ban ran; thudc d3t; vién nén (chira corticoid). % § of Slovenia (JAZMP)
(9p]
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16 [Ferring Ferring pharmaceuticals  |* Thudc khdng vé trung: thuéc cém (bdt pha dung dich uéng) EU GMP |DE_SH 01_ Co quan tham quyén 2
pharmaceuticals [(China) Co., Ltd. GMP_2016_ blrc
(China) Co., Ltd. [No. 6, Hui Ling Lu (Ferring 0008
Road), National Health et a
Technology Park, 528437 8 8
Zhongshan city, 5 §
Guangdong Province, 3 S
China
18 [Cooper S.A. 64 Aristovoulou str., * ThuBc vé trung khong tiét triing cudi: EU-GMP |18069/21-3- National Organization 1
Athens, 11853, Greece + Dung dich thé tich nhé; 2016 for Medicines of Greece
+ Thudc dang ran va cdy ghép (chtra khang sinh betalactam); =t 9
* ThuBc vo trung cd tiét trung cudi: 8 8
+ Dung dich thé tich 16n; 3 S
+ Dung dich thé tich nho. s 3
* Thudc khdng vo trung: thudc uéng dang ldng
20 |Boehringer ¢/ Prat de la Riba, 50, * Thuéc vo trung: EU-GMP [NCF/1612/0 © oy |Ministry of Health of 1
Ingelheim 08174 Sant Cugat Del + Thudc tiét trung cudi: dung dich tiém. 01/CAT § § Government of
Espana, SA Valles (Barcelona), Spain  |* Thuéc khéng v6 trung: vién nang cirng; thudc udng dang g g Catalonia, Spain
1dng. g E
24 |Stada- VN Joint [Stada- VN Joint Venture |* Thudc khéng v trung: Vién nang cing; vién nén (bao gbm EU-GMP | DE_HE_01_ Co quan thdm quyén 2
Venture Co., Ltd. [Co. Ltd. ca vién bao); vién sai. GMP_2016_ Pl
Danh muc co s& dat PICS EU GMP (Pot 1 - Dot 64) Trang 9/ 262 08/04/2019
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TEN CO SO’ SAN
XUAT

PIA CHI

PHAM VI CHO’NG NHAN

NGUYEN
TAC GMP

GIAY CH.
NHAN

NGAY
CAP

NGAY
HET
HAN

CO’ QUAN CAP

NHOM
THUOC

Binh Duong Branch, 40 Tu
Do Avenue, Vietnam -
Singapore Industrial Park,
Thuan An, Binh Duong
Province, Viet Nam

San pham duoc xét nhém thau 1 (lvu hanh tai Dic):

+ Vién bao phim Bisoprolol Stada 5mg (Bisoprolol fumarat
5mg).

+ Vién bao phim Bisoplus Stada 5mg/ 12,5mg (Bisoprolol
furamat 5mg, Hydroclorothiazid 12,5mg); Bisoplus Stada
10mg/25mg (Bisoprolol furamat 10mg, Hydroclorothiazid
25mg).

+ Vién nén Lisinopril Stada 10mg (Lisinopril 10mg).

+ Vién nén Lisiplus Stada 10mg/12,5mg (Lisinopril 10mg,
Hydroclorothiazid 12,5mg); Lisiplus Stada 20mg/12,5mg
(Lisinopril 20mg, Hydroclorothiazid 12,5mg).

+ Vién bao phim Losartan Stada 50mg (Losartan Kali 50mg).
+ Vién bao phim Metformin Stada 500mg (Metformin
hydroclorid 500mg); Metformin Stada 850mg (Metformin
hydroclorid 850mg).

+ Vién bao phim tan trong ruét Pantoprazol Stada 40mg (Tén
tai Viét Nam: Pantostad 40).

+ Vién nén Paracetamol Stada 500mg (Tén tai Viét Nam:
Partamol Tab.).

+ Vién bao phim Piracetam Stada 800mg ( Tén tai Viét Nam:
Pracetam 800); Piracetam Stada 1200mg ( Tén tai Viét Nam:
Pracetam 1200).

+ Vién nén giai phéng thay déi Felodipin Stada 5mg retard
(Felodipine 5mg).

+ Vién nén Amlodipine 5mg; Amlodipine 10mg.

+ Vién nén bao phim lbuprofen STADA 600 mg.

0024

26/04/2016

18/03/2019

Pot 42 (theo Céng van s6 11609/QLD-CL ngay 23/06/2016 chia Cuc Quan ly Duworc)

Green Cross Corp.

586, Gwahaksaneop 2-ro,
Ochang-eup, Cheongwon-
gu, Cheongju-si,
Chungcheongbuk-do,
Republic of Korea

Thudc sinh hoc: thudc tiém (san phdm dan xuat huyét tuong,
san pham tai t6 hop).

PIC/S-GMP

2016-G1-
0579

10/03/2016

25/01/2019

Daejeon Regional Office
of Food and Drug
Safety, Korea

Danh muc co s& dat PICS EU GMP (Pot 1 - Dot 64)

Trang 10/ 262

08/04/2019



. o " " . |NGAY NHOM
TEN CO’' SO’ SAN 2 - < NGUYEN | GIAY CH. [NGAY ~ ~ ~
e < ~ o THUOC
STT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP HET CO’ QUAN CAP
HAN 1 2
3 |Janssen Biologics |Einsteinweg 101, LEIDEN, |* Dugc chat sinh hoc: INFLIXIMAB, ABCIXIMAB, , EU-GMP [NL/H Health Care 1
B.V. 2333 CB, Netherlands GOLIMUMAB, USTEKINUMAB, SILTUXIMAB 16/1005175 et a Inspectorate -
8 8 Pharmaceutical Affairs
§ g and Medical
8 & |Technology, Netherlands
16 [Abbott Justus-von-Liebig-Strape  |* Thudc khéng vé trung: vién nang clng; EU-GMP |DE_NI_02_ Co quan thdm quyén 1
Laboratories 33, 31535 Neustadt * Thu6c sinh hoc: thudc c6 ngudn géc tir ngudi va déng vat. GMP_2016_| 3§ 9 |blc
o o
GmbH Germany 0001 N q
< o
o o
~ S~
n o
o —
18 |Teva 18 Eli Hurvitz St., Ind. * ThuBc v trung: PICS GMP |GMP 11/2 Institute for 2
Pharmaceuticals |Zone, Kfar Saba, Israel + Thudc san xuat vo trung: dung dich thé tich nhé (thuc nhé Standardization and
Industries Ltd mat; thudc tiém déng lo; bom tiém ddéng san). Control of
+ Thudc tiét trung cudi: dung dich thé tich nhd (déng lo). =t 9 |Pharmaceuticals (ISCP),
* ThuBc khong vo trung: vién nang cing; thudc udng dang 8 8 Israel
5 ~ ~ \ . a . . n , . < o
I6ng; thudc bot va hat pellet, vién nén, vién nén bao phim. 1<) <]
* Thuéc sinh hoc: thudc cédng nghé sinh hoc. ] =
42 [Medice Medice Arzneimittel * ThuBc v trung: EU-GMP [DE_NW_01_ Co quan thdm quyén 1
Arzneimittel Piitter GmbH & Co. KG + Thu6c san xuat vo trung: Dung dich thé tich nhé. GMP_2016_ Dlrc
Pitter GmbH &  [Kuhloweg 37, 58638 + Thu6c tiét trung cudi: Dung dich thé tich nhé. 0004 =t 9
~ n Py N . n P .n > oA o o
Co. KG Iserlohn, Germany * Thuoc khong vo trung: Vién nang cing; vién nang mém (vién N d
nang mém vo gelatin Nephrotrans); thu6c udng dang ong; § g
dang bao ché rin khac (thuSc cdm, pellet); dang bao ché ban S s
ran; vién nén (bao gébm ca vién ngam).
46 [Santen 2-14, Shikinami, * San pham: HOn dich nhé mat Kary Uni (Pirenoxine Japan-GMP|4256 © 9 Ministry of Health, 1
Pharmaceutical  [Hodatsushimizu-cho, 0.05mg/mL) S & |Labour and Welfare
Co., Ltd. Noto Hakui-gun, Ishikawa, E g (MHLW), Japan
plant Japan § ﬁ
Pot 43 (theo Céng van s6 15360/QLD-CL ngay 09/08/2016 chia Cuc Quan ly Dworc)
Danh muc co s& dat PICS EU GMP (Pot 1 - Dot 64) Trang 11 /262 08/04/2019



. o " . . |NGAY NHOM
TEN CO’ SO’ SAN n P ~ NGUYEN | GIAY CH. [NGAY - P ~
e < ~ o THUOC
STT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP HET CO' QUAN CAP
HAN 1 2
2 |DELPHARM LILLE |Parc d'Activités Roubaix - |* Thuéc khéng vo trung (chira thuéc ddc té bao cytotoxics, EU-GMP |HPF/FR/72/ © French National Agency 1
SAS Est, 22 rue de Toufflers Hormon): Vién nang cirng; vién nén 2016 § for Medicine and Health
CS 50070, LYS LEZ * Thudc sinh hoc: Thudc mién dich, thudc cdng nghé sinh hoc, F Products Safety (ANSM)
~ P w ~ \ e s a A o
LANNOY, 59452, France |thudc cd ngudn gbc tir ngudi va dong vat. 5
4 |Taiho 224-15 Aza-ebisuno, San pham: Vién nang TS-One 20, 25. Japan GMP(5524 " o |Ministry of Health, 1
Pharmaceutical Hiraishi, Kawauchi-cho, § § Labour and Welfare
Co., Ltd Tokushima-shi, ~ 5 [(MHLW), Japan
o o
Tokushima Plant |Tokushima, 771-0194, o >
Japan ~ ~
10 [Sandoz llac Sandoz llac Sanayi ve * Thuéc khdng vo trung: Vién nang clirng; thudc udng dang EU-GMP |DE_ST 01_G Co quan thdm quyén 2
Sanayi Ve Ticaret [Ticaret A.S Idng; thudc dan; vién nén; vién nén bao phim; thudc cém. MP_2016_0 Purc
AS Gebze Plastikciler 013 © a
Organize Sanayi Bolgesi 8 8
Atatirk, Bulvari 9. Cadde g §
No.1, TR-41400 Gebze- 3 &
Kocaeli, Turkey
11 |Laboratorios Avda. Miralcampo, 7, Pol. |* Thuéc khong v6 trung (bao gdm ca thudc chira chat gay EU-GMP [ES/091HVI/1| o |Agency for Medicines 1
Liconsa, S.A Ind. Miralcampo, nghién, hwdng tdm than): Vién nang clng; vién nang mém; 6 § § and Health Products
Azuqueca de Henares thudc bot; dang bao ché ban ran; vién nén. g g (AEMPS), Spain
19200 (Guadalajara), = >
Spain o o
13 [Sofarimex - Av. Das Industrias - Alto * Thuéc vé trung: EU-GMP [F027/S1/MH National Authority of 1
Industria Quimica |do Colaride, Cacém, 2735-| + Thudc san xuat vd trung: Thubc bot pha tiém (bao gbm ca /001/2016 Medicines and Health
e Farmacéutica, (213, Portugal thuéc bot ddng khd pha tiém); dung dich thé tich nho. Products (INFARMED),
S.A * Thu6c khdng vd trung: Vién nang cirng; thudc dung ngoai 9 9  |Portugal
dang 1dng; thudc ung dang 1dng; thudc c6m; dang bao ché 8 8
ban ran; vién nén. 3 b
. < X par aa . A = >
* San pham: Thudc bt dong khé pha tiém Esomeprazol o ~
Azevedos (Esomeprazol natri 40mg), tén tai Viét Nam:
Asgizole.
14 [Mobilat Mobilat Produktions * Thudc khdng vo trung: Thudc dung ngoai dang 16ng; dang EU-GMP |DE_BY_04_ © o |Coquan thdm quyén 1
Produktions GmbH, bao ché& bén rén. GMP_2016_ § § buc
GmbH Luitpoldstrasse 1, 85276 0072 ) vy
Pfaffenhofen, Germany % %
— o
Danh muc co s& dat PICS EU GMP (Pot 1 - Dot 64) Trang 12 / 262 08/04/2019



. o " " . |NGAY NHOM
TEN CO’' SO’ SAN 2 - < NGUYEN | GIAY CH. [NGAY ~ ~ ~
e < ~ o THUOC
STT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP HET CO’ QUAN CAP
) HAN 1 2
15 |Pharmathen SA  |Dervenakion 6, Pallini * Thudc vo trung: EU-GMP |40188/12-5- National Organization 1
Attiki, 15351, Greece + Thudc san xuat vd tring: Dung dich thé tich 1&n; dung dich 2016 for Medicines (EOF),
thé tich nho. © o |Greece
+ Thudc tiét trung cudi: Dung dich thé tich I&n; dung dich § §
thé tich nho. g g
* Thu6c khdng vo trung: Vién nang clirng; thudc dung ngoai > o
dang 1dng; vién nén, vién nén bao phim. - ©
* Thuéc sinh hoc: thudc cé nguén gdc tir ngudi hodc déng vat.
17 |Berlimed, S.A C/Francisco Alonsono 7, |* Thudc vo trung: EU-GMP [ES/072HVI/1 Agency for Medicines 1
Poligono Industrial Santa + Thudc tiét trung cudi: Dung dich thé tich I&n; dung dich 6 © o |and Health Products
Rosa, Alcala de Henares  |thé tich nhd. § § (AEMPS), Spain
28806 (Madrid), Spain * Thudc khdng vo trung: Vién nang mém; thudc dung ngoai g g
dang 16ng (bao gdbm ca hormone va chat c6 hoat tinh § g
hormone); thudc uéng dang ldng (bao gém ca thudc gay
nghién, hwéng tdm than).
36 |SA Alcon- Rijksweg 14, Puurs, 2870 [* Thudc vé trung: Thudc sdn xuit vd trung: dang bao ché ban EU GMP |BE/GMP/20 © o |Federal Agency for 1
S v 2 < . x . A 2 b ) P
Couvreur NV (hodc B-2870), Belgium ran; thudc nho mat (dung dich, hon dich) (Bao gom ca 16/006 Q S |Medicines and Health
Prostaglandin) . g § Products (FAMHP),
N S |[Belgium
(] (o]
38 |PT.Kalbe Farma [JI. M.H Thamrin Blok A3-1 |* Thuéc khéng v6 trung: Vién nén; vién nén bao phim (khéng | PICS GMP |4653/CPOB/| o |National Agency for 2
tbk Kawasan Industri Delta bao gdbm khdng sinh betalactam, thu8c tranh thai, hormon A/X11/15 § § Drug and Food Control
Silikon Lippo Cikarang, sinh duc, thudc kim t& bao) E E (NADFC), Indonesia
Bekasi - Indonesia - =
o o™
* Thudc khdng vo trung: Vién nang cing (khéng bao gdm PICS GMP (4654/CPOB/| |, o
khang sinh betalactam, thu8c tranh thai, hormon sinh duc, A/XII/15 § §
thuéc kim té bao) ) )
— —
S~ ~
q P
39 |PT. Kalbe Farma |JI. M.H Thamrin Blok A3-1 |* Thuéc uéng dang 1dng (bao gbm ca khang sinh non- PICS GMP (4655/CPOB/| o [|National Agency for 2
tbk Kawasan Industri Delta betalactam) A/XI1/15 § § Drug and Food Control
Silikon Lippo Cikarang, E E (NADFC), Indonesia
Bekasi - Indonesia - =
o o™
Danh muc co s& dat PICS EU GMP (Pot 1 - Dot 64) Trang 13/ 262 08/04/2019
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e < ~ o THUOC
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8 HAN 1| 2
* Thu6c kem, thudc m& (khong chira khang sinh betalactam); | PICS GMP [4656/CPOB/| o
thudc dan (khéng chira khang sinh). A/XI11/15 3 S
N )
i i
> )
(] o™
* Bot pha thuSc udng (khdng chira khang sinh betalactam). PICS GMP [4657/CPOB/ | o
A/X11/15 S S
Q N
[qV] (o]
— —
S| 3
(o] o
41 |Actavis Ltd BLB015-016, Bulebel * Thuéc khdng vo trung: Vién nén, vién nén bao phim. EU GMP |MT/006HM/| o o |Medicines Authority of 1
Industrial Estate, Zejtun 2016 § § Malta (MAM)
ZTN3000, Malta & =
L L
wn o0
— (gl
42 [Hwail Pharm Co., (156 Sandan-ro 67beon- * Thudc chira khang sinh nhdm Cephalosporin: Vién nang PICS GMP (2016-01- ) o |Geyongin Regional 2
¢ - —
Ltd. gil, Danwon-gu, Ansan-si |cirng; Thuoc tiém. 1554 S Q [office of Food and Drug
Gyeonggi-do, Republic of g g Safety
Korea. n N
(] —
43 |[S.C. Sindan- B-dul lon Mihalache nr. * Thuéc vo trung: EU GMP |012/2016/R National Agency for 1
Pharma S.R.L 11, sector 1, Bucuresti, + Thudc san xuat vd trung: Thudc déng khd (chat kim té& o Medicines and Medical
cod 011171, Romania bao/chat doc t& bao); dung dich thé tich nho (chat kim té& © o |Devices (NAMMD),
bao/chat doc té bao; chat diéu tri khéi u). § § Romania
+ Thudc tiét trung cudi: Dung dich thé tich nhé (chat doc té ) ~
¢ ¢ o o
bao/chat kim té bao). = Y
* Thudc khdng v triung (chat doc t& bao/chat kim t& bao, chat o -
diéu trj kh&i u): Vién nang ctrng; vién nén bao phim ; vién nén .
Danh muc co s& dat PICS EU GMP (Pot 1 - Dot 64) Trang 14 / 262 08/04/2019
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STT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP HET CO QUAN CAP THUOC
: HAN 1 2
46 |Unique Plot No.4, Phase-1V, * Thudc vo trung: PIC/S-GMP|038/2016/S State Administration of 2
Pharmaceutical G.I.D.C. Industrial Estate, + Thudc tiét trung cudi: Dung dich thudc tiém thé tich nhé. AUMP/GMP Ukraine on Medicinal
Laboratories (a  |City Panoli - 394 116, * San pham cu thé: Products (SAUMP)
Division of J.B. Dist: Bharuch, India + Dung dich tién truyén Ifimol (Paracetamol 10mg/ml, 50ml,
Chemicals & 100ml);
Pharmaceuticals + Dung dich tiém truyén Ificipro® (Ciprofloxacin 2mg/ml,
Ltd.) 100ml);
+ Dung dich tiém Magnilek (Gadopentetic acid 469mg/ml,
10ml, 20ml);
+ Dung dich tiém truyén Metrogyl® (Metronidazole 5mg/ml, © o
100ml); 3 3
+ Dung dich tiém truyén Oflo® (Ofloxacin 2mg/ml, 100ml); g g
+ Dung dich tiém Pamidol (lopamidol 300mg/ml, 370mg/ml); = >
+ Dung dich tiém Trazograf® (Diatrizoic acid 60%, 76%, 20ml); « ~
+ Dung dich tiém Unipaque® (lohexol 240mg/ml (20ml, 50ml,
100ml), 300mg/ml (20ml, 50ml, 100ml), 350mg/ml (20ml,
50ml, 100ml));
+ Dung dich tiém truyén Unifloxin (Levofloxacin 5mg/ml).
48 [Balkanpharma- |3 Samokovsko Shosse * Thudc khdng vo trung: Vién nang cirng; vién nén. EU-GMP |BG/GMP/20 © o |Bulgarian Drug Agency 1
Dupnitsa AD Str., Dupnitsa 2600, 16/085 § §
Bulgaria o F
L <
3 S
51 |Joint Stock 74, Frunze Str., Kyiv, * Thu6c khdng vo trung: Vién nang clirng; thudc bét; thudc PIC/S GMP |035/2016/S © o State Administration of 2
Company 04080, Ukraine cém; thudc trirng; vién nén (bao gdbm ca vién nén chira AUMP/GMP Q S |Ukraine on Medicinal
"FARMAK" hormon (cyproterone)). g g Products (SAUMP)
* Thudc tir dwoc liéu. > N
) o
Pot 44 (theo Céng van s6 18660/QLD-CL ngay 23/09/2016 chia Cuc Quan ly Dworc)
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1 |Joint Stock 74, Frunze Str., Kyiv, * Thudc vo trung: PIC/S-GMP|020/2016/S State Administration of 2
Company 04080, Ukraine. + Thudc san xuat vd triing: Dung dich thé tich nhé. AUMP/GMP Ukraine on Medicinal
FARMAK 4, Chornomorska St., Kyiv, [* Thuéc khdng vé trung: ThuSc udng dang 16ng; thudc dung g g Products (SAUMP)
04080, Ukraine; ngoai dang long. i Q Q
8a, Dubrivska Street, Stari |* Thuéc sinh hoc: Thuc mién dich; thuéc cé ngudn goc tir 5 5
Petrivtsi Village, ngudi va dong vat. R P
Vishgorod District, Kyiv
Region, 07353, Ukraine
10 [Pharmaceutical ul. Dozynkowa 10, 52-311 |* Thudc khéng vé trung: Vién nang cirng; thuéc uéng dang EU-GMP |GIF-IW- Main Pharmaceutical 1
Manufacturing Wroclaw, Poland I6ng, vién nén. 400/0047_0 Inspectorate (MPI),
Cooperative 2_01/04/13 g g Poland
GALENA (tén 4/16 9 N}
tiéng Ba Lan: 3 3
S~ S~
Farmaceutyczna R S
Spoéldzielnia
Pracy GALENA)
13 ([Senju 4228-1, Aza Kadota, Dung dich thudc nhd mat Tearbalance 0,1% (Natri hyaluronat Japan- |1641 © N Ministry of Health, 1
Pharmaceutical Ishishi, Karatsu-shi, Saga- |1mg/ml) GMP S Q [Labour and Welfare
Co., Ltd. Karatsu |ken, Japan g g (MHLW), Japan
Plant N N
() o
16 ([Sopharma AD 16 lliensko Shosse Str., * ThuBc khdng vo trung: Vién nang clirng; vién nén. EU GMP |BG/GMP/20 © o |Bulgarian Drug Agency 1
Sofia 1220, Bulgaria 16/087 = S
s | 3
3 <
()] o
~N o
17 |ldol llac Dolum 20 Davutpasa Caddesi * Thuéc vo trung: EU GMP |BG/GMP/20 ) o |Bulgarian Drug Agency 2
. My A e . 2 X o =
Sanayii ve Ticaret |Cebealibey Sokak, 34020 + Thudc san xuat vo trung: Dung dich thé tich nho. 16/086 IS I
AS Topkapi, Istanbul, Turkey. g g
s | =
o ~
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HAN 1 2
19 [Anfarm Hellas S.A.[61st km Nat. Rd. Athens- |* Thu6c vé trung: EU GMP |40189/12-5- National Organization 1
Lamia, Schimatari Viotias, + Thudc san xuat vé trung: Bét ddng kho pha tiém; Dung 2016 for Medicines (EOF),
32009, Greece dich thé tich nhé; thudc dang ran va cay ghép (bao gdm c3 Greece
(* Céch viét khac: 61st thudc chira khang sinh beta lactam). =t a
km Nat. Rd. Athens- + Thudc tiét trung cudi: Dung dich thé tich I&n; dung dich 8 8
Lamia, Sximatari Viotias, |thé tich nho. § g
32009, Greece ) * Thu6c khdng vo trung: Vién nang cing (khéng sinh beta a N
lactam); thuSc dung ngoai dang 1dng; thuéc uéng dang léng;
céc dang bao ché ban ran; vién nén va vién nén bao phim (bao
gdm ca khang sinh beta lactam).
21 |Takeda 17-85, Jusohonmachi 2 - |* San pham: Japan- [1631 © Ministry of Health, 1
Pharmaceutical [chome, Yodogawa-ku, - Hop 1 bom tiém déng san hdn dich tiém Lucrin PDS Depot GMP S Labour and Welfare
Company Osaka 532-8686 Japan 3.75 mg (Leuprorelin acetate 3,75 mg) S o government of Japan
Limited, Osaka - Hop 1 bom tiém déng san hdn dich tiém Lucrin PDS Depot 3 p
Plant 11.25 mg (Leuprorelin acetate 11,25 mg) e %
Abbott Avda de Burgos, 91, EU GMP |ES/098HV/1 © g Agency for Medicines
Laboratories, S.A. [Madrid, 28050 Madrid, 6 8 ™ land Health Products
(Co sé dong goi) |Espana 5 (AEMPS), Spain
3
24 |Sandoz Grup Gebze Organized * Thudc khdng vo trung: vién nén. EU-GMP |DE_ST 01_G Co quan thdm quyén 2
Saglik Urunleri Industrial Region lhsan MP_2016_0 blrc
llaclari San. ve Dede Cadde No. 900. 011 © o
Tic. A. S. Sokak TR-41480 Gebze- | &
Kocaeli, Turkey g g
S =S
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STT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP HET CO’ QUAN CAP THUOC
HAN 1 2
31 |Joint Stock 74, Frunze Str., Kyiv, * Thudc vo trung: PIC/S GMP |034/2016/S State Administration of 2
Company 04080, Ukraine + Thudc san xuat vo triing: Dung dich thé tich nhd (bao gdm AUMP/GMP Ukraine on Medicinal
"FARMAK" ca san pham chira hormone). Products (SAUMP)
+ Thuéc tiét trung cudi: Dung dich thé tich nhé (bao gdm ca
san phadm chra hormone); Dung dich thé tich 16n. et a
* Thuéc khdng vo trung: Thuéc nwéc udng; thude nhd giot 8 8
(bao gbdm ca san pham chira hormone); thuéc dang xit (chira § §
hormone). R S
* Thudc sinh hoc: Thudc mién dich; thude cé ngudn gdc tir
nguwoi hodac dong vat.
* Thudc tir duoc lidu.
38 |[Shenzhen No. 10, Gaoxinzhongyi * ThuBc vé trung: EU-GMP |GIF-IW- Main Pharmaceutical 2
Techdow Road, High-tech Industrial [ + Thudc san xuat v6 triing: Dung dich thé tich nhé. 400/0489_0 © o |Inspector, Poland
Pharmaceutical  [Park, Nanshan District, * Thuéc sinh hoc: Thuéc cé ngudn géc tir ngudi, ddng vat. 2_01/04/60/ § §
Co., Ltd Shenzhen 518057, 16 vy F
Guangdong Province, § S
China e ©
39 [Schering-Plough [Industriepark 30, Heist- * Thuéc vé trung: EU GMP |BE/GMP/20 © o Federal Agency for 1
Labo NV op-den-Berg, 2220, + Thudc san xuat vo trung: Dung dich/hdn dich thé tich nhé. 16/010 Q Q  [Medicines and Health
Belgium g g Products (FAMHP),
5 = |Belgium
o o
Pot 45 (theo Céng van s6 21743/QLD-CL ngay 03/11/2016 chia Cuc Quan ly Dworc)
2 |Emcure Plot No.P-2 IT Park Phase |* ThuGc vo trung: EU-GMP |UK GMP © o |United Kingdom's 2
Pharmaceuticals Il MIDC Hinjwadi Pune IN |- Thu8c san xuat vé trung: Thudc déng khd; Dung dich thé tich 21553 Insp § § medicines and
Limited (OSD and (411 057 India nhdé. GMP o = |Healthcare Products
Potent - Thuéc tiét trung cudi: Dung dich thé tich nhé 21553/2199 % 3 Regulatory Agency
Injectables) * Thudc khdng vo trung: Vién nang clirng, vién nén. 2-0010 e ~  |MHRA
3 |[Emcure Plot No P-I ITBT Park, * Thuéc vé trung: EU-GMP [UK GMP Medicines and 2
Pharmaceuticals |Phase-Il MIDC, Hinjwadi, [+ Thudc san xuat v trung: thudc déng khd; dung dich thé tich 21553 Insp © 9 |Healthcare Products
Limited (Sterile Pune, Maharashtra State, |nhd; thudc tiém déng san. GMP 8 8 Regulatory Agency
Products Division) [IN-411 057, India + Thuéc tiét trung cudi: dung dich thé tich nhé.. 21553/2387 g § (MHRA), United
410-0002 3 Y |Kingdom
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4 |Cadila Healthcare |Kundaim Industrial * Thudc khdng vé trung: Vién nang cirng; vién nén, vién nén EU-GMP |OGYI/20634 ) o [National Institute of 2
Limited Estate, Plot No. 203 to bao phim. -6/2015 § § Pharmacy and Nutrition
213, Kundaim village, § g (OGYEI), Hungary
Goa, 403 115, India PN >
o —
6 |lpsen Biopharm [Ash Road Wrexham * Thuéc vé trung: EU GMP |UK MIA Medicines and 1
Limited Industrial Estate + Thudc sdn xuat vé trung: thubc déng khd. 3070 Insp © 9 |Healthcare Products
Wrexham, LL 13 9UF, * Thudc sinh hoc: thudc cdng nghé sinh hoc. GMP/GDP/I 8 8 Regulatory Agency
United Kingdom. MP S & |(MHRA), United
3070/14720| R % |Kingdom
-0040
9 |Mepro Unit Il, Q Road, Phase IV |* Thu8c khéng vé trung: Vién nang cirng; dang bao ché ban EU GMP |OGYEI/1393 National Institute of 2
Pharmaceuticals |GIDC, Wadhwan City, ran; vién nén; vién nén bao phim. 4-6/2016 © a Pharmacy and Nutrition
Private Limited Surendranagar, Gujarat, 8 8 (OGYEI), Hungary
363 035, India S S
S| =
N —
12 |LABORATORIO C/ Jarama 111 Poligono * Thuéc vé trung: EU-GMP [ES/089HVI/1 Agency de Medicaments | 1
REIG JOFRE, SA  |Industrial, Toledo, 45007 + Thudc san xuat vd trung: Thudc chira khdng sinh nhém 6 and Sanitary Products -
Toledo Espana penicilins va cephalosporin: thuéc dang ran va cay ghép. g g Spain
* Thudc khdng vd trung: ThuSc chira khang sinh nhém g Q
penicilins va cephalosporin: Vién nang cirng, thudc uéng dang § 5
|dng, vién nén, vién nén bao phim, bdt pha hdn dich uéng. N S
17 [Imexpharm No. 22, Street No. 2, Viet |* Thudc vd trung: EU-GMP |ES/141HV/1 Agency for Medicines 2
Corporation Nam Singapore industrial + Thudc san xuat vo trung: thudc dang ran va cay ghép chira 6 and Health Products
Branch Il (IMP3) |Zone II, Thu Dau Mot City, |khang sinh nhdm beta-lactam; © o (AEMPS), Spain
Binh Duong Province, * ThuBc khdng vo trung: vién nang cirng chira khang sinh § §
Viet Nam nhém beta-lactam § §
* San pham duoc xét nhém thau 1 (lwu hanh tai B6 Dao Nha): > = 1
+ Thudc bét pha tiém IMETOXIM 1g (Cefotaxim (duéi dang ~ -
Cefotaxim natri) 1g)
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19 |Aesica North Road * Thudc khdng vé trung: thuSc uéng dang 1dng; vién nén, vién | EU-GMP [UK MIA © o |Medicines and 1
Queenborough Queenborough Kent Me  [nén bao phim; thuéc gdy mé dang hit. 32496 Insp § § Healthcare Products
Limited 11 5EL, United Kingdom GMP o = |Regulatory Agency
22567/3043 | S S |(MHRA), United
3-0027 ~ ™ |kingdom
20 |Engelhard Engelhard Arzneimittel * Thudc khdng vé trung: Thudc uéng dang 16ng; thudc bot, EU-GMP |DE_HE_01_ © o |Coquantham quyén 1
Arzneimittel GmbH & Co. KG, vién ngam; dang bao ché ban ran. GMP_2016_ § § Plc
GmbH & Co. KG  |Herzbergstrafe 3 61138 0055 ~ A
Niederdorfelden, g %
Germany - ~
24 |Bushu 950, Hiroki, Ohaza, San pham: Vién nén bao tan trong rudt Pariet 10mg. Japan-GMP(1437 < — [Ministry of Health, 1
Pharmaceuticals [Misato-machi, Kodama- § § Labour and Welfare
Ltd. Misato gun, Saitama-ken, Japan g g government of Japan
Factory 5 E
25 |Bushu 950, Hiroki, Ohaza, San pham: Vién nén bao tan trong rudt Pariet 20mg. Japan-GMP|1438 < N Ministry of Health, 1
Pharmaceuticals [Misato-machi, Kodama- S Q [Labour and Welfare
Ltd. Misato gun, Saitama-ken, Japan g g government of Japan
Factory 5 E
26 |PT. Aventis JI. Jenderal A. Yani, Pulo  |S&n pham: Vién nén Triatec 5 mg (Ramipril 5mg) PIC/S GMP [PN.01.05.31. 9 Q National Agency for 2
Pharma Mas, Jakarta, Indonesia 313.05.16.5 8 8 Drug and Food Control
39 g § (NADFC), Indonesia
3 P
27 |Alkem Thana Baddi, Nalgarrh, * ThuBc khdng vo trung: Vién nén; Vién nang cirng (khéng PIC/S GMP [MI-2015-CE- 0 o |Therapeutic Goods 2
Laboratories District Solan, Himachal  |ch(ra khang sinh nhédm Cephalosporin va Penicillin). 12531-1 § § Administration (TGA),
Limited Pradesh, India g g Australia
T8
32 |[Santen 348-3, Aza-suwa, Oaza- * San pham: Dung dich nhé mat Taflotan (Tafluprost 0,015 Japan- |1616 © = Ministry of Health, 1
Pharmaceutical shide, Taga-cho, Inukami- [mg/ml) GMP Q S |Labour and Welfare
Co., Ltd Shiga gun, Shiga, Japan E E (MHLW), Japan
Plant g E
33 |[Santen 348-3, Aza-suwa, Oaza- * San pham: HAn dich nhé mat Flumetholon 0,1 Japan- |3085 0 N Ministry of Health, 1
Pharmaceutical shide, Taga-cho, Inukami- [(Fluorometholon 1mg/ml) GMP Q S |Labour and Welfare
Co., Ltd Shiga gun, Shiga, Japan § E (MHLW), Japan
Plant § 5
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34 |Santen 348-3, Aza-suwa, Oaza- * San pham: HOn dich nhé méat Flumetholon 0,02 Japan- [4532 n — [Ministry of Health, 1
- (o}
Pharmaceutical [shide, Taga-cho, Inukami- |(Fluorometholon 0,2 mg/ml) GMP S S [Labour and Welfare
Co., Ltd Shiga gun, Shiga, Japan S N (MHLW), Japan
— o
Plant I w
- -
36 |Medochemie Ltd [1-10 Constantinoupoleos |* Thudc khéng vé trung: vién nang citng, vién nén, vién nén EU-GMP |MEDO01/201 Pharmaceutical Services 1
entral Factory treet, , Limassol, ao phim - Ministry of Health,
(C I F ) |S 3011, Li | b hi 6/001 Mini f Health
Cyprus (Bao gbdm ca cac san pham: Cyprus
Vién nén Clomiphene citrate 50mg © .
Vién nang cirng Danazol 100mg, 200mg § §
Vién nén Dexamethasone 0,5mg; 1,5mg ) =
A P . o o
Vién nén Flutamide 250mg E E
Vién nén Medroxyprogesterone acetate 100mg
Vién nén Prednisolone 5mg
Vién nén Prednisone 5mg
Vién nén Tamoxifen citrate 10mg, 20mg, 40mg).
55 |Biocon Limited Plot No. 2-4, Phase IV, * S3n pham: Insulin Glargine BS Injection 100U/ml FFP. Japan GMP [System © — |Pharmaceuticals and 2
i (o)
Bommasandra-Jigani Link filing No.: S S [Medical Devices Agency
Road, Bangalore - 560 5122708010 g g (PMDA), Japan
099, India 051 5 5
o o
56 |Laboratoire 1 rue Alexander Fleming, |* Thudc vd trung: EU-GMP |HPF/FR/112 © o |National Agency for the 1
Aguettant Parc Scientifique Tony + Thudc san xuat vd triing: Dung dich thé tich nhé. /2016 § § Safety of Medicine and
Garnier, Lyon, 69007, + Thudc tiét trung cudi: Dung dich thé tich I&n; dung dich e N |Health Products
° » o o
France thé tich nho. > o [(ANSM), France
o —
59 [MyungIn 361-12 Noha-gil, Paltan-  |* Dang thudc ran: vién nén; vién nang; vién nén phan ra. PIC/S GMP [2016-D1- © o |Gyeongin Regional 2
¢ ~ oA ~ ~ "~ b hm .
Pharm.Co., Ltd. myeon, Hwaseong-si * Thuoc tiém: dung dich thudc tiém; thuéc dong kho. 2734 S g  [Office of Food and Drug
Gyeonggi-do, Republic of |* Thudc ban ran: thudc kem, thudc md. § § Safety, Korea
Korea BN B
— o
60 |Santen 2-14, Shikinami, * San pham: Dung dich nhd mat Sanlein Mini 0.3 (Natri Japan-GMP|825 © o |Pharmaceutical safety 1
Pharmaceutical Hodatsushimizu-cho, hyaluronat 1,2mg/0,4ml) § § and enviromental
Co., Ltd. Noto Hakui-gun, Ishikawa, ey = |Health Bureau, Ministry
o o
Plant Japan ) o« |of Health, Labour and
o o
Welfare
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61 |Santen 2-14, Shikinami, * San pham: Dung dich nhd mat Sanlein Mini 0.1 (Natri Japan-GMP|827 © o |Pharmaceutical safety 1
Pharmaceutical Hodatsushimizu-cho, hyaluronat 0,4mg/0,4ml) § § and enviromental
Co., Ltd. Noto Hakui-gun, Ishikawa, R = |Health Bureau, Ministry
Plant Japan % % of Health, Labour and
Welfare
62 |Santen 2-14, Shikinami, * San pham: Dung dich nhd mat Diquas (Natri diquafosol Japan-GMP|3084 " o |Pharmaceutical safety 1
Pharmaceutical Hodatsushimizu-cho, 30mg/ml) § § and enviromental
Co., Ltd. Noto Hakui-gun, Ishikawa, = = |Health Bureau, Ministry
Plant Japan % % of Health, Labour and
Welfare
63 |Santen 2-14, Shikinami, * San pham: Dung dich nhd mat Taflotan-S (Tafluprost Japan-GMP|3975 " o |Pharmaceutical safety 1
Pharmaceutical |Hodatsushimizu-cho, 4,5mcg/0,3ml) § § and enviromental
Co., Ltd. Noto Hakui-gun, Ishikawa, = = |Health Bureau, Ministry
Plant Japan % % of Health, Labour and
Welfare
64 [Santen 2-14, Shikinami, * San pham: Dung dich nhd mat Sancoba (Cyanocobalamin Japan-GMP|4063 " o |Pharmaceutical safety 1
Pharmaceutical Hodatsushimizu-cho, (vitamin B12) 1mg/5ml) § § and enviromental
Co., Ltd. Noto Hakui-gun, Ishikawa, = = |Health Bureau, Ministry
Plant Japan § % of Health, Labour and
~ ™ |welfare
65 |[Alkem Alkem Laboratories * Thu6c khdng vo trung: vién nang cirng; bot pha sird ; vién EU-GMP |DE_BY_05_ Co quan tham quyén 2
Laboratories Limited nén. GMP_2016_| 8 9 [buc
Limited Village Thana, Baddi, 0064 8 8
Tehsil - Nalgarh, Solan, g 5
173205 Himachal 3 N
Pradesh, India
66 |[Tarchomin 2, A. Fleminga Str., 03- *Thudc vo trung: EU_GMP |GIF-IW- Main Pharmaceutical 1
Pharmaceutical [176 Warsaw, Poland + Thudc san xuat vo trung: dang bao ché ran va cay ghép (bao 400/0196_0 Inspector, Poland
Works "Polfa" S.A gdm ca khang sinh nhém B - Lactam) 2_05/04/29
(Tén Ba 4/16 Q 9
Lan:Tarchominski 8 8
e Zaklady g 5
Farmaceutyczne = 8
"Polfa" Spolka
Akcyjna)
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67 |Alkem Alkem Laboratories * Thudc khdng vé trung: vién nang cing; thudc udng dang EU-GMP |DE_BY_05_ © o |Coquantham quyén 2
Laboratories Limited I6ng; vién nén; bot pha sird. GMP_2016_ § § blrc
Limited 167 Mahatma Gandhi, 0069 o ~
Udyog Nagar, Dhabel § g
396210 Daman, India e ~
Dot 46 (theo Céng van s6 25043/QLD-CL ngay 23/12/2016 chia Cuc Quan ly Do)
3 |Takeda GmbH Takeda GmbH * Thu6c khdng vo trung: vién nang clng; vién nén. EU_GMP (DE_BB_01_ Co quan thadm quyén 1
Betriebsstatte GMP_2016_| % 9 [buc
Oranienburg 0021 8 8
Lehnitzstrafe 70-98, 5 §
16515 Oranienburg, 3 N
Germany
5 |Dr. Willmar Dr. Willmar Schwabe * Thudc khdng vé trung: EU GMP |DE_BW_01_ Co quan thdm quyén 1
Schwabe GmbH |GmbH & Co. KG - Vién nang clrng; GMP_2016_ Plrc
& Co. KG Willmar-Schwabe-Strafe - Thu8c dung ngoai dang 1dng; 0068
4,76227 Karlsruhe, - Thu6c udng dang long; © o
Germany - Thudc cé dang bao ché ran khac: thudc bét, thudc com, § §
globuli (chia vi nang chira vi lwgng déng cén) g g
- Vién nén, vién nén bao phim. 5y JF
* Cac thudc khac: © ~
- Thu8c dugc liéu; vién nén, vién nén bao phim
- Thudc vi lwgng ddng can (Homoeopathic products).
7 |MG Co,, Ltd. 27 Yongso 2-gil, * Thuéc tiém truyén. PIC/S-GMP [2016-G1- © o |Daejeon Regional Office 2
Gwanghyewon-myeon, 1793 § § of Food & Drug Safety,
Jincheon-gun, o o |Korea
Chungcheongbuk-do, 3 %
Republic of Korea e -
9 |Genepharm AE/ [18th km Marathonos Ave, |* Thudc vé trung: EU-GMP |57896/20-7- © o |National Organization 1
Genepharm SA  |Pallini Attiki, 15351, + Thudc san xuat v tring: Dung dich thé tich nhd; 2016 § § for Medicines (EOF),
Greece + Thudc tiét trung cudi: Dung dich thé tich nhé; ~ » |Greece
* Thudc khdng vé trung: Vién nang cirng, thudc udng dang % g
I6ng; vién nén, vién nén bao phim. o «
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12 |BAG Health Care |BAG Health Care GmbH * Thudc vo trung: EU-GMP |DE_HE_01_ Co quan tham quyén 1
GmbH AmtsgerichtsstraBe 1-5, + Thudc san xuat vd tring: thuéc déng kho; dung dich thé GMP_2016_| o |Plc
35423 Lich, Germany tich nho. 0048 § §
+ Thudc tiét trung cudi: dung dich thé tich nhé. o =~
¢ ¢ % " o o
* Thudc sinh hoc: thudc mién dich; thudc cong nghé sinh hoc; 5 o
" , “ ” N N N o o
thuoc ¢6 ngudn goc tir dong vat.
* Thudc tir duwoc lidu; thudc vi lugng déng can.
13 |Actavis UK Whiddon Valley, * Thuéc khdng vo trung: vién nang cing; thudc dan; vién nén. | EU-GMP |UK MIA 142 Medicines and 1
Limited Barnstaple, EX32 8NS, Insp et @ |Healthcare Products
United Kingdom GMP/GDP/I 8 8 Regulatory Agency
MP 2 S |(MHRA), United
~ S~
142/6742- = % [Kingdom
0032
19 [Aflofarm ul. Krzywa 2, 95-030 * Thu6c khdng vo trung: thudc dung ngoai dang 16ng; thudc EU GMP |GIF-IW- © o Main Pharmaceutical 1
Farmacja Polska [Rzgow, Poland uéng dang long. 400/0108_0 S S [Inspectorate (MPI),
Sp. Z.0.0 * Thudc tir duoc lidu 1.01/04/83/| = |Poland
16 = =
— o
20 |Medana Pharma |ul. Polskiej Organizacji * Thudc khdng vé trung: vién nang clrng; vién nang mém; EU-GMP |GIF-IW- Main Pharmaceutical 1
Spolka Akcyjna Wojskowej 57., 98-200 thudc dung ngoai dang 1dng; thuéc udng dang 16ng (bao g‘c?m 400/0037_0 | o |Inspector, Poland
Sieradz, Poland ca thuéc chira hoat chat huwdng than); dang bao ché ban ran 3.01/04/25 § §
(bao gbm ca thudc chira hoat déc tinh cao); vién nén; dung 6/16 & S
. N “ N ~ , ~ , o o
dich thut tryc trang (bao gom ca thudc chira hoat chat hudng § >
than) ~
* Thudc tir duoc lidu.
23 [Rafarm SA Thesi Pousi-Xatzi Agiou * Thuéc vé trung: EU-GMP |49203/15-6- National Organization 1
Louka, Paiania Attiki, TK + Thudc san xuat vo trung: Dung dich thé tich nhé. 2016 9 @  |for Medicines (EOF),
19002, TO 37, Greece + Thuéc tiét trung cudi: Dung dich thé tich nhé. 8 8 Greece
* ThuBc khdng vd truing: Vién nang cirng; thudc dung ngoai 5 5
dang 1dng; thudc udng dang 16ng; dang bao ché ban ran; vién R 3
nén; vién nén bao phim.
27 |Mylan EPD G.K., |2-1, Inokuchi 37, * San pham: Vién nén bao phim Elthon 50mg tablets (ltopride |Japan GMP|4813 Ministry of Health, 1
(Tén cii: Abbott  |Katsuyama, Fukui 911- hydrochloride 50mg) bt & |Labour and Welfare
Japan Co., Ltd.) 8555, Japan 8 8 (MHLW), Japan
3| 8
< ©
(@] —
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31 |Withus 103 Je2gongdan 2-gil, Thudc khdng vé trung: Vién nén; Vién nang (chira khang sinh [ PIC/S GMP [2016-01- ) o |Gyeongin Regional 2
Pharmaceuticals [Miyang-myeon, Anseong- |nhém Cephalosporin) 2398 § § Office of Food and Drug
Co., Ltd. si Gyeonggi-do, Republic § E Safety, Korea
of Korea = =
- -
36 |Vianex S.A-Plant [Industrial Area Patron, * Thuéc vo trung: Thudc san xuat vo tring dang ran va thuéc EU-GMP |53268/5-7- © o National Organization 1
D Agios Stefanos, Patra, cdy ghép chira khang sinh beta lactam. 2016 pay S  |for Medicines (EOF),
Axaia, 25018, Greece * Thuéc khdng vo trung: thudc chira khang sinh beta lactam: S % Greece
vién nang cttng, vién nén, thudc bot pha hdn dich. § g
- -
38 |MSD Kilsheelan, Clonmel, Co.  |* Thu8c khéng vé trung: vién nén. EU-GMP [2015/8918/ " o |lrish Medicines Board 1
International Tipperary, Ireland M11074 § § (IMB)
GmbH T/A MSD > >
Ireland (Ballydine) g %
(] —
42 [Rafarm SA Thesi Pousi-Xatzi Agiou * Thuéc vo trung: EU-GMP |49203/15-6- National Organization 1
Louka, Paiania Attiki, TK + Thudc san xuat vd triing: Dung dich thé tich nhé. 2016 et 9 |for Medicines (EOF),
19002, TO 37, Greece + Thudc tiét trung cudi: Dung dich thé tich nhé. 8 8 Greece
* Thudc khdng vb trung: Vién nang cirng; thudc dung ngoai § g
dang 18ng; thudc udng dang 16ng; dang bao ché ban ran; vién S 3
nén.
51 |ELPEN A.E. Marathonos Ave. 95, * Thuéc vo trung: EU-GMP |46404/4-7- National Organization 1
OAPMAKEYTIKH  |Pikermi Attiki, 19009, + Thudc san xuat vd trung: Thudc déng khd; dung dich thé 2016 for Medicines (EOF),
BIOMHXANIA / Greece tich nho. Greece
ELPEN + Thudc tiét trung cudi: Dung dich thé tich I&n; dung dich © o
PHARMACEUTICA thé tich nho. & | &
L CO., INC * Thudc khdng vo trung: Vién nang cirng (bao gdm ca khang 5 5
sinh B-Lactam); thuSc udng dang 1dng; dang bao ché ran khac 8 N
(vién bao phim, thudc bdt, thudc c6m) (bao gdbm ca khang sinh
B-Lactam); vién nén (bao gdbm ca khang sinh B-Lactam).
57 |Cipla Limited Plot No. 9 & 10, Indore * ThuBc khdng vo trung: Thudc xit mi. EUGMP |DE_HE_01_ © o |Coquanthdm quyén 2
Special Economic Zone, GMP_2016_ § § blc
Phase Il, Pithampur, 0056 E g (Regierungspréasidium
District Dhar, IN-454775, > ~ |Darmstadt)
India i -
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59 [SANOFIS.P.A. Viale Europa, 11-21040  |* Thudc khdng vé trung: Thudc dung ngoai dang 16ng; Thuéc EU-GMP |[IT/249- © o |ltalian Medicines 1
Origgio (VA), Italia uéng dang 16ng; Vién nén. 5/H/2016 § § Agency AIFA
* Thudc sinh hoc: Ché pham sinh hoc (Lén men lactic): Vién S <
¢ 4 > ~ ~ ~ ~ — (@]
nang cing; Thuoc uong dang long; Thuoc bot, thudc coOm. E §
70 |Hankook Korus 30 Gangjeo-ro, Jecheon- |* Thuéc udng dang ran: Vién nén; vién nang (bao gom ca PIC/S GMP (2016-G1- © o |Daejeon Regional Office 2
- -
Pharm. Co., Ltd si, Chungcheongbuk-do, |khang sinh nhém Cephalosporin). 2125 IS Q |of Food & Drug Safety,
. S~ S~
Republic of Korea g 5 Korea
(42} LN
— o
71 |Nexpharm Korea |168-41 * ThuGc ung dang ran: Vién nén; vién nang; thudc cém. PIC/S GMP [2016-G1- Daejeon Regional Office 2
Co., Ltd. Osongsaengmyeong 4-ro, 1893 © o |of Food & Drug Safety,
Osong-eup, Heungdeok- § § Korea
gu, Cheongju-si, § g
Chungcheongbuk-do, > >
Republic of Korea - “
72 |Dr. Willmar Willmar-Schwabe-StraRe |* ThuSc khdng vo trung: Vién nang cirng; Thudc dung ngoai EU GMP |DE_BW_01_ Co quan tham quyén 1
Schwabe GmbH |4, 76227 Karlsruhe, dang 1dng; ThuSc udng dang I6ng; thudc bét, thudc cém, GMP_2016_| o |Puc (Baden-
& Co. KG Germany. globuli (chia vi nang chira vi lvgng d6ng cadn); Vién nén, vién 0068 § § Wirttemberg)
(* Cdch ghi khdc: Willmar- |nén bao phim. g g
Schwabe-Str. 4, D-76227 |* Céc thudc khac: ) F
Karlsruhe, Germany) + Thudc duoc liéu: vién nén, vién nén bao phim e ~
+ Thudc vi lwvgng ddng cdn (Homoeopathic products).
73 |Royal Chemical & [No.1, Lane 1, Sung Pu * Thubc khéng vo trung: dung dich thudc, hdn dich thudc; PIC/S GMP |3287 © o Ministry of Health and 2
Pharmaceutical Road, Niao Song District, [thudc kem, thudc m&; vién bao phim, cém bao phim, vién Q Q |Welfare, Republic of
Co., Ltd. Kaohsiung City, Taiwan, nén, vién nang cing. § E China (Taiwan)
R.0.C S o
— —
74 |BAG Health Care [BAG Health Care GmbH * Thuéc vé trung: EU-GMP |DE_HE_01_ Co quan tham quyén 1
GmbH AmtsgerichtsstraRe 1-5, + Thu8c san xuit vé trung: Thudc déng kho; dung dich thé GMP_2016_ Plrc
35423 Lich, Germany tich nho. 0048 < a
+ Thuéc tiét trung cudi: Dung dich thé tich nhé 8 8
* Thudce sinh hoc: Thudc mién dich; thude cdng nghé sinh hoc; g 5
thudc cé ngudn gdc tir ngudi hodc dong vat. 3 8
* Thu6c khac: Thudc duoc liéu; thudce vi lwgng ddng can.
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76 |Mega * Plant |: 384 Moo 4, Soi  |* Thudc khdng vé trung: Vién nang mém. PICS GMP [MI-2015-CE- Therapeutic Goods 2
Lifesciences 6, Bangpoo Industrial 07830-1 Administration (TGA),
Public Company [Estate, Pattana 3 Road, Australia
Limited Phraeksa, Mueang,
Samutprakarn 10280,
Thailand. 9 9
o o
N Q
* Plant 1I: 515/1 Moo 4, * Thu6c khdng vo trung: Vién nang mém; vién nang cirng. g 5
Soi 8, Bangpoo Industrial S .4
Estate, Pattana 3 Road,
Phraeksa, Mueang,
Samutprakarn 10280,
Thailand.
81 |PT. Tunggal JI. Jend.Ahmad Yani No 7, [Thudc tiém thé tich nho chira hormon sinh duc va tranh thai. |PIC/S GMP |4146/CPOB/ < o |National Agency for 2
Idaman Abdi Rawamangun, Jakarta A/IV/14 § § Drug and Food Control
Timur, Indonesia g g (NADFC), Indonesia
$|s
82 |B. Braun Medical, |Ctra. Terrassa, 121, Rubi, [* Thudc vé trung cé tiét trung cudi: Dung dich thé tich I&n EU-GMP |NCF/1634/0 © o Ministry of Health of 1
SA Barcelona, 08191, Spain  [(bao gbdm ca thudc giy nghién/hudng than); dung dich thé 01/CAT Q S [Government of
tich nhé (bao gdbm ca thudc gy nghién/hudng than); § § Catalonia, Spain
Dot 47 (theo Céng van s6 783/QLD-CL ngay 25/01/2017 cha Cuc Quan ly Dworc)
2 |N.V. Organon Molenstraat 110, OSS, * Thuéc vo trung: EU GMP |NL/H Health Care 1
5342CC, Netherlands + Thudc san xuat vd trung: Thudc déng khd; dung dich thé 16/1010471 Inspectorate -
(* Cach ghi khac: tich nho. Pharmaceutical Affairs
Molenstraat 110, 5342 + Thudc tiét trung cudi: Dung dich thé tich nhé; thudc cay © o |and Medical
CC Oss, Netherlands ghép va dang rin. § § Technology, Netherlands
hoéc: Kloosterstraat 6, * Thudc khdng vé trung: Vién nang cirng; vién nang mém; § §
5349 AB Oss, thu6c uéng dang 1dng; vién nén; vién nén bao phim, thuéc p >
Netherlands ) cdm. e e
* Thudc sinh hoc: Thudc mién dich; thudc cdng nghé sinh hoc;
thuéc cé ngudn géc tir ngudi va ddng vat; thudc cé ngudn géc
tlr nudc tidu (urine).
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4 |Zaktady ul. Pelplinska 19, 83-200 |* Thudc khdng vé trung: Vién nang cirng (nguyén liéu déc tinh | EU-GMP |GIF-IW- Main Pharmaceutical 1
Farmaceutyczne |[Starogard Gdanski, Poland |cao, nguyén liéu gdy quai thai); thudc c6m, thudc c6m pha 400/0105_0 et 9 |Inspectorate (MPI),
Polpharma S.A hdn dich udng; vién nén (nguyén liéu hoat tinh cao, nguyén 2_02/04/31 8 8 Poland
(Pharmaceutical liéu doc tinh cao, nguyén liéu gay qudi thai); vién nén bao 9/16 E g
Works Polpharma phim. 8 S
S.A.)
5 |GSK Biologicals SA |Parc de la Noire Epine - * Thuéc vé trung: EU-GMP |BE/GMP/20 Belgian Federal Agency 1
Rue Fleming 20, Wavre, + Thudc san xuat vo trung: dung dich thé tich 1&n; thuéc 16/020 et @ |for Medicines and
1300, Belgium déng khd; dung dich thé tich nho. 8 8 Heallth Products
+ Thudc tiét trung cudi: dung dich thé tich nhé. 5 § (AFMPS)
* Thudc sinh hoc: thudc mién dich; thudc cong nghé sinh hoc. Q Q
12 |S.C. Antibiotice Str. Valea Lupului nr.1, * Thudc san xudt vé trung chira khang sinh nhém Penicillin: EU-GMP |046/2016/R © o National Agency for 1
S.A. lasi, Jud. lasi, cod 707410, |thuéc bét pha tiém. 0] S S [Medicines and Medical
Romania E § Devices (NAMMD),
vy = [Romania
— o
16 |(S.C. Slavia Pharm (B-dul Theodor Pallady * ThuBc khdng vo trung: vién nang clrng; vién nén bao phim; EU-GMP |035/2016/R © o National Agency for 1
S.R.L nr.44C, sector 3, cod thuéc com, thudc bot; dang bao ché ban ran (kem, md, gel; 0] Q Q  |Medicines and Medical
032266, Bucuresti, bao gdm ca thuéc chira hormon corticosteroid); vién nén. § g Devices (NAMMD),
Romania > < |Romania
o™ (@]
18 |Laboratorios Avinguda de Barcelona, [* Thuéc vé trung (bao gbm ca thudc gdy nghién, thuéc huéng | EU-GMP |NCF/1637/0 Ministry of Health of 1
Lesvi, SL 69, 08970 Sant Joan Despi [than): 01/CAT Government of
(Barcelona), Spain + Thudc san xuat vo trung: Dung dich thé tich nhé. 9 9 |Catalonia, Spain
(* Céch ghi khéc: + Thudc tiét trung cudi: Dung dich thé tich nhé, dung dich 8 8
Avda. Barcelona 69- thé tich lon. E g
08970 Sant Joan Despi, * Thubc khdng vo trung (bao gdbm ca thuéc gay nghién, thuéc 3 ~
Barcelona, Spain ) hudng than): Vién nang clng; vién nén; vién nén bao phim;
thudc udng dang ldng.
20 |Fresenius Kabi Village Kishanpura, Baddi, |* Thuéc vé trung: EU GMP |UK GMP Medicines and 2
Oncology Limited |Tehsil Nalagarh, District + Thuéc san xuat vo trung: thudc déng khd; dung dich thé 29338 Insp =t 9 |Healthcare Products
Solan, Himachal Pradesh, |tich nho. GMP 8 8 Regulatory Agency
In-174101, India + Thuéc tiét trung cudi: dung dich thé tich nhd. 29338/4438 § § (MHRA), United
* Thudc khong vé trung: vién nang cing, vién nén. 41-0007 8 g |Kingdom
* Thudc chira chat doc té bao.
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28 |Dongkook 33-19, Yongso 2-gil, * Thudc khdng vé trung: vién nén; vién nang clng; thuéc kem; |PIC/S-GMP [2016-G1- © o |Deajeon Regional 2
Pharmaceutical [Gwanghyewon-myeon, m&; thuéc bét duing ngoai. 2565 § § Commissioner Food and
Co., Ltd. Jincheon-gun, * Thudc vo trung: Thudc tiém; thubc bét dong kho. o) S |Drug Administration,
Chungcheongbuk-do, S % MFDS, Korea
Korea ~ -
30 |Myungmoon 26, Jeyakgongdan 2-gil, * San phadm: Thu6c bt déng khd pha tiém Pamatase In;. PIC/S-GMP|2015-D1- " o |Gyeongin Regional 2
Pharmaceutical Hyangnam-eup, (Methylprednisolone 40 mg) 0980 § § Office of Food and Drug
Co., Ltd. Hwaseong-si, Gyeonggi- F N |Safety - Ministry of Food
do, Republic of Korea % § and Drug Safety of Korea
32 |B.Braun StraRe 134212 * Thuéc v trung cé tiét trung cudi: Dung dich, nhii twong thé | EU-GMP |DE-HE-01- Co quan tham quyén 1
Melsungen AG Melsungen, Germany tich nhé (bao gdbm ca thudc chira hormon); dung dich, nhii GMP-2016- © 9 |Pblc
(*Cach ghi khdc: Carl - |tuong thé tich Ion; 0067 ] g
Braun - Stra e 1, 34212 |* Thu6c khéng vo trung: Thubc udng dang long. g g
Melsungen, Germany ) S =
36 |Patheon Italia 2 Trav. SX Via Morolense, |* Thudc vo trung: EU-GMP (IT/197- Italian Medicines 1
S.P.A. 5-03013 Ferentino (FR), + Thudc san xuét vd trung: ThuSc déng khd (chira 1/H/2016 Agency (AIFA)
Italia prostaglandins); dung dich thé tich nho (chira hormon va chat
¢6 hoat tinh hormon trir hormon sinh duc).
+ Thudc tiét trung cudi: Dung dich thé tich I&n; dung dich © o
thé tich nhé. & | &
* Thuéc sinh hoc: g g
+ Ché pham tir mau: Thudc dong kho; 8 3
+ Thuéc cdng nghé sinh hoc (Protein tai t6 hop, khang thé
don dong): Thudc déng kho; dung dich thé tich nhd;
+ Thudc cé ngudn gdc tir ngudi va ddng vat: Thudc déng
kho.
37 [Samil Pharm. Co., [216 Sandan-ro, Danwon- |* Vién nén; thudc bat; thudc com; si rd thudc (dang ran); vién |PIC/S GMP |2016-D1- Gyeongin Regional 2
Ltd. gu, Ansan-si, Gyeonggi- nhai. 2874 © o |Office of Food and Drug
do, Korea * Dung dich, hdn dich nhd mét. § § Safety, Korea
* Thubc udng dang 1dng; si ro thudc (dang 16ng); hdn dich § §
thudc ubng. ) =
* Thu6c boi da dang 16ng; thudc xjt miii. e ©
* Thuéc m&; thudc m& tra mat; thudc gel.
Danh muc co s& dat PICS EU GMP (Dot 1 - Dot 64) Trang 29/ 262 08/04/2019



TEN CO' SO’ SAN - ; 5 NGUYEN | GIAY CH. |NGAY |NoAY " NHOM
STT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP HET CO' QUAN CAP THUOC
HAN 1 2
39 |Hikma Estrada do Rio da M6, n.2 |* Thudc vé trung: EU-GMP [F006/51/MH National Authority of 1
Farmacéutica 8, 8-A e 8-B - Fervenca, + Thudc san xuat vo tring: dung dich thé tich 1&n; thuéc /001/2016 et @ |Medicines and Health
(Portugal), S.A. Terrugem SNT, 2705-906, |ddng khd; dung dich thé tich nhd; thudc bét tiém (khang sinh 8 8 Products, I.P, Portugal
Portugal nhém Cephalosporin). 5 g
+ Thudc tiét trung cudi: dung dich thé tich I&n; dung dich Q 3
thé tich nho.
43 |Pabianickie ul.Marszalka Jozefa, * Thuéc khdng vo trung: vién nang cing (bao gém ca thuéc EU-GMP |GIF-IW- Main Pharmaceutical 1
Zaktady Pilsudskiego 5, 95-200 chira chat kim té€ bao); thuéc dung ngoai dang 16ng; thudc 400/0039_0 Inspectorate (MPI),
Farmaceutyczne [Pabianice, Poland udng dang 16ng; thudc bét; vién nén va vién nén bao phim) 1.01/04/31 © o |Poland
POLFA S.A. (Tén (bao gbm ca thudc chira hormon va steroid). 4/16 § §
tiéng Anh: * Thudc duoc liéu. S =
Pharmaceutical % 3
Works Polfa in ~ ©
Pabianice Joint-
Stock Co.)
44 |[Korea United No. 2A, Tu Do Boulevard, |* Thudc khéng vé trung: Vién nén bao phim chira Metformin | PIC/S GMP Co quan thdm quyén 2
Pharm Int'l JSC.  |Vietnam-Singapore HCl 500mg. et 9 |Han Quéc (Daejeon
Industrial Park, Thuan An 8 8 Regional Office of Food
Town, Binh Duong § g & Drug Safety)
Province, Vietnam S =
45 [PT Novell JL.Wanaherang No. 35 * Thudc khdng vo trung: Vién nén, vién nén bao phim. EU GMP |NL/H Health Care 2
Pharmaceutical  |Tlajung, Gunung Putri, 16/1008149 et 9 |Inspectorate -
Laboratories Bogor, 16962, Indonesia 8 8 Pharmaceutical Affairs
§ § and Medical
= Y [Technology, Netherlands
46 |Samijin 52, Jeyakgongdan 1-gil, * ThuGc ubng dang ran: Vién nén; vién nang (bao gom ca PIC/S GMP [2016-D1- Gyeongin Regional 2
Pharmaceutical Hyangnam-eup, thu6c chira khang sinh nhdm Cephalosporin). 3213 © o |Office of Food and Drug
Co., Ltd. Hwaseong-si, Gyeonggi- |* Thudc tiém: Thudc tiém dung dich; thudc bot pha tiém (bao § § Safety, Korea
do, Republic of Korea gbm cd thudc chira khang sinh nhdm Cephalosporin). = =
* ThuSc udng dang hdn dich. § E
* Thu6c md. ° ©
48 |Mundipharma 13 Othellos, Dhali * Thudc khdng vé trung: Thudc dung ngoai dang 1dng; thudc EU-GMP |MUNO01/201| o o |Pharmaceutical Services | 1
Pharmaceuticals [Industrial Area, Nicosia, udng dang 16ng; thudc phun mu; thudc ban ran. 6/001 § § - Ministry of Health,
Ltd. Cyprus, 2540, Cyprus § § Cyprus
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50 |Allergan Castlebar Road, * Thudc vo trung: EU GMP |13644/M14 Health Products 1
Pharmaceuticals |[Westport, Co. Mayo, + Thuéc san xuat vé trung: Thudc déng khd; dang bao ché 8 © o |Regulatory Authority
Ireland Ireland. ban ran; dung dich thé tich nhé (bao gdm ca hdn dich nhd § § (HPRA), Ireland
(* Cdch ghi khdc: mat, dung dich nhé mat). § E
Castlebar Road, + Thudc tiét trung cudi: Thudc cay ghép va dang ran. 5 E
Westport, County Mayo, |* Thuéc sinh hoc: San pham céng nghé sinh hoc.
Ireland)
55 |Sai Mirra Plot No. 288 & 299, Sidco |* Thudc khdng vé trung: Vién nén. PIC/S GMP (339/16 © o |National Pharmaceutical 2
Innopharm Pvt. Esate, Ambattur, 600098 § § Regulatory Agency,
Ltd. Chennai, India By S |Ministry of Health,
o o
= ~ |Malaysia
o o
63 |Santen 2-14, Shikinami, * San pham: Dung dich nhd mat Cravit (Levofloxacin hydrat Japan-GMP|1646 Pharmaceutical safety 1
Pharmaceutical [Hodatsushimizu-cho, 25mg/5mL) et & |and Enviromental
Co., Ltd. Noto Hakui-gun, Ishikawa, 8 8 Health Bureau, Ministry
Plant Japan S S |of Health, Labour and
~ S~
S Q  |Welfare, Japan
65 |LG Life Sciences, [129 Seokam-ro, Iksan-si  |* Thudc vo trung: Thudc tiém dung dich; thudc bdt pha tiém; |PIC/S-GMP [2016-F1- © o |Gwangju Regional Office 2
Ltd. Jeollabuk-do, Republic of [Thudc bdt ddng khé pha tiém. 0232 § § of Food and Drug
Korea * Thuéc sinh hoc: Thudc tiém vac xin. ) 5 |Safety, Korea
< <
— 0
- (o]
68 |Polfarmex S.A. 9, Jozeféw Str., 99-300 * Thudc khdng vo trung: Vién nang cirng; Thudc uéng dang EU GMP |GIF-IW- Main Pharmaceutical 1
Kutno, Poland Idng; Thudc dung ngoai dang 16ng; Thudc bot; Vién nén, vién 400/0020_0 © 9 |Inspector, Poland
bao phim; H6n dich thudc (chita ca steroid t6ng hop). 1.01/04/30 8 8
* Thudc tir duoc liéu 3/16 a 8
S~ S~
o™ Vo)
— (o]
69 |Nectar Village Bhatolikalan - * Thudc vé trung: thudc bot pha tiém (khang sinh nhém EU GMP |FT034/MH/0 National Authority of 2
LifeSciences Adjoining Jharmajri Cephalosporin). 01/2016 © o |Medicines and Health
Limited - Unit VI [E.P.I.P, P.O. Barotiwala, |* Thudc khdng vé tring (nhém Cephalosporin): § § Products (INFARMED),
Tehsil - Nalagarh District -Vién nén = X |Portugal
¢ ° % ¢ — o
Solan, Himachal Pradesh, - Thudc bot dé pha hon dich uéng = >
173205, India ~ ©
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70 |Dongkwang 115 Sandan-ro, * Thudc v trung: Thudc tiém: Dung dich tiém; thudc bot tiém; [ PIC/S GMP [2016- D1- © o |Gyeongin Regional 2
Pharm.Co., Ltd Pyeongtaek-si Gyeonggi- [thuéc ddng khé. 2834 § § Office of Food and Drug
do, Republic of Korea * Thuéc khdng vo trung: > > |Safety, Korea
(Han Quéc) + Thudc dang kem: Cao xoa, kem, gel. g %
+ Thudc udng dang ran: Vién nén; vién nang. « ~
71 |Glaxo Wellcome [Avda. De Extremadura, 3. |* Thu8c khéng vé trung: Thudc udng dang 1dng; vién nén, vién | EU-GMP (3167/16 Co quan thdm quyén 1
S.A Poligono Industrial nén bao phim; thudc phun mu dang hén dich, dung dich dé xit Tay Ban Nha
Allenduero, 09400- m{ii.
Aranda de Duero. S a
(Burgos), Spain. 8 8
(* Cdch ghi khdc: Avda. a 3
De Extremadura no 3, a <
09400 Aranda de Duero.
(Burgos), Spain)
Dot 48 (theo Céng vin s6 3314/QLD-CL ngay 22/03/2017 cua Cuc Quan ly Dworc)
1 |Intas Plot numbers 457, 458 & |* Thudc v tring (bao gdbm ca thudc déc té bao): EU-GMP |UK GMP Medicines and 2
Pharmaceuticals |191/218P Sarkhej-Bavla + Thudc san xuat vd trung: Thudc déng khd; dung dich thé 17543 Insp Healthcare Products
Limited Highway, Matoda, tich nho. GMP Regulatory Agency
Sanand, Ahmedabad, + Thudc tiét trung cudi: dung dich thé tich nhé. 17543/9621 (MHRA), United
Gujarat, In-382210, India |* Thuéc khdng v6 trung (bao gdbm ca thudc déc t& bao): Vién -0018 Kingdom
(* Cach ghi khac: nang clrng; vién nén, vién nén bao phim.
- Plot 457/458 (191/218P)
Sarkhej - Bavla Highway, g g
Matoda, Ahmedabad, 382 N Q
210, Gujarat, India. 5 5
- Plot Numbers 457 & Q 3
458, Sarkhej-Bavla
Highway, Matoda,
Sanand, Ahmedabad,
Guijarat, In-382210, India)
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4 |Kocak Farma llac |Cerkezkoy Organize * Thudc khdng vé trung: vién nén (chira hormon va thudc EU-GMP |FI13/S1/MH National Authority of 2
ve Kimya Sanayi. |Sanayi Bolgesi, Karaagac |chéng ung thw) /01/2016 et @ |Medicines and Health
AS Mah 11. Sok. No: 5 ] &  |Products (INFARMED),
Kapakli, Cerkezkoy, 3 3 Portugal
S~ S~
Tekirdag, Turkey = ~
7 |Besins Groot Bijgaardenstraat * Thuéc khéng vé trung chira hormon: dang bao ché ban ran. EU GMP |BE/GMP/20 © o |Federal Agency for 1
Manufacturing 128, Drogenbos, 1620, 16/014 § § Medicines and Health
Belgium SA Belgium = N |Products, Belgium
< L
[gV] N
— o
8 [Rottapharm Ltd. [Damastown Industrial * Thudc khdng vo truing: vién nang cirng; thudc nwdc udng; EU-GMP |2016/13812 © o |Health Products 1
Park, Mulhuddart, Dublin |thudc bét pha dung dich uéng; vién nén. /M868 § § Regulatory Authority,
15, Ireland = = |[Ireland (HPRA)
g <
o o~
o (ol
11 [Fleet 94 Rickmansworth Road, |* Thu6c khdng vd trung: thudc dung ngoai dang 16ng; thudc EU-GMP |UK MIA United Kingdom 1
Laboratories Watford, Hertfordshire, |uéng dang 16ng; dang bao ché& ban ran (bao gdm ca thudc 4394 Insp Medicines and
Limited WD18 7JJ, United chtra hormon) GMP/GDP © 9 |Healthcare Products
Kingdom. 133/3787- 8 8 Regulatory Agency
Céch ghi khac: 0020 3 S
S~ S~
94 Rickmansworth Road, 8 a
Watford, WD18 7JJ,
United Kingdom.
14 |[Kolmar Korea 245 Sandan-gil, Jeonui- * Thu6c khdng vo trung: Vién nén, vién nang cirng, thuéc bot, |PIC/S GMP|2016-G1- © Daejeon Regional Office 2
v ~ ~ ~ 2 . "~ x . ~ ~ m
myeon, Sejong-si, thuoc com, thubc uéng dang long, si r6, hon dich udng, thuoc 2797 b= p of Food & Drug Safety,
Republic of Korea dung ngoai dang 16ng, lotions, thudc xit dung ngoai da, thuéc S g Korea
m&, thudc kem (cream), gel. A 9
o ()}
(o] (o]
15 |SK Plasma Co., 430-11 Nambu-daero, * C4c san pham sinh hoc va cac san pham khac [thudc tiém PIC/S GMP [2016-D1- © o |Gyeongin Regional 2
Ltd. Osan-si Gyeonggi-do, (cdc ché& pham tir huyét tvong)]. 2945 § § Office of Food and Drug
Republic of Korea S S |Safety, Korea
2| g
— o
Danh muc co s& dat PICS EU GMP (Pot 1 - Dot 64) Trang 33 /262 08/04/2019



. o " " . |NGAY NHOM
TEN CO’ SO’ SAN n - ~ NGUYEN | GIAY CH. [NGAY - P ~
e < ~ o THUOC
STT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP HET CO' QUAN CAP
) HAN 1 2
17 |Santen 9-19, Shimoshinjo 3- Dung dich thudc nhd mat: Alegysal (Pemirolast 1mg); Japan-GMP|5652, 5654 Ministry of Health, 1
Pharmaceutical |chome, Higashiyodogawa- [Dung dich thuc nhd mét: Sanlein 0.1 (Hyaluronate 1mg). Labour and Welfare
Co., Ltd (Santen [ku, Osaka, Japan a  [(MHLW), Japan
Pharmaceutical (2-14, Shikinami, 8 8
Co., Ltd. Noto Hodatsushimizu-cho, 5 g
Plant) Hakui-gun, Ishikawa, 3 q
Japan)
19 |[F. Hoffmann-La Grenzacherstrasse 124, * Thuéc khdng vo trung: vién nang; vién nén; vién nén bao EU-GMP [16-2109 © o |Swiss Agency for 1
Roche Ltd 4070 Basel, Switzerland phim. § § Therapeutic Products
N S |(Swissmedic)
o <
< o
- —
20 |Cipla Limited Unit VII, Plot No. L-139 S- |* Thudc khéng vé trung: vién nang cirng; vién nén. EU-GMP [UK GMP © o |Medicines and 2
(Unit VII) 103 & M-62, Verna 14694 Insp § § Healthcare Products
Industrial Estate, Verna, GMP = » |Regulatory Agency
— o
Goa, IN-403 722, India 14694/4630 > w |(MHRA), United
235-0002 ~ ™ |Kingdom
22 |Torrent Torrent Pharmaceuticals |* Thuéc khong v6 trung: vién nang cirng, vién nén, vién nén EU-GMP |DE_BY_05_ Co quan thdm quyén 2
Pharmaceuticals [Ltd. - Indrad Plant bao phim. GMP_2016_ blrc
Ltd Near Indrad Village, 0085
Taluka Kadi, District © o
Mehsana Gujarat 382721, § §
India § E
(Céch viét khac: Indrad - = o
382721, Tal: Kadi, City: - -
Indrad, Dist: Mehsana,
India)
23 |Wockhardt Biotech Park, H-14/2, * ThuBc vé trung: PIC/S GMP |604/16 ~ o |National Pharmaceutical 2
Limited MIDC, Waluj, + Thuéc san xuat vo trung: dung dich thé tich nhd Insulin (Lo, § § Regulatory Agency,
Arurangabad, 431136 but tiém, cartridges). g g Ministry of Health,
Maharashtra, India > o |Malaysia
o —
24 |RPG Life Sciences |Formulation Plant F 2, Thuéc khdng vo trung: vién nén, vién nén bao phim EU-GMP |DE_BY_04_ © o Co quan tham quyén 2
Limited 3102/A, G.1.D.C. Estate, GMP_2016_| S Q |buc
Ankleshwar Gujarat State, 0034 g g
India =) >
— o
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25 |Medana Pharma |ul. Polskiej Organizacji * S3n pham: EU-GMP |GIF-IW- © Main Pharmaceutical 1
Spolka Akcyjna Wojskowej 57., 98-200 + H6n dich udng nhé giot Bobotic Oral Drops (Simethicone 400/0037_0 8 Inspector, Poland
(Co s& san xuét) |Sieradz, Poland 66.66mg/ml); 3.01/04/25 3 o
x ¢ S~
+ Hon dich uéng Polebufen (Ibuprofen 100mg/5ml); 6/16 o) S
x . ~ . S~
Medana Pharma |ul. Wladystawa Lokietka * 'Hon dich 'uong Biseptol (Sulfamethoxazole 200mg/5ml, EU-GMP |GIF-IW- 9 § Main Pharmaceutical
Spolka Akcyjna 10, 98-200 Sieradz, Poland trimethoprim 40mg/Sml) 400/0037_0 Q & |Inspector, Poland
‘ + Dung dich uéng Aquadetrim Vitamin D3 (Cholecalciferol >
(Co' s& xust g di g Aquadetrim Vitamin D3 (Cholecalcifero 2 01/04/25 Q
26 |Medochemie Ltd [1-10 Constantinoupoleos |* Thudc khéng vé trung: thuSc udng dang I6ng; dang bao ché EU-GMP |MEDO02/201 © o |Pharmaceutical Services 1
s " - -
(Cogols Facility)  [Street, 3011, Limassol, ban ran; thudc dan. 6/001 e Q |- Ministry of Health,
S~ S~
Cyprus § § Cyprus
(42} o0
— o
27 |Tai Yu Chemical& |No.1 Alley 13, Lane 11, * Thudc vé trung: PICS-GMP (3430 Taiwan Food 2
Pharmaceutical  |Yun San Road, Chutung, + Thudc san xuat vd trung: thuéc bt pha tiém et 9 |and Drug Administration
Co., Ltd Hsinchu, Taiwan R.O.C + Thudc tiét trung cudi: thudc tiém, hdn dich tiém, dung 8 8 (TEDA)
dich rira g §
* Thu6c khdng vo truing: vién nén bao phim, vién nén, thuéc N S
c6m, vién nang.
36 |KMS PHARM CO., |236 Sinwon-ro, * Thu6c khdng vo trung: PIC/S-GMP|2016-D1- © o Gyeongin Regional 2
LTD. Yeongtong-gu, Suwon-si + Thudc udng dang ran: Vién nén, vién nang cirng 2163 Q Q [Office of Food and Drug
Gyeonggi-do, Republic of g g Safety , Korea
Korea S )
o~ (@]
40 |PT. Konimex Desa Sanggrahan, Kec. Thudc uéng dang 1dng khéng chira khang sinh B-Lactam. PIC/S- |4508/CPOB/ National Agency for 2
Grogol, Kabupaten GMP  [A/IX/15 " o |Drugand Food Control
Sukoharjo, Indonesia § § (NADFC), Indonesia
(* Cdch ghi khdc: Desa § §
Sanggrahan, Kec.Grogol, > >
Sukoharjo, Indonesia) - e
42 |Advance Pharma |Wallenroder Str. 8-14, * ThuBc khdng vo triing: vién nang cirng, vién nén, vién nén EU-GMP |DE_BE_01_ © o Co quan tham quyén 1
GmbH 13435 Berlin, Germany bao, vién nén bao phim, thudc bét, thuéc cém. GMP_2016_| S S  |buc (Landesamt fir
0058 E E Gesundheit und Soziales
F = |Berlin)
(@] (@]
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47 |[Kotra Pharma (M) (1, 2, & 3, Jalan TTC 12, * Thudc vo trung: PIC/S GMP |563/16 National Pharmaceutical 2
Sdn Bhd Cheng Industrial Estate, + Thudc san xuat vd triing: Dung dich thé tich nhd; thudc Regulatory Agency
75250, Melaka, Malaysia |bo6t pha tiém chira khang sinh nhém Cephalosporin; gel. (NPRA), Ministry of
+ Thudc tiét trung cudi: Dung dich thé tich nhé. © o |Health, Malaysia
* Thuéc khdng vo trung: ThuSc dung ngoai dang 1dng; thuéc § §
udng dang 16ng; thudc ban ran (kem, gel, m&, lotion). Ny N
* Thuéc khdng vo trung chira khéng sinh nhém Cephalosporin: % §
Vién nén; vién nang cing; thudc bot, thudc com. e ~
49 ([Sava Healthcare |GIDC Estate, 507-B-512, [* Thuéc khéng vo trung: PIC/S-GMP|040/2016/S State Administration of 2
Ltd Wadhwan City - 363035, | - vién nén bao phim: Thu8c Movex Active, thuéc Movex AUMP/GMP Ukraine on Medicinal
Surendranagar, India Comfort, thu6c Movespasm, thudc Movinaza 10mg, thuéc © o |Products (SAUMP)
Movinaza 20mg, thudc Pulmobreathe. § §
- Thudc bot pha hdn dich udng: thudc Pulmobreathe, thudc > )
Pulmolor. § §
- Vién nén: thudc Pulmolor, thudc Helpex Anticold, thudc - e
Helpex Anticold DX.
- Thudc m&: Helpex Effect
51 |Lek farmacevtska |Perzonali 47, Prevalje, * Thubc khdng vo trung chira khang sinh Beta-lactam: Vién EU-GMP |450-4/2017- Agency for Medicinal 1
druzba d.d (Lek 2391, Slovenia nén, vién nén bao phim. 1 Products and Medical
Pharmaceuticals Devices of the Republic
d.d), Production N 9 |of Slovenia (JAZMP)
Site ] c
(Tén viét tdt: Lek 5 5
dd) S ~
52 |Santen 2-14, Shikinami, * San pham: Dung dich nhé mat Cravit 1,5% (Levofloxacin Japan-GMP| CPP: 1251 Pharmaceutical safety 1
Pharmaceutical Hodatsushimizu-cho, hydrat 15mg/mL) © & |and Enviromental
Co., Ltd. Noto Hakui-gun, Ishikawa, 8 8 Health Bureau, Ministry
Plant Japan § § of Health, Labour and
Q Q  |Welfare, Japan
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53 |Pfizer Km 1.9 Road 689, PR * Thudc khdng vé trung: vién nang cing, vién nén; vién nén EU GMP |DE_BW_01_ © o |Coquan thdm quyén 1
Pharmaceuticals [0694 Vega Baja, Puerto bao phim. GMP_2016_ § § blrc
LLC Rico, USA * Thudc bot Azithromycin 2g 0123 = 5
< 3
o N
— —
58 |Octapharma Wolfgang-Marguerre- * Ché& phdm sinh hoc: ch& pham tir mau EU-GMP [DE_NI_02_G| o |Coquantham quyén 1
Produktionsgesell |Allee 1, 31832 Springe, San pham: Dich truyén Albunorm 20% (200g/1)(albumin MP_2016_0 § § blc
schaft Germany nguoi 96% ) 025 = g
—
Deutschland mbH > >
o o
59 |Capsugel Zl de Camagnon, 56800  [Thuéc vién nang mém Utrogestan 200 mg (Progesterone dang | EU-GMP <« French National Agency 1
Ploermel (Co s& |Ploermel, France hat min 200 mg), Utrogestan 100 mg (Progesterone dang hat HPF/FR/222 § for Medicine and Health
san xuat bén min 100 mg) /2014 = Products Safety (ANSM)
N R —
thanh pham) 5 ~
(g} —
8
Besins Groot Bijgaardenstraat EU-GMP |BE/GMP/20 g Federal Agency for
Manufacturing 128, Drogenbos, 1620, 16/014 © > |Medicines and Health
Belgium SA (Co Belgium 8 " |Product of Belgium
s& déng gdi, kiém g
nghiém, xuat P
xuong)
61 |[Berlin 222 Romklao Road, * Thudc khdng vo trung: Vién nang cirng, thudc bét, thudc ban PIC/S [1-2-07-17- © o |Food and Drud 2
S ‘ 2 ~ N 7 A P . b pm . . . . .
Pharmaceutical Klongsampravet, ran (bao gom ca thudc kem), vién nén , vién nén bao phim 17-00007 S S  [Administration, Ministry
Industry Co., Ltd. [Latkrabang, Bangkok § g of Public Health,
10520, Thailand 5 E Thailand
67 |JW Life Science 28 Hanjin 1-gil, Songak- * Dung dich tiém truyén, Nhii twong tiém truyén . PIC/S GMP (2017-G1- ~ o |Daejeon Regional Office 2
i N
Corporation eup, Dangjin-si, 0143 S S |of Food & Drug Safety,
Chungcheongnam-do, g g Korea
Republic of Korea § g
68 |Zeiss Plot No 72, EPIP, Phase-l, |* Thudc vé trung: PIC/S-GMP|063//2016/S © o State Administration of 2
Pharmaceuticals [Jharmajri, Baddi, Distt. + Thudc san xuat vo trung: thudc cdy ghép va dang ran (chira AUMP/GMP b= = |Ukraine on Medicinal
Pvt. Ltd. Solan, (H.P), India b6t khang sinh nhém Cephalosporins). g g Products (SAUMP)
L L
Q 4
Dot 49 (theo Céng vin s6 5844/QLD-CL ngay 27/04/2017 cta Cuc Quan ly Dworc)
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3 |Tarchomin 2, A. Fleminga Str., 03- * Thudc vo trung: EU-GMP |GIF-IW- Main Pharmaceutical 1
Pharmaceutical 176 Warsaw, Poland + Thudc san xuat vd trung: dung dich thé tich nho; 400/0196_0 Inspector, Poland
Works "Polfa" S.A |(Céch ghi khac: ul. A. * Thuéc sinh hoc: thudc céng nghé sinh hoc (thudc Insulin) 2_03/04/34
(Tén Ba Lan: Fleminga 2, 03-176 0/16 et a
Tarchominskie Warszawa, Poland) 8 8
Zaklady E g
Farmaceutyczne = 8
"Polfa" Spolka
Akcyjna)
4 |Farmaprim LTD  |Str. Crinilor 5, Raionul * ThuGc khong vo trung: thudc ban ran (m&, kem, gel) (chira EU-GMP |040/2016/R National Agency for 2
(Tén khac: Criuleni, Sat Porumbeni, |hormon); thuéc dan (chra hormon); thudc trirng (chira 0] Medicines and Medical
Farmaprim S.R.L) [MD 4829, Republic hormon). © o |Devices (NAMMD),
Moldova. § § Romania
Cach ghi khac: 5 Crinilor = =
street, Village Porumbeni, S 3
Criuneli reg., MD-4829, o e
Republic of Moldova
5 |Korea Pharma 87 Jeyakgongdan 3-gil, * ThuBc khdng vo trung: Vién nén; vién nang clng; thudc bét; |PIC/S-GMP|2017-D1- ™ S Gyeongin Regional 2
Co., Ltd Hyangnam-eup, thudc dung ngoai dang 1dng; lotions; thuSc kem, vién nén bao 0125 1S Q  |Office of Food and Drug
Hwaseong-si, Gyeonggi- |duong. g g Safety, Korea
do, Republic of Korea 5 §
7 |PT.OTTO JI. Dr. Setiabudi Km 12,1 |* Thuéc khéng vé trung: PIC/S-GMP|4139/CPOB/ National Agency For 2
Pharmaceutical Kab. Bandung Barat, Thuéc khdng chira khang sinh nhdm Beta-lactam; thu6c tranh A/IV/14; 3 9 |Drug and Food Control
Industries Indonesia thai, thudc chira hormon sinh duc, thudc kim té& bao: Vién nén; 4139/CPOB/ 8 8 Indonesia (NADFC)
vién bao (bao gbm ca khang sinh khéng thudc nhém Beta- A/lll/14 § §
lactam). S S
11 |(TTY Biopharm No. 5, Gongjian W. Rd., * ThuBc vé trung: PIC/S-GMP |3182 Taiwan Food 2
Company Limited [Qidu District, Keelung, + Thudc san xuat vd tring: bét déng kho pha tiém; thudc tiém; © 9 |and Drug Administration
Lioudu Factory Taiwan, R.0.C + Thudc tiét trung cudi: thudc tiém. 8 8 (TEDA)
* Thu6c khdng vo trung: vién nén; vién nén bao phim; vién g §
nang cirng. 3 3
Danh muc co s& dat PICS EU GMP (Pot 1 - Dot 64) Trang 38 / 262 08/04/2019



TEN CO SO SAN i ) A NGUYEN | GIAY CH. |NGAY |NoAY . NHOM
STT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP HET CO' QUAN CAP THUOC
: HAN 1 2
14 |Sanofi- Aventis  |Sanofi - Aventis * Thudc vo trung: EU GMP |DE_HE_01_ Co quan tham quyén 1
Deutschland Deutschland GmbH + Thudc san xuat vd trung: thudc déng kho; dung dich thé tich GMP_2016_ Dlrc
GmbH Industriepark Hochst- nhé (chat doc t& bao/chat kim té bao); thuéc cdy ghép va 0090
BruningstraBe 50, H500, |dang ran (hormon va chat cé hoat tinh hormon).
H590, H600, H785, H790 |+ Thudc tiét trung cudi: dung dich thé tich I&n; dung dich thé
65926 Frankfurt am Main, [tich nho.
Germany * Thuéc khdng vo trung: thudc dung ngoai dang 16ng; thudc
(* Cac céch ghi khac: udng dang 16ng; dang bao ché ban ran.
Industriepark Hoechst * Thuéc sinh hoc:
65926 hodic Industriepark [+ Thu6c cdng nghé sinh hoc;
Hoéchst, D-65926 hoac + Thuéc ngudn goc tir ngudi hodc déng vat: Enoxaparin, =t a
Industriepark Hoechst, D- |Heparin Natrium. 8 8
65926 hodc Industriepark [* San phadm: g g
Hochst, Bruningstrasse TOUJEOQ, Solution for injection in pre-filled pen (Insulin 3 Q
50, D-65926 hoac glargine; 300 units/ml; 1,3,5 or 10 pre-filled pens)
Bruningstrasse 50, D- Tén tai Viet Nam: TOUJEO SOLOSTAR.
65926 hoac Industriepark
Hochst, Briningstrafe 50,
D-65926 Frankfurt am
Main, Germany)
15 |UCB Farchim SA |Z.l. de Planchy, Chemin Thu8c khéng v trung: Dang bao ché ran: vién nén, vién nén PIC/S-GMP |16-0418 Swiss Agency for 1
de Croix Blanche 10, 1630 |bao phim. Therapeutic Products
Bulle, Switzerland Cu thé: 3 9 |(Swissmedic)
+ Cetirizine 10 mg 8 8
+ Cetirizine 5 mg (Japenese market exclusively) 5 g
+ Levocetirizine 5 mg 3 S
+ Levetiracetam 250mg/500mg/750mg/1000mg
+ Cetirizine 5mg/Pseudoephedrine 120mg
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20 |Sance VI/51B, n/c No 2, * Thudc vo trung: Thudc san xuat vo trung: thudc cdy ghép va |PIC/S GMP [061/2016/S State Administration of 2
Laboratories Pvt. [Kozhuvanal, Pala, dang ran (thudc bot pha tiém): AUMP/GMP Ukraine on Medicinal
Ltd Kottayam - 686 573, + Alemctum, powder for solution for injection 1g; 1g in bulk Products (SAUMP)
Kerala, India (Cefoperazone/ sulbactam);
+ Alcizon, powder for solution for injection 1g vial No 1; 2 in
packs; No 10 (1x10) in pack in a box (Ceftriaxone);
+ Alcispec, powder for solution for injection 1g; 1g in bulk © o
(Cefoperazone/ sulbactam); § §
+ Cepim, powder for solution for injection 1g; 1g vial No 1; No S ~
5 (Cefepim). § %
* Thuéc khdng vo trung: ° ~
+ vién nang cirng: Sanceph-500 cap, capsules 500mg
(Cephalexin).
+ thuSc bot: SANCEPH-DS 125, powder for preparation oral
suspension 125mg/5ml.
+ Vién nén: Sanfur-500, tablets 500mg (Cefuroxime).
22 |CJ HealthCare 20, Daesosandan-ro, * Thuéc vé trung: Dung dich thudc tiém truyén. PIC/S-GMP|2017-G1- ~ o |Gyeongin Regional Food 2
Corporation Daeso-myeon, Eumseong- |* Thudc khdng vé trung: Thudc udng dang ran chira khang 0619 § § and Drug
gun, Chungcheongbuk- sinh nhém Cephalosporin: Vién nén, thudc bdt pha siro. > S |Administration, Korea
do, Republic of Korea g §
- —
23 |Nipro Pharma 647-240, Ureshinotengeji- |* Dung dich tiém NIKP-Karosgen injection 20ml PIC/s-GMP (3129 N — |Ministry of Health, 1
Corporation Ise Cho, Matsusaka-Shi, Mie, § § Labour and Welfare
Plant 515-2302 Japan § § (MHLW), Japan
- >
(] —
24 |Nichi-lko 205-1, Shimoumezawa San pham: Thudc vién nén bao phim NIKP-Rebamipide film PIC/s-GMP (3125 n o [Ministry of Health, 1
Pharmaceutical Namerikawa-shi, Toyama, |coated tablet 100mg. § § Labour and Welfare
Co., Ltd. Toyama [Japan § g (MHLW), Japan
Plant 1 5 §
26 |GSK Biologicals Rue de I'Institut 89, * Thudc vé trung: EU-GMP |BE/GMP/20 Belgian Federal Agency 1
(GlaxoSmithKline |Rixensart, 1330, Belgium [+ Thu6c san xuat vo trung: dung dich thé tich 1&n; thudc ddng 16/019 et @ |for Medicines and
Biologicals SA) kho; dung dich thé tich nhé. ] &  |Heallth Products
+ Thudc tiét trung cudi: dung dich thé tich nhé. § 5 (AFMPS)
* Thudc sinh hoc: thudc mién dich; thudc cong nghé sinh hoc. < N
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28 |Chiesi Via San Leonardo 96 - * ThuBc v trung: EU-GMP |[IT/289- Italian Medicines 1
Farmaceutici 43122 Parma (PR), Italia [+ Thuéc san xuat vé trung: dung dich thé tich nhé (chira 4/H/2016 Agency (AIFA)
S.P.A. corticosteroid, thudc sinh hoc).
* Thu6c khdng vo trung: thudc uéng dang 1dng (chira
corticosterid); thudc cdm va thuéc bét (chira corticosteroid);
thudc phun mu (chira corticosteroid); vién nén. S 3
* Thuéc sinh hoc: thudc cé nguén gdc tir dong vat. § §
S| &
Via Palermo, 26/A - * Thudc vo trung: Q PN
43122 - Parma (PR), Italia + Thuéc san xuat vo trung: dung dich thé tich nhé (thuéc
sinh hoc).
* Thudc khdng vé trung: thudc udng dang long (chira
corticosteroid).
* Thudc sinh hoc: thudc cé ngudn gdc tir dong vat.
29 |Guerbet 16-24 rue Jean Chaptal, * Thuéc vé trung: EU-GMP |HPF/FR/18/ ~ o |National Agency for the 1
Aulnay Sous Bois, 93600, [+ Thudc tiét trung cudi: dung dich thé tich Ién; dung dich thé 2017 § § Safety of Medicine and
France tich nhé. sy = [Health Products
% % (ANSM), France
30 |Synthon Hispania, |Pol. Ind. Les Salines. C/ * Thu6c khdng vo trung: vién nén; vién bao (bao gdm ca chat EU-GMP |NCF/1646/0 © o Ministry of Health of 1
SL Castello, 1, 08830 Sant gay nghién, hudng than); vién nang cirng; pellet, thuéc bt goi. 01/CAT 1S S |Government of
Boi de Llobregat E a Catalonia, Spain
(Barcelona); Spain E E
32 |Hankook Korus 78 Daepungsandan-ro, Thuéc bt pha tiém chira khang sinh nhém Cephalosporin. PIC/S-GMP|2017-G1- ~ o |Daejeon Regional Office 2
Pharm, Co., Ltd Daeso-myeon, Eumseong- 0341 § § of Food & Drug Safety,
gun, Chungcheongbulk- < S |Korea
do, Republic of Korea § %
o o
33 |Dongkook 1103 Jingwang-ro, Thudc tiém. PIC/S-GMP (2016-G1- © o |Daejeon Regional Office 2
Pharmaceutical [Gwanghyewon-myeon, 2269 § § of Food & Drug Safety,
Co., Ltd. Jincheon-gun, § § Korea
Chungcheongbuk-do, o >
Republic of Korea - °
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34 |Standard Chem. |No. 6-20, Tuku., Tuku * Thudc vo trung: PIC/S GMP |3517 Taiwan Food 2
& Pharm. Co., Ltd. |Village, Sinying District, + Thuéc sdn xuat vé trung: Thudc tiém dung dich; bét dong and Drug Administration
Tainan City 73055, Taiwan |kho pha tiém; thudc tiém dang hon dich. (TFDA)
~ o
+ Thudc tiét trung cudi: Thuéc tiém dung dich. § §
* Thuéc khdng vo trung: Dung dich thudc; Vién nén, vién bao g §
phim, vién bao duwdng, vién nang cirng, thudc bot, thudc com. ~ >
* Thuéc bot khd pha tiém chira khang sinh nhém Cephalosrin. e -
35 |Aesica Via Praglia, 15-10044 * Thuéc vé trung: EU-GMP [IT/11- ~ o [|ltalian Medicines 1
Pharmaceuticals |Pianezza (TO), Italia + Thudc tiét trung cudi: dung dich thé tich nhé. 4/H/2017 § § Agency (AIFA)
S.R.L * ThuSc khong vo trung: thudc udng dang 1ong. N o
L <
[30) N
o —
36 |Binex Co., Ltd 368-3 Dadae-ro, Saha-gu |* Thudc dang ran: vién nén; vién nang; thudc bat; thuéc com. |PIC/S-GMP[2017-C1- ~ o |Busan Regional Office of 2
Busan, Republic of Korea |* Thuéc nhé mat: dung dich nhé mat; hén dich nhd mat. 0076 § § Food and Drug Safety,
P~ N~ |Korea
< <
(o] o™
o o
37 |Theragen Etex 58 Sandan-ro 68beon-gil, |* Thudc dang ran: vién nén; vién nang. PIC/S-GMP|2017-D1- ~ o |Gyeongin Regional 2
¢ i (o]
Co., Ltd Danwon-gu, Ansan-si * Siro uong. 0781 S Q [Office of Food and Drug
Gyeonggi-do, Republic of g g Safety, Korea
Korea § g
38 |West Pharma- Rua Joao de Deus, No. 11, |* Thudc khéng vé trung: vién nang cirng; vién nén (bao gébm EU-GMP |FO30/S1/MH| o |National Authority of 1
Producoes de Amadora, 2700-486, ca thudc cé hoat tinh hormon: Letrozol), vién nén bao phim; /001/2017 § § Medicines and Health
Especialidades Portugal thudc bét; thudc cdm. - o |Products (INFARMED),
o o
Farmaceuticas, = > |Portugal
SA — (o]
39 |Chinoin Csanyikvolgy, Miskolc, * Thudc vé trung: EU-GMP |OGYEI/6375 National Institute of 1
Pharmaceutical [3510, Hungary + Thudc san xuat vd tring: dung dich thé tich nho. 2-2/2016 © o |Pharmacy and Nutrition,
and Chemical + Thudc tiét tring cudi: dung dich thé tich nhd. § § Hungary
Works Private * Thudc sinh hoc: S N
L P - P " N N A - o
Co., Ltd. (Chinoin + Thuoc cé pguon goc tir nguwdi hodc dong vat. E g
Private Co. Ltd) + Thudc mién dich
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43 [Baxter Route 3 Km, 144.2, San pham: Dang bao ché |dng dé hit Forane (Isoflurane, USP) US-GMP [T9HC-V7TC ~ o |United States Food and 1
Healthcare Guayama, Puerto Rico Liquid for Inhalation, 250ml § § Drug Administration
Corporation 00784 USA Tén tai Viéet Nam: Aerrane g g (U.S. FDA)
s | 3
o o
46 |YuYu Pharma, Inc |94 Bio Valley 1-ro, * Vién nang clrng; vién nén. PICS -GMP |2017-G1- ~ o |Daejeon Regional Office 2
Jecheon-si * Thudc m&, thudc kem, Gel. 0108 § § of Food and Drug
Chungcheongbuk-do, g g Safety , Korea
Republic of Korea § E
48 [XL Laboratories E -1223, Phase-1, Extn. * Thudc khdng vé trung: PIC/S-GMP|072/2016/S State Administration of 2
Pvt. Ltd (Ghatal), RIICO Industrial | - Vién nang cirng: Thudc Abydium, AUMP/GMP © 9 Ukraine on Medicinal
Area, Bhiwadi, Dist. Alwar |- Thudc si rd: thudc Alesof, 8 8 Products (SAUMP)
(Raj.), India - Thuéc vién nén: Melcom E 5
- Thu8c bét pha dung dich udng: Milistan Hot Tea Anticough, S Q
Milistan Hot Tea With Lemon
50 |Sandoz llac inénii Mahallesi, * Thu6c khdng vo trung: Vién nang cirng; thudc udng dang EU-GMP |DE_ST 01 _G Co quan tham quyén 2
Sanayi Ve Ticaret |Gebze Plastikciler Idng; thudc dan; vién nén; vién nén bao phim, thuéc c6m MP_2016_0 Dlrc
A.S Organize Sanayi Bolgesi 024 3 a
Atatirk, Bulvari 9. Cadde 8 8
No.2, 41400 Gebze- 1S S
Kocaeli, Turkey S &
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51 |Chemical Works |Gyomréi ut 19-21., * Thudc vo trung: EU-GMP |OGYEI/1698 National Institute of 1
of Gedeon Budapest, 1103, Hungary + Thudc san xuat vd tring: Dung dich thé tich I&n; Dung 2-8/2016 Pharmacy and Nutrition
Richter Plc. dich va hdn dich thé tich nhd; Thudc dong khéd (bao gom ca (OGYEI), Hungary
(Gedeon Richter thudc cé chira chat kim té bao).
Plc.) + Thuéc tiét trung cudi: Dung dich thé tich I&n; Dung dich
thé tich nho.
* Thu6c khdng vo trung: Vién nang clirng; thudc dung ngoai
dang 16ng; thudc ubng dang I6ng; thudc bot va thudc cdm;
dang bao ché& ban ran (chira khang sinh); vién nén (bao gém 9 Q
ca vién nén chira hormon), vién nén bao va vién nén bao phim 8 8
(bao gdm ca thudc thudc chira hormon). Vong am dao voi g §
hoat tinh hormon. 5 N
* Thudc sinh hoc: San pham céng nghé sinh hoc; san pham cé
ngudn goc tir ngudi hodc dong vat.
* San pham cu thé:
+ Hoén dich tiém Hydrocortison-Lidocain-Richter
(Hydrocortisone acetate 125mg/5ml; Lidocaine hydrochloride
25mg/5ml).
+ Dung dich tiém Oxytocin 51U/1 mL.
58 |Vifor SA Route de Moncor 10, * ThuGc ban ran: Kem; m&; gel. EU-GMP [16-2034 Swiss Agency for 1
1752 Villars-sur-Glane, * Dang bao ché Idng: Sird; dung dich thudc; hdn dich thudc. et 9 |Therapeutic Products
Switzerland * Dang bao ché ran: Vién nang; vién nén; vién nhai; vién nén 8 8 (Swissmedic)
bao phim; vién bao duwdng; vién ngadm; thudc bot; thudc c6m E 5
(bao gdbm ca san pham tir vi khuan). S 3
59 |Medreich Limited [4/3 Avalahalli Anjanapura |* Thudc khéng vé trung: Vién nén; thudc bot; thudc cém. PIC/S GMP |MI-2015-CE-| o o |Therapeutic Goods 2
Post (Unit Ill site), 00583-1 3 S |Administration (TGA),
Bangalore 560062, India § g Australia
60 |InfoRLife SA Casai 7748 Campascio, Thudc vé trung dang dung dich. PIC/S GMP [17-0173 ~ o |Swiss Agency for 1
Switzerland § § Therapeutic Products
) o |(Swissmedic)
L <
R Q
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61 |TolmarINC 701 Centre Avenue, Fort |* Thu6c vé trung: EU-GMP [NL/H ~ o |Healthcare 1
Collins, Colorado, 80526, + Thuéc sdn xuat vé trung: thuéc déng khd (bao gdbm thudc 16/1009478 § § Inspectorate,
United States b6t dong khoé pha tiém). a = o |Netherlands
+ Thudc tiét trung cudi: dung dich thuéc thé tich nhé, thuéc § g
ban rén ~ -
62 |Warsaw 22/24, Karolkowa Str., 01- |* Thu6c sdn xuat vo trung: EU-GMP [GIF-IW- Main Pharmaceutical 1
Pharmaceutical 207 Warszawa, Poland + Dung dich thé& tich nhé (bao gdm ca thudc chira hoat chat 400/0102_0 Inspector, Poland
Works Polfa S.A. [(ti€ng Anh: Karolkow c6 doc tinh manh, gay nghién, hudng tdm than, chat nhay 2 .01/04/35
(Tén tiéng Ba Lan: [22/24, 01-207, Warsaw, [cam va hoat chat teratogenic): hdn dich thudc nhd mat, dung 4/16
Warszawskie Poland) dich thudc nhé mat, dung dich thudc tiém, thudc tiém nhii
Zaktady tuong. =t 9
Farmaceutyczne * Thudc tiét trung cudi: 8 8
POLFA Spolka + Dung dich thé tich nhd (bao gbm ca thudc chira hoat chat S g
Akcyjna) c6 doc tinh manh, gdy nghién, hudng tdm than, chat nhay S S
cam va hoat chat teratogenic): dung dich thudc tiém, thuéc
tiém nhii tuvong.
* Ché& pham sinh hoc: Sdn pham cé ngudn géc tir ngudi hoic
dong vat
64 |Auronext Pharma |A-1128, RIICO Industrial * Thuéc vé trung: EU-GMP |FT020/MH/0 © . National Authority of 2
Private Limited  |Area Phase lll, Bhiwadi + Thudc san xuat vd truing chira khang sinh B-lactam: Thudc 01/2016 § § Medicines and Health
District - Alwar, dong khd; Thudc dang ran va cay ghép. A N |Products (INFARMED),
Rajasthan, 301 019, India % § Portugal
o —
66 |PT Novell JL.Wanaherang No. 35 * ThuBc v trung: EU GMP |DE_BE_01_ © o Co quan thdm quyén 2
Pharmaceutical  [Tlajung, 16962 Gunung + Thudc tiét trung cudi: Dung dich thé tich nhé (6ng GMP_2016_ Q Q |buc (Landesamt Fur
Laboratories Putri, Bogor, Indonesia ampoule). 0063 E E Gesundheit und Soziales)
2|9
70 |Yungjin Pharm. 66 Muha-ro, Namyang- * ThuGc udng dang ran: vién nén; vién nang; siro khd. PIC/S GMP [2017-D1- Gyeongin Regional 2
Co., Ltd eup, Hwaseong-si * Thubc udng dang 1dng: siro; hén dich udng; nwéc stic miéng. 0066 Office of Food and Drug
Gyeonggi-do, Korea * ThuBc dang ldng dung ngoai; lotion. ™~ o |Safety, Korea
* Thu8c chira khang sinh nhdm Cephalosporin: vién nén; vién 8 8
nang; thudc bot; siro; thudc bét pha tiém. § 8.
g | <
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71 |Medochemie Ltd. |48 lapetou Street, Agios |* Thuéc vd trung: EU GMP |MEDO07/201 © o Pharmaceutical 1
(Ampoule Athanassios Industrial - Thudc san xuat vd trung: Dung dich thé tich nho. 6/001 § S |Services, Ministry of
§ , . , N .
Injectable Facility) [Area, 4101 Agios - Thudc tiét trung cudi: Dung dich thé tich nho. > ~ |Health, Republic of
o o
Athanassios, Limassol, 5 o |Cyprus
Cyprus - ~
72 |Mylan F-4, F-12 M.I.D.C, * Thuéc khdng vo trung: Vién nang clirng, vién nén. EU GMP |UK GMP ~ o |Medicines and 2
Laboratories Malegoan, Sinnar, In- 20807 Insp § § Healthcare Products
Limited 422113, India GMP = ~  |Regulatory Agency
o —
20807/2238 F »  |(MHRA), United
2-0008 ~ ©  |Kingdom
73 |Baxter Route 3, km 144.2, San pham Suprane (Desflurane USP, Liquid for Inhalation) US cGMP |[03-0105- United State Food and 1
Healthcare Guayama, Puerto Rico 2016-09-VN et ®  |Drug Administration
Corporation 00784, USA ] <
< <
- -
o o
74 |MILAN Plot Nos. * ThuSc khdng vo trung: vién nang clrng, vién nén, thudc bot EU-GMP [UK GMP Medicines and 2
LABORATORIES 35/36/63/64/65/67/87 33423 Insp © o |Healthcare Products
PRIVATE LIMITED |Jawahar Co-Op Industrial GMP § § Regulatory Agency
Estate Ltd, Kamothe, 33423/4987 = S [(MHRA), United
— o
Panvel (Navi Mumbai), 70-0007 = S |Kingdom
Mumbai, IN 410 209, India - ~
75 |Merck Serono Via Delle Magnolie 15 * Thuéc vé trung : EU-GMP |IT/291- Italian Medicines 1
S.P.A (loc. Frazione Zona - Thu8c vb trung khdng tiét trung cudi: 35/H/2016 Agency (AIFA)
Industriale) - 70026 + B&t ddng kho chira hormon hodc chat cé hoat tinh
Modugno (BA), Italy hormon khéng phai corticosteorid;
+ Dung dich thé tich nhé chira hormon hodc chat cé hoat
tinh hormon va cytokines Q 9
- Thudc vd tring san xuat cé tiét trung cudi: Dung dich thé 8 8
tich nhd = 3
* Thudc sinh hoc: ] S
- San pham tir mau: san pham cudi chira albumin ngudi
duogc bé sung lam td duwoc cho san pham tir kj thuat sinh hoc ;
- San pham cdng nghé sinh hoc: Protein/DNA t4i t& hop
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76 |Lamp San Via Della Pace, 25/A - * Thudc khdng vé trung: Thudc bét, thubc cém, thubc dat, EU-GMP |IT/168- © o |ltalian Medicines 1
Prospero SPA 41030 San Prospero (MQ) [vién nén. 1/H/2016 § § Agency (AIFA)
Italy = I
L L
n N
— o
77 |Valpharma Via G. Morgagni, 2-47864 |* Thuéc khong v6 trung: Vién nang cirng, thudc cdm, pellet, EU-GMP |IT/318- © o Italian Medicines 1
international Pennabilli (RN), Italy vién nén va vién nén bao phim (bao gdm ca thuéc chira 1/H/2016 Q S |Agency (AIFA)
S.P.A hormon sinh duc ho3c chat cé hoat tinh hormon sinh duc). E §
NEES
(V] (gl
79 |EliLilly & Indianapolis, IN 46285, *Thudc san xuat vo trung: Bot dong khé (thudc doc té bao), EU GMP |HPF/PT/12/ © o |French National Agency 1
Company USA dung dich thé tich nhd. 2016 § § for Medicine and Health
*Thudc tiét trung cudi: Thudc bot (tiét trung bang chiéu tia I~ o |Products Safety (ANSM)
— o
gamma) Py >
* ThuBc cong nghé sinh hoc. o -
81 |Janssen Korea Ltd.|45 Jeyakgongdan 2-gil, * \/ién nén, nang cirng, dang bot dung dé udng. PIC/S |2017-D1- ~ . Gyeongin Regional 2
Hyangnam-eup, * Siro 0100 3 S  |Office of Food and Drug
(o] [o\]
Hwaseong-si Gyeonggi- * Dung dich dung ngoai < < |Safety - Ministry of Food
o o
do, Republic of Korea o o |and Drug Safety of Korea
- —
82 |Atra Bulding Il, Plot No.H-19 * Thuéc khdng vo trung: Vién nén PIC/S |038/17 ~ National Pharmaceutical 2
Pharmaceuticals [MIDC Waluj Aurangabad § g Regulatory Agency
Limited (MS) 431133 India S 2 |(NPRA), Ministry of
o ' .
g = Health, Malaysia
84 |Chong Kun Dang |797-48 Manghyang-ro, * \/ién bao phim; vién nén; vién nang; bot pha siro; thudc bét. |PIC/S GMP|2017-G1- Daejeon Regional Office 2
Pharmaceutical [Seonggeo-eup, Seobuk- * ThuSc tiém truyén. 0415 of Food & Drug Safety,
Corp gu, Cheonan-si, * Siro; hdn dich; thudc udng dang 16ng va dung dich udng. Korea
Chungcheongnam-do, * Thudc chira khang sinh nhém Penicillin: Vién bao phim; vién ~ a
Republic of Korea nén; vién nang; bét pha siro; thudc bot pha tiém. 8 8
* Thudc chira khang sinh nhém Cephalosporin: Thudc bét pha 8. §
tiem. I =
* Thudc chdng ung thu, déc té bao: Dung dich tiém, thudc
tiém dong kho.
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85 |Immacule Village Thanthewal, Ropar |* Thuéc vo trung: EU GMP |UK GMP ~ o |Medicines and 2
Lifesciences Road, Nalagarh, District |- Thudc san xuat vd truing: Thudc bdt dong khd; dung dich thé 47115 Insp § § Healthcare Products
Private Limited Solan, Himachal Pradesh, |tich nho GMP ~ S |Regulatory Agency
o —
IN 174101,India 47115/1573 S = |(MHRA), United
0061-0001 ° " |kingdom
87 [Nipro Pharma 647-240, Ureshinotengeji- | * S&n phdm: Thudc tiém Hishiphagen combination Japan GMP(1759 9 < [Ministry of Health, 1
Corporation Ise  [cho, Matsusaka -shi, Mie, |intravenous (53mg Monoammodium Glycyrrhizinate, 400mg 8 8 Labour and Welfare
Plant japan Glycine, 22 mg L-Cysteine Hydrochloride Hydrate) 5 8 |(MHLW), Japan
> >
- -
88 |Recordati Via Civitali, 1-20148 * Thudc tiét trung cudi: dung dich thé tich nho EU-GMP [IT/302- Italian Medicines 1
Industria Chimica [Milano (M), Italia. * Thudc khdng vé trung: 7/H/2016 Agency (AIFA)
E Farmaceutica * Thu6c khdng vo trung:
S.P.A. * Thudc khdng vé trung: © -
- Vién nang cirng; vién nén, vién bao phim, thuéc bét, thuéc § §
cém, thudc ngam. S -
- Thu8c dung ngoai dang 1&dng (bao gbm ca hormone 3 <
g ngoai dang long (bao g 3 o
. . ~ ~ 3 m 2 o —
corticosteroid), thudc uong dang long (bao gom ca hormone
corticosteroid).
- Thudc ban ran (bao gdbm ca hormone corticosteroid).
- Thudc dugec liéu: vién nén
89 |PT. Dankos Farma [JI. Rawa Gatel Blok 11 S * Thudc khdng chira khang sinh nhém betalactam, thuéc PIC/S GMP [4910/CPOB/ ~ National Agency for 2
Kav. 36 - 38, Kawasan tranh thai, hormon sinh duc va chat kim t& bao: vién nén, vién A/ll/17 8 Drug and Food Control
Industri Pulogadung, nén bao phim S (NADFC), Indonesia
Jakarta Timur, Indonesia E
* Thudc khdng chira khang sinh nhém betalactam, thuéc 4911/CPOB/ |
trdnh thai, hormon sinh duc va chat kim t& bao: vién nang A/ll/17 8
cing S
>
-
* Thudc khdng chira khéng sinh nhém betalactam, thuéc 4912/CPOB/ |
tranh thai, hormon sinh duc va chat kim té bao: vién nang A/ll/17 8
mém g
>
-
* Thudc khdng chira khdng sinh nhém betalactam, thuéc 4913/CPOB/ |
tranh thai, hormon sinh duc va chat kim té bao: thudc uéng A/ll/17 8
dang long S
S~
<
-
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* Thudc san xuat vo trung: 4914/CPOB/ |
- Thuéc bét pha tiém chira khang sinh nhdm cephalosporin. A/Il/17 8
g
S~
3
*Thudc tiét trung cudi va san xuat vo trung: 4916/CPOB/
- Thuéc khéng chira khang sinh nhém betalactam, thudc tranh A/ll/17 ~ N
¢ v o
thai, hormon sinh duc va chat kim té bao: dung dich, nhii dich 8 o
va hdn dich tiém thé tich nho (khong qua 100ml); g g
& X
* Thudc chira khang sinh nhédm penicillin : Vién nén va vién 4927/CPOB/| ™
nén bao phim A/Nl/17 8
g
S~
N
* Thu8c chira khang sinh nhém penicillin: thuéc bét uéng . 4928/CPOB/| ™
A/ll/17 Q
S
o
S~
EN
* ThuBc chira khang sinh nhdm cephalosporin : Vién nén; vién 4929/CPOB/ ~
nén bao phim A/Nl/17 2
g
&
o
* Thu8c chira khang sinh nhédm cephalosporin :Vién nang cirng 4930/CPOB/| ™
A/ll/17 Q
&
o
o
o
* ThuBc chira khang sinh nhédm cephalosporin : thudc bdt udng 4931/CPOB/ |
A/Il/17 Q
S~
[}
>
o
90 |[Cho-A Pharm.Co., 318 Gwangjeong-ro, * ThuBc khdng vo trung: vién nén, vién nhai, vién nang cirng, |PIC/S GMP [2017-C1- ~ S Ministry of Food and 2
LTD Haman-myeon, Haman-  [thudc c6m, dung dich thudc uéng, siro. 0101 Q S  |Drug Safety (MFDS),
gun Gyeongsangnam-do, § g Korea
Republic of Korea < >
i —
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93 |Xian-Janssen 34 North Wanshou Road, |* Thu6c khéng vd trung: vién nang cirng; thuéc dung ngoai EU-GMP |BE/GMP/20 ™ o Federal Agency for 2
Pharmaceutical Xian, Shaanxi Province, dang 16ng; thudc udng dang l6ng; thudc dat; vién nén; thuéc 16/073 S S [Medicines and Health
Ltd. 710043, China bot; thudc ban ran. g § Products of Belgium
5| =
(gl (gl
94 |Doppel Via Martiri Delle Foibe, 1- |* Thu8c khéng vé trung: Vién nang mém; thuéc khung tham; EU GMP |IT/18- Italian Medicines 1
Farmaceutici S.R.L {29016 Cortemaggiore thudc dung ngoai dang 1&dng; thudc udng dang I6ng; thudc bét, 2/H/2017 Agency (AIFA)
(PC), Italia thuéc c6m; thudc dang ban ran (héc mén hodc cac chat cé
hoat tinh hdc mén, trir héc médn sinh duc); thudc dat chira héc
mdn corticosteroid, vién nén (hdc mén hodc cac chat ¢ hoat ~ =M
tinh héc man). g &
* Thudc sinh hoc: Sinh phdm chiét xujt tir déng vat: vién nang % 5
meém chra ethyl ester cQa acid béo chwa bdo hoa tir dau c3; i N
thudc dang ban rén chira heparin va heparinoids.
* San pham: Thudc vién trirng d3t 4m dao Meclon
(Clotrimazole 100mg, Metronidazole 500mg).
95 |Special Product's |Via Fratta Rotonda Vado |* Thudc khéng vé trung: vién nang cirng; thudc udng dang EU-GMP |IT/25- Italian Medicines 1
Line S.P.A Largo, 1-03012- Anagni 1dng; thudc bot, thudc c6m; dang bao ché ban ran (chira 3/H/2017 ~ o |Agency (AIFA)
(Frosinone), Italia hormon corticosteroid); thudc dat (chira hormon § §
Cach ghi dia chi cii: corticosteroid); vién nén, vién nén bao phim (bao gbm ca S ~
Strada Paduni, 240-03012 |chtra hormon corticosteroid). g S
Anagni (FR), Italy * thudc sinh hoc: thudc udng dang 1dng chira Probiotic ~ -
Dot 50 (theo Céng vin s6 8028/QLD-CL ngay 09/06/2017 cua Cuc Quan ly Dworc)
2 |Mitsubishi 7473-2, Ooaza Onoda, * San pham: Japan GMP|4503, 4502 ~ Ministry of Health, 1
Tanabe Pharma  [Sanyo Onoda, Yamaguchi, | + Vién nang giai phdng c6 kiém sodt HERBESSER R 200 § Labour and Welfare
Factory Ltd., Japan (Diltiazem Hydrochloride 200mg); = o (MHLW), Japan
Onoda Plant + Vién nang giai phdng cé kiém soat HERBESSER R 100 % pa
(Co s& san xuat) (Diltiazem Hydrochloride 100mg). e §
P.T. Tanabe JI. Rumah Sakit No. 104 PIC/S GMP |4337/CPOB/ n % National Agency for
Indonesia Ujungberung Bandung A/1/15 8 ©  [Drug and Food Control
(Cosé dong goi (40612, Indonesia pay (NADFC), Indonesia
va xuat xuang) 5
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5 |Eli Lilly and Indianapolis IN 46285, * S3n pham: Bot déng khd pha dung dich tiém truyén US-GMP (8QVY-NMU6| o |United States Food and 1
Company USA Gemzar® 1GM (gemcitabine hydrochloride 1GM) S S Drug Administration
s 3
— o
(] (gl
6 |Rottendorf Ostenfelder StraRe 51-61, |* ThuSc khéng vé trung: Thudc bét. EU-GMP |DE_NW_05_| o |Coquantham quyén 1
Pharma GmbH 59320 Ennigerloh, GMP_2017_ § § blc
Germany 0003 = o
2 L
) <
— (o]
7 |[SanofiS.P.A Via Valcanello, 4, 03012  |* Thuéc vb trung: EU-GMP [IT/44- Italian Medicines 1
Anagni (Fr), ltaly + Thudc san xuét vd trung: ThuSc bot dong khd pha tiém ( 1/H/2017 Agency (AIFA)
(* Cdch ghi cii: Localita chira hormone va cé hoat tinh hormone, bao gém ca hormone
Valcanello, 03012 corticosteroid, san pham ky thuat sinh hoc, san pham mién
Anagni (Fronsinone), dich); dung dich thé tich nhé (vac xin vi khuan bat hoat; vac
Italy ) xin virus bat hoat; san pham ky thuat sinh hoc (proteine/DNA ~ o
tai t6 hop)). § §
+ Thudc tiét trung cudi: Dung dich thé tich nhé. g g
* Thudc khdng vé trung: Vién nang clng; thudc uéng dang < N
|6ng; vién nén; o ~
* San pham sinh hoc: san pham mién dich (vac xin vi khuan
bat hoat; vic xin virus bat hoat); san pham k¥ thuat sinh hoc
(proteine/DNA t&i t6 hop).
* San pham: Thudc bt déng kho pha tiém Targosid
(Teicoplanin 400mg/3ml).
8 |Astrazeneca UK |[Silk Road Business Park, |* Thuéc vé trung: EU-GMP |UK MIA Medicines and 1
Limited Macclesfield, Cheshire, SK | + Thudc sdn xuat vo trung: Thudc dang ran va cay ghép (bao 17901 Insp Healthcare Products
10 2NA, United Kingdom [gém ca thudc chira hoat chat LHRH Agonist). GMP/GDP/I ~ 9 |Regulatory Agency
+ Thudc tiét tring cudi: Dung dich thé tich nhé. MP ] &  |(MHRA), United
* Thudc khdng vé trung: Vién nang cirng; thuéc dung ngoai 17901/1011 5 g Kingdom
dang 16ng; thudc udng dang 16ng; vién nén va vién nén bao 7- 0033 S Q
phim (bao gébm ca thudc chira hoat chat antieostrogen).
9 |Ferring Chemin dela * ThuGc dang ran: vién nén; thudc com. EU-GMP |17-0474 ~ o |Swiss Agency for 1
International Vergognausaz 50, 1162 St- § § Therapeutic Products
Center SA Prex, Switzerland - o |(Swissmedic)
s | 5
o —
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14 [J. Uriachy Avinguda Cami Reial, 51- |* Thudc khdng vé trung (bao gdm ca chat gy nghién, chat EU-GMP |NCF/1704/0 Ministry of Health of 1
Compaiiia, S.A 57 Poligon Industrial hwéng than): vién nén, vién nang cirng, vién bao, vién bao 01/CAT = Q |Government of
Riera de Caldes, 08184 - |duwdng, thudc bot, thudc cé6m, thubc dung ngoai dang ldng, 8 8 Catalonia - Spain
Palau - Solita i Plegamans |thudc ban rén 5 §
(Barcelona), Spain 9 a
15 [MSN Laboratories [Plot No 42, Anrich * Thuéc khdng vo trung: vién nang clng; vién nén EU GMP |013/2017/R ~ o |National Agency for 2
Private Limited Industrial Estate, * Thuéc vé trung: 0] § § Medicines and Medical
Bollaram, Medak District - | - ThuSc sdn xuat vé trung: thubc bét déng khé, dung dich P~ N |Devices (NAMMD),
. s o o )
Telangana 502 325, India |thé tich nho = = |Romania
- Thudc tiét trung cudi: dung dich thé tich nho e e
16 |Catalent UK Frankland Road, Blagrove, |* San pham: EU GMP |UK MIA © Medicines and 1
Swindon Zydis Swindon, Wiltshire, SN5 + Vién déng khoé dang uéng Minirin Melt Oral Lyophilisate 14023 Insp § Healthcare Products
Limited (Co s& 8RU, United Kingdom 120mcg (Desmopressin 0,12mg) GMP/IMP S Regulatory Agency
¢ ¢ i
san xuat) + Vién dong khé dang udng Minirin Melt Oral Lyophilisate 14023/4574 | % g (MHRA), United
60mcg (Desmopressin 0,06mg) -0017 - Q  |Kingdom
Ferring Chemin de la EU-GMP [17-0474 ~ g Swiss Agency for
International Vergognausaz 50, 1162 St- § S |Therapeutic Products
Center SA (Co s& |Prex, Switzerland g (Swissmedic)
ddng goi, xuat )
xudng) ©
17 |Zambon S.P.A. Via Della Chimica, 9- * ThuBc vé trung: EU-GMP [IT/31- ~ . Italian Medicines 1
36100 Vicenza (VI), ltaly + Thudc san xuat vd trung: Thudc déng kho; 5/H/2017 § § Agency (AIFA)
+ Thudc tiét trung cudi: Dung dich thé tich nhé. g g
* Thudc khdng vé trung: Vién nang clrng; thubc udng dang o >
Idng (chira corticosteroid); thuc c6m; vién nén. e -
19 |C.B. Fleet Lynchburg, VA 24502, USA|San pham: Fleet Pedia-Lax Liquid Stool Softener (Natri US cGMP |J3P2-H4BX ™~ o United States Food and 1
Company, Inc docusate 50mg) S S  [Drug Administration
S~ S~
§ 5 (U.S. FDA)
S <
(@] (@\]
20 |[Lilly France 2 rue du Colonel Lilly, * San pham: HAn dich tiém Humalog Mix 50/50 KwikPen 300 US-GMP |KDZM-YHQN United States Food and 1
(Co s& san xudt) |67640 Fegersheim, France |Units (insulin lispro injection 300 units) ~ o Drug Administration
S| &
Eli Lilly and Indianapolis IN 46285, § g
Company USA > >
(Co s& dong goi) o o
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21 |Lilly France 2 rue du Colonel Lilly, * San pham: HOn dich tiém Humalog Mix 75/25 KwikPen 300 US-GMP |ERNW-YSCW United States Food and 1
(Co s san xuat) [67640 Fegersheim, France [Units (insulin lispro injection 300 units) ~ o |Drug Administration
Eli Lilly and Indianapolis IN 46285, g §
Company USA g g
(Co sé& dong goi)
22 |Fresenius Kabi Svinesundsveien 80 and  |* Thu6c vé trung: EU-GMP |17/00212-4 Co quan thadm quyén Na 2
Norge AS Svinesundsveien 336, + Thu6c san xuat vo trung: Dung dich thé tich I&n; dung dich Uy
HALDEN, NO-1788, thé tich nhd. ~ o
Norway + Thu@c tiét trung cudi: Dung dich thé tich I&n; dung dich § §
thé tich nho. S S
v o —i
* Thuoc khong vo trung: = )
+ Dung dich dung ngoai da; © -
+ Dung dich thu6c udng;
+ Thudc udng dang gel.
24 |UCB PharmaSA [Chemin du Foriest, Braine-|* Thu8c khéng vd trung: Vién nén; vién nang cirng; vién nén EU-GMP |BE/GMP/20 ~ o |Federal Agency for 1
L'Alleud, 1420, Belgium bao phim. 16/100 § § Medicines and Health
- o |Products, Belgium
o o
S~ S~
o (o))
— o
26 |Aurobindo Survey no.: 313, 314 - * Thu6c khdng vo trung: EU-GMP |FT035/MH/0 Portuguese National 2
Pharma Limited - (Block I, II, llI, IV, - Vién nang cirng; 01/2017 ~ o |Authority of Medicines
Unit Il Bachupally Village, - Thudc udng dang 1dng; § § and Health Products,
Quathubullapur Mandal, - Vién nén; ~ S |I.P. (INFARMED)
v o —
Medchal District, - B6t pha dung dich uong. > N
Telangana, 5000900, India ~ ©
27 |Eli Lilly and Lilly Corporate Center, * San pham: B6t pha dung dich tiém GEMZAR® 200 US-GMP |6A3U-JBJY United State of America 1
Company Indianapolis, IN 46285- (Gemcitabine hydrochloride 200mg) = 9 |Foods and Drug
USA & | & |Administration (US-FDA)
(* Cdch ghi khdc: S | g
Indianapolis IN46285 S Q
USA)
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29 |Kyung Dong 224-3 Jeyakdaniji-ro, - Vién nén, vién nang (bao gdm ca khang sinh nhém PICS GMP | 2017-D1- ~ o Gyeongin Regional Ofice 2
Pharm. Co., Ltd Yanggam-myeon, Cephalosporin); 0930 pay S |of Food and Drug
Hwaseong-si, Gyeonggi- |- Thudc tiém bét chira khang sinh nhém Cephalosporin; Thuéc % g Safety, Korea
do, Republic of Korea ddng khé pha tiém; Thudc tiém. g %
(gl —
34 |C.B.Fleet Lynchburg, VA 24502, * S3n pham: Dung dich thut truc trang Fleet Enema for U.S.CGMP |G4DR-3AXA ™ o United States Food and 1
Company. INC United States of America [Children S S  [Drug Administration
& o
o o
S~ S~
S <
— —
36 [Hanlim Pharm. 2-27 Yeongmun-ro, * Vién nén; vién nang; PIC/S GMP [2017-D1- Gyeongin Regional 2
Co., Ltd. Cheoin-gu, Yongin-si * Thudc tiém; bot pha tiém 0532 ~ o |Office of Food and Drug
Gyeonggi-do, Republic of |* Dung dich nhd mat; hén dich nhd mét. § § Safety, Korea
Korea. * Dung dich thu8c uéng; siro; Elixir; dung dich thuc m{i Py N
o —
(dang xit). = >
* ThuGc m& tra méat; gel. - -
* Dung dich nhd tai.
39 [Joint Stock 139, Saksahanskogo St.,  |* Thudc vd trung: ThuSc san xuat vé trung: Thuéc déng kho; PICS GMP |096/2016/S ~ o [|State Administration of 2
Company Kyiv, 01032, Ukraine. Thudc bt pha tiém. AUMP/GMP § § Ukraine on Medicinal
"Kievmedpreparat * Thudc khdng vo trung: Vién nang cirng; Thudc bdt; Thudc > S |Products (SAUMP)
o —

" ma; gel; kem; Vién nén; Vién nén bao phim ) o
(] —

40 |[Ay 235, Miyakami, Shimizu- |S&n phdm: Morihepamin, thudc tiém. Japan-GMP|4238 © — |Ministry of Health, 1

— (o]

Pharmaceuticals [ku, Shizuoka-shi, S S [Labour and Welfare

Co., Ltd Shimizu  [Shizuoka, Japan E § government of Japan

Plant S )
| 8

41 |Laboratorios C/. Industria, 29 Pol. Ind. |* Thu6c khéng vd trung (bao gdm ca thudc gdy nghién/hwéng | EU GMP |NCF/1641/0 © o  |Ministry of Health of 1

Rubio, SA Comte de Sert 08755 tdm than): Vién nang clirng; vién nén, vién nén bao phim. 01/CAT = S |Government of
CASTELLBISBAL S % Catalonia - Spain
. — o
(Barcelona), Spain P Py
o o
43 |Valpharma Via G. Morgagni, 2 - San phdm: vién nén giai phdng cé kiém soit GLICLAZIDE 60mg | EU-GMP (IT/318- Italian Medicines 1
International 47864 Pennabilli (RN), MR VALPHARMA (Gliclazide 60mg). 5/H/2016 g g Agency (AIFA)
S.P.A Italia N N
e e S S
(Co s& san xuat o N
ban thanh pham) ~ Q
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Lamp San Via Della Pace, 25/A- EU-GMP [IT/168- © o [ltalian Medicines
Prospero SPA  |41030 San Prospero 3/H/2016 3 S |Agency (AIFA)
(Cosd dong géi  |(MO), Italia N S
va xuit xuong) 5 g
44 |Merck KGaA & Hosslgasse 20, 9800 * Thuéc khdng vo trung: vién nang cirng; thudc dung ngoai EU-GMP [INS-480021- Austrian Federal Office 1
Co. Werk Spittal |Spittal an der Drau, dang léng; thudc udng dang 16ng; thudc ban ran; vién nén; 0053-001 = & |[for Safety in Health Care
Austria thudc cdm; vién bao duong. (3/25) 8 8 (AGES)
(* Cach ghi khac: * Thudc duoc liéu. S 3
Hoesslgasse 20, 9800 ~ =
Spittal/Drau, Austria)
46 |Intas Plot no: 423/P/A, Sarkhej |* Thudc vo trung: EU-GMP |NL/H ~ o |Healthcare 2
Pharmaceuticals |Bavla Highway, Village + Thu8c san xuit vé trung: dung dich thé tich nhé. 16/1008740 § § Inspectorate,
Ltd. Biopharma Moraiya, Taluka Sanand, [* Thudc sinh hoc: thudc céng nghé sinh hoc. A - S |Netherlands
Division Ahmedabad, Gujarat, * Dugc chét sinh hoc: Filgrastim. % g
382213, India o -
49 ([Tulip Lab Pvt. Ltd. [F-20/21, Ranjangaon * Thu6c khdng vo trung: vién nén (AZO 100 DT); vién nén bao |PIC/S GMP |060/2016/S © o State Administration of 2
MIDC, Tal. Shirur, Dist- phim (AZO; Levox-750; Levox-500; Tugyna-500). AUMP/GMP Q e Ukraine on Medicinal
Pune, India & S |Products (SAUMP)
S~ S~
Q <
50 |Haupt Pharma Haupt Pharma Munster * ThuSc khdng vo trung: Vién nang clirng; vién nén va vién nén | EU-GMP |DE_NW_05_ ~ o [|Coquan thdm quyén 1
Munster GmbH  |GmbH bao (bao gébm céc chat déc t6 té bao déi khang hormon va (rc GMP_2017_ § § Plrc
Schleebruggenkamp 15, |ché sinh t6ng hop hormon) 0008 g E
48159 Munster, Germany 5 P
- o
51 |Hetero Drugs Unit-lll, TSIIC-Formulation |* Thudc vé trung: PIC/S GMP |050/2016/S State Administration of 2
Limited SEZ, Sy. No. 458 (Part), - Thuéc san xuat vo trung: dung dich thé tich nhé. AUMP/GMP Ukraine on Medicinal
Polepally (Village), San pham: =t 9 |Products (SAUMP)
Jadcherla (Mandal), + Derise 25, solution for injection 25mcg/0,42ml (Darbepoetin 8 8
Mahaboobnagar (District) |alfa). 5 5
- 509 301, Telangana, + Derise 40, solution for injection 25mcg/0,42ml (Darbepoetin a 2
India alfa).
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57 |PT. Abbott JI. Raya Jakarta - Bogor + Thuéc udng dang 1dng khdng chira khang sinh B-Lactam. PIC/S GMP (4423/CPOB/ National Agency for 2
Indonesia Km. 37, Kel. Sukamaju, + Thudc bot pha dung dich-hdn dich udng khong chira khang A/V/15 Drug and Food Control
Kec. Cilodong, Depok, sinh B-Lactam. 4424/CPOB/ ! & |(NADFC), Indonesia
Jawa Barat, Indonesia. A/V/15 8 8
* Cach ghi cii: JI. Raya 3 3
( g y <3 S
Jakarta - Bogor Km. 37, = p
Cimanggis, Depok 16415,
Indonesia)
59 [Medochemie Ltd |2 Michael Erakleous * Thu6c khdng vo trung: Vién nang cirng; vién nén; vién nén EU-GMP |MEDO05/201 Pharmaceutical Services 1
(Factory AZ) Street, Agios Athanassios |bao phim. 6/01 et @ |- Ministry of Health,
Industrial Area, Agios 8 8 Cyprus
Athanassios, Limassol, g 5
4101, Cyprus S &
60 |PHARMATIS Zone d'Activités Est n° 1, [* Thu6c khdng vd trung: Thu6c dung ngoai dang 1dng; Thudc EU-GMP |HPF/FR/102 N S French National Agency 1
ESTREES SAINT DENIS, uéng dang long. /2017 e Q  [for Medicine and Health
60190, France g g Products Safety (ANSM)
S~ S~
[32) ™~
— o
65 [SANTA FARMA GEBKiM Kimya ihtisas * Thu6c khdng vo trung: EU-GMP |UP/I-530- Agency for Medicinal 2
ILAC SANAYii Organize Sanayi Bélgesi, + Vién nang cing; 10/16- Products and Medical
ANONIM SIRKETI |Cerkesli Yolu Uzeri, Erol + Thudc sird; thuéc xit; nudce sic miéng; thudc nho miii; 03/06; 381- © o |Devices (HALMED),
Kiresepi Cad. No:8, thudc nho tai; thudc xit mi; 10-05/244- § § Croatia
Dilovasi Kocaeli, 41455, + Thudc cdm; thudc pellet; thudc bot pha dung dich-hdn 16-13 o §
v ~ ~ . x . n i
Turkey dich uéng; thuéc cdm pha dung dich-hon dich udng; > >
~ ~ ~ . — o
+ Thuéc ma@; thuoc kem; gel; lotion;
+ Vién nén.
66 |[Biocon Limited Parenteral Manufacturing |* Thudc sinh hoc: PICS GMP (B, MCC81 South African Medicines 2
Unit B1, Special Economic | + Insulin ngui tai t6 hop; Point 10.2 ~ o |Control Council (MCC)
Zone, Plot No. 204, Phase | + Thudc déc t& bao dang dong kho. § §
IV, Bommasandra - Jigani = =
. L <
Link Road, Bangalore, NS NS
. - —
India
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68 |Kaysersberg 23 avenue Georges * Thudc vo trung: EU GMP |HPF/FR/180 ) o |French National Agency 1
v 2 ~ " Ry \ ~ s < . b b o o
Pharmaceuticals [Ferrenbach, Kaysersberg, |+ Thudc san xuat vo trung: dang bao ché ban ran; dung dich /2016 IS Q [for Medicine and Health
68240, France thé tich nho. § g Products Safety (ANSM)
S| s
- -
69 |PT. Merck Thk JL. TB. Simatupang No. 8 [Thudc khéng chira khang sinh nhém betalactam, thuéc tranh | PIC/s-GMP |4832/CPOB/ National Agency for 2
Pasar Rebo, Jakarta Timur [thai, thu6c chira hormon sinh duc, thuéc chira chat kim té A/XIl/16 © — |Drugand Food Control
13760, Indonesia (hodc bao: vién nén va vién bao. § § (NADFC), Indonesia
JL. TB. Simatupang No. 8 N )
— —
Pasar Rebo, Jakarta > >
13760, Indonesia ) - ~
72 |HBM Pharma s.r.o|Sklabinska 30, 036 80 * Thuéc vé trung: EU-GMP [SK/008V/20 ~ o State Institute for Drug 1
Martin, Slovak Republic [+ Thu8c sdn xuat vé trung: dung dich thé tich nho. 17 Q S  |Control (SIDC), Slovakia
+ Thudc tiét trung cudi: dung dich thé tich nhé. g §
* Thudc khéng vé trung: vién nén. = N
N —
73 |Haupt Pharma Haupt Pharma Amareg * Thudc khdng vé trung (chira khang sinh, chat doc té EU-GMP |DE_BY_05_ ~ o |Coquan thdm quyén 1
Amareg GmbH GmbH bao/chat kim t& bao, hormon va cac chat cé hoat tinh GMP_2017_ § § Purc
Donaustaufer Strasse hormon, chat mién dich): Vién nang clng; thuéc dung ngoai 0024 g E
378, 93055 Regensburg, |dang 16ng; thudc ung dang l1dng; dang bao ché ban ran; thudc E E
Germany dan; vién nén.
74 |Sandoz Private MIDC, Plot No. 8-A/2, 8-B, |* Thu8c khéng vé trung: vién nang cirng; vién nén, vién nén EU-GMP [INS-481703- N S Austrian Federal Office 2
Limited T.T.C. Ind. Area, Kalwe bao phim. 0012-008 S Q [for Safety in Health Care
Block, 400708 Navi § g
Mumbai, India ﬁ §
75 |Celogen Generics |Plot No. 646/18&2, * ThuBc khdng vo trung: vién nang clrng; vién nén. EUGMP [MT/010HM/| o Medicines Authority of 2
Private Ltd Agrawal Industrial Estate, 2016 § Malta (MAM)
Somnath Road, Dabhel, g
Daman (UT) 396210, India -
o
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76 |Pharmaceutical ul. Krucza 62, 50-984 * Thudc khdng vé trung: thuSc uéng dang 1dng; vién nén. EU-GMP |GIF-IW- Main Pharmaceutical 1
Manufacturing Wroclaw, Poland 400/0047_0 Inspectorate (MPI),
Cooperative 1.01/04/33 © o |Poland
GALENA 7/16 S S
(* Tén tiéng Ba S g
Lan: E %
Farmaceutyczna e ©
Spdldzielnia
Pracy GALENA)
77 |Schnell 16 Dumeori-gil, Yanggam- |Vién nén; vién nang; thudc kem; thuéc m&, thuéc gel. PIC/S-GMP|2017-D1- ~ o |Gyeongin Regional 2
Biopharmaceutica [myeon, Hwaseong-si 0318 § § Office of Food and Drug
Is, INC Gyeonggi-do, Republic of g g Safety, Korea
Korea g 5
80 |lpsen Pharma Parc d'Activites du * Thuéc vo trung: EU-GMP |HPF/FR/195 National Agency for the 1
Biotech Plateau de Signes Chemin + Thudc san xuat vd triing (chtra hormon): Thuc déng khé. /2016 =t 9 |Safety of Medicine and
departemental No. 402, + Thudc tiét trung cudi (chira hormon): Dang bao ché& ban 8 8 Health Products
Signes, 83870, France ran; dung dich thé tich nhd; thudc cay ghép va dang ran. g § (ANSM), France
< o
(o} (o}
83 |Valpharma Via G. Morgagni, 2 - San pham: EU-GMP |IT/318- Italian Medicines 1
International SPA [47864 Pennabilli (RN), + vién nén khang dich vi da day Esomeprazole 20mg, 40mg 5/H/2016 =t Agency (AIFA)
(Co s&san xuat |ltaly Gastro-Resistant Tablets 8
ban thanh pham) Tén tai Viét Nam: Goldesome 20mg, 40mg Gastro-Resistant S Q
Tablets (Esomeprazole magnesium dihydrate 21,69mg; N 8
43,38mg); N
Lamp San Via Della Pace, 25/A- + vién nén gidi phdng cé kiém sodt Golddicron (30mg EU-GMP [IT/168- 9 g Italian Medicines
Prospero SPA 41030 San Prospero Gliclazide). 3/H/2016 8 Agency (AIFA)
(Cos& dong géi  [(MO), Italy 5
va xuat xudng) E
87 |Alcon Research 6201 South Freeway, Fort |* San pham: U.S. cGMP |U89Z-6ZU2 ~ o |United States Food and 1
Ltd. Worth, TX 76134, United |[Systane Lubricant Eye drops, Liquid, Sterile (Polyethylene § § Drug Administration
States of America glycol 400 0,4%, Propylene glycol 0,3%) g § (U.S. FDA)
S~ ~
S S
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90 |USV Private H-13, H-16, H16A, H-17, |* Thudc vé trung: EU-GMP (UK GMP Medicines and 2
Limited H-18, H-19, H-20, H-21 va |+ Thudc san xuat vd trung: dung dich thé tich nho. 24881 Insp ~ o |Healthcare Products
E-22, OIDC, Mahatma + Thudc tiét trung cudi: dung dich thé tich nhé. GMP § § Regulatory Agency
Gandhi Udyog Nagar, * Thuéc khdng vo trung: vién nang clng; vién nén 24881/4167 g § (MHRA), United
Dabhel, Daman, IN- 2-0004 ~ S |Kingdom
396210, India ~ ~
93 |Hetero Labs TSIIC Formulation SEZ, * Thudc khdng vé trung: Vién nang cirng, vién nén, thudc bot EU GMP |FI006/001/2 National Authority of 2
Limited - UnitV  [S.Nos 439, 440, 441 & goi 016 et @ |Medicines and Health
and Unit V-A 458, Polepally Village, 8 8 Products, I.P, Portugal
Jadcherla Mandal, 5 §
Telangana State, 509301, Q S
India
Dot 51 (theo Céng van s6 12957/QLD-CL ngay 25/08/2017 ctia Cuc Quan ly Duorc)
2 |Hameln Hameln Pharmaceuticals |* Thudc vo trung: EU-GMP |DE_NI_02_G Co quan cé tham quyén 1
Pharmaceuticals |GmbH + Thu6c san xuat vo truing: Dung dich thé tich I&n; dung dich MP_2017_0 ~ o |clabirc
Gmbh Langes Feld 13, 31789 thé tich nhd; hén dich; 004 § §
Hameln, Germany + Thudc tiét trung cudi: Dung dich thé tich I&n; dung dich g §
thé tich nho. ) § E
* Thudc sinh hoc: Thudc mién dich (VAc xin vi rat hodc vi
khuan bat hoat).
3 |Dongkoo 18 Jeyakgongdan 2-gil, * ThuBc vién nén; vién nang cirng; vién nang mém; thuéc PIC/S-GMP|2016-D1- © o Gyeongin Regional Ofice 2
Bio&Pharma Co., [Hyangnam-eup, udng dang 16ng; thudc dung ngoai dang 1dng; lotion; thuéc 3771 8 8 of Food and Drug
Ltd Hwaseong-si Gyeonggi- kem; thu6c m&. N S  |Safety, MFDS, Korea
do, Republic of Korea =) >
) o
10 |Hana 13-39, Jeyakdaniji-ro, * Vién nén, vién nang cirng; PIC/s-GMP |2017-D1- ~ ° Gyeongin Regional 2
Pharmaceutical [Hyangnam-eup, * Thudc tiém; thudc ddng khé pha tiém. 1360 3 S |Commissioner
Co., Ltd. Hwaseong-si, Gyeonggi- § g Food&Drug
do, Republic of Korea % g Administration, Korea
— (o]
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11 |F.Hoffmann-Lla |124 Grenzacherstrasse, * S3n pham: Vién nén bao phim Tarceva (Erlotinib 150mg); EU-GMP [16-2109 Swiss Agency for 1
Roche Ltd. (Co s& [CH-4070 Basel, Vién nén bao phim Tarceva (Erlotinib 100mg); Therapeutic Products
san xuat) Switzerland g (Swissmedic)
Q
(o]
i
S~
(e}
—
()]
i
o
N
)
F.Hoffmann-La [Wurmisweg, CH-4303 PIC/S GMP [17-0015 <
Roche Ltd. (Co s& |Kaiseraugst, Switzerland =
déng goi) S
N
<
o
S~
o
o
17 [Utsunomiya Plant [16-3, Kiyohara * San pham: Japan-GMP|321; 322 Ministry of Health, 1
of Chugai Pharma [Kogyodanchi, Utsunomiya [ + Dung dich ddm d&c dé pha dung dich tiém truyén Actemra = Labour and Welfare
manufacturing city, Tochigi, Japan 80mg (Tocilizumab 80mg/4mL), Hép 1 lo 4 mL; 8 (MHLW), Japan
Co., Ltd (Co s& + Dung dich ddm d&c dé pha dung dich tiém truyén Actemra § Q
san xuat) 200mg (Tocilizumab 200mg/10mL), Hop 1 lo 10 mL. ] 8
-
o
F.Hoffmann-La [Betriebsstandort PIC/S-GMP [17-0015 N E Swiss Agency for
Roche Ltd. (Co s& |Kaiseraugst, 4303 8 Therapeutic Products
déng gai) Kaiseraugst, Switzerland S (Swissmedic)
3
18 |Sopharma AD 16 lliensko Shosse Str., * Thudc vé trung: EU-GMP |BG/GMP/20 Bulgarian Drug Agency 1
Sofia 1220, Bulgaria + Thudc san xuat vo trung: dung dich thudc tiém thé tich 17/097 N S
nhé. 8 8
+ Thuéc tiét trung cudi: dung dich thudc tiém thé tich nho. § g
Q 4
20 [IND-SWIFT OFF NH-21 Village * ThuBc khdng vo trung: Vién nang clrng, vién nén, vién nén EU-GMP |UK GMP © o |United Kingdom's 2
LIMITED Jawaharpur Tehsil Dera bao phim. 31450 Inps § § Medicines and
Bassi District S.A.S Nagar GMP - S |Healthcare Products
o —
(Mohali) Punjab, IN 31450/3603 - > |Regulatory Agency
140507, India 11-0007 ° ©  |(MHRA)
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21 |Wasserburger Wasserburger * S3n pham: EU-GMP |DE_BY_04_ Co quan tham quyén 1
Arzneimittelwerk |Arzneimittelwerk GmbH |BOt pha tiém Somatostatin Lyomark 3mg (Somatostatin 3mg). GMP_2016_ et blrc
GmbH Herderstr. 2 Tén tai Viét Nam: B6t pha dung dich tiém tinh mach 0107 8
(Co s& san xudt) |83512 Wasserburg am Nitatsoma. g o
Inn, Germany P 8
3
Lyomark Pharma [Lyomark Pharma GmbH EU-GMP |DE_BY_04_ 9 g
GmbH Keltenring 17 GMP_2016_ g
(Co s& xuét 82041 Oberhaching 0078 S
xuong) Germany E
24 |Holopack Bahnhofstrasse, gemaess |* Thudc vd trung chira hormon hodc chat cé hoat tinh EU-GMP |DE_BW_01_ Co quan tham quyén 1
Verpackungstechn|den vorliegenden hormon, prostaglandin/cytokine, chat trc ch& mién dich, GMP_2016_ Dirc (Baden-
ik GmbH Grundrissplaenen vom sulphonamide: 0143 Wiirttemberg)
17.07.2013, Abtsgmuend- [ + Thudéc san xuat vo trung: Dung dich thé tich I&n; dang bao
Untergroeningen, 73453, |ché& ban rén; dung dich thé tich nhé (bao gom ca ché pham
Germany nhé mét);
+ Thudc tiét trung cudi: Dung dich thé tich I&n; dang bao © o
ché& ban ran; dung dich thé tich nhé (bao gdm ca ché pham § §
nhé mét); I~ =
* Thubc khdng vd trung chira hormon hodc chat cé hoat tinh % g
hormon, prostaglandin/cytokine, chat trc ch& mién dich, e o
sulphonamide: Thudc dung ngoai dang ldng; thuSc udng dang
Idng; dang bao ché& bén rén.
* Thudc sinh hoc: Albumin; thuéc céng nghé sinh hoc (bao
gdm ca protein/DNA tai t6 hop, enzyme);
* Thuéc duoc liéu;
* Thu6c vi lwgng déng can.
26 |Nichi-lko 6-21, Sogawa 1-chome, * S3n phdm: Japan-GMP|167 Japan Ministry of 1
Pharmaceutical [Toyama-shi, Toyama, + Vién nang ctng NIKP-Fosfomycin Capsules 250 mg ~ o |Health, Labour and
Co., Ltd Japan (Fosfomycin Calcium Hydrate 250mg ); § § Welfare
(Nichi-lko (205-1, Shimoumezama + Vién nang cirng NIKP-Fosfomycin Capsules 500 mg s s
Pharmaceutical Namerikawa-shi, Toyama, |(Fosfomycin Calcium Hydrate 500mg ); g g
Co., Ltd. Toyama [Japan) - -
Plant 1)
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27 |Laboratorios Ronda de Valdecarrizo, 6, [* Thudc vé trung (bao gdbm ca thubc gay nghién, chat huéng EU-GMP |ES/076HVI/1 Agency for Medicines 1
Normon, S.A Tres Cantos 28760 than): 7 and Health Products
(Madrid) Spain + Thuéc san xuit vo trung: Thudc dong kho; Dung dich thé (AEMPS), Spain
tich nhoé; Thudc cay ghép va thudc dang ran (bao gom ca
thudc chira khang sinh nhém B-Lactam, thudc bét pha tiém
chtra khang sinh nhém B-Lactam); ~ o
+ Thudc tiét trung cudi: Dung dich thé tich |&n; Dung dich § §
thé tich nho; S >
* Thuéc khdng vo trung (bao gdbm ca thuéc gay nghién, chat g g
hudng than): Vién nang cirng (bao gbm ca thudc chira khdng e N
sinh nhém B-Lactam); ThuSc dung ngoai dang 16ng; Thuc
udng dang I6ng; Vién nén (bao gdm ca thudc chira khang sinh
nhém B-Lactam); Vién nén, vién bao khang virut.
28 |Janssen Cilag Domaine de Maigremont, |* Thudc khéng vé trung: Vién nang cirng; thudc dung ngoai EU GMP |HPF/FR/204 ) o |French National Agency 1
> 2 e A - s o — — .
27100 Val-de-Reuil, dang 1&dng (bao gbm ca nhii twong béi ngoai da); thuéc uéng /2016 S S [for Medicine and Health
France dang 1dng; dang bao ché& ban ran; vién nén. § g Products Safety (ANSM)
S| @
(] (o]
30 |[Haupt Pharma Donaustaufer StraBe 378, |* Thudc khéng vo trung (chira khang sinh, chat déc té EU-GMP |DE_BY _05_ Co quan thdm quyén 1
Amareg GmbH 93055 Regensburg, bao/chat kim té& bao, hormon va cdc chat cé hoat tinh GMP_2017_ ~ o Pirc
Germany hormon, chat mién dich): Vién nang cttng; thuéc dung ngoai 0024 8 8
dang 18ng; thudc udng dang 16ng; dang bao ché ban ran; thudc S 5
dan; vién nén. F ~
- —
31 |Glenmark Calle 9, N° 593, Industrial |* Thudc v6 trung chira hoat chat kim t& bao: Thudc tiém dung | PIC/S GMP [2017/133- ~ o |National Administration 2
Generics S.A. Park Pilar - Province of dich (bao gdbm ca dung dich thé tich 1&n); thudc ddng khé. INAME 14 § § of Drugs, Foods and
Buenos Aires - Argentine > > |Medical Devices
o o
Republic > > [(ANMAT), Argentina
o o
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32 |Ferring GmbH Wittland 11, 24109 Kiel, |* Thuéc vd trung: EU-GMP |DE_SH_01_ Co quan tham quyén 1
Germany + Thuéc sdn xuat vé trung (chira hormon va chat cé hoat GMP_2016_ Dlrc
tinh hormon): Thuéc déng kho; dung dich thé tich nho; vi 0058
nang. © a
+ Thu@c tiét trung cudi: Dung dich thé tich nhé. 8 8
* Thuéc khdng vo trung: ThuSc udng dang I6ng (chira hormon E 5
va chat cé hoat tinh hormon). I ~
* Thuéc sinh hoc: Thuéc déng kho sdn xuat vé trung cé nguén
gdc tlr ngudi; thude déng kho sdn xuat vé trung st dung cong
nghé gen.
33 |Ferring GmbH Wittland 11, 24109 Kiel, [* S&n pham: EU-GMP |DE_SH 01_ Co quan tham quyén 1
(Co s& san xudt) |Germany + B6t dong kho pha tiém tinh mach Glypressin (Terlipressin GMP_2016_ blrc
0,86mg dudi dang Terlipressin acetate 1mg) 0058 et
+ Dung dich tiém tinh mach Duratocin (carbetocin 8
100mcg/1ml); g
+ BOt pha tiém Menogon (Menotrophin 751U FSH + 751U Q
LH); o
+ BOt pha tiém Menopur (Menotrophin 751U FSH + 751U LH); §
Ferring Chemin de la + Bt dong kho va dung méi pha dung dich tiém Menopur [ p|c/s GMP [17-0474 E Swiss Agency for
International Vergognausaz 50, 1162 St-|multidose 6001U (Menotrophin tinh khiét cao 6001U/ml); = [Therapeutic Products
Center SA Prex, Switzerland + BOt dong kho va dung moi pha dung dich tiém Menopur ~ (Swissmedic)
(Co s& déng gbi) multidose 12001U (Menotrophin tinh khiét cao 12001U/2ml); §
+ Dung dich tiém tinh mach Tractocile (Atosiban acetate, o
7,5mg/ml atosiban) g
o
34 |UNITHER LIQUID [1-3 Allée de la Neste, ZI  |* Thudc khéng vé trung: Thudc udng dang 1dng; thudc dung EU-GMP |HPF/FR/262 French National Agency 1
MANUFACTURING|d'En Sigal, COLOMIERS, ngoai dang 16ng; thudc dat (bao gdm ca thudc trirng); thudc /2016 for Medicine and Health
Cach ghi khac: 31770, France ban ran. Q 9 |Products Safety (ANSM)
UNITHER LIQUID * Thudc sinh hoc: Cac san pham chiét xuat tir ngudi hoac 8 8
MANUFACTURING déng vat. = g8
- COLOMIERS * Thudc duoc liéu. 3 8
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35 |SOPHARTEX 21 rue du Pressoir, * Thudc khdng vé trung: Vién nang cirng (bao gdm ca thudc EU-GMP |HPF/FR/115 National Agency for the 1
VERNOUILLET, 28500, chira khang sinh B-Lactam); thudc uéng dang 16ng; thudc cdm; /2017 ~ o Safety of Medicine and
France vién nén (bao gdbm ca thuéc chira khang sinh B-Lactam); vién < Q |Health Products
bao duong. g E (ANSM), France
S~ S~
~ o
(gl —
37 |Hanmi 214, Muha-ro, Paltan- * Thudc udng dang ran: Vién nén; vién nang cing; thudc bot; | PIC/S-GMP|2017-D1- ~ o |Korean Ministry of Food 2
Pharmaceutical myeon, Hwaseong-si, thuéc hit (dang rén); vién nén tan trong miéng; vién nén nhai. 0659 § § and Drug Safety -
Co., Ltd. Gyeonggi-do, Republic of |* Dung dich nhé mét. = S |Gyeongin Regional
o o
Korea - ~  |Office
o ~
38 [BARD UNIT 191, CAMBRIDGE * Thudc khdng vé trung: Vién nang clng; vién nén; cém pha EU-GMP |UK MIA Medicines and 1
PHARMACEUTICA [SCIENCE PARK, MILTON hon dich udng. 1811 Insp N o Healthcare Products
LS LIMITED ROAD, CAMBRIDGE, CB4 GMP/IMP < < Regulatory Agency
0GW, United Kingdom 1811/21989 | & = |(MHRA), United
-0031 5 § Kingdom
39 |LABORATORIOS [Avda. Miralcampo, 7, Pol. |* Thudc khéng vé trung: EU-GMP |ES/095HVI/1 Agency for Medicines 1
LICONSA, S.A. Ind. Miralcampo, + Vién nang clrng (bao gbm ca thuéc chira chit gy nghién, 6 and Health Products
Azuqueca de Henares, huéng tdm than, chira hormon hodc chat cé hoat tinh © o |(AEMPS), Spain
19200 Guadalajara, Spain |hormon); § §
+Vién nang mém; dang bao ché ban ran (bao gdom ca thudc g g
chira chat gdy nghién, hudng tdm than, chira hormon hodc = o
chat c6 hoat tinh hormon); © o
+ Vién nén (bao gbm ca thudc chira chat gy nghién, hudng
tdm than); vién nén bao phim.
43 |Valpharma S.p.A. |Via Ranco, 112 (loc. * S3n pham: Vién nén phdng thich kéo dai Macorel 30mg EU GMP |IT/196- © Italian Medicines 1
(Co sé san xuat) [Serravalle), Serravale, (Nifedipine 30mg). 1/H/2016 8 Agency (AIFA)
47899, San Marino, Italy x o
2| 8
S~
Elpen Marathonos Ave. 95, 46404/4-7- © § National Organization
Pharmaceutical Pikermi Attiki, 19009, 2016 8 S  |for Medicines (EOF),
Co., Inc. (Cos® |Greece 5 Greece
S~
déng gai) ®
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45 [ONE PHARMA 60th km N.N.R. Athinon- |* Thu6c khéng vd trung: Vién nang clrng; thuéc dung ngoai EU GMP |39675/ 27- National Organization 1
INDUSTRIAL Lamias, Sximatari dang 16ng; thudc udng dang 16ng; vién nén. 4-2017 N o for Medicines (EOF),
PHARMACEUTICA |Voiotias, 32009, Greece < Q |Greece
L COMPANY a @
SOCIETE ) )
ANONYME
46 [LABORATORIO Baronessa de Malda, 73, |* Thudc khéng vé trung: Vién nén (bao gébm ca hormon va EU-GMP |NCF/1707/0 Ministry of Health of 1
ALDO-UNION SL {08950 Esplugues de chéat c6 hoat tinh hormon); thuéc uéng dang 16ng; thudc dung 01/CAT = 9  |Government of
Llobregat (Barcelona), ngoai dang l6ng; thudc phun mu (bao gdbm cd hormon va chét 8 8 Catalonia, Spain
Spain 6 hoat tinh hormon); dang bao ché& ban ran (bao gém ca g g
hormon va ch3t cé hoat tinh hormon). Q Q
48 |FERRING 1 REDWOOD PLACE, PEEL |* Thu8c khéng vé trung: hé phan phéi thuéc dat &m dao. EU GMP |UK MIA © o |Medicines and 1
CONTROLLED PARK CAMPUS, EAST 8731 Insp 3 S |Healthcare Products
THERAPEUTICS KILBRIDE, GLASGOW, G74 GMP g g Regulatory Agency
LIMITED 5PB, United Kingdom 8731/18177 F > |(MHRA), United
-0016 © © Kingdom
49 |Frosst Iberica, S.A.|Via Complutense, 140, * ThuBc khdng vo trung: Vién nén; vién nén bao phim. EU-GMP [ES/044HVI/1 ~ o [|Agency for Medicines 1
Alcala de Henares 28805 7 § § and Health Products
adrid) - Spain < N , Spain
(Madrid) - Spai s N [(AEMPS), Spai
L <
wn ~
o ~
50 |Ay 235, Miyakami, Shimizu- |* San pham: Thudc tiém Neoamiyu Japan GMP|4136 © «  |Ministry of Health, 1
— (o]
Pharmaceuticals [ku, Shizuoka-shi, S S [Labour and Welfare
Co., Ltd Shimizu  [Shizuoka, Japan E E (MHLW), Japan
S~ S~
Plant N )
— o
51 |Glenmark Village Kishanpura, Baddi- |* Thuéc khéng vé trung: thudc uéng dang léng (Ascoril EU-GMP |095/2016/S State Administration of 2
Pharmaceuticals [Nalagarh Road, Tehsil Expectorant, Fenspiride 2mg/ml) ; vién nén (Ascoril, Glemont AUMP/GMP ~ 9 |Ukraine on Medicinal
Ltd. Baddi, Distt, Solan (H.P.) |CT4, Glemont CT5, Candid-V6 100mg); vién nén bao phim 8 8 Products
173 205, India (Glevo 250mg, Glevo 500mg, Glencet Advance, Croffestra, § g
Lizolid-600, Fenspiride 80mg). S =y
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52 |Fidia Via Ponte Della Fabbrica |* Thuéc vo trung: EU-GMP |[IT/43- Italian Medicines 1
Farmaceutici 3/A-35031 Abano Terme + Thudc san xuat vd triing: dung dich thé tich nho (bao gdbm 2/H/2017 Agency (AIFA)
S.P.A (PD) Italy ca san pham chiét xuat tir déng vat); thudc xit.
+ Thuéc tiét trung cudi: Dung dich thé tich nhé (bao gdm ca ~ ™
san pham chiét xuat tir ddng vat); thudc dang ran va thudc cay b= S
ghép. % %
* Thu6c khdng vo trung: vién nang cirng; thudc khung tham; < -
vién nén; dang bao ché ban ran. ~ ~
* Thudc sinh hoc: Ché& pham mién dich (véc xin virus séng);
San phdm ngudn goc tir ddng vat.
55 |Vetter Pharma- Eisenbahnstr. 2-4 88085  |* San pham: dung dich tiém Bonviva 3mg/3ml (Ibandronic EU GMP |DE_BW_01_ © Co quan thdm quyén 1
Fertigung GmbH [Langenargen, Germany acid 3mg) GMP_2016_ pay blrc
& Co.Kg 0077 N
(Co s& san xuat) g
o 3
< - -
Roche Sandhofer Strafe 116, EU GMP |DE_BW_01_ &S |Coquan tham quyén
Diagnostics 68305 Mannheim, GMP_2016_ © g blrc
GmbH Germany 0119 S ™
(Co sé& dong goi + g
Xuat xuwdng) S
56 |[C.B. Fleet Lynchburg, VA 24502, USA [* San pham: Dung dich thut trwc trang Fleet Enema (dibasic US cGMP |4ZTE-ACY7 ™ o United States Food and 1
Company, sodium phosphate 7gm/118ml, monobasic sodium phosphate S Q  [Drug Administration
Incorporated 19gm/118ml) a & |(U.s. FDA)
5 >
(@] (@]
58 |KRKA, d.d., Novo [Smarjeska cesta 6, Novo |* Thudc vo trung: EU-GMP |401- Agency for Medicinal 1
mesto mesto, 8501, Slovenia + Thuéc san xuat vo trung: dung dich thé tich I1&n; dung dich 15/2016-6 ~ o |Products and Medical
thé tich nho (chira hormon hodc chat cé hoat tinh hormon). § § Devices of the Republic
+ Thuéc tiét trung cudi: dung dich thé tich I1&n; dung dich > o |of Slovenia (JAZMP)
thé tich nho (chira hormon hodc chat cé hoat tinh hormon). § 8
(ep]
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59 |lpca Laboratories |Plot No. 255/1, Village * Thudc khdng vé trung: vién nang clirng; vién nén, vién nén EU-GMP |DE_BY_05_ ~ o |Coquan thdm quyén 2
Limited Athal, Union Territory of |bao phim, vién nén gidi phong cham, vién nén khang dich vi, GMP_2017_ § § blrc
Dadra and Nagar Haveli, |caplet. 0044 P~ N
396230 Silvassa, India 2 3
(gl (gl
60 |[PT. Merck Thk JL. TB Simatupang No. 8  [Thudc khéng chira khang sinh nhém betalactam, thudc tranh | PIC/s-GMP |4833/CPOB/ © — |National Agency for 2
Pasar Rebo Jakarta Timur [thai, thu6c chira hormon sinh duc, thuéc chira chat kim té A/XIl/16 § § Drug and Food Control
13760, Indonesia bao: Vién nang cirng. E E (NADFC), Indonesia
g | 3
62 |Capsugel ZI de Camagnon, 56800 * San pham: EU-GMP |HPF/FR/029 ~ French National Agency 1
Ploermel Ploermel, France + Thudc vién nang mém Utrogestan 200 mg (Progesterone /2017 § for Medicine and Health
(Co s& san xuat dang hat min 200 mg), Tén Viét Nam: Progesterone (dang hat S Products Safety (ANSM)
ban thanh pham) min) 200 mg; § ™
+ Thudc vién nang mém Utrogestan 100 mg (Progesterone e §
Besins Groot Bijgaardenstraat dang hat min 100 mg), Tén Viét Nam: Progesterone (dang hat | EU-GMP [BE/GMP/20 N |Federal Agency for
Manufacturing 128, Drogenbos, 1620, min) 100 mg". 16/014 © % Medicines and Health
Belgium SA Belgium 8 ©  |Product of Belgium
(Co sé& dong goi, g
kiém nghiém, S
Xuat xudng)
64 |Novo Nordisk 45 Avenue d'Orléans, * Thudc vé trung: EU-GMP |HPF/FR/074 ~ o |French National Agency 1
Production SAS  [28000 Chartres, France + Thuéc san xuat vo trung: Dung dich thé tich nhé /2017 § § for Medicines and
* Thudc sinh hoc: Thuéc cong nghé sinh hoc g E Health Products Safety
5 > [(ANSM)
o o
66 |URSAPHARM Industriestrasse 35 66129 |* Thudc vo trung: EU-GMP |DE_SL_01_G Co quan tham quyén 1
Arzneimittel Saarbrucken, Germany + Thuéc san xuat vo trung: dung dich thé tich I1&n; dung MP_2016_0 Plc
GmbH dich thé tich nhoé (chira hormon hodc chat cé hoat tinh 002 © o
hormon, Prostaglandins/ Cytokines). § §
+ Thuéc tiét trung cudi: dung dich thé tich nhd. P &
* ThuBc khdng vo truing: vién nang clng; dung dich dling E S
ngoai; dung dich udng; cac dang thudc ban ran; vién nén; com. - -
* Thu6c duwoc liéu; thuéc vi lvgng déng can.
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69 |PT. Abbott JI. Raya Jakatar - Bogor * Vién nén, vién bao khéng betalactam (khéng bao gébm thudéc |PIC/S GMP |4422/CPOB/ " o National Agency for 2
Indonesia Km. 37, Kel. Sukamaju, tranh thai, hdc mon sinh duc khac, thuéc kim té bao) A/V/15 § § Drug and Food Control
Kec. Cilodong, Depok, B » |(NADFC), Indonesia
~ S~
Jawa Barat = -
71 |Patheon ltalia Viale G.B. Stucchi, 110 - * Thudc vo trung: EU-GMP [IT/73- Italian Medicines 1
S.P.A. 20900 Monza (MB), Italy + Thudc san xuat vo trung: Thudc dong kho, dung dich thé 10/H/2017 Agency (AIFA)
tich nho (bao gbm san pham cdng nghé sinh hoc). ~ -
+ Thudc tiét trung cudi: Dung dich thé tich nhé. § §
* Thu6c khdng vo trung: vién nang clng, thuéc bét, thudc g <
¢ ¢ —
cOm; vién nén (hdc mon va cac chat cd hoat tinh hdc mon, ~ w
khéng corticosteroid va hoc mon gidi tinh). e -
* Thudc cong nghé sinh hoc: protetins tai t8 hgp, khang thé
don dong.
74 |Patheon 5900 Martin Luther King |* Thudc IV Busulfex (busulfan), 6mg/ml, Injection FDA cGMP |7GDF-KR3Z ~ o |United States Food and 1
— —
Manufacturing Jr. Highway, Greenville, S S  [Drug Administration
Services, LLC North Carolina 27834, g g
USA ~ 3
- —
Pot 52 (theo Céng van s6 16256/QLD-CL ngay 12/10/2017 chia Cuc Quan ly Duworc)
2 |Boehringer Binger Str. 173, 55216 * Thudc khdng vo trung: vién nang cirng; thudc hit; thudc EU-GMP |DE_RP_01_ © o |Co quan thdm quyén 1
¢ - —
Ingelheim Ingelheim am Rhein, phun mu (thuoc khi dung); vién nén, vién nén bao phim (bao GMP_2016_ Q Q |buc
Pharma GmbH & |Germany gdm ca thudc chira chat doc t& bao/chat kim té& bao), 0050 § g
~ S~
Co. KG ~ LA
— (o]
3 [GlaxoSmithKline |Via A. Fleming, 2 - 37135 [* Thu6c vé trung: EU-GMP [IT/45- ~ o Italian Medicines 1
4 2 ~, a N ~ ~ , , . — -
manufacturing Verona (VR), Italy + Thudc san xuat vo trung: Thudc bot chira khang sinh 1/H/2017 S S |Agency (AIFA)
7 . S~ S~
S.P.A nhém Cephalosporin. 5 g
o0 Vo)
(o] —
5 |Alfa Intes Via Fratelli Bandiera, 26- |* Thuéc vd trung: EU-GMP [IT/145- © o |ltalian Medicines 1
Industria 80026 Casoria (NA), Italy + Thudc san xuat v trung: Dang bao ché ban rin; dung dich 3/H/2016 § § Agency (AIFA)
Terapeutica thé tich nhé (hormon corticosteroid); thudc bot. o =
~ A A N pe N s 2 o o
Splendore S.R.L * Thudc khoéng vo6 trung: Thudc dung ngoai dang long. § §
Danh muc co s& dat PICS EU GMP (Pot 1 - Dot 64) Trang 68 / 262 08/04/2019



. o " " . |NGAY NHOM
TEN CO’ SO’ SAN n - ~ NGUYEN | GIAY CH. [NGAY - P ~
e < ~ o THUOC
STT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP HET CO' QUAN CAP
: HAN 1 2
6 |DMS Via Provinciale Per Lecco, |Thudc khdng vé trung:thudc dung ngoai dang ldng, thudc EU GMP |IT/90- ~ o [|AlIFA ltalian Medicines 1
Farmaceutici 78-22038 Tavernerio uéng dang ldng, thuéc dan 1/H/2017 § § Agency
S.P.A (CO), Italy ) N
3 L
[e)) (o]
— o
7 |Chanelle Medical |Dublin Road, Loughrea, * ThuBc khdng vb trung: Vién nang cirng; thudc dung ngoai EU-GMP |14510/M68 ~ o [|Health Products 1
Co. Galway, Ireland dang 1dng; thudc udng dang 1dng; vién nén; thudc bét; thudc 8 § § Regulatory Authority
cém B < |(HPRA), Ireland
L <
o (o)
o —
11 (Probiotec 83 Cherry Lane Laverton |* Thuéc khdng vo trung: thudc uéng dang 1dng; thudc dang PIC/S-GMP [MI-2016-LI- ~ o |Therapeutic Goods 1
Pharma Pty North Vic 3026, Australia |ban ran (gel, thudc m&); vién nang clrng, vién nén, thudc bot; 09294-1 § § Administration (TGA),
Limited thuéc c8m; vién nén bao phim. < o |Australia
L 4
~ —
— o
12 |Saga Laboratories |Survey No. 198/2 & * ThuSc khdng vo trung: vién nang cirng; thudc bét va thuéc EUGMP [MT/004HM/| o |Medicines Authority of 2
Ltd 198/3, Chachrawadi ¢8m pha hdn dich udng, vién nén 2017 § § Malta (MAM)
Vasna, Ta Sannand (Thudc duwoc san xuat tai Block 1 dia chi trén) = >
o o
District, Ahmedabad - . =
382210, Gujarat, India o ~
14 |RECIPHARM Rue des Pres Potets * Thudc khdng vo trung: Vién nang cirng, vién nén, vién nén EU-GMP |HPF/FR/151 ~ o |National Agency for the 1
FONTAINE 21121 Fontaine Les Dijon, |bao phim. /2017 § § Safety of Medicine and
France o < |Health Products
o o
& > [(ANSM), France
o o
19 |Gracure E-1105, Industrial Area, * Thudc khong vé trung: Vién nang cing; sird udng; hdn dich EU-GMP |OGYEI/1827 ~ o |National Institute of 2
Pharmaceutical Phase-lll, Bhiwadi, Alwar |udng; thudc bén rdn; vién nén; bot pha hén dich udng; vién 1-6/2017 § § Pharmacy and Nutrition
Ltd. District, Rajasthan, nén bao phim. ~ S |(OGYEI), Hungary
o o
301019, India = ~
o o
20 |Egis Bokényfoldi at 118-120., |* Thudc vé trung: EU-GMP |OGYEI/9138- National Institute of 1
Pharmaceuticals |Budapest, 1165, Hungary + Thu6c san xuat vo trung: Dung dich thé tich nhé. 8/2016 =t 9 |Pharmacy and Nutrition
Plc. + Thu6c tiét trung cudi: Dung dich thé tich nhé. 8 8 (OGYEI), Hungary
* Thudc khong vé trung: Vién nang clng; thudc bét, thudc 5 5
cdm; vién nén, vién nén bao phim. 3 Q
* Thuéc sinh hoc: Sdn pham cong nghé sinh hoc.
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21 |Catalent France |74 rue Principale, * Thudc vo trung: EU GMP |HPF/FR/128 ™ o French National Agency 1
Beinheim SA Beinheim, 67930, France + Thudc tiét trung cudi: Thudc ban ran. /2017 Q S  [for Medicine and Health
* Thu6c khdng vo trung: Vién nang mém (chira chat cé hoat g E Products Safety (ANSM)
tinh hormon). = )
- -
22 |Meditop Ady Endre u. 1., * Thuéc khdng vo trung: Vién nang cirng; thudc bot, thube EU-GMP |OGYEI/2768 ~ o |National Institute of 1
Gyogyszeripari Pilisborosjend, 2097, cdm; vién nén, vién nén bao phim. 1-7/2017 § § Pharmacy and Nutrition
Kft. / Meditop Hungary o » |(OGYEI), Hungary
o o
Pharmaceutical = S
Ltd. o -
23 |Fu Yuan Chemical |No. 95-1, Daliao Rd., * Thudc khdng vé trung: Dung dich thudc; thuéc kem; thudc PIC/S-GMP|3702 ~ oy |Taiwan Ministry of 2
- -
& Pharmaceutical |Ruifang Dist., New Taipei [m&; vién nén bao phim; vién nén bao duwdng; vién nén; vién e Q [Health and Welfare
Co., Ltd. City 224, Taiwan (R.0.C) [nang. a S
s | =
N o
24 |GE Healthcare IDA Business Park, * Thuéc vé trung: EU GMP |13650/M23 ~ o [|Health Products 1
Ireland Carrigtohill, Co. Cork, + Thudc tiét trung cudi: Dung dich thé tich I&n; Dung dich 5 § § Regulatory Authority
Ireland thé tich nho. ~ % |(HPRA), Ireland
3 3
[e)) (o)}
o —
26 |F. Hoffmann-La Grenzacherstrasse 124, * Dang bao ché |dng: Dung dich tiém; Bom tiém déng san. PIC/S GMP [16-2110 ~ o |Swiss Agency for 1
Roche Ltd 4070 Basel, Switzerland § § Therapeutic Products
= S |(Swissmedic)
L <
o Yo}
o™ —
27 |DHP Korea Co.,Ltd [50 Osongsaengmyeong 6- |Dung dich nhé mat PIC/S GMP [2017-G1- Ministry of Food and 2
oro, Osong-eup, 0475 ~ o |Drug Safety (MFDS),
Heungdeok-gu, Cheongju- S § Korea
si, Chucheongbuk-do, g §
Republic of Korea > ~
(@] —
29 |HanmiPharm. 214, Muha-ro, Paltan- * Thuéc vo trung: Thudc nhé mat. PIC/S-GMP|2017-D1- ~ o |Korean Food and Drug 2
Co., Ltd. myeon, Hwaseong-si, * ThuBc khdng vo truing: Vién nén; vién nang clrng, vién nang 0659 § § Safety - Gyeongin
Gyeonggi-do, Republic of [mém; thuSc bét, thudc hit (dang clrng), vién nén tan trong = S |Regional Office
o o
Korea miéng, vién nén nhai, vién nén bao phim. 5 S
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31 |Aeropharm GmbH |Francois-Mitterrand-Allee |* Thuéc vo trung: EU-GMP |DE_TH_O1H Co quan tham quyén 1
1, 07407 Rudolstadt, + Thudc san xuat vo trung: thudc nhé mat; _GMP_2017 | o |Plc
Germany * Thuéc khdng vo trung: thudc phun mu; thuée bét hit(bao _0018 § §
(* Cdch ghi khdc: gdm thudc d3 1ap thiét bj). = =
o —
Francois-Mitterrand- > =
Allee 1, D-07407 o ©
Rudolstadt, Germany )
32 |EBEWE Pharma |MondseestraRe (hodc * ThuBc vé trung ( thudc chira chat déc té bao/chat kim t& EU GMP |INS-480020- Federal Office for Safety | 1
Ges.m.b.H. Nfg. [Mondseestrasse) 11, bao): 0098-001 ~ o |inHealth Care
KG 4866 (hodc AT-4866) + Thuéc san xuat vo trung: Dung dich thé tich nhé. (10/10) § § (Bundesamt fur
Unterach am Attersee, + Thudc tiét trung cudi: Dung dich thé tich nhé. = S |Sicherheit im
, . e o s N o — )
Austria * Thuoc sinh hoc: Ché pham ¢6 nguén goc tir nguoi hodc dong > S |Gesundheitswesen),
vat. « ™ |Austria
* Thudc vé trung chira Calcium Folinate.
33 |Cenexi - Fontenay |52 rue Marcel et Jacques |*Thuéc vé trung: EU-GMP |HPF/FR/168 National Agency for the 1
Sous Bois Gaucher Fontenay sous - Thuéc san xuat vo trung: Dung dich thé tich nhé. /2017 ~ o |Safety of Medicine and
Bois, 94120, France - Thudc tiét trung cudi: Dung dich thé tich nhé (chira § § Health Products
sulfonamides). g g (ANSM), France
*Thuéc khéng vo tring: Vién nang citng; thuéc udng dang o -
Idng (chira sulfonamides); thudc dat; vién nén (chira ~ ~
sulfonamides).
35 |Adare Route de B{, La Prévété, |*Thudc khdng vo trung: vién nang clirng, thudc bét; EU GMP |HPF/FR/160 © o |French National Agency 1
Pharmaceuticals |[Houdan,78550, France * Thudc sinh hoc: thudc sdn xuat tir cdng nghé Ién men /2016 § § for Medicine and Health
SAS - Houdan (khéng chira vi sinh vat s6ng); g g Products Safety (ANSM)
San pham: Lacteol 340mg (Lactobacillus fermentum va = 5
Lactobacillus delbruekii 10 ty) - ~
36 |Acme generics LLP|Plot No.115, Industrial *Thuéc khéng vo tring: vién nang cing, vién nén (bao gobm EU GMP [OGYEI/1235 National Institute of 2
Area, Davni, Tehsil thu6c cé chira hoat chat cé hoat tinh hormone) 1-6/2016 Q 9 |Pharmacy and Nutrition
Nalagarh, Dist Solan, 8 8 (OGYEI), Hungary
Himachal Pradesh, g 3
174101, India S N
37 |B.Braun Mistelweg 2, 12357 * Thudc vd trung cé tiét trung cudi: Dung dich thé tich nhé. EU-GMP |DE_BE_01_ © o |Coquanthdm quyén 1
Melsungen AG Berlin, Germany GMP_2016_ § § buc
0027 & &
o o
S~ S~
— o
(o] —
Danh muc co s& dat PICS EU GMP (Pot 1 - Dot 64) Trang 71/ 262 08/04/2019



. o " . . |NGAY NHOM
TEN CO’ SO’ SAN n p A NGUYEN | GIAY CH. |NGAY - P ~
p < ~ o THUOC
STT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP HET CO QUAN CAP
) HAN 1 2
38 |B.Braun Medical |Bayan Lepas Free *Thudc tiét trung cudi: Dung dich thé tich nhd, Dung dich thé |PIC/S-GMP |486/16 ©0 o |National Pharmaceutical 2
- -
Industries Sdn. Industrial Zone, 11900 tich I16n; S S [Control Bureau -
Bhd. Bayan Lepas, Penang, *Thudc khéng vo trung: dung dich thdm phan mau. § g Malaysia
Malaysia = =y
(gl (gl
39 |Lek farmacevtska [Verovskova ulica 57,1526 |* Thudc vé trung: EU GMP |450- Agency for Medicinal 1
druzba d.d. (Lek |[Ljubljana, Slovenia + Thudc san xuat vd trung: Thudc déng khd (Prostaglandin/ 16/2017-11 Products and Medical
Pharmaceuticals [(* Cdch ghi khdc: Cytokines; chat déc té bao/chat kim té& bao: trastuzumab, Devices of the Republic
d.d.) Verovskova 57, SI-1526 rituximab, erlotinib, enzalutamid, afatinib, ibrutinib; chat &c of Slovenia (JAZMP)
Ljubljana, Slovenia ). ché& mién dich); dung dich thé tich nho (chita hormon hodc
chét ¢ hoat tinh hormon, chat doc té bao/ chat kim té bao: =~ =M
trastuzumab, rituximab, erlotinib, enzalutamid, afatinib, 8 8
ibrutinib). § §
+ Thudc tiét trung cudi: dung dich thé tich nhé (chia 5 3
hormon hodc chat cé hoat tinh hormon), .
* Thudc sinh hoc: sdn pham mién dich; sdn pham céng nghé
sinh hoc.
* San pham: dung dich thudc tiém Voltaren 75mg/3ml
40 |Pfizer Rijksweg 12, Puurs, 2870, [* Thudc vé trung: EU-GMP |BE/GMP/20 Belgian Federal Agency 1
Manufacturing Belgium + Thu6c san xuat vo trung: Thubc ddng kho (bao gém c 17/001 for Medicines and
Belgium NV thudc chira hormon hodc Prostaglandine); dang bao ché ban Heallth Products
ran (chira Prostaglandin); dung dich thé tich nhé (bao gom ca ~ o |(AFMPS)
thudc chira Hormon hodc Prostaglandin). § §
+ Thudc tiét trung cudi: Dung dich thé tich nhé. g g
* S3n pham sinh hoc: > S
San pham s oc P S
+ Ché& pham mién dich - o
+ Ché& pham céng nghé sinh hoc
+ Ché& pham tach chiét tir ngudi, déng vat
41 |S.C. Antibiotice Str. Valea Lupuluinr. 1, * Thudc khdng vé trung: vién nang cing (khang sinh nhom EU-GMP |040/2017/R ~ o [National Agency for 1
— (o]
S.A. lasi, Jud. lasi, cod 707410, |Penicillins; nhém Cephalosporin; cac khang sinh khac); vién 0] S S [Medicines and Medical
Romania nén bao phim; dang bao ché ban ran; vién dan; vién nén. § g Devices (NAMMD),
=) = [Romania
— (o]
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44 (Bio Products Dagger Lane, Elstree, * Thudc vo trung: EU-GMP [UK MIA United Kingdom's 1
Laboratory Borehamwood, WD6 3BX, |+ Thudc san xuat vd triing: Dung dich thé tich I&n; thuéc déng 8801 Insp et @ |Medicines and
Limited United Kingdom khd; dung dich thé tich nhé GMP/GDP/I 8 8 Healthcare Products
+ Thudc tiét trung cudi: Dung dich thé tich I&n; dung dich thé MP g 5 Regulatory Agency
tich nhé 8801/18235| & 8 [(MHRA)
* Thudc sinh hoc: cac san pham tir mau -0025
45 |Kedrion S.P.A S$.5.7 Bis Km. 19,5 - 80029 |* Thudc v6 trung |a cac ch& phadm tir mau: Dung dich thé tich EU-GMP |IT/92- ~ o AIFA Italian Medicine 1
Sant' Antimo (NA), ltaly I&n; Dung dich thé tich nhé; Thuéc déng khé. 5/H/2017 pay S |Agency
- Thudc tiét trung cudi: Dung dich thé tich nhé g g
* Thudc sinh hoc: Cac san phdm mau g %
- -
46 |Facta Nucleo Industriale S. Atto |* Thudc vd trung: EU-GMP (IT/193- © o |AIFA Italian Medicines 1
Farmaceutici (loc. S. NICOLO' A + Thudc san xuat vé tring: Dung dich thé tich nhd; thudc 2/H/2016 § § Agency
S.P.A. TORDINO) - 64100 b6t chira khang sinh nhém Cephalosporin, penem. g g
Teramo (TE), Italia Ny >
- —
47 |Leo Pharma A/S |Industriparken 55, * Thudc vé trung: EU-GMP |DKH Danish Medicines 1
Ballerup, 2750, Denmark + Thu6c san xut vo trung: Dung dich thé tich nhé; acid 00088017 Agency, Denmark
fusidic vo trung. ~ o
+ Thudc tiét trung cudi: Dung dich thé tich nhé. § §
* Thuéc khdng vd trung: ThuSc dung ngoai dang 1dng; thuéc g g
udng dang 16ng; thudc ban ran; vién nén; , E g
* Thudc sinh hoc: ThuSc cong nghé sinh hoc; ché phdm cé
ngudn goc tir ngudi hodc dong vat.
52 |R-Pharm Heinrich-Mack-Str. 35, Thuéc khéng vo trung: Thudc ung dang 1dng; vién nén; vién EU GMP |DE_BY_04_ ~ o |Coquanthdm quyén 1
Germany GmbH |89257 Illertissen, nén bao phim. GMP_2017_ § § Burc (Regierung von
Germany 0016 ~ @ |Oberbayern)
4 <
— (o))
~ o
53 |BCWORLD 872-23, Yeojunam-ro, * Vién nén, vién nang cing. PIC/s-GMP [2017-D1- ~ o |Gyeongin Regional 2
PHARM CO., LTD |Ganam-eup, Yeoju-si, * Thudc tiém bét; Dung dich thudc tiém; Thudc tiém déng 0357 § § Commissioner Food and
Gyeonggi-do, Korea kho; N S |Drug Administration,
. y o o
San pham: Thuéc bot ddng khd pha tiém Methylprednisolone ~ o |Korea
Sodium Succinate Injection 40mg e e
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55 |Karnataka Plot No. 14, 2nd Phase, * Thudc vo trung: PIC/S-GMP|263b/17 ~ o Malaysia National 2
Antibiotics & Peenya Industrial Area, + Thuéc sdn xuat vé trung: Thudc bot pha tiém (chira khang pay S |Pharmaceutical Control
Pharmaceuticals [Bangalore, 560058 sinh nhém Penicillin, Cephalosporin); dung dich thé tich nhé. S g Bureau
Limited Karnataka, India + Thudc tiét trung cudi: Dung dich thé tich nhé. g g
- -
56 [Xepa-Soul Lot 1-5, Cheng Industrial |* Thudc vd trung: PIC/S [107/17 National Pharmaceutical 2
Pattinson (M) Sdn |Estate, 75250 Melaka, - Thudc san xuat vé trung: thudc nhé mat, thudc nhé tai Regulatory Agency
Bhd Malaysia * Thuéc khdng vo trung: (NPRA), Malaysia
- Thudc chira khang sinh nhédm Penicillin: vién nén, vién nang ~ .
cirng, thudc bot. § §
- Thuéc chira khang sinh nhédm Cephalosporin: vién nén, vién g g
nang clrng, thuéc bét. o o
- Thudc khéng chira khang sinh nhém B-lactam: vién nang - -
cirng; dung dich thuSc udng; dung dich thudc dung ngoai;
thudc ban rn, thudc bot, vién nén, vién nén bao phim.
57 |Sanofi Pasteur- 1541 Avenue Marcel * Thuéc vo trung: EU -GMP |HPF/FR/188 French National Drug 1
Marcy L'etoile Merieux, Marcy L'Etoile, |+ Thudc san xuat vd tring: thudc déng kho; dung dich thé tich /2016 © o |and Health Products
69280 France nhd § § Safety Agency (ANSM)
+ Thudc tiét trung cudi: dung dich thé tich nhé ~ 5
* Thudc sinh hoc: Cac ché pham tir mau; sdn pham mién dich; S %
san pham cong nghé sinh hoc; thudc c6 ngudn géc tir ngudi e ~
hodc dong vat.
59 |Venus Remedies, [Hill Top Industrial Estate, |* Thudc vo trung: EU-GMP |FI042/MH/0 National Authority of 2
Limited Jharmajri, EPIP Phase-| + Thudc san xuat vd trung: thudc déng khé (bao gbm ca 01/2017 - S Medicines and Health
(Extn), Bhatoli Kalan, chat kim t& bao); dung dich thé tich nhé, thuéc bét (chira b S [Products (INFARMED),
Baddi, Distt. Solan, khang sinh nhém Cephalosporin; Carbapenem). g % Portugal
Himachal Pradesh, + Thudc tiét trung cudi: dung dich thé tich nho (chira chat g g
173205, India kim té bao). N o~
63 |Novartis Saglik, [Yenisehir Mahallesi Ihlara |* Thu8c khéng vé trung: EU-GMP |UK GMP ~ o |Medicines and 2
Gida Ve Tarim Vadisi Sokak No. 2, - Vién nang clng; 21635 Insp § § Healthcare Products
Urunleri San. Ve |Pendik, Istanbul, TR - Vién nén; vién nén bao phim; vién nén bao duong; vién bao GMP ) S |Regulatory Agency
Tic. A.S. 34912, Turkey tan trong rudt; vién giai phdng kéo dai; vién nén phan tan. 30937/3404 % % (MHRA), United
21-0006 - ™ |kingdom
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64 |Novartis Pharma |Novartis Pharma * Thudc khdng vé trung: vién nang cirng; dang bao ché bén EU-GMP |DE_BW_01_ ~ o |Coquan thdm quyén 1
Produktions Produktions GmbH ran; vién nén; vién bao phim. GMP_2017_ § § blrc
GmbH Oflinger Str. (ho&c 0022 > S
o =
Oflinggerstrasse) 44, > 3
79664 Wehr, Germany. e -
65 |[Salutas Pharma Otto-von-Guericke-Allee |* Thu8c khéng v trung: Vién nang cirng (bao gdm ca cac san EU-GMP |DE_ST 01_G Co quan thdm quyén 1
GmbH 1, 39179 Barleben, pham chira chat kim té bao); thudc uéng dang long (bao gdm MP_2017_0 = Q |buc
Germany ca céac san pham chira chat e ché mién dich); vién nén va 020 8 8
vién nén bao phim (bao gdm ca cac san phadm chira chat kim 5 g
t& bao, chat trc ché mién dich va chat c¢é hoat tinh nhay cam ] 3
cao khac).
67 |Vetter Pharma- [Eisenbahnstr. 2-4, 88085 |* Thudc vo trung: EU-GMP |DE_BW_01_ Co quan tham quyén 1
Fertigung Langenargen, Germany. |+ Thu8c sdn xuat vé trung: thudc déng khd (chira hormon GMP_2016- Plrc
GmbH&Co. KG (Cach ghi khac: hodc céc chat cé hoat tinh hormon); dung dich thé tich nho 0077 © ™
Eisenbahnstrasse 2-4, (chtra hormon hodc céc chat cé hoat tinh hormon). § §
88085 Langenargen, + Thudc tiét trung cudi: dung dich thé tich nhé. g g
Germany) * Thudc sinh hoc: Ché& pham mau (sdn pham dan chat tir huyét S S
twong); san phdm mién dich; san pham cdng nghé sinh hoc e “
(chtra chat ¢ hoat tinh hormon).
68 |Alcon Research 6201 South Freeway, Fort |* San pham: U.S. cGMP [QWM-77MU| o |United States Food and 1
Ltd. Worth, TX 76134, United [Systane Ophthalmic solution (Propylene glycol 0,3%, § § Drug Administration
States of America Polyethylene glycol 400 0,4%). < = [(U.S.FDA)
< <
- —
o ™
* San pham: WEF2- ~ o
Azopt (brinzolamide 1%) ophthalmic suspension. MDYQ o o
s | =
=) o
S~ ~
(o) -
o o
* S3n pham: M9J7-EREJ ~ o
Pataday (Olopatadine 0,2%) ophthalmic solution 2,5 mL. o o
NERS
o o
S~ S~
< ™
— —
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* 5an pham: 27X7-646R ~ o
Vigamox (Moxifloxacin 0,5%) ophthalmic solution. S S
s 3
— o
— —
71 |Demo Sa 21st Km National Road * ThuBc vo trung: EU - GMP |38710/22-5- National Organization 1
Pharmaceutical |Athens - Lamia, Krioneri [+ Thu8c san xuat v trung: dung dich thé tich I1&n; dung dich 2017 for Medcines, Greece
Industry Attiki, 14568, Greece thé tich nho; thudc déng kho; thudc ran va cay ghép chira
(* Cdch ghi khac: khang sinh nhém beta lactam.
- 21 st km National Road |+ Thudc tiét triing cudi: dung dich thé tich 1dn; dung dich thé ~ o
Athens - Lamia, 14568 tich nho. § §
Krioneri, Greece; * Thudc khdng vo trung: thudc dung ngoai dang 16ng; thudc g g
- 21st km National Road  |u6ng dang long. > ~
Athens - Lamia, 14568 o -
Krioneri, Athens, Greece. )
Pot 53 (theo Céng van s6 21929/QLD-CL ngay 22/12/2017 cha Cuc Quan ly Dworc)
1 [Hutecs Korea 99, Jeyakgongdan 3-gil, * ThuBc khdng vo trung: Vién nén, vién nén bao phim; vién PIC/S-GMP|2017-D1- ™ o Gyeongin Regional Food 2
Pharmaceutical [Hyangnam-eup, nang cing. 1595 S Q |and Drug
Co., Ltd Hwaseong-si, Gyeonggi- g E Administration, Korea
do, Republic of Korea ) -
— —
3 |Ardeypharm Ardeypharm GmbH * ThuGc sinh hoc: thuBc cong nghé sinh hoc; thu6e ngudn géc | EU-GMP [DE_NW_01_[ o |Coquantham quyén 1
GmbH Loerfeldstr. 20, 58313 tlr ngudi hodc déng vat; thudc vi sinh vat. GMP_2017_ § § Dlrc
Herdecke, Germany * Thu6c duwoc liéu; thuée vi lvgng dong can. 1009 o I
< L
o (o]
- —
6 |Tai Guk Pharm 123 Jeyakgongdan 3-gil, |* Thudc khéng vo trung: vién nén; vién nang cing; hén dich PIC/S GMP [2016-D1- © o [Ministry of Food and 2
Co., Ltd Hyangnam-eup, va dung dich uéng; thudc m&; thuéc kem va thudc Gels. 2769 b=y S  |Drug Safety (MFDS),
N o~
Hwaseong-si, Gyeonggi- o X |Korea
do, Republic of Korea g %
N —
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7 |Abbvie S.R.L S.R. 148 Pontina Km 52, |* Thuéc khéng v6 trung: thuéc dung ngoai dang 1dng; thuéc EU-GMP [IT/138- ~ o |ltalian Medicines 1
Snc-Campoverde Di uéng dang 16ng; thudc hit dang 1dng; thu6c cém; vién nén. 2/H/2017 = S |Agency (AIFA)
N o~
Aprilia (loc. APRILIA) - = =
o —
04011 APRILIA (LT), Italy S >
— (o]
8 |Takeda 17-85, Jusohonmachi 2 -  [* San pham: Japan- [1631 © Ministry of Health, 1
Pharmaceutical [chome, Yodogawa-ku, - Bot pha hdn dich tiém Lucrin PDS Depot 3.75 mg GMP § Labour and Welfare
Company Osaka 532-8686 Japan (Leuprorelin acetate 3,75 mg) = government of Japan
x o
Limited, Osaka - B6t pha hon dich tiém Lucrin PDS Depot 11.25 mg ¥
Plant (Leuprorelin acetate 11,25 mg) ©
AbbVie Knollstrasse, 67061 EU GMP |DE_RP_01_ © Co quan thdm quyén
Deutschland Ludwigshafen, Germany GMP_2016_ § g burc
GmbH & Co. KG 0060 > S
2 ; s = o
(Co so dong goi') g =
o
AbbVie Logistics |Zuiderzeelaan 53, EU GMP |NL/H Health Care
B.V. ZWOLLE, 8017 JV, 16/1008041 © Inspectorate -
(Co sé xuédt Netherlands 8 Pharmaceutical Affairs
xwéng) g and Medical
- Technology, Netherlands
9 |AjuPharm.Co., |23 Sandan-ro 121beon- |*Thudckhéng chira khang sinh nhém Betalactam: thudc tiém; | PIC/S GMP [2017-D1- ™ S Gyeongin Regional 2
Ltd. gil, Pyeongtaek-si, vién nén; vién nang cirng; thudc cm; thudc Sird; 2751 1S Q [Office of Food and Drug
Gyeonggi-do, Republic of [* ThuSc chira khang sinh nhdm Cephalosporin: thuéc bét pha § § Safety, Korea
Korea tiém; vién nén; vién nang clrng. § g
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11

Sun
Pharmaceuticals
Industries Limited

V. Ganguwala. Paonta
Sahib, District Sirmour,
Himachal Pradesh
173025, India

* Thudc khdng vé trung:

+ Vién nang clrng: Virostav, capsules 30mg; Efferven,
capsules 200mg (Efavirenz); Nupentine, capsules 300mg,
100mg, 400mg (Gabapentin);

+ Vién nén: Alfirum, modified release tablets 10mg
(Alfuzosin); Artinova-AM, film coated tablets 5mg/80mg,
10mg/160mg, 5mg/160mg (Amlodipine, Valsartan);
Vergostine, tablets 16mg, 24mg, 8mg (Betahistine); Viro-Z,
coated tablets 300mg (Zidovudine); Virocomb, film coated

tablets (Lamivudine, Zidovudine); Virolam, film coated tablets

150mg (Lamivudine); Efferven, film coated tablets 600mg
(Efavirenz); Candesar, tablets 32mg (Candesartan), Laceran
2,5mg, 10mg, 5mg (Ramipril); Laceran HCT, tablets
5mg/25mg, 2,5mg/12,5mg (Ramipril, Hydrochlortiazide);
Oziclide, modified release tablets 30mg, 60mg (Gliclazide);
Pemozar, gastro-resistant tablets 40mg, 20mg
(Esomeprazole); Rosvator, coated tablets 10mg, 20mg
(Rosuvastatin); Storvas, film coated tablets 80mg, 40mg,
10mg, 20mg (Atorvastatin); Filup, coated tablets 50mg,
100mg (Sildenafil); Cifran, coated tablets 250mg, 500mg
(Ciprofloxacin); Cifran OD, extended release, film coated
tablets 1000mg, 500mg (Ciprofloxacin).

PIC/S GMP

038/2017/G
MP

17/07/2017

08/06/2020

State Administration of
Ukraine on Medicinal
Products (SAUMP)

12

Labesfal -
Laboratorios
Almiro, S.A

Zona Industrial do
Lagedo, Santiago de
Besteiros,3465-157,
Portugal

* Thuéc vo trung:

+ Thudc san xuat vd triing: Dung dich thé tich nhd; thudc
b6t pha tiém hodc tiém truyén (chira khang sinh nhém beta
lactam).

+ Thudc tiét trung cudi: Dung dich thé tich I&n; dung dich
thé tich nha.

* Thudc khdng vé trung: Vién nang cirng; thudc dung ngoai
dang 18ng; thudc udng dang 16ng; dang bao ché ban ran; vién
nén; vién nén bao phim.

EU-GMP

F010/S1/MH
/002/2017

28/07/2017

14/07/2020

National Authority of

Medicines and Health
Products (INFARMED),
Portugal

13

Janssen Cilag
Manufacturing
LLC

State Road 933 KM 0.1,
Mamey Ward, Gurabo,
Puerto Rico (hoac:
PUERTO RICO 00778), USA

Danh muc co s& dat PICS EU GMP (Pot 1 - Dot 64)

San pham: CONCERTA®27MG, Tablet, extended release
(methylphenidate HCL)

Tén tai Viét Nam: Vién nén phong thich kéo dai Concerta
(Methylphenidate HCL: 27mg).

Trang 78 / 262
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AndersonBrecon |4545 Assembly Drive, ~ o
Inc. Rockford, IL, 61109 USA 3 S
(Co sé& ddng goi) g S
— o
Janssen Ortho LLC [State Road 933 KM 0.1, - -
(Co sé kiém tra Mamey Ward, Gurabo,
chét lwong dé Puerto Rico (hodc: Puerto
xuét xwéng Rico (PR) 00778), USA
thanh phédm)
14 |Fournier Anngrove, Carrigtwohill, [* San phdm: Vién nén bao phim Lipidil 145 ONE (Fenofibrate EU GMP |13821/M10 © Health Products 1
Laboratories Co. Cork, Ireland 145mg). Tén tai Viét Nam: Lipanthyl NT 145mg. 20 8 Regulatory Authority
Ireland Limited N o (HPRA), Ireland
(Co s& san xuat) E §
RECIPHARM Rue des Prés Potets, EU-GMP [HPF/FR/151 ~ E National Agency for the
FONTAINE 21121 Fontaine Lés Dijon, /2017 § a Safety of Medicine and
(Co'sé déng gdi, |France o Health Products
xuét xwéng ) % (ANSM), France
15 |EA Pharma Co,, 103-1, San pham: Vién nén ATELEC Tablets 10. Japan GMP(1206 ~ ~  [Ministry of Health, 1
Ltd Shirasakaushishimizu, § § Labour and Welfare
Shirakawa-shi, g § (MHLW), Japan
Fukushima, Japan E g
16 |EA Pharma Co., [103-1, San pham: Thudc c6m Amiyu Granules Japan GMP|1064 ~ ~ |Ministry of Health, 1
Ltd. Shirasakaushishimizu, § § Labour and Welfare
Shirakawa-shi, g § (MHLW), Japan
Fukushima, Japan S o
o o
17 [Catalent Steinbeisstr. 1 und 2, * Thudc khdng vé trung: Vién nang cirng, thudc bot, thudc EU-GMP |DE_BW_01_ Co quan thdm quyén 1
Germany 73614 Schorndorf, cdm, globuli, pellet, vién bao, vién nén. GMP_2017_ ~ o |Puc
Schorndorf GmbH |Germany * Thubc tir duoc lidu. 1056 § §
(* Cdch ghi khdc: > =
Steinbeisstr. 2, D-73614 2|8
Schorndorf, Germany ) e e
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18 |TS Corporation TS Bioplant, TS * Sinh pham: Human Erythropoietin alfa (Recombination) PIC/S GMP [2017-G1- Daejeon Regional Office 2
Corporation 729, 2146 ~ o |of Food & Drug Safety,
Osonggarak-ro, Oksan- § § Korea
myeon, Heungdeok-gu, > >
Cheongju-si, § §
Chungcheongbuk-do, Han o ©
Qudc
19 ([Daihan pharm. 77, Sandan-ro, Danwon-  |* Thudc tiém: dung dich tiém; dung dich tiém truyén; dung PIC/S GMP [2017-D1- ~ o |Gyeongin Regional 2
Co., Ltd gu, Ansan-si, Gyeonggi- dich rira vét thuong. 2920 § § Office of Food and Drug
do, Korea * Dung dich hit. = o |Safety, Korea
. . . . N s . = o
* Dung dich dung ngoai: dung dich dung ngoai da; dung dich § §
thdm phan mau.
20 ([Square Dhaka Unit, Kaliakoir, * Thudc khdng vé trung: vién nang cirng; vién nén. EU-GMP |UK GMP ~ o |Medicines and 2
Pharmaceuticals [Gazipur, BD-1750, 29943 Insp § § Healthcare Products
Limited Bangladesh GMP § E Regulatory Agency
29943/3094 | & X |(MHRA), United
03-0005 © " |Kingdom
21 |Korea Pharma 87 Jeyakgongdan 3-gil, * ThuBc khdng vo trung: Vién nén; vién nang cling; thudc bét; |PIC/S-GMP|2017-D1- N S Gyeongin Regional 2
Co., Ltd Hyangnam-eup, thudc dung ngoai dang 1&dng; thudc kem, vién nén bao dudng; 1819 S Q |Office of Food and Drug
Hwaseong-si, Gyeonggi- |vién bao phim. g g Safety, Korea
do, Republic of Korea > N
on o
24 [Mega 60 National Avenue * Thudc khdng vé trung: Vién nén (chira cafein); vién nang PIC/S-GMP [MI-2017-LI- N o Therapeutic Goods 1
Lifesciences PAKENHAM VIC 3810, clrng (chira L-arginine, cafein); thuéc c6m (chira cafein); thudc 03740-1 Q Q |Administration (TGA),
(Australia) Pty Ltd [Australia b6t (chira macrogol, picosulphate hoac sodium sulphate, 5 & |Australia
o o
cafein). § §
25 |Hospira Highway 301 North, * Thuéc vé trung: EU GMP |NL/H Health Care 1
Incorporation Rocky Mount, North + Thuéc tiét trung cudi: thudc tiém thé tich nho. 16/1008831 Q 9 |Inspectorate -
Carolina, 27801, United 8 8 Pharmaceutical Affairs
States § 5 and Medical
5 S |Technology, Netherlands
28 |GlaxoSmithKline (82 Hughes Avenue * ThuSc khdng vd trung khéng chira penicillins PIC/S GMP [MI-2017-LI- ~ o |Therapeutic Goods 1
Consumer Ermington NSW 2115, cephalosporins, chat chéng ung thu: Vién nén; vién nén sui 06123-1 § § Administration (TGA),
Healthcare Australia bot; thuéc dang 1dng; thudc dat; thuéc kem = > |Australia
Australia Pty Ltd % g
i —
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29 |Jai Pharma Plot No 20 & 21, * Thudc khdng vé trung: vién nén. EU-GMP |DE_BE_01_ Co quan tham quyén 2
Limited Pharmez, Pharmaceutical GMP_2016_ blrc
Special Economic Zone 0005
(SEZ), Sarkhej-Bavla © ™
National Highway No. 8 A, § §
Near Village Matoda, N =
Taluka Sanand, District, § g
Ahmedabad, 382213, ~ ~
India
30 |OLIC (Thailand) 166 Bangpa-In Industrial |* Thudc v6 trung: PIC/S GMP [1-2-17-17- Food and Drug 2
Limited Estate, Udomsorayuth + Thudc san xuat vd trung: Dung dich thé tich 1&n; dung dich 00035 Administration (Thai
Road, Moo 16, thé tich nho. FDA), Thailand
Bangkrason, Bangpa-In, |+ Thudc tiét trung cudi: dung dich thé tich I&n; dung dich thé
Ayutthaya, 13160, tich nho. ~ o
Thailand * Thudc khdng vo trung: vién nang cirng; thudc dung ngoai § §
(* Cdch ghi khdc: 166 dang 16ng; thudc udng dang 16ng; thudc bdt; dang bao ché - -
Moo Bangpa-In Industrial |ban ran (thudc kem, gel, thudc m&); vién nén. g %
Estate, Udomsorayuth * Thudc khdng vo trung chira hormon sinh duc: vién nang e ©
Road, Bangpa-In district, |mém.
Ayutthaya province,
Thailand )
34 |F. Hoffmann-La Grenzacherstrasse 124, * S3n phdm: PIC/S-GMP |17-0774 ~ Swiss Agency for 1
Roche Ltd CH-4070 Basel, + Dung dich dam d3c dé pha dung dich tiém truyén Avastin 8 Therapeutic Products
(Co sé sén xudt) |Switzerland (bevacizumab 100mg/4ml, 400mg/16ml) . S o (Swissmedic)
+ B6t dong khé pha tiém Cymevene (Ganciclovir 500mg). § S
F.Hoffmann-La _ |Wurmisweg, CH-4303, |+ BOt pha dung dich tiém truyén Herceptin (Trastuzumab PIC/S-GMP|17-0015 N g Swiss Agency for
Roche Ltd. Kaiseraugst, Switzerland  |150M8): 8 % [Therapeutic Products
(Co sé& ddéng géi g (Swissmedic)
thi cdp ) o
36 |SOCIETE 5 rue du Gabian, * Thudc khdng vé trung: vién nang cing. EU GMP |HPF/PT/014 French National Agency 2
D'ETUDES ET DE [MONACO, 98000, Monaco /2016 © 9 |for Medicine and Health
RECHERCHES ] &  |Products Safety (ANSM)
PHARMACEUTIQU o S
ESS.A.M. ® 3
(S.E.R.P.)
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37 |OMPharmaSA |rue du Bois-du-Lan 22, * Vién nang cirng, thudc bot, thudc c6m (bao gébm ca san PIC/S-GMP [17-1795 ~ o |Swiss Agency for 1
1217 Meyrin, Switzerland [ph&m chira dich ly gidi t& bao vi khuin déng khd). S S Therapeutic Products
N N
> S |(Swissmedic)
o —
S~ S~
o o
i o™
38 |Wasserburger HerderstraBe 1,2 und * S3n pham: Thudc bdt déng kho pha dung dich tiém va éng EU-GMP |DE_BY 04_ Co quan tham quyén 1
Arzneimittelwerk |Molkerei-Bauer-Strafe dung moi Zomacton (Somatropin 4mg). GMP_2016_ et blc
GmbH 18, 83512 Wasserburg, 0107 ]
(Co'sé sén xudt  |Germany g ™
thuéc bét va 3 §
dung moi) §
Ferring Chemin dela PIC/S GMP [17-0474 ~ o |Swiss Agency for
International Vergognausaz 50, 1162 St- § © Therapeutic Products
Center S.A. Prex, Switzerland = (Swissmedic)
> . ‘. o
(Co so dong goi g
cdp 2)
41 |(Ay 235, Miyakami, Shimizu-  [San phdm: Dung dich tiém truyén Aminic (hdn hop Acid amin) |Japan-GMP|1379 ~ o [Ministry of Health, 1
- —
Pharmaceuticals [ku, Shizouka-shi, S S [Labour and Welfare
Co., Ltd. Shimizu [Shizuoka, Japan g g government of Japan
Plant ) )
- —
44 |Industria Carretera de Cazofia- * Thudc khdng vo trung chira hormon hodc chat cé hoat tinh EU GMP |ES/066HV/1 ~ o |Agency for Medicines 1
4 2 N Nt < i (o]
Farmacéutica Adarzo, s/n°, Santander, |hormon): thuéc dung ngoai dang long, dang bao ché ban ran 7 S S [and Health Products
Cantabria, S.A 39011 Cantabria Spain g g (AEMPS), Spain
S~ S~
()] (o]
(o} o
45 |[Allergan Castlebar Road, * S3n pham: bot sdy khd chan khéng vo khuan dé pha dung EU-GMP |C17/1215 Health Products 1
Pharmaceuticals [Westport, Co. Mayo, dich tiém Botox ( Botulinum toxin loai A Ph.Eur: 100 don vi /o) ~ o |Regulatory Authority
Ireland Ireland. § § (HPRA), Ireland
(* Cach ghi khac: S =
o o
Castlebar Road, >y ey
Westport, County Mayo, - -
Ireland )
48 [Rottendorf Ostenfelder StraRBe 51-61, |* San pham: Vién nén phdéng thich kéo dai Nifehexal retard EU GMP |DE_NW_05_ Co quan thdm quyén 1
Pharma GmbH 59320 Ennigerloh, (Nifedipin 20mg). GMP_2017_ = Dlrc (Bezirksregierung
(Co sé san xudt) |Germany (hodc cach ghi 0003 < Miinster)
S~
khac: Ostenfelder Str. 51- § Q
61, D-59320 Ennigerloh, S <
Germany). 3
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Salutas Pharma Otto-von-Guericke-Allee EUGMP [DE_ST_01_G| ~ i Co quan tham quyén
GmbH 1, 39179 Barleben, MP_2017_0 8 Dirc (Sachsen-Anhalt)
(Co'sé ddng g6i) |Germany 020 5
3
49 [Hermes Hans - Urmiller - Ring 52, [* San pham: Vién sdi ACC Pluzz 200 (Acetylcystein 200mg); EU GMP |DE_BY_04_ © Co quan thdm quyén 1
Arzneimittel 82515 Wolfratshausen, Vién sti ACC Pluzz 600 (Acetylcystein 600mg). GMP_2016_ § D (Bezirksregierung
GmbH Germany. 0086 g o Disseldorf)
(Co sé san xudt ) = by
R
Salutas Pharma Otto-von-Guericke-Allee EUGMP |DE_ST_01_G| N g Co quan thdm quyén
GmbH 1, 39179 Barleben, MP_2017_0 8 ©  |Ptc (Sachsen-Anhalt)
(Co sé& xudt Germany 020 g
xuong ) )
50 [Medochemie Ltd (2, Michael Erakleous * Thuéc vé trung: EU GMP |MED04/201 ~ o |Pharmacedutical Services 1
(Factory C) Street, Agios Athanassios + Thudc san xuat vd trung: Thudc bdt pha dung dich tiém 7/001 § § Ministry of Health,
Industrial Area, 4101 chtra khang sinh nhém Cephalosporin va Carbapenem. = = |Cyprus
Agios Athanassios, 3 §
Limassol, Cyprus - ~
Medochemie Ltd * Thuéc khdng vo trung MEDO04/201 ~ o
(Factory C)- Oral + Thudc chira khang sinh nhém Cephalosporin va 7/002 § §
Facility Carbapenem: Vién nén, vién nén bao phim, vién nang cirng, s pary
thuéc com va thuéc bot pha hén dich udng; % %
+ Thudc bdt pha dung dich uéng. e ~
51 |Limited Liability |* 22, Shevchenko str., * ThuBc vé trung: PIC/S-GMP|015/2017/G State Administration of 2
Company Kharkiv, 61013, Kharkiv [+ Thudc sdn xuat vé trung: dung dich thé tich nho . MP Ukraine on Medicinal
"Pharmaceutical |Region, Ukraine; + Thudc tiét trung cudi: dung dich thé tich nhé. Products (SAUMP)
company * 31/B-2, Kostyantyn * ThuBc khdng vo trung: vién nang cirng; thudc dung ngoai 5 8
"Zdorovye" Kalinin Street, Kharkiv, dang 1dng; thudc udng dang 16ng; thudc bdt; thudc cm; thudc 8 8
61019, Kharkiv Region, phun mu; thuéc kem, thudc md, thudc gel; vién nén (bao gbm § g
Ukraine; ca vién bao). N 5
* 46, Katerynynska str., * Thudc tir duoc lidu.
Kharkiv, 61004, Kharkiv
Region, Ukraine;
Danh muc co s& dat PICS EU GMP (Pot 1 - Dot 64) Trang 83 /262 08/04/2019



TEN CO' SO’ SAN - ; 5 NGUYEN | GIAY CH. |NGAY |NoAY " NHOM
STT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP HET CO' QUAN CAP THUOC
: HAN 1 2
54 |lpca Laboratories |Plot No. 69-72 (B) Sector |* Thuéc khéng vd trung (chira khang sinh B-lactam): vién nang | EU-GMP |UP/I-530- Agency for Medicinal 2
Limited (1), Kandla Special clrng; vién nén; thudc bot pha hdn dich udng; thudc bot pha 10/17-03/02| & & |Products and Medical
Economic Zone, IN- dung dich udng. 8 8 Devices of the Republic
370230, Gandhidham, § g of Croatia
Gujarat, India = 3
56 |Cadila Plot No. 1389, Trasad * Thudc vo trung: PICS 019/2017/G State Service of Ukraine 2
Pharmaceuticals [Road, Dholka, Dist: + Thudc ddng khé (san xuét trén day chuyén vial Filling line MP on Medicines and Drugs
Limited Ahmedabad, India 1). Control
+ Thudc bét pha tiém chira Cephalosporin.
* San pham cu thé:
+ Thudc ddng khé pha tiém Rabeloc (Rabeprazole Sodium ~ o
20mg). § §
+ Thudc bét pha tiém Fytobact 1g (Cefoperazone 0,5g, ey o
Sulbactam 0,5g). 3 3
+ Thudc bét pha tiém Fytobact 2g (Cefoperazone 1g, ~ ~
Sulbactam 1g).
+ Thudc bét pha tiém Ceficad 1000 (cefepime 1000mg).
+ Thudc bét pha tiém Ceficad 2000 (cefepime 2000mg).
57 |Facta Nucleo Industriale S. Atto |* Thudc v6 trung: EU-GMP [IT/193- © o |AIFA Italian Medicines 1
Farmaceutici (loc. S. NICOLO' A + Thudc san xuat vd tring: Dung dich thé tich nho 2/H/2016 § § Agency
S.P.A. TORDINO) - 64100 < g
Teramo (TE), Italia E §
60 |Fisiopharma S.R.L |Nucleo Industriale - * Thuéc vo trung: EU-GMP |IT/163- Italian Medicines 1
84020 Palomonte (SA), + Thudc san xuat vd trung: Dung dich thé tich nho chira 2/H/2016 © o |Agency AIFA
Italy corticosteroid, thudc bot (bao gém ca corticosteroid). § §
+ Thudc tiét trung cudi: dung dich thé tich nhé. E g
* Thuéc sinh hoc: dung dich thé tich nhoé san xuat vo triing S >
chira san pham c6 ngudn goc tir ngudi, ddng vat (tach chiét - ~
mo, té bao ddng vat)
61 |GlaxoSmithKline 1011 N. Arendell Ave, San pham bot hit phan liéu: Advair Diskus 250/50 Inhalant US-GMP |[GF79-YZ9Q ~ oy US-FDA 1
LLC Zebulon, NC 27597, Tén tai Viét Nam: Seretide Accuhaler 50/250mcg (salmeterol § §
United State of America |50mcg, fluticasone propionate 250mcg) g E
© B
o o
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62 |Catalent Steinbeisstr. 1 und 2, * S3n pham: Duodart (Dutasteride 0,5mg; Tamsulosin HCI EU-GMP |DE_BW_01_ Co quan tham quyén 1
Germany 73614 Schorndorf, 0,4mg). GMP_2017_ ~ blrc
Schorndoft Germany 1056 =
GmbH (* Cdch ghi khac: g
(San xudt thanh |Steinbeisstr. 2, D-73614 g
phédm) Schorndorf, Germany ) e
Rottendorf Ostenfelder StraRe 51-61, EU GMP |DE_NW_05_ o |Coquan thdm quyén
Pharma GmbH 59320 Ennigerloh, GMP_2017_ = § Dirc (Bezirksregierung
(Sén xuét sén Germany 0003 8 § Miinster)
ph@m trung gian § F
Tamsulosin HCl) ] ~
Catalent France |74 rue Principale, EU GMP |HPF/FR/128 French National Agency
Beinheim SA Beinheim, 67930, France /2017 5 for Medicine and Health
(San xudt sén 8 Products Safety (ANSM)
phdm trung gian g
Dutasteride ) p
63 |[Famar l'Aigle Usine de Saint-Rémy, Rue |*Thudc vé trung: EU GMP |HPF/FR/225 ~ o |French National Agency 1
de I'lsle, Saint Remy Sur |- Thuéc san xuat vo trung: Thudc déng khd; dung dich thé tich /2017 § § for Medicine and Health
Avre , 28380, France. nho; < o |Products Safety (ANSM)
* Thubc khdng vo trung: vién nén; thudc bot; thude ban ran g %
o (@]
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64

Bharat Serum
and Vaccines
Limited

Plot No K-27, Anand
Nagar, Additional
M.L.D.C., Ambernath
(East) Dist Thane,
Maharashtra State, India

* Thudc vo trung:

- Thudc san xuat vd triing: Thudc déng kho; dung dich thé tich
nhd

- Thudc tiét trung cudi: Dung dich thé tich nhé

* San pham cu thé:

- Ampholip suspension for solution for infusion, 5mg/ml
(Amphotericin B- Lipid Complex)

- Amphonex lyophilized for solution for injection 50mg
(Liposomal Amphotericin B).

- Amphotret lyophilized for solution for injection 50mg
(Amphotericin B).

- Rhoclone Liquid injection 150mcg & 300cmg (anti RHO-D
Immunoglobulin injection 150mcg & 300mcg- Monoclonal).
- Thromboflux lyophilized injection 1500000 IU & 750000 IU
(steptokinase 1500000 IU, 750000 IU).

- Foligraf lyophilized for solution for injection 75 IU & 1501U
(Recombinant-Human Follicle Stimulating Hormone).

- HucoG-HP lyophilized for solution for injection 5000 IU (
Human Chorionic Gonadotrophin).

- HucoG- 75HP lyophilized for solution for injection 75 IU (
Human menopausal Gonadotrophin).

- U-Tryp Liquid injection 100000 IU (Uninastatin 100000 IU)

PICS

045/2017/G
MP

04/08/2017

12/07/2020

State Service of Ukraine
on Medicines and Drugs
Control

66

PT. Bernofarm

JI. Gatot Subroto No. 68
Banjarkemantren Km.18,
Buduran - Sidoarjo - Jawa
Timur, Indonesia

* Thudc vé trung khéng chira khdng sinh nhém B-lactam
(khéng bao gdbm thudc tréanh thai, hormon sinh duc va chat
doc té bao):

+ Thuéc san xuat vo trung: Dung dich thudc tiém thé tich
nhoé (£100mL).

+ Thuéc tiét trung cudi: Dung dich thudc tiém thé tich nho
(£100mL).

PIC/S-GMP

4357/CPOB/
A/NI/15

30/03/2015

31/03/2020

National Agency for
Drug and Food Control
(NADFC), Indonesia
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67 |Ferrer ¢/. Joan Buscalla, 1-9, * Thudc vo trung: EU-GMP |NCF/1718/0 Ministry of Health of 1
Internacional, SA (08173 Sant Cugat Del + Thudc san xuat vo truing: dung dich thé tich nho, thudc 01/CAT ~ ° Government of
Vallés (Barcelona), Tay dong kho. 3 & |Catalonia, Spain
Ban Nha * Thu6c khdng vo trung: vién nang clng; vién nén; vién nén g %
bao; thuSc udng dang I6ng; thudc xit hong, thudc dung ngoai g %
dang 16ng; dang bao ché ban ran, thudc dan. o -
68 |[Sphere 10-12 Church Road * ThuSc khdng vd trung: Vién nén bao phim; thudc bot va PIC/S- [MI-2017-LI- ~ o |Australian Therapeutic 1
Healthcare Pty Ltd [MOOREBANK NSW 2170, [thudc c6m; vién nang mém; dang bao ché ban ran (thudc GMP  |03792-1 § § Goods Administration
Australia kem, thuéc m&; gel); thudc udng dang ldng; thudc dung ngoai m & |(TGA)
3 . W T . . o o
dang Idng; tinh dau va dich chiét duwoc liéu. 5 g
69 |Reckitt Benckiser 65 Moo 12, Lardkrabang- |* ThuSc khéng v trung: thudc uéng dang ldng EU-GMP [UK GMP Medicines and 2
Healthcare Bangplee Road, Bangplee, 20689 Insp =~ & |Healthcare Products
Manufacturing Samutprakarn, Th-10540, GMP 8 8 Regulatory Agency
(Thailand) Limited [Thailand 20689/1380 § § (MHRA), United
3-0006 py S |Kingdom
72 |LDP-Laboratorios |Ctra. De Barcelona, 135- |* Thudc v6 trung: EU-GMP [NCF/1728/0 ~ ° Ministry of Health of 1
Torlan SA B, 08290 Cerdanyola Del + Thudc san xuat vd trung: thudc dang ran va cay ghép chira 01/CAT =y S |Government of
Valles (Barcelona), Spain  |khéang sinh betalactam (thudc b&t pha tiém) % S Catalonia, Spain
S| s
[e)} Yo
o o
74 |Troikaa C-1, Sara Industrial Thuéc khéng vé trung: vién nén; vién nang cirng, vién nang PIC/S |339b/17 ~ o [National Pharmaceutical 2
. — (o]
Pharmaceuticals [Estate, Selaqui, Dehradun [mém S S [Regulatory Agency,
Limited - 248197, Uttarakhand, § g Malaysia
India > S
(o] (o]
75 |Gedeon Richter |ul. Graniczna 35, 05-825 |* San pham: Vidonorm 4mg/5mg tablets EU GMP |GMP mdi sd © Main Pharmaceutical 1
Polska Sp. Zo.o.  |Grodzisk Mazowiecki, Tén lwu hanh tai Viét Nam: Beatil 4mg/5mg tablets GIF-IW- § Inspectorate (MPI),
(Co sé sén xuét  |Poland * S3n pham: Vidonorm 4mg/10mg tablets 400/003103 ~ o Poland
s as . n . A . (=)
va déng gaoi) Tén lwu hanh tai Viét Nam: Beatil 4mg/10mg tablets 01/04/163/1 g §
* S3n pham: Vidonorm 8mg/10mg tablets 6 F
Gedeon Richter |Gydomrdi ut 19-21., Tén lwu hanh tai Viét Nam: Beatil 8mg/10mg tablets EU GMP |OGYEI/1698 © g National Institute of
Plc. Budapest, 1103, Hungary 2-8/2016 8 ™ |Pharmacy and Nutrition
(Co sé xuédt 3 (OGYEI), Hungary
xuéng ) E
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76 |Bausch and Lomb [8500 Hidden River San pham: Besivance® (Besifloxacin ophthalmic Suspension) US-GMP |[3D9E-27S9 ~ o |USFDA 1
- -
Incorporated Parkway, Tampa, FL 0.6% (Sterile) Suspension IS I
33637 United States of § §
America E E
77 |Fisiopharma S.R.L [Nucleo Industriale - * Thuéc vé trung: EU-GMP |IT/125- Italian Medicines 1
84020 Palomonte (SA) + Thu6c san xuat vo trung: Dung dich thé tich nhé (chira 2/H/2017 = 9 |Agency AIFA
Italy Corticoid, chat chiét tir dong vat); thudc bot 8 8
+ Thudc tiét trung cudi: dung dich thé tich nhé. § g
* Thuéc sinh hoc: San phadm chira chat chiét xuat tir t& bao, Q S
mo dobng vat.
83 |[Cenexi 52 rue Marcel et Jacques |San pham: Vién nang ctirng Tamiflu (Oseltamivir 75mg) EU GMP |HPF/FR/168 ~ National Agency for the 1
0’ s& san xudt aucher Fontenay sous o afety of Medicine an
(Co'sé sén xudt) |Gaucher F /2017 : Safety of Med d
Bois, 94120, France g o Health Products
~ S  |(ANSM), France
~ | g
—
F.Hoffmann-La [Wurmisweg, CH-4303 PIC/S-GMP|17-0015 ~ g Swiss Agency for
Roche Ltd. (Co'sd |Kaiseraugst, Switzerland 8 ™ ITherapeutic Products
ong goi S wissmedic
6 i) 3 (Swi dic)
&
o
84 |PATHEON 5900 Martin Luther King  |* S&n pham: Thuéc tiém Kadcyla (ado-trastuzumab emtansine | US-GMP [C7YP-WN5H United States Food and 1
MANUFACTURING [Jr. Highway, Greenville, 160mg) injection solution. 5 Drug Administration
SERVICES, LLC. NC 27834, USA 8 (U.S. FDA)
(Co sé san xuét) 3 o
S o
= | g
<)
3
F.Hoffmann-La [Wurmisweg, CH-4303 PIC/S-GMP|17-0015 ~ 8 |Swiss Agency for
Roche Ltd. (Co'sd |Kaiseraugst, Switzerland 8 Therapeutic Products
déng goi') S (Swissmedic)
&
o
85 |PATHEON 5900 Martin Luther King |* S&n pham: Thudc tiém Kadcyla (ado-trastuzumab emtansine | US-GMP |Y46E-U6A2 United States Food and 1
MANUFACTURING [Jr. Highway, Greenville, 100mg) injection solution Drug Administration
SERVICES, LLC. North Carolina 27834, 5 (U.S. FDA)
(Co sé san xudt) [USA 8
(* Cach ghi khac: 5900 8 o
Martin Luther King Jr. S 8
Highway 27834 5
Greenville, NC, USA) ~
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F.Hoffmann-La [Wurmisweg, CH-4303 17-0015 ~ Swiss Agency for
Roche Ltd. (Co' sé& [Kaiseraugst, Switzerland 8 Therapeutic Products
doéng goi') S (Swissmedic)
&
o
86 |Kyukyu 2-10 Nihonbashi-honcho |* S&n phdm: Cao dan Qepentex Japan GMP(2305 Ministry of Health, 1
Pharmaceutical 4-chome, Chuo-ku, Tokyo, ~ ° Labour and Welfare
Co., Ltd (Kyukyu |Japan 3 8  |(MHLW), Japan
Pharmaceutical  |(32-7 Hibari, Imizu City, g %
Co., Ltd. Toyama |Toyama, Japan) 3 g
Plant) e -
87 |Dae han New 66 Jeyakgongdan 1-gil, - Thudc tiém, thudc bdt ddng khé pha tiém PIC/S-GMP| 2017-D1- ~ o |Gyeongin Regional Ofice 2
¢ — (o]
Pharm. Co., Ltd. [Hyangnam-eup, - ThuOc vién nén, vién nang cing 2418 S Q |of Food and Drug
Hwaseong-si, Gyeonggi- g g Safety, Korea
do, Republic of Korea N n
i (o}
91 |Macleods Unit-Il, Plot 12, 15, 21, 23, |* Thudc khéng vé trung: Vién nang cirng; vién nén; vién nén EU-GMP |DE_BY 05 _ Co quan thdm quyén 2
Pharmaceuticals (24, 25, 26, 27, 28 & 30, bao phim. GMP_2017_ ~ o |Puc
Limited Survey No 366, Premier 1039 § §
Industrial Estate, § g
Kachigam 396210 Daman, Py n
India ° -
92 |Oncotec Pharma |Am Pharmapark, 06861 * S3n pham: Oxaliplatin "Ebewe" 100mg/20ml va 50mg/10ml. | EU GMP [DE_ST 01_G Co quan thdm quyén 1
Produktion Dessau -RoRlau, Germany. MP_2017_0 ~ Dlrc (Sachsen-Anhalt)
GmbH (* Cdch viét khdc: Am 007 §
(Co sé sén xudt  |Pharmapark, 06861 I~
o
va déng goi so Dessau -Rosslau, Y
cép) Germany ) -
()]
Py
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Ebewe Pharma Mondseestrasse 11, 4866 EU GMP |INS-480020- 5 Co quan tham quyén Ao
Ges.m.b.H. Nfg. [Unterach am Attersee, 0098-001 g
KG. Austria. ~ a
(Céch viét khac: =
Ebewe Pharma g
GmbH Nfg. KG.) 2
(Co sé déng goi «
thu cdp va xudt
xuwaong )
93 |Yuria-Pharm Ltd. [108 Verbovetskogo St., * Thudc vé trung: - Thudc tiét tring cudi: dung dich thé tich EU-GMP |006/2017/R Ministry of Health, 2
Cherkasy, 18030, Ukraine |l&n, dung dich thé tich nho. 0] ~ 0 National Agency for
* Thudc khdng vo trung: Thudc udng dang 1dng (dung dich, § § medicines and medical
siro). ~ N |devices, Romania
* Trir 02 sdn pham chua dugc chirng nhan: dung dich dam 3 §
déc pha dich truyén Rifonat 30mg/ml va Paskonat 30mg/ml. - o
94 |Patheon 5900 Martin Luther King |* Thudc IV Busulfex (busulfan), 6mg/ml, Injection CPP CPP: 7GDF- ~ o |United States Food and 1
Manufacturing Jr. Highway, Greenville, (US GMP) (KR3Z § § Drug Administration
Services, LLC North Carolina 27834, g g
USA ~ <
- —
95 |PT. Widatra J1. Stadion No. 1 Pandaan |* Thuéc vé trung tiét trung cudi: PIC/S GMP |4640/CPOB/ N o |National Agency For 2
BHAKTI Pasuruan - Jawa Timur - Thudc tiém thé tich 1&n khéng chira khang sinh; A/XI1/15 § § Drug and Food Control
67156, Indonesia - Dung dich ri&ra khong chira khang sinh. E E Indonesia (NADFC)
96 |Hovid Berhad Lot 56442, 7* Miles, * Thudc khdng vo trung: Vién nang cirng, thudc bét, thudc PIC/S GMP |152/17 ~ o National Agency For 2
Jalan Ipoh/Chemor, cém, vién nén. 8 8 Drug and Food Control
31200 Chemor, Perak, S &2 |Indonesia (NADFC)
Malaysia g §
97 |Hovid Berhad 121, Jalan Tunku Abdul * ThuBc khdng vo trung: Vién nang clng (chira penicillin), vién |PIC/S-GMP|201/17b National Agency For 2
Rahman 30010 Ipoh, nang mém, thudc dung ngoai dang 16ng, thudc uéng dang N & |Drugand Food Control
Perak, Malaysia 1dng, thudc cdm (chira penicillin), dang bao ché& ban ran, vién 8 8 Indonesia (NADFC)
nén (chra penicillin). § §
* ThuGc duoc liéu 5 S
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98 |Biolab Co., Ltd 625 Moo 4, Bangpoo * Thuéc khdng vo trung: vién nén (san pham Ardeycor coated EU-GMP [DE_NW_01_ Co quan tham quyén 2
Industrial Estate Soi 7a, |tablet) GMP_2017_| § @ |blc (Bezirksregierung
Sukhumvit road, Prakasa, 1016 8 8 Arnsberg)
Muang, Samutprakarn 5 E
10280, Thailand S 3
99 |[Corden Pharma |Corden Pharma, * Thuéc khdng vo trung: vién nang cing (chira hormon va EU-GMP |DE_BW_01_ Co quan thadm quyén 1
GmbH Otto-Hahn-Str., 68723 chat ¢ hoat tinh hormon; ch3t c6 hoat tinh manh, doc tinh GMP_2016_ = Q  |blc
Plankstadt, Germany cao); vién bao, thudc c6m, thuéc bét (chira hormon va chat ¢ 0086 8 8
hoat tinh hormon, chat cé hoat tinh manh, d6c tinh cao); vién 5 §
nén (chira hormon va chat cé hoat tinh hormon, chat cé hoat N Q
tinh manh, doc tinh cao)
100 |CSL Behring CSL Behring GmbH * Thuéc vé trung: EU-GMP |DE_HE_01_ Co quan tham quyén 1
GmbH Emil-von-Behring-Strasse + Thudc san xuat vo trung: thudc déng khd; dung dich thé GMP_2017_ Plrc
76 tich nho. 0035 ~ ™
35041 Marburg Germany | + Thudc tiét trung cudi: dung dich thé tich nho. § §
* Ché& pham sinh hoc: ch& pham tir mau; véc xin chira virus F )
bat hoat; thudc cdng nghé sinh hoc c6 ngudn géc tir ngudi § 3
hodc déng vat: aprotinin; cac ché pham sinh hoc khac: protein e -
(streptase).
* Thu6c khac: Human-thrombin, fibrinogen
101 [CSL Behring CSL Behring GmbH * Thuéc vo trung: EU-GMP |DE_HE_01_ ~ o |Coquantham quyén 1
GmbH Gorzhauser Hof + Thudc san xuat vé trung: thubc dong kho. GMP_2017_ § § Purc
35041 Marburg (Stadtteil |* Ché& pham sinh hoc: ch& pham tir mau; thuSc cdng nghé sinh 0036 B S
Michelbach) Germany hoc § 3
* Human-thrombin fibrinogen o -
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103 |B.Braun Medical, |Ronda de Los Olivares, * Thudc vo trung (bao gbm ca chat gy nghién, hudng than, EU-GMP |ES/093HVI/1 (Spanish Agency for 1

S.A. parcela 11, Poligono héc mén, chat cé hoat tinh héc mén): 7 Medicines and Medical
Industrial Los Olivares, + Thudc san xuat vo trung: dung dich thé tich nhd; dang ran; Devices (AEMPS)
Jaen, 23009 Jaen Espana, |dang cdy ghép.

Spain + Thudc tiét trung cudi: dung dich thé tich nhé.

* Thuéc khdng vo trung: ~ o
+ Thudc dung ngoai dang léng § §
+ Dang bao ché& bén ran (bao gdm cd héc mon va chat cé = Iy

hoat tinh héc mén). 2 <

* Thuéc sinh hoc: ch& pham chiét xuat tir nguwdi hodc dong vat. e -

* Thuéc vi lvgng déng can.

(Pugc phép san xuat va bao quan ddi vdi cac thube cé yéu

cau d3c biét chira chat gay nghién, huéng than).

104 |Industria Quimica |C/Laguna 66-68-70. Pol.  |* Thu8c khdng v trung: Vién nang cirng, thudc uéng dang EU GMP |ES/121HVI/1 Agencia Espafiola de 1
y Farmacéutica Industrial Urtinsa Il, |dng, vién nén, vién nén bao phim, thudc dang bao ché ban ran 7 Medicamentos y
vir, S.A. Alcorcén, 28923 Madrid, Productos
(*Cdch viét hkdc: |Spain ~ & |Sanitarios (Spanish
Quimica Y (*Cdch viét khdc: Laguna 8 8 Agency for Medicines
Farmaceutica 66-68-70. Poligono g g and Medical
VIR, S.A) Industrial Urtinsa Il Q S  |Devices) (AEMPS)

28923 Alcorcon (Madrid),
Espana-Spain)

105 |[Joint Stock Ukraine, 61115, Kharkiv  |* Thudc v6 trung: PIC/S GMP |023/2017/G State Service of Ukraine 2

Company region, Kharkiv, Severyna + Thu8c san xuit v trung: Dung dich thé tich nho MP on Medicines and Drugs
"Lekhim-Kharkiv" [Pototskoho street, + Thuéc tiét trung cudi: Dung dich thé tich nhé ~ o |Control (SMDC)
(* Cach ghi tén building 36 * Thu6c khdng vo trung: Thubc dat § §
cii: Joint Stock Céch ghi dja chi cii: * Thudc sinh hoc: Thudc mién dich, thudc chiét xuat tir dong » )
Company Kharkov, 17-go vat g 3

"Lekhim- Partsyezda street, * Thudc thao duoc « -

Kharkov™) building 36

107 |Glaxosmithkline |1011N. Arendell Ave, * San pham Seretide Accuhaler 50/500mcg (M®i ligu hit chira US-GMP [SZVW-QN8R ~ o |United States Food and 1
LLC Zebulon, NC 27597, Salmeterol (duwdi dang salmeterol xinafoate) 50mcg; § § Drug Administration

United States of America |fluticason propionat 500mcg) g g
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108 |Glaxosmithkline |ul. Grunwaldzka 189, 60- |* Thudc khdng vé trung (Bao gdm c3 thudc chira hoat tinh EU GMP |GIF-IW- ~ o |Main Pharmaceutical 1
~ - -
Pharmaceuticals (322 Poznan, Poland manh, ddc tinh cao, nhay cam, dé chdy, gy kich (ng): Vién 400/0092_0 S S [Inspectorate (MPI),
S.A nang clrng, vién nang mém, thuéc dung ngoai dang 1dng, dang 1_03/04/15 g g Poland
bao ché& ban rin, thudc dit 7/17 ) )
o (o]
109 |Mylan Route de Belleville, lieu- |* Thudc khéng vé trung: Vién nang cing, vién nén, vién nén EU-GMP |HPF/FR/224 ~ o |French National Agency 1
Laboratories SAS |[dit Maillard F BP 25, bao phim /2017 § § for Medicine and Health
(tén cl Abbott Chatillon sur chalaronne, Y & |Products Safety (ANSM)
o o
Healthcare SAS) |01400, France > S
o —
110 |Janssen Turnhoutseweg 30, * Thuéc khdng vo trung: ThuSc udng dang 16ng; thudc dung EU-GMP |BE/GMP/20 N S Belgian Federal Agency 1
Pharmaceutica NV |Beerse, 2340, Belgium ngoai dang 1dng; thudc ban rdn; miéng dan ngoai da; 17/007 S S [for Medicines and
S~ S~
§ § Heallth Products
o0 ~ |(AFMPS)
o o
111 |Kukje Pharma 47 Sanseong-ro, Danwon- [* Thudc khdng vo trung: Vién nén (bao gdbm ca thuéc chira PICS-GMP |2017-D1- Gyeongin Regional Food 2
Co., Ltd. gu, Ansan-si, Gyeonggi- khang sinh nhém Cephalosporin); vién nang cirng (bao gém 2300 and Drug
do, Republic of Korea ca thuéc chira khang sinh nhém Cephalosporin); si rd (chira ~ o |Administration, Korea
khang sinh nhédm Cephalosporin); § §
* ThuBc vé trung: thudc tiém; thubc déng kho (bao gbm ca § )
v ’ s . 7 . ~ "~ -
thuoc chira khang sinh nhdm Cephalosporin); thuéc b6t pha > >
tiém (chira khang sinh nhém Cephalosporin). e ~
112 |CJ HealthCare 811 Deokpyeong-ro, * San pham sinh hoc: thudc tiém (vac xin; DNA tai t& hop). PICS-GMP |2017-D1- ~ o |Gyeongin Regional Food 2
i N
Corporation Majang-myeon, Incheon- 1928 S S |and Drug
si, Gyeonggi-do, Republic E g Administration, Korea
of Korea S )
— o
114 |GlaxoSmithKline [ul. Grunwaldzka 189, 60- [|* Thudc khdng vé trung: Thudc cdm; thubc vién nén EU-GMP |GIF-IW- ~ oy |Main Pharmaceutical 1
— —
Pharmaceuticals (322 Poznan, Poland 400/0092_0 S S [Inspector, Poland
S.A 1.01/04/27/| J 3
17 S~ S~
R | 2
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116 |Lupin Limited 198-202 New industrial * Thudc vo trung: PIC/S GMP |075/2016/S State Service of Ukraine 2
Area No.2, Mandideep - Thudc san xuat vé trung: thudc dang ran va cay ghép, san AUMP/GMP on Medicines and Drugs
(Unit - 1) - 462046, Dist  |pham cu thé: =t 9 |Control (SMDC)
Raisen, M.P., India + Thuéc bét pha tiém Tricef; 8 8
+ Thudc bdt pha tiém Cefaxone 1g; E g
+ Thudc bdt pha tiém Cefantral 1g; ~ S
+ Thudc bét pha tiém Cefotaxime 1g;
+ Thuéc bdt pha tiém Ceftriaxone 1g;
117 (IBSA Via Martiri di Cefalonia, 2- |* Thuéc vo trung: EU GMP |IT/98- Italian Medicines 1
Farmaceutici 26900, Lodi (LO), Italy + Thudc san xuat vo trung: dung dich thé tich nho; 6/H/2017 = 9 |Agency (AIFA)
. N iin \ e . 2 5 o o
Italia S.R.L. + Thudc tiét trung cudi: dung dich thé tich nho; N q
* Thu6c khdng vo trung: vién nang mém; thudc phun mu; 5 5
dang bao ché& ban ran (chira hormon corticosteroid); thudc Q 3
dat.
118 |Sanofi Winthrop |56 route de Choisy au * Thuéc khdng vo trung: Vién nang cirng; Thudc bét (bao gobm | EU-GMP |HPF/FR/154 ~ o |French National Agency 1
Industrie - Bac, COMPIEGNE, 60205, |ca khang sinh nhém Cephalosporins); Vién nén (bao gbm ca /2017 § § for Medicine and Health
Compiegne France khang sinh nhém Cephalosporins); Vién nén bao phim (bao g N |Products Safety (ANSM)
A 2 Ve . 7’ . -
gom ca khdng sinh nhédm Cephalosporins); g §
119 [Baxter 927 South Curry Pike, * Thudc vé trung: EU-GMP |UK GMP Medicines and 1
Pharmaceutical |Bloomington, 47403 + Thudc san xuat vo truing: Dung dich thé tich I&n; thubc 18058 Insp 5 & |Healthcare Products
Solutions LLC (ho3c IN-47403), United  |déng khd; dung dich thé tich nho. GMP 8 8 Regulatory Agency
States. + Thudc tiét trung cudi: Dung dich thé tich I&n; dung dich 18058/1036 5 § (MHRA), United
thé tich nhaé. 7-0012 Q 8 [Kingdom
* Thudc sinh hoc: Thuéc mién dich.
120 |Sinopharm Zhijun [No. 16, Langing Yilu, Hi-  [* Thudc vé trung: EU GMP |DE_BY_05_ ~ o |Coquan tham quyén 2
(Shenzhen) Tech Zone, Guanlan, + Thudc san xuat vé triing: thudc bdt pha tiém hodc tiém GMP_2017_ § § Durc
Pharmaceutical [Longhua New District, truyén chira khang sinh nhém Cephalosporin (trong d6 cé 0041 § =
—
Co., Ltd. Shenzhen, China Ceftazidim, Ceftriaxon, Cefuroxim). » »
— —
122 [Bausch & Lomb  |Tampa, Florida 33637, * San pham: Hon dich Lotemax® (loteprednol etabonate US-GMP |4EQF-V5JC N o United States Food and 1
Incorporated USA ophthamic suspension) 0.5% (Sterile) Q S  |Drug Administration
S | S |Ws.FoA)
& 5
o o
Dot 54 (theo Céng vin s6 4227/QLD-CL ngay 13/03/2018 cua Cuc Quan ly Dworc)
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3 |Human Tancsics M. Ut 82/A, * Thudc vo trung: EU GMP |OGYEI/4330 National Institute of 1
Bioplazma Godollé, 2100, Hungary [+ Thuéc san xuat vo trung: dung dich thé tich |én; dung dich 9-7/2017 ~ o |Pharmacy and Nutrition
Manufacturing thé tich nho. § § (OGYEI), Hungary
and Trading * Thudc sinh hoc: ché& phdm mau. § E
Limited Liability 5 E
Company
4 |Laboratoires des [181-183 rue André * Thu6c khdng vo trung: thudc uéng dang 1dng; thubc bot; EU GMP |HPF/FR/215 ~ o |French National Agency 1
realisations Karman, Aubervilliers, thu6c dat /2017 § § for Medicine and Health
therapeutiques  |93300, France < S |Products Safety (ANSM)
o o
elerte - > =
Aubervilliers ~ ~
5 |B.Braun B. Braun Melsungen AG  |* Thudc vé trung: thudc tiét tring cudi: Dung dich thé tich nhd.| EU GMP |DE_BE_01_ © o |Coquanthdm quyén 1
Melsungen AG  |Mistelweg 2, 12357 GMP_2016_ § § Purc
Berlin, Germany 0027 o -
o o
s | s
(] —
7 |Vianex S.A.-Plant |16th km, Marathonos * Thuéc vé trung (bao gdm ca thudc chira chat déc té bao va EU-GMP |79257/13- ~ o [National Organization 1
C Ave, Pallini Attiki, 15351, [chat kim t& bao): 10-2017 § § for Medicines (EOF),
Greece + Thu6c san xuat vo trung: Thudc bot déng khd; Dung dich S & |Greece
R 3 — o
thé tich nho; § E
+ Thudc tiét trung cudi: Dung dich thé tich nhé.
8 [Haupt Pharma Borgo San Michele S.S * Thuéc vo trung: EU-GMP |IT/193- Italian Medicines 1
Latina S.R.L 156 Km. 47,600 - 04100 + Thudc san xuat vd trung: thudc bot chira khang sinh nhém 5/H/2017 Agency (AIFA)
Latina (LT), Italy Cephalosporin va Penicillin.
+ Thudc tiét trung cudi: Dung dich thé tich nhé. g g
* Thudc khdng vo trung: Vién nang cirng (chira khang sinh Q Q
nhém Penicillin); thudc bt (chira khang sinh nhém Penicillin); a 3
vién nén (chra khang sinh nhdm Penicillin), dang bao ché ban 2 N
ran; thudc dung ngoai dang 1dng; thudc udng dang 1éng.
* Thudc dworc lidu: vién nén.
9 |Troikaa C-1, Sara Industrial * Thuéc vé trung: PIC/S GMP |412b/ 17 ~ o National Pharmaceutical 2
Pharmaceuticals |[Estate, Selaqui, Dehradun + Thuéc san xuat vo trung: Dung dich thé tich nhé (dang § § Regulatory Agency
Limited - 248197, Uttarakhand, éng); = S [(NPRA), Ministry of
¢ e . ™ ) < — = .
India + Thudc tiét trung cudi: Dung dich thé tich nho (dang 6ng, § n [Health, Malaysia
o). e
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10 |Aupa Biopharm |1 Kwang-Fu Rd., * Thudc khdng vé trung: PIC/S-GMP |3960 ~ o |Taiwan Food 2
Co., Ltd Huko/Hsin Chu Hsien, + Dung dich thuéc; § § and Drug Administration
Taiwan + Thuéc md&; thudc cream; = S [(TFDA)
+ Vién nén, vién nén bao dudng, vién nén bao phim, thudc § g
cdm, thudc bot; vién nang « ~
11 [Thymoorgan Thymoorgan Pharmazie  |* Thuéc vé trung: EU-GMP |DE_NI_01_G Co quan c6 tham quyén 1
Pharmazie GmbH |GmbH + Thudc san xuat vo trung: Thudc déng khd (chira chat doc té MP_2017_1 = & |chabic
Schiffgraben 23, 38690 bao/kim té& bao; chat c6 hoat tinh hormon); dung dich thé tich 002 8 8
Goslar, Germany nhd (chira chat déc té bao/kim té bao); § g
+ Thudc tiét trung cudi: Dung dich thé tich nhé (chra chat doc =] 3
té€ bao/kim té€ bao).
12 |S.C. Magistra B-dul Aurel Vlaicu nr. * Thudc khdng vé trung: EU-GMP |030/2017/R ~ o |National Agency For 1
C&CS.R.L 82A, Constanta, cod + Vién nén bao phim, vién dat am dao; 0] § § Medicine And Medical
900055, Jud. Constanta, [+ Thu6c m&, thuéc kem, gel ey = |Devices - Romania
Romania + Thudc dan, thudc trirng; % 3
+ Vién nén (bao gébm ca thudc chira corticosteroids) ~ «
13 [Corden Pharma |Viale Dell' Industria, 3 E * Thuéc vé trung: EU GMP [IT/172- © o |AIFA Italian Medicines 1
Societa' Per Azioni|Reparto Via Galilei, 17- + Thuéc tiét trung cudi: Dung dich, nhii twong thé tich nhé. 4/H/2016 § § Agency
20867, Caponago (MB), g §
Italy > w
o o
15 |[AstraZeneca AB [PET Blow Fill Seal, * ThuBc vé trung (6ng nhya sdn xuat theo céng nghé Blow - EU-GMP |6.2.1-2017- Swedish Medical 1
Forskargatan 18, Fill - Seal): 002201 ~ o |Products Agency (MPA)
Sodertalje, 151 85, + Thudc san xuat vé tring: Dung dich thé tich nhé; § §
Sweden. + Thuéc cd tiét trung cudi: Dung dich thé tich nhd; S -
(* bia chi chung: * Thu6c khdng vd trung: ThuSc dung ngoai dang 1dng; thuéc § 3
Sodertalje, 151 85, udng dang long. - ~
Sweden)
16 (Bristol-Myers LOC. FONTANA DEL * San pham thudc vién nén bao phim Baraclude (entecavir EU GMP |IT/118- ~ United States Food and 1
Squibb S.r.l. CERASO - 03012 ANAGNI |0,5mg) 1/H/2017 8 Drug Administration
(Co'sé ddng géi  |(FR), ltaly 8 o
va xudt xudng ) E §
AstraZeneca 4601 Highway 62 East., IT/E/GMP/8 ~ g Italian Medicines
Pharmaceuticals [MOUNT VERNON, IN, /2017 § 5 Agency (AIFA)
LP 47620, United States )
(Co sé san xuét) §
o
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17 |AstraZeneca 4601 Highway 62 East, * Thudc khdng vé trung: Vién nang cirng; thudc uéng dang EU GMP |IT/E/GMP/8 ~ o [ltalian Medicines 1
Pharmaceuticals [Mount Vernon, IN, 47620, |1dng; thudc bdt pha dung dich uéng; vién nén, vién nén bao /2017 § § Agency (AIFA)
LP United States phim. ) m
3 L
[e2) [Tp)
o o
19 |Contract 20-22 Long Street, * Thudc khdng vé trung (chira duoc liéu, vitamin, chat khoang, | PIC/S-GMP |MI-2016-LI- © o Therapeutic Goods 1
manufacturing & [Smithfield NSW, 2164, chat b8 sung dinh dudng): vién nén bao phim, vién nang cing, 11627-1 Q S  |Administration (TGA),
Packgaking Australia thuéc kem, thuéc m#, gel. E g Australia
Services Pty Ltd N N
o o
20 [Janssen Korea Ltd. |45 Jeyakgongdan 2-gil, * ThuSc khdng vo trung: PIC/S GMP [2017-D1- ~ o |Gyeongin Regional 2
Hyangnam-eup, + Vién nén, nang clrng. 1744 § § Office of Food and Drug
Hwaseong-si, Gyeonggi- + Siro o » |Safety - Ministry of Food
o o
do, Republic of Korea + Dung dich dung ngoai > > |and Drug Safety of Korea
(] (gl
21 |Octapharma- 72 rue du Mareschal * Thuéc vo trung: EU GMP |HPF/FR/27/ ~ o |French National Agency 1
v 2 ~ "~ ~ . ~ ’ 7, ~ b pm . .
Lingolsheim Foch, Lingolsheim, 67380, | + Thudc san xuat vo trung: Dung dich thé tich I&n; thudc 2017 IS S [for Medicine and Health
France doéng kho; dung dich thé tich nhé. g § Products Safety (ANSM)
* Thudc sinh hoc: ch& pham mau; thudc mién dich. g E
22 |Octapharma Wolfgang-Marguerre- * Ché& phdm sinh hoc: ch& pham tir mau EU-GMP |DE_NI_02_G Co quan thdm quyén 1
Produktionsgesell [Allee 1, 31832 Springe, San pham: MP_2017_1 blrc
schaft Germany + Cryoprecipitate 004
Deutschland mbH + Immunoglobulin paste, fraction I/Il/Ill concentrate
+ Immunoglobulin paste, fraction I/Ill ~ o
+ Gamma globulin paste, fraction Il § §
+ Albumin fraction V paste g g
+ Fraction IV paste ~ =
+ Albumin ultrafiltrate - ©
+ Factor IX-Intermediate |
+ Albumin solution, addition of stabilizer/NaCl, batch-
pasteurisation
+ Albumin solutions
23 |Biomedica spol. S |Biomedica, spol s r.o. * Thudc vé trung: EU-GMP [sukls251011 © o |State Institute for Drug 1
r.o divize Horatev, Horatev + Thudc tiét tring cudi: dung dich thé tich Ién. /2016 § § Control (SUKL), Czech
104, 289 12 Nymburk, * Thudc khdng vé trung: thudc uéng dang 1dng; thudc bot S '~ |Republic
. . v x e A a . o o
Czech Republic dang géi; thuéc com dang goi; vién nén, vién nén bao phim; § g
thudc bot.
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26 |Oncotec Pharma |Am Pharmapark, 06861 |* Thuéc vd trung chira chat doc té bao/ chat kim té bao: EU-GMP |DE_ST 01 G| ~ o |Co quan thdm quyén 1
v 2 ~ ~ ~ . ~ ’ 7, ~ " pm pm ’
Produktion GmbH [Dessau-RoBlau, Germany |+ Thudc san xuat vo trung: dung dich thé tich I&n; thudc déng MP_2017_0 IS Q |buc
kho; dung dich thé tich nhé. 007 N S
+ Thudc tiét trung cudi: dung dich thé tich I6n. E 5
27 |Ajinomoto 1730, Hinaga, Yokkaichi- [San pham: Thudc c6m Livact. Japan GMP (3837 ~ ~ |Ministry of Health, 1
Co.,Inc. Tokai shi, Mie, Japan § § Labour and Welfare
Plant S » [(MHLW), Japan
< L
i [Tp]
o i
28 |A. Nattermann & [Nattermannallee 1, * Thu8c khdng vé trung: Vién nang clng; vién nang mém; EU-GMP |DE_NW_04_| o |Coquanthdm quyén 1
Cie. GmbH 50829 Koln (hodc D- thudc dung ngoai dang 16ng; thudc udng dang I6ng; thudc bét, GMP_2017_ § § Plrc
50829 Cologne), Germany |thudc c8m va dang pastiles; vién nén, vién bao phim, vién bao 1027 g g
dudng, vién sti bot S >
* Thudc dwoc lidu; thudc vi lwgng déng can o -
29 |Laboratoire Zone industrielle Ripotier |* Thuéc vé trung: EU-GMP [HPF/FR/082 ~ o0 French National Drug 1
¢ 2 ~, N N . R o 2 — —
Chauvin Haut, Aubenas, 07200, + Thuoc san xuat vo trung: dung dich thé tich nho; /2017 IS S |and Health Products
France + Thudc tiét trung cudi: dung dich thé tich nhé. g E Safety Agency (ANSM)
* ThuSc khong vo trung: dung dich thudc dung ngoai E §
30 |Daiichi Sankyo 1-12-1, Shinomiya, San pham: Vién nén Japrolox (Loxoprofen sodium hydrate, Japan-GMP|3467 ~ o [Ministry of Health, 1
- —
Propharma Co., [Hiratsuka, Kanagawa, 60mg Loxoprofen sodium) S S [Labour and Welfare
Ltd., Hiratsuka Japan § § government of Japan
Plant ) )
o o
31 |Sopharma AD 16 lliensko Shosse Str., * Thuéc vo trung: EU-GMP |BG/GMP/20 ~ o |Bulgarian Drug Agency 1
Sofia 1220, Bulgaria + Thudc san xuat vé tring: thudc déng kho; dung dich thudc 17/106 § §
tiém thé tich nhé. > >
* San pham cu thé: Thudc bot déng khé pha tiém ~ =
Methylprednisolone. - ~
32 |Uni-Pharma 14th km National Road 1, [* Thudc vé trung (sdn xuat vo tring va cé tiét trung cudi): EU-GMP |66989/10-7- National Organization 1
Kleon Tsetis Kato Kifisia Attiki, 14564, |Dung dich thé tich nhd 2017 ~ & |for Medicines (EOF),
Pharmaceutical |[Greece * Thudc khdng vé trung: Vién nang cirng; vién nang mém; 8 8 Greece
Laboratories S.A. thu6c dung ngoai dang 18dng; thuéc uéng dang 16ng; thudc bot 8 5
udng, dang bao ché& ban rin; thudc dan; vién nén. 3 S
Danh muc co s& dat PICS EU GMP (Pot 1 - Dot 64) Trang 98 / 262 08/04/2019



. o " . . |NGAY NHOM
TEN CO’ SO’ SAN n P ~ NGUYEN | GIAY CH. [NGAY - P ~
e < ~ o THUOC
STT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP HET CO' QUAN CAP
: HAN 1 2
33 |Vianex S.A - Plant |12km National Road * ThuBc v trung: EU-GMP |73120/25-8- National Organization 1
A Athinon-Lamias, + Thudc san xuat vd trung: dung dich thé tich I1&n; dung dich 2017 ~ o |[for Medicines (EOF),
Metamorfosi Attiki, thé tich nho. § § Greece
14451, Greece + Thudc tiét trung cudi: dung dich thé tich I&n; dung dich thé o Iy
, > o o
tich nho. E g
* Thuéc khdng vo trung: thudc uéng dang 1dng; dang bao ché
ban ran.
35 Thuéc khdng vé trung chira khdng sinh nhém Cephalosporin: EU-GMP |DE_HE_01_ ~ o |Coquan thdm quyén 2
Vién nang cing; vién nén bao phim. GMP_2017_ S S |buc
1064 g g
SIS
166-170, Nguyen Hue S 9
Pymepharco Joint guyen nu - e
Street, Tuy Hoa City, Phu — — —— — - =
Stock Company . . * Thubc san xuat vo trung: thudc bét va dung méi pha dung EU-GMP |DE_HE_01_ « |Coquan tham quyén
Yen Province, Vietnam o . ) 3 PN .
dich tiém chtra Cephalosporin. GMP_2018_ o o |blc
0017 % g
Q <
~ —
o o
37 |Farmalabor- Zona Industrial de * Thu6c khdng vd trung: Vién nang clrng; thudc dung ngoai EU GMP |F005/S1/MH ™ S National Authority of 1
Produtos Condeixa-a-Nova, dang 1dng; thudc ung dang 1dng; thudc bdt, thudc cém; /001/2017 Q Q |Medicines and Health
Farmacéuticos, Condeixa-a-Nova, 3150-  [thuSc bén rdn; thudc dan; vién nén; vién nén bao phim. § E Products (INFARMED),
S.A. 194, Portugal = = |Portugal
(42} (@]
40 |Medochemie Ltd |48 lapetou Street, Agios |* ThuSc khéng vé trung chira khang sinh nhém Penicillin: Vién | EU-GMP [MED03/201 ~ o |Pharmaceutical Services 1
(Factory B) - Oral [Athanassios Industrial nang clrng; vién nén; vién nén bao phim; thudc cém va thuéc 7/002 § § Ministry of Health,
Facility Area, 4101 Agios bot pha hdn dich udng. F > |Cyprus
. . o o
Athanassios, Limassol, g E
Cyprus
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41 |[Gentle Pharma No.2, Fon Tan Rd., Jiasing |* Thudc vé trung: PIC/S-GMP|3939 Ministry of Health and 2
Co., Ltd. Village, Da Bi Hsiang, + Thuéc sdn xuat vé trung: Thudc bt pha tiém; thuéc tiém; Welfare, Republic of
Yunlin, Taiwan, R.O.C. thudc nhé mét, nhé miii, nhé tai. China (Taiwan)
(* Cach ghi khac: No.2, + Thudc tiét trung cudi: Thudc tiém.
Fon Tan Rd., Fon Tan Ind. |* Thuéc khong vo trung: dung dich, hdn dich; thudc kem,
Dist., Da Bi Hsiang, Yunlin |thudc m&; vién nén, thudc bdt, thudc c6m, vién nang cing. ~ -
Hsien, Taiwan, R.O.C.) * Nguyén liéu dugc chat, ban thanh phdm chira: § §
+ Khang sinh nhédm Carbapenem: B6t pha tiém. S >
+ Khang sinh nhém Cephalosporin: Bot pha tiém, cdm, vién § g
nang. - «
+ Khang sinh nhém Penicillin: Bét pha tiém, cém, bét, vién
nang.
* San pham cu thé: Bot pha tiém Somidex (Methylprednisolon
40mg, 125mg, 500mg, 1000mg).
42 [Baxalta US Inc. 1700 Rancho Conejo * S3n pham: Bt déng khd pha tiém truyén tinh mach Hemofil | US -CGMP |JGXU-47EE United States Food and 1
(Nha sén xudt) Boulevard, Thousand M (Antihemophilic Factor (Human) 220-20001U/Io), 10ml WHO Drug Administration
Oaks, CA 91320, USA nudc cat pha tiém, bd kim chuyén va kim loc. 5 9
Baxter 911 North Davis Avenue, 8 8
Healthcare Cleverland, Mississippi S g
Corporation 38732, USA R &
(Nha sén xudt
dung méi)
43 [Tenamyd Lot. Y.01-02A, Tan Thuan [* Thudc vé trung: EU-GMP |BG/GMP/20 Bulgarian Drug Agency 2
Pharmaceutical |Street, Tan Thuan + Thudc san xuat vd truing: Thudc bdt pha dung dich tiém 17/098
Corporation Industrial Park/Export chira khang sinh nhém B-lactam. g §
Processing Zone, Tan Q Q
Thuan Dong Ward, § §
District 7, Ho Chi Minh ~ S
City, Vietnam
44 |Allergan Castlebar Road, * San pham: OZURDEX (Dexamethasone intravitreal Implant) US-GMP |X9VZ-45EG United States Food and 1
Pharmaceuticals [Westport, Co. Mayo, 0,7mg ~ o |Prug Administration
Ireland Ireland. § § (U.S. FDA)
(* Cach ghi khac: S S
Castlebar Road, S §
Westport, County Mayo, - -
Ireland)
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46 |Jeil 7 Cheongganggachang-ro, |* Thudc udng dang ran: Vién nén; vién nang; thudc com. PIC/S GMP (2017-D1- Gyeongin Regional 2
Pharmaceutical, [Baegam-myeon, Cheoin- |* Thu6c tiém; thudc tiém truyén. 2506 ~ & |Office of Food and Drug
Co., Ltd. gu, Yongin-si, Gyeonggi- |* Thuéc yéu cau dic biét: Bot pha tiém chira khang sinh nhém Q < Safety, Korea
S~ S~
do, Republic of Korea Carbapene; Thudc ddc té bao (vién nén, vién nang, thudc 3 g
cém). R =
47 |Pharvis Korea 127, Sandan-ro 83beon-  |* Thudc uéng dang ran: Vién nén; vién nang; thudc bét. PIC/S GMP (2017-D1- N o Gyeongin Regional 2
Pharm Co., Ltd. gil, Danwon-gu, Ansan-si, 3004 IS Q |Office of Food and Drug
Gyeonggi-do, Republic of § g Safety, Korea
Korea > =
o~ o
48 |[Kedrion S.P.A. Via Provinciale (loc. * Thuéc vé trung: EU-GMP [IT/70- AIFA Italian Medicine 1
Bolognana) - 55027 + Thudc san xuat vo triing: cac san phadm tir mau: Dung dich 2/H/2017 = 9 |Agency
Gallicano (LU), Italy thé tich I&n; Dung dich thé tich nhd; Thudc bat dong kho. ] I
+ Thudc tiét trung cudi: Dung dich thé tich nhé. g 5
* Thudc sinh hoc: ch& pham tir mau. 8 8
49 |Bieffe Medital Via Stelvio, 94 - 23035 * Thuéc vé trung: EU-GMP |[IT/55- ~ o [|ltalian Medicines 1
SPA. Sondalo (SO), Italy + Thudc tiét trung cudi: Dung dich thé tich lon. 1/H/2017 3 S |Agency (AIFA)
5 S
L <
o 0
o o
50 |GenentechInc. |NE Brookwood Pkwy * Thuéc vo trung: EU GMP |DE_BW_01_ Co quan thdm quyén 1
4625, OR 97124 Hillsboro, | + Thudc san xuat vd trung: Dung dich thé tich nho; GMP_2017_| o |Puc(Baden-
United States * Thuéc sinh hoc: ch& pham cdng nghé sinh hoc. 1015 § § Wiirttemberg)
* Cu thé: E g
+ Herceptin (Trastuzumab) E ﬁ
+ Avastin (bevacizumab)
+ MabThera (Rituximab)
52 |AstraZeneca No. 2, HuangShan Road, |* Thudc khdng vé trung: Vién nén. PIC/S-GMP |MI-2016-CE- ~ o |Australian Therapeutic 2
— (o]
Pharmaceutical Wuxi Jiangsu, 214028, 07343-1 S S [Goods Administration
Company Ltd People's Republic of China § E (TGA)
> >
— (o]
53 |Orient Pharma No. 8, Kehu 1st Road, Thudc khdng vé trung: Vién nén, vién nén bao phim, vién nang | PIC/S-GMP (3743 ~ o [Ministry of Health and 2
— (o]
Co., Ltd. Huwei Township, Yunlin S S [Welfare, Republic of
County 63247, Taiwan, g § China (Taiwan)
R.0.C 5 @
o oV}
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54 |Korea Prime 100, Wanjusandan 9-ro, |* Thudc khéng vé tring: Vién nén; vién nang cirng; vién nang | PIC/S-GMP|2017-F1- ~ o |Gwangju Regional Office 2
Pharm Co., Ltd Bongdong-eup, Wanju- mém 0399 § § of Food and Drug
gun Jeollabuk-do, E E Safety, Korea
Republic of Korea 5 E
55 |S.M. Zona Industriale, 85050 * Thudc vo trung: EU GMP |IT/113- ~ o |AIFA Italian Medicines 1
Farmaceutici TITO (PZ), Italy + Thudc tiét trung cudi: Dung dich thé tich nhé; Dung dich 1/H/2017 § § Agency
S.R.L. thé tich 1&n. vy B
* Thudc khong vé trung: g %
+ Thudc udng dang 1dng chira hormon corticosteroids. © i
56 |Taiwan Biotech 22, Chieh Shou Rd., * Thuéc vé trung: Dung dich thudSc tiém va tiém truyén (san PIC/S |3997 Ministry of Health and 2
Co., Ltd. Taoyuan Dist., Taoyuan Xuat vé trung va tiét trung cudi), dung dich thudc nhé mét 5 9 |Welfare, Republic of
City, Taiwan, R.0.C (sdn xuat vé trung); 8 8 China (Taiwan)
* Thudc khdng vé trung: Dung dich; vién nén bao dudng; vién E g
nén bao phim; vién nén; thudc cdm; thuéc bot; vién nang =] =
clrng; miéng dan.
58 [Pharmascience 6111, Avenue Thuéc khdng vo trung: vién nang clng; vién nén; thuéc bot, Canada- |100241-A ™ S Health Products and 1
INC Royalmount, Suite 100, vién nhai, vién bao phim GMP Q Q [Food Branch
Montreal, QC, Canada, g E Inspectorate (HPFBI),
H4P 2T4 B S |Canada
— —
62 |Tilman SA Zoning Industriel Sud 15, |* Thu6c khdng vd trung: Vién nang cirng; thudc uéng dang EU GMP |BE/GMP/20 ~ Q Federal Agency for 1
Baillonville, 5377, Belgium [long; vién nén. 17/066 1S S [Medicines and Health
* Thudc tir duoc liéu. ) & |Products (FAMHP),
= & [Belgium
— (@]
64 |Macleods Village Theda, Post office [* Thuéc khéng vo trung: Vién nang cirng; vién nén; vién nén EU-GMP |UK GMP Medicines and 2
Pharmaceuticals [Lodhimajra, Tehsil Baddi. [bao phim. 31303 Insp 5 Q |Healthcare Products
Limited District Solan Himachal GMP 8 8 Regulatory Agency
Pradesh In-174101, India 31303/1706 g § (MHRA), United
716-0007 ~ N |Kingdom
65 |[MSD Pridco Industrial Park, * San pham Janumet XR 50mg/1000mg (sitagliptin 50mg, U.S. cGMP |G5FJ-DXMT United States Food and 1
International State road 183, Las metformin HCL 1000mg) 5 9 |Drug Administration
GmbH (Puerto Piedras, Puerto Rico 8 8 (U.S. FDA)
Rico Branch) LLC [00771, USA § g
(Co sé san xuét) S Q
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67 |Daewoo Pharm. [153 Dadae-ro, Saha-gu * ThuGc vién nén; vién nang ctng; dung dich nhé mat; hon PIC/S-GMP|2017-C1- ~ o [|Busan Regional Ofice of 2
Co., Ltd Busan, Korea dich nhd mat 0242 § § Food and Drug Safety,
o o |MFDS, Korea
L <
3 a
68 |JSC + 139, Sakcahanskogo St., |[* Thuéc vé trung: PIC/S GMP |096/2016/S State Service of Ukraine 2
"Kievmedpreparat|Kyiv, 01032, Ukraine + Thudc san xuat vd tring: thudc tiém déng kho, thudc bot AUMP/GMP on Medicines and Drugs
" + 120, Peremogy avenue, [pha tiém ~ o |Control (SMDC)
Kyiv 03115, Ukraine * ThuBc khdng vb truing: vién nén, vién nén bao phim, vién § §
+7/33, Chistyakovskaya [nang clrng, thudc bét, thuc kem, thudc m&, thudc gel = ~
lane, Kyiv, 03062, Ukraine |* Thudc cdng nghé sinh hoc % §
70 [Mitim S.R.L Via Cacciamali, 34-38- * ThuBc san xuat vo trung: Thudc ddng khé (khang sinh nhém | EU GMP |IT/185- Italian Medicines 1
25125 Brescia (BS), Italia |beta lactam: penicillin va cephalosporin), thuéc bét pha tiém 2/H/2017 Agency (AIFA)
(khang sinh nhém beta lactam: penicillin va cephalosporin)
* Thudc tiét trung cudi: dung dich thé tich nho.
* Thudc khdng vé trung:
- Vién nang cirng (khang sinh nhém penicillin, ché phdm chiét 5 9
xuat tir dong vat). 8 8
- Thu8c udng dang ldng g g
- Thu8c bét, thudc cdm (khang sinh nhém penicillin) N 3
- Thudc dang béan ran
- Vién nén (khang sinh nhém penicillin)
* Ché& pham sinh hoc (ch& pham chira, chiét xuat, cé ngudn
goc tir t&€ bao, moé dong vat)
72 |Xepa-Soul 1-5, Cheng Industrial * ThuBc vé trung: EU GMP |OGYEI/1825 ~ o |National Institute of 2
Pattinson Sdn Bhd [Estate, Melaka, 75250, + Thudc san xuat vé trung: Thudc nhd mat; 5-6/2017 § § Pharmacy and Nutrition
Malaysia * ThuSc khdng vd trung: Vién nang cirng; dung dich thudc > = [(OGYEl), Hungary
udng; bot pha hén dich udng; thudc ban ran; vién nén, vién § S
nén bao phim. e °
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75 |Medochemie Ltd |48 lapetou Street, Agios |Cac san pham chira khang sinh nhém penicilin: EU-GMP |MEDO03/201 Pharmaceutical Services 1
(Factory B) Athanassios Industrial + Thuéc san xuat vé trung: Thudc bét pha dung dich tiém. 7/001 = 9 |Ministry of Health,
Area, 4101 Agios + Thudc khéng vé trung: vién nang clirng; vién nén; vién nén 8 8 Cyprus
Athanassios, Limassol, bao phim; thudc cdm va thudc bot pha hdn dich udng. § 5
Cyprus = Q
76 |Yuhan 219 Yeongudaniji-ro, * Thuéc khdng vo trung: PIC/S GMP (2017-G1- Daejeon Regional Office 2
Corporation Ochang-eup, Cheongwon- |- Vién nén (thudc chira khang sinh nhém Cephalosporin, 0894 of Food & Drug Safety,
gu, Cheongju-si, Penicillin); vién nang; thuéc bét; vién nhai; Korea
Chungcheongbuk-do, - Sird khé (thubc chira khang sinh nhém Cephalosporin,
Korea Penicillin); hdn dich udng; thudc nhé miii; ~ o
- Thu8c dung ngoai: thuéc m&; kem. § §
* Thuéc vé trung: ) ~
- Thuéc tiém déng khé (Thudc chira khang sinh nhém g 3
Cephalosporin, Penicillin); - ~
- Thu8c tiém va thudc bét pha tiém (Thubc chira khang sinh
nhém Cephalosporin).
77 |Instituto Grifols, [Poligon Industrial Llevant, |* Thudc vo trung EU-GMP |NCF/1726/0 ~ o [|Coquan thdm quyén 1
SA Can Guasch, 2 08150 + Thudc san xuat vé triing: Dung dich thé tich nhéd, Thudc 01/CAT § § Tay Ban Nha viung
Parets Del Valles doéng kho; o X |[Catalonia
(Barcelona), Spain + Thudc tiét trung cudi: Dung dich thé tich nhé. % %
* Thudc sinh hoc: Ché pham mau e ~
79 |CSLBehring AG  [Wankdorfstrasse 10, Dung dich tiém truy&n chra sdn phadm mau va huyét twong; PIC/S GMP [17-0616 ~ o |Swiss Agency for 1
3014 Bern, Switzwerland |Dang bao ché rén vé trung va cac ché pham sinh hoc chira § § Therapeutic Products
mau va huyét twong. g g (Swissmedic)
N3
80 |Biocon Limited Biocon Special Economic |* Thudc vé trung: PIC/S-GMP(350a/17 National Pharmaceutical 2
Zone, Plot No. 2,3,4,&5, [+ Thudc san xuit vé trung: thudc tiém thé tich nhé [lo (ddng Regulatory Agency
Phase IV, Bommasandra- |khd), 8ng tiém déng san]; ~ & [(NPRA), Malaysia
Jigani Link Road, * Thudc sinh hoc: thudc mién dich; Insulin. 8 8
Bommasandra Post, 3 §
560099 Bangalore, India S 3
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81 |AV Lot 10621 (PT 16700), Thudc khdng vé trung: vién nang clirng, thuéc udng dang 1dng, |PIC/S GMP [072/17 National Pharmaceutical 2
Manufacturing Jalan Permata 2, Arab thu6c bét, vién nén, vién nén bao phim = @ |Regulatory Agency
Sdn Bhd Malaysian Industrial Park, § § (NPRA), Ministry of
71800 Nilai, Negeri S S Health, Malaysia
Sembilan, Malaysia Q &
82 |[Catalent Italy Via Nettunense Km.20, * Thu6c khdng vo trung: Vién nang mém. EU-GMP |IT/172- ~ o |ltalian Medicines 1
¢ ¢ ° \ ¢ ¢ i o
S.P.A 100 - 04011 Aprilia (LT) * Thudc sinh hoc: Ché pham c6 nguén goc tir dong vat, thudc 2/H/2017 IS S [Agency (AIFA)
. . , 2 » N . S~ S~
Italia sinh hoc khac (san pham |Ién men lactic); Q g
* Thudc tir duoc lidu E §
83 |Oncotec Pharma [Oncotec Pharma * Thudc vé trung chira chat déc té bao/ chat kim té bao: EUGMP |DE_ST_01 G Co quan thdm quyén 1
Produktion GmbH [Produktion GmbH + Thudc san xuat vo truing: Dung dich thé tich I&n; thubc MP_2017_0 Blrc
Am Pharmapark 06861 déng khd; dung dich thé tich nho. 007 5 Q
Dessau-RoBlau, Germany + Thudc tiét trung cudi: Dung dich thé tich I&n. 8 8
(cach ghi khac: Am <) =
Pharmapark 06861 4] Q
Dessau-Rosslau, Germany)
84 |Auskorea Pharm [252 Munmakgongdan-gil, |Thuéc tiém PIC/S GMP (2017-B1- N S Seoul Regional office of 2
co., Ltd Munmak-eup, Wonju-si 0443 1S Q [Food and Drug Safety
Gangwon, Republic of § §
Korea E §
89 |Octapharma OberlaaerstralRe 235, * ThuBc vé trung: EU GMP |INS-480018- Federal Office for Safety 1
Pharmazeutika 1100 Wien, Austria + Thuéc san xuat vo trung: Dung dich thé tich I&n; Thudc bét 0060-001 5 9 |in Health Care, Austria
Produktionsges.m déng khd; Dung dich thé tich nho. (3/30) 8 8
.b.H * Ché& pham sinh hoc: San pham tir mau; San pham mién dich; g 5
Ché& pham phan doan (intermediates out of fractionation) Q S
90 |Celltrion Inc. 20, Academy-ro 51 beon- |San phdm sinh hoc: Thudc tiém ADN t&i t6 hop PIC/S GMP [2017-D1- ™~ o Gyeongin Regional 2
gil, Yeonsu-gu, Incheon, 3469 Q Q  |Office of Food and Drug
22014, Republic of Korea E g Safety, Korea
S~ S~
< <
— —
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91 |Octapharma Otto-Reuter-StraBe 3, * Thuéc sinh hoc: ch& pham mau. EU-GMP |DE_ST_01 G| o |Coquanthdm quyén 1
Dessau GmbH 06847, Dessau-RoBlau, MP_2016_0 § § Purc
Germany 027 ) S
2 3
on o
o —
92 |[R.X. 76 Salaya-Bangpasi Road, |* Thudc khéng vé trung: PIC/S GMP [1-2-17-17- © o |Food and Drug 2
Manufacturing Moo 10, Narapirom, + Thudc khéng chira khang sinh nhdm beta-lactam: Vién 00002- § § Administration (Thai
Co., Ltd Banglane, Nakornpathom |nang clrng; vién nén. 00013 S '~ |FDA), Thailand
73130, Thailand + Thudc chira khang sinh nhém Penicillin: Vién nang cing; S %
thudc bot; vién nén. o~ o
95 |[Bolder Bolder Arzneimittel * Thu6c khdng vo trung: vién ngdm (pastilles va lozenges) EU-GMP |[DE_NW_04_ N 9 Co quan thdm quyén 1
Arzneimittel GmbH & Co. KG GMP_2017_ < Q |buc
GmbH & Co. KG  [Rheinische Allee 11, 1001 g g
50858 KéIn, Germany N 3
(] (gl
Dot 55 (theo Céng vin s6 7235/QLD-CL ngay 20/04/2018 cua Cuc Quan ly Dworc)
5 Merck Sharp &  [770 Sumneytown Pike, San pham: Thudc tiém Vac xin M-M-R®ll (Measles, Mumps US cGMP |N5QK-6C6K United States Food and 1
Dohme Corp. PO Box 4, West Point, PA |and Rubella Virus Vaccine Live, MSD) WHO ~ 9 |Drug Administration
19486, USA Tén Iwru hanh tai Viét Nam: Vic xin M-M-R®lI (Virus s&i > 1000 ] & |wus. Foa)
CCID50; Virus quai bi = 12500 CCID50; virus rubella > 1000 a 3
CCID50) ® 2
San phdm: Vac xin VARIVAX® (Varicella Virus Vaccine Live - MNP5-584B ~ o
Oka/Merck) WHO b b
~N N
S~ S~
- —
o o
S~ S~
() ™~
— —
7 |MSD Kilsheelan, Clonmel, Co.  |* San phdm: Thu8c vién nén bao phim Zepatier (Elbasvir 50 EU-GMP |2015/8918/ Irish Medicines Board 1
International Tipperary, Ireland mg, grazoprevir 100 mg) M11074 " (ImMB)
GmbH T/A MSD 3
Ireland § o
(Ballydine) S g
(Co sé san xuét) ~ g
&
Schering-Plough |Industriepark 30, Heist- EU GMP |BE/GMP/20 9 1 |Federal Agency for
Labo NV op-den-Berg, 2220, 16/010 < Medicines and Health
S~
(Co'sé déng géi) |Belgium 5 Products
<
o
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9 [Patheon France (40 Boulevard de * Thudc khdng vé trung: vién nang cirng (bao gbm ca thudc EU GMP |HPF/FR/200 ~ o |French National Agency 1
Champaret, Bourgoin chira chat kim té bao); thudc uéng dang long; thudc cdm (bao /2017 § § for Medicine and Health
Jallieu, 38300, France gdm ca thudc chira chit kim té& bao); vién nén (bao gbm ca < w»  |Products Safety (ANSM)
thudc chira chat kim té bao). ~ S
* Thudc sinh hoc: vién nang cirng chira bao tir vi khuan. ° i
10 (Cipla limited Plot No. D-7, D-22, D27, |Thudc khéng vd trung: Vién nang clrng; vién nang mém; thudc | EU-GMP |UK GMP ~ o |Medicines and 2
MIDC, Kurkumbh, District |dat, vién nén; cic thu6c khéng vd trung khac (cé6m sui bot, 14694 Insp § § Healthcare Products
Pune, Maharashtra, IN- cém khoéng sui bot, pellet tan trong rudt) GMP iy = |Regulatory Agency
— o
413 802, India 14694/4462 Py > |(MHRA), United
27-0005 i “  |kingdom
13 |Bayer Oy Pansiontie 47, 20210 * Thuéc vé trung: EU-GMP |282/06.08.0 Finnish Medicines 1
Turku, Finland + Thudc tiét trung cudi: Thudc cay ghép va dang ran (chira 0.04/2018 ® & |Agency (FIMEA)
chéat cé hoat tinh hormon); thuéc gidi phdng hoat chat tai ti 8 8
cung (chira chat c6 hoat tinh hormon). § §
* Thudc khdng vé trung: vién nang cirng; vién nén (chira chat S ha
¢06 hoat tinh hormon).
14 |Pymepharco Joint |[Pymepharco Joint Stock  |* San pham: EU-GMP [DE_HE_01_ Co quan tham quyén 1
Stock Company  |Company - Vién nang cirng Cefaclor Stada 500mg Capsules (Cefaclor GMP_2017_ = Q |buc
166-170, Nguyen Hue (dwdi dang Cefaclor monohydrat) 500mg); 1064; 8 8
Street, Tuy Hoa City, Phu |- Vién nén bao phim Cepoxitil 200 (Cefpodoxime 200mg) (Tén E g
Yen Province, Vietnam, xuat khau: Cefdopoxim Stada 200mg, film-coated tablets) 3 3
Viet Nam
16 |Laboratoire Espace Industriel Nord, * Thudc vé trung: EU-GMP |HPF/FR/284 French National Agency 1
Unither 151 rue André Durouchez | + Thudc sdn xuat vé trung: Dang bao ché ban ran; dung dich /2017 for Medicine and Health
CS 28028, AMIENS, 80084 |thé tich nhd. Products Safety (ANSM)
CEDEX 2, France * Thuéc khdng vo trung: Thudc dung ngoai dang 16ng. ~ o
(* Cdch ghi khdc: § §
Espace Industriel Nord, 3 E
—
151 rue André Durouchez > =
CS 28028 80084 AMIENS, o ©
CEDEX 2, France)
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17 |Boehringer Boehringer Ingelheim * Thudc vo trung EU-GMP |DE_BW_01_ Co quan tham quyén 1
Ingelheim Pharma GmbH & Co. KG + Thudc san xuat vd triing: Dung dich thé tich I&n, dung dich GMP_2017_ Pl
Pharma GmbH & |Birkendorfer Str. 65 thé tich nho, thudc doéng kho; 1039 ~ <
Co. KG 88397 Biberach a.d.R. + Thudc tiét trung cudi: Dung dich thé tich nhé; 8 8
Germany * Thuéc khdng vo trung: Vién nén, vién nang cirng, thudc bot, g g
thuéc c6m, pellet; ] s
* Thuéc cong nghé sinh hoc: DNA/Protein tai t6 hop; Khang
thé don dong; cytokines.
18 |SUN Industrial Area 3, Dewas, |* Thudc vé trung: PIC/S GMP [071/2017/G State Service of Ukraine 2
Pharmaceutical [455 001, India + Thudc san xuat vd trung: thuéc bot pha tiém truyén chira MP on Medicines and Drugs
Industries Ltd. khang sinh nhdm penem( San pham: Aris (500mg, 1000mg), Control (SMDC)
Synerpen (30ml, 100ml)).
* ThuBc khdng v6 trung: vién nang cirng (San pham: ~ o
Ranoprost (0.4mg), Ranselex (100mg, 200mg), Flucoric § §
(150mg)) , vién nén (S&n pham: Candesar ( (4mg, 8mg,16mg), N =
Pioglar (30mg, 15mg)) , vién nén bao phim (san phdm: Altiva 5 §
(180mg), Brustan, Histac (150mg), Zanocin OD (400mg, - e
800mg), Klabax (500mg), Loxof (500mg), Rancleer (62.5mg,
125mg), Serlift (50mg, 100mg), Cifran OD (500mg, 1000mg),
Cifran CT) ; dang thu6c téng hop combikit (San phadm:
Pylobact Neo).
19 [Regeneron 81 Columbia Turnpike, * Thudc sinh hoc: thudc cong nghé sinh hoc EU GMP |UK GMP ~ o |Medicines and 1
Pharmaceuticals [Rensselaer, 12144, 25041 Insp § § Healthcare Products
Inc. United States GMP g g Regulatory Agency
25041/7947 § § (MHRA), United
54-0004 Kingdom
21 |AstraZeneca AB  |PET Turbuhaler and * ThuSc khdng vo trung: thudc bét hit da ligu, thudc dung EU-GMP |5.9.1-2017- Swedish Medical 1
Pumpspray, Forskargatan |ngoai dang ldng; thu6c udng dang long. 096501 Products Agency (MPA)
18, Sodertalje, 15185, g §
Sweden Q Q
(* Dia chi chung: g §
Sodertalje, 15185, S 3
Sweden)
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22 |Novartis Farma Via Provinciale Schito 131 |* Thudc khdng vé trung: Vién nén, vién nén bao phim. EU-GMP [IT/126- Italian Medicines 1
S.P.A. - 80058 Torre Annunziata |* Thuéc tir dugc liéu: Vién nén. 3/H/2017 ~ o |Asency (AIFA)
(NA), Italy § §
(Céch viét khac: Via g )
—
Provinciale Schito 131 = >
Torre Annunziata (NA), ~ -
Italy)
24 |Alcon Research 6201 South Freeway, Fort |* S&n pham: Systane® Ultra Lubricant Eye Drops (Polyethylene [ U.S. cGMP [RWYT-4HZM 0 o |United States Food and 1
Ltd. Worth, TX 76134, United [glycol 400 0,4%, Propylene glycol 0,3%) § § Drug Administration
States of America Tén Ivu hanh tai Viéet Nam: Dung dich nhd mat Systane Ultra § § (U.S. FDA)
(Polyethylene glycol 400 0,4%, Propylene glycol 0,3%) ~ >
o o
25 |Zaklad ul Szkolna 33, 95-054 *Thudc khéng vo trung: Vién nang cirng; vién nén; vién nén EU-GMP |IWZJ).405.27. Main Pharmaceutical 1
Farmaceutyczny |[Ksawerdw, Poland bao phim. 2017.MG.1. Inspectorate (MPI),
Adamed Pharma WTC/0258_ Poland
S.A 01.01/264 | °
(* Tén ti€ng Anh: § §
Pharmaceutical g =
—
Works Adamed > =
Pharma Joint © o
Stock Company )
26 |Sopharma AD Vrabevo vlg, 5660 district |* Thudc khéng vé tring: vién nang cirng; vién nén; dung dich EU GMP |BG/GMP/20 0 — |Bulgarian Drug Agency 1
of Lovech, Bulgaria thudc dung ngoai, nudc sic miéng, thudc uéng dang long 18/116 § §
(siro, dung dich, hdn dich) thudc kem, gels, mé&. N =
~ . o o
* Thube duoc lidu 5 5
- —
27 |Aprogen 16 Dumeori-gil, Yanggam- |Vién nén; vién nén bao phim; vién nang cirng; thuéc ma; PIC/S-GMP (2017-D1- ~ o |Gyeongin Regional 2
¢ v — (o]
Pharmaceuticals. [myeon, Hwaseong-si thudc kem; thuoc gel. 1277 S g  [Office of Food and Drug
Inc Gyeonggi-do, Republic of [San phdm: Vién nén Metipred Tablet (Methylprednisolon g g Safety, Korea
Korea 16mg) N n
o —
28 |UMEDICA GIDC |I™ Phase, Plot No * Thudc khdng vé trung: Vién nang cirng; vién nén. EU-GMP |UP/I-530- ~ o |Agency for Medicinal 2
LABORATORIES (221, Vapi, 396195 10/17- § § Products and Medical
Private Limited Gujarat, India 03/04; 381- o = |Devices (HALMED),
1005/244- | S | € |croatia
— —
17-08
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29

Laboratorio
Italiano
Biochimico
Farmaceutico
Lisapharma S.p.A.

Via Licinio, 11 - 22036
Erba (Co), Italia

* Thudc vo trung:

+ Thudc san xuat vo trung: Dung dich thé tich nho (chira
hormon corticosteroid);

+ Thudc tiét trung cudi: Dung dich thé tich nhé.
* Thuéc khdng vo trung: ThuSc udng dang I6ng (bao gébm ca
thu6c chira corticosteroid hormon va hormon sinh duc);
thudc dung ngoai dang 1dng (chira hormon corticosteroid);
dang bao ché& ban ran (bao gdm ca corticosteroid hormon).

EU-GMP

IT/131-
1/H/2017

07/07/2017

28/10/2019

Italian Medicines
Agency (AIFA)

30

Zaktad
Farmaceutyczny
Adamed Pharma
S.A

(* Tén tiéng Anh:
Pharmaceutical
Works Adamed
Pharma Joint
Stock Company)
(Co sé sén xudt)

33, Szkolna Str., 95-054
Ksawerow, Poland

Pabianickie
Zaktady
Farmaceutyczne
POLFA S.A.

(* Tén tiéng Anh:
Pharmaceutical
Works Polfa in
Pabianice Joint-
Stock Company)
(Co sé kiém
nghiém va xudt
xuéng )

ul.Marszalka Jozefa,
Pilsudskiego 5, 95-200
Pabianice, Poland

* S3n pham: Vién nang cirng Egzysta (Pregabaline 50 mg)

EU-GMP

IWZJ.405.27.
2017.MG.1

09/01/2018

EU-GMP

GIF-IW-
400/0039_0
1_01/04/31
4/16

28/10/2016

01/09/2019

Main Pharmaceutical
Inspectorate (MPI),
Poland
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31 |Servier (Ireland) |Moneylands, Gorey Road, |* Thuéc khéng vo trung: Vién nén, vién nén bao phim. EU-GMP |15483/M68 Health Products 1
Industries Ltd Arklow, Co. Wicklow, = & |Regulatory Authority -
Ireland 8 8 Ireland
(* Dja chi rut gon: § g
Gorey Road, Arklow, Co. Q Q
Wicklow, Ireland )
32 |Cadila Healthcare [Sarkhej-Bavlia N.H.N°: 8- |* Thudc khéng vé trung: Vién nang cirng; vién nang mém; vién | EU GMP [HPF/PT/8/2 © o |French National Agency 2
- -
Ltd A, Moraiya, Tal : Sanand, [nén. 016 IS Q  [for Medicine and Health
AHMEDABAD, 382-210, ) S |Products Safety (ANSM)
India ) S
o o

34 |[Delorbis 17 Athinon str., Ergates * Thu6c khdng vd trung: Vién nang clrng; thudc dung ngoai EU-GMP |DELOR/001/ ™ S Pharmaceutical Services 1
Pharmaceuticals [Industrial Area, 2643 dang ldng; thudc udng dang 16ng; bot pha hdn dich udng; 2017 Q S [Ministry of Health,

Ltd Ergates, Lefkosia, Cyprus |thudc ban rdn; vién nén; vién nén bao phim. E g Cyprus
S| =
N —

35 |Lek farmacevtska [Kolodvorska cesta 27, * Thudc khdng vé trung: Vién nang clng; vién nén. EU GMP |450- Agency for Medicinal 1
druzba d.d. (Lek [Menges, 1234, Slovenia 40/2017-5 =~ & |Products and Medical
Pharmaceuticals 8 8 Devices of the Republic
d.d.) = S |of Slovenia (JAZMP)

Q )

37 |Jeil Health 7 Cheongganggachang-ro, |* Miéng dan. PIC/S GMP (2018-D1- © o |Gyeongin Regional 2
Science Inc. Baegam-myeon, Cheoin- 0042 § § Office of Food and Drug

gu, Yongin-si, Gyeonggi- g g Safety, Korea
do, Republic of Korea > S
o —
39 |[Catalent Australia [217-221 Governor Road, |Thudc khdng vd trung (khdng chira penicillin, cephalosporin, PIC/S-GMP [MI-2017-LI- ~ o |Therapeutic Goods 1
Pty Ltd BRAESIDE Vic 3195 hormon, steroid, ch3t ch6ng ung thu): vién nang mém. 11695-1 § § Administration (TGA),
Australia ) = |Australia
< L
o 0
o o
40 |Union Korea 246 Munmakgongdan-gil, [* Thu6c khong vo trung: vién nén, vién nang; PIC/S GMP |2017-B1- ~ o |Ministry of Food and 2
¢ ¢ i (o]
Pharm Co., Ltd Munmak-eup, Wonju-si, [* Thudc vo trung: thudc bét pha tiém chira khang sinh nhém 0518 S Q |Drug Safety (MFDS),
Gangwon-do, Republic of |Cephalosporin; thuéc tiém. E E Korea
Korea B )
o o
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41 [Innothera Chouzy [Rue René Chantereau, * Thudc khdng vé trung: Thudc ung dang 16ng; thudc bot; EU GMP |HPF/FR/229 French National Agency 1
Chouzy-sur-Cisse, Valloire- |vién nén, vién nén bao phim. /2017 for Medicine and Health
sur-Cisse, 41150, FRANCE. Products Safety (ANSM)
(* Cdc cdch ghi khdc:
+ Rue René Chantereau -
L'Isle Vert 41150 Chouzy- o N
. o o
sur-Cisse, France. g g
+ L'Isle Vert, Rue René o o
S~ S~
Chantereau, Chouzy-sur- 8 Q
Cisse, 41150, France.)
42 |Servier (Ireland) |[Moneylands, Gorey Road, |* Thudc khdng vé trung: Vién nén, vién nén bao phim. EU-GMP |15483/M68 Health Products 1
Industries Ltd Arklow, Co. Wicklow, = & |Regulatory Authority -
Ireland § § Ireland
(Dia chi rat gon: o o
S~ S~
Gorey Road, Arklow, Co. 2 Q
Wicklow, Ireland)
43 [Iitalfarmaco S.A. |C/San Rafael, 3, Pol. Ind. [Thuéc khéng vé trung: Thuéc dung ngoai dang 16ng; thudc EUGMP [ES/003HVI/1| o |Asency for Medicines 1
Alcobendas, Alcobendas  [u6ng dang 16ng; thudc bdt, thudc cdm, thubc dang pellet, 8 § § and Health Products
28108 Madrid, Spain thuéc ban ran (chra hormone va chat cé hoat tinh hormone, = > |(AEMPS), Spain
thudc chira chat gy nghién, hwéng tam than). % %
- —
44 |Ethypharm Zone Industrielle de Saint |* Thu8c khdng vo trung: vién nang cing; vién nén; thudc bot EU-GMP |HPF/FR/219 ~ o |National Agency for the 1
Arnoult, 28170 va thudc cédm. /2017 § § Safety of Medicine and
Chateauneuf-en- § S [Health Products
—
thymerais, France > = |(ANSM), France
o —
47 |Laboratdrios Rua Elias Garcia, No. 28, |* Thudc vé trung: EU GMP |F019/S1/MH National Authority of 1
Vitdria, S.A Amadora, 2700-327, + Thuéc san xuat vo trung: dung dich thé tich nho. /001/2017 N & |Medicines and Health
Portugal + Thuéc tiét trung cudi: dung dich thé tich nho. 8 8 Products (INFARMED),
* Thudc khdng vo trung: vién nang cirng; thudc uéng dang g § Portugal
Idng; dang bao ché bén rdn; thudc dan; vién nén; thudc bot, S pa
thudc c6m, thudc dat.
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48 |[AbbVie Knollstrasse, 67061 * Thudc khdng vé trung: Vién nang cirng; vién nén, vién nén EU GMP |DE_RP_01_ ~ o |Co quan thdm quyén 1
— o
Deutschland Ludwigshafen, Germany |bao phim. GMP_2017_ S S [Pwc (Landesamt Fur
GmbH & Co., KG 1026 E E Soziales, Jugend und
S~ S~
5 @ Versorgung)
49 |Takeda 17-85, Jusohonmachi 2-  [* San pham: Japan GMP (1631 Pharmaceuticals and 1
Pharmaceutical [chome, Yodogawa -ku, - Bot pha hdn dich tiém Lucrin PDS Depot 3.75 mg " Medical Devices Agency
Company Osaka 532-8686, Japan (Leuprorelin acetate 3,75 mg) § (PMDA), Japan
Limited, Osaka - Bot pha hdn dich tiém Lucrin PDS Depot 11.25 mg Y
. o
Plant (Leuprorelin acetate 11,25 mg) E
(Co sé san xudt )
AbbVie Knollstrasse, 67061 EU GMP |DE_RP_01_ ~ g Co quan tham quyén
Deutschland Ludwigshafen, Germany GMP_2017_ § Q  |DBc (Landesamt Fur
GmbH & Co., KG 1026 ~ § Soziales, Jugend und
—
0 s dong goi o ersorgung
(Co'sé déng goi ) NE R\ )
()
AbbVie Logistics |Zuiderzeelaan 53, Zwolle, EU GMP |NL/H16/100 Health Care
B.V. 8017JV, Netherlands 8041 © Inspectorate -
(Co sé xuédt 8 Pharmaceutical Affairs
xuwong ) g and Medical
- Technology, Netherlands
52 |Lek farmacevtska |Verovskova ulica 57 (hodc |* Thu8c khéng vé trung: Thudc dung ngoai dang 1dng (bao EU GMP |450- Agency for Medicinal 1
druZba d.d. (Lek |Verovikova 57), Ljubljana, [gdm ca hormon hodc chat cé hoat tinh hormon); thuéc uéng 40/2017-1 ~ & |Products and Medical
Pharmaceuticals [1526 (hoac SI-1526 dang long. 8 8 Devices of the Republic
d.d.) Ljubljana), Slovenia E 5 of Slovenia (JAZMP)
Q <
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53 |Lek Verovskova ulica 57 (hoac |* Thudc khdng vé trung: Vién nang cirng (bao gbm ca chira EU-GMP [401- Agency for medicinal 1
Pharmaceuticals |Verovikova 57), Ljubljana, |chat trc ché mié&n dich, chat doc t& bao, chat kim t& bao - 25/2017-5 products and medical
d.d (viét tit: Lek [1526 (hodc SI-1526 trastuzumab, rituximab, erlotinib, enzalutamid, afatinib, devices of the Republic
d.d) Ljubljana), Slovenia ibrutinib, dabrafenib, pazopanib, trametinib, alpelisib); Vién of Slovenia
nén, vién nén bao phim (bao gébm ca chira hormon hoac chat o o
¢6 hoat tinh hormon, Prostaglandins/cytokines, chat (rc ché § §
mién dich, chat doc té bao/chat kim té bao - trastuzumab, > =
rituximab, erlotinib, enzalutamid, afatinib, ibrutinib, 3 %
dabrafenib, pazopanib, trametinib, alpelisib); Thuéc bét, thuéc ~ ~
cém; hat pellet, vi nang (micropellet);
* Thudc duoc liéu.
55 |Unimed 110-27, Sirok-ro, Asan-si, |* Vién nén; vién nang cing. PIC/S |2017-G1- ~ o |Daejeon Regional Office 2
Pharmaceuticals, [Chungcheongnam-do, * Thudc tiém. 2665 § § of Food and Drug
Inc Republic of Korea * Thudc nhé mét. E E Safety, Korea
* Miéng dén = w
o —
56 |A. Menarini Via Campo Di Pile, * Thudc khdng vé trung: EU GMP |IT/183- AIFA Italian Medicines 1
Manufacturing L'Aquila (AQ), 67100, Italy. |- Vién nén Bilaxten (Bilastin 20mg); 1/H/2017 = Agency
Logistics and - Vién nén bao phim Sympal (Dexketoprofen (dudi dang 8
Services S.R.L Dexketoprofen trometamol) 25mg). g
(Co sé san xudt N Q
va xudt xudng ) 8
A. Menarini Via Sette Santi, 3 -50131 EU GMP [IT/137- §
Manufacturing Firenze (Fl1), Italy. 1/H/2017 ~ Q
Logistics and 8
Services S.R.L 5
(Co sé kiém tra =]
chét lvong )
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58 |Warsaw 22/24, Karolkowa Str., 01- [* ThuSc khéng v trung: thudc dung ngoai dang long (bao EU-GMP [IWZ).405.4.2 Pharmaceutical 1
Pharmaceutical 207 Warszawa, Poland gém ca thudc nhod miii); thudc ban ran; dung dich thut truc 018.MG.1 Inspector, Poland
Works Polfa S.A. [(*Tiéng Anh: Karolkow trang. WTC/0102_
(Tén ti€ng Ba Lan: [22/24, 01-207, Warsaw, 02_02/8 o o
Warszawskie Poland) § §
Zaktady > S
o —
Farmaceutyczne > N
POLFA Spolka o —
Akcyjna)
59 |Hospira Australia |* Djachi1:1-5,7-23 and |* Thudc vb trung: Thudc tiém (bao gdm ca cac chat doc té PIC/S GMP [MI-2017-LI- Therapeutic Goods 1
Pty Ltd 25-39 Lexia Place, bao/chat kim té& bao); thudc hit. 11691-1 ~ o |Administration (TGA),
Mulgrave Vic 3170, § § Australia
Australia. ~ g
. ? . —
* Pia chi 2: 2-10 Lexia a E
Place Mulgrave Vic 3170,
Australia.
60 |Baxter Route 3 Km, 144.2, * S3n pham: Dang bao ché I16ng dé hit Forane (Isoflurane, US-GMP |CTFT-35UR o o |United States Food and 1
— (o]
Healthcare Guayama, Puerto Rico USP) Liquid for Inhalation, 100ml S S  [Drug Administration
Corporation 00784 USA Tén tai Viét Nam: Aerrane g g (U.S. FDA)
S| s
- —
61 |Baxter Route 3 Km, 144.2, * S3n pham: Dang bao ché I6ng dé hit Sevoflurane, USP US-GMP |6T59-FZK9 00 o |United States Food and 1
— (o]
Healthcare Guayama, Puerto Rico Inhalation Anesthetic 250mL S S  [Drug Administration
Corporation 00784 USA 3 I |(Us.FDA)
S~ S~
2 &
62 |Baxter Route 3, km 144.2, * S3n pham: Suprane (Desflurane USP, Liquid for Inhalation) US -GMP [YTU2-STT4 0 o |United State Food and 1
Healthcare Guayama, Puerto Rico § § Drug Administration
Corporation 00784, USA = =
L L
3 3
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63 |ltalfarmaco S.P.A |Viale Fulvio Testi, 330- * Thudc vo trung: EU-GMP [IT/298- Italian Medicines 1
20126 Milano (M), Italy + Thudc san xuat vd triing: Dung dich thé tich nho chira 5/H/2016 Agency (AIFA)
hormon va chat cé hoat tinh hormon (khéng bao gdm hormon © ™
corticosteroid va hormon sinh duc). § §
+ Thudc tiét trung cudi: Dung dich thé tich nhé. o) P
* Thu6c khdng vo trung: Vién nang cirng; thudc bot va thudc § %
cdm; vién nén. « ~
* Thuéc sinh hoc: Thuéc cé ngudn géc tir déng vat (dung dich
thé tich nho sdn xuit v trung).
64 |Pfizer Australia 38-42 Wharf Rd, West * Thudc khdng vo trung: dang bao ché ban ran; thudc bot va PIC/S-GMP |MI-2017-LI- ~ o |Therapeutic Goods 1
Pty, Ltd Ryde NSW 2114, Australia [thuSc c6m; thudc ran phan liéu (vién nén, vién nén bao phim, 13798-1 § § Administration (TGA),
vién nang ctrng). ) = |Australia
— o
~ S~
— <
— o
65 |Kolmar Pharma 93 Bio Valley 2-ro, Vién nén; vién nang clirng; vién nang mém; vién nhai; thuéc PIC/S GMP |2018-G1- ® o Daejeon Regional Office 2
Co, Ltd Jecheon-si, bot; thudc cém; vién nén dat phu khoa, thudc kem; yéu t6 0007 Q Q  |of Food & Drug Safety,
Chungcheongbuk-do, tham phan mau. g E Korea
Republic of Korea o o
o o
66 [Laboratoires 93 route de Monnaie, * Thu6c khdng vo trung: thudc dung ngoai dang 16ng; thudc EU-GMP |HPF/FR/283 © o |National Agency for the 1
Chemineau Vouvray, 37210 France udng dang I6ng; thudc bét, thudc phun mu; dang bao ché ban /2016 § § Safety of Medicine and
ran (bao gdbm chat cé hoat tinh hormon). = § Health Products
—
§ § (ANSM), France
68 |Biomendi, S.A. Poligono Industrial de * Thudc tiét trung cudi: Dung dich thé tich I&n, dung dich thé EU-GMP |ES/004HVI/1 0 9 Spanish Agency for 1
Bernedo, s/n, Bernedo, tich nho. 8 Q S |Medicines and Medical
01118 Alava, Spain 3 & |Devices (AEMPS)
S~ S~
3 3
70 |Bieffe Medital Via Nuova Provinciale - * San pham: Dung dich thudc tiém truyén Paracetamol-Bivid EU-GMP |IT/169- ~ Italian Medicines 1
S.P.A. 23034 Grosotto (So), Italy |(Paracetamol 1g/100ml) 1/H/2017 8 Agency (AIFA)
(Co sé san xuét) 2
e o
a )
o~
Sanavita Brider-Grimm-Strafe EU-GMP |DE_HE_01_ 0 g Co quan tham quyén
Pharmaceuticals (121 36396 Steinau an der GMP_2017_ § § buc
GmbH Strape Germany 1054 =
(Co sé& xudt %
Xuwéng ) e
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71 |Siegfried Hameln |Langes Feld 13, 31789 * Thudc vo trung: EU-GMP |DE_NI_02_G Co quan tham quyén 1
GmbH Hameln, Germany + Thudc san xuat vd trung: Dung dich thé tich nho; dung MP_2018_0 i 9 [buc
dich thé tich 16n, hdn dich 013 ] &
+ Thudc tiét trung cudi: Dung dich thé tich nhd; dung dich § g
thé tich Iom. 3 o
* Thudc sinh hoc: Vac xin vi khuan, virat bat hoat.
73 |L.MOLTENI & Strada Statale 67, * Thudc vo trung: EU-GMP [IT/22- Italian Medicines 1
C.DEI F.LLI ALITTI |Frazione Granatieri - + Thudc san xuat vo trung: Dung dich thé tich nhé; 1/H/2018 pat 9 |Agency (AIFA)
SOCIETA' DI 50018 Scandicci (FI), Italia| + Thudc tiét trung cudi: Dung dich thé tich nho. ] <
ESERCIZIO S.P.A * Thuéc khdng vo trung: ThuSc dung ngoai dang 1dng; thuéc § g
udng dang 16ng; thudc ban ran chira corticoid. Q =
75 [Wasserburger Wasserburger * Thuéc vé trung: EU GMP |DE_BY_04_ Co quan tham quyén 1
Arzneimittelwerk |Arzneimittelwerk GmbH + Thuéc san xuat vo trung: Dung dich thé tich nhé, dung GMP_2017_ 5 9 |Pblc
GmbH Herderstrabe 1,2 und dich thé tich 1&n, thudc déng khé (san pham sinh hoc protein 0024 8 8
Molkerel-Bauer-Strabe 18 |tai t6 hop). § 5
83512 Wasserburg, + Thudc tiét trung cudi: Dung dich thé tich nhé, dung dich ~ 8
Germany thé tich lon.
77 |A. Menarini Via Sette Santi, 3-50131 * Thuéc vé trung: EU GMP |IT/137- Italian Medicines 1
Manufaturing Firenze (Fl), Italia + Thu8c san xuit vé trung: Dung dich thé tich nhé. 1/H/2017 Agency (AIFA)
logistics and + Thudc tiét trung cudi: Dung dich thé tich nhé. ~ Q
services S.R.L * Thuéc khdng vo trung: Thudc dung ngoai dang 16ng, thuéc 8 8
ban ran chiét xuat tir dong vat. 5 §
* Ché& pham sinh hoc: Ché& pham chiét xuat tir dong vat. S Q
* San pham: Fastum gel (ketoprofen 2,5g/100g gel).
86 |Delpharm 26 Rue de la Chapelle, * Thuéc khdng vo trung (bao gdbm ca thudc chira héc mén): EU-GMP |HPF/FR/180 ~ o |French National Agency 1
Huningue SAS -  [Huningue, 68330, France |[thudc dling ngoai dang I6ng, thuéc udng dang 1dng, dang bao /2017 § § for Medicine and Health
Huningue ché ban ran, thudc dan. E § Products Safety (ANSM)
89 |AstraZeneca 587 Old Baltimore Pike, * S3n pham: Vién nén Arimidex (anastrozol 1mg) U.S. cGMP |9BOW-MB3Z| United States Food and 1
Pharmaceuticals [Newark, DE 19702, USA 8 Drug Administration
LP 3 (U.S. FDA)
(Co sé sén xudét) o g
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Astra Zeneca UK |Silk Road Business Park, EU GMP |UK MIA 2 Medicines and
Ltd. Macclesfield, Cheshire, SK 17901 Insp 5 I [Healthcare Products
(9p]
o' so dong goi , QN — egulatory Agency
(Co'sé déng goi) |10 2NA, UK Gmp/GDP/I | & Regul A
MP 3 (MHRA), United
17901/1011| B Kingdom
7- 0033
92 |TaFong 11, An-Tou Lane, Yen-Ping |* Thudc vd trung: ThuSc tiém san xuit vo trung va tiét trung PIC/S GMP (4145 o o Ministry of Health and 2
Pharmaceutical Li, Changhua City, Taiwan, |[cudi (bao gdm ca sdn phdm hdc mén). pay 8 |Welfare, Republic of
Co. Ltd ROC * Thuéc khdng vo trung: Dung dich, thuéc kem m@, vién bao g % China (Taiwan)
phim (vién nén, cém, bét), vién nang, thudc dan % g
o~ o
93 |Recordati Via Matteo Civitali, 1- * Thuéc vé trung: EU GMP |IT/175- Italian Medicines 1
Industria Chimica (20148 Milano (M), Italia + Thudc tiét trung cudi: Dung dich thé tich nhé. 1/H/2017 Agency (AIFA)
E Farmaceutica * Thu6c khdng vo trung: Vién nang cirng, thudc dung ngoai = a
2 ’ . . ~ ~ 2 P o o
S.P.A dang long chira corticosteroid, thudc uong dang long chira g %
corticosteroid, thudc bét, thudc cdm, thudc ngdm (lozenges), <) <]
thudc dang bén ran chira corticosteroid, vién nén, vién nén = i
duoc liéu, vién nén bao phim.
94 |Lek Verovskova ulica 57 (hodc |* Thuéc khong vé trung: Thubc dung ngoai dang 16ng chira EU GMP |450- ~ o |Agency for Medicinal 1
Pharmaceuticals |Verovikova 57), Ljubljana, [héc mdn hodc chat chira hoat tinh héc mén, thudc udng dang 40/2017-1 § § Products and Medical
dd 1526 (hoac SI-1526 long. E g Devices of the Republic
Ljubljana), Slovenia § E of Slovenia (JAZMP)
95 [Medica Korea 96, Jeyakgongdan 4-gil, * Vién nén, vién nén bao phim, vién nang PIC/S GMP (2018-D1- % o Gyeongin Regional 2
Co., Ltd Hyangnam-eup, 0141 Q Q  |Office of Food and Drug
Hwaseong-si, Gyeonggi- g E Safety, Korea
do, Korea E §
97 |Claris Injectables |Chacharwadi-Vasana, * Thuéc vé trung: EU GMP |UK GMP ~ o |Medicines and 2
Limited Ahmedabad, In 382213, + Thuéc tiét trung cudi: Dung dich thé tich I&n; Dung dich 20752 Insp § § Healthcare Products
India thé tich nho; Nhii tuong. GMP § g Regulatory Agency
20752/1387 | X S |(MHRA), United
5-0011 - ™ |kingdom
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99 |Bristol Myers Loc Fontana Del Ceraso - |* Thudc vé trung: EU-GMP [IT/118- Italian Medicines 1
Squibb S.R.L 03012 Anagni (FR), ltaly + Thudc san xuat vd triing: Dung dich thé tich nho (chira 1/H/2017 ~ o |Agency (AIFA)
corticosteroid); thuéc bét (chra khang sinh nhdm § §
monobactams (vi du: Aztreonam, Tigemonam)); g §
+ Thudc tiét trung cudi: Dung dich thé tich nhé; > >
* Thuéc khdng vo trung: Vién nén. ~ «
100 [(SUN Baroda Highway, Halol, * Thudc vo trung: EU-GMP |NL/H Health Care 2
Pharmaceutical |Gujarat, 389350, India + Thudc san xuét vd trung (bao gdm ca thuéc déc té bao): 17/2001782 Inspectorate -
Industries Ltd. Thu6c déng khd; dung dich thé tich nhé. part & |Pharmaceutical Affairs
India, Halol + Thudc tiét trung cudi (bao gébm ca thudc doc té bao): Dung 8 8 and Medical
dich thé tich nho; dung dich thé tich I&n. § 3 Technology, Netherlands
* Thudc khong vé trung (bao gdm ca thudc chira hormon, gay 3 Q
ddc té€ bao): Vién nang cirng; vién nén, vién nén bao phim.
101 |Unique Plot Nos 215-219, 304- * ThuBc khdng vo trung: Vién nén, vién nén bao phim; vién EU-GMP [MT/002HM/ ® o The Medicines Authority 2
Pharmaceutical 308, GIDC Industrial Area, [nang cirng; thudc udng dang 1dng; thudc ban ran. 2018 S Q |of Malta
Laboratories Panoli, Dist. Bharuch - g §
394 116, India B &
— o
102 |Purdue 4701 Purdue Drive, * C4c thudc vién nén giadi phdéng kéo dai: US-GMP |MSWV- United States Food and 1
Pharmaceuticals [Wilson, NC 27893, USA - Oxycontin 10mg (hoat chat Oxycodone HCl 10mg); VHIK; Drug Administration
L.P - Oxycontin 20mg (hoat chat Oxycodone HCl 20mg). GNPD-B3KT o o [(U.S.FDA)
(Co sé san xuét) b= S
N N
S )
Sharp 7451 Keebler Way, = S
Corporation (Co  |Allentown, PA 18106, USA o ~
s& déng goi)
105 [PJSCSIC, 17 Mira St., Kyiv, 03134, |* Thudc vd trung: EU-GMP [ZVA/LV/201 © o |State Agency of 2
"Borshchahivskiy |Ukraine + Thudc san xuat vo trung: Thudc dang ran va cay ghép 6/008H § § Medicines of the
Chemical- chira khang sinh nhédm beta-lactam; E g Republic of Latvia (ZVA)
Pharmaceutical * ThuBc khdng vo trung: Vién nén, vién nén bao phim. > >
Plant" © ©
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106 |Scientific 17 Myru str., Kyiv, 03134, |* Thudc vé trung: PIC/s-GMP |006/2016/S State Administration of 2
industrial Centre |Ukraine + Thuéc sdn xuat vé trung: Thudc bot déng khd; dung dich AUMP/GMP Ukraine on Medicinal
"Borshchabhivskiy thé tich nho; thudc bt pha tiém chira nhém Cephalosporin. Products (SAUMP)
chemical- + Thudc tiét trung cudi: Dung dich thé tich nhé. et 9
pharmaceutical * Thuéc khdng vo trung: Vién nang cirng; thudc udng dang 8 8
plants" Public Idng; thudc dung ngoai dang 16ng; thudc cdm, thudc bdt; vién § 5
Joint-stock nén, vién nén bao phim; dang bao ché bén ran. 2 9
Company * Thuéc tir dwoc liéu.
Dot 56 (theo Céng van s6 10516/QLD-CL ngay 07/06/2018 ctia Cuc Quan ly Duwgrc)
1 |Hoe Lot 10, Jalan Sultan * ThuSc khdng vo trung (bao gdbm ca thuéc chira steroid) : PIC/S-GMP|212b/17 National Pharmaceutical 2
Pharmaceuticals [Mohamed 6, Kawasan thudc dung ngoai dang 16ng; thu6c udng dang 16ng; dang bao ~ o |Regulatory Agency
Sdn. Bhd. Perindustrian Bandar ché ban rén; thudc xit. § § (NPRA), Malaysia
Sultan Suleiman, 42000  |* Thuéc duoc liéu. = N
Pelabuhan Klang, g S
Selangor, Malaysia o -
2 |Dragenopharm Gollstrape 1, 84529 * Thudc khdng vo trung: Vién nang cirng; vién nén; vién nén EU-GMP |DE_BY_04_ ~ o |Co quan thdm quyén 1
Apotheker Piischl [Tittmoning, Germany bao; thudc bot; thudc cdm; vién nang mém (coating of soft GMP_2017_ § § Pirc
GmbH shell capsules). 1085 E E
* Thubc duoc liéu; Thudc vi lwong ddng can. a E
3 |Rotexmedica Bunsenstrale 4, 22946 * S3n pham: Dung dich tiém, truyén va hit Gernebcin EU-GMP |DE_SH 01_ Co quan thdm quyén 1
GmbH Trittau, Germany 80mg/2mL (Tobramycin 80mg/2ml) GMP_2018 | & Dlrc
Arzneimittelwerk Tén lwu hanh tai Viét Nam: Medphatobra 80, SDK: VN-19091- 0005 8
(Co sé sén xudt ) 15. § o
8 | g
N
medphano Maienbergstralle 10-12, EU-GMP |DE_BB_01_ ~ §
Arzneimittel 15562 Riidersdorf, GMP_2017_ § ©
GmbH Germany 1008 o
(Co sé& xudt %
xuéng ) -
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4 |SC ZENTIVA SA Bulevardul theodor * S3n pham: Omeprazole 20mg Gastro-Resistant Hard EU GMP |PP10153040 ~ o |Medicines and 1
pallady 50, Sector 3, Capsules. § § Healthcare Products
Bucharest, RO - 032266, |Tén tai Viét Nam: Mepraz 20mg Gastro-Resistant Hard ~ = |Regulatory Agency
Romania Capsules (Omeprazole 20mg) E § (MHRA), United
- e Kingdom
5 |Boehringer Boehringer Ingelheim * Thuéc vé trung EU-GMP |DE_BW_01_ Co quan thdm quyén 1
Ingelheim Pharma GmbH & Co. KG + Thu6c san xuat vo trung: Dung dich thé tich I&n; dung dich GMP_2017_ Plc
Pharma GmbH & |Birkendorfer Str. 65 thé tich nho; thudc déng kho; 1039 ~ o
Co. KG 88397 Biberach a.d.R. + Thudc tiét trung cudi: Dung dich thé tich nhé; § §
Germany * Thu6c khdng vo trung: Vién nén; vién nang cliing; thudc bét; § g
Cach ghi khac: thudc cém; pellet; ) >
Birkendorfer StraBe 65 * Thudc sinh hoc khac: DNA/Protein tai t6 hop; Khang thé don - -
88397 Biberach an der dong; cytokines.
Riss Germany
7 |Recipharm Mariefredsvagen 35, * Thudc khdng vo trung: EU-GMP [5.9.1-2017- ~ o |Medical Products 1
Strangnas AB Strangnds, 645 41, + Vién nang clng; 019451 § § Agency (MPA), Sweden
Sweden + Vién nén; vién bao phim; g §
+ Thudc c6m chira Penicillin. < )
o —
9 [UNITHER Zone Industrielle le * Thudc khdng vo trung: Thudc bot; thudc cm; vién dat chira | EU-GMP |HPF/FR/173 © o |National Agency for the 1
INDUSTRIES Malcourlet, GANNAT, hormone; Vién nén. /2016 § § Safety of Medicine and
03800, France * Thudc tir duoc lidu. o S [Health Products
§ § (ANSM), France
o o
11 |Bayer Pharma AG |Bayer Pharma AG * Thuéc vo trung: EU-GMP |DE_NW_04_ Co quan thdm quyén 1
Kaiser-Wilhelm-Allee 1, + Thudc san xuat vd truing: Dung dich thé tich I&n; thuéc GMP_2017_ Dlrc
51373 Leverkusen, ddéng khoé (bao gdbm ca chira hormon); dung dich thé tich nhé. 1047 5 )
Germany + Thudc tiét trung cudi: Dung dich thé tich I&n; dung dich 8 8
(* Cdch ghi cii: Kaiser- thé tich nho. S 5
Wilhelm-Allee, 51368 * ThuGc khong vo trung: Vién nang ctrng; vién nén, vién nén x Q
Leverkusen, Germany ) bao phim.
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12 [Bayer AG Bayer AG * Thudc vé trung (bao gbm ca thudc cé hoat tinh hormon): EU-GMP |DE_NW_04 _ Co quan tham quyén 1
Kaiser-Wilhelm-Allee, + Thudc san xuat vd truing: Dung dich thé tich I&n; thuéc GMP_2016_ Dlrc
51368 Leverkusen, doéng kho; dung dich thé tich nho. 0044 ~ .
Germany + Thu@c tiét trung cudi: Dung dich thé tich I&n; dung dich § §
thé tich nho. = )
* Thu6c khdng vo trung: Vién nang cirng; vién nén (bao gém § %
ca thudc udng hé tham thau) trir vién nén chira Prednison; e ~
vién nang chra bot hit; vién bao phim.
13 ([Laboratorio Pablo [Carhue 1096 (Zip code: * S3n pham: Betahema, solution for Injection (rHu PICS GMP (20132020 ] National Administration 2
Cassara S.R.L. C1408GBV), city of Erythropoietin beta 2000 1U/1ml); 000101 18 8 of Drugs, Foods and
Buenos Aires, Argentine 3 Medical Devices
Republic E (ANMAT), Argentina
(* Cdch ghi khdc: Carhue [ g3 oham: Epocassa (rHu Erythropoietin 2000 1U/1ml; 4000 20132020
1096 (C1408GBVY), IU/1ml; 10000 1U/1ml). 00021218 | ¥ | 3
P oon | £ 8
S | g
20132020 a a
000214 18
* S3n pham Neutrofil 30 & 48 (Filgrastim 30MU/1ml & 48 20132020 ©
MU/1,6ml) 000220 18 g
20132020 3
00021918 |
14 |Shenyang No 3 A1, 10th Road, * Thuéc vo trung: PIC/S GMP |036/2017/G State Service of Ukraine 2
Sunshine Economic & Technology + Thudc san xuat vd triing: Dung dich thé tich nhé. MP on Medicines and Drugs
Pharmaceutical |Development Zone, * Thudc sinh hoc: Thudc mién dich. ~ & |Control (SMDC)
Co., Ltd Shenyang, Liaoning * Cy thé& cac san pham duwoc san xuat tai nha may 2: Emavail 8 8
Province, China 2000 1U/ml, 3000 IU/ml, 4000 1U/ml, 10000 1U/ml 5 5
Erythropoietin alfa ngudi tai t6 hop; Emaplug 7500 1U/ml, 2 3
15000 1U/ml Trombopoietin ngudi tai té hop.
16 [Dr. Reddy's Survey No. 42,45 & 46,  |* Thuéc khéng vo trung: Vién nén; vién nang cing; thuéc cém. | EU GMP |DE_BY_04_ Medicines and 2
Laboratories Ltd. - [Bachupally Village, GMP_2018_ ® @ |Healthcare Products
FTO Unit 2 Bachupally Mandal 0013 8 8 Regulatory Agency
Medchal Malkajgiri § § (MHRA), United
District, Telangana State, % & [Kingdom
India
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17 |Croma - Pharma [Industriezeile 6 und * Thudc vo trung EU-GMP [INS-480485- ~ o |Austrian Federal Office 1
GmbH Cromazeile 2, 2100 + Thudc tiét trung cudi: Thudc ban ran: Lo chita hyaluronic 0038-001 § § for Safety in Health Care
Leobendorf, Austria acid dam déc (gel) va syringes déng san chira hyaluronic acid (1/2) g E
hoac HPMC dam dac (gel) N N
(gl (gl
19 [Laboratoire Lieu-dit Chantecaille, * Thuéc vé trung: EU-GMP |2018/HPF/F 0 o |National Agency for the 1
Aguettant CHAMPAGNE, 07340, + Thudc tiét trung cudi: Dung dich thé tich I&n; Dung dich R/048 § § Safety of Medicine and
France thé tich nho. ~ S [Health Products
g § (ANSM), France
(o] —
20 |Cipla Ltd. Plot No. L-139, S-103 & M-|* Dia chi: Plot No L-139 (L-139 dén L-146): PIC/S GMP (282a/17 National Pharmaceutical 2
62, Verna Industrial + Unit 1: Thudc xit miii, Regulatory Agency
Estate, Verna, salcette + Unit 2: Thudc hit phéan liéu, (NPRA), Ministry of
403722 Goa Pin, India + Unit 3: Vién nén; dang bao ché ban ran, Health, Malaysia
+ Unit 4: Vién nén, vién nang clng.
* Pia chi: Plot S-103 (S-103 dén S-105, S-107 dén S-112, L-147, ~ o
L-147/1 dén L-174/3, L-174-A, L-138) 3 S
+ Unit VII: Vién nén; vién nang clng, = =
+ Unit VIl PD II: Vién nén, S| S
+ Unit VIII: Thuéc chira hormon: vién nén, dang bao ché ban ~ o
ran.
+ Unit X: Thu8c chira chat déc té€ bao: vién nén; vién nang
cirng.
* Pia chi: M-62 (M61, M-62, M-63):
+ Unit IX: Siro kho.
22 |Prasfarma SL C/ Sant Joan, 11-15 08560 |Thuéc chita thudc doc té bao, hormon hodc chat cé hoat tinh EU-GMP |NCF/1739/0 Ministry of Health of 1
Manlleu (Barcelona), hormon: 01/CAT ~ o |Goverment of Catalonia,
Spain * Thudc vo tring: § § Spain
+ Thudc san xuat vd trung: Thudc déng khd; dung dich thé E g
tich nhé. = vy
+ Thudc tiét trung cudi: Dung dich thé tich nha. - -
* Thudc khdng vé trung: vién nang clirng; vién nén.
26 |Zaklady ul. Pelplinska 19, 83-200 |* Thudc vé trung: EU GMP |IWZ).405.24. Main Pharmaceutical 1
Farmaceutyczne |[Starogard Gdanski, Poland | + Thudc san xuat vo trung (bao gbm ca thudc chira duoc 2018.MG.1. o o |Inspectorate (MPI),
Polpharma S.A chat nhay cdm cao): dung dich thé tich 1&n; dung dich thé tich WTC/0105_ § § Poland
(Pharmaceutical nho. 02_04/39 g E
Works Polpharma + Thudc tiét tring cudi (bao gdm ca thudc chira dugc chat > oy
S.A) ddc manh va chat cé nguy co qudi thai): dung dich thé tich e e
nho.
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27 |Sofar S.P.A Via Firenze, 40 - 20060 * Thudc khdng vé trung: Thudc dung ngoai dang 1dng; thudc EU-GMP [IT/64- AIFA ltalian Medicines 1
Trezzano Rosa (M), Italy |ubng dang |6ng (chira corticosteroid); thudc bét; thudc cdm; 1/H/2018 o o |Asency
vién ngdm; thudc dang khi dung; dang bao ché& ban rén; vién b= S
nén. % %
* San phadm: Dung dich bom hau mén Clisma-lax (Natri S -
monobasic phosphat khan 13.91g, Natri dibasic phosphat o -
khan 3.18g).
28 |Orion Tengstrominkatu 8, * Thuéc khdng vo trung: Vién nang cirng; Thudc dung ngoai EU-GMP |7038/06.08. ~ o |Finnish Medicines 1
Corporation Turku, FI-20360, Finland |dang 1dng chita hormon; ThuSc bét, thuéc cdm, thudc bot 00.04/2017 § § Agency, Inspectorate
(hodc Orion Oyj dung ngoai da; Gel chira hormon, m&; Vién nén chira hormon, E g
hodc Orion ddc té bao. JF S
pharma) © ~
29 |Laboratorios Gall, 30-36, 08950, * Thuéc vé trung: EU-GMP [NCF/1732/0 ~ o |Ministry of Health of 1
Salvat, SA Esplugues De Llobregat, + Thudc sdn xuat vé trung: Dung dich thé tich nhé. 02/CAT § § Government of
Spain * Thudc khdng vé trung: Vién nang clng; vién nén; thudc S = |Catalonia, Spain
dung ’ngoéi dang 18ng; thu6c udng dang long; dang bao ché E %
ban ran; thuéc dan.
30 |[PORTON MANOR FARM ROAD, * Thuéc vé trung: EU-GMP (UK MIA Medicines and 1
BIOPHARMA PORTON DOWN, + Thu6c san xuat vo trung: Thudc dong kho; dung dich thé 44403 Insp ~ o |Healthcare Products
LIMITED SALISBURY, SP4 0JG, tich nho. GMP/IMP § § Regulatory Agency
United Kingdom * Thudc sinh hoc: San pham mién dich; san pham cong nghé 44403/1316 | & S |(MHRA), United
sinh hoc; Doc t8 va giai ddc t6 Botulinum; Enzym tir vi khuan 7-0019 § % Kingdom
(Erwinia L-asparaginase); Gidi doc t& tir vi khuan. e ~
31 |BSP Via Appia Km 65, 561 (loc. [* Thuéc vé trung chira chat doc té bao/chat kim té€ bao: EU-GMP |IT/69- Italian Medicines 1
Pharmaceuticals |Latina Scalo) - 04013 + Thudc san xuat vo trung: Thudc dong kho; dung dich thé 31/H/2017 Agency (AIFA)
S.P.A LATINA (LT), Italy tich nho. - o
+ Thuéc tiét trung cudi: Dung dich thé tich nhé. § §
* ThuBc khdng vo trung chira chat déc té bao/chat kim té bao: g §
Vién nang cltng; vién nén. = -
* Thudc sinh hoc: DNA/Protein tai t& hop, khang thé don e -
dong; Dung dich thé tich nho va bot ddng khd san xuat vo
trung, dung dich thé tich nho tiét trung cudi.
32 |[Sun Survey No. 22 & 24, * Thudc vo trung: PIC/S GMP (447¢c/17 ~ o |National Pharmaceutical 2
Pharmaceutical |Village: Ujeti, Post: Baska, | + Thudc san xuat vd triing: Dung dich thé tich nhd; thudc § § Regulatory Agency
Medicare Limited [Tal. Halol - 389 350, Dist: |nhd mat. S = |(NPRA), Ministry of
Panchmahal, Gujarat, S g Health, Malaysia
India o -
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33 [Pierre Fabre Site Progipharm, rue du  [* Thuéc khdng vo trung: Vién nang clng; thudc dung ngoai EU-GMP |HPF/FR/300 ~ o |French National Agency 1
v v 2 ~ s < oA pm N o o
Medicament Lycée, GIEN, 45500, dang 16ng; thudc udng dang long; thuéc dang bén ran; vién /2017 S S  [for Medicine and Health
Production - Gien [France nén; thuéc c6m; khi dung; vién nén bao phim. E § Products Safety (ANSM)
S| 3
o —
34 |CSLBehring LLC [Route 50 North, 1201 N. [* San phdm: Albumin (Human) USP, Albuminar®; 25% 50 mL | U.S. cGMP |U76V-RNSF United States Food and 1
Kinzie, Bradley, IL 60915, |(Albumin 12.5g/50mL) WHO Drug Administration
USA i  |(U.S.FDA)
(* Cach ghi khac: P.O. ] &
Box 511 Kankakee, IL g g
60901, USA hoic 8 S
Kankakee, IL 60901, USA)

35 |Rotexmedica Bunsenstrafe (hodc * Thudc vé trung: EU GMP |DE_SH_01_ Co quan thdm quyén 1
GmbH Bunsenstrasse) 4, 22946 + Thudc san xuat vo truing: Dung dich thé tich I&n; dung dich GMP_2018_ Dirc (State Social
Arzneimittelwerk |Trittau, Germany thé tich nho (chira hdc mén va céc chat cé hoat tinh héc mén); 0005 x Q |Services Agency

+ Thuéc tiét trung cudi: Dung dich thé tich nhé; dung dich 8 8 Schleswig-Holstein)
thé tich lon; ) S
v 2 ~ 7 A ~ Ny e v ~ B \
* Thuoc sinh hoc: San pham c6 ngudn goc tir nguoi hodc dong 3 3
vat.

36 |Sandoz GmbH - [Biochemiestrasse (hodc |* Thudc vo trung (chira khang sinh nhédm Penicillin va EU-GMP |INS-481921- Austrian Medicines and 1
Organisationseinh [Biochemiestral3e) 10, Cephalosporin): 0123-001 Medical Devices Agency
eit/Business Unit |6250 Kundl (hodc A-6250 + Thu6c san xuat vo trung: Dung dich thé tich nhé; thuéc (1/10) (AGES)

Anti-Infectives Kundl ho3c AT-6250 cay ghép va dang ran.
FDF (Al-FDF Kundl hodc Kundl, 6250), |* Thudc khéng vé trung (chira khang sinh nhém Penicillin va
Kundl) Austria Cephalosporin): Vién nang cirng; thudc udng dang 16ng; vién ® <
“ (e, . i . A v x o o
(hoac Sandoz nén; vién nén bao phim; vién nhai; thuoc bot, thuéc com. N Q
v o o
GmbH hoac o =
S~ S~
Sandoz GmbH- 3 Q
TechOps hoac
Sandoz GmbH-
Organisationseinh
eit/Business Unit
TechOps)
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38 |Baxter AG Industristrasse 67, A- * Thudc vo trung: EU GMP |INS-480001- Federal Office for Safety 1
1221 Wien (hodc 1221 + Thudc san xuat vd truing: Dung dich thé tich I&n; thuéc 0188-001 in Health Care, Austria
Vienna hoac A-1221 doéng kho; dung dich thé tich nho; (5/5)
Vienna), Austria. + Thudc tiét trung cudi: Dung dich thé tich I1&n; dung dich
(céc diém SX: Lange Allee |[thé tich nho, o 3
8, Lange Allee 24, Lange  |* Thudc sinh hoc: Ché pham tir mau; thudc mién dich; thuée 8 8
Allee 91, Industriestrasse |cong nghé sinh hoc; ch& pham diéu tri gen, thudc chiét xuat § 5
20, Industriestrasse 72, |tlr ngwdi hoac dong vat. N =
Industriestrasse 131,
Benatzkygasse 2-6,
Pasettistrasse 76)
39 |Bioindustria Via De Ambrosiis 2/6 - * Thuéc vé trung: EU-GMP [IT/190- AIFA Italian Medicines 1
Laboratorio 15067 Novi Ligure (AL), + Thudc san xuat vd trung: Thudc bdt déng khd (chira hoat 1/H/2017 Agency
Italiano Italy chat 13 dan chat hodc chiét xuat tir mo, té& bao dong vat); dung ~ -
Medicinali 5.P.A dich thé tich nho; 3 3
+ Thudc tiét trung cudi: Dung dich thé tich I&n; dung dich = >
thé tich nho; 3 g
* Thudc khdng vé trung: Vién nang clng; thudc uéng dang - ~
l6ng; vién nén
* ThuBc sinh hoc: Thudc cé ngudn gdc tir ddng vat.
40 [Laboratorios Rua da Estacao no. 42, * Thuéc vo trung EU GMP |F015/S1/MH Portugese National 1
Atral, S.A. Vala do Carregado, + Thudc san xuat vo trung: Thubc dang ran va cay ghép; /001/2017 Authority of Medicines
Castanheira do Ribatejo, |thu8c bét chira cephalosporin va cac betalactam; ~ 9@ |and Health Products, IP
2600-726, Portugal + Thudc tiét trung cudi: Thudc dang ran va cay ghép; 8 8
* Thudc khdng vo trung: Vién nang cirng; thudc udng dang g g
1dng; thudc dung ngoai dang 16ng; thudc bdt chira khang sinh = a
nhém cephalosporin va betalactam; thuSc dang ban ran,
thuéc dan, vién nén, vién dat.
41 |Replek Farm Ltd. |Kozle 188, Skopje, 1000, |* Thuéc khéng v6 trung: vién nang cing; vién nén, thudc ban EU-GMP |409-8/2016- 0 o |Agency for Medicinal 2
Skopje Macedonia, The Former  |ran, thubc udng dang dng, thudc dung ngoai dang dng. 12 § § Products and Medical
Yugoslav Republic of = S |Devices of the Republic
Macedonia § % of Slovenia (JAZMP)
— o
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43 [BIOSE INDUSTRIE (24 avenue Georges * Thudc khdng vé trung: Vién nang cirng; thubc bét, thudc EU GMP |2018/HPF/F French National Agency 1
Pompidou, AURILLAC, com. R/058 x & |for Medicine and Health
15004, France * Thuéc sinh hoc: Lactobacillus. 8 8 Products Safety (ANSM)
* San pham: vién nang Gynophilus (méi trvdng nubi cdy dong 5 g
kho Lactobacillus casei thit rhamnosus doderleini 341mg) s N
44 |Purdue 4701 Purdue Drive, * Cac thudc vién nén giai phdng kéo dai: US-GMP |MDVS-8X7K . o [|United States Food and 1
Pharmaceuticals [Wilson, NC 27893, USA + Oxycontin 15mg ( Oxycodone hydrochloride 15mg); § § Drug Administration
L.P + Oxycontin 30mg (Oxycodone hydrochloride 30mg); ZU7T-P8WS8 N N~ |(U.S.FDA)
(Co sé& san xudt ) + Oxycontin 40mg (Oxycodone hydrochloride 40mg); 6X27-8FN8 3 g
+ Oxycontin 60mg (Oxycodone hydrochloride 60mg); Y8F7-XN64 ~ ~
Sharp 7451 Keebler Way, + Oxycontin 80mg (Oxycodone hydrochloride 80mg); POBY-V4TQ ® S
Corporation Allentown, PA 18106, USA S Q
(Co' sé ddng g6i) g S
P <
45 [Interthai 1899 Phaholyothin Road, |* Thudc khéng vé trung: vién nén, vién nang ctrng, thuéc ban | PIC/S GMP |1-2-07-17- ~ o |Foodand Drug 2
Pharmaceutical |Ladyao, Chatuchak, ran, dung dich thudc dung ngoai, dung dich thudc udng, thudc 18-00019 § § Administration (Thai
Manufacturing Ltd(Bangkok 10900, Thailand |hit; N ~  |FDA), Thailand
* Thu6c san xudt vé trung: dung dich thé tich nho: g §
*Thudc tiét trung cudi: thudc ban ran. o -
46 [Novo Nordisk A/S |Novo Alle, Bagsveerd, * Thubc vé trung sdn xuat vé trung: Dung dich thé tich nhé; EU-GMP |DKH © o |Danish Health and 1
2880, Denmark * Thudc sinh hoc: Thudc céng nghé sinh hoc 00096518 § § Medicines Authority
(* Cdch ghi khdc: = >
Novo Alle, Bagsveerd, DK- g %
2880, Denmark ) « ~
47 [Haupt Pharma Haupt Pharma * Thuéc vo trung: EU-GMP |DE_BY 04 _ Co quan thdm quyén 1
Wolfratshausen |Wolfratshausen GmbH + Thudc san xuat vd truing: Dung dich thé tich I&n; Dung GMP_2017_ Plrc
GmbH Pfaffenrieder StraBe 5, dich thé tich nhd ; Hon dich va thudc xit mi. 1061 ~ <
82515 Wolfratshausen, + Thudc tiét trung cudi: Dung dich thé tich |&n; Dung dich 8 8
Germany thé tich nho; Hon dich. 8 §
* Thudc khdng vé trung: Vién nang cirng ; ThuSc dung ngoai N 9
dang 16ng; Thuéc udng dang 1dng; Thudc bot va thudc com;
dang bao ché ban ran; Vién nén.
49 |B.Braun Avitum |Kattenvenner Str.32 * Thudc vo trung: EU GMP |DE_BE_04_ ~ o |Co quan thim quyén 1
AG 49219 Glandrof, Germany [+ Thudc tiét trung cudi: Dung dich thé tich 1&n; Dung dich thé GMP_2017_ § § Dblrc
tich nho. 1005 Y g
* Thudc khong vo trung: Thudc udng dang ldng. 5 5
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50 |Grifols Biologicals |5555 Valley Boulevard, * S3n pham: Thudc tiém Albutein®Injectable Solution EU-GMP |[KBRV-APAR United States Food and 1
Inc Los Angeles, California, (Albumin 20% : 19-21 g/100ml, purity not less than 96% WHO Drug Administration
(Co'sé san xudt) |CA 90032, USA albumin); (Albumin 25%: 23,75-26,25g/100ml, purity not less i Q [(US.FDA
than 96% albumin); 8 8
Grifols Biological (13111 Temple Avenue, 5 g
Inc City of Industry, CA 8 S
(Cosé ddng géi  |91746, USA
va ddn nhdn )
51 |Arena Group S.A. |Bd. Dunarii nr.54, Oras * Thuéc khdng vd trung: vién nang cing (bao gém ca thuéc EU-GMP |010/2018/R o - Romania National 1
Voluntari, Jud. llfov, cod |chra khang sinh non-betalactam, corticosteroid); vién nén 0] pay & |Agency for Medicines
077190, Romania bao phim; vién nén bao dudng; vién nén (bao gdm c3 thuéc % g and Medical Devices
chtra corticosteroid). g g
- —
52 |Sanofi Vietnam Lot I-8-2, D8 Road, Saigon [* Thudc khdng vé trung: PIC/S GMP [MI-2016-CE- Therapeutic Goods 2
Shareholding Hitech Park, District 9, Ho + Thudc kem; thudc gel, thudc md; 09142-1 ~ o |Administration (TGA),
Company Chi Minh City, Vietnam + Vién nang clng; § § Australia
+ Thudc udng dang 1dng; thudc dung ngoai dang I6ng; si rd; S P
+ Vién nén; vién nén bao phim; § %
+ Thudc boét; thudc com. - -
54 |Allergan Sales, LLC[8301 Mars Drive, Waco, |* Thudc vo trung: EU GMP |18363/M11 Health Products 1
Texas, 76712, United + Thudc san xuat vo trung: Dang bao ché bén rén, dung dich 938 ® & |Regulatory Authority of
States thé tich nho (thudc nhd mat). 8 8 Ireland
(* Céch viét khac: * Thubc khéng vo trung: Dang bao ché ban ran. § g
Waco, Texas (TX) 76712 - Q a
USA)
55 |Y.S.P. Industries [Lot 3,5 & 7, Jalan P/7, * Thuéc vé trung: PIC/S-GMP|553/18 National Pharmaceutical 2
(M) Sdn.Bhd Section 13, Kawasan + Thuéc san xuat vo trung: Dung dich thé tich nhd; Thuéc Control Bureau -
Perindustrian Bandar nhd mat; x < |Malaysia
Baru Bangi, 43000 Kajang, [ + Thudc san xuat cé tiét trung cudi: Dung dich thé tich nhé; 8 8
Selangor, Malaysia * ThuBc khdng vo trung: Vién nang cirng; thudc udng dang § §
1dng; thudc ban ran; thudc dan; vién nén; vién nén nhai; vién N q
nén bao phim; vién dat am dao.
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56 |Senju 4228-1, Aza Kadota, * San phadm Bronuck ophthalmic solution 0,1% Japan GMP (6093 0 o |Ministry of Health, 1
Pharmaceutical Ishishi, Karatsu-shi, Saga- § § Labour and Welfare
Co., Ltd. Karatsu |ken, Japan g § (MHLW), Japan
Plant ) )
(gl (gl
57 |Synthon Hispania, |Pol. Ind. Les Salines. ¢/ * Thu6c khdng vo trung: Vién nén, vién nang clrng, pellets, EU GMP |NCF/1738/0 ~ o |Agency for Medicines 1
SL Castelld, 1, 08830 SANT  |vién bao (bao gbm ca thudc gdy nghién va hudng than), géi 01/CAT § § and Health Products
BOI DE LLOBREGAT thudc bét (sachets). iy S |(AEMPS), Spain
(Barcelona), Spain % §
- -
58 |PT. Ferron Par Kawasan Industri * Thu6c ubng dang ldng khdng chiva khang sinh PIC/S GMP [5056/CPOB/ ~ ~ [|National Agency for 2
Pharmaceuticals |Jababeka |, JI. Jababeka VI |* Thu6c uéng dang 16ng chira khang sinh khéng betalactam. A/XI/17 § § Drug and Food Control
Blok J3, Cikarang, = ~  |(NADFC), Indonesia
Kabupaten Bekasi, S 3
Indonesia o i
59 |PT. Ferron Par Kawasan Industri * Thu6c vién nén, vién bao khdng chira khang sinh PIC/S GMP |4782/CPOB/ © o National Agency for 2
Pharmaceuticals |Jababeka I, JI. Jababeka VI [* Thu6c vién nén, vién bao chira khang sinh khéng betalactam A/IX/16 § § Drug and Food Control
Blok J3, Cikarang, By o |(NADFC), Indonesia
Kabupaten Bekasi, % %
Indonesia o o
60 |PT. Ferron Par Kawasan Industri * Thudc tiét trung cudi: Thudc tiém thé tich nhé dwéi 100ml | PIC/S GMP |4935/CPOB/ National Agency for 2
Pharmaceuticals |Jababeka |, JI. Jababeka VI [((bao gdm ca thudc chira khang sinh khéng betalactam). A/ll/17 = N |Drug and Food Control
Blok J3, Cikarang, * Thudc san xuat vo trung: Thudc tiém thé tich nho duéi 8 8 (NADFC), Indonesia
Kabupaten Bekasi, 100ml ((bao gbm ca thubc chira khang sinh khéng betalactam). g 5
Indonesia Py P
61 |PT. Ferron Par Kawasan Industri * Thudc tiét trung cudi: Thudc tiém thé tich nhé dwéi 100ml PIC/S GMP [5137/CPOB/ National Agency for 2
Pharmaceuticals |Jababeka |, JI. Jababeka VI [(bao gdm ca thu8c chira khang sinh khdng betalactam). A/1I/18 Drug and Food Control
Blok J3, Cikarang, * ThuBc san xuat vo trung: ] Q% |[(NADFC), Indonesia
Kabupaten Bekasi, - Thuéc tiém thé tich nhd dudi 100ml ((bao gdm ca thudc 8 8
Indonesia chira khang sinh khéng betalactam). § g
- Hon dich tiém thé tich nhd d&n 100ml ((bao gdm ca thudc 3 Q
chira khang sinh khéng betalactam).
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62 |PT. Ferron Par Kawasan Industri * Thudc tiét trung cudi: Thudc tiém thé tich nhé dudi 100ml PIC/S GMP |4613/CPOB/ National Agency for 2
Pharmaceuticals [Jababeka I, JI. Jababeka VI [(bao gdbm ca thuéc chira khang sinh khéng betalactam). A/XI1/15 bt & |Drug and Food Control
Blok J3, Cikarang, * Thudc san xuat vé trung: Thudc tiém thé tich nho duwéi 8 8 (NADFC), Indonesia
Kabupaten Bekasi, 100ml ((bao gbm ca thubc chira khang sinh khéng betalactam). E g
Indonesia 8 P
63 |PT. Ferron Par Kawasan Industri * Thuéc tiét trung cudi: Thudc tiém thé tich |[&n hon 100ml PIC/S GMP (4614/CPOB/ " o |National Agency for 2
Pharmaceuticals |Jababeka |, JI. Jababeka VI [((bao gdbm ca thudc chira khang sinh khéng betalactam). A/XI1/15 § § Drug and Food Control
Blok J3, Cikarang, * Thu8c san xuat vé trung: Thudc tiém thé tich I&n hon 100ml ~ <~ |(NADFC), Indonesia
Kabupaten Bekasi, (khong chira khang sinh). % §
Indonesia i -
67 |Janssen Cilag State road 933 km 0.1, * San pham: Vién nén giai phong kéo dai Concerta 36mg CPP R7WB-V9G3 United States Food and 1
Manufacturing Mamey ward, Gurabo, (methylphenidate HCI). U.S. cGMP Drug Administration
LLC Puerto Rico (Puerto Rico (U.S. FDA)
(Co sé san xudt) [00778), USA
(* Cdch ghi khac:
State road 933 km 0.1,
Mamey ward, Gurabo,
Puerto Rico, USA) ~ o
- -
. g | 8
AndersonBrecon |4545 Assembly Drive, g =
Inc., Rockford, IL, 61109, USA 5 3
(Co sé ddng g6i)
Janssen Ortho State road 933 km 0.1,
LLC Mamey ward, Gurabo,
(Co' sé kiém tra Puerto Rico (Puerto Rico
chét lwgng dé 00778), USA
xuét xwédng 16
thuéc)
70 |Glaxo Operations |Priory Street, Ware, * ThuBc khdng vo truing: Vién nang clirng, vién nén; vién nén EU-GMP |UKMIA 4 Medicines and 1
UK Ltd Trading as |Hertfordshire, SG12 0DJ, |bao phim; B6t dé hit (steroids) dang don va da liéu; bot (c6m) Insp x 9 |Healthcare Products
Glaxo Wellcome |United Kingdom pha hén dich uéng GMP/IMP 8 8 Regulatory Agency
Operations * Thudc sinh hoc chira Steroids 4/15159- § § (MHRA), United
0026 3 3 |Kingdom
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72

Merck KGaA

Frankfurter Strabe 250, A
18,A31,A32,D2,D3,D
11,D 12, D 15, D39, N 79,
N 80, N 90, PH 5, PH 16,
PH 23, PH 28, PH 31, PH
33,PH 50, PH 51, PH 52,
PH 80, 64293 Darmstadt,
Germany

(* Cdch viét khdc:
Frankfurter Strasse 250
64293 Darmstadt,
Germany )

* Thudc vo trung:

+ Thuéc sdn xuat vé trung: thubc bét ddng kho; dung dich
thé tich nho (bao gdbm ca san pham chira hormon ho3c chat cé
hoat tinh hormon); thudc nhé mét.

+ Thu@c tiét trung cudi: Dung dich thé tich nhé.

* Thuéc khdng vo trung: Vién nang cirng; thudc udng dang
Idng; vién nén; vién nén bao phim (bao gdm cd hormon va
chit c6 hoat tinh hormon);

* Thudc sinh hoc: Thudc mién dich (dung dich thé tich nho);
thuéc cdng nghé sinh hoc (dung dich thé tich nha).

EU GMP

DE_HE_01_
GMP_2018_
0004

10/01/2018

18/08/2019

Co quan tham quyén
Pl

73

Merck S.A. de
C.V. (Co'sé dong
gai va xudt
xuwang )

Merck S.A. de C.V., Calle
5 No. 7, Naucalpan de
Judrez, Edo. De México,
C.P. 53370, Mexico.

(* Cdch ghi khac: Calle 5
No. 7, Fraccionamiento
Industrial Alce Blanco,
C.P. 53370 Naucalpan de
Judrez, Edo. De México,
Mexico )

Merck KGaA
(Co sé san xudt
bdn thanh phém)

Frankfurter Strabe 250, A
18,A31,A32,D2,D3,D
11,D12,D 15, D39, N 79,
N 80, N 90, PH 5, PH 16,
PH 23, PH 28, PH 31, PH
33, PH 50, PH 51, PH 52,
PH 80, 64293 Darmstadt,
Germany

(* Cdch viét khdc:
Frankfurter Strasse 250
64293 Darmstadt,
Germany)

* San pham: Vién nén Euthyrox (50 microgram, 100

Tén tai Viét Nam: Levothyrox 50 microgram, Levothyrox 100

EU-GMP

DE_HE_01_
GMP_2016_
0043

08/06/2016

DE_HE_01_
GMP_2018_
0004

10/01/2018

07/03/2019

Co quan thdm quyén
burc

Co quan thdm quyén
Burc
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74 |Merck KGaA Frankfurter Strabe 250, A |* San pham: EU-GMP |DE_HE_01_ Co quan tham quyén 1
(Co'sésan xudt) |(18,A31,A32,D2,D3,D + Vién nén bao phim Concor Cor (Bisoprolol fumarate GMP_2018_ Pl
11,D12,D 15,D39,N 79, |(2.5mg); 0004
N 80, N 90, PH 5, PH 16, + Vién nén bao phim Concor (Bisoprolol fumarate 5mg);
PH 23, PH 28, PH 31, PH + Vién nén bao phim Lodoz 2,5mg/6,25mg (Bisoprolol 0
33,PH 50, PH 51, PH52, |fumarat 2.5mg, hydrochlorothiazid 6.25mg); §
PH 80, 64293 Darmstadt, + Vién nén bao phim Lodoz 5mg/6,25mg (Bisoprolol Py
Germany fumarat 5mg, hydrochlorothiazid 6.25mg); g o
(* Cdch viét khdc: + Vién nén bao phim Lodoz 10mg/6,25mg (Bisoprolol - §
Frankfurter Strasse 250 fumarat 10mg, hydrochlorothiazid 6.25mg). §
64293 Darmstadt, <
Germany ) —
Merck KGaA & Hosslgasse 20, 9800 INS-480021- Austrian Federal Office
Co. Werk Spittal [Spittal an der Drau, 0053-001 = for Safety in Health Care
(Co'sé ddng géi) |Austria (3/25) ] (AGES)
(* Cdch ghi khdc: S
Hoesslgasse 20, 9800 ~
Spittal/Drau, Austria)
75 |Pfizer (Perth) Pty (15 Brodie Hall Drive * Thuéc vo trung: Dang bao ché ban ran (thudc kem, gel, m&); |PIC/S-GMP |MI-2016-LI- Therapeutic Goods 1
Ltd Technology Park, Bentley [dung dich thuéc; thuSc tiém (bao gdbm ca cac chat doc té 11771-1 ~ & |Administration (TGA),
WA 6102, Australia bao/chat kim té& bao); dung dich rlra vét thuong. 8 8 Australia
* Thubc khéng vo trung: Dang bao ché ban ran (thudc kem, g 5
gel, m&). X N
76 |Pfizer Pfizer Manufacturing * Thu6c khdng vd triing: vién nang cing (bao gdm ca thuéc EU-GMP |DE_BW_01_ Co quan tham quyén 1
Manufacturing Deutschland GmbH - chira chat c6 hoat tinh cao); thudc uéng dang 1dng; thuéc c6m GMP_2017_| o |Puc
Deutschland Betriebsstitte Freiburg, |va pellet (bao gdm ca thudc chira dwoc chat cé hoat tinh cao); 1070 § §
GmbH Mooswaldallee 1 vién nén va vién bao (bao gbm ca thudc chira chat cé hoat S v
79090 Freiburg tinh cao). § §
Germany e ~
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77 |GlaxoSmithKline |Strada Provinciale * ThuBc v trung: EU-GMP [IT/6- Italian Medicines 1
Manufacturing Asolana N. 90 (loc. San + Thuéc sdn xuat vé trung: Thudc déng khd (chiva chat déc 1/H/2018 Agency (AIFA)
S.P.A. Polo) - 43056 Torrile (PR), |t& bao/chat kim t& bao; Prostaglandins/Cytokines; vac xin vi
Italia khuan bat hoat; DNA protein tai t6 hop; khang thé don dong);
dung dich thé tich nho (chira chat d6c té bao/chat kim té
bao); thudc tiém dang Liposomal (chira chat d6c té bao/chat
kim t& bao). o o
+ Thu@c tiét trung cudi: Dung dich thé tich nhé. § §
* Thuéc khdng vo trung: Vién nang clrng (chira chat doc té pary Y
bao/chat kim té bao); dung dich thuéc uéng; vién nén (chira % §
chat doc t& bao/chat kim t& bao). ° ~
* Thudc sinh hoc: Vac xin vi khuan bat hoat; san pham
Protein/DNA tdi t6 hop; khang thé don dong.
* San pham cu thé: Bot pha dung dich truyén tinh mach
Hycamtin 4mg (Topotecan (duéi dang Topotecan HCl) 4mg)
78 |Baxter Oncology [Baxter Oncology GmbH  |* Thudc v6 trung (chra hormon, chat doc té bao, chat ('c ché | EU-GMP [DE_NW_02_ Co quan thdm quyén 1
GmbH KantstraPe 2 mién dich): GMP_2017_ birc
33790 Halle/ Westfalen + Thudc san xuat vd tring: thudc déng kho; dung dich thé 1001 ~ o
Germany tich nho. § §
(*Cach ghi khac: + Thudc tiét trung cudi: dung dich thé tich nhé. Py oy
Kantstrasse 2 * Thudc sinh hoc: san phdm céng nghé sinh hoc; sdn phadm cé % %
D-33790 Halle, Germany ) [ngudn gdc tir ngudi hodc déng vat (chira protein/DNA tai t& o -
hop, hormon dugc tach tir nwdc tiéu ngudi).
79 |Baxter 2 Woodlands Ind Park D |Thuéc vé trung dang 1&dng (khéng bao gdm thudc tiém). PIC/S-GMP [M00190 0 o Health Sciences 2
Healthcare SA, Street 2 Singapore 737778 Q S  |Authority, Singapore
Singapore Branch g g
2| 3
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80 |Lomapharm Lomapharm Rudolf * Thudc vo trung: EU-GMP |DE_NI_02_G Co quan tham quyén 1
Rudolf Lohmann [Lohnmann GmbH KG + Thudc san xuat vd trung: Dung dich thé tich nho (chira MP_2017_1 Pl
GmbH KG Langes Feld 5, 31860 ciclosporin). 019
Emmerthal, Germany * Thuéc khdng vo trung: ThuSc dung ngoai dang 1dng; thuéc ~ ™
udng dang 16ng; dang bao ché ran khac (vién nén bao phim, § §
vién bao, thuéc bét, thuéc cdm); vién nén. = pary
* Thuéc sinh hoc: Thuéc cé ngudn géc tir ddng vat (khdng bao S %
gdm ¢ ngudn gdc tlr ngudi hodc tir ndo, mé ddng vat); - ©
enzym; corticosteroid.
* Thudc tir duoc lidu;
* Thu6c vi lvgng déng can.
81 |Vuab Pharmaa.s |[Vltavska 53,252 63 * Thuéc vo trung: EU GMP |sukls251187 ~ o |State Institute for Drug 1
Roztoky, Czech + Thudc san xuat vd tring: Thudc déng khd (chira hormon). /2016 § § Control (SUKL), Czech
+ San pham Thudc bét pha dung dich tiém Suxamethonium > S |Republic
Chlorid VUAB 100mg 2 3
o —
82 |Hetero Drugs Unit-lll, TSIIC-Formulation |* San pham: PIC/S GMP [DI-2017- National Administration 2
Limited SEZ, Sy. No. 458 (Part), + Dung dich ddm d3c pha tiém truyén RILAST 100/ Maball 10927-APN- of Drugs, Foods and
Polepally Village, 100/Rituximab. ANMAT#MS 5 9 |Medical Devices
Jadcherla Mandal, + Dung dich ddm d3c pha tiém truyén RILAST 500/ Maball 8 8 (ANMAT), Argentina
Mahaboobnagar District - |500/Rituximab. g g
509301, Telangana, India Q 8
84 |Novartis Route de I'Etraz 2, 1260  [* Dang bao ché ldng: Otrivin Schnupfen 0,1% dosierspray va PIC/S-GMP [17-1822 ~ o |Swiss Agency for 1
Consumer Health [Nyon, Switzerland Otrivin children 0,05% dosierspray , Otrivin Schnupfen 0,1% § § Therapeutic Products
SA |6sung va 0,05% losung. > F  |(Swissmedic)
* Dang bao ché& ban ran: Voltaren Emulgel 1%, Voltaren % S
Emulgen 12hours; Lamisil 1% cream i ©
85 |Laboratoires 20 Rue Louis-Charles * Thudc khdng vé trung: Vién nang mém; thudc bét; vién nén; | EU-GMP |HPF/FR/047 ~ o |French National Agency 1
Galeniques Vernin|Vernin, Dammarie-Les- vién nén bao phim; thuéc dan. /2017 § § for Medicines and
Lys, 77190, France N S |Health Products Safety
% % Agency (ANSM)
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86 |PHILINTER NO. 20, HUU NGHI * Thudc khdng vé trung: Vién nang mém. EU-GMP [UK GMP © ™ Medicines and 2
PHARMA BOULEVARD, VSIP, 46387 Insp § § Healthcare Products
COMPANY THUAN AN, BINH DUONG, GMP S S |Regulatory Agency
LIMITED VN-590000, Vietnam 46387/1467 g S (MHRA), United
3770-0001 o " |Kingdom
Dot 57 (theo Coéng van sd 11568/QLD-CL ngay 21/06/2018 cia Cuc Quan ly Duoc
1 |Merck Sante s.a.s |2 rue du Pressoir Vert, * ThuBc vo trung: EU-GMP |HPF/FR/126 ~ o National Agency for the 1
45400 Semoy, France + Thudc san xuat vd trung: thudc déng khé. /2017 § § Safety of Medicine and
* ThuSc khdng vo truing: vién nén (bao gém ca vién nén bao A N |Health Products
phim). E % (ANSM), France
— o
2 |Merck Sante s.a.s |2 rue du Pressoir Vert, San pham: Thuéc vién nén phong thich kéo dai Glucophage XR | EU-GMP |HPF/FR/126 ~ National Agency for the 2
(Co s& san xuat) |45400 Semoy, France (Metformin 500mg) /2017 § Safety of Medicine and
ey Health Products
E (ANSM), France
i N
PT. Merck Tbk JL. TB Simatupang No. 8 PIC/s-GMP (4832/CPOB/ 8 National Agency for
(Co sé dong goi) |Pasar Rebo Jakarta Timur A/XIl/16 © 5 Drug and Food Control
13760, Indonesia (hoac S 8 |(NADFC), Indonesia
JL. TB Simatupang No. 8 S
Pasar Rebo Jakarta %
13760, Indonesia) -
3 |Laboratoires 6 avenue de I'Europe, * Thuéc v trung: vién nang cirng; thudc udng dang 16ng; dang | EU-GMP |HPF/FR/162 © o |National Agency for the 1
Mayoly Spindler [78400 Chatou, France bao ché& ban ran. /2016 § § Safety of Medicine and
Cdch ghi khéc: 6 avenue  |* Thudc duoc lidu. ~ > |Health Products
de I'Europe, 78401 2 S |(ANSM), France
Chatou, France o «
4 |Madaus GmbH Madaus GmbH * Thudc khdng vé trung: vién nang cirng; thudc dung ngoai EU-GMP |DE_NW_04_ Co quan thdm quyén 1
Litticher Strape 5, 53842 |[dang |dng (bao gdm ca thuéc xit mii); thuéc uéng dang 1dng; GMP_2017_| & Q [buc
Troisdorf, Germany dang bao ché ran khac (thudc bot, thude c6m, pastilles); dang 1028 8 8
bao ché& ban ran; vién nén, vién nén bao phim, vién nén bao 5 5
dudng. N X
* Thudc duoc liéu; thudce vi lvgng ddng can.
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5 |JinYang Pharm. |34 Sinpyeong-ro, Jijeong- |* Thuéc khéng vo trung: vién nén; vién nang cing; sird kho PIC/s- |2018-B1- 0 o |Seoul Regional Office of 2
— o
Co., Ltd. myeon, Wonju-si GMP 0152 S Q [Food & Drug Safety,
Gangwon-do, Republic of g § Korea
Korea oy S5
(gl (gl
7 |CISBIO Route Nationale 306, * Thuéc vé trung: EU-GMP |HPF/FR/288 French National Agency 1
INTERNATIONAL - |Saclay BP 32, GIF SUR + Thudc san xuat vo trung: thudc déng khéd; dung dich thé tich /2017 for Medicine and Health
GIF SUR YVETTE |YVETTE, 91192, France nhé (thudc phéng xa). Products Safety (ANSM)
+ Thudc tiét trung cudi: dung dich thé tich nhé (thudc phéng = a
xa). 8 8
* ThuBc phong xa khéng vé trung: vién nang cing; thudc uéng E §
dang 1&dng; may tao hat nhan phéng xa. Q N
* Thudc phéng xa sinh hoc: ché phadm tir mau; thudc mién
dich; thuéc cong nghé sinh hoc; thudc chiét xuat tir ngudi
hodc dong vat.
9 |LG Chem, Ltd. 129, Seokam-ro, Iksan-si, |Thudc sinh hoc: dung dich thuéc tiém; thu6c déng khd pha PIC/S-GMP[2017-F1- N Gwangju Regional Office 2
Jeollabuk-do, Republic of [tiém. 0034 8 of Food and Drug
Korea 3 Safety, Korea
5
(]
10 |Famar Orleans 5 Avenue de Concyr, * Thudc khdng vo trung: thudc dung ngoai dang 16ng; thudc EU-GMP |HPF/FR/100 ~ o |National Agency for the 1
Orleans Cedex 2, 45071, |udng dang |dng; thudc bot, thudc cdm; thudc phun mu; dang /2017 § § Safety of Medicine and
France bao ché& ban ran; vién nén. e > [Health Products
o o
=3 o [(ANSM), France
o o
11 (Bayer Weimar Bayer Weimar GmbH und [* Thudc khéng vé trung: vién nén va vién nén bao phim (chira | EU-GMP |DE_TH_O1H Co quan thdm quyén 1
GmbH und Co.KG [Co.KG hormon va chat cé hoat tinh hormon). _GMP_2017 blrc
Débereinerstrale 20, _1020 ~ <
(hodc Dobereinerstrasse 8 8
20) 99427 Weimar, 3 3
Germany X N
12 |Vitex 4 Alspec Place, Eastern * Thudc khdng vé trung: vién nang mém tan trong rudt; vién PIC/S-GMP [MI-2017-LI- ~ o |Therapeutic Goods 1
— (o]
Pharmaceuticals [Creek NSW 2766, nang cing; vién nén bao phim; vién nén bao tan trong rudt; 11693-1 S S  [Administration, Australia
Pty Ltd Australia vién nén sui; vién nang tan trong rudt; vién nén; vién nang § E
mém; vién nhai. P )
— o
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13 |BIOCODEX 1 avenue Blaise Pascal, * Thudc khdng vé trung: vién nang cing; thudc udng dang EU-GMP |HPF/FR/030 0 o |French National Agency 1
(*Cach ghi khac: [BEAUVAIS, 60000, France |ldng; thudc dung ngoai dang 16ng; thudc c8m, thudc béot; dang /2018 § § for Medicine and Health
BIOCODEX - bao ché& ban rin, thudc bot sti bot. ) = |Products Safety (ANSM)
BEAUVAIS) * Thuéc sinh hoc: thudc chira men Saccharomyces boulardii. % g
(gl (gl
14 ([Delpharm Tours [rue Paul Langevin 37170, |* Dung dich tiém Acupan (nefopam 20mg) EU GMP |2018/HPF/F x French National Agency 1
(co s& san xudt) |Chambray Les Tours, R/104 8 for Medicine and Health
France S oy |Products Safety (ANSM)
2 | 8
S~
Biocodex 1, avenue Blaise Pascal, HPF/FR/030 x §
(co s& xuat 60000 Beauvais, France /2018 8 S
xudng) §
P
15 |Medochemie (Far [No 10, 12 and 16, VSIP ll- |* Thuéc vé trung: EU-GMP |MED10/201 Pharmaceutical Services 2
East) Ltd., A, Street 27, Vietnam- + Thudc san xuat vd trung: Thudc bdt pha dung dich tiém 7/001 Ministry of Health,
(Aseptic Singapore Industrial Park [chtra khang sinh Cephalosporin. ~ Q |Cyprus
Cephalosporin [I-A, Vinh Tan commune, 8 8
Facility) Tan Uyen town, Binh ] 3
Duong province, Vietnam E E
16 |Natur Produkt 30, Podstoczysko Street, |*Thudc khéng vo trung: thu6c ubng dang 16ng, thube bot sti, | EU-GMP |IWZ).405.17.| o |Main Pharmaceutical 1
Pharma Sp. Z 0.0. [07-300 Ostrow b6t pha dung dich uéng, vién nén 2018.MG.1 § § Inspectorate (MPI),
Mazowiecka, Poland * Thudc tir dwoc liéu: vién nang cliing g a Poland
S
17 |Eli Lilly and Lilly Corporate Center., * San pham: EU GMP |2018/01176 Spanish Agency of Drugs | 1
Company Indianapolis, Indiana + Dung dich tiém Humulina Regular 100 Ul/ml (Insulin nguoi and Health Products
(Co sé sén xuét) |46285, U.S.A. hoa tan PRB) - Tén tai Viét Nam: Humulin R; 2018/01175 (AEMPS)
+ Hén dich tiém Humulina NPH 100 Ul/ml (Insulin nguoi g g
isophane PRB) - Tén tai Viét Nam: Humulin N; 2018/01177| & S
Lilly, S.A. Avda de la Industria 30, [+ H8n dich tiém Humulina 30:70 100 Ul/ml (Insulin nguoi 4 L
(Co sé dong géi, 28108 Alcobendas isophane PRB, Insulin ngudi hoa tan PRB) - Tén tai Viét Nam: 8 S
dén nhén va xudt |(Madrid), Spain Humulin 70/30
xuéng )
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18 |Lilly France Zone Industrielle, 2 rue * Thudc vo trung: EU GMP |2018/HPF/F 0 — |French National Agency 1
du Colonel Lilly, - Thudc san xuat vd trung chira héc mén: dung dich thé tich R/097 § § for Medicine and Health
Fegersheim, 67640, nhd, thuéc déng kho. s N |Products Safety (ANSM)
France * Thudc sinh hoc: § %
- San pham céng nghé sinh hoc © ~
19 |[Lilly S.A. Avda de la Industria, 30, [* Thuéc khéng v6 trung: Vién nén; EU GMP |ES/052HVI/1| — |Spanish Agency of Drugs | 1
Alcobendas, 28108 8 § § and Health Products
Madrid , Spain e @ |(AEMPS)
S | g
~ S
20 [Novartis 10 Tuas Bay Lane, 637461 |sdn pham: thudc vién nén Uperio 50mg (Sacubitril/ valsartan EUGMP |DE_BY 05_ Co quan tham quyén 2
Singapore Singapore, Singapore 24mg/26mg), Uperio 100mg (Sacubitril/ valsartan GMP_2017_ =~ blrc
Pharmaceutical 49mg/51mg); Uperio 200mg (Sacubitril/ valsartan 97mg/103 1005 8
Manufacturing mg) § )
Pte. Ltd. 3 c
(Co s& san xuat) N
Novartis Farma Via Provinciale Schito EU GMP [IT/126- ~ § Italian Medicines
SpA 131, 80058 Torre 3/H/2017 8 Agency (AIFA)
(Co sé dong goi) [Annunziata (NA), Italy 5
~
21 |FAREVA AMBOISE |Zone Industrielle, 29 * Thuéc vo trung: EU-GMP |2018/HPF/F National Agency for the 1
route des Industries, + Thudc san xuat vd tring: Dung dich thé tich I1&n; dung dich R/074 Safety of Medicine and
POCE SUR CISSE, 37530, [thé tich nhé. © o [|Health Products
France + Thudc tiét tring cudi: Dung dich thé tich 1én; dung dich § § (ANSM), France
thé tich nhé. > N
* ThuBc khdng vo trung: Vién nang cirng; vién nén (chira chat § 3
¢6 hoat tinh hormon); vién nén bao phim, thudc b&t pha hd - ~
dich uéng, thudc dan qua da (dj ing nguyén)(bao gdbm c3
thu6c cé ngudn géc sinh hoc).
22 |Laboratories Scheutlaan 46-50, *Thudc vo trung: EU-GMP |BE/GMP/20 Federal Agency for 1
Sterop NV Brussel, 1070, Belgium - Thuéc san xuat vo trung: dung tich thé tich nhé (cé chira 16/066 ~ o |Medicines and Health
hoat chat hormon) § § Products of Belgium
- Thuéc tiét trung cudi: dung dich thé tich I&n; dung dich thé > >
tich nhé (c6 chira hoat chat kim t&€ bao cytostatic). % %
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23 |Swiss Caps AG Husenstrasse 35, 9533 Dang bao ché ban ran chira hormon, ester clia acid béo, dan PIC/S-GMP |18-0671 0 o [Swiss Agency for 1
Kirchberg, Switzerland chéat cda Vitamin D va Retinoic S S Therapeutic Products
5| 5
o o
S~ S~
[e)) (]
i i
24 |Laboratoires ZI Montdésir, Alby Sur * ThuSc khéng vo trung: Thudc dung ngoai dang 16ng; dang EU-GMP |2018/HPF/F % S French National Agency 1
Galderma - Alby |Cheran, 74540, France bao ché ban ran. R/017 S g [for Medicines and
Sur Cheran g g Health Products Safety
= < |(ANSM)
o o
25 |Wyeth Lederle Via Franco Gorgone Z.I. - |* Thu8c vo trung: EU GMP |IT/11- 0 o |ltalian Medicines 1
v 2 ~ "~ ~ ~ " " ’ ’ . b N
S.R.L. 95100 Catania (CT), Italia + Thubc san xuat vo trung: Thudc déng kho chira khang sinh 1/H/2018 S S |Agency (AIFA)
nhém Penicillin, dung dich thé tich nhé chira chat doc té 3 g
bao/chat kim té& bao. = S
— (gl
26 |Kyongbo 174, Sirok-ro, Asan-si, Thuéc chira Cephalosporin: Vién nén; vién nang; siro thudc; PIC/S-GMP|2017-G1- ~ o |Daejeon Regional Food 2
Pharmaceutical [Chungcheongnam-do, thudc bét pha tiém. 1339 § § & Drug Administration
Co., Ltd Korea = o
o o
S~ S~
O o
o (o]
27 |Nipro Pharma 647-240, Ureshinotengeji- |* Thudc tiém Methycobal injection 500ug Japan GMP|2777 © N Ministry of Health, 1
Corporation Ise cho, Matsusaka-shi, Mie, 1S Q [Labour and Welfare
Plant Japan § § (MHLW), Japan
S~ S~
2| @
28 |Kern Pharma, SL |Poligon Industrial Colén * ThuBc vé trung: EU-GMP [NCF/1807/0 Ministry of Health of 1
Il. Venus, 72, 08228 + Thudc san xuat vo trung: Dung dich thé tich I&n, thuéc 04/CAT Government of
Terrassa (Barcelona) - déng khé (bao gdm ca san pham chira hormon ho3c chat cé Catalonia - Spain
Spain hoat tinh hormon); Dung dich thé tich nhé (bao gdbm ca san
pham chira hormon hodc chat cé hoat tinh hormon) ® <
+ Thuéc tiét trung cudi: Dung dich thé tich I6n; dung dich 8 8
thé tich nho. S | &
* ThuSc khdng vo trung: Vién nang cirng; vién nén (bao gém X N
ca san pham chira hormon ho3c chat cé hoat tinh hormon);
thudc udng dang 1dng; thudc ban ran, thuéc dan
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29 |Hetero Labs Unit Il Formulation Plot  [* Thudc khdng vé tring: vién nang cing; thudc uéng dang EU-GMP |ES/065HV/1 ~ o |Coquantham quyén 2
Limited No 22 - 110 IDA, 1dng; vién nén. 7 § § Tay Ban Nha
Jeedimetla, Hyderabad, vy Py
=) o
500 055 Telangana, India N >
~N o
30 |Sun Village Ganguwala, Thuéc khdng vo trung: Vién nang clirng, vién nang mém, vién EU GMP |NL/H 0 o |Health and Youth Care 2
— o
Pharmaceuticals [Paonta Sahib, District nén, vién nén bao phim. 17/2001788 IS Q |Inspector -
Industries Limited [Sirmour, Himachal g § Pharmaceutical Affai
Pradesh 173025, India g E Netherlands
31 |Wasserburger Herderstrafe 1,2 und * S3n pham: Thudc bot déng kho pha dung dich tiém va éng EU-GMP [DE_BY_04_ © Co quan tham quyén 1
Arzneimittelwerk |Molkerei-Bauer-Strafe dung moéi Zomacton (Somatropin 4mg). GMP_2016_ § Plrc
GmbH (Co s& san |18, 83512 Wasserburg, 0107 §
xudt dung méi)  |Germany E
Ferring GmbH Wittland 11, 24109, Kiel, EU-GMP |DE_SH_01_ 9 @ |Coquan thdm quyén
(Co s& san xuat lo |Germany GMP_2016_ 8 8 Durc
thudc bot) 0058 N 5
S| S
N o
Ferring Chemin de la EU-GMP [17-0474 ~ Swiss Agency for
International Vergognausaz 50, 1162 St- § Therapeutic Products
Center SA (Co s& |Prex, Switzerland g (Swissmedic)
déng goi cap 2) o
o
33 |Zentiva, k.s. U Kabelovny 130, 102 37 [San pham Glypressin 0,1mg/ml EU GMP |sukls79633/ © State Institute for Drug 1
Co sdsan xuat  |Praha 10 - Dolni 2016 8 Control (SUKL), Czech
Mecholupy, Czech 5 o |Republic
ey i
— o
N |8
Ferring-Léciva, a.s [Ke Skale 455 252 42 EU GMP |sukls243350 © 5 State Institute for Drug
Co s& xuat xudng |Vestec u Prahy, Czech /2016 8 S |Control (SUKL), Czech
- Republic
>
(@]
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34 |F.Hoffmann La Betriebsstandort * Thudc vé trung (bao gdbm thudc san xuat vo trung, thudc PIC/S GMP [No. 17-2009 Swiss Agency for 1
Roche AG Kaiseraugst (Parenterals), [tiét trung cudi): dung dich tiém; dung dich dam d3c dé pha Therapeutic Products
(* Cach ghi khac: (4303 Kaiseraugst, dung dich truyén va bom tiém ddng san. 0 o |(Swissmedic)
F. Hoffmann La  |Switzerland * Ché& phdm sinh hoc: san phadm téi t6 hop; khang thé lai va § §
Roche Ltd) (* Cdch ghi khac: don dong. = =
o —
Wurmisweg, 4303 S >
Kaiseraugst, Switzerland ) « ©
35 |Leopard Medical |19/5 Petchkasem road, * ThuBc dung ngoai dang long PIC/S GMP [1-2-07-17- ~ o |Food and Drug 2
v v 2 b N . . . .
brand Co., Ltd Thaphaya, Nakorn Chaisri, [* Thuéc uéng dang long 18-00038 Q S |Administration (Thai
Nakorn Pha Thom, 73120, |* Thudc bén ran § § FDA), Thailand
Thailand N =)
- —
36 |Pacific 30th km Multan road * Thudc khdng vo trung: Vién nang cirng, thudc udng dang EU GMP |UK GMP ~ o [Medicines and 2
Pharmaceuticals |Lahore PK-54500, Pakistan [Idng, vién nén, thudc dang bao ché ban ran 34193 Insp § § Healthcare Products
Limited GMP o » |Regulatory Agency
o o
34193/6558 | S S |(MHRA), United
58-0001 e “  |kingdom
37 |[Siu Guan Chem. [128 Shin Min Road, Chia |* Thudc tiét trung cudi: Thudc tiém; hdn dich tiém PIC/S GMP (4257 00 o |Ministry of Health and 2
Ind. Co., Ltd Yi, Taiwan * Thuoc khong vo trung: dung dich thudc; thudc kem; thudc S g [Welfare, Republic of
ma; vién nén; vién nén bao phim; vién nang B B |China (Taiwan)
g1¢
(] —
38 |Niche Generics Unit 5, 151 Baldoyle * Thudc khdng vo trung: Vién nang cirng, vién nén EU GMP |15604/M10 ~ o |Health Products 1
Limited Industrial Estate, Dublin 12 § § Regulatory Authority
13, Ireland > S |(HPRA), Ireland
o o
& &
o —
Danh muc co s& dat PICS EU GMP (Pot 1 - Dot 64) Trang 141 / 262 08/04/2019



TEN CO SO’ SAN . ’ A NGUYEN | GIAY CH. |NGAY |NGAY - NHOM
STT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP HET CO' QUAN CAP THUOC
HAN 1 2
40 |Kern Pharma, SL |Poligon Industrial Colén  |* Thuéc vo trung: EU-GMP |NCF/1807/0 Ministry of Health of 1
Il. Venus, 72, 08228 + Thudc san xuat vd truing: Dung dich thé tich I&n; thuéc 04/CAT Government of
Terrassa (Barcelona) - déng khd (bao gdm ca sdn phdm chira hormon hodc chat cé Catalonia - Spain
Spain hoat tinh hormon); Dung dich thé tich nhoé (bao gébm ca san
(Céch ghi khdc: Venus, 72- |pham chira hormon hoic chat cé hoat tinh hormon) 0 o
Poligono Industrial Colon + Thudc tiét trung cudi: Dung dich thé tich I&n; dung dich § §
Il, 08228 Terrassa thé tich nho. & =
(Barcelona) - Spain) * Thu6c khdng vo trung: Vién nang clirng; vién nén, vién nén % E
bao phim (bao gdm ca sadn phdm chira hormon hodc chat cé ~ ~
hoat tinh hormon); thudc udng dang 16ng; thudc ban ran,
thu6c dat.
41 |Pharma Zone Industrielle, chemin [* Thu6c khdng vd trung: thudc dung ngoai dang 16ng; thudc EU GMP |2018/HPF/F ® o French National Agency 1
Developpment - |de Marcy, Corbigny, udng dang 16ng; thudc ban ran. R/044 S Q [for Medicine and Health
Corbigny 58800, France * Thuéc duoc liéu. g g Products Safety (ANSM)
S~ S~
g P
42 |Otsuka Survey No. 199 to 201, * Thuéc vé trung: PIC/S GMP |MO007/18 National Pharmaceutical 2
Pharmaceutical (208 to 210, Village - + Thudc tiét trung cudi: dung dich thé tich I&n; dung dich thé part & |Regulatory Agency
India Private Vasana - Chacharwadi, tich nho. 8 8 (NPRA), Ministry of
Limited Tal: Sanand, District - g E Health, Malaysia
Ahmedabad, 382213, 3 a
India
43 |Delpharm Reims |10 rue Colonel * ThuBc khdng vo trung: Vién nang cirng; thudc udng dang EU-GMP |HPF/FR/298 N 9 French National Agency 1
Charbonneaux, Reims, Idng; thudc bét; thudc cdm; vién nén; vién nén bao dudng. /2017 Q Q |for Medicines and
51100, France E § Health Products Safety
5 B [(ANSM)
o o
44 |Vetter Pharma-  |Eisenbahnstr. (hodc * Thuéc vé trung: EU GMP |DE_BW_01_ Co quan tham quyén 1
Fertigung GmbH [Eisenbahnstrasse) 2-4 + Thu6c san xuat vo trung: thudc déng khé (chira hormon GMP_2016_ blc
& Co.Kg 88085 Langenargen, hodc chat cé hoat tinh hormon); dung dich thé tich nhé (chira 0077
Germany hormon hodc chat cé hoat tinh hormon); © 9
+ Thuéc tiét trung cudi: dung dich thé tich nhd. 8 8
* San pham sinh hoc: san pham cé ngudn gdc tir huyét twong 5 §
(plasma); sdn pham mién dich; sdn pham cong nghé sinh hoc 3 2
(bao gdbm ca thudc chira hormon hodc chat cé hoat tinh
hormon).
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1 |Beaufour Ipsen rue Ethé Virton, Dreux, * Thudc khdng vé trung: Vién nang cirng; thubc uéng dang EU GMP |2018/HPF/F 0 o |French National Agency 1
Industrie 28100, France 1dng; thudc bot pha hdn dich udng; thudc bét pha dung dich R/121 § § for Medicine and Health
udng; vién nén, vién bao. g E Products Safety (ANSM)
* Thudc duoc lidu ) I~
(gl (gl
2 |Laboratorios Calle Ciudad de Necochea |* Bot pha hdn dich uéng Trifamox IBL 500, Powder for Oral PIC/S GMP (20132019 National Administration 2
Bago S.A entre las calles Ciudad de [Suspension (Amoxicillin (duéi dang amoxicillin trihydrate) 000342 18 of Drugs, Foods and
Mar del Plata y Av. 250mg/5ml, sulbactam (du@i dang piv sulbactam) 250mg/5ml) part 9 [Medical Devices
Matienzo. Parque 8 8 (ANMAT), Argentina
Industrial de La Rioja, § §
Provincia de La Rioja, 4] a
Argentina
3 [Klonal S.R.L Lamadrid 802, Quilmes, * San pham: Bot pha tiém Suklocef (1 lo gdbm: Cefoperazon PIC/S GMP |20132020 0 . National Administration 2
Province of Buenos Aires, |(dudi dang Cefoperazon natri) 1g; Sulbactam (dudi dang 000303 18 § § of Drugs, Foods and
Argentine Republic Sulbactam natri) 0,5g) g g Medical Devices
E E (ANMAT), Argentina
5 |Biocad Petrovo-Dalneye, * San pham: PIC/S GMP [DI-2018- National Administration 2
Krasnogorsky district, - INTERDUM/RITUXIMAB concentrate for solution for 241-APN- of Drugs, Foods and
Region of Moscow, infusion, injectable solution; ANMAT#MS Medical Devices
143422, Russia Tén san pham: Acellbia®, concentrate for solution for infusion, o . (ANMAT), Argentina
10mg/ml (Rituximab 10mg/ml) § §
- CIZUB/BEVACIZUMAB concentrate for solution for infusion, s =
injectable solution; % S
Tén san pham: Avegra®BIOCAD, concentrate for solution for - -
infusion, 25mg/ml (Bevacizumab 25mg/ml)
-TRASTUMAB/TRASTUZUMAB concentrate for solution for
infusion, injectable solution.
6 |LG Chem, Ltd. 129, Seokam-ro, lksan-si, [Thudc sinh hoc: dung dich thudc tiém; thudc déng khé pha PIC/S-GMP [2018-F1- o o |Gwangju Regional Office 2
Jeollabuk-do, Republic of [tiém. 0036 § § of Food and Drug
Korea P~ & |Safety, Korea
L L
3 3
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7 |Hetero Labs Unit-VI, TSIIC, * Thudc vé trung chira chat doc té bao/kim té bao: EU GMP |17/03742- Norwegian Medicines 2
Limited Formulation SEZ, Sy No. + Thudc san xuat vd trung: Thudc déng khd; dung dich thé 22 Agency (NOMA)
410 & 411, Polepally tich nho. i <
Village, Jadcherla Mandal, | + Thuéc tiét trung cudi: Dung dich thé tich nho. 8 8
Mahaboobnagar-District, |* Thudc khéng vé trung chira chit doc t€ bao/kim té€ bao: Vién § 5
Telangana, Pin-509301, nén. ] N
India
8 |Zambon Via Industria 13, 6814 * ThuBc v trung (trir khang sinh nhém Penicillin): PIC/S GMP |17-1469 ~ o |Swiss Agency for 1
¢ 2 ~, ~ N ~ ~ A - - .
Switzerland Ltd Cadempino, Switzerland + Thudc san xuat vo trung : Thuoc bt pha tiém; e Q [Therapeutic Products
* Thuéc khdng vo trung: Vién nén; thudc bét, thudc cém. g E (Swissmedic)
S| 5
(gl —
9 |Boehringer Rod. Regis Bittencourt * Thuéc khdng vo trung: ThuSc ubng dang long; thudc xit mii. | EU-GMP |DE_RP_01_ Co quan tham quyén 2
Ingelheim do (BR 116), km 286, 06888- |* S&n pham cu thé: GMP_2017_ Plrc
Brasil Quimica e |[700 Itapecerica da Serra - + Dung dich khi dung: Berodual solution; 1018
Farmaceutica Sao Paulo, SP, Brazil + Dexa Rhinospray. ~ o
Ltda. (* Cdch ghi khdc: § §
Rodovia Régis § E
Bittencourt, km 286, = S
Itapecerica da Serra, SAO ~ ~
PAULO, CEP 06888-700,
Brazil)
12 |PharmaEstica Vanapere 3, Pringi, * Thudc khdng vo trung: Vién nén; vién nén sui bot. EU GMP |IN-2- ~ o |State Agency of 1
Manufacturing  |Viimsi, 74011 Harju 14/17/4-7 § § Medicines (SAM),
PharmakEstica county, Estonia (H,IMP-Mf) P N~ |Estonia
( y
o o
Manufacturing > >
. (] o
oU)
13 [Drogsan ilaglari Esenboga Merkez Mah. * Thudc khdng vé trung: Vién nang cirng; vién nén (vién nén PIC/S GMP [TR/GMP/20 Turkish Medicines and 2
San.ve Tic. AS. |Cubuk Cad. No:31, Cubuk -[bao phim, vién nén bao duong, vién nén bao tan trong ruét); 18/91 0 « |Medical Devices Agency
ANKARA/TURKEY thudc dung ngoai dang 16ng (lotion, thudc xit miéng, nudc stc § § (TMMDA)
miéng, thudc xjt mii, thudc nhd miii); thudc udng dang léng B -
x ¢ ¢ ¢ . ¢ o o
(sird, hon dich, dung dich); thuoc bot, thuéc com, thude com = )
sui bot, thuéc goi. - -
Danh muc co s& dat PICS EU GMP (Pot 1 - Dot 64) Trang 144 / 262 08/04/2019



TEN CO' SO’ SAN i ) ] NGUYEN | GIAY CH. |NGAY |NoAY . NHOM
STT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP HET CO' QUAN CAP THUOC
HAN 1 2
16 |Rottendorf Ostenfelder StraRe 51-61, |* Thu6c khéng vd trung: EU GMP |DE_NW_05_ N Co quan tham quyén 1
Pharma GmbH 59320 Ennigerloh, - Vién nang cirng; Vién nang mém; GMP_2017_ < Dirc (Bezirksregierung
Germany - Vién nén, vién nén sui bot, vién nén bao, vién nén chira 0003 g o |Minster)
(Cor sé sén xudét) hoat chat c6 déc tinh cdo nhu Tamoxifen, Flutamid, Clomifen § §
- va céc hoat chat tuong tu. o
Am .Flelgendahl 3 - Thudc ran phan lidu khac: Thudc bét, thudc cdm, hat EUGMP |DE_NW_06_ S 3
Ennigerloh, 59320, GMP_2017_ I N
pellets. N
Germ,any’ . - San pham sinh hoc chira Pancreatin, hodc céc di irng 0002 §
(Co so dong gai) NN Ca =
nguyén dung trong tri liéu. —

17 |Fleet 94 Rickmansworth Road, |* San pham: Gel dung dwérng am dao Crinone (Progesterone EU-GMP [UK MIA United Kingdom 1
Laboratories Watford, Hertfordshire, |8%) 4394 Insp Medicines and
Limited WD18 7JJ, United GMP/GDP © Healthcare Products
(Co'sé san xudt  |Kingdom. 133/3787- 8 Regulatory Agency
gel) (* Cdch ghi khdc: 0020 3

94 Rickmansworth Road, S

Watford, WD18 7,

United Kingdom )
Maropack AG Gebaude Pharma 2000, EU-GMP |18-0435 ] o Swiss Agency for
(Co sé san xudt Industriestrasse Briseck 4, 8 S |Therapeutic Products
éng tra thuéc) 6144 Zell, Switzerland § S (Swissmedic)

s | §

Central Pharma |Caxton Road, Bedford, EU-GMP [UK MIA United Kingdom
(Contract MK41 0XZ, United 27794 Insp Medicines and
Packing) Limited [Kingdom. GMP © Healthcare Products
(Co'sé ddng géi  |(* Cach ghi khac: Caxton 27794/1317 § Regulatory Agency
thu cép, xudt Road, ELM Farm -0026 >
xuwéng) Industrial Estate, %

Bedford, Bedfordshire, -

MK41 0XZ, United

Kingdom)

18 |Béres Nagysandor Jézsef u. 39., |* Thudc khdng vé tring: Vién nang cirng; thuSc dung ngoai EU-GMP |OGYEI/4760 National Institute of 1
Pharmaceuticals [Szolnok, 5005, Hungary  [dang I6ng; thudc udng dang 1dng; thuéc bét, thudc cdm; vién 4-7/2017 Pharmacy and Nutrition
Private Limited nén. o & |(OGYEIl), Hungary
Company (Béres * Thudc duoc liéu. 8 8
Pharmaceuticals g g
Ltd.) N N
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19 [FRESENIUS KABI [LOC.MASSERIE ARMIERI - [* ThuSc khéng vd trung: Thuéc bét dong khé. EU-GMP |IT/8- 0 o |ltalian Medicines 1
IPSUM S.R.L. 86077 POZZILLI (IS), Italy 1/H/2018 S S |Agency (AIFA)
N Q
i o™
o o
S~ S~
o N~
— —
21 |West-Ward 1809 Wilson road, * S3n pham: Vién nén bao phim Tradjenta (Linagliptin 5mg); U.S. cGMP |WW84- © o |United States Food and 1
Columbus Inc. Columbus, OH 43228, Tén tai Viéet Nam: Trajenta. 5AMC § § Drug Administration
(hodc: Ohio 43228), Iy » |(U.S. FDA)
o o
United States of America NS >
— —
22 |BSP Via Appia Km 65,561 (loc. [San pham (Tén Iwu hanh tai Viét Nam): Thuéc bdt pha tiém EU-GMP |IT/69- Italian Medicines 1
Pharmaceuticals [Latina Scalo)-04013 tinh mach Velcade (Bortezomib 1mg). 31/H/2017 =~ Agency (AIFA)
S.p.a Latina (LT), Italy 8
(Co sé sén xudt §
va dong goi so S g
cdp) Q
Janssen Turnhoutseweg 30, EU GMP |BE/GMP/20 g Federal Agency for
Pharmaceutica Beerse, 2340, (hoac B- 17/124 ® % |Medicines and Health
NV 2340 Beerse) Belgium 8 Products (FAMHP),
(Co sé ddng goi g Belgium
thir cép va xudt Q
xuwéng )
24 |Cadila Plot No. 1389, Trasad Thuéc khéng vé trung (khdng bao gdbm Rifampicin, beta EU GMP |UK GMP ~ « |Medicines and 2
Pharmaceuticals [Road, Dholka, lactam, insulin): vién nang cltng, vién nén, vién nén bao phim 20872 Insp § § Healthcare Products
Limited Ahmedabad, IN 382225, GMP A = |Regulatory Agency
o o
India 20872/1401 > S |[(MHRA), United
(o]
3-0007 - ~  |Kingdom
25 |ExtractumPharma [IV. KOrzet 6., Kunfehértd, [* Thudc khong vé trung: vién nang clrng; thudc bot va thuéc EU-GMP |OGYEI/7216 0 — |National Institute of 1
¢ — (o]
6413, Hungary cOm; vién nén; vién nén bao phim. 1-10/2017 S S [Pharmacy and Nutrition,
Zrt./ExtractumPha *Thuéc duoc liéu g § Hungary
rma Co. Ltd & )
o —
27 |Cenexi- Osny 17 rue de Pontoise,OSNY, [* Thudc khdng vé tring chira hormon: vién nang cing; vién EU-GMP |2018/HPF/F 0 o |National Agency for the 1
95520, France nén, vién bao dudng, vién bao phim R/093 § § Safety of Medicine and
* Thudc sinh hoc: thudc mién dich; ché pham tach chiét tir F S |Health Products
o —
nguoi, dong vat. ~ X [(ANSM), France
— o
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28 |Genzyme Ireland [IDA Industrial Park, Old *Thudc san xuat vo trung: dung dich thé tich nho; thudc dong EU GMP |16649/M10 Health Products 1
Limited Kilmeaden Road, kho; 13 = & |Regulatory Authority
Waterford, Ireland * Thuéc khdng vo trung: vién nang clrng, vién nén, thudc bot 8 8 (HPRA), Ireland
pha hdn dich udng, vién nén bao phim; 5 g
* Thu6c cong nghé sinh hoc: thudc vo trung chira hoat chat Q 8
sinh hoc.
29 [Laboratoires ZA des Boutries rue * Thu6c khdng vo trung: vién nang cling; thudc bét; vién nén. EU GMP |HPF/FR/221 ~ o |French National Agency 1
- -
Grimberg SA Vermont, Conflans Sainte /2017 IS Q  [for Medicine and Health
Honorine Cedex, 78704 § § Products Safety (ANSM)
France i §
31 |Boehringer Binger Str. 173, 55216 * ThuBc san xuat v trung: thudc phun mu (bao gébm dung EU-GMP |DE_RP_01_ Co quan tham quyén 1
Ingelheim Ingelheim am Rhein, dich khi dung) GMP_2018_ Plrc
Pharma GmbH & |Germany * Thu8c khdng vé trung: vién nang cing; dung dich dé€ hit; 0007 o o
Co. KG (* Cach ghi khac: thudc phun mu (bao gdm dung dich khi dung); vién nén, vién § §
Binger Strasse/StraBe nén bao phim (bao gém ca thuéc chira chat déc t€ bao/chat g S
v o\ ~ ~ ~ ~ —
173, 55216 Ingellheim am |kim té bao), thudc boét, thudc com. = S
. o o
Rhein Germany)
32 |Baxalta Belgium [Boulevard René * Thuéc vo trung: EU-GMP |BE/GMP/20 Federal Agency for 1
Manufacturing SA (Branquart 80, Lessines, + Thudc san xuat vd tring: Dung dich thé tich I1&n; dung dich 17/118 Medicines and Health
7860 hoic (B-7860), thé tich nho; thudc déng khé. ? & |Products, Belgium
. N aen N e . s . . o o
Belgium erhuoc tiét trung cudi: Dung dich thé tich |&n; dung dich g g
thé tich nho. <) <)
* Thuéc sinh hoc: Q 2
+5an pham mdu;
+ San pham mién dich.
33 |Daiichi Sankyo 1-12-1, Shinomiya, San pham: Vién nén Japrolox (Loxoprofen sodium hydrate, Japan-GMP|3467 ~ — |Ministry of Health, 1
i N
Propharma Co., [Hiratsuka, Kanagawa, 60mg Loxoprofen sodium) S S [Labour and Welfare
Ltd., Hiratsuka Japan § g government of Japan
S~ S~
Plant ) ©
34 |F. Hoffmann-La |Wurmisweg, 4303 San pham: Dung dich tiém dudi da Mabthera (Rituximab EU-GMP |02/18/1184 0 o |European Medicines 1
Roche Ltd Kaiseraugst, Switzerland [1400mg/11,7ml). 11 S S Agency
Q N
o —
L <
wn o
i —
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35 |Curida AS Solbaervegen 5, San pham: Dung dich tiém Chirocaine (5mg Levobupivacaine EU GMP |16/03300- x Norwegian Medicines 2
(Co sé sén xuét) |ELVERUM, NO-2409, (dwdi dang Levobupivacaine Hydrochloride)/1ml) 15 8 Agency (NOMA)
-
Norway e o
o)) —
I
AbbVie S.R.L S.R. 148 Pontina Km 52, IT/138- ~ g Italian Medicines
(Co'sé déng géi) [Snc-Campoverde Di 2/H/2017 § E Agency (AIFA)
Aprilia (loc. APRILIA) - E
04011 APRILIA (LT), Italy S
39 [Laboratoire Espace Industriel Nord, * Thuéc vé trung: EU-GMP |HPF/FR/284 French National Agency 1
Unither 151 rue André Durouchez | + Thudc sdn xuat vé trung: Dang bao ché ban ran; dung dich /2017 for Medicine and Health
CS 28028, AMIENS, 80084 |thé tich nhd (bao gdbm ca dung dich khi dung). 5 & |Products Safety (ANSM)
CEDEX 2, (hodc * Thuéc khdng vo trung: Thuéc dung ngoai dang 1ong. 8 8
(CS 28028 80084 * San phdm Combivent (Ipratropium bromide anhydrous E 5
AMIENS CEDEX 2,) France. |0,5mg (dudi dang Ipratropium bromide monohydrate), Q S
Salbutamol 2,5mg (dwdi dang salbutamol sulfate)).
40 [Berlin-Chemie AG [Berlin-Chemie AG * Thudc vé trung: EU-GMP |DE_BE_01_ n o Co quan thdm quyén 1
Glienicker Weg 125, + Thuéc tiét trung cudi: Dung dich thé tich I6n; GMP_2015_ Q Q (bt
12489 Berlin, Germany * Thubc khdng vo trung: ThuSc dung ngoai dang 1dng ; thudc 0034 g §
udng dang 16ng; thudc c6m; thuée dan. E 5
41 [Berlin Chemie AG |Co s& san xuét: Berlin- * Thu6c khdng vo trung: Vién nén, vién nén bao phim, vién EU-GMP |DE_BE_01_ ~ Co quan tham quyén 1
Chemie AG, Tempelhofer [nén bao dwong. GMP_2017_| 3 burc
Weg 83, 12347 Berlin, * San pham: Vién nén Nebilet (Nebivolol HCl 5mg); vién nén 1065 S
Germany bao phim Spasmomen (Otilonium bromide 40mg); vién nén g o
Benalapril 5 (Enalapril maleate 5mg), vién nén Benalapril 10 o~ §
Co s& dong goi, xuat (Enalapril maleate 10mg),vién nén bao phim Siofor 500 EU-GMP |DE_BE_01_ § Co quan thim quyén
xuwdng: Berlin-Chemie AG, |(Metformin Hydrochloride 500mg), vién nén bao phim Siofor GMP 2017 | & 5 Pirc
Glienicker Weg 125, 850 (Metformin Hydrochloride 850mg). 1045 8
12489 Berlin, Germany 8
3
42 |[Ferring - Leciva K Rybniku 475, 252 42 * Thudc khdng vé trung: Thudc dung ngoai dang ldng. EU-GMP [sukls243350 © o |State Institute for Drug 1
a.s. Jesenice u Prahy, Czech  |* HOn dich thut truc trang Pentasa 1g (m&i 100ml hdn dich /2016 § § Control (SUKL), Czech
chira mesalazine 1g) = S |Republic
< N
[e)} ~
(@] (@]
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43 [Drogsan llaclari Esenboga Merkez Mah. * Thudc khdng vé trung: Vién nang cirng; Vién nén (vién nén PIC/S GMP [TR/GMP/20 Turkish Medicines and 2
San. VE. Tic A.S Cubuk Cad. No: 31, Cubuk |bao phim, vién nén bao dudng, vién nén bao tan trong ruét); 18/87 ® < |Medical Devices Agency
- Ankara, Turkey Thuéc dang 1dng dung ngoai (lotion, thudc xit miéng, thuéc 8 8 (TMMDA)
xuc miéng, thudc xit mii, thuéc nhd miii, thuéc xdng hit dang § g
|dng); thudc udng dang 1dng (siro, hén dich, dung dich udng); ~ S
46 [CHINOIN Lévai utca 5, * Thudc khdng vé trung: vién nang cing; thudc bot, thubc EU-GMP |OGYEI/1775 National Institute for 1
Pharmaceutical [Veresegyhaz, 2112, cdm; vién nén. 7-2/2018 Quality and
and Chemical Hungary part < |Organization
Works Private Co. 8 8 Development in
Ltd. (CHINOIN 3 S |Healthcare and
Private Co. Ltd.), % 8 |Medicines, Hungary
Site 2
47 |[Catalent CTS, LLC |10245 Hickman Mills Dr, [* Thu6c vién nang cirng Imbruvica (ibrutinib 140mg) U.S. cGMP |42AQ-RXXH United States Food and 1
(Co'sé san xudt) |Kansas City, MO 64137, Drug Administration
USA g § (U.S. FDA)
8| g
AndersonBrecon |4545 Assembly Drive, § §
Inc., Rockford, IL, 61109, USA S 3
(Co sé ddng g6i)
48 |Oncotec Pharma |Am Pharmapark, 06861 * San pham: bdt pha dung dich dam dac dé pha dung dich EU GMP |DE_ST 01_G Co quan tham quyén 1
Produktion Dessau -RoBlau, Germany [truyén tihh mach Ribomustin (Bendamustin 22.7mg, 90.8mg). MP_2017_0 ~ Plc
GmbH 007 §
(Co sé san xudt S
va dong goi so § o
cdp) - =
S
Janssen Turnhoutseweg 30, EU GMP |BE/GMP/20 > |Federal Agency for
Pharmaceutica Beerse, 2340, Belgium 17/124 x ™ |Medicines and Health
NV ] Products (FAMHP),
(Co sé ddng goi § Belgium
thu cép va xudt 8
xuwéong )
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50 |Biolab Co., Ltd 625 Soi 7A Bangpoo * Thudc vo trung: PIC/S GMP [1-2-07-17- Food and Drug 2
Industrial Estate, + Thudc san xuat vd tring: thuéc déng kho; dung dich thé 18-00029 Administration (Thai
Sukhumvit road, Moo 4, |[tich nhé; thudc dang ran (bao gdm ca thuéc chira khang sinh FDA), Thailand
Prakasa, Muang, nhém Cephalosporin, Carbapenem).
Samutprakarn 10280, + Thudc tiét trung cudi: dung dich thé tich nhé.
Thailand * Thuéc khdng vo trung: vién nang cing (bao gém ca thuéc x <
chira khang sinh nhém Cephalosporin); thuéc dung ngoai dang 8 8
Idng; thudc udng dang 18ng; thudc ban rén; vién nén, vién nén g g
bao phim (bao gbdm ca thuéc chira hormon sinh duc); thudc 9 S
b6t (chira khang sinh nhédm Cephalosporin).
* San pham: Punol Inhalation solution (solution for inhalation).
51 [Corealis Pharma (200 Boul Armand- * San pham: Canada- |69115 I, o |Regulatory Operations 1
Inc./ Pharma Frappier Laval, Quebec, + Vién nén PMS-Erlotinib (Erlotinib (Erlotinib Hydrochloride) GMP § § and Regions Branch
Corealis Inc. Canada, H7V 4A6 100 mg) g g Health Products
P> > |Compliance Directorate,
o ™~ |canada
* San pham: 69116 o -
+ Vién nén PMS-Erlotinib (Erlotinib (Erlotinib Hydrochloride) § §
150 mg) 5 5
S | &
< 4
52 |Holopack Holopack * Thuéc vé trung chira hormon hodc chat cé hoat tinh EU-GMP |DE_BW_01_ Co quan tham quyén 1
Verpackungstechn|Verpackungstechnik, hormon, prostaglandin/cytokine, chat (rc ch& mién dich, GMP_2016_ Burc (Baden-
ik GmbH Bahnhofstrabe, geméab sulphonamide: 0141 Wiirttemberg)
den vorliegenden - Thuéc san xuat vo trung: Dung dich thé tich I&n; dang bao
Grundrissplanen vom ché& ban ran; dung dich thé tich nhd.
17.07.2013, 74429, * Thu6c khdng vo tring chira hormon hodc chat cé hoat tinh et a
Sulzbach-Laufen, Germany|hormon, prostaglandin/cytokine, chat trc ché mién dich, 8 8
sulphonamide: S 5
- Thudc dung ngoai dang 1dng; thudc udng dang 1dng; dang 3 Q
bao ché ban rén.
* Thudc sinh hoc: Albumin; thuéc céng nghé sinh hoc (bao
gdbm ca protein/DNA tdi t& hop, enzyme).
* Thudc dwoc liéu.
* Thudc vi lwgng déng can.
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53 |Fresenius Kabi Hafnerstrafe (hoac: * Thudc vo trung: EU-GMP [INS-480166- Austrian Federal Office 1
Austria GmbH Hafnerstrasse) 36, 8055 + Thudc san xuat vd tring: Dung dich thé tich 1&n; dung dich 0080-001 for Safety in Health Care
(hoac A-8055 hoac AT- thé tich nho; dang bao ché& ban rin; dung dich tiém tinh mach (4/5) (BASG)
8055) Graz, Austria (chira hormon, chat kim té bao, khang sinh). ~ o
+ Thudc tiét trung cudi: Dung dich va nhii twong thé tich § §
I&n; dung dich va nhii twong thé tich nhé; dang bao ché ban F P
ran; nhii twong tiém tinh mach (chtra hormon, chat kim té g §
bao, khang sinh). o «
* Thudc sinh hoc: San pham mau; Thudc mién dich; thuée cé
ngudn gac tlr ngudi hodc déng vat.
Dot 59 (theo Céng van s6 17220/QLD-CL ngay 06/09/2018 ctia Cuc Quan ly Duorc)
1 |TTY Biopharm 838, Chung Hwa Rd., Sec. |* Thudc khéng vo trung: dang bao ché ban ran (thuéc mé, PIC/S-GMP |4374 0 o Taiwan Food 2
Company Limited |1, Chungli Dist., Taoyuan [thu&c kem); e S [and Drug Administration
Chung Li Factory |City, 32069, Taiwan a & |(TFDA)
S| s
(gl o
3 |Bipso GmbH Robert-Gerwig-Strasse 4, [* San phdm: Venofer 20mg/ml solution for injection EU-GMP |DE_BW_01_ ~ Swiss Agency for 1
(Co sé san xudt) |78224 Singen, Germany GMP_2017_ 8 Therapeutic Products
1098 g o (Swissmedic)
S
Vifor Rechenstrasse 37, 9014 PIC/S GMP |No.17-0275 ~ E
(International) Inc [St. Gallen, Switzerland § §
(Co sé xudt S
xuéng ) %
—
4 |Pharbil Pharma  [Pharbil Pharma GmbH * San pham: Vién dit tryc trang Pentasa (Mesalazine 1g). EU-GMP |DE_NW_02- ~ Co quan thdm quyén 1
GmbH Reichenberger Strasse 43, GMP_2017_ 8 blc
(Co sé sén xudt) |33605 Bielefeld, Germany 0003 §
S 3
Ferring Chemin de la PICs GMP |No.17-0474 § Swiss Agency for
International Vergognausaz 50, 1162 St- = 2 |Therapeutic Products
Center SA Prex, Switzerland 8 « (Swissmedic)
(Co sé ddéng goi, g
xudt xudéng ) 3
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5 [Ranbaxy Lot 23, Bakar Arang * Thudc khdng vé trung: Vién nang cirng; vién nén; vién nén PIC/S-GMP |KKM/NPRA. 0 o [|Malaysia National 2
¢ ¢ ¢ i o
(Malaysia) Sdn. Industrial Estate, 08000 bao phim; thudc bot; thudoc com. PKP/600-2/5 S S  [Pharmaceutical Control
Bhd. Sungai Petani, Kedah, g g Bureau
Malaysia Y S
o —
7 |Guju Pharm. Co., (5, Deokjeoljegi-gil, * Thudc udng dang ran: Vién nén; vién nang cing; thudc bot. | PIC/S-GMP|2018-D1- 0 o |Gyeongin Regional 2
Ltd. Jeongnam-myeon, * Thudc tiém: Dung dich; b6t déng khd pha tiém. 0306 § § Office of Food and Drug
Hwaseong-si, Gyeonggi- |* Thudc uéng dang 1dng: Sird; thudc udng dang dng. S N |Safety, Korea
. o o
do, Republic of Korea > =
o —
8 |Gland Pharma Survey No 143-148, 150 |* Thuéc vd trung: EU - GMP UK GMP Medicines and 2
Limited & 151, Near + Thu6c san xuat vo trung: Thudc déng kho; dung dich thé 39716 Insp Healthcare Products
Gandimaisamma cross tich nhé. GMP 5 Q |Regulatory Agency
roads, D P Pally, + Thudc tiét trung cudi: Dung dich thé tich I&n; dung dich 39716/3187 8 8 (MHRA), United
Quthubullapur Mandal,  |thé& tich nhé. 772-0005 5 § Kingdom
Ranga Reddy District, * Thuéc sinh hoc: Thuéc cé ngudn géc tir ngwdi hodc dong vat. ] 3
Hyderabad, IN-500 043,
India
10 (S.M.B. Zoning Industriel - Rue du [* ThuSc khdng vd trung: Vién nang clirng; thudc dung ngoai EU-GMP |BE/GMP/20 ® N Federal Agency for 1
Technology SA Parc industriel 39, dang 1dng; thuéc udng dang ldng; thudc bot; thudc dan; vién 18/036 Q Q |Medicines and Health
Marche-en-Famenne, nén. g g Products (FAMHP),
6900, Belgium S S |Belgium
(@] o
11 |Atabay Kimya Dilovasi Organize Sanayi  [* Thudc u6ng chira khdng sinh nhém Penicillin: Vién nén, vién |PIC/S GMP |TR/GMP/20 o Turkish Medicines and 2
San.ve Tic. A.S. |Bdlgesi, 4. Kisim Sakarya |nén bao phim; b6t pha hdn dich udng; vién nang. 18/109 § < |Medical Devices Agency
Caddesi No:28, Gebze / g 8 (TMMDA)
Kocaeli, Turkey = S
o
12 (Jw 56 Hanjin 1-gil, Songak- * ThuGc udng dang ran. PIC/S-GMP|2018-G1- Daejeon Regional Food 2
Pharmaceutical [eup Dangjin-si, * Thuc tiém: Thuéc bét pha tiém chira khang sinh 0954 part 9  |and Drug
Corporation Chungcheongnam-do, Carbapenem. 8 8 Administration, Korea
Republic of Korea * Dung dich thudc nhé mat. § 5
* Dung dich thu8c uéng. S 3
* Thudc hit.
13 [JW Shinyak 88-24 Sandan-ro, * ThuGc udng dang ran: Vién nén; vién nang; thudc bot; sird PIC/S-GMP|2018-D1- 0 o |Gyeongin Regional 2
Corporation Pyeongtaek-si, Gyeonggi- |kho. 1161 § § Office of Food and Drug
do, Republic of Korea * Thu6c dung ngoai dang 16ng; lotion, thudc nhé tai; thuéc B w |Safety, Korea
2 ~ x . . ~ o (@]
nho mii; hon dich xit mdi. > o
* Thu6c md; thudc kem; thudc gel. ~ -~
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14 |Faes Farma, S.A  [C/Méximo Aguirre, 14, * ThuBc khong vo trung: Vién nang cirng; thudc udng dang EU-GMP |ES/064HVI/1| — |Agency for Medicines 1
Lejona-Leioa, 48940 I6ng (bao gdm ca chira hormon va chat cé hoat tinh hormon); 8 § § and Health Products
Vizcaya, Spain vién nén bao duwdng; vién nén bao phim; thudc cdm; vién nén Py = |(AEMPS), Spain
S 2 P N . . . o o
(bao gom ca chira hormon va chat cé hoat tinh hormon). > -
o —
15 [Shin Poong 41-15 Thuéc chira khang sinh nhém Cephalosporin: Thuéc tiém; vién |PIC/S-GMP [2018-G1- Daejeon Regional Office 2
Pharm. Co., Ltd Osongsaengmyeong 5-ro, |nén; vién nang. 1148 0 o |of Food & Drug Safety,
Osong-eup, Heungdeok- § § Korea
gu, Cheongju-si, S )
o o
Chungcheongbuk-do, S ~
Republic of Korea o ~
17 |"Ligvor" CIJSC Yerevan 0089, Kochinyan |* Thuéc vé trung: PIC/S GMP |091/2016/S ~ o State Service of Ukraine 2
Str., number 7/9, + Thuéc san xuat vo trung: Dung dich thé tich nhé (dung AUMP/GMP Q S [on Medicines and Drugs
Republic of Armenia dich tiém Neurotop FL - Ethylmethylhydroxypyridine g E Control (SMDC)
succinate); S 3
— o
19 |Korea United 25-23, Nojanggongdan-  |* San phdm: Vién nén bao phim Etopul 150mg (Erlotinib PIC/S- |2018-G1- © — |Deajeon Regional 2
Pharm. Inc. gil, Jeondong-myeon, 150mg) GMP (1658 § § Commissioner Food and
Sejong-si, Republic of § g Drug Administration,
Korea By X |MFDS, Korea
o o
21 |URSAPHARM IndustriestraBe 35, 66129 |* Thudc vo trung: EU-GMP |DE_SL 01_G Co quan tham quyén 1
Arzneimittel Saarbriicken, Germany + Thudc san xuat vo trung: Dung dich thé tich I&n; dung MP_2018 0 Plc
GmbH dich thé tich nho, thudc ban ran; 009 o -
+ Thudc tiét trung cudi: Dung dich nhé mat, dung dich thé § §
tich nho. 3 >
4 ~ N A o o
* Thuoc khong vo trung: Vién nang cing; thuoc dung ngoai 5 >
dang ldng; thudc udng dang 16ng; cac dang thudc ban ran; e -~
vién nén; cém.
* ThuSc duwoc liéu; thudc vi lvgng dong can.
23 |AstraZeneca UK [Silk Road Business Park, |* Thudc vé trung: EU-GMP |UK MIA Medicines and 1
Limited Macclesfield, SK 10 2NA, + Thudc san xuat vo trung: Thudc dang ran va cay ghép (bao 17901 Insp Healthcare Products
United Kingdom gbm ca thudc chira hoat chat LHRH Agonist). GMP/GDP/I ~ & |Regulatory Agency
+ Thudc tiét trung cudi: Dung dich thé tich nhé. MP 8 8 (MHRA), United
* Thudc khdng vé trung: Vién nang cirng; thu6c dung ngoai 17901/1011 g E Kingdom
dang 16ng; thudc udng dang 16ng; vién nén va vién nén bao 7- 0036 3 b
phim (bao gbm ca thudc chira hoat chat antieostrogen).
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24 |Alcon Research 6201 South Freeway, Fort |* S&n phdm: Natacyn 5% (Natamycin ophtalmic suspension) U.S. cGMP |6EFX-7D8A 0 o |United States Food and 1
Ltd. Worth, TX 76134, United § § Drug Administration
States of America g § (U.S. FDA)
s | g9
25 |Orion Orionintie 1, 02200 * Thudc vo trung: EU-GMP |2258/06.08. Finnish Medicines 1
Corporation/Orio |Espoo, Finland + Thudc san xuét vo trung: Thudc bot dong khé pha tiém, 00.04/2018 Agency (FIMEA)
n Oyj/Orion tiém truyén; dung dich dam dic thé tich nhd dé pha tiém,
pharma tiém truyén; dung dich dung trong bang quang; dung dich part <
dung trong niém mac miéng. 8 8
+ Thudc tiét trung cudi: dung dich dam d3c thé tich nho dé g §
pha tiém, tiém truyén N P
* Thudc khdng vé trung: thudc udng nhé giot dang 1dng, vién
nén (bao gdm ca vién nén chira sulphonamide), vién nén bao
phim, thudc bét hit.
26 |Thymoorgan Schiffgraben 23, 38690 * S3n phdm: EU-GMP |DE_NI_01 G| Co quan thdm quyén 1
Pharmazie GmbH |Goslar, Germany + Thudc bdt ddng khé pha tiém Vammybivid's (Vancomycin MP_2017_1 b= blrc
(Co sé sén xudt) |(* Cach ghi cii: 1g). 002 %
Schiffgraben 23, 38690 + Thudc bdt ddng khé pha tiém Vammybivid's (Vancomycin § 2
Vienenburg, Germany) 500mg). - 8
Sanavita Briider-Grimm-Strabe DE_HE_01_ 0 5
Pharmaceuticals [121 36396 Steinau an der GMP_2017_ § 2
GmbH Strabe, Germany 1054 =
(Co sé xudt %
xuwéng ) o
27 |Laboratorios Poligono Industrial La *:I'hué'c khong vo trung: vién nang clirng; vién nén; bot pha EU-GMP |ES/087HV/1 % S Agency for Medicines 1
Francisco Redonda, C/IX, no 2, El hon dich uéng. 8 S S |and Health Products
Durban, S.A Ejido, 04710 (Almeria), N S |(AEMPS), Spain
Spain E g
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28 |GP Pharm, SA Pol. Ind. Els Vinyets - Els  |[* Thudc vé trung: EU-GMP |NCF/1823/0 Agency for Medicines 1
Fogars, 2, Ctra. C-244, + Thudc san xuat vo triing: Dung dich thé tich nhd (bao gdm 01/CAT and Health Products
Km. 22; 08777 Sant ca thudc chira chat doc té bao/chat kim té€ bao; hormon hodc (AEMPS), Spain
Quinti de Mediona chéat c6 hoat tinh hormon); thudc ddng khé pha dung dich
(Barcelona), Spain tiém (bao gbdm ca thudc chira chat doc té bao/chat kim té bao;
hormon hodc ch3t c6 hoat tinh hormon); thu6c tiém khoéng cé o o
duoc chat (dung mdi hoan nguyén va liposomas) dwoc déng § §
trong lo, 6ng tiém, bom tiém déng san. g §
+ Thu@c tiét trung cudi: Dung dich thé tich nhé (bao gdm ca E g
thu6c chira chat doc té€ bao/chat kim té€ bao; hormon hoac
chét c6 hoat tinh hormon); thu6c tiém khéng cé dugc chat
(dung mo6i hoan nguyén va liposomas) dugc dong trong lo,
8ng tiém, bom tiém déng san.
29 |UAB Aconitum Inovaciju g.4, Biruliskiu k., |* Thudc khéng vé trung: vién nang cirng, thudc udng dang EU GMP |LT/11H/201 ~ o |State Medicines Control 1
— (o]
Kauno r.sav., Lithuania I6ng, vién nén; 7 Q Q |Agency (SMCA),
* Thudc duoc lidu, E § Lithuania
* Thudc vi lwgng dong cén. ) )
o o
30 |Sanofi Winthrop [30-36 avenue Gustave * Thudc khdng vo trung: vién nang cirng; vién nén. EU-GMP |2018/HPF/F P o |French National Agency 1
— (o]
Industrie - Tours [Eiffel, Tours, 37100, R/072 S S [for Medicine and Health
France g g Products Safety (ANSM)
S S
o —
31 [Laboratoires Route de Marsat, Riom,  |* Thudc san xuat vd tring: Thudc déng khd; dung dich thé tich | EU-GMP |2018/HPF/F © o |European Medicines 1
Merck Sharp& Clermont-Ferrand Cedex |nho; R/021 § § Agency
Dohme-Chibret |9, 63963, France * Thudc sinh hoc: thudc cong nghé sinh hoc, san pham mién = )
o o
dich; = 5
— (o]
33 |[Eisai Co., Ltd. 1, Kawashimatakehaya-  |* San pham: Vién nén Merislon Tablets 12mg (Betahistine Japan-GMP (6096 o0 o |Ministry of Health, 1
o i (o]
Kawashima Plant |[machi, Kakamigahara-shi, |Mesilate 12mg) (vién ban thanh pham) Q Q |Labour and Welfare
ifu-ken, Japan N o~ , Japan
Gifu-ken, J N S |(MHLW), ]
S~ S~
& X
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34 |Laboratorios Calle Ciudad de Necochea [* S4n pham: Bot pha tiém Trifamox IBL 1500, Powder for PIC/S GMP |20132019 National Administration 2
Bago S.A entre las calles Ciudad de [Injection (Amoxicillin (duéi dang amoxicillin Natri vd khu3n) 000343 18 of Drugs, Foods and
Mar del Plata y Av. 1000mg, sulbactam (dwdi dang sulbactam Natri vd khuan) i 9 [Medical Devices
Matienzo. Parque 500mg) 8 8 (ANMAT), Argentina
Industrial de La Rioja, 5 g
Provincia de La Rioja, =] a
Argentina
35 |[Pierre Fabre Site Progipharm, rue du  |* San pham: Vién nén Tanganil (SDK: VD-26608-17) EU-GMP |HPF/FR/300 National Agency for the 1
Medicament Lycée, GIEN, 45500, /2017 = Safety of Medicine and
Production France 8 Health Products
(Co sé san xudt g o |(ANSM), France
bdn thanh phém ) 5 §
g
Cong ty TNHH L6 1, dwong 4A, khu cong WHO-GMP|398/GCN- 0 © |CucQuan ly dugrc Viét
Pierre Fabre Viét [nghiép Bién Hoa ll, Tp. QLb § = |Nam
Nam Bién Hoa, tinh Déng Nai, Py
(Cosé dong goi) |Viet Nam %
37 |[Coéngtycd phan [Khuvuc 8, phudng Nhon |* Thudc vé trung: PIC/S GMP [MCOM1700 ~ o |Health Sciences 2
Fresenius Kabi Phd, Tp. Qui Nhon, tinh + Thudc tiét trung cudi: dung dich thé tich Ié&n (100ml va Ion 002 § § Authority (HSA),
Viét Nam Binh Dinh, Viét Nam hon, khéng bao gobm thudc phéng xa, sinh hoc, khang sinh oy " [Singapore
betalactam, chat cé hoat tinh héc mon, steroid va doc té& bao). % §
38 |Bruschettini S.R.L |Via Isonzo 6-16147 * ThuBc san xuat vo trung: Dung dich thé tich nhé (chira EU GMP |IT/186- Italian Medicines 1
Genova (GE), Italy corticosteroid, prostaglandins/cytokines). 1/H/2017 Agency (AIFA)
* Thu6c khdng vo trung: Thubc udng dang 16ng (bao gébm ca ~ o
ché& pham mién dich); Thudc bén ran chira héc mén hodc chat § §
¢6 hoat tinh héc mdn (bao gdm ca corticosteroid); thudc dat; > S
vién nén (bao gdbm ca ch& pham mién dich). E S
* Ché& pham sinh hoc: Vac xin vi khuan bat hoat (inatived o ~
bacterial vaccine).
39 |Pharmacia & 7000 Portage road, * Thudc bot pha dung dich tiém Solu-Medrol CPP 6YJ2-DBZ9 0 o United States Food and 1
Upjohn Company [Kalamazoo, MI 49001, (methylprednisolone sodium succinate 40mg) U.S. cGMP § § Drug Administration
S~ S~
LLC USA g g (U.S. FDA)
q | 3
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40 [Pharmacia & 7000 Portage road, * Thudc bot pha dung dich tiém Solu-Medrol CPP NCIOF-95WW/| o |United States Food and 1
— o
Upjohn Company [Kalamazoo, MI 49001, (methylprednisolone sodium succinate 125mg) U.S. cGMP S S  [Drug Administration
S~ S~
LLC USA g g (U.S. FDA)
" <
- -
41 [Shin Poong 7 Wonsi-ro, Danwon-gu, |* Thudc udng dang ran: vién nén; vién nang ctng; thudc cém. |[PIC/S-GMP (2018-D1- 0 o |Gyeongin Regional Food 2
Pharmaceutical  [Ansan-si Gyeonggi-do, * Thudc tiém: thudc tiém ddng san syringe; thudc bot pha 1452 § § and Drug
Co., Ltd Republic of Korea tiém; thuéc bét dong khé pha tiém. o S |Administration, Korea
3 <
o N~
(o] (gl
42 |Laboratorio Via Dante Alighieri, 71- * ThuBc v trung: EU GMP |IT/111- Italian Medicines 1
Farmaceutico C.T [18038 Sanremo (IM), ltaly | + Thu6c san xu4t vo trung: Dung dich thé tich nhd; Thuéc 1/H/2018 o o |Asency (AIFA)
S.R.L. bot va bot dong khé chira khang sinh nhém Penicillin va nhém § §
Cephalosporin. g §
+ Thudc tiét trung cudi: Dung dich thé tich nhé. - S
* Thudc khdng vé trung: Vién nén; vién nang cirng; thudc o ~
udng dang long.
44  [Phebra Pty Ltd 19 Orion Road, Lane Cove |* San phadm: Cafnea Injection (Caffeine citrate injection 40 PIC/S GMP [MI-2018-LI- ] Therapeutic Goods 1
NSW 2066, Australia mg/2mL IV injection glass vial). 03655-1 8 Administration (TGA),
py — |Australia
N S
N~ | g
PIC/S GMP [18/0213 0 3
o —
o~ o
S~
o
o
S~
-
o
46 |B.Braun Medical |Route de Sorge 9, 1023 * Thuéc vé trung: PIC/S- |No.17-1980 ™~ S Swiss Agency for 1
AG Crissier, Switzerland + Thudc tiét trung cudi: dung dich thudc tiém truyén; dung | GMP, EU- S S  |Therapeutic Products
dich thay thé& huyét thanh; dung dich tiém truyén dinh duéng; GMP § § (Swissmedic)
dung dich rira vét thuong. = R
— (@]
47 |Roche Sandhofer Strabe 116, * San pham: EUGMP |DE_BW_01_| Co quan tham quyén 1
Diagnostics 68305 Mannheim, + Dung dich ddm dic dé pha dung dich truyén Mabthera GMP_2016_ § blc
GmbH Germany (Rituximab 100 mg/10 ml); 0119 sy
v v ~ . A A
(Co s& sén xudt) + Dung dich dam dac dé pha dung dich truyén Mabthera )
(Rituximab 500 mg/50 ml). © 9
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F. Hoffmann-La  [Wurmisweg, 4303 + BOt dong khd dé pha dung dich tiém truyén Herceptin PIC/S GMP [No. 17-0015 5 Swiss Agency for
Roche Ltd Kaiseraugst, Switzerland  |(Trastuzumab 150mg); ~ 5 Therapeutic Products
(Cosé ddng géi) |(cach viét khac: + Dung dich dam déc dé pha dung dich tiém truyén Perjeta § S |(swissmedic)
Wurmisweg, CH-4303 (Pertuzumab 420 mg/14ml). ¥
Kaiseraugst, Switzerland) %
48 |[Roche Sandhofer Strabe 116, * Thudc vo trung: EU GMP |DE_BW_01_ Co quan tham quyén 1
Diagnostics GmbH [68305 Mannheim, + Thudc san xuat vo trung: Thudc déng khd; dung dich thé GMP_2016_ Plrc
Germany tich nho. 0119 et a
+ Thuéc tiét trung cudi: Dung dich thé tich nhé. 8 8
* Thu6c sinh hoc: San pham cong nghé sinh hoc (khdng thé E 5
don dong san xuat bing cdng nghé gen, Epoetin beta, 3 P
Peginterferon alfa-2a va methoxypolyethyleneglycol-epoetin
beta).
49 ([ILDONG 25, Gongdan 1-ro, * Thu6c khdng vo trung: thudc cém; vién nén; vién nang cirng; | PIC/S GMP |2018-D1- Gyeongin Regional 2
Pharmaceutical  [Anseong-si, Gyeonggi-do, |vién ngam; siro kho. 1623 © — |Office of Food and Drug
Co., Ltd. Republic of Korea * Thuéc vé trung: thudc tiém. § § Safety, Korea
* Thuéc chira khang sinh nhdm Cephalosporin: Vién nén; vién ~ F
nang cirng; thudc bét; siro kho; thuéc tiém. g %
* Thudc déc t€ bao chéng ung thu: Vién nén; vién nang clng; - ~
thudc tiém.
50 |Glenmark Kishapura, Baddi-Nalgarh |* Thudc khang vé trung: thudc bén ran; thudc uéng dang léng; | EU-GMP |UK GMP o o |Medicines and 2
Pharmaceuticals [Road, Solan District, thudc hit phan liéu. 33881 Insp § § Healthcare Products
Limited Himachal Pradesh, In- GMP pary S |Regulatory Agency
173205, India 33881/3829 % S (MHRA), United
61-0010 © " |Kingdom
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51 |Aculife Village - Sachana, Taluka - |* Thuéc vo trung: PIC/S GMP |060/2017/G State Service of Ukraine 2
Healthcare Viramgam, District - + Thudc san xuat vd triing: Dung dich thé tich nhé. MP on Medicines and Drugs
Private Limited Ahmedabad - 382 150, + Thu@c tiét trung cudi: Dung dich thé tich I&n; Dung dich Control (SMDC)
India thé tich nha.
(Unit-5, Block Biotech * San pham cu thé: 5 2
(line 531) va Block LVP + Dung dich tiém Hepanir 5000 IU/ml, 6ng 5 ml (Heparin 8 8
(line FL-521, line FL-522)) |Sodium); a 3
+ Nhii twong dé tiém truyén Quifol 10 mg/ml, 6ng 20 ml 5 Q
(Propofol);
+ Dung dich tiém truyén Nirliv 5 mg/ml, chai 100 m|
(Levofloxacin hemihydrate twong duwong Levofloxacin 500 mg).
52 [Ginsana SA Via Mulini, 6934 Bioggio, |* Thuéc khéng v6 trung: Vién nang mém, siro thudc. PIC/S-GMP [18-0521 0 o |Swiss Agency for 1
Switzerland § § Therapeutic Products
> S |(Swissmedic)
L <
3 S
53 |Industria Via G. Pascoli, 1 - 20064 |* Thudc khéng v trung: Thudc ban ran; thudc dit. EU-GMP |IT/194- Italian Medicines 1
Farmaceutica Gorgonzola (M), Italy * Thudc sinh hoc: Sdn pham cé ngudn géc tir ddng vat: Thuéc 1/H/2017 Agency (AIFA)
Nova Argentia ban ran.
S.P.A. * Thudc tir dwoc liéu: Thudc ban ran; thuée dit. N 9
Reparto Distaccato - Via  |* Thu8c khéng vé trung: Thudc bét; vién nén. 8 8
Muoni, 15-20064 - * Thudc tir duoc lidu: Thubc bot; vién nén. S 5
Gorgonzola (M), Italy < ~
Reparto Distaccato - Via  |* Thudc khéng vé trung: Vién ngadm; vién nén.
Muoni, 10-20064 - * Thudc tir duoc lidu: Vién nén.
Gorgonzola (M), Italy
55 [Laboratoires Avenue Thomas Edison * ThuBc khdng vo trung: vién nang cirng; thudc dung ngoai EU GMP |BE/GMP/20 % S Federal Agency for 1
Pharmaceutiques |32, Thines, 1402, Belgium |dang I6ng; thudc uéng dang 1dng; thudc bot; vién nén. 17/137 Q S |Medicines and Health
Trenker SA g E Products (FAMHP),
o S |Belgium
o (42}
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56 |Glaxo Operations [Harmire Road, Barnard * Thudc vo trung: EU-GMP |[UKMIA 4 Medicines and 1
UK Ltd Trading as [Castle, DL12 8DT, United + Thudc san xuat vd tring: Dung dich thé tich 1&n; dung dich Insp Healthcare Products
Glaxo Wellcome [Kingdom. thé tich nho. GMP/IMP Regulatory Agency
Operations (* Cach ghi khac: Harmire + Thu@c tiét trung cudi: Dung dich thé tich I&n; dung dich 4/3848- (MHRA), United
Road, Barnard Castle, thé tich nho (chira chat déc té bao). 0035 =~  |Kingdom
County Durham, DL12 * Thuéc khdng vo trung: ThuSc dung ngoai dang 1dng; thuéc 8 8
8DT, United Kingdom ) udng dang I6ng; thudc ban ran. Thudc chira Cephalosporin: S E
vién nén, vién nén bao phim; c6m pha hdn dich uéng. bt S
* Thudc sinh hoc: Thudc mién dich; thuéc cdng nghé sinh hoc;
thudc cé nguén gdc tir ngudi hodc déng vat; thudc chira
steroid, chdng khuin, ch6ng ndm.
57 |Aspen Pharma 286-302 Frankston- * Thu6c khdng vo trung: Vién nang cirng; thudc udng dang PIC/S |MI-2017-LI- ® S Therapeutic Goods 1
Pty Ltd. Dandenong Road, Idng; vién nén; thudc c6m; thudc bét; thudc kem; thuée phun 03557-1 Q S |Administration (TGA),
Dandenong South VIC mU; thuSc stc miéng; dung dich dung ngoai; thudc ma, bot g § Australia
3175, Australia nh3o. * N
N o
58 |Swiss No. 182, Zhongshan Rd., |* Thudc vd trung: Thudc tiém dung dich (sdn xuat vé trung va |PIC/S GMP [0424039(AP Ministry of Health and 2
Pharmaceutical  [Xinshi Dist., Tainan City  [ti&t trung cudi), thudc nhé mat, nho tai va nhd mili (sdn xuat ) Welfare, Republic of
Co., Ltd (Xinshi 744, Taiwan, R.O.C vo trung). China (Taiwan)
plant) * Thu6c khdng vd trung: Dung dich thuéc; thuéc m&, thuéc o o
kem; vién nén bao duwang, vién nén bao phim, vién nén bao § §
tan trong rudt, vién ngadm, thudc cdm, thudc bot va vién nang. g §
* Thu8c chira khang sinh nhém Cephalosporin: > S
+ Thudc bét, thudc cdm, vién nang, e -
+ Thudc bét pha tiém.
59 |Suheung Co., Ltd. |61 Osongsaengmyeong- |* Thu6c khéng vd trung: Vién nén; vién nang mém. PIC/S GMP (2017-G1- Daejeon Regional Office 2
ro, Osong-eup, 1617 ~ o |of Food & Drug Safety,
Heungdeok-gu, Cheongju- § § Korea
si, Chungcheongbuk-do, E g
Republic of Korea =~ =
— —
Pot 60 (theo Céng van s6 19626/QLD-CL ngay 16/10/2018 chia Cuc Quan ly Duworc)
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1 |Remedica Ltd Aharnon street, Limassol |* Building 1: Thu6c khéng v trung: vién nang cirng; thudc EU-GMP |REMO00/201 Pharmaceutical Services 1
industrial estate, dung ngoai dang I6ng; thudc udng dang 1dng; thubc bét pha 8/001 Ministry of Health,
Limassol, Cyprus, 3056,  |dung dich udng; thudc phun mu; dang bao ché ban ran; thuéc Cyprus
Cyprus (Building 1-main, |dat; vién nén; vién nén bao phim;
Building 2-penicillines, * Building 2: Thudc khéng vé trung chira khang sinh nhém
Building 4- Penicillins: vién nang cirng; vién nén; thuéc bot pha dung dich
cephalosporins, Building [udng. 0 o
5- horm.& cort., Building |* Building 4: Thuéc khdng v6 trung chira khang sinh nhém § §
10-anti-neoplastic, Cephalosporin: vién nang clrng; vién nén; thudc bét pha dung ~ =
Immunomodulating) dich uéng. 3 §
* Building 5: Thudc khéng vé trung chira thudc chéng ung ° -
thu/hormon: vién nang clng; vién nén.
* Building 10: ThuSc khéng v trung chira thudc chéng ung
thu: vién nang cirng; vién nén; vién bao phim.
* Vién nén bao phim: Kapetral (Capecitabine 150mg, 500mg).
Tén tai Viet Nam: Xalvobin.
2 |Rentschler Erwin-Rentschler -Str .21, |* San pham: Bét ddng khé pha dung dich tiém Firmagon EU GMP |DE_BW_01_ Co quan thdm quyén 1
Biopharma SE D-88471 (hodc 88471) (Degarelix dudi dang Degarelix acetate) 120mg va 80mg; GMP_2018_ Dlrc (Baden-
(Tén cii: Laupheim, Germany 0003 ® Wirttemberg)
Rentschler 8
Biotechnologie §
GmbH) pey
(Co sé sén xudt )
0
Ferring GmbH Wittland 11, 24109 Kiel, EU-GMP |DE_SH 01_ © 8 Co quan thdm quyén
(Co s& sén xudt  |Germany GMP_2016_ 8 5 birc
lo dung méi’) 0058 S <
ﬁ
Ferring Chemin de la EU-GMP [17-0474 Swiss Agency for
International Vergognausaz 50, 1162 St- ~ Therapeutic Products
Center SA Prex, Switzerland 8 (Swissmedic)
(Co s& dong gdi, 5
xudt xudéng ) 3
Danh muc co s& dat PICS EU GMP (Pot 1 - Dot 64) Trang 161 / 262 08/04/2019



TEN CO' SO’ SAN - ; 5 NGUYEN | GIAY CH. |NGAY |NoAY " NHOM
STT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP HET CO' QUAN CAP THUOC
HAN 1 2
3 |Pfizer Italia S.R.L |Localita Marino Del * Thudc khdng vé trung: EU-GMP [IT/138- 0 — |ltalian Medicines 1
Tronto - 63100 Ascoli + Vién nang clrng (chat doc té bao); 2/H/2018 § § Agency (AIFA)
Piceno (AP), ltalia + Vién nén va vién nén bao duong (hormon corticosteroid, vy ~
hormon sinh duc). % §
o o
4  |Omega 10850 Hamon Montreal, |* San pham: Dung dich tiém Octreotide Acetate Omega PIC/S GMP (69266 0 o |Health Products and 1
Laboratories Ltd [Quebec, Canada, H3M 100mcg/ml (Octreotide (Octreotide acetate) 100mcg/ml) § § Food Branch
3A2 Tén tai Viét Nam: DBL Octreotide 0.1mg/ml (Octreotide (dudi Py » |Inspectorate (HPFBI),
dang Octreotide acetate) 0,1mg) % § Canada
5 |Vetter Pharma- [Vetter Pharma-Fertigung |* Thudc vé trung: EU-GMP [(DE_BW_01_ Co quan tham quyén 1
Fertigung GmbH |Schiitzenstr. 87 und 99- + Thudc san xuat vo trung: thudc déng khd; dung dich thé GMP_2018_ Plrc
& Co. KG 101, 88212 Ravensburg, [tich nhd. 0067 g é‘
Germany + Thudc tiét trung cudi: dung dich thé tich nhé. I g
* Thudc sinh hoc: san phadm cé ngudn géc tir huyét tuong g §
(plasma); thudc mién dich; thudc cong nghé sinh hoc (chira Q =
hormon hodc chat c6 hoat tinh hormon); thuéc c6 nguén géc
tlr nguoi hoac dong vat.
6 |PT. Boehringer Jalan (hodc: JI.) Lawang * Thubc khdng vo trung, khéng chira khang sinh B-Lactam, PIC/S GMP (4801/CPOB/ © — |National Agency for 2
Ingelheim Gintung 89 Bogor, thuéc tranh thai, hormon sinh duc va chét kim té bao: vién A/X/16 § § Drug and Food Control
Indonesia Indonesia nén; vién nén bao § E (NADFC), Indonesia
* Thudc khdng vo trung: thudc udng dang ldng 4802/CPOB/| & -
A/X/16 o o
8 |Patheon Inc. 2100 Syntex Court * San pham: Vién nén bao phim Epclusa (Sofosbuvir 400mg; Canada- |69496 Co quan tham quyén 1
(Co sé san xudt) |Mississauga, Ontario, Velpatasvir 100mg). GMP Canada
Canada, L5N 7K9 %0 o
S| &
Gilead Sciences  |IDA Business and g g
Ireland UC Technology Park, ) Py
(Co's& ddong goi  |Carrigtohill, Co. Cork- ° ©
thir cdp va xuét  |lreland.
xuéng )
9 [Glenmark Plot No. S-7, Colvale * Thudc khdng vé trung: Vién nén EU GMP |sukls287066 State Institute for Drug 2
Pharmaceuticals |Industrial Estate, Colvale, [* S&n phdm cu thé: /2017 x < [Control (SUKL), Czech
Limited Bardez, Goa - 403 513, - Olazax Disperzi, Orodispersible tablet 8 8 Republic
India - Olazax, Tablet § 5
- Olanzapine Glenmark, Tablet 8 8
- Olanzapine Glenmark Europe, Orodispersible tablet
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12 [Mega Mega Lifesciences Public |* Thudc khéng vé trung: Vién nang mém. EU-GMP |DE_NW_01_ Co quan thdm quyén 2
Lifesciences Company Limited, Plant 1 |S&n phdm cu thé: GMP_2017_ Pirc
Public Company (384, Soi 6, Bangpoo - Vién nang Vitamin E 600; 1017
Limited Industrial Estate, Pattana |- Vién nang mém gelatin Alfacalcidol 0,25 ug/1,0 ug/0,5 ug;
3 Road, Moo 4, Phraeksa, |- Vién nang mém gelatin Ibuprofen 200 mg/400 mg (Tén lwu 5 2
. . o o
Mueang, Samutprakarn hanh tai Viét Nam: Gofen 400 clearcap)/600 mg; g g
10280, Thailand - Vién nang Ursodeoxycholic acid 250mg; <) S
- Vién nang mém gelatin Ferrovit (Ferrous Fumarate 162mg + 5 S
Folic Acid 0.75mg + Cyanocobalamin 0.0075mg).
13 [Mega Mega Lifesciences Public  [* Thudc khdng vé trung: vién nang cirng; vién nén; vién nang EU-GMP |DE_NW_01_ Co quan thdm quyén 2
Lifesciences Company Limited, Plant 2, [mém GMP_2017_ burc
Public Company [515/1, Soi 8, Bangpoo San pham cu thé: 1013
Limited Industrial Estate, Pattana |- Vién nén bao Doloteffin;
3 Road, Moo 4, Praeksa, |- Vién nang cirng Korea Ginseng;
Mueang Samutprakarn - Vién nang Vitamin E 600; ~ o
10280, Thailand - Vién nang mém gelatin Alfacalcidol 0,25pug/ 1ug/0,5 ug; § §
- Vién nang mém gelatin Ibuprofen 200 mg/400 mg/600 mg; E g
- Vién nang cirng URSOLIV 250mg (Ursodeoxycholic acid . >
250mg); e o
- Vién nang mém gelatin Ferrovit (Ferrous Fumarate 162mg +
Folic Acid 0.75mg + Cyanocobalamin 0.0075mg).
14 |Yoo Young 33, Yongso 2-gil, * Thudc tiém PIC/S GMP (2018-G1- 0 « |Daejeon Regional Office 2
Pharmaceutical [Gwanghyewon-myeon, * Vién nén; vién nang cirng; vién nang mém; thuéc cém. 1430 § § of Food & Drug Safety,
Co., Ltd Jincheon-gun, Ny SF |Korea
Chungcheongbulk-do, 3 S
Korea « -
15 [Industria Via Cassia Nord, 351- * Thudc vé trung: EU-GMP [IT/67- ~ o |ltalian Medicines 1
v ¢ > > i -
Farmaceutica 53014 Monteroni D'arbia |+ Thuoc tiét trung cudi: dung dich thé tich I&n; dung dich thé 1/H/2017 IS S |Agency (AIFA)
Galenica Senese |(SI), Italia tich nho. g g
S.R.L * ThuSc khong vo trung: thudc udng dang 1ong. g E
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16 [Eriochem S.A Route 12 km 452 (Zip * Thudc v trung: Thudc san xuat vo trung va thudc tiét trung | PICS GMP |20132014 National Administration 2
Code 3107), of the City of |cu6i: Bét dong khé pha tiém chira chat chéng ung thu; dung 000918 18 ® 9 |of Drugs, Foods and
Colonia Avellaneda, dich tiém. 8 8 Medical Devices
Parana Department, g 5 (ANMAT), Argentina
Province Entre Rios, po P
Argentina Republic.
17 Joncomed Kardsek 2229/1b budova |* Thu8c vé trung chira chat kim té bao: EU GMP |sukls96769/ ~ o |State Institute for Drug 1
manufacturing 02 Reckovice 62100 Brno, |+ Thudc san xuat vo trung: dung dich thé tich I&n; thudc dong 2017 § § Control (SUKL), Czech
a.s. Czech Republic khd; dung dich thé tich nha. > o |Republic
+ Thudc tiét trung cudi: dung dich thé tich I&n, dung dich thé § %
tich nho © o
18 |AstraZeneca AB  |Freeze Dried and Genuair, |* Thu6c vo trung: EU-GMP |6.2.1-2017- Swedish Medical 1
Gartunavagen, Sddertélje, | + Thudc san xuat vo trung: Thubc bot déng khd. 061520 Products Agency (MPA)
151 85, Sweden * Thuéc khdng vo trung: ThuSc bot hit da liéu. x <
(* bia chi chung: 8 8
Sodertalje, 15185, 3 S
Sweden) ~ S
19 |Vetter Pharma- [Vetter Pharma -Fertigung |* Thuéc vé trung: EU-GMP |DE_BW_01_ Co quan tham quyén 1
Fertigung Mooswiesen 2, 88214 + Thudc san xuat vo trung: thudc déng khéd; dung dich thé tich GMP_2018_ Blrc
GmbH&Co. KG Ravensburg, Germany nhdé. 0064 b P
+ Thudc tiét trung cudi: dung dich thé tich nhé. 8 8
* Thudc sinh hoc: Ché& pham mau (sdn pham dan chat tir huyét g §
tuong); san pham mién dich; san pham cong nghé sinh hoc Q o
(hormon hodc chat cé hoat tinh hormon), san pham chiét xuat
tlr nguoi hoac déng vat.
20 |J. Uriachy Avda. Cami Reial, 51-57, [* San pham: EU GMP |2018/00839 Agency for Medicines 1
Compainiia, S.A 08184 Palau - Solita i + CILOSTAZOL KERN PHARMA 100mg COMPRIMIDOS EFG and Health Products
Cach ghi khac: J. |Plegamans (Barcelona), Tén tai Viéet Nam: Vién nén PLETAZ 100mg (Cilostazol) g g (AEMPS), Spain
Uriach and CIA,  |Spain Q Q
S.A + LEVETIRACETAM KERN PHARMA 500mg COMPRIMIDOS 2018/00838 5 5
RECUBIERTOS CON PELICULA EFG, Tén tai Viét Nam: Vién nén 3 3
bao phim LERACET 500mg (Levetiracetam)
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21 |YOUNG IL 6-1 Munhwa 12-gil, * ThuGc ubng dang ran: Thudc Vién nén; thube vién nang; PIC/S GMP [2018-G1- o o |Deajeon Regional 2
PHARM/ Co., Ltd [lincheon-eup, Jincheon- [thudc bdt; Sird kho; vién nén bao phim; vién nén bao dudng 1441 § § Commissioner Food and
gun, Chungcheongbuk- Y o |Drug Administration,
do, Republic of Korea § § MFDS, Korea
o o
22 |LEO Laboratories |285 Cashel Road, * Thudc vo trung: EU GMP |19383/M46 o o Health Products 1
Ltd Crumlin, Dublin 12, D12 + Thudc san xuat vo trung: Dang bao ché ban ran. s 8 |Regulatory Authority
E923, Ireland * Thuéc khdng vo trung: Thuéc khung thdm; thuéc dung ngoai 3 S (HPRA), Ireland
dang l&ng; thudc phun mu; dang bao ché ban ran. g §
23 |Takeda GmbH Takeda (Werk Singen) * Thudc vo trung: EU-GMP [(DE_BW_01_ Co quan tham quyén 1
Robert-Bosch-Str. 8, + Thudc san xuat vd trung: ThuSc bot déng khd; dung dich GMP_2018_| - |buc (Baden-
78224 Singen, Germany  [thé tich nho. 0079 § § Wirttemberg)
+ Thudc tiét trung cudi: Dung dich thé tich nhé. =~ P~y
* Thu6c khdng vd trung: ThuSc dung ngoai dang 1dng; thuéc § S
udng dang 16ng; dang bao ché ban ran; thudc dan; thuéc © ©
trirtng dat am dao.
24 |Pierre Fabre Aquitaine Pharm * Thuéc vé trung: EU -GMP [2018/HPF/F National Agency for the 1
Medicament International 1, Avenue + Thuéc déng kho (chira héc mdn); dung dich thé tich nho R/186 ® < |Safety of Medicine and
Production du Béarn, IDRON, 64320, |(chra chat doc té bao). 8. 8. Health Products
France + Thudc tiét trung cudi: Thudc ban ran; dung dich thé tich $ g (ANSM), France
nhé (bao gdbm ca thuéc chira héc mén); S ~N
* ThuBc sinh hoc: Thudc cong nghé sinh hoc
25 [Jw 56 Hanjin 1-gil, Songak-  |* ThuSc udng dang ran: Thudc vién nén; vién nang cirng; vién | PIC/S-GMP|2018-G1- Daejeon Regional Food 2
Pharmaceutical  |[eup Dangjin-si, nén phan tan trong miéng. 1791 o - |and Drug
Corporation Chungcheongnam-do, * Thudc tiém: Thuéc tiém; thudc bot pha tiém; dung dich rira § § Administration, Korea
Republic of Korea vét thuwong § g
* Dung dich thuSc nhé mat. < <
* Thuéc udng dang 1dng: Dung dich, si rd, hdn dich. - -
* Thudc sinh hoc: thudc tiém
26 |Sterling Drug Lot. 89, Jalan Enggang, * ThuBc khdng vo trung: PIC/S-GMP|727/18 0 — |National Pharmaceutical 2
(Malaya) Sdn Bhd [Ampang-Ulu Kelang + Thudc bét. § § Control Bureau,
Industrial Estate, 54200 + Thudc vién nén. ) S |Ministry of Health
Ampang Selangor, g % Malaysia.
Malaysia ~ ~
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27 |Santen 348-3, Aza-suwa, Oaza- * San pham: Dung dich nhd mat Mydrin-P (Tropicamide 50mg; |Japan-GMP|CPP: 4256 Pharmaceutical safety 1
Pharmaceutical [shide, Taga-cho, Inukami- |Phenylephrin hydroclorid 50mg/10mL) Notification: = < |and enviromental
. . o o .
Co., Ltd. Shiga gun, Shiga, Japan Q d  [Health Bureau, Ministry
Plant 2522808000 o S |of Health, Labour and
275 S S |Welfare
29 |GlaxoSmithKline [1061 Mountain Highway |Thuéc khdng chira khéng sinh nhém beta lactam, hormone, PIC/S GMP [MI-2015-LI- Therapeutic Goods 1
Australia Pty Ltd |Boronia Vic (hodc chéng ung thu va doc té€ bao: 12213-1 pat & |Administration (TGA),
Victoria) 3155 Australia * Thu6c khdng vo trung: Vién nén, vién nang clrng, thudc dang 8 8 Australia
bom (Insufflation); S S
v v v < v = \
* Thudc vo trung: thudc dung dich, thuoc hon dich, thuoc N S
tiém; thudc nudc ubng.
30 |Laboratorios Poligono Industrial * Thubc khdng vo trung: thudc uéng dang 1dng. EU GMP |4208/18 o — |Coquan thdm quyén 1
Leon Farma S.A Navatejera, C/ La Vallina |* Thu8c khéng vé trung chira héc mén va cac hoat chat cé § § Tay Ban Nha
s/n, Villaquilambre-Leon, [hoat tinh hdc mén: vién nang clng; vién nang mém,dang bao g g
Spain ché& ban rén; vién nén, vién nén bao phim; vong dit am dao. = e
— o
31 [Pierre Fabre Aquitaine Pharm * San pham: EU-GMP |2018/HPF/F European Medicines 1
Medicament International, Avenue du + Dung dich thudc tiém Aloxi Solution for Injection (250 mcg R/186 pat Agency
Production Béarn, 64320, IDRON, palonosetron hydrocloride /Io). 8
(Co sé sén xudt  |France + Dung dich thu6c tiém ALOXI palonosetron 75mcg/1.5mL. g
va dong goi so 5 g
cdp) Q
Helsinn Birex Damastown, Mulhuddart, EU GMP |15413/M29 §
Pharmaceuticals [Dublin 15, Ireland 4 ~ <
o
Ltd. S
(Co sé ddng goi <]
thir clp va xudt 8
Xuwéng )
32 |Steri-Pharma, LLC. |South West Street 429, * ThuBc san xuat v trung: thudc bot pha dung dich tiém EU-GMP [IT/GMP/E/O 0 o [ltalian Medicines 1
Syracuse, NY 13202, truyén chira khang sinh nhém betalactam. 1/2018 § § Agency (AIFA)
United States = >
L <
n (o]
— (o]
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33 |Laboratorio Via Licinio 11, 22036 Erba |* San pham: thuéc bt va dung mdi pha tiém Gluthion EU GMP |IT/131- Italian Medicines 1
Italiano (Co) Italia 600mg/4ml 1/H/2017 Agency (AIFA)
Biochimico o
Farmaceutico 8
Lisapharma S.P.A 5 o
(Co s san xuét) S S
Q
o
i
o
Laboratorio Via Dante Alighieri, 71- EU-GMP [IT/111- 0 ™ italian Medicines
Farmaceutico C.T (18038 Sanremo (IM), Italy 1/H/2018 § Agency (AIFA)
S.R.L g
(Co sé ddng goi 5
va xudt xuéng )
34 |Pymepharco Joint [Pymepharco Joint Stock  [* S&n phidm: thudc b6t pha tiém Ceftriaxone EG 1g/10ml EU-GMP Il 23.2 (Bey) Co quan tham quyén 1
Stock Company  |Company (Ceftriaxone 1g) -18/02(21)- part Q |buc
166-170, Nguyen Hue B 55 ] 4
Street, Tuy Hoa City, Phu 5 5
Yen Province, Vietnam, 3 p
Viet Nam
35 |Denk Pharma Gollstr. 1, 84529 * Thudc khdng vé trung: Vién nang clng; vién nén, vién nén EU-GMP |DE_BY_04_ 0 — |Coquan thdm quyén 1
GmbH & Co.KG  |Tittmoning, Germany bao phim. GMP_2018_| S S |puc
N N
0071 O ™
L <
o0 o
(] (o]
36 |Exeltis ilag San. Cerkezkoy Organize * Thuéc dan, thudc trirng; PIC/S- [TR/GMP/20 Turkish Medicines and 2
Ve Tic. A.S. Sanayi Bélgesi, * Thudc kem, thuéc gel. GMP  |18/149 ® < |Medical Devices Agency
Gaziosmanpasa Mahallesi 8 8
Fatih Bulvari No:19/2, 5 g
Cerkezkoy-Tekirdag, S S
Turkey
37 [Medochemie (Far [No 10, 12 and 16, VSIP lI- |* Thudc khdng vé trung: Thudc udng dang 16ng; thudc ban ran | EU-GMP |MED09/201 Pharmaceutical Services 2
East) Ltd., A, Street 27, Vietnam (kem, m@, gel). 8/001 Ministry of Health,
iquids and Semi-[Singapore Industrial Par ~ N yprus
(Liquids and Semi-|Si Industrial Park ®© 2 |c
solids Facility) II-A, Vinh Tan commune, 8 8
Tan Uyen town, Binh g g
Duong province, Vietnam 3 3
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39 |Laboratoires Rue des Quatre Filles, * Thudc khdng vé trung: Vién nang cirng. EU-GMP |[2018/HPF/F 0 — |National Agency for the 1
Expanscience EPERNON, 28230, France R/165 § § Safety of Medicine and
E § Health Products
~ S |(ANSM), France
- -
40 |[Eczacibasi Baris Mah., Dr. Zekiacar  |* San pham: PIC/S GMP [TR/GMP/20 Turkish Medicines and 2
Monrol Nikleer [Cad. No:1 (Tiibitak Mam |+ Dung dich tiém tinh mach MON.MIBG-123-Diagnostic 40- 18/105 Medical Devices Agency
Uriinler San. ve  [Teknoparki) Gebze 820 MBq. (TMMDA)
Tic. AS. Kocaeli, Turkey + Dung dich tiém tinh mach MON.FDG (**F)
(Fluorodeoxyglucose).
+ Dung dich tiém tinh mach MON.GALYUM-67 74 MBg/ml
(Gallium-67 Citrate).
+ Dung dich tiém tinh mach MON.TALYUM 2011 (Thallium
Chloride) 37 MBg/ml. S Q
+ MON.TEK 99Mo/99m Tc Generator Sodium Pertechnetate § §
(**Tc) Sodium Molybdate (*’Mo). g g
+ Vién nang MON.iYOT-131 037-7400 MBq (10uCi-200mCi) N ™
(Sodium lodide (**'1)).
+ Dung dich udng MON.iYOT-131 74 - 18500 MBq (Sodium
lodide (**"1)).
+ Dung dich tiém tinh mach MON.MIBG-lgll-Diagnostic 9-120
MBa/ml (**M1).
+ Dung dich tiém tinh mach MON.MIBG-"*"|-Therapeutic 370-
3700 MBq.
41 [Pharmachemie |Swensweg5, HAARLEM, [* Thudc vé trung chira chat kim t& bao: EU GMP |NL/H © - |Health and Youth Care 1
B.V. 2031GA, Netherlands + Thudc san xuat vd trung: Thudc déng khd; dung dich thé 18/2003994 § § Inspectorate -
tich nhé. vy N |Pharmaceutical Affairs,
+ Thudc tiét trung cudi: Dung dich thé tich nho. § % Netherlands
* Thudc khdng vé trung: Vién nang cirng chira bot hit. - e
42 [S.C. ZENTIVAS.A. [Bulevardul theodor * Thudc vé trung: EU-GMP |017/2018/R National Agency for 1
pallady 50, Sector 3, + Thudc san xuat vd triing: Dung dich thé tich nhé. o ® & |Medicines and Medical
Bucharest, RO - 032266, | +Thudc tiét trung cudi: Dung dich thé tich nho. ] &  |pevices (NAMMD),
Romania * Thudc khdng vé trung: Vién nang cirng; vién nén bao phim, 5 5 Romania
vién nén bao, vién nén; pellet, vién nang chira pellet. bt b
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43 [Sanofi Aventis, SA [Ctra. C35 La Batlloria a * Thudc khdng vé trung: Vién nang cirng; vién nén, vién nén EU-GMP |NCF/1817/0 0 —  [Ministry of Health of 1
v 2 ~ ., o ~ , L, i o
Hostalric, km 63,09, bao (bao gom ca thubc chira hormones hoac chat cé hoat tinh 01/CAT S S |Government of
17404 Riells | Viabrea hormone; ); Thu6c bét. g § Catalonia, Spain
irona ain < N
(G' )I Sp i S~ S~
o o
44 [FARMAKJSC Frunze Street 74, Kyiv, * Thuéc vé trung: EU-GMP |UP/I-530- Agency for Medicinal 2
04080, Ukraine + Thu6c san xut v6 trung: Dung dich thé tich nhé (bao gdbm 10/18-03/06 Product and Medical
ca thuéc chira hormon). Devices, Croatia
+ Thuéc tiét trung cudi: Dung dich thé tich nhé chira
hormon. o o
* Thuéc khdng vo trung: Vién nang clrng; vién nang mém § §
chira hormon; thuéc duing ngoai dang 16ng; thudc uéng dang g S
¢ . 9 n 2 ~ i
I6ng chira hormon; dang bao ché bén ran (bao gébm ca thudc > ~
chira hormon); vién nén (bao gbém ca thuéc chira hormon); - ~
thudc bét/c6m pha dung dich uéng.
* Thudc sinh hoc: San pham céng nghé sinh hoc (dung dich
thé tich nho san xuit vé trung).
45 [Nipro Pharma 428, Okanouchi, * Vién nén IRESSA Tablets 250. Japan GMP (2001 ~ ~  [Ministry of Health, 1
— (o]
Corporation, Kagamiishi-machi lwase- S S [Labour and Welfare
agamiishi Plant |gun, Fukushima - ~ ~ ,Japan
K iishi Pl Fukushima 969 N s |(MHLW), ]
0401, Japan S S
- —
46 [ASTRAZENECA 224 avenue de la * Thuéc khdng vo trung: Dang bao ché cé ap luc (bao gbm ca EU-GMP |HPF/FR/33/ ~ o |French National Agency 1
- ) — —
DUNKERQUE Dordogne, DUNKERQUE, |hon dich nén ap lwc dung dé hit) 2017 S S [for Medicine and Health
PRODUCTION 59640, France N & |Products Safety (ANSM)
N w
o o
47 [Huons Co., Ltd. 100 Bio valley-ro, - Thudc udng dang ran: Vién nén, Vién nang, Vién nén nhai. PIC/S-GMP|2018-G1- 0 « |Daejeon Regional Office 2
Jecheon-si, - Thuéc tiem. 1506 § § of Food and Drus Safety,
Chungcheongbuk-do, - Dung dich Thudc nhé mat. o »  |Ministry of Food and
¢ . N x . . o o
Republic of Korea - Thuoc uéng dang long: Hon dich, Siro. § E Drug Safety Korea
48 [PANPHARMA ZI du Clairay, LUITRE, * Thudc vé trung: EU-GMP |2018/HPF/F 0 - National Agency for the 1
35133, France + Thudc san xuat vo trung: Thudc cdy ghép va dang ran R/158 § § Safety of Medicine and
(chira khang sinh nhém beta lactam). o = |Health Products
o o
> » |(ANSM), France
o~ o
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49 [Laboratorios IMA [Palpa 2862, (Zip Code * S3n pham: PIC/S GMP (2017/4714- x National Administration 2
S.A.L.C. C1426DPB), of the City of + Thuéc bét dong khé pha tiém truyén Trexam (Pemetrexed INAME-587 8 of Drugs, Foods and
(Co'sé san xudt) |Buenos Aires, Argentina  [500mg). Tén tai Viét Nam: Belipexade. Ay Medical Devices
Q o
¢ S~
+ Thubc b6t dong khoé pha tiém Xaliplat (Oxaliplatin 50mg, g S |(ANMAT), Argentina
A - . . . N
Laboratorios |Elcano No 4938. (Zip 100meg). Tén tai Viét Nam: Oxaliplatin. _ 2016/5519- | . | @
Richmond Code C1427CIU), of the + Dung dich dam ddc pha tiém truyeén Drifen (Paclitaxel INAME-1918| & 3
S.A.CLE. City of Buenos Aires, 30mg, 100mg). Tén tai Viét Nam: Paclirich. 5
2 4z ‘s . (=
(Cosodong gdi) |Argentina g
50 |Menarini-Von Leipziger Strafe 7-13, * Thuéc khdng vo trung: vién nén ( bao gém vién nén giai EU-GMP |DE_SN_01_ . — |Coquan thdm quyén 1
Heyden GmbH 01097 Dresden, Germany [phéng kéo dai); vién nén bao phim; thudc cém GMP_2018_ § § Plrc
0012 B P
L L
0 o0
— (gl
51 |[Torrent Village: Bhud & Makhnu  [* Thuéc khéng v6 trung: vién nang cirng; vién nén. EU-GMP |DE_BY 05 _ Co quan thdm quyén 2
Pharmaceuticals [Majra, Tehsil: Baddi - GMP_2018_ ® < |Puc
Ltd - Baddi Plant 173205, Dist.: Solan 0017 | &
(Himachal Pradesh (hoac g §
H.P.)), India © s
52 |S.A.L.F. SPA Via G. Mazzini, 9- 24069 |* Thudc v6 trung: EU-GMP [IT/235- ~ o0 Italian Medicines 1
’ - . P . A, o —
Laboratorio Cenate Sotto (BG), Italia |+ Thudc tiét trung cudi: Dung dich thé tich I&n, dung dich thé 1/H/2017 S S |Agency (AIFA)
Farmacologico tich nho. ) N
— o
S| S
(] (o]
54 |Clausen 3896 Artigas Boulevard, Bom kim tiém bom san véi hoat chat sinh hoc va cong nghé PICS GMP |DI-2017- ~ o National Administration 2
Laboratories S.A [Montevideo, Oriental sinh hoc 10921-APN- § § of Drugs, Foods and
Republic of Uruguay ANMATH#HMS § § Medical Devices
S S |(ANMAT), Argentina
(o] (o]
55 |Janssen Turnhoutseweg 30, * Thuéc vo trung: Thudc san xuat vd tring: dung dich thé tich EU GMP |BE/GMP/20 0 o |Federal Agency for 1
¢ > ¢ pm N ..
Pharmaceutica NV |Beerse, 2340 (hodc B- nhéd; thuéc nhé mat. 17/124 S S [Medicines and Health
2340, Beerse), Belgium @ = |Products (FAMHP),
S S |Belgium
N o
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56 |Boryung 107, 109 Neungan-ro, * Thudc udng: vién nén, vién nang, thuéc bét, thuéc cém, vién | PIC/S GMP |2018-D1- Gyeongin Regional Food 2
Pharmaceutical Danwon-gu, Ansan-si, hoan; 1712 and Drug
Co., Ltd. Gyeonggi-do, Republic of [* Thuéc tiém: dung dich tiém; thudc bét pha tiém; dung dich Administration, Korea
Korea. tiém truyén; dung dich rira phau thuat;
* ché& pham dac biét: o o
+ Thudc chira khang sinh nhdm penicillin: vién nén, vién § §
nang, syro kho; ~ =
+ Thudc chira khang sinh nhdm cephalosporin: vién nén, vién g 3
nang, syro kho; bot pha tiém, bot dong kho pha tiém ; o «
+ Thudc chira hormon sinh duc: hdn dich udng;
+ Chat doc té bao ch6ng ung thu: vién nén, vién nang; dung
dich thudc tiém, bot dong khd pha tiém.
57 |Solupharm Industriestr. 3, 34212 San pham: EU-GMP |DE_HE_01_ Co quan tham quyén 1
Pharmazeutische [Melsungen, Germany + Dung dich thuéc tiém Deplin 600 mg (Alpha-Lipoic acid GMP_2018_ o Pulc
Erzeugnisse 600mg/24ml); 0090 §
GmbH + Dung dich tiém truyén Fanlodo (Levofloxacin hemihydrat = o
(Cor s sén xudt 512,46mg/100ml); 2 =
bén thanh phém ) e %
B
Biokanol Pharma ([Kehler Str. 7, 76437 EU-GMP |DE_BW_01_ N ©  |Co quan thdm quyén
GmbH Rastatt, Germany GMP_2017_ 8 DPlrc
(Co sé ddng goi 0001 p=y
va xudt xudng ) §
58 |Samyang 79, Sinildong-ro, Daedeok- |* Thudc tiém chira chat déc té€ bao chéng ung thu PIC/S-GMP [2018-G1- o -, |Daejeon Regional Food 2
Biopharmaceutica (gu, Daejeon, Repubic of 1324 § § of Drug Safety, Korea
Is Corporation Korea ~ s
e ¢
- —
59 |Solupharm Industriestr.3 34212 *Thudc vo trung: EU GMP |DE_HE_01_ Co quan c6 thdm quyén 1
Pharmazeutische [Melsungen, Germany + Thudc san xuat vd triing: Dung dich thé tich nhd GMP_2018_| o |ctabirc
Erzeugnisse + Thudc tiét trung cudi: Dung dich thé tich 1&n ( khéng bao 0090 § §
GmbH gdm thudc vi lwvgng d6ng cin), dung dich thé tich nhé; E g
* Thuéc vi lvgng dong can. = -
o ~
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60 |Octapharma AB |Lars Forssels gata 23, San pham cdng nghé sinh hoc (sdn xuat thudc tir t& bao ngudi) | EU-GMP |5.9.1-2017- ~ o |Medical Products 1
Stockholm, 11275, 023633 § § Agency (MPA), Sweden
Sweden n >
o o
S~ S~
< 0
o o
61 [Catalent Gammelsbacher Str.2, * S3n pham: EU-GMP [DE_BW_01_[ Co quan tham quyén 1
Germany 69412 Eberbach, Germany |+ Vién nang mém Sandimmun Neoral 25mg (Ciclosporin GMP_2018_ § burc
Eberbach GmbH 25mg); 0072 vy
2y o " " . . . o
(Co so san xuat) + Vién nang mém Sandimmun Neoral 100mg (Ciclosporin = é‘
100mg) " N
Novartis Pharma |Schaffhauserstrasse, 4332 PIC/S GMP |18-0868 . § Swiss Agency for
Stein AG Stein, Switzerland § & |Therapeutic Products
((,jo' sé;déng,q goi S (Swissmedic)
va xudt xuong ) S
62 |Cilag AG Hochstrasse 201, 8200 * ThuGc dang 1dng: Dung dich thudc tiém; 8ng tiém déng san PIC/s- |18-0790 © o [Swissmedic, Swiss 1
Schaffhausen, Switzerland [(bao gdm ca chira hoat chat sinh hoc). GMP; EU- § § Agency for Therapeutic
* Dang bao ché ran: Vién nang; vién nén, vién nén bao phim GMP s S |Products
- 2 P N ~, . . o —
(bao gém ca chita hormon va chat cé hoat tinh hormon). > S
— (9p]
63 |Baxter Route 3 Km, 144.2, * S3n pham: Dang bao ché I6ng dé hit Forane (Isoflurane, US-GMP |6UHW- o o |United States Food and 1
— (o]
Healthcare Guayama, Puerto Rico USP) Liquid for Inhalation, 250ml DHMG S S  [Drug Administration
Corporation 00784 USA Tén tai Viét Nam: Aerrane E E (U.S. FDA)
& ™
- —
64 |Patheon Inc. Toronto Region * S3n pham: Vién nén bao phim Tracleer (Bosentan 125 mg). Canada- |69773 Co quan thdm quyén 1
(Co s& san xudt) |Operations, 2100, Syntex GMP Canada
Court, Mississauga,
Ontario, L5N 7K9, Canada p] a
< Q
S~ S~
Actelion Gewerbestrasse 12, 4123 EU-GMP 5 5
Pharmaceuticals |Allschwil, Switzerland 9 9
Ltd
(Co sé xuédt
xuéng )
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65 |Takeda Austria St. Peter-StraRe (hodc St. |* Thuéc vd trung: EU-GMP [INS-480050- Austrian Federal Office 1
GmbH Peter - Strasse) 25, 4020 + Thudc san xuat vo tring: dung dich thé tich nho 0114-001 ~ o |for Safety in Health Care
Linz, Austria + Thudc tiét trung cudi: dung dich thé tich nhd; Thuéc dang (1/8) § §
ran va cay ghép g §
* Thuéc khdng vo trung: thudc dung ngoai dang léng; = >
* Thudc sinh hoc: thudc c6 ngudn goc tlr ngudi hodc déng vat; ~ «
66 |Sandoz GmbH - BiochemiestralRe 10, * Thuéc vé trung: EU GMP |INS-482451- Federal Office for Safety 1
Organisationseinh (6336 Langkampfen, + Thu6c san xuat vo trung: dung dich thé tich nhé; thuéc 0051-001 in Health Care, Austria
eit/Business Unit |Austria dang ran va cdy ghép; (3/3)
Biologics + Thudc tiét trung cudi: thudc dang ran va cay ghép; ~ -
Technical * Thudc sinh hoc: San pham céng nghé sinh hoc; khang thé § §
Development and don dong g )
Manufacturing E g
Drug Product o -
Schaftenau
(BTDM DPS)
67 |Penmix Ltd. 33, Georimak-gil, Jiksan-  |* Thudc tiém: PIC/S-GMP|2018-G1- Daejeon Regional Food 2
eup, Seobuk-gu, Cheonan-| + Thuéc tiém, thudc d6ng kho; 1648 ® < |of Drug Administration,
si, Chungcheongnam-do, + Thudc chira khang sinh nhém penicillin: Thudc déng khé, 8 8 Korea
Republic of Korea thudc tiém bot; g g
* ThuGc udng dang ran chira khang sinh nhédm penicllin: Vién Q =
nén, bot pha xiro .
68 [Catalent Gammelsbacher Str. 2, * S3n phdm: EU GMP |DE_BW_01_ Co quan thdm quyén 1
Germany 69412 Eberbach, Germany| + Vién nang Rocaltrol (Calcitriol 0,25 mcg); GMP_2018_ fart blrc
Eberbach GmbH 0072 8
(Cor sé& sén xudt ) § g
S
o
F.Hoffmann-La [Wurmisweg, 4303 PIC/S-GMP [17-0015 ~ E Swiss Agency for
Roche Ltd. Kaiseraugst, Switzerland 8 Therapeutic Products
(Cos& ddng goi) § (Swissmedic)
3
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69 |Kyung Dong 224-3 Jeyakdaniji-ro, * Vién nén, vién nang clrng, vién nang mém, vién nén bao PICS GMP (2018-D1- 0 o |Gyeongin Regional Ofice 2
Pharm. Co., Ltd Yanggam-myeon, phim, vién nén bao dudng; 1998 § § of Food and Drug
Hwaseong-si, Gyeonggi- |* Thudc tiém bét (bao gdbm ca thudc chira khéng sinh nhém Y = |[Safety, Korea
) ’ o o
do, Republic of Korea Cephalosporin); Thuoc dong kho pha tiém; dung dich thudc > -
tiém. ~ i
70 |Dr. Reddy's Survey No. 41, Bachupally [* Thu6c khdng vd trung: Vién nén; vién nang cirng. EU GMP |UK GMP Medicines and 2
Laboratories Village, Qutubullapur 8512 Insp © 9 Healthcare Products
Limited FTO Unit [Mandal, Ranga Reddy GMP 8 8 Regulatory Agency
3 District, Telangana, IN- 8512/17970 g g (MHRA), United
500 090, India -0009 S N |Kingdom
71 |[Korea Otsuka 27, Jeyakgongdan 3-gil, * ThuBc vién nén; vién nén bao phim; vién nang; thuéc bét; PICS-GMP (2018-D1- o o |Gyeongin of Food and 2
Pharmaceutical [Hyangnam-eup, dung dich thuéc uéng; thudc hit. 1027 § § Drug Safety, Korea
Co., Ltd. Hwaseong-si, Gyeonggi- w s
do, Republic of Korea % %
o ~
72 |Dong -A ST Co., (N-dong, B-dong Section  [S&n pham sinh hoc: Thudc tiém ADN t&i t6 hop, vac xin tiém. PIC/S GMP (2018 -E1- Daegu Regional Office 2
Ltd 2) 493, Nongong-ro, 0140 b < |of Food & Drug Safety,
Nongong -Eup, Dalseong- 8 8 Korea
gun, Daegu, Korea Rep., g 5
Republic of Korea 3 <
73 |F. Hoffmann-La Grenzacherstrasse 124, San pham: vién nén bao phim Bonviva (Ibandronic acid 150mg)| EU-GMP [16-2108 9 Swiss Agency for 1
Roche Ltd 4070 Basel, Switzerland 8 Therapeutic Products
0 s& san xudt N o wissmedic
(Co'so san xudt) S (S dic)
~ i
< o
=~ | g
F.Hoffmann-La [Wurmisweg, 4303 EU-GMP |17-0015 N E
Roche Ltd. Kaiseraugst, Switzerland 8 =
(Co sé ddng g6i) S
&
o
74 |Korea United 25-23, Nojanggongdan- * ThuGc udng dang ran: Vién nén; vién nén bao phim; vién PICS GMP (2018-G1- Daejeon Regional Food 2
Pharm. Inc. gil, Jeondong-myeon, nang; vién nhai. 1658 0 — |and Drug Administration
Sejong-si, Republic of * Thudc tiém: thudc tiém; bét déng kho pha tiém; bét pha § §
Korea tiém. § g
* Thu6c chira khang sinh nhédm Penicillin: Vién nén; vién nang; > NS
b6t pha siro. ~ e
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75 |Panpharma 10 rue du Chénot, Parc * Thudc vo trung: EU-GMP |HPF/FR/267 © o |National Agency for the 1
d'Activité du Chénot, + Thudc san xuat vo trung: thudc cdy ghép va dang ran /2016 § § Safety of Medicine and
BEIGNON, 56380, France |(chira khang sinh non B-lactam, chat cé hoat tinh hormon). iy o [|Health Products
— o
> » |(ANSM), France
— (gl
76 |XL Laboratories E -1223, Phase-1, Extn. * Thuéc khdng vo trung: Vién nang cirng; goi bot pha dung EU GMP |OGYEI/1386 ~ o |National Institute of 2
Private Limited (Ghatal), RIICO Industrial |dich uéng 0-6/2017 § § Pharmacy and Nutrition,
Area, Bhiwadi, Rajasthan, o »  |Hungary
301019, India S| 2
(gl —

77 |Atlantic Pharma - [Rua da Tapada Grande, n2 |* Thu6c khéng vé triing: Vién nang cing; thudc udng dang EU-GMP |F036/S1/MH| o |National Authority of 1
Producdes 2, Abrunheira, Sintra, 1dng; thudc bot va thudc cdm; dang bao ché ban ran; vién nén; /001/2018 § § Medicines and Health
Farmacéuticas, 2710-089, Portugal vién nén bao phim. g N |Products (INFARMED),

—
S.A. & = |Portugal
o~ o
78 |AbbVie Inc. 1401 Sheridan road, * San pham: U.S. CGMP (HWYR-DQJ9 © o |United States Food and 1

North Chicago, IL 60064, |Survanta® (beractant) Intratracheal Suspension 25 mg/ 1 ml; § § Drug Administration
USA Tén tai Viéet Nam: Hon dich Survanta (phospholipids 25 g E
mg/ml). = | 5
(@] (@]

79 |Egis Matyas kiraly at 65., * ThuBc khdng vo trung: Vién nang clng; thudc dung ngoai EU GMP |OGYEI/2087 National Institute of 1
Pharmaceuticals |Kérmend, 9900, Hungary |dang 16ng; thudc udng dang 1dng; thuéc bét, thudc cém; thubc 7-7/2018 ® < |Pharmacy and Nutrition
Plc Site 3 phun mu (bao gdm ca aerosol chira khang sinh va thudc bét 8 8 (OGYEI), Hungary

hit); dang bao ché ban ran; thuéc dan; vién nén (bao gom ca 5 §
chtra chat kim t& bao), vién nén bao phim. 3 S

80 |Macarthys Bampton Road, Harold * ThuBc v trung: EU GMP |UK MIA Medicines and 1
Laboratories Hill, Romford, RM38UG, + Thudc san xuat vo trung: Thudc dong kho; dung dich thé 1883 Insp o o |Healthcare Products
Limited T\A United Kingdom. tich nho. GMP/GDP § § Regulatory Agency
Martindale + Thuéc tiét trung cudi: Dung dich thé tich nhé. 1883/2700- § S |(MHRA), United

v v 2 ~ - .
Pharma * Thuoc khong vo trung: Thudc dung ngoai dang ldng; thubc 0046 > % |Kingdom
uéng dang 16ng; thudc dan; vién nén; vién nang clirng. e ~

81 [PMG Pharm Co., |59, Gyeongje-ro, Siheung- |Thudc udng dang ran: Vién nén; vién nang cirng. PIC/S GMP [2018-D1- 0 o |Gyeongin Regional 2
Ltd. si, Gyeonggi-do, Republic 0029 § § Office of Food and Drug

of Korea - =~ |Safety, Korea
L L
< ©
o o~
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82 |Guju Pharm. Co., |5, Deokjeoljegi-gil, * ThuSc ung dang ran: Vién nén; vién nang cteng; vién nang | PIC/S-GMP [2018-D1- x Gyeongin Regional 2
Ltd. Jeongnam-myeon, mém; thudc bét. 1092 8 Office of Food and Drug
Hwaseong-si, Gyeonggi- |* Thudc tiém: Dung dich; bét dong khé pha tiém. 3 o Safety, Korea
do, Republic of Korea * ThuBc udng dang 1dng: Sird; thuéc udng dang long. E Q
S~
2018-D1- 0 S
1246 & S
B
4
o
o
83 |Mother's 18 Gongdan 6-ro 24-gil,  |Thu8c udng dang ran: Vién nén; vién nang. PIC/S-GMP(2018-E1- 0 o |Daegu Regional Office 2
Pharmaceutical [Jillyang-eup, Gyeongsan- 0051 § § of Food and Drug
Co., Ltd. si Gyeongsangbuk-do, g S |Safety, Korea
—
Republic of Korea ¥ N
o —
84 |Baxalta US Inc. 25212, W. lllinois Route  |* S&n phdm Albumin (Human), USP, 20% Solution, Flexbumin US-GMP [HMHG- ® S United States Food and 1
120, Round Lake, IL 20%. YGQ3 WHO e e Drug Administration
60073, USA 3 S |(Us.FDA)
~ S~
~ <
85 |Vetter Pharma-  |Schutzenstrasse 87 and * San phdm: Humira Solution for Injection (Adalimumab EUGMP [DE_BW_01_[ Co quan thdm quyén 1
Fertigung GmbH [99-101, 88212 40mg/0,8ml). Tén lwu hanh tai Viét Nam: Dung dich tiém GMP_2018_ § Dirc (Baden-
& Co. KG Ravensburg, Germany Humira (Adalimumab 40mg/0,8ml). 0067 g Wirttemberg)
(Co sé san xuét) = o
N <
S~
AbbVie Knollstrasse, 67061 EU-GMP |DE_RP_01_ © E Co quan tham quyén
Biotechnology Ludwigshafen, Germany GMP_2016_ § R |puc
GmbH 0064 S
2 ~, —
(Co se xuat g
Xuwéng )
86 |POOYESH DAROU |Noavari 18 St., Pardis * Thudc tiém vo trung: PIC/S GMP |665/39072 Iranian Food and Drug 2
Co. Technology Park, 15 km + Peginterferon alfa-2a 180ug Prefilled Syringe; Administration (IFDA)
Abali Road, Tehran, Iran + Filgrastim 30 MIU Prefilled Syringe; ® p
+ Pegfilgrastim 6mg, 3mg Prefilled Syringe; 8 8
+ Erythropoietin alfa 2000, 4000, 10000, 20000 U Prefilled 3 S
Syringe; N 3
+ Erythropoietin beta 2000 IU Prefilled Syringe;
+ Enoxaparin 4000, 6000, 8000 IU Prefilled Syringe.
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87 |Pharbil Waltrop [Pharbil Waltrop GmbH * Thudc khdng vé trung: EU-GMP |DE_NW_05- 0 o |Coquan thdm quyén 1
GmbH Im Wirrigen 25 45731 - Thuéc udng dang 1dng; thudc dung ngoai dang 1dng; thudc GMP_2018_ § § Purc
Waltrop, Germany ban rén; Pellets; thudc cdm; vién nén. 0009 P~ =
- Thuéc chira hormon: vién dit 4m dao. % %
-
88 |Teva Czech Ostravska 305/29, * Thuéc khdng vo trung: Vién nang clirng chira chat kim té EU-GMP |sukls238001 ~ o |Stateinstitute for drug 1
Industries s.r.o Komérov 747 70 Opava, - |bao; Vién nang mém chtta chat ¢rc ch& mién dich; Thudc dung /2016 § § control, Czech Republic.
Czech Republic ngoai dang l6ng chira hormon; Thudc udng dang ldng chira ~ >
chat trc ché& mién dich; Vién nén chira chat kim té& bao, hoat § S
chét c6 hoat tinh cao va hormon. e -
92 |Denk Pharma Denk Pharma GmbH & * Thu6c khdng vo trung: vién nang clng; vién nén (bao gém EU-GMP |DE_BY_04_ 0 — |Co quan thdm quyén 1
GmbH Co. KG Co. KG ca vién nén bao phim). GMP_2018_ § § Blrc
Gollstr. 1, 84529 0071 3 @
Tittmoning, Germany § E
93 |Merck Sharp & 770 Sumneytown Pike, * San pham: VAc xin M-M-R®Il (Measles, Mumps and Rubella EU-GMP |NL/H ~ United States Food and 1
Dohme Corp. PO Box 4, West Point, PA [Virus Vaccine Live, MSD); Tén Iwu hanh tai Viét Nam: Vac xin 16/1009483 8 Drug Administration
(Co'sé san xudt  |19486, USA M-M-R®II (Virus s&i = 1000 CCID50; Virus quai bi = 12500 3 (U.S. FDA)
lo véc xin) CCID50; virus rubella = 1000 CCID50). §
Jubilant 3525 North Regal Street | 5an phdm: Vac xin VARIVAX® (Varicella Virus Vaccine Live - [Teg7gmp (UK GMP - Medicines and
HollisterStier LLC [Spokane, 992074, United Oka/Merck) 4737 Insp § o Healthcare Products
(Co'sé san xudt  |States GMP ) S  [Regulatory Agency
dung méi) 4737/15674 | S S |(MHRA), United
-0010 i a Kingdom
Merck Sharp & Waarderweg, 39, EU GMP |NL/H Health Care
Dohme B.V Haarlem, 2031 BN, 17/2002429 x Inspectorate -
(Co'sé déng g6i  [Netherland 8 Pharmaceutical Affairs
va xudt xwéng ) § and Medical
] Technology, Netherlands
94 |Merck Sharp & 770 Sumneytown Pike, * San pham: VAc xin Gardasil, méi liéu 0,5ml chira 20mcg EU GMP |NL/H Health Care 1
Dohme Corp. PO Box 4, West Point, PA [protein L1 HPV6, 40mcg protein L1 HPV11, 40mcg protein L1 16/1009483 = Inspectorate -
(Co s& san xudt 19486, USA HPV16, 20mcg protein L1 HPV18, 8 Pharmaceutical Affairs
lo védc xin ) § and Medical
Q g Technology, Netherlands
N
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Merck Sharp & Waarderweg, 39, EU GMP |NL/H g Health Care
Dohme B.V Haarlem, 2031 BN, 17/2002429 ® % |Inspectorate -
(Co'sé déng g6i  |Netherland 8 Pharmaceutical Affairs
va xudt xuéng ) § and Medical
S Technology, Netherlands
95 |Aurobindo Sy. No. 329/39 & 329/47, |* Thuéc khdng vd trung: vién nang clirng (Cephalexin); thuéc EU-GMP |000085/06.0 Finnish Medicines 2
Pharma Ltd Unit [Chitkul Village, bot pha hdn dich udng (Cefalexin, Cefprozil, Cefpodoxime 8.02.00/201 pat < |Agency (FIMEA)
VI, Blocks D and E |Patancheru Mandal, proxetil); vién nén (Cefuroxime, Cefalexin, Cefixime, Cefprozil, 6 8 8
Medak District Telangana |Cefpodoxime proxetil). g §
State, 502307, India 3 <
96 |Aurobindo Survey Number 314, * Thuéc vé trung: EU-GMP |000308/06.0 Finnish Medicines 2
Pharma Limited [Bachupally (Village), + Thudc san xuat vd trung: thuéc déng kho; thubc bt pha 8.02.00/201 Agency (FIMEA)
Unit XII Quthubullapur (mandal), |tiém/tiém truyén (chira Amoxicillin Sodium; Ampicillin 7
R.R. District, Hyderabad, |Sodium; Ampicillin& Sulbactam; Flucloxacillin Sodium;
Telangana State, 500 090, |Piperacillin/Tazobactam).
India * Thudc khdng vé trung: vién nén (chira Flucloxacillin; o o
Phenoxymethyl penicillin; Pivmecillinam (Penomax)); vién pay a
nang cing (chira Amoxicillin; Cloxacillin; Flucloxacillin, % g
Dicloxacilin); thudc ran khac: thudc bét pha hdn dich udng g g
(chtra Amoxicillin; Co-amoxiclav; Flucloxacillin); vién bao phim - N
(chira Co-amoxiclav). Vién nén phan tan Amoxicillin, Vién
khang acid dich vi Pantoprazole 40mg, vién nén
Clarithromycin 500mg, vién nén Amoxicillin BP
500/750/1000mg
98 |Glaxo Wellcome |Avda. De Extremadura, 3. |* Thuéc vién nén bao phim Revolade 12,5 mg; Revolade EU-GMP |3167/16 Co quan thdm quyén 1
S.A Poligono Industrial 25mg; Revolade 50mg (Eltrombopag 12.5 mg; 25mg; 50mg); Tay Ban Nha
(Co'sé ddéng géi) |Allenduero, 09400- Votrient 200mg; Votrient 400mg (Pazopanib 200mg; 400mg) ©
Aranda de Duero. S
(Burgos), Spain. %
(* Cach ghi khac: Avda. p-
De Extremadura no 3, - o
09400 Aranda de Duero. §
(Burgos), Spain) B
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Glaxo Operations |Priory Street, Ware, EU-GMP |[UKMIA 4 § Medicines and
UK Ltd (Trading  [Hertfordshire, SG12 0DJ, Insp ©  |Healthcare Products
as Glaxo United Kingdom GMP/IMP i Regulatory Agency
Wellcome 4/15159- ] (MHRA), United
Operations) 0026 § Kingdom
(Co sé san xudt ) 3
100 |Zaklady ul. Ozarowska 28/30, 05- |* Thudc khéng vé trung; Vién nén, vién nén bao phim chira EU GMP |GIF-IW- Main Pharmaceutical 1
Farmaceutyczne (850 Ozaréw Mazowiecki, |cephalosporins 400/0105_0 = & |Inspectorate (MPI),
Polpharma S.A Poland 1_01/04/20 8 8 Poland
(Pharmaceutical 9/17 3 S
~ S~
Works Polpharma 3 q
S.A.)
101 (Lek S.A ul. Podlipie 16, 95-010 * Thudc khdng vé trung: Vién nén (bao gbm ca vién nén bao EU-GMP (IWZ).405.43.| — |Chief Pharmaceutical 1
Strykow, Poland phim). 2018.MG.2 S S Inspector
o o
S| S
- —
103 [Square Dhaka Unit, Kaliakoir, * Thubc khdng vo trung: ; vién nén ( bao gdm ca thudc chira PIC/S GMP |[M023/18 0 « |National Pharmaceutical 2
Pharmaceuticals |[1750 Gazipur, Bangladesh [cephalosporin);vién nang cing; thudc dang xit cé ap luc § § Regulatory Agency
Limited ey ~  [(NPRA), Ministry of
o o .
) = |Health, Malaysia
o o
104 |Fresenius Kabi 6 rue du Rempart, * Thuéc vo trung: EU -GMP [2018/HPF/F 0 o French National Agency 1
¢ ¢ ° — (o]
France Louviers, 27400, France + Thudc tiét trung cudi: Dung dich thé tich Ién, dung dich R/099 IS S [for Medicine and Health
thé tich nho. g E Products Safety (ANSM)
* Thudc khong vo trung: Thudc udng dang 1dng. E i
108 |Mipharm S.P.A  |Via Bernardo Quaranta, [|* Thudc khdng vé trung: vién nang cirng; thudc udng dang EU-GMP |[IT/96- Italian Medicines 1
12 -20141 Milano (M), I6ng (chira corticosteroid va cédc hormon khac, khéng bao gdbm 1/H/2018 Agency (AIFA)
Italy hormon sinh duc); thudc bt va thudc cé6m; dang bao ché ban ® p
g . . . n o A , . o o
ran (ch&ra hormon corticosteroid); thuoc dat; vién nén (chira Q Q
hormon corticosteroid va hormon sinh duc). § §
* S3n pham sinh hoc: Vién nang cirng chira chat chiét tir déng 3 Q
vat.
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110 [Solupharm Industriestr.3 34212 * Thudc vo trung: EU GMP |DE_HE_01_ 0 « |Coquancd thdm quyén 1
Pharmazeutische [Melsungen, Germany + Thudc san xuat vd trung: dung dich thé tich nho. GMP_2018_ § § cla burc
Erzeugnisse + Thudc tiét trung cudi: Dung dich thé tich I&n (khéng bao 0090 = B
GmbH gdm vi lvgng déng cdn), dung dich thé tich nhé. § %
* Thuéc vi lvgng déng can ° ~
112 [Daewoong 35-14, Jeyakgongdan 4- * Thuéc khdng vo trung: PIC/S-GMP |MFDS-3-F- Gyeongin Regional 2
Pharmaceutical [gil, Hyangnam-eup, + Thu6c udng dang ran: vién nén; vién nén bao phim; vién 1289-2- 0 — |Commissioner Food and
Co., Ltd. Hwaseong-si, Gyeonggi- [nang cing; thuéc bét; siro kho; 2018-21 § § Drug Administration
do, Korea + Thudc udng dang 1dng: siro; dung dich; nhii dich; hdn dich; o P
* Thu@c sinh hoc: thudc tiém; thu6c dung ngoai dang léng. § %
— (gl
113 [Reckitt Benckiser |Dansom Lane, Hull, HU8 |* Thu6c vé trung: EU-GMP [UK MIA 63 Medicines and 1
Healthcare (UK) |7DS, United Kingdom. + Thudc tiét trung cudi: dung dich thé tich nhé. Insp GMP ~ & |Healthcare Products
Limited * ThuBc khdng vo trung: vién nang clrng; vién nang mém; 63/17092- 8 8 Regulatory Agency
thudc dung ngoai dang 1dng; thudc udng dang 16ng; thudc béan 0037 g 5 (MHRA), United
ran; vién nén. a S [Kingdom
* Thuéc sinh hoc: Nystatin (Thu6c kem Timodine);
114 [Vetter Pharma- |Vetter Pharma-Fertigung |* ThuSc vé trung: EU-GMP |DE_BW_01_ Co quan tham quyén 1
Fertigung GmbH |Schiitzenstr. 87 und 99- + Thudc san xuat vo trung: thudc déng khd; dung dich thé GMP_2018_ Plrc
& Co. KG 101, 88212 Ravensburg, [tich nhé. 0067 b P
Germany + Thudc tiét trung cudi: dung dich thé tich nhé. 8 8
* Thudc sinh hoc: ché pham tir huyét twong; thudc mién dich; g §
thudc cong nghé sinh hoc (chira hormon va chat cé hoat tinh Q =
hormon); thuéc cé ngudn géc tir ngudi hodc dong vat.
116 [Laboratories Route de Marsat, Riom, * ThuBc vé trung: EU-GMP [2018/HPF/F French National Agency 1
Merck Sharp & Clermont-Ferrand Cedex |+ Thu6c san xuit vo trung: thudc déng kho; dung dich thé tich R/021 for Medicine and Health
Dohme Chibret 9, 63963, France nhé; o o |Products Safety (ANSM)
(* Cach viét khac: Route  |* San pham sinh hoc: san phdm mién dich; san pham cong § §
de Marsat, Riom, F- nghé sinh hoc. sy F
63963 Clermont-Ferrand |* S&n pham: Thuéc bot pha tiém truyén tinh mach hoic tiém E 3
Cedex 9, France) bap Invanz (Ertapenem (dwéi dang Ertapenem natri) 1g). - ~
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118 [Farmea 10 rue Bouché Thomas, *Thuéc khéng vo trung: Vién nang cirng; thudc dung ngoai EU-GMP |[2018/HPF/F 0 o |National Agency for the 1
ZAC d'Orgemont, Angers, |dang 1dng; thudc ung dang I6ng; thudc bdt; thudc c6m; dang R/064 § § Safety of Medicine and
49000, France bao ché& ban rin; thudc dat; vién nén; vién nén bao phim. - » |Health Products
% § (ANSM), France
119 [Balkanpharma- |68 Aprilsko vastanie Blvd., [* Thuéc vé trung: EU-GMP |BG/GMP/20 Bulgarian Drug Agency 1
Razgrad AD Razgrad 7200, Bulgaria + Thu8c san xuat vo trung: Dang bao ché ban ran (chira 18/126
hormon va chat cé hoat tinh hormon); dung dich thé tich nhd
(chi&ra hormon va chét cé hoat tinh hormon); thuéc bét pha part p
dung dich tiém (khang sinh nhém Cephalosporin). 8 8
+ Thu@c tiét trung cudi: Dung dich thé tich nhé. 5 §
* Thu6c khdng vo trung: Vién nang cirng; dang bao ché ban S =
ran; vién nén (chtra hormon va chat cé hoat tinh hormon);
thudc bot pha hén dich udng.
120 |[Biosidus S.A. Av. De los Quilmes 137, * Dung dich tiém, bot déng khd pha tiém (bao gdbm hoat chat | PICS GMP [20132014 0 o |National Administration 2
Bernal Oeste, Quilmes, céng nghé sinh hoc, khdng chira beta lactam va chat kim t& 001126 18 § § of Drugs, Foods and
Buenos Aires, Argentina  |bao, chat cé hoat tinh hormon); bdt pha hén dich udng chira o % |Medical Devices
Republic hoat chat ¢4 ngudn gdc sinh hoc. E % (ANMAT), Argentina
121 |Merck Sharp & 770 Sumneytown Pike, * Thuéc vo trung: EU-GMP |NL/H Health Care 1
Dohme Corp. PO Box 4, West Point, PA + Thudc san xuat vd tring: dung dich thé tich 1&n; thuéc 16/1009483 ~ 9 |Inspectorate -
19486, USA doéng kho; dung dich thé tich nho; 8 8 Pharmaceutical Affairs
* Thudc khdng vo trung: thudc uéng dang 1dng. § g and Medical
* San pham sinh hoc: san phdm mién dich; san pham cong Q % |Technology, Netherlands
nghé sinh hoc.
122 [Merck Serono S.A.|* Succursale d'Aubonne, |* S&n phdm sinh hoc san xuat theo cdng nghé tai t6 hop, lai PIC/S-GMP |18-0578 Swiss Agency for 1
Zone Industrielle de I' ghép va khang thé don dong: Therapeutic Products
Ouriettaz, 1170 Aubonne, | + Dang bao ché rdn san xuat vo trung: bot pha tiém (lo; o o |(Swissmedic)
Thuy S§ ampoule); § §
* Centre Industriel, 1267 + Dang bao ché 16ng sdn xu3t vo trung: dung dich tiém (lo; - S
Coinsins, Thuy Sy cartridge; bom tiém). § E
* Dung moi: - e
+ San xuat tiét trung cudi: dung dich thé tich nho (lo; bom
tiém).
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123 |Jubilant Generics |Village Sikandarpur, * Thudc khdng vé trung: vién nang cirng; vién nén; vién nén EU-GMP |BE/GMP/20 Federal Agency for 2
Limited Bhainswal, Roorkee- bao phim. 18/015 0 — |Medicines and Health
Dehradun Highway, § § Products, Belgium
Bhagwanpur, Roorkee o =
District Haridwar, g %
Uttarakhand, IN-247661, - -
India
124 |Boehringer 5th km Paiania- * Thu6c khdng vo trung: vién nang clrng; vién nén. EU-GMP |24076/11-4- National Organization 1
Ingelheim Ellas Markopoulo, Koropi * Thuéc duoc liéu. 2018 0 — |for Medicines, Greece
A.E Attiki, 19400, Greece 3 S
(* cach ghi khac: 5th km g g
Paiania-Markopoulo, 194 > ~
00 Koropi, Greece « e
125 |Qilu No. 317, Xinluo road, * Thuéc vé trung: EU-GMP [UK GMP ~ o |Medicines and 2
Pharmaceutical  [High-tech zone, Jinan, + Thudc san xuat vd trung: ThuSc bdt pha tiém chira khang 23083 Insp § § Healthcare Products
Co. Limited Shandong province, CN-  [sinh nhdm Cephalosporin. GMP ~ S |Regulatory Agency
250101, China + Thudc tiét trung cudi: Dung dich thé tich nhé. 23083/1880 E S (MHRA), United
916 -0002 i ~  |Kingdom
126 |LABORATORIO Gran Capita, 10, 08970 * Thuéc vé trung: EU-GMP [NCF/1840/0 Ministry of Health of 1
REIG JOFRE, SA  |Sant Joan Despi + Thudc san xuat vd tring: Thudc dong khd (bao gdbm ca 01/CAT Government of
(Barcelona), Spain thudc chira hormon hodc céc chat cé hoat tinh hormon); Dung Catalonia - Spain
dich thé tich nhoé (chira hormon hodc cac chat ¢ hoat tinh
hormon);
+ Thudc tiét trung cudi: Dung dich thé tich I&n; Dung dich
thé tich nho;
* Thu6c khdng vd trung: Vién nang cirng; thudc dung ngoai o o
dang 1dng (chtra hormon hodc cac chat ¢ hoat tinh hormon); § §
thudc uéng dang 1dng (chira hormon hodc cac chat cé hoat E g
tinh hormon); dang bao ché ban ran (chtra hormon hodc cac < S
chat c6 hoat tinh hormon); thu6c dat; vién nén (chira hormon - ~
hodc cdc chat c6 hoat tinh hormon).
* Thudc sinh hoc (khdng bao gbm hoat déng vdi vi sinh vat
s6ng hodc nudi cdy t& bao): Ché& pham mién dich; ch& pham
cbéng nghé sinh hoc; ch& pham tach tir ngwdi hoic dong vat.
* Thudc dwoc liéu.
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127 |BIOFARM Sp. z BIOFARM Sp. z 0.0. * Thudc khdng vé trung: vién nang cirng; vién nén; vién nén EUGMP [(IWZ).405.14. o |Main Pharmaceutical 1
0.0. ul. Walbrzyska 13, 60-198 |bao phim; thudc cdm. 2017.MG.2 § § Inspectorate (MPI),
Poznan, POLAND * Thudc duoc liéu. WTC/0060_ S > |Poland
0102246 | S | &
o —
128 |leil 7 Cheongganggachang-ro, |* Thudc uéng dang ran: Vién nén; vién nén bao phim; vién PIC/S GMP [2018-D1- Gyeongin Regional 2
Pharmaceutical, |Baegam-myeon, Cheoin- [nang; thu6c c6m. 1990 i & |Office of Food and Drug
Co., Ltd. gu, Yongin-si, Gyeonggi-  |* Thudc tiém; thudc tiém truyén. 8 8 Safety, Korea
do, Republic of Korea * ThuBc yéu cau dic biét: Bot pha tiém chira khang sinh nhém g g
Carbapenem; Thudc ddc té bao (vién nén, vién nén bao phim, Y =
vién nang, thuéc cdm).
129 [Ahngook 40, Jeyakgongdan 1-gil, * Thudc khdng vé trung: PIC/S-GMP (2018-D1- 0 — |Gyeongin Regional 2
Pharmaceutical [Hyangnam-eup, + Thudc udng dang ran: Vién nén, vién nén bao phim; vién 2043 § § Office of Food and Drug
Co., Ltd. Hwaseong-si, Gyeonggi- [nang; thu6c bot. > = |Safety, Korea
do, Republic of Korea + Thu8c udng dang 1dng: Sird. % %
132 |Aflofarm 133/151 Partyzancka * Thuéc khdng vo trung: thudc dung ngoai dang 16ng; thudc EUGMP (IWZ).405.68.| — |Main Pharmaceutical 1
Farmacja Polska |Street, 95-200 Pabianice, [udng dang ldng; thudc kem; thuéc md; gel; thubc bot. 2018.MG.1 § § Inspectorate (MPI),
Sp. Z.0.0 Poland * Thuéc tir duoc lidu. WTC/0108_ vy = [Poland
0301/138 | 2 |
o o
133 [Novartis Pharma [Schaffhauserstrasse, 4332 |* Thudc vé trung: PIC/S-GMP [18-0600 Swiss Agency for 1
Stein AG Stein, Switzerland + Thudc dang 1dng san xuat vd trung hodc tiét trung cudi: Therapeutic Products
dung dich tiém, dung dich tiém truyén (bao gdbm ca hoat chat (Swissmedic)
nhay cdm hodc hoat tinh cao; hormon)
+S3n pham sinh hoc: San pham mién dich ( chat gy di © -
(rng); san pham san xuat tir cdng nghé tai td hop, t& bao lai, § §
khang thé don dong. n =
+ Thudc dang ran san xuat vo trung: bot pha tiém (bao gobm § 3
ca san pham chira hoat chat nhay cdm hodc hoat tinh cao; e «
hormon).
+ S3n pham sinh hoc: San pham mién dich (chat gay di tng);
san pham san xuat tir cong nghé tai t& hop, t& bao lai, khang
thé don dong.
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135 [Novartis Pharma [Novartis Technical * Thudc khdng vé trung: vién nang clirng; vién nang clirng chira PIC/S- [18-0868 Swiss Agency for 1
Stein AG Operations Schweiz, Stein [bét hit (bao gdbm ca chat ¢ hoat tinh cao); vién nén; vién nén GMP va x < [Therapeutic Products
Solids, bao phim; hé diéu tri qua da. EU-GMP 8 8 (Swissmedic)
Schaffhauserstrasse, 4332 S P
Stein, Switzerland § E
Pot 61 (theo Céng van s6 21438/QLD-CL ngay 09/11/2018 chia Cuc Quan ly Duworc)
1 [Corden Pharma |Via Del Murillo Km 2,800- |* Thu6c vé trung: EU GMP |IT/19- Italian Medicines 1
Latina S.P.A 04013 Sermoneta (LT), + Thudc san xuat vo trung: dung dich thé tich I1&n (chat doc té 1/H/2018 Agency (AIFA)
Italy bao/chat kim t€ bao); thu6c déng khd (chat déc té bao/chat
kim té& bao); dung dich thé tich nho (chat déc t& bao/chat kim
t€ bao); thudc bot chira khdng sinh nhém penicillin va
cephalosporin. pat S
+ Thudc tiét tring cudi: dung dich thé tich nhd (chat doc t& ] &
bao/chat kim té bao); 3 | 3
* Thudc khdng vé trung: vién nang cliing (chira chat doc té 4 N
bao/chat kim té bao; khang sinh nhém penicillin va
cephalosporin); vién nén (chira chat doc té bao/chat kim té
bao; khdng sinh nhdm cephalosporin); thudc bot (chira khdng
sinh nhédm penicillin va cephalosporin).
2 |Cipla Limited Unit Ill, Plot -139, S-103 & |* Thudc khéng vo trung: thudc ban rén dung ngoai; vién nén. EU-GMP |UK GMP ~ o |Medicines and 2
(Unit 1) M62, Verna Industrial 14694 Insp § § Healthcare Products
Estate, Verna, Goa, IN- GMP ey " |Regulatory Agency
403 722, India 14694/1071 | S S |(MHRA), United
923-0008 © ~  |Kingdom
3 |Unitl, Cipla Unit I, Plot No, 9, 10 & 15, |* Thudc vd trung: EU-GMP [UK GMP Medicines and 2
Limited, Indore Indore Special Economic |+ Thudc san xuat vé trung: thudc nhd mat, nhé tai s&t dung 14694 Insp ~ o |Healthcare Products
Sez Zone, Phase Il, Pithampur, |cdng nghé BFS (Théi, Déng thudc; Han kim). GMP § § Regulatory Agency
District DHAR, Madhya 14694/1638 ey ~  [(MHRA), United
Pradesh, In-454 775, India 7074-0001 % % Kingdom
4 |Pharmaceutical 05-850 Ozarow San pham: thudc b6t pha tiém Biotum, powder for solution EU-GMP [304/18 ] Main Pharmaceutical 1
Works Polpharma |Mazowiecki, 28/30 for injection or infusion (Ceftazidime 2g) 8 Inspectorate (MPI),
S.A. Ozarowska Street, Poland |Tén tai Viét Nam: Biocetum § Poland
<
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5 |Pharmaceutical Duchnice, 28/30, San pham: thudc bdt pha dung dich tiém Biofazolin (Cefazolin EU-GMP |[GIF-IW- Main Pharmaceutical 1
Works Polpharma |Ozarowska Str. 05-850 (dudi dang Cefazolin natri) 1g) 4011/980/E et Inspectorate (MPI),
S.A. Ozarow Mazowiecki - Tén tai Viét Nam: Biofazolin R/16 8 Poland
Production Plant [Poland E
in Duchnice ~
6 [Samchundang 71, Jeyakgongdan 2-gil, * Thu6c khdng vo trung: vién nén; vién nén bao dudng; vién PIC/S-GMP [T5PJ-OIP5- 0 — |Gyeongin Regional 2
— o
Pharm. Co., LTD [Hyangnam-eup, nén bao phim; vién nang cirng. SEBN-OGWF IS g  |Office of Food and Drug
Hwaseong-si, Gyeonggi-  |* Dung dich nhd mat; hdn dich nhd mét. § g Safety, Korea
do, Republic of Korea * Hon dich xjt mi. 5 E
7 |Apotex Inc. 150 Signet Drive, * Vién nén bao phim Apo-Imatinib (Imatinib (Imatinib PIC/S GMP [68210 Health Products and 1
Toronto, Ontario, M9L Mesylate) 100mg Food Branch
179, Canada Tén tai Viét Nam: Bertinib x 9 |Inspectorate (HPFBI),
(co s& san xuat) 8 8 Canada
- -
o o
S~ S~
(o)} (0]
- —
Apotex Inc. 4100 Weston road, * Vién nén bao phim Apo-Levetiracetam (Levetiracetam 68815 ® o
Toronto, Ontario, M9L 500mg) 1S Q
2Y6, Canada Tén tai Viét Nam: Epicap § g
(co s& déng goi) ﬁ E
8 |GAP AE/ GAP SA |46, Agissilaou str., Agios  [* ThuBc vé trung: EU-GMP |94836/28- National Organization 1
Dimitrios Attiki, 17341, + Thuéc san xuat vo trung: dung dich thé tich nhé. 11-2017 part & |for Medicines (EOF),
N ain \ e . P 2 o o
Greece + Thudc tiét trung cudi: dung dich thé tich nho. Q Q  |Greece
* Thudc khdng vé trung: vién nang clrng; vién nang mém § g
(ch&ra hormon); vién nén. 3 =
9 |Co s& san xuat: Parc de la Noire Epine - * San pham: Vac xin H6n dich tiém Twinrix (Mbi liéu 1,0ml EU-GMP |BE/GMP/20 © Belgian Federal Agency 1
GlaxoSmithKline [Rue Fleming 20, Wavre, |chtta: Hepatitis A virus antigen (HM175strain) 720 Elisa units; 16/020 8 for Medicines and
Biologicals S.A 1300 (B-1300 Wavre), r-DNA Hepatitis B virus surface antigen (HBsAg) 20mcg S Heallth Products
S~
Belgium g (AFMPS)
Co s& xuat Rue de I'Institut 89, 1330 BE/GMP/20 © Belgian Federal Agency
xuong: Rixensart, Belgium 16/019 8 for Medicines and
GlaxoSmithKline 3 o |Heallth Products
. . =~ —
Biologicals SA S 8 (AFMPS)
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Co s& dong goi GlaxoSmithKline DE_SN_01_ g Co quan c6 thdm quyén
(so clp va thi Biologicals, GMP_2018_ E cla Dirc
cap): Zirkusstrasse (hoac 0004 0 (Landesdirektion
GlaxoSmithKline |Zirkusstrabe) 40, 01069 § Sachsen)
Biologicals NL der (Dresden, Germany >
SmithKline §
Beecham Pharma e
GmbH & Co.KG
10 |GlaxoSmithKline [GlaxoSmithKline * San pham sinh hoc: san phdm mién dich EU-GMP |DE_SN _01_ Co quan c6 thdm quyén 1
Biologicals NL der |Biologicals GMP_2018_| & Q |clhabirc
SmithKline Zirkusstrabe 40, 01069 0004 8 8 (Landesdirektion
Beecham Pharma [Dresden, Germany g g Sachsen)
GmbH & Co.KG S S
11 |Cosdsanxudt:  |Sandhofer Strasse (hodc |San pham: EU-GMP |DE_BW_01_| «© Co quan thdm quyén 1
Roche StraBe) 116, 68305 + Dung dich dam d&c pha dung dich tiém truyén Gazyva GMP_2016_ 8 blrc
Diagnostics GmbH [Mannheim, Germany (Obinutuzumab 1000mg/40ml); 0119 4 o
+ Dung dich dam d&c pha dung dich tiém truyén Tecentriq g I
Co s& déng goi va |Wurmisweg, 4303 (Atezolizumab 1200mg/20ml) PIC/S-GMP|17-0015 N E Swiss Agency for
xuat xudng: F. Kaiseraugst, Switzerland 8 S |Therapeutic Products
Hoffmann - La S
Roche Ltd §
12 |Cos&sanxudt:  [Schutzenstrasse 87 and  |San pham: Dung dich tiém Actemra (Tocilizumab EU-GMP |DE_BW_01_| Co quan thdm quyén 1
Vetter Pharma- |99-101, 88212 162mg/0,9ml) GMP_2018_ 8 blrc
Fertigung GmbH [Ravensburg, Germany 0067 5 =
& Co. KG o S
S~
Co s& dong gdi va |Wurmisweg, 4303 PIC/S-GMP|17-0015 N § Swiss Agency for
xuat xwédng: F. Kaiseraugst, Switzerland 8 &  |Therapeutic Products
Hoffmann - La S
Roche Ltd §
13 [Norton Aston Lane North, * ThuGe vo trung: EU-GMP |UK MIA 530 Medicines and 1
Healthcare Whitehouse Vale + Thudc san xuat vd trung: dung dich thé tich nho, nhii dich va Insp GMP = & |Healthcare Products
Limited T\A lvax [Industrial Estate, hdn dich. 530/14004- 8 8 Regulatory Agency
Pharmaceuticals [Runcorn, WA7 3FA, + Thudc tiét trung cudi: dung dich thé tich nhé. 0025 5 5 (MHRA), United
UK United Kingdom S & [Kingdom
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14 |Pfizer KM 1.9 Road 689, Vega San pham: Vién nang Neurontin® (gabapentin 300 mg). US-GMP |FFMN-RKUB 0 o |United States Food and 1
— o
Pharmaceuticals [Baja, Puerto Rico 00693, S S  [Drug Administration
LL.C United State @ & |(U.S. FDA)
L <
0 ~
o o
15 |Pfizer KM 1.9 Road 689, Vega San pham: Vién nén bao phim Lipitor® (atorvastatin calcium) US-GMP |B9CH-JRU7 0 o |United States Food and 1
— o
Pharmaceuticals |[Baja, Puerto Rico 00693, |10 mg IS S  [Drug Administration
LL.C United State @ & |(U.S. FDA)
S
- -
16 |Pfizer KM 1.9 Road 689, Vega San pham: Vién nén bao phim Lipitor® (atorvastatin calcium) US-GMP |DGQ2-7YP5 0 o |United States Food and 1
— o
Pharmaceuticals [Baja, Puerto Rico 00693, |40 mg S S  [Drug Administration
LLC United State < % |(U.s.FDA)
NS
- —
17 |Pfizer KM 1.9 Road 689, Vega San pham: Vién nén bao phim Lipitor® (atorvastatin calcium) US-GMP |VX32-YUIJE ® S United States Food and 1
Pharmaceuticals [Baja, Puerto Rico 00693, |20 mg S S  [Drug Administration
LLC United State < % |(U.s.FDA)
NS
- —
18 [Pfizer Ireland Grange Castle Business * Thuéc vé trung: EU GMP |2016/15391 © o Health Products 1
Pharmaceuticals |Park, Clondalkin, Dublin |+ Thu8c san xuat vé trung: dung dich thé tich nhé. /M1064 Q Q  [Regulatory Authority
22, Ireland * Thudc sinh hoc: thudc mién dich (vac xin) ; thudc cdng nghé E g (HPRA), Ireland
sinh hoc. = >
o (a\]
19 [Reliance life Dhirubhai Ambani Life San pham: Dung dich tiém truyén Adalibay 20mg/0.4ml, PIC/S GMP |41993881- Turkish Medicines and 2
sciences Pvt. Ltd. [science centre (DALC), Adalibay 40mg/0.8ml (Adalimumab); dung dich pha tiém 000- Medical Devices Agency
Plant 2, R-282, TTC truyén Bevabay 100mg/4ml, Bevabay 400mg/16ml E.113619 ® (TMMDA)
Industrial Area of MIDC, |(Bevasizumab); dung dich pha tiém truyén Rituxay 8
Thane Belapur road, 100mg/10ml, Rituxay 500mg/50ml (Rituksimab); thudc tiém 5
rabale, 400701, Navi b6t Trastubay 150mg, Trastubay 440mg (Trastuzumab). ]
Mumbai, Hindistan, India
21 [Patheon Puerto |[State Road 670 Km.2.7, * San pham: Vién nén bao phim Janumet 50mg/1000mg US-GMP |[2K4B-DUQR ] United States Food and 1
Rico Inc Manati, Puerto Rico (sitagliptin phosphate monohydrate 50mg/metformin HCL 8 Drug Administration
(Co'sé sén xudt) |00674, USA 1000mg) 3 (U.S. FDA)
S~
()] o
(@] N
(]
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Merck Sharp & Waarderweg 39, EU GMP |NL/H g Health Care
Dohme B.V Haarlem, 2031BN, 17/2002429 x 2 [Inspectorate -
i
(Co'sé déng goi) |Netherlands 8 ™ |Pharmaceutical Affairs
(o] .
S and Medical
S Technology, Netherlands
22 |Patheon Puerto |[State Road 670 Km.2.7, * San pham: Vién nén bao phim Janumet 50mg/500mg US-GMP |PCEM-MTIS x United States Food and 1
Rico Inc Manati, Puerto Rico (sitagliptin phosphate monohydrate 50mg/metformin HCL 8 Drug Administration
(Co'sé san xudt) |00674, USA 500mg) 3 (U.S. FDA)
& o
i =
Merck Sharp & Waarderweg 39, EU GMP |NL/H g Health Care
Dohme B.V Haarlem, 2031BN, 17/2002429 x 2 |Inspectorate -
(o]
(Co'sé ddng g6i) |Netherlands 8 ~  |Pharmaceutical Affairs
(o] .
<) and Medical
] Technology, Netherlands
23 |Patheon Puerto |[State Road 670 Km.2.7, * San pham: Vién nén bao phim Janumet 50mg/850mg US-GMP |Q2K4-24VG ] United States Food and 1
Rico Inc Manati, Puerto Rico (sitagliptin phosphate monohydrate 50mg/metformin HCL 8 Drug Administration
(Co sé san xuét) [00674, USA 850mg) 9 (U.S. FDA)
= o
AN
Merck Sharp & Waarderweg 39, EU GMP |NL/H % Health Care
Dohme B.V Haarlem, 2031BN, 17/2002429 x 2  |Inspectorate -
2 41 ‘. o I~ . .
(Cosodong goi) |[Netherlands Q N |Pharmaceutical Affairs
N .
<] and Medical
] Technology, Netherlands
24 |Hanmi 214, Muha-ro, Paltan- * San pham: PIC/S-GMP|2017-D1- ~ Korean Ministry of Food 2
Pharmaceutical |[myeon, Hwaseong-si, + Vién nén bao phim Cozaar XQ 5mg/100mg (Amlodipine 0659 § and Drug Safety -
Co., Ltd. Gyeonggi-do, Republic of [5mg; Lorsartan kali 100mg); § Gyeongin Regional
(Co' s sén xudt) |Korea + Vién nén bao phim Cozaar XQ 5mg/50mg (Amlodipine > o |Office
. o o
5mg; Lorsartan kali 50mg); Q
Merck Sharp & Waarderweg 39, EU GMP |NL/H g Health Care
Dohme B.V Haarlem, 2031BN, 17/2002429 ® S |Inspectorate -
(Co sé déng gdi) |Netherlands 8 ™ |Pharmaceutical Affairs
N .
<] and Medical
3 Technology, Netherlands
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25 |Enviro Korea Co., [167-10 Techno 2-ro, * Thudc tiém: ThuSc phéng xa. PICS GMP (2018-G1- 0 o |Daejeon Regional Office 2
Ltd. Yuseong-gu, Daejeon, 1510 § § of Food and Drug
Republic of Korea o N |Safety, Korea
L <
(e} —
i (gl
26 |ANSTO t/a Buildings 23 and 54, New |* Thudc vd trung: Thudc tiém. PIC/S GMP |MI-2018-LI- % o Therapeutic Goods 1
ANSTO Health Illawarra Road, LUCAS * Thudc khdng vo trung: Vién nang cirng; thudc udng dang 05913-1 Q S  |Administration (TGA),
HEIGHTS NSW 2234, l6ng. Ity S |Australia
Australia 5 P
(] (gl
27 |MSD Pridco Industrial Park, * S3n pham: US-GMP [JSFN-XG5S United States Food and 2
International State Road 183, Las + Vién nén bao phim Liptruzet (Ezetimibe/atorvastatin) Drug Administration
GmbH (Puerto Piedras, Puerto Rico 10mg/10mg; ~ (U.S. FDA)
Rico Branch) (Co  |00771, USA 8
s& san xuat ban * Tén quéc té va tai Viét Nam: Atozet S
thanh phim) S
MSD 70 Tuas West Drive, PIC/S GMP |MLMP13000 Health Sciences
International Singapore 638414, 01 9 |Authority (HSA),
o
GmbH (Singapore [Singapore o |Singapore
Branch) (Co s& §
san xuat san 3
pham trung gian:
cém)
Merck Sharp & Waarderweg 39, EU GMP |NL/H Health Care
Dohme B.V Haarlem, 2031 BN, 17/2002429 ® Inspectorate -
(Co s& dong goi) |Netherlands 8 Pharmaceutical Affairs
(] .
<] and Medical
S Technology, Netherlands
28 |Laboratoire Zone Artisanale Errobi, * Thudc vé trung: EU-GMP |2018/HPF/F 0 o |National Agency for the 1
Renaudin Itxassou, 64250, France + Thudc tiét trung cudi: dung dich thé tich I&n; dung dich thé R/137 § § Safety of Medicine and
tich nhé. Iy > |Health Products
¢ ¢ ¢ N o o
* Thuoc khong vo trung: thudc uong dang long. E g (ANSM), France
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29 |Haupt Pharma 1 rue Comte de Sinard, * Thudc vo trung: EU GMP |2018/HPF/F French National Agency 1
Livron 26250 Livron-Sur-Drome, + Thudc san xuat vd triing: Dung dich thé tich nhé. R/023 x & |for Medicine and Health
France + Thu@c tiét trung cudi: Dung dich thé tich nhé. 8 8 Products Safety (ANSM)
* Thuéc khdng vo trung: Thubc dat § g
* Thudc sinh hoc: Thudc mién dich. ﬁ 3
30 |LG Chem, Ltd. 151, Osongsaengmyeong |* Vién nén, vién nang PIC/S GMP [2017-G1- Daejeon Regional Office 2
1-ro, Osong-eup, * Thudc tiém, thudc déng khé 0200 ~ o |of Food & Drug Safety,
Heungdeok-gu, Cheongju- [* San pham sinh dwoc: Vac xin, tai t& hop gen § § Korea
si, Chungcheongbuk-do, = =
Korea § S
~ o
31 |Government 241 Gateway city * \/3c xin: vac xin dai t& bao vero, vac xin cim, vac xin viém PIC/S GMP [1-2-07-17- Food and Drug 2
Pharmaceutical industrial estate, Moo 7, |n3o Nhat Bdn 18-00027 ~ o |Administration (Thai
Organization - Huasamrong, Plaeangyao, § § FDA), Thailand
Merieux Chaciioengsao 24190, > x
Biological Thailand g %
Products Co., Ltd e e
32 |UChu (32473) No. 17-1 Chih Lan |* Thu8c khéng vé trung: Dung dich thuéc; thuéc m&, kem; PIC/S-GMP |4003 ~ Q Ministry of Health and 2
Pharmaceutical  [Vil., Shin Wu dist., Tao vién nén bao phim, vién nén, thuéc bot, thuéc cm; vién nang Q Q [Welfare, Republic of
Co., Ltd. Yuan city, Taiwan, R.0.C [clng, vién nang mém E § China (Taiwan)
2|3
34 |FRESENIUS KABI |Via S. Leonardo 23 - * Thuéc bot pha dung dich tiém/ truyén Cefepime Kabi (duwéi EU-GMP [IT/7- Italian Medicines 1
IPSUM S.R.L. 45010 Villadose (RO), Italy [dang Cefepime dihydrochloride monohydrate) 1g. 1/H/2018 o Agency (AIFA)
(cssx ban thanh §
pham; tén cii §
Fresenius Kabi x o
Anti-Infectives) e §
N
Labesfal- Zona Industrial do EU-GMP [F010/S1/MH % National Authority of
Laboratorios Lagedo, Santiago de /002/2017 5 ™ |Medicines and Health
Almiro S.A (cssx  |Besteiros,3465-157, 8 Products (INFARMED),
thanh pham va Portugal § Portugal
xuat xudng) 2
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35 |Korea United 107, Gongdan-ro, * Thudc déc té bao chéng ung thu: Vién nén; vién nén bao PIC/S- |2018-G1- 0 — |Deajeon Regional 2
Pharm. Inc. Yeonseo-myeon, Sejong- |phim; vién nang; Thudc tiém (dung dich, bét, bt déng khd). GMP 1863 § § Commissioner Food and
si, Republic of Korea = S |Drug Administration,
— o
S X |MFDS, Korea
o o~
36 |MSD Pridco Industrial Park, * S3n pham: US-GMP | HOM®6-SED3 United States Food and 1
International State Road 183, Las + Vién nén bao phim Liptruzet (Ezetimibe/atorvastatin) Drug Administration
GmbH (Puerto Piedras, Puerto Rico 10mg/20mg. g (U.S. FDA)
Rico Branch) (Co (00771, USA * Tén quéc té va tai Viét Nam: Atozet Q
s@ san xuat ban S
thanh pham) Q
MSD 70 Tuas West Drive, PIC/S GMP |MLMP13000 Health Sciences
International Singapore 638414, 01 g Authority (HSA),
GmbH (Singapore [Singapore Q  |Singapore
Branch) (Co s& §
san xuat san 3
ph&m trung gian:
cém)
Merck Sharp & Waarderweg 39, EU GMP |NL/H Health Care
Dohme B.V Haarlem, 2031 BN, 17/2002429 b Inspectorate -
(Co s& dong goi) |Netherlands 8 Pharmaceutical Affairs
§ and Medical
] Technology, Netherlands
38 |SANOFIS.P.A. S.5.17 Km 22 - 67019 * ThuBc khdng vo trung: Vién nang mém; Vién nén, vién nén EU-GMP [IT/130/H/20 % S Italian Medicines 1
Scoppito (AQ), Italia bao phim, vién nén bao dudng va vién nhai (bao gbm ca thuéc 18 8 8 Agency AIFA
chira hormon Corticosteroid). 0 5
* Thudc tir duoc liéu: Vién nang mém; Vién nén. § E
39 |Astellas Ireland Killorglin, Co. Kerry, * Thuéc vé trung: EU GMP |17463/M10 ~ o [|Health Products 1
Co. Ltd Ireland + Thuéc san xuat vo trung: Dung dich thé tich nhé. 35 § § Regulatory Authority
* Thu6c khdng vo trung: Vién nang cing. = % |(HPRA), Ireland
2 3
a <
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40 [Merck Sharp & Waarderweg 39, * Thudc khdng vé trung: Thudc bot déng tui; vién nén. EU GMP |NL/H Health Care 1
Dohme B.V. HAARLEM, 2031BN, 17/2002429 x < Inspectorate -
Netherlands 8 8 Pharmaceutical Affairs
S o |and Medical
S~ S~
S 8 |Technology, Netherlands
41 |MSD Pridco Industrial Park, * San pham: U.S. cGMP United States Food and 1
International State road 183, Las + Vién nén bao phim Janumet XR® (sitagliptin/metformin HCL) + G5FJ- Drug Administration
GmbH (Puerto Piedras, Puerto Rico 50mg/1000mg) Tablet, extended release; DXMT (U.S. FDA)
Rico Branch) LLC (00771, USA + Vién nén bao phim Janumet XR® 100mg/1000mg = a
(Co sé san xuat) (sitagliptin, metformin HCL) Tablet, extended release; + BN9Q- 8 8
+ Vién nén bao phim Janumet XR® 50/500mg (metformin HCL FAK8 3 3
Merk Sharp & Waarderweg 39, o I R
500mg; sitagliptin 50mg) Tablet, extended release. N ~N
Dohme B.V Haarlem, 2031BN, + IMNC
(Co s& dong gbi) [Netherlands NUZC
42 [Rontis Hellas P.0. BOX 3012 Larisa * Thudc khdng vo trung: Vién nang cirng; vién nén. EU GMP |85753/14-8- P — |National Organization 1
— (o]
Medica and Industrial Area, Larisa, 2018 Q Q |for Medicines (EOF),
Pharmaceutical 41004, Greece § E Greece
Products S.A. N w
o o
43 [IDT Biologika Am Pharmapark, * Thuéc vo trung: EU-GMP |DE_ST 01_G Co quan thdm quyén 1
GmbH 06861 Dessau -RoRlau, + Thudc san xuat vd truing: Dung dich thé tich I&n; thuéc MP_2018_0 o o |Ptrc
Germany d6ng khd; dung dich thé tich nho. 031 § §
+ Thudc tiét trung cudi: Dung dich thé tich I&n; dung dich § g
thé tich nho. > Y
* Thudc sinh hoc: Thudc cdng nghé sinh hoc; véc xin. e e
44 |Patheon 5900 Martin Luther King |* San pham: IV Busulfex (busulfan), Injection (busulfan CpPP JFF7-RUX8 0 o |United States Food and 1
— (o]
Manufacturing Jr. Highway, Greenville, 6mg/ml) (US GMP) Q S  |Drug Administration
Services, LLC NC 27834, USA N N
L L
(e} N
- —
45 |Korea Arlico 21, Yongso 2-gil, * Thudc vién nén; vién nén bao phim; vién nang; thuéc md; PIC/S-GMP |2018-G1- 0 — |Daejon Regional Office 2
Pharm Co., Ltd Gwanghyewon-myeon, thuéc kem; thuéc gel. 1677 § § of Food and Drug Safety
Jincheon-gun, > >
o o
Chungcheongbuk-do, >y >
Republic of Korea e ~
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46 |AstraZeneca AB  [SE-15185 Sodertalje, Thudc khdng vé trung: Vién nang cirng; pellet, thudc com; EU-GMP [6.2.1-2018- Swedish Medical 1
Sweden vién nén. 030278 0 — |Products Agency (MPA)
(Pia chi cu thé: PET § §
Packaging, Gartunavagen, > )
Sodertalje, 15185, | S
Sweden) - -
47 |Reliance life R-282, T.T.C Area of * Dayc huyén san xuat DS (ngueyen liéu) va DP (thanh pham) | PIC/S GMP |BIO-97-89 0 o |lran Food and Drug 2
sciences private  [M.I.D.C, Thane Belapur thudc cédng nghé sinh hoc/Reteplase. § § Administration (IFDA)
limited Road, Rabale Navi g E
Mumbai 400701, India = =
o o
48 |Samnam 77 Insam-ro, Geumsam-  |* Thu8c khéng v trung: vién nén; vién nang; thuéc bét; thudc |PIC/S-GMP[2018-G1- ® N Deajeon Regional Office 2
Pharmaceutical [eup, Geumsan-gun, cém. 1273 S Q |of Food and Drug
Co., LTD Chungcheongnam-do, g g Safety, Korea
Republic of , Korea g g
49 |Oncomed Kardsek 2229/1b budova |[* San pham: Bot ddng khd pha dung dich ddm dic dé pha EU GMP |sukls96769/ ~ State Institute for Drug 1
manufacturing 02, 62100 Brno- dung dich tiém truyén tinh mach Pemetrexed biovagen (dudi 2017 8 Control (SUKL), Czech
a.s. (cosdsan Reckovice - Czech dang Pemetrexed dinatri hemipentahydrat 100mg) PN o Republic
xuat) Republic E §
Synthon Hispania, |Pol.Ind.Les Sallines. EU GMP |NCF/1738/0 ~ E Ministry of health of
SL (co s& xuat Carrer Castelld, 1, 08830 01/CAT § E Government of
xuéng) SANT BOI DE LLOBREGAT Py Catalonia - Spain
(Barcelona), Spain. §
50 |Sabiedriba ar Rdpnicu iela 4, Olaine, * Thuéc vé trung: EU-GMP [ZVA/LV/201 State Agency of 1
ierobeZotu Olaine novads, LV-2114, |+ Thu8c san xuat vo trung: Thudc déng kho (bao gém ca thubc 8/012H Medicines (ZVA), Latvia
atbildibu Latvia chira chat doc t& bao/chat kim t& bao); dung dich thé tich nhé
"PHARMIDEA" Cdch viét khdc: 4 Rupnicu |(bao gdm ca thuéc chira chat doc té bao/chat kim té bao).
(* Tén viét tat: Street, Olaine, Olaine + Thuéc tiét trung cudi: Dung dich thé tich nhé (bao gdm ca o o
SIA PHARMIDEA) |district, LV-2114, Latvia  |thudc chira chat doc t& bao/chat kim té bao). § §
Cdch viét khdc: e N
Limited liability % %
company
PHARMIDEA
(PHARMIDEA SIA)
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51 |Cipla Limited Unit IV, Plot No, 9, 10 &  [* Thudc khdng vé trung: vién nang cirng; vién nén. EU-GMP [UK GMP United Kingdom's 2
(Unit 1V) 15, Indore Special 14694 Insp ~ o |medicines and
Economic Zone, Phase I, GMP § § Healthcare Products
Pithampur, District DHAR, 14694/1638 o '~ |Regulatory Agency
=) o
Madhya Pradesh, In-454 7119-0001 N S  |MHRA
775, India ~ ~
52 |Cipla Ltd Plot No. L-139, S-103 & M-|* Thudc khéng vé trung: Vién nang cirng; thudc xit miii, thuéc | PICS-GMP [282a/17 ~ o |National Pharmaceutical 2
N " 5 i o
62, Verna Industrial hit dang phan liéu, sird kho; thudc ban ran; vién nén. e S [Regulatory Agency,
Estate, Verna, Salcette, g g Malaysia
403722 Goa Pin, India 5 S
(V] o
53 |Cipla Ltd Unit I, Plot Nos. L-139 - L- |* Thudc khdng vo trung: Thudc xit miii dang hdn dich chira EU-GMP |DE_HE_01_ N Q Co quan thdm quyén 2
143, Verna Industrial Azelastinhydrochlorid/Fluticasonoropinoat. GMP_2017_ e S |buc
Estate, Verna Salcette, 1038 § g
Goa 403722, India 5 <
— o
54 |Cipla Limited UNIT I, Plot No. 9,10 & |* Thudc khang vé trung: Dang bao ché xit bang ap luc. EU-GMP |UK GMP United Kingdom's 2
nit , Indore Specia nsp medicines an
(Unit 1) 15, Indore Special 14694 | - 5 dici d
Economic Zone, Phase I, GMP § § Healthcare Products
Pithampur, District DHAR, 14694/1638 g § Regulatory Agency
Madhya Pradesh, In-454 7087-0001 S S |MHRA
775, India o ~
55 [Cipla Limited Unit VII, Plot No. L-139, S- |* Thu8c khéng vé trung: Vién nang cirng; vién nén. EU-GMP [UK GMP © o |United Kingdom's 2
(Unit VI1) 103 & M-62, Verna 14694 Insp § § medicines and
Industrial Estate, Verna, GMP S g Healthcare Products
—
Goa, IN-403 722, India 14694/4630 > » |Regulatory Agency
235-0002 o~ ~  |MHRA
56 |[Cipla Limited Plot No. 9 & 10, Indore * Thudc khéng vo trung: Thudc xit miii dang hdn dich chira EU-GMP |DE_HE_01_ © - Co quan tham quyén 2
Special Economic Zone, Azelastinhydrochlorid/Fluticasonoropinoat. GMP_2016_ § § blc
Phase Il, Pithampur, 0056 E g
District DHAR, In-454775, > S
India - -
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57 |Cipla Limited Unit Ill, Plot No 9, 10 & * Thudc khdng vé trung: Thudc xit miii. EU-GMP |UK GMP Co quan thdm quyén 2
(Unit 1) 15, Indore Special 14694 Insp ~ o |Puc
Economic Zone, Phase I, GMP § §
Pithampur, District DHAR, 14694/1638 o ~
o o
Madhya Pradesh, In-454 7104-0001 N S
775, India ~ ~
58 [Cipla Limited UNIT Il * Thuéc khdng vo trung: Vién nén. EU-GMP [UK GMP Medicines and 2
(Unit 1) PLOT NO A-42, MIDC, 14694 Insp part < |Healthcare Products
PATALGANGA, DISTRICT GMP ] &  |Regulatory Agency
RAIGAD, MAHARASHTRA, 14694/4416 § § (MHRA), United
IN-410220, INDIA 87-0005 N S |Kingdom
59 |ABC Farmaceutici |Via Cantone Moretti, 29 |* Thudc khéng vé trung: Vién nang cirng; thuéc uéng dang EU-GMP |IT/308- © o Italian Medicines 1
S.P.A. (loc. Localita' San Idng; thudc bét, thudc cdm; vién nén. 1/H/2016 Q S  [Agency (AIFA)
Bernardo) - 10015 Ivrea E g
S~ S~
(TO), Italy 3 Q
60 |Lek Verovskova ulica 57, 1526 |* San pham: EU GMP |401- Agency for Medicinal 1
Pharmaceuticals [Ljubljana, Slovenia. + Vién nén bao phim Tensiber Plus ( Irbersartan 150mg va 25/2017-5 pat Products and Medical
dd (Cach viét khac: Hydrochlorothiazide 12,5mg). 8 Devices of the Republic
(Co s&san xuat) |Verovskova 57, 1526 + Vién nén bao phim Periloz Plus (Perindopril tert- § o |of Slovenia (JAZMP)
Ljubljana, Slovenia) butylamine 4mg va Indapamide 1,25mg). Tén tai Viét Nam: S §
Periloz Plus 4mg/1,25mg E
Lek Trimlini 2D, Lendava, EU-GMP |401-8/2018- o = |Agency for Medicinal
Pharmaceuticals (9220, Slovenia. 4 § ™ |Products and Medical
dd (Céch viét khéc: Trimlini E Devices of the Republic
(Co s& dong goi) |2D, 9220 Lendava, > of Slovenia (JAZMP)
o
Slovenia) «
61 |[Fresenius Kabi AB [Rapsgatan 7, Uppsala, * ThuBc vo trung cé tiét trung cudi: EU-GMP |6.2.1-2016- 0 o [|Medical Products 1
75174, Sweden + Dung dich, nhii twong thé tich I&n. 098801 § § Agency, Sweden
+ Dung dich thé tich nhé. > F
o o
S~ S~
(e} ~
o o
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62 |Medochemie (Far [No. 40, VSIP Il Street 6, * Thudc khdng vé tring: Vién nang cirng, vién nén (bao gom EU-GMP |MEDO08/201 Pharmaceutical Services 2
East) Ltd., (Oral [Vietnam-Singapore ca vién bao phim). 8/001 Ministry of Health,
Facility) Industrial Park Il, Binh 0 o |Cyprus
Duong Industry-Service- § §
Urban Complex, Hoa Phu - N
ward, Thu Dau Mot city, § g
Binh Duong province, c -
Vietnam
63 |Kusum Sp-289 (A), RIICO * ThuBc khdng vb trung: Vién nang cirng; thudc dung ngoai PIC/S-GMP|001/2018/G State Administration of 2
Healthcare Pvt.  |Industrial Area, Chopanki, |dang Idng; thudc com; thudc ban ran; thudc dat, vién nén, MP Ukraine on Medicinal
Ltd Bhiwadi, Dist. Alwar vién nén bao phim, vién nhai. Products (SAUMP)
(Rajasthan), India * S3n phdm:
+ Vién nén Alendra (Sodium alendronate); Ambroxol
(Ambroxol HCl); Vertinex (Prochlorperazine maleate); Gripgo
(Paracetamol, ascorbic acid, phenylephrine HCl); Mezacar
200mg (Carbamazepine); Nimid 100mg (Nimesulide); Nimid
Forte (Nimesulide Tizanidine HCl); Pyrantel 250mg (Pyrantel
pamoate); Suprelax 10mg (Isoxsuprine HCl); Fanigan
(Paracetamol, Diclofenac Sodium); Fusys 50mg, 100mg,
150mg, 200mg (Fluconazole);
+ Vién bao L-CET (Levocetirizine dihydrochloride); Vidanol
(Tranexamic acid); Wolvit (Biotin); Denigma 5mg, 10mg
(Memantine HCI); Diclotol 100mg (Aceclofenac); Eszol 100mg
(Itraconazole); Ziomycin 250mg, 500mg (Azithromycin
dihydrate); Quanil 500mg (Citicoline Sodium); Larfix 8mg
(Lornoxicam); Lefno 20mg (Leflunomide); Loflatil (Loperamide
HCI, Simeticone); Neurodar 500mg (Citicoline Sodium);
Ozerlyk 400mg (Gatifloxazine Sesquihydrate); Orgyl 500mg
(Ornidazole); Polymic (Ofloxacin Ornidazole); Rinit 150mg
(Ranitidine HCI); Servonex 5mg, 10mg (Donepezil HCI);
Tigeron 500mg, 750mg (Levofloxacin hemihydrate);
Danh muc co s& dat PICS EU GMP (Pot 1 - Dot 64) Trang 196 / 262 08/04/2019



STT

TEN CO SO’ SAN
XUAT

PIA CHI

PHAM VI CHO’NG NHAN

NGUYEN
TAC GMP

GIAY CH.
NHAN

NGAY
CAP

NGAY
HET
HAN

>

CO’ QUAN CAP

NHOM
THUOC

+ Vién bao phim Wonder 30mg, 60mg (Dapoxetine HCI);
Diacobal 500mcg (Methylcobalamin); Lion 600mg (Linezolid);
Moginin 50mg, 100mg (Sildenafil); Montular 10mg
(Montelukast Sodium); Neurocobal 500mcg
(Methylcobalamin); Oxapin 300mg (Oxcarbazepine); Samitol
500mg (Secnidazole);

+ Vién bao tan trong rudt Serrata 10mg (Serratiopeptidase);

+ Vién nén giai phong chdm Mezacar SR 400mg
(Carbamazepine);

+ Vién nén phan tan Fusys DT 50mg (Fluconazole);

+ Vién nhai Ascozon (Ascorbic acid, sodium ascorbate, zinc
oxide)

+ Vién dat am dao Gynex, Gynex Forte (Metronidazole &
Miconazole nitrate); Dermazole 400mg (Ketoconazole); Mistol
500mg (Metronidazole);

+ Vién dat Diclosafe 100mg (Diclofenac sodium)

+ Vién nang cirng Zonik 150mg (Pregabalin); Nuropentine
300mg (Gabapentin);

+ Thudc cdm Gripgo hotmix (Paracetamol, ascorbic acid,
phenylephrine HCl); Kataria (Sodium citrate); Quanil
(Citicoline Sodium); Nimid 100mg (Nimesulide);

+ Thuéc kem Dermazole (Ketoconazole); Clofan
(Clotrimazole);

+ Gel dung ngoai Diclosafe, Diclosafe Forte (Diclofenac
diethylamine); Diclosafe Max (Diclofenac sodium); Nimid
(Nimesulide); Fanigan Fast (Diclofenac diethylamine,
Methylsalicylate, Mentol, Linseed oil); Fusys (Fluconazole);

+ Thuéc m& Phorcal (Calcitriol);

+ Dung dich dung ngoai Remov (Dimethicone);

22/02/2018

15/12/2020

64

Naprod Life
Sciences Pvt. Ltd

G-17/1, M.1.D.C., Tarapur,
Boisar, Dist-Thane
401506, Maharashtra
State, India

* Thuéc vé trung:

+ Thuéc tiét trung cudi: dung dich thé tich nho;

+ Thudc san xuat vd tring: thuéc déng kho;

* S3n pham thubc chira Omeprazol; Esomeprazole;
Pantoprazole; Rabeprazole; Azithromycine; Capreomycin;
Clarythromycin; Propofol

PIC/s-GMP

072/2017/G
MP

18/12/2017

State Administration of
Ukraine on Medicinal
Products (SAUMP)
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65 |Medreich Limited [12th Mile, Old Madras * Thudc khdng vé trung chira khéng sinh nhém Penicillin: Vién | EU-GMP |UK GMP ~ o |Medicines and 2
-Unit 1 Road, Virgonagar, nang ctng; vién nén; vién nén bao phim; bét pha hon dich 17742 Insp § § Healthcare Products
Bangalore, IN 560-049, udng. GMP iy S |Regulatory Agency
— o
India 17742/9885 ~ ~  [(MHRA), United
-0010 ~ i Kingdom
66 |[Bilim llac Sanayi |Gebze Organize Sanayi * Thuéc khdng vo trung: Vién nang cirng; thudc udng dang EU-GMP |381-10- ~ o |Croatia Agency for 2
P " 5 i o
Ve Ticaret Bolgesi 1900 Sokak No: I6ng (siro va hon dich); dang bao ché ban ran; vién nén; bot 05/162-18- IS S  [Medicinal Products and
Anonim Sirketi 1904, 41400 Gebze, pha hdn dich udng (déng chai va géi). 07 g § Medical devices
Kocaeli, Turkey B >
o —
67 |Pharmaceutical 28/30 Ozarowska Street, |* San pham: EU GMP |GIF-IW- 9 Main Pharmaceutical 1
Works Polpharma [Duchnice, 05-850 Ozarow |- Thu8c bét pha dung dich tiém Bio-Taskym (cefotaxim 1g); 4011/109/E 8 Inspectorate (MPI),
S.A Mazowiecki, Poland R/16 pay Poland
S
- Thu8c bét pha dung dich tiém Thuéc Poltraxon (Ceftriaxon GIF-IW- ©
1g); 4011/110/E 8
R/16 §
™~
N
- Thu8c bdt pha dung dich tiém Biofumoksym (Cefuroxim GIF-IW- )
1,5g) 4011/1079/1 8
P/15 N
>
o~
- Thudc bét pha dung dich/ hdn dich tiém Biofumoksym GIF-IW- 5
(Cefuroxim 750mg) 4011/1082/I 8
P/15 S
)
Dot 62 (theo Céng van s6 312/QLD-CL ngay 14/01/2019 cGia Cuc Quan ly Dworc)
1 [Haupt Pharma Haupt Pharma Miinster  |* ThuGc khéng vo trung: Vién nang cirng; vién nén va vién nén | EU-GMP |[DE_NW_05_| o |Coquan thdm quyén 1
Minster GmbH  |GmbH bao (bao gdbm céc chat déc t6 té bao déi khang hormon va (rc GMP_2017_ § § Plrc
Schleebriiggenkamp 15, |ché sinh t6ng hop hormon) 1001 g E
48159 Minster, Germany = P~
— o
2 |Gilead Sciences IDA Business and *Thudc khéng vé tring: vién nén; thudc bét EU GMP |20496/M58 ® N Health Products 1
Ireland UC Technology Park, 9 Q S |Regulatory Authority
Carrigtohill, Co. Cork- E g (HPRA), Ireland
Ireland. w o
o —
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3 |N.V.Organon Molenstraat 110, OSS, * S3n pham: EU GMP |NL/H Health Care 1
(Co sé san xuét) |5342CC, Netherlands - Bot pha dung dich tiém Pregnyl®5000 IU (Chorionic 16/1010471 Inspectorate -
(* Cach ghi khac: gonadotrophin (hCG) 5000 IU) va dung moi; =t Pharmaceutical Affairs
Molenstraat 110, 5342 CC |- B6t pha dung dich tiém Pregnyl®15000 IU (Chorionic 8 and Medical
Oss, Netherlands gonadotrophin (hCG) 15000 1U) va dung moi. g Technology, Netherlands
hodc: Kloosterstraat 6, 3 o
5349 AB Oss, Netherlands) §
g
Jubilant 3525 North Regal Street, EU GMP |UK GMP % |Medicines and
HollisterStier LLC [Spokane, Washington 4737 Insp ~ ©  |Healthcare Products
(Cosésan xudt (99207, USA GMP § Regulatory Agency
va kiém nghiém 4737/15674 > (MHRA), United
dung méi) -0011 % Kingdom
5 |Daewon Pharm 24, Jeyakgongdan 1-gil, * Vién nén; vién nang; si ro kho; PIC/S GMP |2018-D1- o — |Gyeongin Regional 2
Co., Ltd. Hyangnam-eup, * ThuGc tiém; 2252 § § Office of Food and Drug
Hwaseong-si, Gyeonggi-  |* Sird (dang 1dng); hon dich udng; S = |Safety, Korea
do, Republic of Korea * HOn dich ch&a hormon sinh duc. § %
6 |Glenmark Unit lll, Village * Thu6c khdng vo trung: PIC/S GMP [047/2018/G State Service of Ukraine 2
Pharmaceuticals [Kishanpura, Baddi- - Thu8c xit miii phan liéu (bao gdm ca thudc chira hormon): MP on Medicines and Drugs
Ltd. Nalagarh Road, Tehsil + Glenspray, nasal spray, suspension 50mcg/dose, 60 or 120 Control (SMDC)
Baddi, Distt, Solan (H.P.) |MD in vials No 1;
173 205, India + Glenspray Active, nasal spray, suspension 75 or 150 MD in
vials No 1; fart p
- ThuGc hit phan liéu (bao gom ca thuée chira hormon): 8 8
+ Airtec, metered dose inhalers (25/125mcg/dose; 3 5
25/250mcg/dose; 25/50mcg/dose), 120 MD in container No_ ~ N
1;
+ Glenbecar, metered dose inhalers, (50mcg/dose;
100mcg/dose; 200mcg/dose; 250mcg/dose), 200 MD in
container No 1.
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7 |DELPHARM LILLE |Parc d'Activités Roubaix - |* Thuéc khong vo triung: thudc ban ran chira hormon; vién EU-GMP |[2018/HPF/F 0 o |French National Agency 1
SAS Est, 22 rue de Toufflers nang cirng (chira thudc doc té bao, Hormon); vién nén (chira R/052 § § for Medicine and Health
CS 50070, LYS LEZ thudc doc té bao, Hormon): S o |Products Safety (ANSM)
LANNOY, 59452, France  |* Thudc sinh hoc: Thudc mién dich; thudc cong nghé sinh hoc; % §
thudc cé nguén gdc tir ngudi hodc déng vat. ~ ~
8 |Softgel Line 3 and Line 4: Survey |* Thudc khéng vé trung: Vién nang mém. EU GMP |OGYEI/5374- National Institute of 2
Healthcare Pvt. No. 20/1, Vandalur, 6/2018 Pharmacy and Nutrition
Ltd Kelambakkam Road, 3 < |(OGYEl), Hungary
Pudupakkam Village, Q <
~ S~
Kancheepuram District, 5 §
Tamil Nadu, 603 103, 3 ~
India
9 |[TEVA Sitel; Pallagi ut 13., * Thu6c khdng vo trung: Vién nang cirng (bao gdbm san phdm EU-GMP |OGYEI/5319 National Institute of 1
Gyodgyszergyar Debrecen, 4042, Hungary |c6 hoat tinh héc mén); vién nang mém; thuéc dung ngoai 1-6/2017 Pharmacy and Nutrition
Zrt. Cach ghi khac: H-4042 dang 1dng; thudc ung dang 1dng; thudc vi nang; thuéc bét; 5 & |(OGYEl) Hungary
(Teva Debrecen, Pallagi ut 13., |thudc ban ran (bao gdbm san pham cé hoat tinh héc mén); 8 8
Pharmaceutical  [Hungary thudc dan; vién nén (bao gdm ca vién nén bao phim; bao gébm E 5
Works Private ca san pham cé hoat tinh héc mon). 3 S
Limited Company)
10 |Merck Sharp & 2778 South East Side * San phdm: Thudc tiém Primaxin © I.V. (Imipenem + Cilastatin | U.S. cGMP [HXYB-SMNV 00 o |United States Food and 1
Dohme Corp. Highway, Elkton, VA sodium 500mg/ 500mg, Injection). § § Drug Administration
(Co s&san xuit) [22827, USA Tén dang ky thuong mai quéc té: Tienam I.V. 500mg/ 500mg, § § (U.S. FDA)
powder for solution for infusion (Tén tai Viéet Nam: Bot pha 5 E
truyén tinh mach Tienam)
Laboratories Route de Marsat, Riom, EU-GMP [2018/HPF/F French National Agency
Merck Sharp & 63963 Clermont Ferrand R/021 for Medicine and Health
Dohme Chibret cedex 9, France; o o |Products Safety (ANSM)
(Co sé déng gdi) |(* Cach ghi khéac: Route § §
de Marsat lieu-dit Mirabel = F
Riom, Cedax 9, Clermont- E 3
Ferrand 63963, France) - ~
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12 [Medi- Site 1., Szamos u. 10-12., |* Thu6c phdng xa v trung: EU-GMP |OGYEI/2913 National Institute of 1
Radiopharma Erd, 2030, Hungary + Thudc san xuat vd trung: Thudc déng khd; dung dich thé 4-6/2018 Pharmacy and Nutrition
Egészségligyi tich nho; Kit chan dodn Technetium. (OGYEI), Hungary
Szervezd, + Thudc tiét trung cudi: Dung dich thé tich nhd; Kit chan ® p
Tanacsado, doan Technetium. 8 8
Szolgaltato és 8 S
S~ S~
Kereskedelmi = 3
Kft./Medi-
Radiopharma Ltd.
13 (BILIM ILAC Cerkezkoy Organize * ThuSc khdng vo trung chira kh~éng sinh r?hc’)m B-lactam: Vién | EU-GMP [UP/I-530- ~ o |Croatia Agency for 2
SANAYI VE Sanayi Bolgesi, Karaaga¢ |nang cing, vién nén, bot pha hon dich uong. 10/17- § § Medicinal Products and
TICARET ANONIM |Mh. 5. Sk. No.6, Kapakl- 03/16; 381- ~ S [Medical devices
— —
SIRKETI Tekirdag 59510, Turkey 10-05/243- 3 >
17-11 o -
14 |Fresenius Kabi LOC.MASSERIE ARMIERI - |* Thu8c bét pha dung dich tiém truyén EU-GMP [IT/279- Italian Medicines 1
Anti-Infectives 86077 POZZILLI (1S), Italy [Piperacillin/Tazobactam Kabi 2g/0,25g (Piperacillin 2g; 1/H/2016 et Agency (AIFA)
S.R.L. Tazobactam 0,25g). 8
(Co' s6 sén xudt p o
. N ~ B pdt
bdn thanh pham) — o
Q
3
Labesfal- Zona Industrial do EU-GMP |FO10/S1/MH| X |National Authority of
Laboratdrios Lagedo, Santiago de /002/2017 § - Medicines and Health
Almiro S.A Besteiros,3465-157, = Products (INFARMED),
2 2 . o
(Co'so'san xuat  |Portugal > Portugal
thanh phém ) o
15 |Fresenius Kabi Freseniusstrasse 1, 61169 |* Thudc vo trung: EUGMP |DE_HE_01_ Co quan thdm quyén 1
Deutschland Friedberg, Germany + Thudc tiét trung cudi: Dung dich thé tich I&n; dung dich GMP_2018_| o |buc
GmbH (* Cdch viét khdc: thé tich nho. 0129 § § (Regierungsprasidium
Freseniusstrafie 1, 61169 = o |Darmstadt)
— o
Friedberg, Germany ) ) >
o o
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16 [Les Laboratoires [905 route de Saran, GIDY, [* Thudc khong vé trung: Vién nang cirng (bao gdm ca thudc EU GMP |2018/HPF/F French National Agency 1
Servier Industrie |45520, France chira chat doc tinh déi vai kha nang sinh san); thuéc cém pha R/235 x & |for Medicine and Health
hdn dich/dung dich udng; vi cdm (microgranules); vién nén, 8 8 Products Safety (ANSM)
vién nén bao phim, vién nén bao duwdng (bao gébm ca thuéc g E
chira chat doc tinh d6i véi kha ndng sinh san). - N
17 |CSSX: Baxter Kantstrasse 2, Halle/ San pham: B6t pha dung dich tiém Cosmegen Lyovac EU GMP |PP10156987 Medicines and 1
Oncology GmbH |Westfalen, D-33790, (Dactinomycin 500 micrograms) (tén tai Viét Nam: Cosmegen) Healthcare Products
Germany 00 Regulatory Agency
§ (MHRA), United
§ Kingdom
CSXX: Almac 22 Seagoe Industrial 5 Co quan thdm quyén
Pharma Services [Estate, Craigavon, BT63 e Dlrc
Limited 5QD, United Kingdom
18 |Laboratorios Avenida Boyaca No San pham: thudc bdt Urokit (tén tai VN: U-Stone) (Kali citrate |PIC/S GMP 20132020 National Administration 2
Casasco S.A.l.C., [229/37/41/49/63/65, 3g) 000784 18 o o |of Drugs, Foods and
Terrero No 250/52/60 y § § Medical Devices
Baracay No 1843/45, X > |(ANMAT), Argentina
Ciudad Autonoma de % %
Buenos Aires, Republic - -
Argentina
19 |2nd Plant, No. 154, Kaiyuan Road, * Thudc khdng vo trung: PICS GMP (4701 Food and Drug 2
Standard Chem. |Sinying District, Tainan + Dang thuéc 1dng: hon dich, dung dich. 0 — |Administration, Tawain
& Pharm. Co., City 73055, Taiwan + Dang thuéc ban ran: m&, kem; gac tdm khéng sinh. § §
Ltd., (* Céch ghi cii: 154, Kai- + Dang thudc ran: vién nén bao ; vién nén; thudc cdm; vién ~ 3
yuan Road, Hsin-ying nang; thuéc dan. S §
(730), Taiwan, Republic of - -
China)
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20 |Actavis Italy S.P.A. |Via Pasteur, 10-20014 * Thudc vo trung: EU-GMP [IT/132/H/20 Italian Medicines 1
Nerviano (Ml), Italia + Thuéc san xuat vé trung: Thudc bot déng khd (chira chat 18 Agency (AIFA)
déc té bao/chat kim t& bao); dung dich thé tich nho (bao gobm
ca thudc chira chat doc té bao/chat kim té bao).
+ Thu@c tiét trung cudi: Dung dich thé tich nhé (bao gdm ca o -
thu6c chira chat doc té bao/chat kim té bao; hormon sinh duc § §
hodc chat cé hoat tinh hormon sinh duc). n N
, P o o
* Thuoc khong vé trung: Thudc uéng dang 1dng (chira hormon S >
sinh duc hodc chat c6 hoat tinh hormon sinh duc). « -
* Thudc sinh hoc: Protein tai t& hop dang déng khé.
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21

Sun
Pharmaceutical
Industries Ltd

Survey N. 214, Plot No.
20, Govt.Indl.Area, Phase
I, Piparia, Silvassa-
396230, U.T. of Dadra &
Nagar Haveli, India

* Thudc khdng vé trung:

+ Vién bao phim Admenta (Memantine 5mg, 10mg);

+ Vién bao phim Arizil (Donepezil 5mg, 10mg);

+ Vién nang cirng Gabantin 300 (Gabantin 300mg);

+ Vién nén bao tan trong ruét Encorate (Sodium valproate,
valproic acid 200mg, 300mg);

+ Vién bao giai phdng cé kiém sodt Encorate Chrono (Sodium
valproate, Valproic acid 200mg, 300, 500mg);

+ Vién nén Zeptol (Carbamazepine 200mg)

+ Vién bao phim Clofranil (Clomipramine 25mg);

+ Vién nén bao phim Levenium (Levetiracetam 250, 500mg,
750mg, 1000mg);

+ Vién nang ctrng Maxgalin (Pregabalin 75mg, 150mg);

+ Vién bao tan trong ruét Mesacol (Mesalamine 400mg);

+ Vién nén bao phim Mirtaz (Mirtazapine 15mg, 30mg);

+ Vién nén hoa tan nhanh Oleanz Rapitab (Olanzapine 5mg,
10mg)

+ Vién nén Parkizol (Pramipexole 0.25mg, 1mg);

+ Vién nang cirng Prodep (Fluoxetine 20mg);

+ Vién nén Sunirovel (Irbesartan 150mg, 300mg);

+ Vién nén Sunirovel H (Irbesartan 150mg,
Hydrochlorothiazide 12,5mg);

+ Vién nén bao phim Suncardivas (Carvedilol 12,5mg, 6,25mg);
+ Vién nén bao phim Sunoxitol (Oxcarbazepine 150mg,
300mg);

+ Vién nén Sunsizopin (Clozapine 100mg, 25mg);

+ Vién nén bao phim Suntopirol (Topiramate 25mg, 50mg);

PIC/S-GMP

070/2018/G
MP

28/11/2018

20/11/2021

State Administration of
Ukraine on Medicinal
Products (SAUMP)

22

CMG
Pharmaceutical
Co., Ltd

27 Gongdan 1-daero
27beon-gil, Siheung-si
Gyeonggi-do, Republic of
Korea

* Thubc khdng vo trung:
+ Thudc udng dang ran: Vién nén, vién nang, miéng thudc
tan trong miéng (orodispersible film)

PIC/S-GMP

2018-D1-
2039

09/05/2018

20/06/2021

Gyeongin Regional
Office of Food and Drug
Safety , Korea

23

Remedina S.A.

23 Gounari & Areos Str.,
Kamatero Attiki, 13451
Greece

* ThuBc vé trung:

- Thudc san xuat vo trung: Dang ran va cdy ghép: chira khang
sinh betalactam.

* ThuSc khdng vd tring chira khang sinh betalactam: Vién
nang cirng; vién nén;

EU-GMP

70779/2-7-
2018

13/09/2018

02/05/2021

National Organization
for Medicines (EOF),
Greece

Danh muc co s& dat PICS EU GMP (Pot 1 - Dot 64)

Trang 204 / 262

08/04/2019



TEN CO' SO’ SAN - ; 5 NGUYEN | GIAY CH. |NGAY |NoAY " NHOM
STT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP HET CO QUAN CAP THUOC
8 HAN 1| 2
24 |Cooper S.A. 64 Aristovoulou str., * Thudc vo trung: EU-GMP |39834/13-4- National Organization 1
Athens, 11853, Greece - Thuéc sdn xuat vo trung: 2018 for Medicines of Greece
+ Dung dich thé tich nhé; ® p
+ Thudc dang ran va cy ghép (chira khang sinh betalactam); 8 8
- Thudc tiét trung cudi: Dung dich thé tich |&n; Dung dich thé § g
tich nho. * S
* Thuéc khdng vo trung: thudc uéng dang 1dng
25 [China Chemical & [182-1, Keng Tze Kou, * Thuéc vé trung: PIC/S GMP (4525 Taiwan Food 2
Pharmaceutical Hsinfong, Hsinchu - Thudc bét déng khé (san xuat vé trung); thubc bot (san and Drug Administration
Co., Ltd. Hsinfong |Taiwan, R.0.C Xuat vo trung) part & |(TFDA)
Plant - Thudc tiém thé tich nhd (san xuat v trung va tiét tring 8 8
cudi); Dung dich thé tich 1&n (tiét trung cudi) 5 S
* Thudc khdng vé trung: Py 3
- Dung dich; Thu8c ban ran; Vién nén; vién nén bao; thudc
bot, thuc c6m; vién nang; thudc dan.
26 |Eisai European Knowlege * Thudc khdng vé trung: Vién nang clng; vién nén. EU-GMP |UK MIA o o |Medicines and 1
Manufacturing Centre, Mosquito Way, 32301 Insp § § Healthcare Products
Limited Hatfied, AL10 9SN, United GMP/IMP ey S |Regulatory Agency
Kingdom 32301/7262| S S |[(MHRA), United
19-0007 o ~  |Kingdom
27 |Biogen U.S. 900 Davis Drive, Research |* Thu6c vo trung: EU-GMP |UK GMP © o |Medicines and 1
Corporation Triangle Park, 27709, + Thudc san xuat vo trung: Dung dich thé tich nhé. 22913 Insp § § Healthcare Products
(Biogen United State * Thudc khdng vo trung: Vién nang clirng; vién nén. GMP > = |Regulatory Agency
Incorporated) 22913/1404 | S S |[(MHRA), United
041-0005 i " |Kingdom
28 |Fresenius Kabi Loc. Masserie Armieri- * ThuBc vé trung: Thudc sdn xuat vd trung: Penicillin dang EU-GMP [IT/279- © o |AIFA Italian Medicines 1
Anti-Infectives  |86077 Pozzilli (IS), Italy  |d6ng khd; 1/H/2016 § § Agency
S.R.L. * Thubc khdng vo tring: Bot dong khé. E g
) N
- —
29 |Sanofi Pasteur Parc industriel * ThuGe vo trung: EU-GMP (2018/HPF/F French Health Products 1
d'Incarville, Val-de-reuil, + Thudc san xuat vd trung: Thudc déng khd; dung dich thé R/188 o o |Safety Agency (AFSSAPS)
27100, France tich nhd. § §
+ Thudc tiét trung cudi: Dung dich thé tich nhé. P =
* Thudc sinh hoc: San pham mién dich; san pham cong nghé g §
sinh hoc; san pham c6 ngudn goc tir ngudi hodc ddng vat. o @
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30 |S.C. Rompharm Str. Eroilor nr. 1A, Oras * Thudc vo trung: EU-GMP |048/2017/R Romanian National 1
Company S.R.L. Otopeni, cod 075100, Jud. | + Thudc san xuat vd truing: Dung dich thé tich nhé. 0 = & |Agency for Medicines
lIfov, Romania + Thudc tiét trung cudi: Dung dich thé tich nhé. 8 8 and Medical Devices
* Thuéc khdng vo trung: Vién nang cirng; Thudc dung ngoai g g (NAMMD)
dang 1dng; Thu&c udng dang ldng; Thudc bot, thude cm. =t R
31 |Céngtycd phan (L6 B2-B3, Khu cong * Thu6c khdng vo trung: Vién nén sui bot; thudc bét sui bot. PICS-GMP (M041/18 National Pharmaceutical 2
Dugc Hau Giang - [nghiép Tan Phu Thanh- Regulatory Agency,
Chi nhanh nha Giai doan 1, xa Tan Phu Ministy of Health
may dugc phdm  |Thanh, huyén Chau Thanh Malaysia
DHG tai Hau A, tinh H3u Giang, Viét o o
Giang. Nam § §
Tén tiéng anh: Dia chi tiéng anh: Lot B2- S >
DHG B3 Tan Phu Thanh S| s
Pharmaceutical Industrial Zone- Phase 1, e e
one- Member Chau Thanh A District,
Limited Company [Hau Giang Province,
VietNam.
32 |Kleva S.A. Parnithos Ave. 189, * Thuéc vé trung: EU GMP |57897/20-7- National Organization 1
Acharnai Attiki, 13675, + Thuéc san xuat vo truing: Dung dich thé tich I&n; dung dich 2016 for Medicines (EOF),
Greece thé tich nho. © o |Greece
+ Thudc tiét trung cudi: Dung dich thé tich I&n; dung dich § §
thé tich nho. g g
* Thudc khdng vé trung: Vién nang clng; thudc dung ngoai =~ F
dang 16ng; thudc udng dang 16ng; cac dang ban ran; vién nén; ~ -~
vién nén bao, thudc bét pha dung dich udng.
34 |Patheon 5900 Martin Luther King |* S&n pham: Dung dich tiém Bridion Solution for injection EU-GMP |[UYQZ-938E 0 European Medicines 1
Manufacturing Jr. Highway, Greenville, (Sugammadex 100mg/ml; 10 vials x 5 ml) = Agency
Services, LLC NC (hoac North Carolina) g
(Co s sén xudt) |27834, USA 2 o
-
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N.V. Organon Kloosterstraat 6, 5349 AB NL/H é Health Care
0’ SO’ dong goi ss, The Netherlands - nspectorate -
(Co'sé dé 5i) [Oss, The Netherland 16/1010471 = o |l
o o . .
C N Pharmaceutical Affairs
5 and Medical
< Technology, Netherlands
35 |Baxter 927 South Curry Pike, San phadm: Dung dich tiém Simponi (Golimumab 50mg/0,5ml) EU-GMP [UK GMP ~ Medicines and 1
Pharmaceutical Bloomington, IN-47403, 18058 Insp § Healthcare Products
Solutions LLC USA GMP ~ ° Regulatory Agency
” o
(Co sé sén xudt) 18058/1036 | & S |(MHRA), United
7-0012 ~ S [Kingdom
Cilag AG Hochstrasse 201, 8200 18-0790 x % Swiss Agency for
(Cosé ddng géi  |Schaffhausen, Switzerland 8 ©  [Therapeutic Products
va xudt xuwdéng ) S (Swissmedic)
S
-
36 |Incepta Dewan Idris Road, Bara * ThuBc khdng vo trung: Vién nang clirng; Vién nén, Vién nén EU GMP |UK GMP ~ o |Medicines and 2
Pharmaceuticals [Rangamala, Zirabo, Savar, |bao phim 35139 Insp § § Healthcare Products
Limited - Zirabo  [Dhaka, Bangladesh GMP § E Regulatory Agency
Plant 35139/9035 Py X |[(MHRA), United
04-0003 o " |Kingdom
37 |Baxalta US Inc. 25212, W. lllinois Route  |* S&n pham Albumin (Human), USP, 20% Solution, Flexbumin US-GMP [HMHG- ® S United States Food and 1
120, Round Lake, IL 20%. YGQ3 WHO Q S  [Drug Administration
S~ S~
60073, USA § 5 (U.S. FDA)
™~ )
(@] (@]
38 |Delpharm Tours [Rue Paul Langevin, * ThuBc vé trung: EU-GMP |2018/HPF/F o o |National Agency for the 1
Chambray Les Tours, + Thudc san xuat vo trung: Dung dich thé tich nhé. R/104 § § Safety of Medicine and
37170, France + Thuéc tiét trung cudi: Dung dich thé tich nhé. g g Health Products
* Thu8c khdng vb trung: ThuSc dung ngoai dang 1dng; thuéc - S [(ANSM), France
uéng dang long. - -
39 |Piramal Critical 3950 Schelden Circle, * San pham: Thudc dang 16ng khéng vo tring Sojourn U.S. cGMP |A2VY-UNRH 0 9 United States Food and 1
Care, Inc. Bethlehem, PA 18017, (Sevoflurane, USP). Q S  |Drug Administration
USA S | S |(us.FDA)
S >
— o
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40 |IPR Carr 188 Lote 17, San * San pham: EU-GMP |PP10156713 Medicines and 1
Pharmaceuticals [Isidro Industrial Park, PO + Vién nén bao phim Crestor 5mg (Rosuvastatin calcium PP10153247 (% ™ N Healthcare Products
INC. Box 1624, Canovanas, PR |5.2mg); PP10153246 [R & & Regulatory Agency
(Co sé san xudt) |00729, Puerto Rico, + Vién nén bao phim Crestor 10mg (Rosuvastatin calcium % q ﬁl (MHRA), United
United States 10.4mg); S N N Kingdom
+ Vién nén bao phim Crestor 20mg (Rosuvastatin calcium
Astra Zeneca UK |Silk Road Business Park, [20.8mg); EU-GMP |UK MIA Medicines and
Limited Macclesfield, Cheshire, 17901 Insp = Healthcare Products
(Co'sé ddng goi) [SK10 2NA, United GMP/GDP/I 8 Regulatory Agency
Kingdom MP o (MHRA), United
17901/1011| & Kingdom
7- 0036
41 [(MSD State Road 183, Pridco * San pham: Vién nén Zetia (Ezetimibe 10mg). Tén thwong U.S. cGMP |CWQ8-G2G9 United States Food and 1
International Industrial Park, Las mai qudc té: Ezetrol. 0 Drug Administration
GmbH (Puerto Piedras, Puerto Rico § (U.S. FDA)
Rico Branch) LLC {00771, USA S o
- —
(Co sé& san xudt ) S =
s | g
-
o
h
Schering-Plough |Industriepark 30, Heist- EU GMP |BE/GMP/20 x ™ IFederal Agency for
Labo NV op-den-Berg, 2220, 15/111 8 Medicines and Health
(Co'sé ddng géi) |Belgium S Products (FAMHP),
S~
2} Belgium
42 [(MSD Dublin Road, Carlow, Co. [* S&n phdm: Dung dich tiém truyén tinh mach Keytruda EU-GMP |18380/M11 Health Products 1
International (hodc County) Carlow, (Pembrolizumab 100mg/4ml) 312/00001 Regulatory Authority,
GmbH T/AMSD |lreland x Ireland
o
Ireland (Carlow) S
(Céch ghi khac: 3 o
MSD Ireland) 9 8
(Co sé san xuét) =
~
-
(ep]
Schering-Plough |Industriepark 30, Heist- EU GMP |BE/GMP/20 ] Federal Agency for
Labo NV op-den-Berg, 2220, 15/111 8 Medicines and Health
(Co'sé ddng géi) |Belgium =] Products (FAMHP),
S~
=t Belgium
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43 [Schering-Plough [Industriepark 30, Heist- * Thudc khdng vé trung: Thudc uéng dang 16ng; thudc dung EU GMP |BE/GMP/20 0 o |Federal Agency for 1
. s - -
Labo NV op-den-Berg, 2220, ngoai dang 1&dng; dang bao ché& ban ran; vién nén, vién nén bao 15/111 S S [Medicines and Health
Belgium phim. § g Products (FAMHP),
B = |[Belgium
— o
44 |MSD 21 Tuas South Avenue 6, |* San pham: EU GMP |NL/H Health Care 2
International 637766, Singapore + Vién nén Isentress (Raltegravir 400mg) 16/1012621 ~ Inspectorate -
GmbH (Singapore § Pharmaceutical Affairs
Branch) = and Medical
” o
(Co sé sén xudt) E o |Technology, Netherlands
S
N
™
Merck Sharp & Waarderweg 39, NL-2031 EU GMP |NL/H § Health Care
Dohme B.V BN Haarlem, Netherlands 17/2002429 * - Inspectorate -
(Co sé ddng g6i) 8 Pharmaceutical Affairs
(o] .
<) and Medical
] Technology, Netherlands
45 |Sanofi Passteur 1 Discovery Drive, Dung dich pha tiém Menactra, 0,5ml (vic xin hdo m6 cau cac US-GMP |[MGBT- 0 o |USFDA 1
INC Swiftwater PA 18370, US [typ va Gidi ddc t8 bach h3u) MRMU § §
WHO = S
— —
s | =
- —
46 [PHARMATIS Zone d'Activités Est n° 1, [* ThuSc khdng vd tring: Gel uéng Pepsane (Guaiazulen EU-GMP |HPF/FR/102 ~ French National Agency 1
(Co' sé sén xudt) |Estrees Saint Denis, 0,004g, Dimethicon 3 g)/géi 10g /2017 § for Medicine and Health
60190, (hodc 60190 s Products Safety (ANSM)
o
Estrees Saint Denis) > g
France - Q
Laboratoires Rosa |2 Avenue du Traite de EU-GMP |HPF/FR/052 ~ § French National Agency
- Phytopharma  |Rome, Chatou, 78400 /2017 § S |for Medicine and Health
(Co sé xuédt (hodc 78400 Chatou), N Products Safety (ANSM)
> o
xuong) France F
(o]
47 |Upsa Sas 979 Avenue des * Thudc khdng vé trung: thudc cdm; thudc bot; thubc bét sui EU GMP |2018/HPF/F 0 o |French National Agency 1
— (o]
Pyrénées, Le Passage, bot; vién nén. R/157 S S [for Medicine and Health
47520, France 3 = |Products Safety (ANSM)
S~ S~
o [e))
— o
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48 |Limited Liability |Building 37, Kyivska * Thudc vo trung: PIC/S- |037/2018/G State Service of Ukraine 2
Company street, Bila Tserkva, Kyiv |- Thuéc sdn xuat vé trung: Thudc déng khd (bao gdm c3 thud GMP |MP on Medicines and Drugs
Pharmaceutical region 09100 Ukraine chira chat c6 hoat tinh hormon); Dung dich thé tich nhé (bao Control
Plant BIOFARMA gdm ca thud chira chat cé hoat tinh hormon); thuéc nhé
mat, nhd mdi va xjt mdii.; o -
- Thudc tiét trung cudi: Dung dich thé tich nhé (bao gom ca § §
thué chira chat cd hoat tinh hormon); va dich chiét. ) o
* Thubc khéng vo trung: Dang bao ché& ban ran (bao gém ca E %
thué chira chat cé hoat tinh hormon); Vién dan, vién d&t 4m e -
dao;
* Thudc sinh hoc: Thuéc cdng nghé sinh hoc; thudc chiét xuat
tlr nguoi hoac déng vat
49 |Fresenius Kabi Hafnerstrafe 36, 8055 Dung dich pha tiém truyén Zometa (Zoledronic acid: EU-GMP |INS-480166- ™ S Austrian Federal Office 1
Austria GmbH Graz, Austria 4mg/100ml) 0080-001 S Q  [for Safety in Health Care
S~ S~
(4/5) § § (BASG)
o o
50 |ACS Dobfar S.P.A |[V.LE Addetta 4/12-20067 [San pham: thudc bdt pha dung dich tiém Meronem EU-GMP [18005590; Italian Medicines 1
(Co' sé san xudt  |Tribiano (M), Italia (Meropenem trihydrat 500mg, 1000mg) 18005589 Agency (AIFA)
bdn thanh phdm )
Zambon Via Industria 13, 6814 EU-GMP . Swiss Agency for
Switzerland Ltd  |Cadempino, Switzerland § Therapeutic Products
(Co sé déng goi g (Swissmedic)
(d@éng lo thuéc S
bot)) -
AstraZeneca UK |Silk Road Business Park, EU-GMP Medicines and
Limited Macclesfield, SK 10 2 NA, Healthcare Products
(Co sé& xudt United Kingdom. Regulatory Agency
xuwéng) (MHRA), United
Kingdom
Danh muc co s& dat PICS EU GMP (Pot 1 - Dot 64) Trang 210 / 262 08/04/2019



TEN CO' SO’ SAN - ; 5 NGUYEN | GIAY CH. |NGAY |NoAY " NHOM
STT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP HET CO' QUAN CAP THUOC
HAN 1 2
51 |DEVA Holding A.S. [Cerkezkoy Organize * Thudc vo trung: PIC/S-GMP |TR/GMP/20 Turkish Medicines and 2
Sanayi Boélgesi, Karaagac |- Thuéc sdn xuat vé trung : Thuéc bét pha tiém chira 18/211 Medical Devices Agency
Mabhallesi., Atatiirk Cephalosporin va Penicillin; Dung dich vo trung déng lo, (TMMDA)
Caddesi. No. 32 ampoule; thuéc vé trung chira hormon déng ampoule, déng
TR-59510 Kapakli/ lo va nho giot; thudc vo trung déng lo dé xdng mii;
Tekirdag - Thudc tiét trung cudi: Thudc vd trung chira hormon déng
Turkey (cach ghi khac: ampoule; Thudc nhd mat;
Cerkezkdy Organize * Thuéc khdng vo trung: Vién nang (bao gbém ca 0 -
Sanayi Bolgesi, Karaagac [Cephalosporin); Vién nang mém; Thuéc dung ngoai dang long § §
Mabh., Atatiirk Cad. No. 32 |pomade, kem, gel (bao gébm ca chira hormon) va lotion; S ey
TR-59510 Kapakli/ Thu8c udng dang 16ng: Siro, hén dich, thudc uéng nhd giot,; % %
Tekirdag Thuéc dang khi nén (thuéc xit aerosol phan liéu; Dang bao ché
Turkey) ban ran (bao gdm ca hormon:pomade; Kem; Gel va Lotion) ;
Thuéc dan; Thudc vién (bao gébm ca thudc chira
Cephalosporin; Penicillin, Hormon) : vién nén; vién bao phim,
Vién nhai;. Thudc b6t pha hon dich (bao gém ca thudc chira
Cephalosporin, Penicillin)
52 |Patheon 5900 Martin Luther King  |* San phdm: Dung dich tiém Bridion Solution for injection EU-GMP |WAP7-EA4V o European Medicines 1
Manufacturing Jr. Highway, Greenville, (Sugammadex 100mg/ml; 10 vials x 2 ml § Agency
Services, LLC NC (hoac North Carolina) S
(Co'sé'san xudt) |27834, USA % %
S
N.V. Organon Kloosterstraat 6, 5349 AB NL/H > |Health Care
(Co'sé ddng géi) |Oss, The Netherlands 16/1010471 = % Inspectorate -
o o . .
C Q Pharmaceutical Affairs
§ and Medical
N Technology, Netherlands
53 |[Pierre Fabre Aquitaine Pharm * San pham: Thudc bét déng khoé Cernevit. EU -GMP [2018/HPF/F 0 National Agency for the 1
Medicament International 1, Avenue R/186 § Safety of Medicine and
Production du Béarn, IDRON, 64320, o - Health Products
(Co sé san xuét) |France § § (ANSM), France
5
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Baxter SA Boulevard Rene EU GMP |BE/GMP/20 © g Federal Agency for
(Co'sé déng goi  [Branquart 80, Lessines, 18/104 8 ™ IMedicines and Health
va xudt xudng 16 ) 17860, Belgium - Products (FAMHP),
S~
o Belgium
54 |Aspen Notre 1 rue de I'Abbaye Notre |* Thudc vd trung: EU-GMP |2018/HPF/F 0 o |French National Agency 1
Dame De Dame De Bondeville, + Thudc san xuat vo tring: Dung dich thé tich nho; R/171 § § for Medicines and
Bondeville 76960, France + Thudc tiét trung cudi: Dung dich thé tich nhé; = o |Health Products Safety
* Thuoc sinh hoc: Thudc chiét xuat tlr nguoi va dong vat. ~ S |(ANSM)
o o
55 |Pfizer Ireland Little Connell, Newbridge, |* Thudc khéng vé trung bao gém ca thudc chira chat cé hoat EU GMP |15440/M10 ~ o [|Health Products 1
Pharmaceuticals [Co. Kildare, Ireland tinh héc mon: Vién nang cing; vién nén. 63 § § Regulatory Authority
o ~  [(HPRA), Ireland
3 <
o N~
o —
56 |Vetter Pharma- |Vetter Pharma-Fertigung |* San pham: dung dich tiém Elonva 100mcg/0,5ml EU GMP |DE_BW_01_ 0 Co quan thdm quyén 1
Fertigung GmbH [Schiitzenstr. 87 und 99-  |(corifollitropin alfa); Elonva 150mcg/0,5ml (corifollitropin GMP_2018_ § blrc
& Co. KG 101, 88212 Ravensburg, |alfa); dung dich tiém Orgalutran (ganirelix 0,25mg/0,5ml) 0067 g
(Co sé sén xudt) |Germany E
(0]
N.V. Organon Molenstraat 110, OSS, EU GMP |NL/H § Health Care
0S¢ dong goi , Netherlands > nspectorate -
(Cosé dé 5i) |15342CC, Netherland 16/1010471 ; |
Cach ghi khac: C 5 % |Pharmaceutical Affairs
Molenstraat 110, 5342 CC 8 © and Medical
Oss, Netherlands g Technology, Netherlands
hodc: Kloosterstraat 6, S
5349 AB Oss, Netherlands
57 |Lilly del Caribe, 12.6 KM 65th Infantry * S3n pham: Cymbalta Gastro-resistant capsule, hard CPP 03/18/1194 European Medicines 1
Inc., Road, Carolina, Puerto (duloxetine (as hydrochloride) 60mg) PIC/s- |06 Agency
(Co sé san xudt) |Rico 00985, USA GMP 0
g
Lilly, S.A., Avda. de la Industria 30, g
(Co sé& xudt 28108 Alcobendas, >
xwédng, déng géi  |Madrid, Spain -
so cdp va thi
cdp )
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58 |Famar Lyon 29 Avenue Charles de * Thudc khdng vé trung: thuéc dung ngoai dang |6ng; thuéc EU-GMP |HPF/FR/193 French National Agency 1
Gaulle, Saint Genis Laval, |udng dang 1dng; Thudc bt (khdng sinh nhdm cephalosporin); /2017 ~ o |[for Medicines and
69230, France (hodac 29 Dang ban ran; Vién nén (khdng sinh nhém cephalosporin); § § Health Products Safety
Avenue Charles de Gaulle, [Vién nén bao phim. o P
o o
69230 Saint Genis Laval, > )
France) e ~
59 |Lilly del Caribe, 12.6 KM 65th Infantry * San pham: Cymbalta Gastro-resistant capsule, hard CPP 03/18/1194 European Medicines 1
Inc., Road, Carolina, Puerto (duloxetine (as hydrochloride) 30mg) US - GMP |05 Agency
(Co'sé san xudt) |Rico 00985, USA EU - GMP 0
S
o~
Lilly, S.A., Avda. de la Industria 30, g
(Co s& xudt 28108 Alcobendas, >
xuwédng, déng géi  |Madrid, Spain i
so cdp va thiy
cdp)
60 |EVER Pharma Otto-Schott-Str. 15, * S3n pham: Dung dich dam déc dé pha tiém truyén, Dung EU-GMP |DE_TH_O1H © Co quan thdm quyén 1
Jena GmbH 07745 Jena, Germany dich tiém Cerebrolysin 215.2 mg _GMP_2016 8 blrc
(Co sé sén xudt) _0024 3 o
L -
o0 o
AT S
EVER Neuro Oberburgau 3, 4866 INS-482197- ~ 5 Federal Office for Safety
Pharma GmbH Unterach am Attersee, 0050-001 8 & |in Health Care, Austria
(Co sé& xudt Austria S
2 ~
xuong) S
61 |Patheon Inc 2100 Syntex Court, * San pham: Vién nén Zytiga (Abiraterone acetate 250mg); Canada- |Gidy chirng ~ Health Products and 1
(Co' sé sén xudt) |Mississauga, Ontario, GMP  |nh&n GMP: 8 Food Branch
Canada L5N 7K9 68039 o oo |Inspectorate (HPFBI),
~ i
a & |Canada
S~
Janssen Cilag Via C. Janssen (loc. Borgo EUGMP |IT/184/H/20| g AIFA Italian Medicines
S.P.A. S. Michelle), 04100 Latina 18 8 S [Agency
(Co'sé ddong goi  |[(LT), Italy x
va xudt xuéng ) §
62 |Janssen Cilag Via C. Janssen (loc. Borgo |* Thudc khdng vé trung: Vién nang cing; thudc phun mu; vién | EU GMP [IT/184/H/20 0 « |AlIFA Italian Medicines 1
S.P.A. S. Michelle), 04100 Latina [nén, vién nén bao phim 18 § § Agency
(LT), Italy < »
L L
o0 [e0]
o —
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63 |Biotest AG Biotest AG, * S3n pham: EU-GMP |DE_HE_01_ . Co quan tham quyén 1
(Co sé san xudt) |Landsteinerstrasse 5, - B6t va dung moi pha tiém Haemoctin SDH 250; GMP_2018_ § blrc
63303 Dreieich, Germany |- Dung dich tiém truyén Intratect; 0111 §
- B6t va dung moi pha tiém Haemoctin SDH 500; g I
- Dung dich tiém tinh mach Pentaglobin; 8
Biotest Pharma Biotest Pharma GmbH, - Dung dich tiém Fovepta; EU-GMP |DE_HE_01_ ~ N
GmbH Landsteinerstrasse 5, - Dich truyén Biseko (Protein huyét twong ngudi 50g (Albumin GMP_2017_| 3 §
(Co sé chirng 63303 Dreieich, Germany 31g; Khang thé nguoi 10g)/1000ml). 0018 S
nhan xudt xudng ) - Dich truy@n Albiomin 20% (Protein huyét twong ngudi 200g §
(Albumin > 96%)/1000ml). -
64 |Janssen Lammerdries 55, Olen, * S3n pham: Vién nang cirng giai phdng kéo dai Reminyl 8mg, EU-GMP |BE/GMP/20 © Federal Agency for 1
Pharmaceutica NV (2250 (hoac B-2250), 16mg (Galantamin 8mg, 16mg). 16/026 b= Medicines and Health
(Co sé sén xudt) |Belgium S Products (FAMHP),
§ Belgium
Janssen Turnhoutseweg 30, EU GMP |BE/GMP/20 Federal Agency for
Pharmaceutica NV |Beerse, 2340 hoac (B- 17/007 Medicines and Health
(Co sé kiém 2340), Belgium N Products (FAMHP),
nghiém, xuét 8 o |Belgium
xuwéng hat thubc § §
gidi phéng kéo Q g
dai) -
o
Janssen Cilag Via C. Janssen (loc. Borgo EU GMP |IT/184/H/20 AIFA Italian Medicines
S.P.A. S. Michelle), 04100 Latina 18 Agency
(Co sé déng (LT), Italy fart
nang, dong gdi, 8
kiém nghiém, 3
xudt xudéng 8
thanh phém)
65 |LekS.A ul. Podlipie 16, 95-010 * S3n pham: Thudc vién nén bao phim Meglucon 850 EU-GMP |IWZ).405.43.| Chief Pharmaceutical 1
(Co sé san xudt) |Strykdw, Poland (metformin HCl 850mg) 2018.MG.2 8 Inspector
S ()]
~
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Lek S.A ul. Domaniewska 50c, 02- EU-GMP |[GIF-IW- © § Main Pharmaceutical
(Co'sé ddéng goi, |672 Warsawa, Poland 400/0095_0 8 N |Inspector
xudt xwéng ) 1.02/04/75/1 &
16 s
66 |[IDT Biologika Am Pharmapark, 06861 * San pham: Binocrit (Epoetin alfa, ndng do: 1000 1U/0,5ml; EUGMP [DE_ST_01_G| 9 Co quan thdm quyén 1
GmbH Dessau-Roblau, Germany |2000 IU/ml; 4000 IU/0,4ml; 10000 IU/1ml. MP_2018 0 8 Dirc (Sachsen-Anhalt)
(Co sé san xudt ) 031 S o
= S
5 | &
Sandoz GmbH Biochemiestrabe (hodc EU-GMP [INS-481922- 9 § Austrian Federal Office
(Co sé& xudt Biochemiestrasse) 10, 0067-001 8 8  |for Safety in Health Care
xuéng ) Kundl, 6250, Austria g
@
67 |Mega 60 National Avenue * San phdm: Thudc bdt udng Flexsa 1500 (Glucosamin sulfate | PIC/S GMP |MI-2017-LI- Therapeutic Goods 2
Lifesciences PAKENHAM VIC 3810 2 KCl, 1500mg Glucosamin sulfate) 03740-1 5 Administration (TGA),
Australia Pty Ltd  |Australia 8 Australia
(Co sé san xuét, §
ddéng gai va xudt S
xwéng ) o
Mega 384 Moo 4 Soi 6 Bangpoo DE_NW_01_ § Co quan tham quyén
Lifesciences Industrial Estate Pattana GMP_2017_ § Dlrc
Public Company |3 Road Phraeska Mueang 1017 © >
Limited Samutprakarn 10280 § -
(Co s& kiém Thailand 5
nghiém (phép S
thir vi sinh, héa -
hocva vatly))
68 |IDT Biologika Am Pharmapark, 06861 * S3n pham: EU-GMP |DE_ST_01 G| < Co quan thdm quyén 1
GmbH Dessau-Roblau, Germany |- Zarzio solution for injection or infusion (Filgrastim 0,30 mg/ MP_2018 0 8 Dlrc (Sachsen-Anhalt)
(Co sé san xudét) 0,5 ml; Filgrastim 0,48 mg/ 0,5 ml); 031 =
Tén lwu hanh tai Viét Nam: Dung dich tiém Zarzio (Filgrastim g
Sandoz GmbH -  |Biochemiestrasse 10, 0,30 mg/ 0,5 ml; Filgrastim 0,48 mg/ 0,5 ml). EU-GMP [INS-481922-| © o |Austrian Federal Office
BP Schaftenau 6336 Langkampfen, 0067-001 8 8 for Safety in Health Care
(Cosé déng gdi  |Austria 3 S
thi cép ) S g
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Sandoz GmbH Biochemiestrasse 10 EU GMP |INS-481925- ~ Austrian Federal Office
(Co sé xuédt 6250 Kundl, Austria 0058-001 8 for Safety in Health Care
xuwéng) S
~
(gl
69 |Dr. Gerhard Brunsbiitteler Damm 149- [* Thudc vé trung: EU GMP |DE_BE_01_ 0 — |Co quan thdm quyén 1
v 2 ~ " ~ ~ P 9 2 9 pm N ’
Mann Chem.- 153, 15543, 165-173, + Thuoc san xuat vo trung: Thubc ban ran; Gel nho mat; GMP_2018 IS Q |buc
pharm. Fabrik 13581 Berlin, Germany dung dich thé tich nho. 0017 § g
GmbH * Thubc khéng vo trung: Thubc dung ngoai dang léng. E g
70 |S.C.Laropharm  [Sos. Alexandriei nr. 145A, |* Thudc khdng vé trung: Vién nang cirng; thudc dung ngoai EU-GMP |038/2018/R 00 o |National Agency for 1
v v 2 oA 7 . on pm N . . .
S.R.L. Oras Bragadiru, Jud. Ilfov, |dang Iong; thuéc udng dang ldng; vién nén bao phim; vién 0] e S [Medicines and Medical
cod 077025, Romania nén; dang bao ché& ban ran. § g Devices (NAMMD),
B S |Romania
— o™
71 |Xellia Dalslandsgade 11, * Thudc vé trung: EU-GMP |DKH 0 o |Danish Health and 1
Pharmaceuticals |Kobenhavn S, 2300 (hodc [+ Thudc san xuét vo trung: Thuéc déng kho; thuée bot pha 00099518 § § Medicines Authority
ApS 2300 Copenhagen S), tiém, tiém truyén; thuéc bét hit. g §
Denmark = S
N —
72 |Rentschler Erwin-Rentschler-StraBe |* Thudc vo trung: EU-GMP |DE_BW_01_ Co quan tham quyén 1
Biopharma SE 21, 88471 Laupheim, + Thudc san xuat vo trung: Thudc dong kho; dung dich thé GMP_2018_| o |[Puc
(Tén cii: Germany tich nho. 0003 § §
Rentschler + Thudc tiét trung cudi: Dung dich thé tich nhé. g S
¢ ¢ x 5 v —
Biotechnologie * Thuoc sinh hoc: thuoc mién dich (vac xin, huyét thanh); > o
GmbH) thudc cdng nghé sinh hoc (Protein téi t6 hop; khang thé don « -
dong; cytokine).
73 |Shin Poong 70 Sandan-Ro 19beongil, |* ThuSc udng dang ran: vién nén; thudc c6m; PIC/S-GMP(2018-D1- o — |Gyeongin Regional Food 2
Pharmaceutical Danwon-Gu, Ansan-Si, * Thu8c chira khang sinh nhém Penicillin: vién nén; siro kho; 2274 § § and Drug
Co., Ltd Gyeonggi-do, Repulic of  [thu8c tiém = g Administration, Korea
—
Korea ) =
o —
74 |Dr. Reddy's Plot No. P1 to P9, Phase- |* San pham: Japan GMP|AG1330027 0 o |Ministry of Health, 2
Laboratories Ltd. |[lll, Duvvada, VSZE, + Pemetrexed for I.V. infusion 100 mg; 6 § § Labour and Welfare
FTO-VII Visakhapatnam, Andhra [+ Pemetrexed for L.V. infusion 500 mg; g N [(MHLW), Japan
. —
Pradesh 530046, India > )
o —
75 |Lilly France 2 rue du Colonel Lilly, * San pham: HAn dich tiém Humalog Mix 75/25 KwikPen US-GMP [4EUV-FA6P United States Food and 1
(Cosé sén xudt  |67640 Fegersheim, France [(insulin lispro injection 300 units) Drug Administration
éng thuéc) = S
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Eli Lilly and Indianapolis IN 46285, § §
Company USA o o
2 1S Pl > B
(Coso lap rap, ~ N
ddng goi but
tiém Kwikpen)

76 |Lilly France 2 rue du Colonel Lilly, * San pham: HAn dich tiém Humalog Mix 50/50 KwikPen US-GMP (BWEG-ZBB2 United States Food and 1
(Co'sé san xudt  |67640 Fegersheim, France [(insulin lispro injection 300 units) Drug Administration
6ng thuéc) S 8

o o
Eli Lilly and Indianapolis IN 46285, % g
Company USA =] <]
(Cosé ldp rdp, Q a
ddng gdi but
tiém Kwikpen)

77 |Lilly France 2 rue du Colonel Lilly, * S3n pham: Dung dich tiém Humalog KwikPen (insulin lispro US-GMP [M9VQ-UKKN United States Food and 1
(Co sé sén xudt  |67640 Fegersheim, France |injection 300 units) Drug Administration
6ng thuéc) a1 <

o o
Eli Lilly and Indianapolis IN 46285, q g
Company USA g g
(Cosé lap rdp, Q 3
dong goi but
tiém Kwikpen )

78 |ll-Yang Pharm. 110 Hagal-ro, Giheung- * Vién nén; vién nang; thudc bot; vién nhai. PIC/S-GMP (2018-D1- 0 o |Gyeongin Regional 2
Co., Ltd gu, Yongin-si, Gyeonggi-  |* Dung dich thuéc uéng, siro udng; hon dich thudc udng. 2120 § § Office of Food and Drug

do, Korea > < |Safety, Korea
o o
S~ S~
o (o)
- —

79 |[Bluepharma - S. Martinho do Bispo, * Thu6c khdng vo trung: thudc bdt; thudc c6m; Vién nén bao EU GMP |FOO1/S1/MH| & o [|National Authority of 1
Inddstria Coimbra, 3045-016, phim. /002/2018 § § Medicines and Health
Farmacéutica, S.A |Portugal * Thudc chira hoat chat manh (Hormon, khang ung thw, khang § E Products (INFARMED),

virus, mién dich): vién nang cing; vién nén. g E Portugal
80 |Austin Pharm Co., |20 Seonggok-ro 146 beon- |* Vién nén; vién nang cirng; thuéc c6m; thudc bdt; vién hoan. |PIC/S-GMP|2018-D1- 0 « |Gyeongin Regional 2
Ltd gil, Danwon-gu, Ansan-si  |* Dung dich thudc udng; Si ro thudc; hdn dich thudc udng. 2196 § § Office of Food and Drug
Gyeonggi-do, Republic of |* Thuéc kem, thuéc m&; thudc gel. o X |Safety, Korea
Korea % %
o o
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81 |TTY Biopharm 838, Chung Hwa Rd., Sec. |* Thuéc khong vo trung: dang bao ché ban ran (thudc mé&, PIC/S-GMP 4682 o o |Taiwan Food 2
Company Limited |1, Chungli Dist., Taoyuan |thu&c kem); § § and Drug Administration
Chung Li Factory [City, 32069, Taiwan * ThuBc chira chét doc té bao: thudc tiém (san xudt vo trung S & |(TFDA)
. = o
va tiét trung cudi); vién nang, vién nén bao phim 5 §
82 |Baxter Via G.B.Oliva, 2 (loc. * Thuéc vé trung: EU-GMP |IT/35- ~ o |ltalian Medicines 1
Manufacturing Ospedaletto) 56100 Pisa |+ Thudc sdn xuat vb trung: dung dich thé tich I&n (ché pham 1/H/2017 § § Agency (AIFA)
S.P.A (P1) (hodc 2-56121 Loc. mau). g E
Ospedaletto Pisa) talia = )
() N
83 |AstraZeneca AB PET Nexium/Losec, San pham: EU-GMP (6.2.1-2018- Swedish Medical 1
(Cosé san xudt) |Gartunavagen, Sodertalje, [+ Vién nén Nexium (esomeprazole) cac ham lugng 004246 o — |Products Agency (MPA)
15185, Sweden) (Cach ghi [+ Vién nén Losec (Omeprazole) cac ham lwgng § §
khéc: SE-15185 & &
Sodertalje, Sweden) % %
o o
AstraZeneca AB  |PET Packaging, EU-GMP [6.2.1-2018- Swedish Medical
(Co'sé ddng g6i) |Gartunavagen, Sodertalje, 030278 part < |Products Agency (MPA)
15185, Sweden (Cdch ghi ] <
khdc: SE-15185 3 8
Sodertalje, Sweden) 5 X
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84 |Lupin Limited 198-202 New industrial * Thudc khdng vé trung: PIC/S GMP (027/2016/S State Administraion of 2
Area No.2, Mandideep + Thudc san xuat vé trung: bdt pha hon dich udng, vién nén, AUMP/GMP Ukraine on Medicines
(Unit - 1) - 462046, Dist  |san pham cy thé: Product
Raisen, M.P., India - Bot pha hdn dich udng Doxcef (Cefpodoxime Proxetile)
400mg/5ml, chai 50ml, chai 100ml;
- Vién nén bao phim Doxcef 100mg (Cefpodoxime
Proxetile); © o
- Vién nén bao phim Doxcef 200mg (Cefpodoxime § §
Proxetile); g g
- Bot pha hdn dich udng Ixime (Cefixime) 100mg/5ml, chai > o
50ml; © ©
- Vién nén bao phim Ixime 400mg (Cefixime);
- Vién nén bao phim Cetil 250mg(Cefuroxime Axetile);
- Vién nén bao phim Cetil 500mg(Cefuroxime Axetile);
85 |Alpex Pharma SA |Via Cantonale, 6805 * Thudc khdng vo trung: Vién nén phan tan. PIC/S GMP [17-2448 0 o |Swiss Agency for 1
Mezzovico-Vira, § § Therapeutic Products
Switzerland = S |(Swissmedic)
o —
< ey
o o
86 |Micro Labs Old building or Plot 16 * Thu6c khdng vo trung: EUGMP |DE_HE_01_ Co quan tham quyén 2
Limited (site number ML11): No. + Thudc chira khang sinh nhdm penicillin: Vién nén; Vién GMP_2018_| & J [Pac
16, Veerasandra nén bao phim; Thudc bdt pha hén dich udng. 0098 8 8 (Regierungsprasidium
Industrial Area, Anekal g § Darmstadt)
Taluk, Bangalore 560 100, =5 Q
Karnataka, India
87 |Kopran Limited  |Village Savroli, Khalapur, |* Plant I: Thu6c khéng vé triing chira khang sinh nhdm EU-GMP |UK GMP © o |Medicines and 2
Raigad, Maharashtra, IN- |Penicillin: vién nang cltng; vién nén. 14967 Insp § § Healthcare Products
410202, India * Plant Il: Thu8c khéng vé trung khéng chira khang sinh nhém GMP E § Regulatory Agency
beta lactam: vién nang clrng; vién nén; vién bao. 14967/5900 > > |(MHRA), United
-0010 e " |kingdom
88 |Korean Drug Co., [69-10, Wonjeok-ro, * ThuBc khdng vo trung: Vién nén; vién nang clrng; vién ra PIC/S-GMP|2018-D1- ® N Gyeongin Regional Food 2
Ltd Sindun-myeon, Icheon-si, [trong miéng, vién nhai; dung dich thudc udng; si ré; hdn dich 2542 Q S |and Drug
Gyeonggi-do, Republic of [udng. E § Administration, Korea
Korea S >
o (a\]
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89 |Guju Pharm. Co., |5 Deokjeoljegi-gil, * Thudc khdng vé trung: PIC/S GMP (2018-D1- Gyeongin Regional 2
Ltd. Jeongnam-myeon, + Thudc udng dang ran: Vién nén; vién nang; thudc bot. 0306 Office of Food and Drug
Hwaseong-si Gyeonggi- + Thudc udng dang 1dng: Thudc udng dang Idng, Sird. Safety, Korea
do, Republic of Korea * Thudc vo trung: ® a
+ Thudc tiém: Dung dich; bt pha tiém; bt dong khd pha ] &
tiém. § g
* San phadm: Thu6c bét pha tiém Medcelore Injection 3 =
(Methylprednisolon dudi dang methylprednisolon natri
succinat 40mg).
90 | Merck Sharp 21 Tuas South Avenue 6, |* San pham: Thudc vién nén Vytorin 10mg/10mg; PIC/S-GMP |NL/H Health Sciences 2
Dohme Singapore 637766, 10mg/20mg; 10mg/40mg (Ezetimibe 10mg/Simvastatin 16/1012621 Authority (HSA),
International Singapore 10mg; Ezetimibe 10mg/Simvastatin 20mg; Ezetimibe =~ Singapore
GmbH (Singapore 10mg/Simvastatin 40mg). 8
Branch) § o
(Co s& sén xuét) = §
~
—
5
PT. Merck Sharp [JI. Raya Pandaan Km. 48, 5141/CPOB/| = [National Agency for
Dohme Pharma Pandaan, Pasuruan, Jawa A/ll/18 § Drug and Food Control
Tbk Timur, Indonesia ~ Indonesia (NADFC)
(Co sé déng gd6i) 3
(]
91 |LTS Lohmann Lohmannst. 2, 56626 * Thudc khdng vo trung: thudc khung thadm; dang bao ché ban | EU-GMP |DE_RP_01_ o o |Coquantham quyén 1
Therapie - Andernach, Germany ran; miéng dan ngoai da chira héc mén va cac chat cé hoat GMP- § § blrc
Systeme AG tinh hdc mon. 2018_0005 g §
2|3
92 |Chiesi Via San Leonardo 96 - * ThuBc vé trung: EU-GMP [IT/112- Italian Medicines 1
Farmaceutici 43122 Parma (PR), Italia + Thuéc san xuat vo trung: dung dich thé tich nhé (chira 1/H/2017 Agency (AIFA)
S.P.A. corticosteroid, thudc sinh hoc).
* ThuBc khdng vo trung: thudc uéng dang 1dng (chira
corticosterid); thudc bét (chira corticosteroid); thudc phun mu ~ <
(chira corticosteroid); vién nén. 8 8
* Thudc sinh hoc: thudc cé ngudn gdc tir dong vat. 5 §
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Via Palermo, 26/A - * Thudc vo trung: 3 o
43122 - Parma (PR), Italia + Thudc san xuat vo trung: dung dich thé tich nho (thuéc
sinh hoc).
* Thuéc khdng vo trung: thudc uéng dang 1dng.
* Thuéc sinh hoc: thudc cé nguén gdc tir dong vat.
Dot 63 (theo Céng vin s6 2579/QLD-CL ngay 06/03/2019 cua Cuc Quan ly Dworc)
1 (Pierre Fabre Aquitaine Pharm * S3n pham: Thudc bét ddng khé Cernevit. EU -GMP [2018/HPF/F o National Agency for the 1
Medicament International 1, Avenue R/186 § Safety of Medicine and
Production (Co du Béarn, IDRON, 64320, ) - Health Products
2 2 ~, o
s& san xuat) France RS S |(ANSM), France
= | g
<
Baxter SA (Co's® |Boulevard René EU GMP |BE/GMP/20 © g Federal Agency for
ddng goi va xudt |Branquart 80, Lessines, 18/104 8 ™ IMedicines and Health
xuong 16) 7860, Belgium E Products (FAMHP),
a Belgium
2 |Baxter SA Boulevard René * Thuéc vo trung: EU GMP |BE/GMP/20 o - |Federal Agency for 1
Branquart 80, Lessines, + Thudc san xuat vd tring: Thudc déng khd. 18/104 § § Medicines and Health
7860, Belgium + Thudc tiét trung cudi: Dung dich thé tich I&n; dung dich = S |Products (FAMHP),
. . — — A
thé tich nho. P o |Belgium
- —
3 [Cadila 1389, Trasad Road, * ThuBc v trung: PIC/S GMP |[M045/18 o — |National Pharmaceutical 2
Pharmaceuticals |Dholka-382225, + Thu6c san xuat vo trung: thudc déng khd; dung dich thé § § Regulatory Agency
Limited Ahmedabad, Gujarat, tich nhd; ThuSc bét pha tiém chira Cephalosporin. Py @ [(NPRA), Ministry of
— o
India » S |Health, Malaysia
o o
4 |Baliarda S.A Saavedra 1260/62 * San pham vién nén bao phim Reagin Plus (Citicolin (dudi PIC/S GMP |CPP: 0 o |National Administration 2
(C1247AAA), Ciudad dang Citicolin natri) 100mg, Nimodipin 30mg) 20132020 S S  |of Drugs, Foods and
N o~
Auténoma de Buenos 001264 18 Py S |Medical Devices
— —
Aires, Republica Argentina ) = |(ANMAT), Argentina
o o
5 |Bilim llag Sanayi |Cerkezkdy Organize * Thu6c khong vo trung chira khang sinh nhdm Beta lactam: EU-GMP |UP/I-530- ~ o |Agency for Medicinal 2
Ve Ticaret Sanayi Bolgesi, Karaaga¢ |Vién nang cirng; vién nén; bat pha hdn dich udng. 10/17- § § Products and Medical
Anonim Sirketi Mh. 5. Sk. No.6, Kapakli- 03/16; 381- N S |Devices (HALMED),
— —
Tekirdag, 59510, Turkey 10-05/243- ~ o |Croatia
17-11 ~ -
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6 |PHARMATHEN Industrial Park Sapes * Thudc vo trung: EU-GMP |82818/ 1-8- Greece National 1
INTERNATIONAL |Rodopi Perfecture, Block [+ Thuéc san xuat v trung: dung dich thé tich nhd; thudc dang 2018 Organzation for
SA No 5, Rodopi, 69300, ran va cay ghép (thudc bdt pha tiém). ® < |Medicines
P NN cn . A o o
Greece *Thudc khoéng vo trung: Vién nang cirng; vién nén; vién nén q Q
. e . . [e)) (o)
Cach viét khac: Sapes bao phim. o o
S~ S~
industrial park, Block 5, N N
Rodopi, GR-69300-Greece
7 |Alcon Cusi SA ¢/Camil Fabra, 58 (hoac * Thudc vo trung: EU-GMP |NCF/1850/0 Ministry of Health of 1
Cach viét khac: C/58) 08320 El Masnou |+ Thu6c sdn xuat vo trung: Dang bao ché ban ran (bao gom ca 01/CAT o o |Government of
ALCON CUSI, S.A. [(Barcelona), Spain hormon hodc chat cé hoat tinh hormon); dung dich thé tich § § Catalonia -Spain
nho - thudc nhé mat (bao gdm ca hormon hodc chat cé hoat S g
—
tinh hormon). S S
* ThuBc khdng vo trung: ThuSc udng dang 1dng (hormon hodc i “
chéat c6 hoat tinh hormon).
8 |Fresenius Kabi 19, HPSIDC, Industrial * ThuBc v trung: PIC/S GMP [109-0695 ® S Ministry of Health and 2
Oncology Limited |Area, Baddi, Distt. Solan, [+ Thuéc san xuat vé trung: dung dich tiém; thudc bt ddng S 9 [Welfare, Republic of
Himachal Pradesh khé pha tiém. E § China (Taiwan)
173205, India E) a
9 |Patheon 5900 Martin Luther King  |* S&n pham: C6m udng SINGULAIR® ORAL, Granule EU-GMP |EK26-WH86 Health Care 1
Manufacturing Jr. Highway, Greenville, (Montelukast (dudi dang Montelukast natri) 4mg). x Inspectorate -
Services LLC. North Carolina (hodc NC) 8 Pharmaceutical Affairs
(Co s& san xudt) [27834, USA = and Medical
3 Technology, Netherlands
Merck Sharp & 4633 Merck Road, EU-GMP [NL/H Health Care
Dohme Corp. Wilson, North Carolina 17/1014440 5 § Inspectorate -
Wilson Plant (hoac NC) 27893, USA 8 o |Pharmaceutical Affairs
2 4 . ) < .
(Co s& dong gobi <3 © |and Medical
cip 1) 8 & |Technology, Netherlands
Merck Sharp & Waaderweg 39, EU-GMP [NL/H Health Care
Dohme B.V HAARLEM, 2031BN, 17/2002429 x Inspectorate -
(Cosd doéng gdi  |Netherlands 8 Pharmaceutical Affairs
~ o .
cap 2) <] and Medical
3 Technology, Netherlands
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10 |AstraZeneca AB |SE-15185 Sodertalje, Thudc khdng vé trung: Vién nang cirng; pellet, thudc com; EU-GMP [5.9.1-2018- Swedish Medical 1
Sweden vién nén. 085989 0 — |Products Agency (MPA)
(Pia chi cu thé: Oral Solid § §
Dosage, Gartunavagen, iy =
— o
Sodertélje, 151 85, E E
Sweden)
11 ([Corden Pharma |Corden Pharma, * Thuéc khdng vo trung: vién nang clng; thudc cém, thudc EU-GMP [DE_BW_01_| o |Coquantham quyén 1
GmbH Otto-Hahn-Str. 68723 b6t (chira hoat chat cé hoat tinh cao); vién nén, vién bao GMP_2018 § § blrc
Plankstadt, Germany (chira hoat chat cé hoat tinh cao). 0116 > o
3 <
I S
12 |[Corden Pharma [Viale Dell' Industria, 3 E * Thuéc vo trung: EU GMP |[IT/129/H/20 0 o |AIFA Italian Medicines 1
, y . , = -
Societa' Per Azioni|Reparto Via Galilei, 17- + ThuOc tiét trung cudi: Dung dich, nhii twong thé tich nho. 18 IS Q |Agency
20867, Caponago (MB), g §
Italy 5 S
(] (9p]
13 |S.M. Zona Industriale - 85050 [* S&n phdm: Dung dich tiém truyén Moretel (Metronidazole EU GMP |IT/113- ~ Italian Medicines 1
Farmaceutici TITO (PZ), Italy 500mg/100ml) 1/H/2017 8 Agency (AIFA)
S.R.L. 3 o
2 2 ~, ~ i
(Co s@ san xuat) 9 8
Deltamedica Ernst-Wagner-Weg 1-5, EUGMP [DEBW 01_| < 5 Co quan thdm quyén
GmbH 72766 Reutlingen, GMP_2019_ 8 % [pdc (Baden-
(Co s& xuat Germany 0006 § Wiirttemberg)
xueng) s
14 |S.M. Zona Industriale - 85050 [* S&n phdm: Dung dich tiém truyén Moretel (Metronidazole EU GMP |IT/113- ~ Italian Medicines 1
Farmaceutici TITO (PZ), Italy 500mg/100ml) 1/H/2017 8 Agency (AIFA)
S.R.L. ’ 3
(Co s& san xuat) 9
Deltamedica Ernst-Wagner-Weg 1-5, EU GMP |DE_BW_01_ ) Co quan thdm quyén
GmbH 72766 Reutlingen, GMP_2019_ 8 Dlrc (Baden-
(Co sé xuat Germany 0006 § Wiirttemberg)
xuwédng) g,
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15 [CSL Behring CSL Behring GmbH * Thudc vo trung: EU-GMP |DE_HE_01_ Co quan tham quyén 1
GmbH Gorzhauser Hof + Thuéc sdn xuat vé trung: thubc déng khd. GMP_2018_| & < [Puc
35041 Marburg (Stadtteil |* Ch& pham sinh hoc: ch& pham tir mau; thudc cong nghé sinh 0144 8 8
Michelbach) Germany hoc; san phdm c6 ngudn géc tir ngudi hodc dong vat. E g
* Human-thrombin; fibrinogen tlr nguoi = 3
16 [Nobel llac Sanayii [Sancaklar Mah.Eski * Thuéc vé trung: EU GMP |TR/GMP/20 Turkish Medicines and 2
ve Ticaret A.S. Akcakoca Cad. No: 299 + Thudc san xuét vd trung: ThuSc bot pha tiém nhdm 18/204 Medical Devices Agency
81100, DOzce-Turkey Cephalosporin. (TMMDA)
* Thuéc khdng vo trung: Vién nang cirng; thudc xit, dung dich
dung ngoai; hdn dich udng; siro va nhii dich uéng; thudc kem, ® p
m& (pomade) va thudc gel; vién nén; vién ngdm; vién nén bao 8 8
phim va vién nén bao tan trong rudt, vién bao duong (dragee) 3 §
; thu6c bot; thudc cédm. &N S
* Thudc dwoc liéu: Siro; vién nén.
* Thuéc chira Cephalosporin: vién bao phim; bét pha hén dich
udng.
17 |Stada VN Joint No. 40, Tu Do Avenue, * Thu6c khdng vo trung: vién nén; vién nén bao phim; vién PIC/S GMP [108-0968 ~ o |Ministry of Health and 2
Venture Co. Ltd  |Vietnam - Singapore, nén sui bot; vién nang ctrng; hon dich va dung dich. § § Welfare, Republic of
Industrial Park, Thuan An, S S |China (Taiwan)
Binh Duong Province, § g
Vietham - «
18 |co s& san xuat: Schaffhauserstrasse, 4332 |* San pham: EU GMP |18-0868 © Swiss Agency for 1
Novartis Pharma [Stein, Switzerland + Vién nang cirng Onbrez Breezhaler (Indacaterol (dudi dang 8 Therapeutic Products
Stein AG indacaterol maleat) 150mcg). S (Swissmedic)
+ Vién nang cirng Onbrez Breezhaler (Indacaterol (dudi dang §
co s& dong gbi va |Ronda de Santa Maria, indacaterol maleat) 300mcg). EU GMP |NCF/1851/0 § Agency for Medicines
Xuat xudng: 158, 08210 Barbera Del 01/CAT g and Health Products
NOVARTIS Valles (Barcelona), Spain b 2 |(AEMPS), Spain
FARMACEUTICA, [Cach ghi khac: Ronda de 8 S
S.A. Santa Maria, 158, Barbera g
del Vallés, 08210, Spain 4]
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19 |Sichuan Kelun South of No. 2 road, * S3n pham: Sodium chloride injection, 100mL Polypropylene [Japan GMP|AG1050062 Ministry of Health, 2
Pharmaceutical [Xindu Satellite City bottle "CMX" 8 = Q |Labour and Welfare
Co. Ltd. Industrial Development § 8 (MHLW), Japan
Zone, Chengdu, Sichuan, S 5
China Q P
20 |SUN SEZ Unit-1 Plot No A-41 * Thuéc khdng vo trung: Vién nén, vién nang cing. PIC/S GMP [MI-2017-CE- ~ o |Therapeutic Goods 2
- -
Pharmaceutical Industrial Area, Phase VIII 09246-1 IS S [Administration (TGA),
Industries Ltd. A, SAS Nagar Mohali, § E Australia
Punjab, India E g
21 |SUN Industrial Area -3, AB * Thu6c khdng vo trung: Vién nén; vién nang; thudc bdt pha PIC/S GMP (26/7/3/3/1/ South African Health 2
Pharmaceutical Road, Dewas F, General hdn dich; Thudc bot carbapenem. G0083/2018 * 9 |Products Regulatory
Industries Ltd. Block, Block B & C, 8 8 Authority
PENEM Block, Madhya 3 3
~ S~
Pradesh - 455001, India 8 3
22 |Branch of Vinh Loc Hi-Tech * Thudc khdng vé trung chira khdng sinh nhém B-lactam: Vién | EU GMP |FT072/S1/M National Authority of 2
ImexPharm Pharmaceutical Antibiotic |nang cirng, vién nén, vién nén bao phim, thudc bét. H/001/2018 Medicines and Health
Corporation Plant, Lot B15/I - B16/I, . — |Products, Portugal
Street 2A, Vinh Loc b S
~N N
Industrial Park, Binh Hung g §
Hoa B Ward, Binh Tan ~ >
District, Ho Chi Minh City, e ~
Vietham
23 |Helsinn Birex Damastown, Mulhuddart, |* Thudc khdng vé trung: Vién nang cing; thudc ban ran; vién EU GMP |15413/M29 ~ o |Health Products 1
Pharmaceuticals [Dublin 15, Ireland nén; thudc bét; thudc cdm. 4 § § Regulatory Authority
Ltd ) = |(HPRA), Ireland
L 3
g2 | ]
24 [Samyoung 33, Techno 11-ro, * ThuGc udng dang ran: Vién nang clng chira dwoc chat PIC/S GMP [MFDS-6-F- © o |Daejeon Regional Food 2
Unitech Co., Ltd. [Yuseong-gu, Daejeon, phdng xa. 2419-1- § § & Drug Administration,
Korea * Thuc tiém chira dugc chat phéng xa. 2016-17 g g Korea
* ThuBc ubng dang 16ng va dung dich uéng chira dugc chat > S
phdng xa. ~N ~
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25 [Siegfried Hameln ([Langes Feld 13, 31789 * San phadm: Dung dich tiém Esmeron (Rocuronium bromide EU-GMP |DE_NI_02_G| Co quan thdm quyén 1
GmbH Hameln, Germany 10mg/ml) MP_2018 0 8 blrc
(Co sé san xuét) 013 §
3
N.V. Organon Molenstraat 110, OSS, EU GMP |NL/H g Health Care
(Co sé déng goi, |5342CC, Netherlands 16/1010471 g Inspectorate -
xudt xwdéng ) (* Cdch ghi khdc: C g g Pharmaceutical Affairs
Molenstraat 110, 5342 N © |and Medical
CC Oss, Netherlands 5 Technology, Netherlands
hodc: Kloosterstraat 6, 2
5349 AB Oss,
Netherlands )
26 |Generis Rua Jodo de Deus, n.2 19, |* Thu8c khéng vé trung: Vién nang cirng; vién nén, vién nén EU-GMP [FO51/S1/MH © o National Authority of 1
Farmacéutica, S.A.|Venda Nova, 2700-487 bao phim; thuéc bét, thuéc cém. /001/2016 Q Q  |Medicines and Health
Amadora, Portugal g g Products (INFARMED),
§ E Portugal
27 |Zim Laboratories [B-21/22, MIDC Area, * ThuBc khdng vo trung: Vién nang clirng, vién nén; phim EU GMP |FT065/MH/0 0 - National Authority of 2
¢ i o
Limited Kalmeshwar, Nagpur, khuéch tan trong miéng. 02/2018 S S [Medicines and Health
441501, India N & |Products (INFARMED),
§ g Portugal
28 |B.Braun Medical [Bayan Lepas Free * Thuéc vé trung: PIC/S-GMP (698/18 ® N National Pharmaceutical 2
Industries Sdn. Industrial Zone, 11900 + Thuéc tiét trung cudi: Dung dich thé tich nhé; Dung dich 1S S [Regulatory Agency -
Bhd. Bayan Lepas, Pulau thé tich lon. g g Malaysia
Pinang, Malaysia § S
29 |Amanta Plot No. 876, .N.H., No. 8, |* Thudc vd trung: PIC/S GMP |063/2018/G o -, |State Service of Ukraine 2
Healthcare Ltd Village Hariyala, Tal- + Thuéc san xuat vo trung: Dung dich thé tich nhé (dung MP § § on Medicines and Drugs
Matar, District Kheda, dich nhé mat, dung dich khi dung). sy E Control (SMDC)
° —
Guajarat, 387411, India  |* San pham: > S
+ Dung dich xit khi dung Salbutamol 2.5mL o ~
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30 |Biofarmallac Akpinar mah. Osmangazi |* Thuéc khéng v6 trung: Vién nang cirng; vién nang mém PIC/S GMP [TR/GMP/20 Turkish Medicines and 2
Sanayi Ve Ticaret |cad. No: 156, Sancaktepe, |gelatin; dung dich dung ngoai; Sird, dung dich, hdn dich uéng; 18/130 Medical Devices Agency
AS. Istanbul Turkey thuéc ban ran (kem, gel, m&); thudc dan, thudc tring; vién i < |[(TMMDA)
nén, vién nén nhai, vién nén bao phim, vién nén bao tan trong 8 8
rudt, vién nén bao dudng; thudc bot, thudc cdm pha hdn dich § g
uéng; vién nén, vién nén bao phim chita dwoc chat cé hoat ] 3
tinh hormon.
31 |Limited liability * 108, Kobzarska street, |* Thudc vé trung: PIC/S GMP (071/2018/G State Administration of 2
company <<Yuria- |Cherkassy, Cherkassy + Thu@c tiét trung cudi: Dung dich thé tich I&n; dung dich MP Ukraine on Medicinal
Pharm>> region, Ukraine, 18030;  |thé& tich nhd; dung dich thdm phan phuc mac; dung dich rira x < |Products (SAUMP)
* 21, Chygyrynska street, |vét thuong; dung dich dé hit; hon dich dé hit (chra hormon), 8 8
Cherkassy, Cherkassy thuéc nhé mét. g S
region, Ukraine, 18030.  |* Thu8c khéng vé trung: Thudc dung ngoai dang lédng; thuéc 3 &
udng dang 16ng; thudc xit (chira hormon).
32 |[CSLBehring AG  [Wankdorfstrasse 10, * Thudc vé trung chira san pham tir mau va huyét twong: PIC/S GMP [18-1611 0 — |Swiss Agency for 1
3014 Bern, Switzerland Dung dich thé tich I&n, dung dich thé tich nhd, thudc déng § § Therapeutic Products
kho. g g (Swissmedic)
%) 5
— o
33 |Catalent Gammelsbacher Str.2, * San phadm: Vién nang mém Navelbine (Vinorelbine 20mg, EU-GMP |DE_BW_01_| < Co quan thdm quyén 1
Germany 69412 Eberbach, Germany|30mg) GMP_2018_ 8 Plc
Eberbach GmbH 0072 S
< —
(Co s& san xuat) = §
Pierre Fabre Aquitaine Pharm EU -GMP (2018/HPF/F o g National Agency for the
Medicament International 1, Avenue R/186 S § Safety of Medicine and
Production (Co du Béarn, 64320 IDRON, % Health Products
s& dong gbi va France § (ANSM), France
Xuat xudng)
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34 |Pierre Fabre Aquitaine Pharm * S3n pham: Bot pha dung dich tiém Velcade (Bortezomib EU -GMP (2018/HPF/F National Agency for the 1
Medicament International 1, Avenue 3,5mg) R/186 Safety of Medicine and
Production (hodc [du Béarn, Idron, 64320 0 Health Products
Pierre Fabre (hodc F-64320 Idron) , § (ANSM), France
Medicament France )
o
Production- = §
Idron) - Q
(Co sé san xuat) E
<
(gl
Janssen Turnhoutseweg 30, EU GMP |BE/GMP/20 0 Federal Agency for
Pharmaceutica Beerse, 2340 (hoac B- 17/124 § Medicines and Health
NV 2340 Beerse), Belgium = Products (FAMHP),
o
(Co sé& dong goi S Belgium
va xuit xudng) «
35 |Ctcbio Inc 228-16 Gangchon-ro, Thu8c udng dang rin: Thudc vién nén; thudc bdt; phim tan PIC/S GMP |2018-D1- 0 — |Gyeongin Regional 2
— (o]
Danwon -gu, Ansan-si duwdi ludi (orodispersible film); 2278 S Q |Office of Food and Drug
Gyeonggi -do, Republic of § g Safety, Korea
Korea w N
o o
36 |[Catalent Gammelsbacher Str.2 * Thudc khdng vo trung: Vién nang mém; thudc udng dang EU-GMP |DE_BW_01_| — |Coquan thdm quyén 1
Germany 69412 Eberbach Germany [l6ng; vién nang dat truc trang va vién nang dat am dao. GMP_2018_ § § blrc
Eberbach GmbH 0072 o F
s | &
— ()]
— —
37 |[Novartis Ronda de Santa Maria, *Thudc khéng vé trung (bao gdbm ca thudc gay nghién, huéng | EU-GMP [NCF/1851/0 0 N Ministry of Health of 1
Farmaceutica, SA 158, 08210 Barbera Del  |than): 01/CAT Q S |Government of
Valles (Barcelona), Spain |- Vién nén; vién nén bao phim § § Catalonia, Spain
- Vién nang ctrng (bao gdm ca chat kim t& bao). § E
38 |Janssen Cilag State road 933 km 0.1, * San pham: Vién nén gidi phdng kéo dai Concerta 18mg U.S. cGMP |CPP: DMQP- United States Food and 1
Manufacturing Mamey ward, Gurabo, (methylphenidate HCI). CSWA Drug Administration
LLC Puerto Rico (hoac Puerto (U.S. FDA)
(Co s& san xuat) |Rico 00778), USA
AndersonBrecon |4545 Assembly Drive, 0 o
Inc., Rockford, IL, 61109, USA 3 S
(Co sé& dong goi) > ~
L L
~ 0
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Janssen Ortho State road 933 km 0.1, ©
LLC Mamey ward, Gurabo,
(Co s& kiém tra Puerto Rico (hoac Puerto
chat lvgng dé Rico 00778), USA
xuat xudng 16
thudc)
39 |Janssen Cilag State road 933 km 0.1, * San pham: Vién nén gidi phdng kéo dai Concerta 36mg U.S. cGMP |CPP: CGSE- United States Food and 1
Manufacturing Mamey ward, Gurabo, (methylphenidate HCI). 8QSC Drug Administration
LLC Puerto Rico (hodc Puerto (U.S. FDA)
(Co s& san xuat) |Rico 00778), USA
AndersonBrecon |4545 Assembly Drive, 0 o
Inc., Rockford, IL, 61109, USA 3 S
(Co sé& dong goi) ~ ~
2| =
Janssen Ortho State road 933 km 0.1, e e
LLC Mamey ward, Gurabo,
(Co s& kiém tra Puerto Rico (hodc Puerto
chat lwgng dé Rico 00778), USA
xuat xudng 16
thudc)
40 [Janssen Cilag State road 933 km 0.1, * S3n pham: Vién nén gidi phéng kéo dai Concerta 54mg U.S. cGMP |CPP: PAKP- United States Food and 1
Manufacturing Mamey ward, Gurabo, (methylphenidate HCI). 86KH Drug Administration
LLC Puerto Rico (hodc Puerto (U.S. FDA)
(Co s& san xudt) |Rico 00778), USA
AndersonBrecon |4545 Assembly Drive, 0 o
Inc., Rockford, IL, 61109, USA 3 S
(Co sé& dong goi) g g
Janssen Ortho State road 933 km 0.1, e e
LLC Mamey ward, Gurabo,
(Co s& kiém tra Puerto Rico (hoac Puerto
chat lvong dé Rico 00778), USA
Xuat xudng 16
thudc)
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41 [Janssen Cilag State road 933 km 0.1, * S3n pham: Vién nén giai phéng kéo dai Concerta 27mg U.S. cGMP |CPP: H8GR- United States Food and 1
Manufacturing Mamey ward, Gurabo, (methylphenidate HCI). 65KZ Drug Administration
LLC Puerto Rico (hodc Puerto (U.S. FDA)
(Co s& san xudt) |Rico 00778), USA
AndersonBrecon |4545 Assembly Drive, . o
Inc., Rockford, IL, 61109, USA 3 S
(Co s& déng géi) > N
L L
S 8
Janssen Ortho State road 933 km 0.1,
LLC Mamey ward, Gurabo,
(Co s& kiém tra Puerto Rico (hodc Puerto
chat lwgng dé Rico 00778), USA
xuat xudng 16
thudc)
42 [Laboratoire 1 rue Alexander Fleming, |* Thudc vd trung: EU-GMP |2018/HPF/F 0 « |National Agency for the 1
Aguettant Parc Scientifique Tony + Thudc san xuat vd triing: Dung dich thé tich nhé. R/230 § § Safety of Medicine and
Garnier, Lyon, 69007, + Thudc tiét trung cudi: Dung dich thé tich I&n; dung dich = ® |Health Products
o » — o
France thé tich nho. w o [(ANSM), France
(] o
43 [Lainco, SA Poligon Industrial Can * Thudc khéng vo trung: thudc udng dang l6ng; thudc dung EU-GMP [NCF/1854/0 | o — |Ministry of Health of 1
¢ s - o
Jardi, Avgda. Bizet, 8-12, |ngoai dang long; thudc dang ban ran. 01/CAT S S |Government of
08191 RUBI (Barcelona), a E Catalonia, Spain
Spain = )
(] —
44 |Cadila Healthcare |Plot No. 417, 419, 420, * Thudc tiém tiét trung cudi; PIC/S GMP [1066054406 Ministry of Health and 2
Limited Sarkhej - Bavla N.H.No. * \/ién nén; vién bao phim; vién nang cirng; thudc phun mu. ® @ |Welfare, Republic of
8A, Village -Moraiya, Tal- 8 8 China (Taiwan)
Sanand, Dist: Ahmedabad- 5 E
382 210, India ~ R
45 [New Gen Pharm (117 Seogam-ro 9-gil, - Thudc vién nén, vién nén bao phim, vién nang cirng, thudc PIC/S-GMP | 2018-F1- 0 o |Gawangju Regional 2
INC. Iksan-si Jeollabuk-do, md& 0158 § § Ofice of Food and Drug
Republic of Korea S N |Safety, Korea
N 2
< e
(@] (@]
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46 |AstraZeneca Pty [10-14 Khartoum Road, * ThuGc vé trung: HOn dich khi dung dung dé hit PICS-GMP |MI-2018-LI- 0 o |Therapeutic Goods 1
Ltd NORTH RYDE, NSW 2113, 10042-1 § § Administration (TGA),
Australia o oS [|Australia
o o
S~ S~
™~ I3)
(] (gl
47 |Dae Hwa 495, Hanu-ro, * ThuGc udng dang ran: Vién nén, vién nang; phim phan tan PICS GMP (2018-B1- 0 — |Seoul Regional Office of 2
Pharmaceutical Hoengseong-eup, trong miéng. 0320 § § Food and Drug Safety,
Co., Ltd Hoengseong-gun, * Thu6c m&, thuéc kem, thudc gel = = [Korea
g ¢ 5 i i
Gangwon-do, Republic of [* Miéng dan, thudc dap. = >
Korea * Dung dich udng chira chat doc té bao. o e
48 |Laboratoires 20 Rue Louis-Charles * ThuSc khdng vo trung: Vién nang mém; thudc bét; vién nén; | EU-GMP [2018/HPF/F o — |French National Agency 1
Galeniques Vernin|Vernin, Dammarie Les vién nén bao phim; thuéc dan. R/156 § § for Medicines and
Lys, 77190, (hodc 77190 o = |Health Products Safety
o o
Dammarie Les Lys) France > ~  |Agency (ANSM)
(] (gl
49 [Laboratoires 36-42 avenue Marc * Thudc khdng vo trung: EU GMP |2018/HPF/F 0 French National Agency 1
Opodex Industrie |Sangnier, 92390 - Thudc dung ngoai dang léng R/129 § :. for Medicines and
Villeneuve La Garenne - Thudc udng dang lédng A & |Health Products Safety
¢ ‘ " o !
(hodc Villeneuve La - Cac thudc dang ran khac: Thuoc bot ~ S  [(ANSM)
Garenne 92390) France - Cac thudc dang ban ran -
50 |Getz Pharma Pvt. | Plot 29-30, Sector 27, * ThuSc khdng vo trung: vién nang clrng; vién nén; vién nén PICs-GMP [M040/18 0 — |Malaysian National 2
¢ S i (o]
Ltd. Korangi Industrial Area, bao phim; vién nhai; thudc hit phan liéu. S S  [Pharmaceutical Control
74900 Karachi, Pakistan § g Bureau (NPCB)
S~ S~
< LN
— o
51 |Sofarimex - Av. Das IndUstrias - Alto  |* Thu8c vé trung: EU-GMP [F027/S1/MH National Authority of 1
Industria Quimica |do Colaride, Cacém, 2735-| + Thudc san xuat vd trung: Thuéc bt pha tiém (bao gdm ca /001/2018 Medicines and Health
e Farmacéutica, |213, Portugal. thudc bdt ddng khé pha tiém); dung dich thé tich nhé. ® < |Products (INFARMED),
S.A * Thudc khdng vé trung: Vién nang cirng; thudc dung ngoai 8 8 Portugal
dang 16ng; thudc udng dang I6ng; thudc c6m; dang bao ché 5 g
ban ran; vién nén; vién nén bao phim. 9 8
52 |Pfizer K.M 1.9, Rd 689, 689, * Vién nang Celebrex (celecoxib 200mg) U.S. cGMP |NNV6-Z2WR P o |United States Food and 1
— (o]
Pharmaceuticals [Vega Baja, Puerto Rico, S S  [Drug Administration
S~ S~
LLC USA 3 & |(Us. FDA)
S~ S~
~N %)
— —
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53 |Berko llac Ve Adil Mahallesi., YOrukler |- Siro thuéc; thudc udng nhd giot; thudc xit (khdng cé khi PIC/S GMP [TR/GMP/20 Turkish Medicines and 2
Kimya San. A.S Sokak No: 2 34920 gas); dung dich thudc; hdn dich thudc; vién nén; vién nén bao 18/283 x < |Medical Devices Agency
Sultanbeyli, Istanbul, phim; vién nang cirng; thudc géi; thubc bot pha hdn dich; 8 8 (TMMDA)
Turkey. thu6c dan; lotion; thudc trirng; thudc kem; thuéc m&; thudc E 5
gel N 8
54 |Merck Sharp & Shotton Lane, * Thu6c khdng vo trung: Vién nén, vién bao phim, vién nhai. EU-GMP [UK MIA 25 0 — |Medicines and 1
Dohme Limited Cramlington, NE23 3JU, Insp GMP § § Healthcare Products
United Kingdom. 25/4061- S © |Regulatory Agency
0024 % § (MHRA), United
Kingdom
55 [Merck Sharp & Shotton Lane, * San pham: EU-GMP |UK MIA 25 o Medicines and 1
Dohme Limited  [Cramlington, - Thudc vién nén Renitec 5mg (Enalapril maleat 5mg). Insp § Healthcare Products
(San xuat) Northumberland, NE23 |- Thu8c vién nén bao phim Singulair (Montelukast dwdi dang GMP/IMP S Regulatory Agency
3JU, United Kingdom. Montelukast natri 10mg). 25/4061- § o |(MHRA), United
0028 © § Kingdom
Merck Sharp Waarderweg, 39, 2031 EU-GMP [NL/H E Health Care
Dohme B.V (Déng (BN, Haarlem, Netherlands 17/2002429 b > |Inspectorate -
goi) 8 ©  |Pharmaceutical Affairs
§ and Medical
] Technology, Netherlands
56 |Amgen Road 31, Km 24.6, Juncos, |- S&n pham dung dich tiém Neupogen (bom tiém déng san EU GMP |SUW?2-JX2P ® S United States Food and 1
Manufacturing Puerto Rico, 00777, chtra Filgrastim 30mcg/0,5ml) S S  [Drug Administration
Limited United States § § (U.S. FDA)
57 |Exir 2nd Km of Ring road, * ThuBc khdng vo truing: Vién nén; vién nén bao; vién nang PIC/S GMP |665/93417 Iranian Food and Drug 2
Pharmaceutical Boroujerd, 69189, Iran clirng; thudc bdt, thubc udng dang long. 9 < |Administration (IFDA)
Co *Thuéc vo trung: Dung dich thé tich nhé (tiém/tiém truyén); 8 8
thuéc déng kho. 3 | <
* Thudc chira khang sinh nhém Cephalosporin: Thuéc bét pha S S
tiém/tiém truyén; thudc bot
58 |Medopharm No.50 Kayarambedu *Thudc khéng vé tring: vién nang cirng; vién nén; vién nén EU-GMP |UK GMP Medicines and 2
Private Limited Village, Guduvanchery, bao phim; thudc b6t khd pha hdn dich udng. 31201 Insp ® < |Healthcare Products
Chengalpet District, Tamil |* Thu6c sinh hoc: sdn phdm chira beta-lactum GMP 8 8 Regulatory Agency
Nadu, IN-603 202, India 31201/3490 § § (MHRA), United
94-0008 pe < |Kingdom
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59 |Sanofi Winthrop |1 rue de la Vierge, * Thudc vo trung: EU-GMP |2018/HPF/6 National Agency for the 1
Industrie Ambareés et Lagrave, + Thudc san xuat vd triing: Dung dich thé tich nhé. 8/196 Safety of Medicine and
(Cdch ghi khdc: Carbon Blanc, 33565, + Thu@c tiét trung cudi: Dung dich thé tich nhé. 0 — |Health Products
Sanofi Winthrop |France * Thu6c khdng vo trung: Vién nang clirng; vién nén; vién nén § § (ANSM), France
Industrie - (* Cach ghi khac: bao phim; vi c6m. > s
Carbon Blanc) 1 rue de la Vierge, * Thudc sinh hoc: Thuéc cé ngudn gdc tir nguwdi hodc dong g g
Ambareés et Lagrave, vat; Enzym vi sinh vat. e o~
33565 Carbon Blanc
Cedex, France)
60 [Naprod Life G17/1 Tarapur industrial  |[* Thuéc vé trung: EU-GMP |OGYEI/4129 National Institute of 2
Sciences Pvt. Ltd |Area (M.I.D.C), Boisar, + Thudc san xuat vd tring (bao gdm ca thudc déc té bao): 7-4/2018 Pharmacy and Nutrition,
Maharashtra,401506, Thuéc déng khé, dung dich thé tich nhé a < |Hungary
India + Thudc tiét trung cudi (bao gdbm ca thudc doc té bao): dung 8 8
dich thé tich nhd; 3 3
* Thudc san xuat khdng vd trung (bao gém ca thudc doc té Q X
bao): Vién nang clrng, vién nén.
61 |PT. Ethica Kawasan Industri * Thudc tiét trung cudi: Thudc tiém thé tich nhé dudi 100ml PIC/S GMP [4753/CPOB/ National Agency for 2
Industri Farmasi [Jababeka Tahap V, Blok (bao gdm ca thudc chira khang sinh khong betalactam, khéng A/VI/16 Drug and Food Control
(PT. Ethica) B1B1, Desa Jayamukti, bao gdm thudc tranh thai, cdc hormon sinh duc khac va thuéc et < |(NADFC), Indonesia
Kecamatan Cikarang kim t& bao). 8 8
Pusat, Kabupaten Bekasi, |* Thudc san xuat vd tring: Thudc tiém thé tich nho dudi g 5
Jawa Barat, Indonesia 100ml (bao gdm ca thudc chira khang sinh khéng betalactam, = ~
khdng bao gdbm thudc tranh thai, cdc hormon sinh duc khac va
thudc kim t&€ bao)
62 |Eli Lilly Italia S.P.A |V.Gramsci, 731-733 - * Thuéc vo trung: EU GMP [IT/232/H/20 Italian Medicines 1
50019 Sesto Fiorentino |- Thudc san xuat vd trung: Dung dich thé tich nho chira ché 18 © - |Agency (AIFA)
(FI), ltalia pham cong nghé sinh hoc. § §
cdch viét khdc: "Via * Thudc sinh hoc: > >
Gramsci, 731-733, Sesto |- Ch& pham cdng nghé sinh hoc: ch& phdm protein tai t6 hop. 3 %
Fiorentino, 50019 - o
Florence, Italia
63 |Recipharm Bjorkbornsvagen 5, * ThuGc vé trung: Thudc tiét trung cudi dang ban ran; EU GMP |5.9.1-2018- o - |Sweden Medical 1
Karlskoga AB Karlskoga, 69133, Sweden |* Thudc khdng vé trung: Thudc uéng dang long; thudc dang 102303 § § Products Agency
ban ran (kem, gel); thudc dan; miéng dan ngoai da ~ =
< L
I <
Danh muc co s& dat PICS EU GMP (Pot 1 - Dot 64) Trang 233 / 262 08/04/2019



. o " " . |NGAY NHOM
TEN CO’ SO’ SAN n - ~ NGUYEN | GIAY CH. [NGAY - P ~
e < ~ o THUOC
STT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP HET CO' QUAN CAP
HAN 1 2
64 |GlaxoSmithKline [637 Rue des Aulnois, *Thuéc vo trung EU-GMP |[2018/HPF/F National Agency for the 1
Biologicals - Saint |[SAINT AMAND LES EAUX, [+ Thuéc san xuat vé trung: Thudc ddng khé; dung dich thé tich R/249 o - |Safety of Medicine and
Amand Les Eaux . |59230, France nho § § Health Products
Cach ghi khac: * Thudc sinh hoc: san pham mién dich; san phdm cong nghé iy = [(ANSM), France
GlaxoSmithKline sinh hoc. § g
Biologicals. ~
65 |Co sd sdn xuét: Baxter Oncology GmbH San phadm:Cetrotide 0,25mg (dudi dang Cetrorelix acetate) EU-GMP |[DE_NW_02_ Co quan thdm quyén 1
Baxter Oncology [Kantstrafe 2 GMP_2017_ Plrc
GmbH 33790 Halle/ Westfalen 1001 =
Germany 8
(* cach ghi khac: ]
Kantstrasse 2 Q
D-33790 Halle, Germany) )
8
Co s& san xuat Veerweg 12, 8121 AA, EU-GMP [NL/H ® g Co quan thdm quyén
dung moi: Abbott |Olst, Netherlands 15/1005176 8 g Dlrc
Biologicals B.V V1 -
S~
™~
N
Co s& xudt xudng |Frankfurter Strasse 250 EU-GMP |DE_HE_01_ ® Co quan tham quyén
: Merck KGaA 64293 Darmstadt GMP_2018_ 8 Plc
Germany 0004 =y
S~
o
—
66 |Frosst Iberica, Via Complutense, 140, * San pham: Thudc vién nén bao phim ARCOXIA 60mg EU-GMP |ES/044HVI/1| ™~ Agency for Medicines 1
S.A. Alcala de Henares 28805 |(Etoricoxib 60mg); ARCOXIA 90mg (Etoricoxib 90mg); 7 8 and Health Products
(Co s& san xuat) |(Madrid) - Spain ARCOXIA 120mg (Etoricoxib 120mg). S o (AEMPS), Spain
S~
S
Merck Sharp & Shotton Lane, EU GMP |UK MIA 25 o g Medicines and
Dohme Limited Cramlington, Insp § E Healthcare Products
Northumberland, NE23 GMP/IMP Py Regulatory Agency
—
3JU, UK 25/4061- ¥ (MHRA), United
0028 e Kingdom
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67 |Congty c6 phan |[L6 B2-B3, Khu cdng * Thudc khdng vé trung: Vién nén Japan-GMP|5123008015 Pharmaceutical and 2
Duoc Hau Giang - [nghiép Tan Pha Thanh- 895 Medical Devices Agency
Chi nhanh nha Giai doan 1, xa Tan Pha (PMDA), Japam
may dugc pham |Thanh, huyén Chau Thanh
DHG tai Hau A, tinh H3u Giang, Viét
Giang. Nam o .
Tén tiéng anh: Dia chi tiéng anh: Lot B2- § §
DHG B3 Tan Phu Thanh ~N >
Pharmaceutical  [Industrial Zone- Phase 1, % E
Joint-Stock Tan Phu Thanh commune, e -
Company - DHG  |Chau Thanh A District,
Pharmaceutical Hau Giang Province,
Plant Branch in VietNam.
Hau Giang
68 [Farma Lyon (hoac {29 Avenue Charles de * Vién nén bao phim Rovamycine 1.500.000 IU (Spiramycine CPP: Department for 1
Farma Lyon - Gaulle, Saint Genis Laval, [1.500.000 IU); Vién nén bao phim Rovamycine 3.000.000 IU EU-GMP 022643 0 Facilitations Foreign
Saint Genis Laval) |69230, France (hoac 29 (Spiramycine 3.000.000 I1U) 022642 § Trade
Avenue Charles de Gaulle, =
69230 Saint Genis Laval, S
France) -
69 |Sanofi Winthrop [180 Rue Jean Jaures * San pham: Dung dich thudc tiém trong &ng tiém déng san CPP: Chambre de Commerce 1
Industrie 94702 Maisons-Alfort Lovenox (6000 IU anti-Xa/0,6 ml twong dwong véi enoxaparin | EU GMP |017907 ® et d'Industrie de Region
Cedex, France. sodium 60mg/0,6 ml); Dung dich thuéc tiém trong 6ng tiém 017906 8 Paris lle-de-France
déng san Lovenox (4000 IU anti-Xa/0,4 ml twong dwong vdi §
enoxaparin sodium 40mg/0,4 ml) S
70 |Shilpa Medicare [Unit-4, Pharmaceutical * Thudc vé trung: EU GMP |INS-482698- Federal Office for Safety 2
Limited Formulation SEZ, Plot - Thudc san xuat vd triing: Dung dich thé tich I&n; Dung dich 0001-001 in Health Care, Austria
No's S-20 to S-26, Pharma |thé& tich nhd; Thudc déng khé.
SEZ, TSIIC, Green - Thudc tiét trung cudi: Dung dich thé tich |&n; Dung dich thé ® by
Industrial Park, Polepally |tich nho. 8 8
(V), Jadcherla (M), * Thudc vé trung: Vién nén § §
Mahabubnagar (Dt), Q Q
509301 Telangana, India
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71 |PT.Sanbe Farma |Jalan Mahar Martanegara |* Thuéc sdn xuat vé trung: Thudc bot pha tiém chira PICS GMP (4360/CPOB/ National Agency For 2
No. 162 (JI. Leuwigajah cephalosporin va dan xuat (bao gdbm ca dan xuat penem) A/lI/15 Drug and Food Control,
No. 162) RT.01 RW.12 ! & |Indonesia
Kelurahan Baros 8 8
Kecamatan Cimahi 5 g
Tengah Kota Cimabhi, R P
Indonesia
72 |PT. Sanbe Farma [Jalan Industri | No.9, * Thudc khdng vé trung non-betalactam (bao gdm ca thudc PICS GMP (4921/CPOB/ National Agency For 2
RT.01 RW.08, Kelurahan |[chita khang sinh non-betalactam): Vién nén, vién nén bao; A/ll/17 ~ ~ |Prugand Food Control,
Utama Kecamatan Cimahi [thuSc bét udng; thudc nwdc uéng 4924/CPOB/ § § Indonesia
Selatan, Kota Cimahi, A/ll/17 S Py
Indonesia a923/cPoB/| S | S
A/II/17 o ©
73 |PT. Sanbe Farma |JI. Industri Cimareme * ThuBc vé trung non-betalactam (bao gbm ca thuéc chira PICS GMP |4542/CPOB/ National Agency For 2
No.8 Desa Cimareme, khang sinh non-betalactam): Dung dich thé tich nho; Dung A/IX/15 L & |Drug and Food Control,
Kecamatan Ngamprah, dich thé tich 1&n; hdn dich/nhii dich thé tich I1én. 4543/CPOB/ 8 8 Indonesia
Kabupaten Bandung * Thudc vé trung non-betalactam: Dung dich thdm phan. A/1X/15 g g
Barat, Indonesia Q 3
74 |PT.Sanbe Farma [Jalan Mahar Martanegara [* Thudc khéng vé trung chira khdng sinh nhém penicillin va PICS GMP |5178/CPOB/ National Agency For 2
No. 162 (JI. Leuwigajah dan xuat: Vién nén, vién nén bao; thudc bot udng. A/V1/18 Drug and Food Control,
No. 162) RT.01 RW.12 * Thudc khdng vé trung chira khdng sinh nhém cephalosporin 5180/CPOB/ Indonesia
Kelurahan Baros va dan xuat: Vién nén, vién nén bao; thudc bot udng. A/V1/18 o o
Kecamatan Cimahi * Thubc bot vo trung pha tiém chira penicillin va dan xuat 5182/CPOB/ § §
Tengah Kota Cimabhi, A/VI/18 o )
Indonesia sig4/cPoB/| S |
A/VI/18 o ~
5181/CPOB/
A/V1/18
75 |SanofiS.P.A Viale Europa, 11-21040 * ThuSc hdn dich udng Enterogermina (2 ty BV/5ml) 20 lo 5ml | EU GMP |CPP/2017/2 ~ Italian Medicines 1
Origgio (VA), Italia 421 8 Agency (AIFA)
S
3
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76 |Mylan Plot No H12&H13 MIDC, |* Thudc khdng vé tring: Vién nang cirng, vién nén EU GMP |18368 ~ o [Health Products 2
Laboratories Waluj Industrial Estate, § § Regulatory Authority
Limited Aurangabad, In-431136, E E (HPRA), Ireland
India E E
77 |Mylan Plot No 11, 12&13, Indore |* Thudc khéng vé trung: Vién nén bao phim Tenofovir PIC/S GMP [108-1320 Ministry of Health and 2
Laboratories Special Economic Zone, Disoproxil Fumarate/Lamivudine/Efavirenz 300mg+ 300mg + (PMF-10281) © o |Welfare, Republic of
Limited Pharma Zone, Phase Il, 600mg. § § China (Taiwan)
Sector Ill, Pithampur- = F
454775, Dis. Dhar, S| S
Madhya Pradesh, India - ~
78 |Orion Tengstrominkatu 8, * San phadm: Vién nang cirng Temodal Capsule (Temozolomide | EU-GMP (7038/06.08. Finnish Medicines 1
Corporation Turku, FI-20360 (hoac 5mg, 20mg, 100mg, 140mg, 180mg, 250mg) 00.04/2017 5 Agency, Inspectorate
(hodc Orion Oyj  |20360), Finland ]
hodc Orion g Q
pharma) S 8
(Co s& san xuat) 5
Schering-Plough |Industriepark 30, Heist- EU GMP |BE/GMP/20 © o |Federal Agency for
Labo NV op-den-Berg, 2220, 15/111 8 Medicines and Health
(Co sé& dong goi)  [Belgium pay Products (FAMHP),
§ Belgium
79 |SmithKline Clarendon Road, * ThuBc v trung: EU-GMP |UK MIA United Kingdom's 1
Beecham Ltd T\A |Worthing, BN14 8QH, + Thudc san xuat vo trung: Thudc cdy ghép va dang ran (bao 10592 Insp part < |medicines and
SmithKline United Kingdom gdm ca thudc chira penicillin). GMP 8 8 Healthcare Products
Beecham * Thu6c khdng vo trung: Vién nén, vién nén bao phim (bao 10592/3922 g 5 Regulatory Agency
Pharmaceuticals gdm ca chira penicillin, Potassium clavulanate/amoxicillin -0034 s 2  |MHRA
Trihydrate).
80 |ABC Farmaceutici |Via Cantone Moretti, 29 |* Thudc khéng vé trung: Vién nang cirng; thudc uéng dang EU-GMP |IT/107- % = Italian Medicines 1
S.P.A. (loc. Localita' San Idng; vién nén; thudc bot; thudc cém. 1/H/2018 S S |Agency (AIFA)
Bernardo) - 10015 Ivrea g §
(TO), Italy § 5
81 |Bliss GVS Pharma |11, Dewan, Udyog Nagar, |Thuéc khdng vo trung: vién dat EU-GMP |058/2017/R ~ S National Agency for 2
Ltd. - Unit Il Aliyali, Palghar, 0] Q S |Medicines and Medical
Maharashtra, 401 404, E § Devices (NAMMD),
India S S |Romania
(@] o
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82 |Zydus Hospira Plot No. 3, Pharmez- * Thudc vo trung : EU GMP |UK GMP Medicines and 2
Oncology Private [Special Economic Zone, + Thudc san xuat vd trung: Thudc déng khd, dung dich thé tich 32340 Insp ~ o |Healthcare Products
Limited Sarkhej Bavla highway, nhd. GMP § § Regulatory Agency
N.H. No. 8A, Matoda, + Thudc tiét trung cudi: dung dich thé tich nhé 32340/4091 S o [(MHRA), United
o o
Taluka Sanand, 99-0006 = N |Kingdom
Ahmedabad In 382213, © -
India
83 [Narodowe ul. Andrzeja Soltana 7, 05- |* Thudc vd trung: EU GMP |GIF-IW- Chief Pharmaceutical 1
Centrum Badan 400 Otwock, Poland - Thudc san xuat vo trung: thudc déng khd, dung dich thé tich 400/0348_0 Inspectorate (MPI),
Jadrowych nhd 1_01/04/11 ~ o |Poland
- Thudc tiét trung cudi: dung dich thé tich nhé (bao gdm thudc 5/17 § §
phdng xa), binh phat hat nhan phdng xa (radionuclide g §
generators) > S
* Thudc khdng vé trung: vién nang cirng (chira thudc phong e -
xa).
* Thudc sinh hoc: ch& pham tir mau.
84 |Genfarma Avda. De la Constitucién, |* San phdm: Thudc bdt pha dung dich tiém Colistimetato de CPPEU |2018/02407 Agency for Medicines 1
Laboratorio, S.L  [198-199, Poligono Sodio G.E.S 1 MUI GMP 0 o |and Health Products
Industrial Monte Boyal, § § (AEMPS), Spain
45950 Casarrubios del > >
Monte, (Toledo), Spain § %
(] (o]
85 |Rowa Newtown, Bantry, Co. * Thudc khdng vo trung: thudc dung ngoai dang 16ng, thudc EU-GMP [21671/ o - |HPRA 1
Pharmaceuticals |Cork, P75 V009, Ireland  |udng dang 1dng, dang bao ché ban ran, thudc bét. MO00074 b= S
Ltd S S
— o
S~ S~
— o
— —
86 |Bayer AG Mullerstrabe 178, 13353 |* Thudc vd trung (bao gdm ca thuéc héc mon) EUGMP |DE_BE 01_ Co quan tham quyén 1
Berlin, Germany - Thuéc san xuat vo trung: Thubc dong kho; dung dich thé tich GMP_2018_ Plrc
nhd (ampoules, vials and cartridges) 0032 part p
- Thuéc tiét trung cudi: Dung dich thé tich I&n (infusion bottles 8 8
and cartridges), dung dich thé tich nhé (vials and pre-filled E 3
syringes) = 3
* Thudc cong nghé sinh hoc (protein tai t6 hgp/DNA
aflibercept (Eylea)
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87 |Amgen State Road 31, Km 24.6, |* Thuéc dung dich tiém Neulastim (pegfilgrastim 6mg/0,6ml) CPP PNJB-ENC8 Health Care 1
anufacturing uncos, Puerto Rico, ten tai My la Neulasta (pegfilgrastim 6mg/0,6ml) single dose |c e N nspectorate -
Manufacturi J P Ri (tén tai MY 13 Neulasta (pegfilgrastim 6mg/0,6ml) single d GMP USA ®© 2 |
Limited 00777, United States prefilled syringe for injection) 8 8 Pharmaceutical Affairs
g g and Medical
=] % [Technology, Netherlands
88 |Glaxo Wellcome |Zl de la Peyenniére, * Thudc khdng vé trung chira khéng sinh nhém Beta-Lactam: EU-GMP |[2018/HPF/F 0 o |National Agency for the 1
Production 53100 Mayenne, France  |Vién nang ctrng; thudc bdt pha hdn dich; vién nén; vién nén R/184 § § Safety of Medicine and
bao phim. o » |Health Products
o o
> » |(ANSM), France
— (gl
89 |Help Abee/ Help |Pediniloanninon, * Thuéc vé trung: EU GMP |65690/ 8-6- National Organization 1
S.A. loannina, 45500, Greece + Thudc san xuat vo trung: Dung dich thé tich nhé. 2018 for Medicines (EOF),
+ Thudc tiét trung cudi: Dung dich thé tich nhé. g é‘ Greece
* Thudc khdng vé trung: Vién nang clng; thudc dung ngoai N q
dang l&ng; thudc udng dang 16ng; dang bao ché ban ran; vién 5 §
dat (chira hormon); vién nén (chita hormon). 3 ~
* Thudc dwoc liéu.
90 |Famar Italia S.P.A [Via Zambeletti, 25-20021 [* San pham: vién nén Acarbose Friulchem (Acarbose 100mg); EU-GMP [IT/265- © Italian Medicines 1
(Co s& san xut) |Baranzate (MI) (hodc 25 I- |vién nén Acarbose Friulchem (Acarbose 50mg) 1/H/2016 § Agency (AIFA)
20021 Baranzate di S
—
Bollate - Milano), Italia. = 3
o™ o
N
Lamp San Via della Pace, 25/A- IT/168- © §
Prospero S.P.A  |41030 San Prospero (MO) 3/H/2016 § 3
(Cosé dong goi |(hodc 25/A 1-41030 San E
so cap va thir cap) |Prospero - Modena), =
Italia. -
91 |Pharmatis Zone d'Activités Est n° 1, [* ThuSc khdng vd trung: Thubc dung ngoai dang 16ng; Thudc EU-GMP |HPF/FR/102 ™~ S French National Agency 1
ESTREES SAINT DENIS, uéng dang long. /2017 Q Q |for Medicine and Health
60190, France g g Products Safety (ANSM)
S~ S~
[32) ™~
— o
92 |Fresenius Kabi Freseniusstrasse (hoac * ThuBc vé trung: EU GMP |DE_HE_01_ ® N Co quan tham quyén 1
Deutschland FreseniusstraRe) 1, 61169 + Thuéc tiét trung cudi: Dung dich thé tich I&n; dung dich GMP_2018_ Q Q |buc
GmbH Friedberg, Germany thé tich nho. 0129 E X
N
o o
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93 |Young Poong 333 Hambangmoe-ro, * Thudc khdng vé trung: vién nén; vién nén dat 4m dao; vién | PIC/S GMP |2018-D1- 0 o |Gyeongin Regional 2
Pharmaceutical Namdong-gu Incheon, nang cirng; vién nang mém; thuéc cdm. 2584 § § Office of Food and Drug
Co., Ltd. Republic of Korea E E Safety, Korea
s | S
o o
94 |Baxter Oncology [Baxter Oncology GmbH  |* San pham: EU-GMP |CPP: Co quan tham quyén 1
GmbH Kantstrafe 2 + Thudc bdt pha tiém Endoxan 200mg (cyclophosphamide 2017/1/122; burc
33790 Halle/ Westfalen, [200 mg); 2017/1/123; ~
Germany + Thudc bdt pha tiém Endoxan 500mg (cyclophosphamide 2017/1/120. §
(*Cach ghi khac: 500 mg); N
Kantstrasse 2 + Thu8c bdt pha tiém Holoxan (Ifosfamide 500 mg). 3
D-33790 Halle, Germany) e
95 |LTS Lohmann Lohmannstr. 2, 56626 * San phdm: Miéng dan hap thu qua da Neupro (Rotigotine EU-GMP |DE_RP_01_ Co quan thdm quyén 1
Therapie- (hoac D-56626) 2,25 mg/5 cm2; 4,5 mg/10 cm2; 6,75 mg/15 cm2; 9,0 mg/20 GMP_2018_ x Dlrc
Systeme AG Andernach, Germany cm2; 13,5 mg/30 cm2; 18 mg/40 cm?2). 0005; 8
(Co s& san xuat §
va déng goi so 3
cép)
Aesica Mittelstr. 15, 40789 EU-GMP [DE_NW_03_| Co quan tham quyén
Pharmaceuticals [Monheim am Rhein, GMP_2016_ § Plrc
GmbH Germany 0048; F
(Co sé& dong goi g
th cap) o
Aesica Alfred-Nobel-Str. 10, EU-GMP [DE_NW_03_|[ 9 |Co quan tham quyén
Pharmaceuticals [40789 Monheim am GMP_2016_ § 8 Plrc
GmbH Rhein, Germany 0047; F g
(Co s ki€m tra g 3
chat lvgng) o
Aesica GalileistralRe 6, 08056 EU-GMP |DE_SN_01_ ~ Co quan tham quyén
Pharmaceuticals [Zwickau, Germany GMP_2017_ § blc
GmbH 1004; Py
(Co s& ki€m tra §
chat lvgng) -
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ucB Shannon Industrial Estate, EU GMP |17472/M68 ~ Health Products
Manufacturing Shannon, Co. Clare, 7 § Regulatory Authority
Ireland Limited Ireland iy (HPRA), Ireland
(Co s& xuat §
xuwdng) e
96 [Pharmavision Davutpasa Ceddesi * Thuéc vé trung: PIC/S GMP [TR/GMP/20 Turkish Medicines and 2
San. Ve Tic. A.S. |No:145, Topkapi Istanbul, + Thu6c san xut vo trung: Dung dich tiém thé tich nho; 18/203 Medical Devices Agency
34010, Turkey + Thuéc tiét trung cudi: Dung dich tiém truyén thé tich Ién; (TMMDA)
dung dich tiém thé tich nhé.
* Thuéc khdng vo trung:
+ Thudc dung ngoai dang 1dng (dung dich); thuéc uéng dang
ldng (dung dich, hdn dich, si rd, thudc nhé giot); bot pha hén ® p
dich udng; dang bao ché ban ran (kem, m&, gel, nhii twong); 8 8
vién nén; vién nén bao phim; vién bao duong (dragee). 3 §
+ Thu6c chira khang sinh nhém Cephalosporin: vién nén; 4 S
vién nén bao phim; bot pha hén dich udng; vién nang cing;
+ Thu6c chira khang sinh nhém penicillin: vién nén; thuéc
bot.
97 [Sanofi-Aventis Industriepark Héchst * Thuéc vo trung: EU-GMP |DE_HE_01_ Co quan thdm quyén 1
Deutschland (ho&c Hoechst)- + Thudc san xuat vd trung: dung dich thé tich nhd (chat déc GMP_2018_ Dlrc
GmbH Briiningstrabe 50 (ho3c  |t& bao/chat kim t& bao, hormon hodc chat cé hoat tinh 0093
Briiningstrasse), H500, hormon); thudc cay ghép va dang ran (hormon hodc chat cé
H590, H600, H785, H790, |hoat tinh hormon); vi hat (hormon hodc chat cé hoat tinh o o
65926 (hodc D-65926) hormon); § §
Frankfurt am Main (hoic + Thudc tiét trung cudi: dung dich thé tich nhd; dung dich E g
Frankfurt am Main thé tich lon. S S
Allemagne), Germany. * Thudc khdng vé trung: thudc dung ngoai dang |6ng; thuéc - -
uéng dang ldng (hormon hodc chat cé hoat tinh hormon);
dang bao ché ban ran.
* Thuéc sinh hoc: thudc cdng nghé sinh hoc; sdn pham chiét
xuat tlr ngudi hodc dong vat.
98 |Bioton S.A. Macierzysz, ul. Poznanska |* Thudc vé trung: EU GMP |IWPS.405.19| o — |Main Pharmaceutical 1
12, 05-850 Ozarow + Thudc san xuat vd tring: Dung dich thé tich nho; .2018.ER.1 § § Inspectorate (MPI),
Mazowiecki, Poland * Thuéc sinh hoc: ch& pham cdng nghé sinh hoc. WTC/0026_ g § Poland
01_05/312 BN 5
- o o
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99 |Sophartex 21 Rue du Pressoir 28500 |* San phdm: c6m pha hdn dich Ery Children 250 mg EU GMP |HPF/FR/115 ~ National Agency for 1
(Co sé san xuat) [Vernouillet, France (Erythromycin duéi dang Erythromycin ethyl succinat 250mg) /2017 8 Medicines and Health
S~
S Products Safety (ANSM)
= 3
I
Laboratoires 70, Avenue du General de EU GMP |2018 0 a National Agency for
Bouchara Gaulle 92800 Puteaux, HPF/FR/155 § § Medicines and Health
Recordati France o Products Safety (ANSM)
2 . o
(Co s& xuat E
xuwédng)
100 |Pharmavision Davutpasa cad. No:145,  |* Thu6c khéng vé tring: EU-GMP |UP/I-530- 0 o |Agency for Medicinal 2
Sanayi Ve Ticaret |Topkapi Istanbul, 34010, |- Thu8c chira khang sinh nhém Cephalosporin: Vién nén; bot 10/17- § § Products and Medical
Anonim Sirketi Turkey pha hén dich udng. 03/15; 381- = S |Devices (HALMED),
o —
10-05/241- = > |Croatia
- —
18-11
101 ([Reliance life Dhirubhai Ambani Life * Thudc khdng vé trung: Thudc ung thu: vién nang clng; vién EU-GMP |UK GMP Medicines and 2
sciences Private |[science centre (DALC), nén. 41432 Insp x & |Healthcare Products
Limited (Plant 6) [Thane, Belapur road, GMP 8 8 Regulatory Agency
Rabale, Navi Mumbai, 41432/6618 | S 3 |(MHRA), United
Maharashtra, IN-400701, 812-0004 N 3 |Kingdom
India
102 |Sophartex (hodc |21 rue du Pressoir, 28500 |* S&n pham: EU-GMP |024642; o o CClI Paris lle-de-France 1
Laboratoires Vernouillet, France - Vién nén bao phim Antarene Codeine (Ibuprofen/Codein) 024645 1S Q
Sophartex) 200mg/ 30mg. g a
- Vién nén bao phim Antarene (Ibuprofen) 100mg. § §
103 [Dr. Reddy's Block A and B, Plot No. P1 |* Thudc vd trung: EUGMP |DE_BY 04_ Co quan tham quyén 2
Laboratories Ltd. [to P9, Phase Ill, Duvvada, + Thudc san xuat vo trung: Thudc dong kho; dung dich thé GMP_2018_| o |Puc (Regierung von
Formulation FTO- |VSZE, Visakhapatnam, tich nho. 0129 § § Oberbayern)
7 Andhra Pradesh 530046, |* Thuéc khéng v6 trung: vién nang cirng; vién nén. ) =
\ ~ ere g i —
India * Pham vi chirng nhan khong bao gom thudc Azacitidine > S
betapharm 25 mg/mL (100mg/vial) bot pha hdn dich e «
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104 |MSD Dublin Road, Carlow, Co. |* San pham: Dung dich tiém truyén tinh mach Keytruda EU GMP |18380/M11 Health Products 1
International (hoac County) Carlow, (Pembrolizumab 100mg/4ml) 312/00001 0 Regulatory Authority,
GmbH T/AMSD (Ireland b= Ireland
Ireland (Carlow) %
o o
(Cach ghi khac: - N
MSD Ireland) - g
(Co sé san xuat) g
Schering-Plough |Industriepark 30, Heist- EU GMP |BE/GMP/20 o) ™ |Federal Agency for
Labo NV op-den-Berg, 2220, 18/125 8 Medicines and Health
(Co sé dong goi  [Belgium pay Products (FAMHP),
cép 2) E Belgium
105 |MSD State Road 183, Pridco * San pham: Vién nén Zetia (Ezetimibe 10mg). Tén thwong U.S. cGMP |CWQ8-G2G9 United States Food and 1
International Industrial Park, Las mai qudc té: Ezetrol. x Drug Administration
GmbH (Puerto Piedras, Puerto Rico 8 (U.S. FDA)
Rico Branch) LLC [00771, USA g Q
(Co s& san xuat) S Q
o
o
Schering-Plough |Industriepark 30, Heist- EU GMP |BE/GMP/20 ) § Federal Agency for
Labo NV op-den-Berg, 2220, 18/125 8 Medicines and Health
(Co sé& dong goi, [Belgium p=y Products (FAMHP),
Xuat xudng) E Belgium
106 [Patheon Inc Whitby Operations, 111  [* S&n pham: Hon dich uéng Noxafil (Posaconazole, 40mg/ml). | EU-GMP |70113 ] European Medicines 1
(Co s& san xudt, |Consumers Drive, Whitby, 8 Agency
kiém nghiém Ontario LIN 575, Canada x o
ddng goi cap 1) E g
Cenexi HSC 2, rue Louis Pasteur, EU-GMP [2018/HPF/F ] 5
(Co sé dong goi [14200 Herouville St Clair, R/261 8 N
cip 2 va xuit France N
xuéng) g
107 |Orion Tengstrominkatu 8, * San pham: Vién nang cirng Temodal Capsule (Temozolomide | EU-GMP |7038/06.08. Finnish Medicines 1
Corporation Turku, FI-20360 (hoac 5mg, 20mg, 100mg, 140mg, 180mg, 250mg) 00.04/2017 5 Agency, Inspectorate
(hodc Orion Oyj  [20360), Finland ]
hodc Orion g I~
pharma) S 8
(Co s& san xuat) S
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Schering-Plough |Industriepark 30, Heist- EU-GMP |BE/GMP/20 ) § Federal Agency for
Labo NV op-den-Berg, 2220, 18/125 8 Medicines and Health
(Co sé& dong goi) [Belgium § Products (FAMHP),
5 Belgium
108 |Pfizer Biotech No0.290-1, Chung Lun * ThuSc khdng v trung: Vién nén, vién nén bao phim, thuéc | PIC/S GMP (4721 ) o [Ministry of Health and 2
— (o}
Corporation, Village, Hsinfeng, boét, vién nang cirng. IS S [Welfare, Republic of
Hsinchu Plant Hsinchu, 30442, Taiwan  |* Thudc chira khang sinh nhdm Penicillin: Thuéc déng khé E E China (Taiwan)
(R.0.C) chtra Penicillin S )
o (o]
109 [Facta Nucleo Industriale S. Atto |* Thudc vé trung: EU-GMP |[IT/142/H/20 0 — |AIFA Italian Medicines 1
v 2 ~ ~ N . P > — N
Farmaceutici (loc. S. NICOLO' A + Thubc san xuat vo trung: dung dich thé tich nho. 18 e Q |Agency
S.P.A. TORDINO) - 64100 ) s
Teramo (TE), Italia ) )
o —
110 [Daewon Pharm (24, Jeyakgongdan 1-gil, * Vién nén bao phim; vién nang cing; si ro kho; PIC/S GMP [2018-D1- 0 — |Gyeongin Regional 2
Co., Ltd. Hyangnam-eup, * ThuGc tiém; 2252 § § Office of Food and Drug
Hwaseong-si, Gyeonggi-  |* Sird (dang 16ng); hon dich udng; S E Safety, Korea
-~ —
do, Republic of Korea * Hon dich chira hormon sinh duc. I~ ~
o —
111 [Industria Via Cassia Nord, 351 - * San pham: EU GMP |IT/67- ~ Italian Medicines 1
Farmaceutica 53014 Monteroni D'arbia + Dung dich tiém Falipan (Lidocain hydroclorid 20mg/ml, 1/H/2017 § Agency (AIFA)
Galenica Senese |(S), ltaly hop 05 &ng 2ml va hop 5 6ng 10ml); g
S.R.L. + Dung dich tiém Puvivid (5ml dung dich chira Bupivacaine Ny g
(Co s& san xuat) hydrochlorid (dwdi dang Bupivacaine hydrochlorid © Q
Deltamedica Ernst-Wagner-Weg 1-5 monohydrat) 25mg). EU-GMP |DE_BW_01_ o g Co quan tham quyén
GmbH 72766 Reutlingen GMP_2019_ § N |buc (Baden-
(Co sé kiém soat |Germany 0006 = Wirttemberg)
o
va xuat xuang) 3
—
112 |Eli Lilly and Lilly Technology Center., |* S&n pham: Vién nén bao phim Efient (mdi vién nén bao phim | EU GMP |04/16/1044 European Medicines 1
Company (Co s& |Indianapolis, Indiana chira 5mg hodc 10mg prasugrel). Tén thuong mai: Jasugrel 02 =t Agency
san xust) 46285, USA. ]
Lilly, S.A. (Cosé |Avda. de la Industria 30, o
déng gdi va xudt |28108 Alcobendas, 3
xuwédng) Madrid, Spain
Dot 64 (theo Céng vin s6 5110/QLD-CL ngay 08/04/2019 cua Cuc Quan ly Dworc)
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1 |Santen 2-14, Shikinami, * San pham: HOn dich nhd mat Kary Uni, Ophthalmic Liquids |Japan-GMP|CPP 5747 % o [|Ministry of Health, 1
Pharmaceutical Hodatsushimizu-cho, and Solutions (Pirenoxine 0.05mg/mL) S S |Labour and Welfare
Co., Ltd. Noto Hakui-gun, Ishikawa, § % (MHLW), Japan
plant Japan g 5
2 |Santen 9-19, Shimoshinjo 3- Thu8c m& tra mat Oflovid, Ophthalmic Onitment (Ofloxacin Japan-GMP|2579 Japan Ministry of 1
Pharmaceutical [chome, Higashiyodogawa- [0.003g/1g) Health, Labour and
Co., Ltd (Santen  [ku, Osaka, Japan © = Welfare
Pharmaceutical |(348-3, Aza-suma, Oaza- I 2
Co., Ltd Shiga shide, Taga-cho, Inukami- Q E
Plant) gun, Shiga, Japan) N =
3 |Abbott Veerweg 12, OLST, 8121 |* Thuéc vé trung: EU-GMP [NL/H Health Care 1
Biologicals B.V AA, Netherlands + Thu8c san xuit vé trung: Dung dich thé tich nhé. 15/1005176 | o |Inspectorate -
+ Thudc tiét trung cudi: Dung dich thé tich nhé. V1 § § Pharmaceutical Affairs
* Thubc khdng vo trung: Thudc ung dang 1dng; vién nén, vién = S |and Medical
nén bao phim (chtta hormon). S 3 Technology, Netherlands
* Thuéc sinh hoc: Thudc mién dich; thudc ¢é ngudn géc tir ~ e
nguoi hodc déng vat.
4 |Lipa 21 Reaghs Farm Road, * Thudc khdng vé trung khéng chira khang sinh nhém PIC/S-GMP [MI-2018-LI- Australian Therapeutic 1
Pharmaceuticals [MINTO NSW 2566, Penicillins, Cephalosporins, hdc mén, steroids (tri 12631-1 x 3 Goods Administration
Ltd Australia prednisone, prednisolone) va thudc chéng ung thu: Thuéc 8 8 (TGA)
dang 1&ng; dang bao ché ban ran; thudc c6m; bdt; vién nang § g
meém; vién nén, vién nén bao phim; vién nang cirng. = —
5 |zaktady 28/30, Ozarowska Str., * ThuBc vé trung: Thudc sdn xuat vé trung: Bét pha tiém chira | EU-GMP [IWPS.405.13 Main Pharmaceutical 1
Farmaceutyczne ([Duchnice, 05-850 Ozaréow |khang sinh nhédm Cephalosporin .2019.KKW.1 Inspectorate (MPI),
Polpharma S.A. Mazowiecki, Poland WTC/0105_ o — |Poland
(Tén tiéng anh: (cach viét khac: Duchnice, 01_03/27 § §
Pharmaceutical ul. Ozarowska 28/30, ~ )
Works Polpharma |Ozaréw Mazowiecki, 05- % E
S.A) 850, Poland) - ~
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6 |XL Laboratories |E-1223, Phase | Extn. * ThuBc khong vo trung: Vién nang cléng; thubc uéng dang EU GMP |OGYEI/3394 o — |National Institute of 2
¢ i o
Private Limited (Ghatal), RIICO Industrial [l6ng; gbi bot pha dung dich udng; vién nén 1-6/2018 S S  [Pharmacy and Nutrition
Area, Bhiwadi, 301019, 3 & |(OGYEI), Hungary
India o N
o —
7 |Eisai European Knowlege * Thuéc khdng vo trung: Vién nang cirng; vién nén. EU-GMP [UK MIA Medicines and 1
Manufacturing Centre, Mosquito Way, 32301 Insp o < |Healthcare Products
Limited Hatfied, AL10 95N, United GMp/GDP/I | & | & |Regulatory Agency
Kingdom MP S = |(MHRA), United
32301/7262 | 8 N [Kingdom
19-0008
8 |Bushu 950, Hiroki, Ohaza, San pham: Vién nén tan trong miéng Aricept Evess 10mg Japan-GMP|5316 o 0 Ministry of Health, 1
Pharmaceuticals [Misato-machi, Kodama- § Q [Labour and Welfare
Ltd. Misato gun, Saitama-ken, Japan ~ § (MHLW), Japan
S~
Factory < g
9 |Bushu 950, Hiroki, Ohaza, San pham: Vién nén tan trong miéng Aricept Evess 5mg Japan-GMP|5315 o 0 Ministry of Health, 1
Pharmaceuticals [Misato-machi, Kodama- § Q [Labour and Welfare
Ltd. Misato gun, Saitama-ken, Japan ~ § (MHLW), Japan
S~
Factory < g
10 |Neovii Biotech Am Haag 5,6,7 * C4c sdn pham sinh hoc: sdn pham mién dich (dung dich ddm | EU GMP [DE_BY_04_ o — |Coquan thdm quyén 1
GmbH 82166 Grafelfing d3c pha tiém Grafalon). GMP_2018_ § § Burc
Germany 0091 S o
2 L
< <t
o —
11 |Actavis Ltd BLB015-016, Bulebel * ThuBc khdng vo trung: Vién nén, vién nén bao phim. EUGMP [MT/031HM/| « |Medicines Authority of 1
Industrial Estate, Zejtun 2018 § § Malta (MAM)
ZTN3000, Malta S =
— —
S~ S~
o ()}
N (@]
12 [Hospira Zagreb  [Prudnicka cesta 60, * ThuBc v trung: EU-GMP |UP/I-530- ~ o |Agency for Medicinal 1
d.o.o. Prigorje Brdovecko, + Thu6c san xuat vo trung (bao gdm ca thudc gay nghién, 10/17- § § Products and Medical
(Tén tiéng anh:  [10291, Croatia huwdng than): dung dich thé tich nhé. 03/01; 381- g g Devices (HALMED),
Hospira Zagreb * Thudc sinh hoc: ch& pham céng nghé sinh hoc. 10-05/244- ¥ > |Croatia
Ltd.) 17-09 o ”
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13 |Upsa Sas 304 avenue du Docteur san pham: Vién dan Efferalgan (paracetamol 80 mg/vién); EU GMP |2018/HPF/F x French National Agency 1
(CSSX va déng goi)[Jean Bru, AGEN, 47000, Vién dan Efferalgan (paracetamol 300 mg/vién), R/282 8 for Medicine and Health
France N o |Products Safety (ANSM)
~ o
o0 o
= | 8
Upsa Sas 979 Avenue des EU GMP |2018/HPF/F x g French National Agency
(CS xuat xwéng) |Pyrénées, Le Passage, R/157 8 o |for Medicine and Health
47520, France S Products Safety (ANSM)
&
-
14 |AV Lot 10621 (PT 16700), Thuéc khdng v6 trung: vién nang cirng; thudc uéng dang 1dng; [PIC/S GMP [655/18 National Pharmaceutical 2
Manufacturing Jalan Permata 2, Arab thudc bét; vién nén; vién nén bao phim. part < |Regulatory Agency
Sdn. Bhd Malaysian Industrial Park, 8 8 (NPRA), Ministry of
71800 Nilai, Negeri 3 8 |Health, Malaysia
Sembilan, Malaysia 3 S
15 |KMS Pharm Co., |236 Sinwon-ro, * Thudc khdng vé trung: PIC/S-GMP (2019-D1- o o |Gyeongin Regional 2
Ltd Yeongtong-gu, Suwon-si + Thudc udng dang ran: Vién nén; vién nén bao phim; vién 0469 p § Office of Food and Drug
Gyeonggi-do, Republic of [nang cing S g Safety , Korea
Korea ) Ny
— ~
16 |Binex Co., Ltd 368-3, Dadae-ro, Saha-gu, |* Thu6c dang ran: vién nén; vién nén bao phim; vién nang PIC/S-GMP |2019-C1- o — |Busan Regional Office of 2
Busan, Republic of Korea |cirng; thudc bét; thubc cém. 0053 § § Food and Drug Safety,
* Thu6c nhd méat: dung dich nhé mat; hén dich nhé mat. I~ S |Korea
L <
8 =S
17 |Mirae Pharm. 104, Gongdan 2-ro, * ThuSc vién nén; vién nén bao phim; vién nang cirng; vién PIC/S-GMP (2019-D1- o — |Gyeongin Regional Ofice 2
N . — ~
Co,, Ltd Anseong-si, Gyeonggi-do, [nang mém; thuoc com 0479 S S |of Food and Drug
Republic of Korea § g Safety, MFDS, Korea
S| s
(o} o
18 |BCWORLD 872-23, Yeojunam-ro, * Vién nén; vién nén bao phim; vién nén tan ra trong miéng; PIC/s-GMP [2019-D1- o) o |Gyeongin Regional 2
i (o}
PHARM CO., LTD [Ganam-eup, Yeoju-si, vién nang cing. 0496 S S [Commissioner Food and
Gyeonggi-do, Korea * Dung dich thu6c tiém; thudc bot pha tiém; thuéc bot dong g g Drug Administration,
kho pha tiém; =) & |Korea
o o
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19 |Infomed Fluids Bulevardul Theodor * Thuéc v trung tiét trung cudi: Dung dich thé tich 1&n. EU GMP |004/2019/R National Agency for 1
S.R.L. Pallady nr. 50, sector 3, 0] Medicines and Medical
Bucuresti cod 032266, a < |Devices (NAMMD),
Romania 8 8 Romania
(Céch ghi khac: Str. S 3
S~ S~
Theodor Pallady nr. 50, S &
sector 3, Bucuresti, cod
032266, Romania).
20 [Pooyesh Darou Noavari 18 St., Pardis * ThuBc v trung: PIC/S GMP |665/79033 00 — |lranian Food and Drug 2
2 2 A A N b N . . .
Co. Technology Park, 15 km + Dung dich thé tich nho cho tiém/tiém truyén; e S  [Administration (IFDA)
Abali Road, Tehran, Iran = pary
g | g
o ~
~ o
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21

Eurolife
Healthcare Pvt.
Ltd.

Khasra No. 520,
Bhagwanpur, Roorkee,
Haridwar, India

* Thudc vo trung:

Anapiron, solution for infusion, 10mg/100ml (Pracetamol);
Gatilin, solution for infusion, 200mg/100ml; 400mg/100ml
(Gatifloxacin);

Gentice, eye drops 0,3%, 10ml (Gentamicin);

Glunta, solution for infusion 25%, 100ml (Dextrose);

Levasept, solution for infusion, 500mg/100ml (Levofloxacin);
Levoaar .V, solution for infusion 500mg/100ml
((Levofloxacin);

Levofloxacin, solution for infusion, 500mg/100ml
(Levofloxacin);

Lizoline solution for infusion, 2mg/ml, 300ml

Metressa, solution for infusion, 0,5%, 100m| (Metronidazole);
Metronidazole , solution for infusion, 0,5%, 100ml
(Metronidazole);

Orniaar 1.V., solution for infusion, 500mg/ 100m! (Ornidazole);
Ornistil, solution for infusion, 500mg/100ml (Ornidazole);
Ofloxacin, solution for infusion, 200mg/100ml (Ofloxacin);
Rapimax, solution for infusion, 400mg/100ml (Moxifloxacin
Hydrochloride);

Tazole, solution for infusion, 200mg/100ml , c& 400ml
(Tinidazole);

Tobran, eye drops, 0,3% , 10ml (Tobramycin);

Trichlor, solution for infusion,0,9%, 100ml (Sodium Chloride);
Flucoaar I.V., solution for infusion, 200mg/100ml
(Fluconazole);

Fluconazole, solution for infusion, 200mg/100ml (Fluconazole);

PIC/S GMP

075/2017/G
MP

13/02/2018

10/11/2020

State Administration of
Ukraine on Medicinal
Products (SAUMP)

22

Aflofarm
Farmacja Polska
Sp.Zo.0.

ul. Krzywa 2, 95-030
Rzgow, Poland

* ThuBc khdng vo trung: thuc dung ngoai dang 16ng; thudc
uéng dang long.
* Thudc tir duoc liéu

EU GMP

IWPS.405.13
2018.ER.1
WTC/0108_
01_01/297

12/05/2018

14/09/2021

Main Pharmaceutical
Inspectorate (MPI),
Poland

23

Exemed
Pharmaceuticals

Plot No.133/1 & 133/2,
G.1.D.C, Selvas Road, Vapi,
Gujarat, 396195 India

Thuéc vé trung: vién nang clrng, vién nén

EU GMP

OGYEI/5179
1-6/2017

19/04/2018

16/02/2021

National Institute of
Pharmacy and Nutrition
(OGYEI), Hungary
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24 |AstraZeneca AB  |PET Blow Fill Seal, * ThuBc v trung: EU-GMP |5.9.1-2018- Swedish Medical 1
Forskargatan 18, - Thudc san xuat vd tring: Dung dich thé tich nho (bao gbm 092199 Products Agency (MPA)
Sédertilje, 151 85, ca hormone va chat c6 hoat tinh hormone) ; ® <
Sweden. - Thuéc cé tiét trung cudi: Dung dich thé tich nho (bao gbm ca 8 8
(* Dia chi chung: hormone va chat cé hoat tinh hormone) ; E g
Sodertalje, 151 85, * Thuéc khdng vo trung: ThuSc dung ngoai dang 1dng; thuéc ~ N
Sweden) udng dang long (bao gdm cd hormone va chat cé hoat tinh
hormone)
25 |Excella GmbH & [Nurnberger Str. 12, * Thuéc khdng vo trung chira hormone va hoat tinh hormone, | EU GMP |DE_BY_05_ ® N Co quan thdm quyén 1
Co.KG 90537 Feucht, Germany  [thudc chita chat doc t& bao, chat kim t& bao, chat trc ché mién GMP_2018_| 2 Q [btc
dich : vién nang crng, vién nén, vién nén bao phim 0064 g g
& >
— o
26 |Delpharm Milano [Via Carnevale, 1-20090 [* Thudc khéng vé trung : EU GMP |IT/191- N S Italian Medicines 1
S.R.L Segrate (M), Italia +Vién nang clrng, vién nén , vién nén bao phim chira chit déc 1/H/2017 S S [Agency (AIFA)
t& bao, chit kim t& bao, chat tc ché mién dich § g
+ Thudc udng dang 16ng 5 E
27 |Sanofi Winthrop [180 rue Jean Jaures, * Thuéc vé trung: EU-GMP |2018/HPF/F National Agency for the 1
Industrie Maisons-Alfort, 94700, + Thudc san xuat vo trung: Thudc dong kho; dung dich thé R/286 Safety of Medicine and
(* Cach viét khac: |France tich nho; thudc cay ghép va dang ran (chira chat doc té& bao). ® @ |Health Products
Sanofi Winthrop  [(Céch viét khac: 180 rue  |* Thudc sinh hoc: Thudc chiét xuit c6 ngudn gdc tir ngudi 8 8 (ANSM), France
Industrie - Jean Jaures, 94702 hodc dong vat. g g
Maisons Alfort)  |Maisons-Alfort Cedex, ~ 2
France)
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28 |Doppel Via Martiri Delle Foibe, 1- |* Thudc khéng vé trung: Vién nang mém; thudc khung tham; EU GMP |IT/162/H/20 Italian Medicines 1
Farmaceutici S.R.L {29016 Cortemaggiore thu6c dung ngoai dang 1dng; thudc uéng dang 16ng; thudc bot, 18 Agency (AIFA)
(PC), Italia thuéc c6m; thudc dang ban ran (héc mén corticosteroid);
thu6c dat chira héc mdn corticosteroid, vién nén (chira
corticosteroids, hormone sinh duc va hormone khac nhw
estrogen, hormone antidiuretic, (rc ché thy thé aromatase ® I
(aromatase inhibitors receptor)). 8 8
* Thudc sinh hoc: Sinh pham chiét xuat tir dong vat: vién nang § E
meém chra ethyl ester cla acid béo chwa bdo hoa tir dau c3; S S
thuéc dang ban ran chira heparin va heparinoids.
* San pham: Thu6c vién trirng dt 4m dao Meclon
(Clotrimazole 100mg, Metronidazole 500mg).
29 |AstraZeneca AB Turbuhaler and * Thu6c khdng vo trung (bao gdm ca hormone va hoat chatc6 | EU GMP [6.2.1-2017- o o |Medical Products 1
Pumpspray, Forskargatan |hoat tinh hormon): Thuéc dung ngoai dang 16ng, thudc uéng 088812 § § Agency (MPA), Sweden
18, Sodertalje, 151 85, dang 1dng, bét hit da liéu. ) g
—
Sweden 5 E
30 [Patheon Inc 2100 Syntex Court, * San pham: Vién nén Zytiga (Abiraterone acetate 250mg); Canada- |Gidy chirng x Health Products and 1
(Co s&san xudt) |Mississauga, Ontario, GMP  [nhan GMP: 8 Food Branch
Canada L5N 7K9 70637 e o Inspectorate (HPFBI),
S~
b Q [Canada
S~
Janssen Cilag Via C. Janssen (loc. Borgo EU GMP |[IT/184/H/20 ] E AIFA Italian Medicines
S.P.A. S. Michelle), 04100 Latina 18 8 S |Agency
(Cos& dong goi  |(LT), ltaly x
¢ N S~
va xuat xuong) 8
31 |Medochemie Ltd [1-10 Constantinoupoleos |* Thudc khéng vé trung: thuSc udng dang I6ng; dang bao ché EU-GMP |MEDO02/201 % = Pharmaceutical Services 1
(Cogols Facility)  [Street, 3011, Limassol, ban ran; thudc dan. 8/001 Q S |- Ministry of Health,
Cyprus § g Cyprus
S~ S~
I | 3
32 |Medochemie Ltd [1-10 Constantinoupoleos |* Thu8c khéng v trung: vién nang cirng, vién nén, thudc vién EU-GMP |MEDO01/201 ® N Pharmaceutical Services 1
(Central Factory) [Street, 3011, Limassol, nén giai phdong bién déi, vién nén khang dich vi, vién nén bao 8/002 =} Q |- Ministry of Health,
N N
Cyprus phim. X I Cyprus
L <
< <
— (@\]
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33 |Berlin Chemie AG |Co s& san xuat: Berlin- EU-GMP |DE_BE_01_ ~ Co quan tham quyén 1
Chemie AG, Tempelhofer |* San pham: Vién nén Nebilet (Nebivolol HCl 5mg); vién nén GMP_2017_ 3 blrc
Weg 83, 12347 Berlin, bao phim Spasmomen (Otilonium bromide 40mg); vién nén 1065 S
Germany Benalapril 5 (Enalapril maleate 5mg); vién nén Benalapril 10 g o
(Enalapril maleate 10mg); vién nén bao phim Siofor 500 o~ §
Co s& ddng goi, xuat (Metformin Hydrochloride 500mg); vién nén bao phim Siofor EU-GMP |DE_BE_01_ E
xudng : Berlin-Chemie 850 (Metformin Hydrochloride 850mg); vién nén Berlthyrox GMP 2019 | & S
AG, Glienicker Weg 125, |(levothyroxine sodium 100mcg) 0009 8 -
12489 Berlin, Germany §
—
—
34 |Cosdsdnxudt: [Catalent Germany San pham: Vién nang mém Espumisan Capsules (Simeticone EU-GMP |DE_BW_01_ Co quan thdm quyén 1
Tén cli: RP Eberbach GmbH 40mg) GMP_2015_ Dlrc
Scherer GmbH & |Gammelsbacher Str. 2, 0085 ®
Co. KG 69412 Eberbach, Germany 8
Tén mdi: Catalent § <
Germany a 8
Eberbach GmbH §
2
Co s& déng géi, |Berlin Chemie AG EU-GMP |DE_BE_01_ o Co quan thdm quyén
xuat xwéng: Glienicker Weg 125 GMP_2019_ 8 Dirc
Berlin Chemie AG (12489 Berlin, Germany 0009 §
p
35 |Imexpharm No. 22, Street No. 2, Viet |* Thudc vb trung: EU-GMP |ES/141HV/1 Agency for Medicines 2
Corporation Nam Singapore industrial |+ Thudc san xuat vé trung: thudc dang ran va cay ghép chira 6 and Health Products
Branch Il (IMP3) |Zone II, Thu Dau Mot City, |khdng sinh nhdm beta-lactam; © o |(AEMPS), Spain
Binh Duong Province, * Thudc khdng vo trung: vién nang cirng chira khang sinh § §
Viet Nam nhém beta-lactam § g
* S3n pham duwoc xét nhédm thau 1 (lwu hanh tai B6 Dao Nha): > =
+ Thudc bdt pha tiém IMETOXIM 1g (Cefotaxim (duéi dang ~ -
Cefotaxim natri) 1g)
36 |UCB Farchim SA |Z.l. de Planchy, Chemin * Dang bao ché ran: vién nén, vién nén bao phim. PIC/S-GMP |18-2028 ® N Swiss Agency for 1
de Croix Blanche 10, 1630 Q Q |Therapeutic Products
Bulle, Switzerland § g (Swissmedic)
~ S~
S N
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37 |Inventia F1-F1/1 Additional * Thudc khdng vé trung: vién nang clirng, vién nén EU-GMP [UK GMP Medicines and 2
Healthcare Ambernath MIDC, 40387 Insp © o |Healthcare Products
Private Limited Ambernath (East) GMP § § Regulatory Agency
District Thane 40387/4511 - S |(MHRA), United
o o
Maharashtra 564-0004 = N |Kingdom
In-421 506 “ -
India
38 |[ltalpharmaco S.A. [C/san Rafael, 3, Pol. Ind. |* S&n pham: Dung dich uéng Ferlatum (st protein succinylat EU GMP |ES/003HVI/1 x Agency for Medicines 1
(Co s& san xuat) |Alcobendas, Alcobendas [800mcg). 8 8 and Health Products
28108 Madrid, Spain pay o |(AEMPS), Spain
g | g
S~
CITS.r.l Via Primo Villa, 17-20875 EU GMP |IT/19/H/201 ) g Italian Medicines 1
(Co sé& dong goi)  |Burago di Molgora (MB), 9 8 S [Agency (AIFA)
Italia S
&
(gl
39 | N.V.Organon Molenstraat 110, OSS, * Thuéc vé trung: EU GMP |NL/H Health Care 1
5342CC, Netherlands + Thudc san xuat vd triing chira hormone: thudc déng khé; 16/1010471 Inspectorate -
Cach ghi khac: dung dich thé tich nha. C Pharmaceutical Affairs
Molenstraat 110, 5342 CC [+ Thudc tiét trung cudi chira hormone: dung dich thé tich nho; ~ o |and Medical
Oss, Netherlands thudc cay ghép va dang ran. § § Technology, Netherlands
hodc: Kloosterstraat 6, * Thu6c khdng vo trung: vién nang clng ; vién nang mém g §
5349 AB Oss, Netherlands |(chtra hormone); thuSc udng dang 16ng; vién nén (chira > >
hormone); thu6c cé6m. o ©
* Thudc sinh hoc: thudc mién dich; thudc cong nghé sinh hoc;
thudc cé ngudn gdc tir ngudi va ddng vat; thudc cd ngubn géc
tlr nudc tidu (urine).
40 [Maco production |Rue Lorthiois, Mouvaux, |* Thuéc vé trung: Dung dich thé tich I&n, dung dich thé tich EU GMP |2018/HPF/F 0 o |French National Agency 1
¢ — -
SAS-Mouvaux 59420, France nho tiét trung cudi R/268 Q S  [for Medicine and Health
S & |Products Safety (ANSM)
& S
— (ep]
41 |Astellas Pharma [Hogemaat 2, Meppel, * Thudc khdng vé trung: Vién nang cirng; thudc dung ngoai EU-GMP |NL/H P — |Health and Youth Care 1
Y 2 , — (o}
Europe B.V. 7942 )G, Netherlands dang 1dng; vién nén, vién nén bao phim (bao gébm ca khang 18/2008094 S S [Inspectorate,
sinh nhém betalactam); thudc bét va thuéc cém. E § Pharmaceutical Affairs,
S S |Netherlands
N (o]
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42 |GlaxoSmithKline |Knockbrack, Dungarvan, |*Thu6c khéng vd trung: vién nén; vién nén sui bot; miéng dén. | EU-GMP [19379/M47 0 — |Health Products 1
Dungarvan Co. Waterford, Ireland 7 § § Regulatory Authority
Limited > I
< 3
< (o))
o o
43 [KRKA, d.d, Novo |Smarjeska cesta 6, Novo [* ThuSc khdng vd triing: Vién nang cirng; thudc dung ngoai EU-GMP |401- Agency for medicinal 1
mesto mesto, 8501, Slovenia dang 16ng (bao gdbm ca hormon va chat cé hoat tinh hormon); 12/2018-5 o « [|products and medical
thudc udng dang 1dng; thudc ban ran; vién dan, vién nén (bao § § devices of the Republic
gdm cd hormon va chat cé hoat tinh hormon). = > |of Slovenia
* Thudc sinh hoc: Thudc c6 ngudn géc tir ngwdi hodc ddng vat. % S
i (gl
44 [Lindopharm NeustraBe 82, 40721 * S3n pham: Bot pha dung dich udng ACC 200 (Acetylcystein EUGMP |DE_NW_03_| Co quan thdm quyén 1
GmbH Hilden, Germany. 200mg, goi 3g). GMP_2018_ § Dlrc (Bezirksregierung
(Co s& san xuat) |(Cach viét khac: 0038 S o Diisseldorf)
—
Neustrasse 82, 40721 = §
Hilden, Germany.) ~ -
Salutas Pharma  |Otto-von-Guericke-Allee EUGMP [DE_ST_01_G| % Co quan thdm quyén
GmbH 1, 39179 Barleben, MP_2017_0 8 ©  [Pwrc (Sachsen-Anhalt)
(Co s& xuat Germany 020 9
xueng) §
45 [Fulton Medicinali [VIA MARCONI, 28/9 - * Thudc khdng vo trung: EU-GMP |[IT/177/H/20 0 — |ltalian Medicines 1
— (o]
S.P.A 20020 ARESE (M), Italy |+ Vién dat chita hormon corticosteroid; vién nén; vién nang 18 S S |Agency (AIFA)
clirng; thudc bot. E g
+ Ché& pham sinh hoc: Vién dit chira probiotic. E §
46 |[Laboratorié IMA |Palpa 2862/70/76/78/86, |* Sdn pham: dung dich d4m d3c pha tiém Mitoxgen PICS -GMP [20132019 National Administration 2
S.A.lLC PB, 1°y 2° Piso, Ciudad (Mitoxantrone dudi dang (Mitoxantrone HCl) 20mg 000448 18 of Drugs, Food and
(Co sé san xuat) [Autédnoma de Buenos Medical Devices,
Aires, Republica Argentina o 9 |Argentina
o o
I & |ANMAT
n [¥p]
L L
Bioprofarma Terrada 1270, Ciudad PICS- GMP S S
Bago S.A. Autonoma de Buenos
(Cos& dong géi  |Aires Republica Argentina
va xuat xudng)
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47 |ACS Dobfar S.P.A |Viale Addetta 4/12-20067 [San pham: thuéc bot pha dung dich tiém Meronem EU-GMP (18005590; Italian Medicines 1
(Co sé san xuét  |Tribiano, Milano, Italy (Meropenem trihydrat 500mg, 1000mg) 18005589 Agency (AIFA)
bdn thanh phém) %
o
Q
-
Zambon Via Industria, 13, 6814 EU-GMP § Swiss Agency for
Switzerland Ltd Cadempino, Switzerland - Therapeutic Products
(Co sé déng goi (Swissmedic)
va xudt xuéng )
48 [Delpharm Milano |Via Carnevale, 1-20090 [* ThuSc khéng vd trung: Vién nang cirng, vién nén (thudc doc EU-GMP |IT/191- ~ o [ltalian Medicines 1
S.R.L Segrate (M), Italy t& bao/kim t& bao, thudc trc ché mién dich); thuéc udng dang 1/H/2017 § § Agency (AIFA)
S =
2 <
[22] (@]
N —
49 |Delpharm Milano |Via Carnevale, 1-20090 EU-GMP |IT/191- N Italian Medicines 1
S.R.L Segrate (M), Italy + Vién nén Dilatrend (Carvedilol 6,25mg); 1/H/2017 8 Agency (AIFA)
(Co s& san xuat) + Vién nén Dilatrend (Carvedilol 12,5mg); S 9
oA 7 . . ~
+ Vién nén Dilatrend (Carvedilol 25mg); @ 8
F.Hoffmann-La [Wurmisweg, 4303 PIC/S-GMP|17-0015 ~ § Swiss Agency for
Roche Ltd. Kaiseraugst, Switzerland 8 &  |Therapeutic Products
(Co sé& dong goi) S (Swissmedic)
&
o
50 [Infomed Fluids Bulevardul Theodor * ThuBc vé trung EU GMP |004/2019/R o N National Agency for 1
S.R.L. Pallady nr. 50, sector 3, + Thudc tiét trung cudi: Dung dich thé tich I&n. o} Q QS |Medicines and Medical
Bucuresti, cod 032266, g § Devices (NAMMD),
Romania ) ® |Romania
— (@]
51 |Fresenius Kabi EstermannstraBe 17, * ThuSc khdng vd triing: thudc udng dang ldng, EU-GMP |INS-480019- ™~ = Austrian Federal Office 1
Austria GmbH 4020 Linz, Austria 0065-001 Q Q  |for Safety in Health Care
S~ S~
(7/15) s S |(BASG)
~ S~
~ <
(@] (@\]
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52 |MSD Pridco Industrial Park, * San pham: US-GMP | HOM6-SED3 United States Food and 2
International State Road 183, Las + Vién nén bao phim Atozet 10mg/10mg JSFN-XG5S Drug Administration
GmbH (Puerto Piedras, Puerto Rico (Ezetimibe/atorvastatin 10mg/10mg); g = (U.S. FDA)
Rico Branch) (Co [00771, USA + Vién nén bao phim Atozet 10mg/20mg Q 8
s@ san xuat ban (Ezetimibe/atorvastatin 10mg/20mg). g g
thanh pham) Qo
MSD 70 Tuas West Drive, PIC/S GMP [UK GMP MHRA - United Kingdom
International Singapore 638414, 39349 Insp
GmbH (Singapore [Singapore GMP 9
Branch) (Co's& 39349/3258| N | &
san xudt ban 67-0007 & | &
thanh phadm cém E K
ezetimibe va c6m Q
atorvastatin)
Merck Sharp & Waarderweg 39, EU GMP |NL/H Health Care
Dohme B.V Haarlem, 2031 BN, 17/2002429 ® Inspectorate -
(Co sé dong goi) |Netherlands 8 Pharmaceutical Affairs
§ and Medical
S Technology, Netherlands
53 |Schering-Plough [Industriepark 30, Heist-  |* Thudc khéng vé trung: Thudc udng dang 16ng; thudc dung EU GMP |BE/GMP/20 o — |Federal Agency for 1
Labo NV op-den-Berg, 2220, ngoai dang |dng; dang bao ché ban ran; vién nén, vién nén bao 18/125 § § Medicines and Health
Belgium phim. g § Products (FAMHP),
NS & |Belgium
- —
54 |Glenmark Plot No. S-7 Colvale * Thudc khdng vo triung: Vién nang cing; thudc ban ran; vién EU GMP |UK GMP . « |Medicines and 2
Pharmaceuticals [Industrial Estate, Bardez, |nén; vién nén bao phim 33881 Insp § § Healthcare Products
Limited Goa - IN 403 513, India GMP = o |Regulatory Agency
33881/1205 | S S |(MHRA), United
18-0005 o ™ |Kingdom
Danh muc co s& dat PICS EU GMP (Pot 1 - Dot 64) Trang 256 / 262 08/04/2019



TEN CO SO SAN i ) A NGUYEN | GIAY CH. |NGAY |NoAY . NHOM
STT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP HET CO’ QUAN CAP THUOC
HAN 1 2
55 |Chong Kun Dang |797-48 Manghyang-ro, * Vién nén; vién nang; bot pha siro. PIC/S GMP [2019-G1- Daejeon Regional Office 2
Pharmaceutical [Seonggeo-eup, Seobuk- * Thudc tiém truyén. 0067 of Food & Drug Safety,
Corp gu, Cheonan-si, * Dung dich nhé mét Korea
Chungcheongnam-do, * Siro (1dng); hdn dich; thudc udng dang Idng va dung dich a N
Republic of Korea udng. 8 8
* Thudc chira penicillin: Vién nén; vién nang; bét pha siro; § g
thudc bét pha tiém. a 3
* Thuéc chira cephalosporin: Thudc bét pha tiém.
* Thuéc ung thu déc té€ bao: Dung dich tiém, thudc tiém dong
kho.
56 |Fresenius Kabi Village Kishanpura, Baddi, |* Thu8c vé trung: EU GMP |UK GMP Medicines and 2
Oncology Limited |Tehsil Nalagarh, District [+ Thu8c sdn xuat vé tring: thudc déng khd; dung dich thé tich 29338 Insp pat < |Healthcare Products
Solan, In-174101, India nhd. GMP 8 8 Regulatory Agency
+ Thudc tiét trung cudi: dung dich thé tich nhé. 29338/4438 S § (MHRA), United
* Thudc khdng vo trung: vién nang clng, vién nén. 41-0008 S S |Kingdom
57 |Famar A.V.E. Agiou Dimitriou 63, * Thuéc vo trung: EU GMP |70002/4-8- ~ o [National Organization 1
Alimos Plant 63, [Alimos Attiki, 17456, + Thudc san xuat vo trung: dung dich thé tich nho 2017 § § for Medicines (EOF),
AG. Dimitriou Str. |Greece + Thudc tiét trung cudi: dung dich thé tich nhé § g Greece
* Thubc khdng vo trung: Thube udng dang 1dng E E
58 |Laboratoire Zl de la Guerie, Coutances [* Thu6c san xuat vo trung: Dung dich thé tich nho, dang ban EU GMP |HPF/FR/048 ~ o0 French National Agency 1
Unither - Cedex, 50211, France ran /2017 § § for Medicine and Health
Coutances * Thuéc hdn dich chira bao tir vi khuan g E Products Safety (ANSM)
s | S
(] —
59 |Piramal Critical 3950 Schelden Circle, * S3n pham: Thudc dang ldng dé hit Terrell 250ml(isoflurane, CPP F5JQ-WANG6 0 o |United States Food and 1
Care, Inc. Bethlehem, PA 18017, USP); Terrell 100ml(isoflurane, USP); U.S. cGMP |GJHP-SGQX § § Drug Administration
USA S S [(us.FDA)
= >
— o
60 |Tai Yu Chemical& [No.1 Alley 13, Lane 11, *Thudc vo trung: PICS-GMP |4904 Taiwan Food 2
Pharmaceutical  |Yun San Road, Chutung, |- Thudc tiét trung cudi: hdn dich tiém (dang 16ng thé tich nhd); and Drug Administration
Co., Ltd Hsinchu, Taiwan R.0.C thudc tiém thé tich nho; thudc tiém thé tich 1&n; dung dich a < |(TFDA)
thé tich I6n; nudc pha tiém thé tich nhé va thé tich Ién. & | &
- Thuéc sdn xuat vé trung: thudc bét pha tiém § 5
* ThuGc khdng vo trung: vién bao, vién nén, thudc cdm, vién Q 5
nang.
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61 |Korea United 107, Gongdan-ro, * Thudc déc té bao chéng ung thu: Vién nén; vién nén bao PIC/S- |2019-G1- . — |Deajeon Regional 2
Pharm. Inc. Yeonseo-myeon, Sejong- |phim; vién nang ctng; Thudc tiém (dung dich, bét, bot ddng GMP  |0241 § § Commissioner Food and
si, Republic of Korea kho). ~ S |Drug Administration,
=) o
= < |MFDS, Korea
— (gl
62 [Korea United 25-23, Nojanggongdan- * Thuéc ubng dang ran: PICS GMP (2019-G1- Daejeon Regional Food 2
Pharm. Inc. gil, Jeondong-myeon, - Vién nén (vién nén tran, vién nén giai phdng kéo dai, giai 0242 and Drug Administration
Sejong-si, Republic of phéng kiém soat, giai phdng cham, vién nén hai 1&p; vién nén
Korea bao phim; vién bao tan trong rudt, vién tan ra)
- Vién nang (vién nang cing; vién nang giai phong cham, vién o o
nang mém) § §
- Vién nhai g g
* Thudc tiém: dung dich; bot ddng khé pha tiém; bot pha tiém. > RS
* Thudc chira khang sinh nhém Penicillin: Vién nén bao phim; - ©
vién nang clng.
63 |CJSC Biocad Building 2, Petrovo- * Thu8c san xuat vé trung: dung dich thé tich nho PIC/S GMP [M004/19 . — |National Pharmaceutical 2
Dalneye, Krasnogorsky * Thudc sinh hoc: Thudc céng nghé sinh hoc § § Regulatory Agency
district, Moscow Region, sy = [(NPRA), Ministry of
o o
143422 Russia > ~ |Health, Malaysia
o™ (@]
64 |Patheon 5900 Martin Luther King |* San phdm: Thudc bdt déng khé pha tiém Colistimethate for | PIC/S GMP |70938 ® o United States Food and 1
Manufacturing Jr. Highway, Greenville, Injection U.S.P (colistin 150 mg, dudi dang colistimethat natri) Q S  [Drug Administration
Services, LLC NC 27834, USA S S
5| 3
o o
65 |[FDC Limited B-8 MIDC Industrial * Thudc san xuat vé trung: dung dich thé tich nho EU GMP |UK GMP o o [|Medicines and 2
Estate, Waluj, Aurangaba, 18807 Insp § § Healthcare Products
Maharashtra IN-431136, GMP g S |Regulatory Agency
—
India 15855/7201 >y > [(MHRA), United
32] (o))
-0009 o~ ©  |kingdom
66 |FDC Limited Phase IlI/A Plot No. L- * Thubc khdng vo truing: Vién nang clrng, vién nén EU-GMP |UK-GMP ~ o |Medicines and 2
121/B Salcette, Verna 18807 Insp § § Healthcare Products
Industrial Estate, Verna, GMP = w  |Regulatory Agency - UK
— o
Goa, In-403 722, India 18807/1409 o ~
367-0004 ° o
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67 |FDC Limited L-121/B, Phase IlI/A, * Thudc khdng vé trung: Vién nén PIC/S GMP |224/17 ~ o |National Pharmaceutical 2
Verna Industrial Estate, § § Regulatory Agency
Verna-403 722, Salcete, » <~ |(NPRA), Ministry of
Goa India § § Health, Malaysia
(gl (gl
68 |Merck Serono Via Delle Magnolie 15 * Thudc vo trung: EU-GMP [IT/56- Italian Medicines 1
S.P.A (loc. Frazione Zona - Thudc san xuét vd trung : 1/H/2018 Agency (AIFA)
Industriale) - 70026 + Bot ddng kho: ché& pham sinh hoc; hormon hodc chat cé
Modugno (BA), Italy hoat tinh hormon khéng phai corticosteorid;
+ Dung dich thé tich nho: ché& phidm sinh hoc, hormon
hodc chat cé hoat tinh hormon khéng phai corticosteorid va I, o
cytokines § §
- Thuéc tiét trung cudi: Dung dich thé tich nhé & =
* Thudc sinh hoc: % g
- San pham tr mau: ch& pham chira albumin ngudi duoc - «
cho vao san phadm cong nghé sinh hoc; dung dich thé tich nho
san xuat vé trung;
- San pham cdéng nghé sinh hoc: Protein/DNA tdi t6 hop;
khang thé don dong; dung dich thé tich nhé san xuat vo trung,
bét ddng khé san xudt vo tring.
69 |SMB Technology |[zoning industriel, rue du |* San pham: Vién nén sui Algotra 37,5mg/325 mg EU GMP |BE/GMP/20 x Federal Agency for 1
S.A. Parc Industriel 39, 6900 |(Paracetamol 325 mg, Tramadol hydrochlorid 37,5 mg). 18/036 8 Medicines and Health
(Co s& san xudt) |Marche - en- Famenne, Y Products (FAMHP),
Belgium E Belgium
Mallinckrodt Inc. |Greenville plant, EU GMP |UK GMP § Medicines and
(Co s&san xuat  |Covidien, 100 Louis Latzer 20424 Insp g Healthcare Products
ban thanh phdm |Drive, Greenville lllinéi GMP ~ 2 |Regulatory Agency
paracetamol- 62246, USA 20424/1348 8 S (MHRA), United
povidone 3-0003 5 Kingdom
(compap PVP3)) S
70 |Co sd sdn xuat: |Via Cantonale - Zona * S3n pham: PIC/S GMP [18-2487 © Swiss Agency for 1
IBSA Institut Serta - 6814 Lamone - BAt va dung méi pha dung dich tiém Fostimonkit 150 IU/mll 8 Therapeutic Products
Biochimique SA  |(Lugano) - Switzerland (Urofollitropin (FSH) 150 IU/ml). N (Swissmedic)
- B6t va dung moi pha dung dich tiém Fostimonkit 75 [U/ml E
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Co s& xuit xwdng |Via al Ponte 13, 6903 {Urotollitropin {(F5H) 75 TU/mi). PIC/S GMP [18-2289 Swiss Agency for
va kiém tra chat [Lugano, Switzerland ® Therapeutic Products
lwgng: IBSA 8 (Swissmedic)
Institut pa
S~
Biochimique S.A., 9 o
2
Co s& san xuat, Via Martiri di Cefalonia, 2- EU-GMP [IT/24- o § Italian Medicines
ddng géiso cdp [26900 Lodi (LO), Italia 1/H/2018 § § Agency (AIFA)
dung méi: IBSA =
o
Farmaceutici >
Italia Srl ~
Co s& dong goi Via del Piano - 6915 PIC/S GMP [18-2298 Swiss Agency for
thir cdp b san Pambio Noranco (Lugano) pat Therapeutic Products
pham: IBSA - Switzerland 8 (Swissmedic)
. -
Institut <
Biochimique S.A., a
71 |[SA Alcon- Rijksweg 14, Puurs, 2870 |* Thudc vd trung: ThuSc san xuét vo trung: dang bao ché ban EU GMP |BE/GMP/20 o N Federal Agency for 1
Couvreur NV (hodc B-2870), Belgium ran; thudc nho mat (dung dich, hdn dich) (Bao gom ca 18/132 S S [Medicines and Health
Prostaglandin). g a Products (FAMHP),
S & [Belgium
— o
72 |Lek Verovskova ulica 57, 1526 |* San pham: EU-GMP [401- o Agency for Medicinal 1
Pharmaceuticals [Ljubljana, Slovenia + Vién nén bao phim Kineptia 1g (Levetiracetam 1000mg); 25/2017-5 § Products and Medical
dd + Vién nén bao phim Kineptia 250mg (Levetiracetam 250mg); g Devices of the Republic
(Co s& san xuat) + Vién nén bao phim Kineptia 500mg (Levetiracetam 500mg); F of Slovenia (JAZMP)
+ Vién nén bao phim Kineptia 750mg (Levetiracetam 750mg); ~ g
Lek Trimlini 2D, Lendava, EU-GMP |401-8/2018- |Agency for Medicinal
Pharmaceuticals (9220, Slovenia 4 o E Products and Medical
dd § QX [Devices of the Republic
(Co sé& dong goi ~ of Slovenia (JAZMP)
~ . . o
cap 1, dong goi §
cip 2 va xuit
xuong)
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73 |Baxter Oncology |Baxter Oncology GmbH * Thudc vé trung (chira hormon, chat doc té bao, chat rc ché | EU-GMP |DE_NW_02_ Co quan tham quyén 1
GmbH KantstraPe 2 mién dich): GMP_2018_ Dirc
33790 Halle/ Westfalen + Thu6c san xuat vo trung: thudc déng khd; dung dich thé 0022 i <
Germany tich nho; thudc dang ran va cay ghép. 8 8
(*Cach ghi khac: + Thudc tiét trung cudi: dung dich thé tich nhé. 3 3
Kantstrasse 2 * Thudc sinh hoc: san phadm cdng nghé sinh hoc; san phdm cé 8 s
D-33790 Halle, Germany) |ngudn géc tir ngwdi hodc dong vat (hormon duwoc tach tir
nudc tiéu ngudi).
74 |AstraZeneca 224 avenue de la * Thuéc khdng vo trung: Dang bao ché c6 ap luc (bao gbm ca EU-GMP |2019/HPF/F o) — |French National Agency 1
Dunkerque Dordogne, Dunkerque, hdn dich nén ap lyc dung dé hit) R/034 § § for Medicine and Health
Production 59640, France g E Products Safety (ANSM)
s | 5
N o
75 |Dr. Reddy's Survey No. 42,45 & 46, |* ThuSc khdng vd trung: Vién nén; vién nang cling; thudc cém. | EU GMP |DE_BY 04_ Co quan tham quyén 2
Laboratories Ltd. - |Bachupally Village, GMP_2018_| & < |Puc
FTO Unit 2 Bachupally Mandal 0131 8 8
Medchal Malkajgiri E §
District, Telangana State, 5 p
India
76 [Natco Pharma Pharma division Unit IV, |* Thu8c khéng vé trung: Vién nén. EU GMP |71433/12-7- o — |National Organization 2
Limited Kothur, Mahaboob Nagar 2018 § § for Medicines (EOF),
District, Telangana, o = |Greece
509228, India 3 S
~ o
77 |M/s. Natco M/s. Natco Pharma * Thuéc vé trung: EU GMP |DE_HH_01_ Co quan tham quyén 2
Pharma (Pharma- |(Pharma-Division), + Thudc san xuat vo trung: thudc déng khé Bendamustin GMP- N Q |Puc
Division) Limited [Kothur, Rangareddy 25mg, 100mg déng lo. 2017_1003 8 8
District, 509228 * ThuBc khdng vo truing: Vién nang cirng Lenalidomide 2,5mg, § §
Telangana, India 5mg, 7,5mg, 10mg, 15mg, 20mg, 25mg; vién nén bao phim 4 =t
Imatinib 100mg, 400mg.
78 [Mega 384 Soi 6, Bangpoo * ThuBc khdng vo trung: Vién nang mém. PIC/S GMP (1-2-07-17- Food and Drug 2
Lifesciences Industrial Estate, Pattana 19-00009 Administration (Thai
Public Company |3 road, Moo 4, Phraeksa, FDA), Thailand
Limited Mueang, Samutprakarn
10280, Thailand g §
< N
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515/1 Soi 8, Bangpoo * Thudc khdng vé trung: Vién nang cirng; vién nang mém; § §
Industrial Estate, Pattana |thudc bot; vién nén. 3 3
3 road, Moo 4, Phraeksa,
Mueang, Samutprakarn
10280, Thailand
79 [Teikoku Seiyaku [567 Sanbonmatsu, * San pham: Lignopad® Medicated Plaster 5% (Miéng dan PIC/S GMP [MCEL17004 Health Sciences 2
Co., Ltd. Higashikagawa, Kagawa Lignopad (Lidocain 0,7g (5%kl/kl)) 66 Authority (HSA),
(Co sdsan xudt  |769-2695, Japan Singapore
va déng goi) ~ o
- —
< <
Zuellig Pharma 15 Changi North way, #01- PIC/S GMP ~ ~
Specialty Solution |02, #02-02, #02-10, 3 <
Group Pte. Ltd. Singapore 498770 e e
(Co sé& dong goi,
dan nhan)
80 [Lindopharm Lindopharm GmbH * ThuBc khdng vo trung: Vién nén (bao gdbm vién nén chira EU-GMP [DE_NW_03_| o < [Coquan thdm quyén 1
GmbH Neustrasse (hodc chét ¢ hoat tinh hormon); thuéc bét; thudc cém. GMP_2018_ 8 8 Purc
Neustrabe) 82 40721 0038 i o
Hilden, Germany E E
81 |Esseti Via Campobello, 15- * ThuBc vé trung: EU-GMP |IT/40- o o |ltalian Medicines 1
Farmaceutici S.R.L {00071 (hodc 15-00040) + Thudc san xuat vo trung: Dung dich thé tich nhé (chira 1/H/2018 § § Agency (AIFA)
Pomezia (RM), Italia corticosteroid va san pham chiét tir dong vat); thudc bét P~ S
(chra khang sinh nhém cephalosporin). g S
+ Thudc tiét trung cudi: Dung dich thé tich nhé e o
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