PHU LUC 3: DANH SACH HO SO’ PE NGHI PANH GIA PAP 'NG GMP CUA CAC CO' SO’ SAN XUAT THUOC, NGUYEN LIEU LAM THUOC
CAN BO SUNG GIAI TRINH

bot 10
( Theo céng van s6 15966/QLD-CL ngay 16/10/2020 cia Cuc Quan ly Duwoc)
TEN CO’ SO’ SAN - GIAY CH. | NGAY - DN BE NGHI A N S N
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
1 [Laboratorio Pablo [Carhue 1096, Ciudad 2019/175- National Administration [Céngty CP DP  |B& sung:
Cassara S.R.L. Autonoma de Buenos INAME-33 o |of Drugs, Foods and Duy Tan + Béo cdo ra soét chat lugng dinh ky d8i véi cdc san pham v trung: thudc ddng kho, thudc phun
Aires, Argentine Republic S |Medical Devices mu, thudc ban ran.
N . ] . X s . . . LR
& |(ANMAT), Argentina + Cac phu luc I-VIII theo hudng dan cta PICS-GMP, bao gom ca danh muc thiét bi, so do to chtrc,
3 5o d6 hé théng nwdc va cac so d6 ki thuat nha xwdng in mau rd rang trén khé gidy phu hop.
o
2 |Hospira Australia |Dja chi san xuét: 1-5, 7-23 |MI-2020-LI- Therapeutic Goods Pfizer (Thailand) |* Céng ty d& nghi cdng b6 thudc ddc/kim té bao, tuy nhién Gidy chirng nhan GMP khéng c¢é pham
Pty Ltd and 25-39 Lexia Place, 02722-1 Administration (TGA), Ltd., tai Viét vi thudc doc té bao.
Mulgrave Vic 3170, Q |Australia Nam * B8 sung:
Australia. 8 - Layout cac tda nha san xuat, bao gdm: cap sach, dwong di con ngudi, nguyén liéu...
Dia chi bdo quan: 2-10 EI'; - Quy dinh ctia QAL dwoc Uc vé viéc néu khdng ghi "khdng bao gdm doc t& bao" thi hidu la cd
Lexia Place Mulgrave Vic 3 bao gbém;
3170, Australia. - Bao cdo thanh tra clia CQQL Duoc Uc tuong ng véi GCN GMP va CPP thuéc ddc/kim té bao dé
lam ro.
3 |Contract 20-22 Long Street, MI-2018-LI- o Therapeutic Goods VPDD Contract |B6 sung CPP clia céc san pham thudc dang ran dwoc hop phéap héa 1anh sw va cong chirng theo
manufacturing & [Smithfield NSW, 2164, 04661-1 S |Administration (TGA), manufacturing &|quy dinh.
[o\]
Packgaking Australia & |Australia Packgaking
Services Pty Ltd 3 Services Pty Ltd
- tai Tp HCM
4 |Aristopharma Ltd. |Plot 14-22, Road #11 & [DA/6- o [Ministry of Health & Aristopharma |- Gidi trinh vé viéc san xuat cac sdn pham Penicillin cé trong danh sach san pham néu tai SMF.
12, Shampur-Kadamtali 34/96/8197 S |Family Welfare Ltd., - B6 sung cac ban v& layout in rd rang.
[o\] 5, 2 ~, 4, 2 R ~ cn N 7. N N
I/A, Dhaka-1204, o |Bangladesh - Gidi trinh vé viéc sdn xuat cac san pham thudc tiém bén véi nhiét d6 (VD: WFI, NaCl 0,9%,
i S v
Bangladesh b Lidocain,...) bang phuwong phap san xuat vo trung.
o~
5 |UCB Pharma SA Chemin du Foriest, Braine- [BE/GMP/20 Federal Agency for - Giai trinh céch ghi dia chi co s& san xuat khac nhau gitta GMP va SMF.
I'Alleud, 1420, (B3), 16/100 Medicines and Health - B6 sung Gidy chirng nhan GMP cap nhat con hiéu luc.
Belgium ~  |Products (FAMHP), - B& sung Ho so téng th& nha méy bao gdm day du cac phuy luc theo huéng dan cia WHO-
S |Belgium GMP/PICs-GMP/EU-GMP dugc in trén khé gidy dl I6n dé cé thé doc rd cac so d6 ngdn ngit trinh
o~ N ¢ g > ~, N 2, 1 N Y
ey bay bang Tiéng Anh/ Tiéng Viét (Danh muc cac nha san xuat va co s& kiém nghiém theo hop doéng;
g So db té chirc; Cac ban v& khu vire sdn xuat bao gdm chénh 4p, cip sach, dwong di cla nguyén liéu
—

va dudng di cla nhan vién; BAn md ta téng quét qua trinh san xuat ca mdi dang bao ché; Ban vé
mé ta hé théng x(r ly nuéc; Danh muc cac thiét bj san xuit va kiém nghiém chinh).
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6 |Belarusian-Dutch |124-3, Leninskaya Street, |051/2017/G BO Y t& nudc cong hda  [Belarusian- BS sung day dd cac phu luc cia SMF theo mau clia EU/ PICS/ WHO.
Joint Venture Nesvizh, Minsk Region, MP ™ |Belarus Dutch Joint
"Pharmland" 222603, Republic of 3. Venture
Limited Liability  |Belarus 8 Pharmland LLC
Company S
7 |Foreign * S3n xuat: Minsk region, |063/2018/G Ministry of Health of the [Congty TNHH |- B6 sung So d6 nha xwéng ban in rd rang thé hién tirng khu virc san xuit (tén phong, cap sach,
Manufacturing Nesvizh, Leninskaya str., [MP Republic of Belarus MTV chénh 4p...); So d6 hé théng x{ ly nwdc; Danh muc day du cac thiét bj san xuat va kiém nghiém.
Unitary Enterprise |124/2-1, 124/2-3, « Vimepharco - Gidi trinh/b6 sung tai liéu 1am r& pham vi chirng nhan 13 vién nang cirng.
"Med-interplast" [Republic of Belarus; 3.
* Kiém nghiém: Minsk, S.
Inzhenernaya str., 18-3, Q
Republic of Belarus
8 |Pharmascience 6111, Avenue 100241-A Health Products VPDD Cong ty * B8 sung:
INC Royalmount, Suite 100, Compliance Directorate, |Pharmascience |- So d6 cac khu virc san xuat (so d6 cac phong san xuat, phan vung cap sach, chénh ap, duong di).
Montreal, Quebec, @ |Canada tai TP. H6 Chi - So d6 hé théng x{ ly nwdc;
Canada, H4P 2T4 8 Minh - Danh muc thiét bj san xu3t, kiém nghiém (ban dich thdng tin ghi chu sang ti€ng Viét/tiéngAnh).
°o? * Giai trinh: muc 1.2.3 trong SMF ghi cé san xuat thudc ddc té bao; tuy nhién, muc 6.1.1 ghi khéng
3 san xuat hormon hodc thuéc doc té bao.
9 |Ferring Chemin de la 19-1017 o |Swiss Agency for VPDD Ferring B6 sung xac nhan cla co quan cé thdm quyén hodc cung cap CPP ban chirng thwc, dwoc HPHLS vé
International Vergognausaz 50, 1162 St- § Therapeutic Products Pte Ltd. cach ghi dia chi khac nhau | tai mot dia diém vj tri cla co s& san xuét.
Center S.A Prex, Switzerland é (Swissmedic)
Q
10 |IBSA Institut Via al Ponte 13, Lugano, [18-2289 © Swiss Agency for Cong ty TNHH BS sung ddi véi thudc ban ran vo trung:
Biochemique SA  |6903, Switzerland S |Therapeutic Products duoc pham Viét [+ Cac CPP duoc hop phap hda lanh sy theo quy dinh d& 1am rd cac dang bao ché ban ran v trung.
g (Swissmedic) Phap + Cac bdo cdo ra soat chat lwong doi véi cac dang bao ché ban ran vo trung twong ng.
)
11 |Max Zeller S6hne |Seeblickstrasse 4, 8590 18-0959 o |Swiss Agency for Cong ty TNHH B6 sung:
AG Romanshorn, Switzerland § Therapeutic Products DP Viét Phap - Gidy chirng nhan GMP do Thuy ST cap theo mau clia EU dé lam rd cac dang bao ché rin, Idng, ban
8' (Swissmedic) ran dwoc chirng nhan.
E'; - Céac phu luc 6, 7, 9 ctia SMF dwoc in rd rang hodc ban mém.
12 |Laboratorios Av. Carrascal No. 5670, 0504/19 National Drug Agency VPHD tai HN - Gidy GMP s8 0089/20 la ban dién t&r dwoc cdp méi, chwa dugc HPHLS, c6 pham vi chiérng nhan
Recalcine S.A Quinta Normal, Santiago, Department of the Public|Abbott khac véi gidy GMP d3 duoc cip. Dé nghi bd sung gidy chirng nhan GMP duwoc sao chirng thuc theo
Chile Health Institute of Chile [Laboratories quy dinh (hop phédp héa lanh sy, cong chirng ...) va gidi trinh vé pham vi chirng nhan khéng théng
(Singapore) nhat vdi gidy GMP d3 duoc cap vé thudc bét, dung dich.
Private Ltd. - B6 sung Bao cdo thanh tra twong (rng vai gidy chirng nhan GMP.
Danh séach co s& can bd sung, giai trinh Trang2/15 Pot 10



Jining, Shandong Province,
China)
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13 [Shaanxi Buchang [Weiyang Xi Luxi extension |[SN20190346| 4 [Chinese Food and Drug [Congty TNHHY |B& sung SMF va céc ho so lién quan cé ban scan clia nha mdy hodc diu xac nhan cla nha may. bé
Pharmaceutical of Section 123, Xianyang § Administration duoc phdm nghi nha mdy san xuat cung cap truc tiép hd so qua email quanlychatluongthuoc.qld@moh.gov.vn
Co., Ltd City; China g' Phuong Bong hodc chuyén phat nhanh qua dwdng buu dién.
9
14 |Anhui BBCA Likang|High & New Technology |AH20150265 Chinese Food and Drug |Sinobright - BS sung Gidy chirng nhan GMP cap nhat (néu cd). B6 sung bao cdo thanh tra GMP tuwong rng véi
Pharmaceutical Industries Development Administration Pharma Co., Ltd |gidy GMP theo ding qui dinh.
Co., Ltd Zone, Benghu City, China - BS sung H6 so téng thé nha mdy cap nhat méi nhat ban cé xac nhan cla nha san xuat bao gébm
d3ay da cac phu luc theo hwdng dan cla WHO-GMP/PICs-GMP/EU-GMP duogc in trén khd gidy da
n I&n dé cé thé doc rd cac so d6 ngdn ngit trinh bay bang Tiéng Anh/ Tiéng Viét (Danh muc cac nha
3. san xuat va co s& kiém nghiém theo hop ddng; So d6 t6 chirc; Cac ban vé khu virc san xuat bao
g. gdm chénh &p, cap sach, dudng di clia nguyén liéu va dudng di cha nhan vién; Ban mo6 ta téng
iy quat qua trinh san xuat ctia moi dang bao ché&; Ban vé md ta hé thdng x{ Iy nudc; Danh muc cic
thiét bj san xuat va kiém nghiém chinh).
(Cac tai lidu b8 sung ngdn ngit trinh bay bang Tiéng Viét/ Tiéng Anh theo dung qui dinh)
15 [Wuhan Fuxing No. 9 Fuxing Road, China Food and Drug Coéngty TNHH  |B& sung day di ho so theo yéu cau tai Didu 98 Nghi dinh 54, trong dé:
Biological Hanchuan Economic Administration Dwgc pham Hiép|- B6 sung Gidy chirng nhan GMP va Bao cdo thanh tra cla Co quan quan Iy nwdc sé tai twong &ng
Pharmaceutical Development Zone, Hubei Thudn Thanh V@i Gidy chirng nhan GMP.
Co. ,Ltd Province, P.R.China - B& sung SMF day du cac phu luc theo hwéng dan clla WHO-GMP/PICs-GMP/EU-GMP, trong d6:
+ S0 d6 nha xudng ban in rd rang thé hién tirng khu vurc sdn xuat (tén phong, cap sach, chénh ap
)
+ Danh muc cac nha san xuat va co s& kiém nghiém theo hop dong.
+ S0 d6 hé théng xtr ly nuwdec.
+ Danh muc cac thiét bj sdn xuat va kiém nghiém chinh.
- B6 sung bao cao ra soat chat lwgng san pham thudc vé trung (01 san pham dai dién/mét day
chuyén) (trong SMF c6 thé hién viéc san xuat san pham vé trung).
16 |Cisen Tongji Tech Industry SD20170546 Shandong-Food and Céng ty IL-Yang |B& sung:
Pharmaceutical Garden, Jining High & New Drug Administration, Pharm Co., Ltd |- SMF c6 théng tin téng thé cla cla toan bd nha may; day du cac khu vuc san xuat; layout clia
Co., Ltd Technology Industries China toan bd nha may va layout cu thé cla tirng workshop (ban in rd rang), tinh trang GMP twong trng
Development Zone, Chinald véi cdc workshop va danh muc cac dot kiém tra GMP clia Co quan quan ly dwoc cé tham quyén
(céch ghi khac: Tongji Tech ~ d8i v&i tat ca cac workshop dé cé cdn clr danh gia ho so.
Industry Garden, Jining 3 - Ban sao gidy chirng nhan GMP tai hd so nay cé cling s8 chirng thue, ngay chirng thuc, quyén, Van
High & New Technology ﬁ phong cdng chirng véi ban sao gidy chirng nhan GMP khac tai ho so khéc (cung nha san xuét), yéu
Ind. Development Zone, ; cau gidi trinh va cung cip ban gbc gidy chirng nhan GMP dé dai chiéu.

Danh séach co s& can bd sung, giai trinh

Trang 3/ 15

bot 10




TEN CO’' SO’ SAN , GIAY CH. | NGAY ~ DN PE NGHI A A O ~ P N
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO * NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
17 |Cisen 1. Tongji Tech Industry SD20180780 Shandong-Food and Céng ty Harbin |B& sung:
Pharmaceutical garden, Jining High & New Drug Administration, Pharmaceutical |- SMF c6 théng tin téng thé cla cla toan bd nha may; day dd cac khu vuc san xuat; layout cla
Co., Ltd Technology Industries China Group Co., Lt toan bd nha may va layout cu thé cla tirng workshop (ban in ré rang), tinh trang GMP tuong (rng
Development Zone, China.B o General Pharm |v&i cdc workshop va danh muc cac dot kiém tra GMP cla Co quan quan ly dugc cé tham quyén
2. Hai Chuan road, Jining s Factory dé&i véi tat ca cac workshop dé cé can clr danh gid ho so.
High & New Technology S - Ban sao gidy chirng nhan GMP tai hd so nay cé cling s6 chirng thyc, ngay chirng thuc, quyén, Van
Industries Development :'-, phong cdng chirng véi ban sao gidy chirng nhan GMP khac tai ho so khéc (cung nha san xuét), yéu
Zone, China. © cAu giai trinh va cung cip ban goc gidy chirng nhan GMP dé déi chiéu.
18 |Qilu Tianhe No. 849 Dongjia Town, SD20170604 Shandong Food and Drug|Céng ty cd phan |B& sung:
Pharmaceutical. |Licheng District, Jinan City, Administration, China TM Ha Lan - Bdo cdo thanh tra gan nhat clia co quan quan ly twong &ng vdi gidy GMP
Co,. Ltd China ~ - B& sung SMF day du cac phu luc theo hwéng dan clla WHO-GMP/PICs-GMP/EU-GMP, trong d6:
g + S0 d6 nha xudng ban in rd rang thé hién tirng khu viurc sdn xuat (tén phong, cap sach, chénh ap
a ).
S': + Danh muc cac nha san xuat va co s& kiém nghiém theo hop déng .
e + S0 d6 hé théng x{ ly nwéc.
+ Danh muc cac thiét bj sdn xuat va kiém nghiém chinh.
19 ([Youcare No. 11, KeChuang Seven |CN20150140 China Food and Drug Kwanstar Co., B6 sung:
Pharmaceutical Street, Beijing Econmic & " Administration Ltd - Bdo cdo thanh tra gan nhat clia co quan quan ly twong (ng vai gidy GMP
Group Co., Ltd Technological s - B& sung SMF day dt cac phu luc theo hudng dan cia WHO-GMP/PICs-GMP/EU-GMP, trong dé
Development Area, c‘\'i cac So d6 nha xwéng ban in ré rang thé hién tirng khu virc san xuat (tén phong, cap sach, chénh ap
Beijing, China 3 ...) ¢6 ghi chu bang tiéng Anh/Viét, c6 Ngay ban hanh/ cé hiéu luc clia SMF, ¢6 chit ky clia Nguoi
~ chiu trach nhiém chuyén mon.
- B6 sung bao cdo chat lwvgng dinh ky d6i v&i san pham dang ky (thuéc Namcefu)
20 |Shanghai Chemo |1098, Yuegong Road, SH20190007 National Medical Céng ty CP XNK |B& sung:
Wanbang Jinshan Industrial Zone, Products Administration, |Y t€ Domesco |- Toan bd cac ban vé (so d6 cap sach, so d6 chénh &p, so d6 dudng di ngudi, nguyén liéu, so d6
Biopharma Co., Shanghai, China China mat bang b tri thiét bi) cla khu vire sn xuat sinh pham, khu vire trung tdm can, khu vire sdn xuat
LTD ddc té bao, khu vire QC, khu vire ddng vat thi nghiém; cac ban vé dwoc in rd rang hodc ban mém.
Q - Ban v& so d6 nguyén ly hé thdng x{r ly va phan phdi nuéc cho san xuat dwoc pham (Appendix 10)
S. dugc in rd rang hodc ban mém.
S - Lru @6 quy trinh san xu3t cla tirng dang bao ché (san pham déc t& bao), cla tirng san pham
3 (sinh pham).

- B4o cdo ra soat chat lvong dinh ky clia 01 sdn pham thudc bot ddng khé pha tiém déc té bao va
clia 01 san pham thudc tiém Erythropoietin ngudi tai t& hop.
- Danh muc dot thanh tra GMP trong 3 ndm gan day.
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21 ([Panpharma GmbH [BunsenstraBe (hoac DE_SH_01_ Co quan thdm quyén Céng ty CP dugc |BS sung gidy chirng nhan GMP cap nhat, dugc sao chirng thyc theo quy dinh.
(* Tén cii: Bunsenstrasse) 4, 22946  (GMP_2019_| _  [Drc (State Social phdm Vipharco
Rotexmedica Trittau, Germany 0040 S |Services Agency
(o]
GmbH < |Schleswig-Holstein)
i
Arzneimittelwerk) g
22 [ltalfarmaco, S.A  [C/ San Rafael, 3, Pol. Ind, |ES/003HVI/1 o |Agency for Medicines Céng ty Hyphens|B& sung Phu luc 6 - SMF: ban v& khu virc san xuat; bdn md ta téng quat qud trinh san xuat dang
Alcobendas, Alcobendas, |8 § and Health Products Pharma Pte Ltd [bao ché.
28108 Madrid, Spain 8' (AEMPS), Spain
©
—
23 |PrasfarmaSL C/ Sant Joan, 11-15 08560 |NCF/1739/0 ~  |Ministry of Health of Coéngty TNHH  |B& sung céc so do ki thuat in rd rang trén khé gidy phu hop cla khu vire sdn xuat thudc déc té bao
Manlleu (Barcelona), Spain|01/CAT S |Goverment of Catalonia, [Xuc tién thuong |va thuéc chira hormon sinh duc.
[o\] °
<& |Spain mai dugc pham
i 5
~ vadautu TV
—
24 |SANOFI PASTEUR |1541 avenue Marcel 2019/HPF/F French Health Products [VPDD Sanofi B6 sung gidy chirng nhan GMP cip nhat duoc sao chirng thyc theo quy dinh.
Mérieux, Marcy L'Etoile, |R/123 Safety Agency (AFSSAPS) |Pasteur tai HCM
69280, France
(Céch ghi khac: 1541 o
avenue Marcel Mérieux, a
[o\]
Marcy L'Etoile 69280, <
France / 1541 avenue 3
Marcel Mérieux, 69280 -
Marcy L'Etoile, France)
25 |Glaxo Operations |North Lonsdale Road, UK APl 4 ~ [Medicines and Pfizer (Thailand) |- Giai trinh 1am r& Unit 11 va Unit 14 san xu4t cac san pham nao.
UK Ltd Trading as |Ulverston, LA12 9DR, Insp GMP S |Healthcare Products Ltd., tai Viét - B6 sung ban v& toan bd cac khu vurc sdn xut bao gdm chénh 4p, cap sach, dudng di cla nguyén
o~ N
Glaxo Wellcone United Kingdom 4/15697 - ~ |Regulatory Agency Nam liéu va dudng di cia nhan vién ban in rd, ghi chd bang tiéng Anh/ Viét,
Operations 0019 g (MHRA), United Kingdom
26 |Uni-Pharma Kleon |14th km National Road 1, [122391/16- o |National Organization for|Cong ty TNHH  |Gidy GMP d3 hét han tai thoi diém ndp hd so, d@ nghi bé sung gidy chirng nhan GMP cap nhat,
Tsetis Building A and Building B, |10-2019 bis § Medicines (EOF), Greece |dugc Tam Dan |[duoc sao chirng thyre theo quy dinh (hop phdp hda lanh sy, cong chirng...).
Pharmaceutical Kato Kifisia Attiki, 14564, g
Laboratories SA Greece m'
27 |Reliance Life Dhirubhai Ambani Life UK GMP Medicines and Mi Pharma B6 sung bao céo ra sodt chat lwgng dinh ky d&i v&i tirng dang bao ché vé trung du kién Iuu hanh &
Sciences Pvt.Ltd  |Science Centre (DALC), 41432 Insp <] Healthcare Products Private Limited [Viét Nam.
(Plant 6) Thane, Belapur Road, GMP 3. Regulatory Agency
Rabale, Navi Mumbai, 41432/6618 3. (MHRA), United Kingdom
Maharashtra, IN-400701, [812-0005 8
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Village,Bachupally Mandal,
Medchal-Malkajgiri
district, Talangana State,
India)
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28 |Reliance Life Dhirubhai Ambani Life NEW-WHO- FDA Maharashtra, India [Mi Pharma BG sung bao cdo ra soat chat lwgng dinh ky d6i vai tirng dang bao ché vo trung du kién lvu hanh &
Sciences Pvt.Ltd  [Sciences Centre (DALC), GMP/CERT/ Private Limited |Viét Nam.
(Plant 6) Plant 3, 5, 6 Plot No. R- KD/91940/2 I
282, Thane Belapur Road, [020/11/325 3.
Rabale, Thane 400701 |02 )
Maharashtra State, India 3
29 [Cosmas Research [Village Gaunspura, 2016/11234 Food & Drugs APC * B sung
Lab Ltd. Bhattain Road, Hambran, Administration, Punjab |Pharmaceuticals [ + Bdo cdo thanh tra GMP dgt gan nhat
District Ludhiana, Punjab, ©  [(India) and Chemical + Gidy chirng nhan GMP dwoc Hop phap hda l3nh sy, cdng chirng day dd tinh phap ly.
India S Limited * Gidi trinh:
Sﬁ + Bao cdo chat lwong san phdm hang ndm: khong 1y mau theo ddi 6n dinh;
5 + Site master File: Gidy phép SX va SMF ko nhac dén ngudi chiu trach nhiém chuyén mon va
xuat xuwédng.
30 |Zota Healthcare |Plot No 169, Surat Special (20021858 Food & Drugs Control Zota Healthcare |B6 sung bdo cdo thanh tra GMP dot ngay 16-17/09/2019 cé dau xdc nhan céng ty va photo cong
Ltd Economic Zone, Near S  |Administration Gujarat [Limited chirng hodc duoc glri truc tiép tir co s& san xuat qua email d& hoan thién ho so.
Sachin Railway Station, 8 State, India
Sachin, city: Surat, Dist: 8.
Surat, Gujarat State, India =
31 |Aurobindo Survey Number 314, 13178/A3/2 Drugs Control Coéng ty B6 sung ban Bao cdo ra soat chat lwong san phdm hang ndm véi dang "thudc vo trung: thudc déng
Pharma Limited Bachubally (Village), 017 Administration Aurobindo kho".
Unit XII Quthubullapur (Mandal), Government of Pharma Limited
R.R. District, Hyderabad, Telangana, India
Talangana State, 500 090, *
Indial S
(Cach viét khac:Survey No. $
314, Bachubally Q
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32 |Aurobindo Survey Number 314, 000308/06.0 Finnish Medicines céngty B6 sung ban Bao cdo ra soat chat lwong san phdm hang ndm véi dang "thudc vo trung: thudc dong
Pharma Limited Bachubally (Village), 8.02.00/201 Agency (FIMEA) Aurobindo kho".
Unit XII Quthubullapur (Mandal), (7 Pharma Limited
R.R. District, Hyderabad,
Talangana State, 500 090, «
Indial? S
(C4ch viét khac: Survey 8
No. 314, Bachubally 3
Village,Bachupally Mandal,
Medchal-Malkajgiri
district, Talangana State,
India)
33 |Innova Captab 81-B, EPIP, Phase-l, HFW-H State Drugs Controller, |Cong ty CP dugc |- B6 sung Bdo céo thanh tra GMP tuong (ng véi gidy GMP.
Jharmajri, Baddi, Distt. [Drug] ®  [Controlling cum pham Viét An - B6 sung Danh muc dot thanh tra GMP trong 3 ndm gan day cla co quan quan ly duoc.
Solan [H.P], India 162/09 8 Licensing Authority, - B6 sung So d6 nha xwdng ban in rd rang thé hién tirng khu virc san xuat (tén phong, cap sach,
:. Baddi, Distt. Solan [H.P] chénh ap...).
& 173205, India
34 |M/s Cipla Ltd Plot No. L-139 to L-146, 721/MFG/W Food & Drug Admn, VPBD B& sung Bao cdo thanh tra GMP dot kiém tra 08-11/07/2019 clia co quan quan Iy dwoc An Do dé
Verna Industrial Estate, HO- Bambolim Goa, India Boehringer |am rd pham vi kiém tra va cdp GCN d8i véi cu thé cac Unit ndo va dang bao ché cla tirng Unit. Do:
Verna-Goa, India GMP/DFDA/ o Ingelheim + Gidy chirng nhan GMP cla An D6, khéng ghi rd Unit.
2019/3298 a + Theo danh sach cac dot kiém tra: Dot kiém tra 08-11/7/2019 dé cap GCN la cho Unit Ill, IV — tuy
2 nhién pham vi chirng nhan c¢é cac dang bao ch& ndm ngoai pham vi ctia Unit 111, Unit IV.
: + Khdng cd bdo cdo thanh tra dot 08-11/7/2019, chi c6 bdo cdo thanh tra ké trudc 29-
© 30/05/2017, pham vi cho Unit I, 11, Ill, IX.
35 |Cipla Ltd.B Verna Industrial Estate, DE_RP_01_ o |Coquanthidm quyén VPBD B6 sung: Gidy chirng nhan GMP dugc Hop phap hda I3nh sy day du tinh phap Iy.
(Unit 1l & 1V) 403 722 Goa, Verna GMP_2020_ § buc Boehringer
Salcette, India 0024 8' Ingelheim
-
36 |Bal Pharma No.21 & 22, Bommasandra|No.DCD/CR- Drugs Control MI Pharma D& nghi cong ty b6 sung cac phan con thidu trong Site Master File theo hudng dan cia WHO-GMP
Limited Indutrial Area, Bangalore - |1575/SPL.CL.; o Department, Private Limited |hodc PIC/s — GMP:
560099, India 1/18-19 S |Government of 1) So db téng thé nha may day chuyén san xuat, 16i di clia ngudi va nguyén vat liéu, vung phan cap
GSC No: ﬁ Karnataka, India sach, chénh 4p va nha kho (In & khé gidy to dé cé thé doc r& rang).
15616 r:;) 2) Bao cdo thanh tra GMP do co quan cé thadm quyén clia nwdc s& tai cung cip va cé HPHLS cla
nuwdc sd tai.
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37 |Umedica Plot No. 221, G.I.D.C. Vapi, |1708280 Gujarat Food and Drug  |Sweta Pharma |- B sung cac phan con thiéu trong Site Master File theo hudng dan cla WHO-GMP hoéc PIC/s-
Laboratories PVT. |City: Vapi-396 195, Dist: Control Administration, |Private Ltd GMP:
LTD. Valsad, Gujarat State, India + So d6 day chuyén san xuat thudc vién nén (Ground floor of Block A), nha kho (Ground floor of
India ~ Block B), so d6 chénh &p va vung phan cip sach, so d® md ta hé théng x{ ly khong khi.
8 + Danh muc céc hinh thirc kiEm nghiém dwoc tién hanh bai cac don vi hgp déng bén ngoai.
8 - B8 sung bao cdo thanh tra gan nhat twong tng gidy GMP clia co quan quan ly duoc An Do.
3
38 |Unitll, Cipla Unit I, Plot No 9 & 10, UK GMP Medicines and Cipla Ltd, Tai don dang ky Cong ty dé nghj cdng bé cho co s& san xuat “Unit IV, Cipla Limited, Indore Sez”,
Limited, Indore Indore Special Economic |14694/1638 @ [Healthcare Products tuy nhién Gidy chirng nhan tai H6 so do Co quan quan ly dugc Anh (Medicines and Healthcare
Sez Zone, Phase Il, Pithampur, [7087-0003 8 Regulatory Agency Products Regulatory Agency - MHRA) va Co’ quan quan Iy dwoc An D8 cip cho dia chi san xut tai
District Dhar, Madhya (HT‘ (MHRA), United Kingdom Unit 2; cdn SMF (Version No: 16) va Bao cdo chat lwgng san pham Dolutegravir Tablet 50mg thi
Pradesh, IN-454 775, 3 duwoc san xuat tai Unit 4.
India.
39 |UnitIll, Cipla Unit Ill, Plot No 9 & 10, UK GMP Medicines and Cipla Ltd, Céng ty ndp Gidy chirng nhan do Co quan quan ly dugc Anh (Medicines and Healthcare Products
Limited, Indore Indore Special Economic |14694/1638 @ [Healthcare Products Regulatory Agency - MHRA) cap, kém theo SMF (Version No: 16) va Bdo cdo ra soat chat lwong san
Sez Zone, Phase Il, Pithampur, [7104-0003 8 Regulatory Agency pham hang ndm clia sdn pham thudc xjt miii Beclomethasone Dipropionate Aqueous Nasal Spray
District Dhar, Madhya (HT‘ (MHRA), United Kingdom 0,1% W/V.
Pradesh, IN-454 775, 3 Cong ty chura cung cap gidi trinh theo yéu cau tai Cédng van 15536/QLD-CL ngay 28/09/2020; vi vay
India. chua cé cdn b6 dé xét cong bb ddi vdi dé nghi clia Cong ty tai ho so.
40 |S Kant Heathcare |Plot No. 1802-1805, 16101319 FDA Guajarat India * B8 sung gidi trinh cac ndi dung sau:
Limited G.1.D.C. Phase Ill,.VAPI- + GCN GMP khoéng thé hién nguyén tic GMP;
396195, Dist: Valsad, © + GCN GMP cua India d3 hét han 04/10/2018 truédc khi nép hoé so cdng bd (cé GCN GMP cla
Gujarat state India a Malta hét han 31/5/2020);
g + Pham vi thudc dang ky (kem boi ngoai da) khéng c6 trong GCN GMP ctia An dd nhung cé trong
b GCN GMP cla Malta cdp cho Nha may.
© * B sung bdo cdo thanh tra phu hop véi GCN GMP va c6 bao gdbm dang bao ché dang ky;
41 |Venus Remedies, |Hill Top Industrial Estate, [FI042/MH/0 National Authority of Céngty TNHH  |GMP 1a ban in trén Eudra do B Dao Nha c&p nhung hop phap héa I3nh sy tai An D6 13 chuwa phi
Limited Jharmajri, EPIP Phase-I 01/2017 IS4 Medicines and Health MTV An Phat hop
(Extn), Bhatoli Kalan, S. Products (INFARMED),
Baddi, Distt. Solan, 3. Portugal
Himachal Pradesh, 3
173205, India
42 [USV Private H-13, 16, 16A, 17, 18,19, |UK GMP Medicines and VPDD Ml B& sung bao cdo ra soat chat lwgng san pham vé trung déi véi thudc nhé mat.
Limited 20, 21 va E-22, OIDC, 24881 Insp <] Healthcare Products Pharma Private
Mahatma Gandhi Udyog |GMP 3. Regulatory Agency Limited tai Tp.
Nagar, Dabhel, Daman, IN-|24881/4167 S (MHRA), United Kingdom |HCM
396210, India 2-0006 3
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43 |USV Private H-13, 16, 16A, 17, 18,19, |DCD/ D&D/ ° Medical & Health VPBD Ml BS sung bao cdo ra soat chat lwgng san pham vo trung ddi véi thudc nhd mat.
Limited 20, 21 va E-22, Mahatma [LA/ 2019 - S [service, Drugs Licensing [Pharma Private
(o]
Gandhi Udyog Nagar, 2020/826 < |Authority, UT of Daman |Limited tai Tp.
Dabhel, Daman, 396210, 2 &Diu, Daman, INDIA HCM
India o
44 |Centurion Plot No: G/5 & G/6, B.1.D.C|19011155 Food& Drug Control U Square 1. Gidi trinh viéc Gidy chirng nhan GMP thé hién 3 ngay thanh tra khac nhau, tuy nhién cong ty chi
Remedies Pvt. Ltd. |Gorwa., Vadodara - Administration, Gujarat |Lifescience Pvt. [cung cap ban théng bdo t6n tai cla co quan thanh tra lai ghi ngay 01/12/2018, trudc ngay thanh
390016, Gujarat State, o |State, India Ltd tra cudi (01/01/2019);
India. a 2. B8 sung Béo cdo thanh tra clia CQQL dugc cla 3 dot kiém tra (04-05/4/2018; 18/10/2018;
(o]
- 01/01/2019);
2 3. B6 sung Layout nha may thé hién r& cap sach va duong di con ngudi, nguyén liéu; va bao gbm
© ca pham vi thudc m& duing ngoai, thudc nudc udng;
4. Giai trinh viéc dia chi trén layout khéng khép vai dia chi trén SMF va Gidy chirng nhan GMP
(thém Plot F19, bt G6...).
45 |Denis Chem Lab  |Block 457, Village - 19101663 Food and Drug control  [Denis Chem Lab |B& sung:
Limited Chhatral, Tal-kalol, Dist, @ |Administration, Gujarat [Limited - Layout cac khu vire san xuat cé thé hién rd dudng di con ngudi, nguyén liéu, cap sach in trong
Gandhinagar - 382 729 8 state, India ban rd rang, chu thich bang tiéng Anh/Viét;
Gujarat State, India Sﬁ - Bdo cdo chat luvgng dinh ky ctia sdn pham v trung déi véi tirng dang bao ché vé trung.
N - B30 céo thanh tra ciia CQQL Duge An d6 twong (ng véi Gidy chirng nhan GMP.
46 |Ravian Life Science|Plot No. 34, Sector-8A, IIE, [17P/1/113/2| 4 |Office of the Drugs Cong ty TNHH B6 sung:
Pvt. Ltd. Sidcul, Haridwar 007/9078 § Controlling & Licensing |[TM DP Déng - Céc phu luc ciia SMF duoc in rd rang hodc bdn mém va ban sao Gidy phép san xuit clia co quan
Uttarakhand, India 3' Authority, Uttarakhand, |Phuwong quan ly nudc sé tai;
oo'\ India - Bdo cdo thanh tra GMP dot gan nhat cda co quan quan ly nuwdc sé tai.
47 |Cadila Plot No. 1389 Trasad road, 19111701 o |Coquan quan ly dugc An|Cadila B& sung bao cdo thanh tra clia nudc sé tai An Do tuong trng véi GCN GMP cta An D ndp trong hd
Pharmaceuticals |Dholka, Ahmedabad, IN § b6 (FDA Gandhinagar, Pharmaceuticals [so'.
Limited 382225, India :' Guijarat state, India) Limited
0
—
48 |[Cadila Plot No. 1389 Trasad road, |UK GMP © Medicines and Cadila B6 sung bao cao thanh tra clia nwéc s tai An Do tuwong ng vdi GCN GMP cla An Do ndp trong hd
Pharmaceuticals |Dholka, Ahmedabad, IN 20872 Insp s Healthcare Products Pharmaceuticals [so'.
o~
Limited 382225, India GMP W |Regulatory Agency Limited
20872/1401 | & |(MHRA), United Kingdom
3-0007 i
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49 |Cadila Healthcare |Kundaim Industrial Estate, [No.357/MFG Food & Drug Admn., VPDD Cadila 1. B& sung:
Limited Plot No. 203-213. /DFDA/WHOH Bambolim-Goa, India Healthcare - Ban in rd rang so d6 cac khu virc san xuat (so d6 cac phong san xuat, phan ving cap sach, chénh
Kundaim, Goa - 403115, |GMP/2019/ Limited tai TP H6|ap, duwong di); trong dd, sdp xép theo layout san xuat thudc thuong va layout san xuat thudc ung
India 57 Chi Minh thu.
- So d6 hé théng x{r ly nwéc ban in ré rang.
- Bdo cdo thanh tra tuong (rng véi gidy chirng nhan GMP d3 nop.
) - Bdo cdo ra soat chat lwgng sdn pham vé trung (dung dich tiém thé tich nho; dung dich tiém thé
3. tich 1&n va thudc bét pha tiém chira thudc doc té bao).
) 2. Gidi trinh:
b - Chi¥ ky va con d4u cla Bd ngoai giao An D6 trén GMP duoc xic nhan bdi cd Pai st quan Viét
Nam tai An D6 va T8ng Lanh sy quan An D6 tai Viét Nam, yéu cau gidi trinh Iy do ¢6 2 13n xac nhan
néu trén.
- Muc 3.2 trong SMF cé d@é cap viéc san xuat vién nén va thudc bot pha tiém (thudc doc té bao);
cac san pham khac tir Zydus Healthcare Ltd theo hinh thirc mugn gidy phép (Loan license). Dé nghi
lam rd viéc san xuat cac dang bao ché vién nén; thudc bot pha tiém (thudc doc té€ bao) trong pham
vi chirng nhan GMP |a theo hinh thic nao?
50 |Getwell 474, Udyog Vihar, Phase - |No.4/82- State Drugs Controller- |Céng ty TNHH 1. B8 sung gidy chirng nhan GMP cap nhat va bdo cdo thanh tra twong &ng.
Pharmaceuticals |V, Gurugram, Haryana, 1drug-I- @ [cum-Controlling & Larissa Pharma |2. B sung bdo cédo ra soét chat lwgng d&i véi 01 san pham cho tirng dang bao ché vé trung du
India 2019/7424 8 Licensing Authority, ki€n lwu hanh tai Viét Nam.
3 Food and Drugs
N Administration, Haryana,
India
51 [Meyer Organics 10 D, 2nd Phase, Peenya |DCD/SPL-CL- Drugs Control Cong ty TNHH B6 sung:
Pvt. Ltd Industrial Area, Bangalore -|I/CR-739/18- Department, Goverment |MTV ACE + Ban cong chirng gidy chirng nhdn GMP s& tai dugc hop phap hda Ianh sy va bdo cdo thanh tra
560 058, India 19 G.S.C. No. © of Karnataka, India tuong ng.
DD99-00000{ S + Céc so d6 ki thuat nha xudng in mau, rd rang trén khé gidy phu hop.
14475 :_.\" + Théng tin vé viéc thdm dinh quy trinh (Process Validation).
; + Thong tin vé viéc quan ly nguyén vat liéu va lwu trir bao quan (Material Management and
© Warehousing).
+ Danh muc céc céng ty hoat ddng hop dong.
52 |Nipro Pharma 428, Okanouchi, 2001 ~ |Ministry of Health, VPDD Cong ty d3 BS sung CPP do EMA c3p dé |am rd hoat chat va dang bao ché. Tuy nhién, chua cung
Corporation, Kagamiishi-machi lwase- § Labour and Welfare AstraZeneca cAp va Notifitation qua email theo néi dung giai trinh dé lam rd th&i han
Kagamiishi Plant  |gun, Fukushima 969-0401, é (MHLW), Japan Singapore Pte.
Japan ) Ltd
53 |Kolmar Pharma 93 Bio Valley 2-ro, Jecheon{2020-G1- o Daejeon Regional Office |Saint B6 sung:
Co., Ltd. si, Chungcheongbuk-do, 0009 S  |of Food & Drug Safety, |Corporation - Layout khu vire sdn xuét thudc siro (do pham vi san xuat trong SMF khdng bao gdm hoat déng
Republic of Korea :" Korea san xuat thudc siro).
g - Layout nha xwéng cé ghi chd bang tiéng Anh hodc tiéng Viét theo quy dinh (hién dang ghi cha

bang tiéng Han Qudc).
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54 |Kuyng Dong 224-3, Jeyakdaniji-ro, 2019-D1- Gyeongin Regional Office [Cong ty TNHH BS sung:
Pharm Co., Ltd Yanggam-myeon, 3087 of Food and Drug Safety, |[Dugc Phdm Nam|+ Bao cdo ra soat chat lugng dinh ky d6i vdi tirng dang bao ché vé trung (01 san pham déng khd
Hwaseong-si, Gyeonggi- Korea Han va 01 sdn pham thudc tiém) du kién dinh Iwu hanh tai Viét Nam.
do, Republic of Korea o + Site Master File clia nha xudng thudc tiém cung phu luc I-XIll theo huéng dan PIC/S-GMP, bao
3 gdm ca danh muc san pham thudc, danh muc thiét bi, so d6 ki thuat nha xwéng va so dd hé théng
2 nudc in mau, rd rang, trén khd gidy gidy phu hop.
: + Cac phu luc ctia nha xudng thudc udng dang ran va thudc chira khdng sinh nhém Cephalosporin
~ theo huwéng dan clia PIC/S-GMP, bao gdm ca danh muc san pham thudc, danh muc thiét bj, so 6
ki thuat nha xudng va so d6 hé théng nudc in mau, rd rang, tren khd gidy phu hop.
55 |Janssen Korea, Ltd |45 Jeyakgongdan 2-gil, 2020-D1- o |Gyeongin Regional Office|VPDD Janssen Giai trinh sy sai khac pham vi chirng nhan tai GCN GMP |3 siro, tuy nhién, tai ndi dung SMF, danh
Hyangnam-eup, Hwaseong{2068 § of Food and Drug Safety, |Cilag Ltd sach san pham, bao cdo thanh tra 13 hon dich udng.
si, Gyeonggi-do, Republic 3' Korea
of Korea. N
56 |MyungIn 361-12 Noha-gil, Paltan-  (2019-D1- Gyeongin Regional Office|Pharmaunity - B6 sung bao cdo thanh tra clia Co quan quan Iy nudc sé tai twong (ng v&i Gidy chirng nhan GMP
Pharm.Co., Ltd. myeon, Hwaseong-si, 2384 of Food and Drug Safety, |Co., Ltd da ndp trong hod so.
Gyeonggi-do, Republic of Korea - B& sung SMF day du cac phu luc theo hwéng dan clla WHO-GMP/PICs-GMP/EU-GMP, trong d6:
Korea o + S0 d6 nha xudng ban in rd rang thé hién tirng khu vurc sdn xuat (tén phong, cap sach, chénh ap
3 )
g + Danh muc cac nha san xuat va co s& kiém nghiém theo hop déng .
; + S0 d6 hé théng xtr ly nuwdec.
- + Danh muc cac thiét bj sdn xuat va kiém nghiém chinh.
- B6 sung bao cao ra soat chat lwgng san pham thudc vé trung (01 san pham dai dién/mét day
chuyén). Tai liéu da ndp chi 13 Qui trinh xuat xuwédng.
57 |Suheung Co., Ltd. |61 Osongsaengmyeong-ro,|2020-G1- Daejeon Regional Office |Suheung Co., B6 sung:
(1518) Osong-eup, Heungdeok- [1703 Q |of Food & Drug Safety, Ltd. - Bdo céo thanh tra cia CQQL dwoc Han qudc twong tng vdi Gidy chirng nhan GMP;
gu, Cheongju-si, S. Korea - Danh séch thiét bj san xuat, kiém nghiém.
Chungcheongbuk-do, S - Toan bo layout nha xwdng cé thé hién rd chénh 4p, cap sach, dudng di con ngudi, nguyén liéu
Republic of Korea Q cla tirng dang bao ché.
58 |Dae Hwa 495, Hanu-ro, Hoengseong{2020-B1- o Seoul Regional Office of | Dae Hwa B& sung layout cac khu virc sdn xuat cé chd thich cac phong san xuat bang tiéng Anh/Viét.
Pharmaceutical eup, Hoengseong-gun, 0021 S  |Food and Drug Safety, Pharmaceutical
Co., Ltd Gangwon-do, Republic of :" Korea Co., Ltd
Korea g
59 |Actavis Ltd BLB015-016, Bulebel MT/031HM/| o« [Medicines Authority of |VPDD Actavis tai |BS sung layout nha xwdng in mau, rd rang trén khé gidy phu hop hodc bdn mém.
Industrial Estate, Zejtun 2018 § Malta (MAM) TP HCM
ZTN3000, Malta ~
9
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60 |Genome Plot No. 16/1, Phase-1V, F.11- Drug Regulatory Cong ty TNHH * B8 sung:
Pharmaceutical Industrial Estate, Hattar, |34/2020- Authority of Pakistan MTV Duwgc phadm|- Gidy chirng nhdn GMP ban gdc va ban sao rd rang dugc chirng thyc va hop phép 1anh su theo
(Pvt) Ltd Haripur, (KPK), Pakistan DRAP-38 (Peshawar) PV Healthcare |quy dinh d& d6i chiéu.
° (Pvt) Ltd - So d6 cac khu vire san xuat (so d6 cac phong san xuat, phan viing cap sach, chénh 4p, duwdng di)
§ (ghi cha: théng tin ghi chd dich sang tiéng Viét/titie'ngAnh);
b - Danh muc céc dot thanh tra GMP cé théng tin vé thoi gian, co quan thanh tra va Bdo cdo thanh
g tra twong &ng vdi gidy chirng nhan GMP d3 ndp.
* Giai trinh:
- Gidy chirng nhan GMP d3 ndp tai hd so chi dwoc cap cho muc dich xuat kh3u, dé nghij gidi trinh
gidy chirng nhan nay cé khéc biét so véi gidy chirng nhan GMP d6i v&i cac san pham luu hanh tai
Pakistan hay khong.

61 |Laboratodrios Atral,|Rua da Estagdo, n.2 42, F015/S1/MH ° National Authority of Coéngty TNHH  |Cong ty chua b6 sung theo yéu ciu, thi€u cac layout thé hién chénh 4p, cap sach, dudng di cla

S.A. Vala do Carregado, /001/2020 S |Medicines and Health Xuc tién thwong |ngudi, nguyén vat liéu, so d6 phan phdi nwdc RO, nudc cat cia day chuyén san xuat thudc vo
Castanheira do Ribatejo, E Products, I.P. Portugal mai dugc pham [trung va thudc chira khang sinh nhém Cephalosporin & Penicillin.
2600-726, Portugal ; va DauTu TV

62 |AstraZeneca AB  |SE-15185 Sodertalje, 5.9.1-2019- Swedish Medical VPDD Astra 1. Cong ty dé nghi b6 sung dang bao ché cé co ché tac dung :

Sweden 075591 Products Agency (MPA) |Zeneca Cuc Quan ly Duoc khéng cong b8 dang bao ché kém co ché tac dung, Cuc Quan ly Duoc d3 cé cong
(Pia chi cu thé: Oral Solid ) Singapore Pte  |van s& 25043/QLD-CL ngay 23/12/2016 hwédng dan vé cach hiéu cac dang bao ché duoc cong bo.
Dosage, Gartunavagen, 8 Ltd Viét Nam 2. Céng ty dé nghi cap riéng IDCT cho tirng phan xudng:

Sodertalje, 151 85, Sﬁ Cuc Quan ly Duoc d3 chap nhan ghi dia chung cho cac phan xwéng, vi vay cac phan xwdng cé cling
Sweden) o ID Céng ty. Khdng ti€n hanh diéu chinh.

63 |AstraZeneca AB  |SE-15185 Sodertalje, 5.9.1-2019- Swedish Medical VPDD Astra 1. Coéng ty dé nghi b6 sung dang bao ché c6 co ché tac dung :

Swedenf 081103 Products Agency (MPA) |Zeneca Cuc Quan ly Dugc khdng cdng bd dang bao ché kém co ché tac dung, Cuc Quan ly Duwoc d3 cé cdng
(Dia chi cu thé: PET Q Singapore Pte  |van s& 25043/QLD-CL ngay 23/12/2016 hwdng dan vé cach hiéu cac dang bao ché duoc cong bo.
Packaging, Gartunavagen, 8. Ltd Viét Nam 2. Cong ty dé nghi cap riéng IDCT cho tirng phan xudng:

Sédertilje, 151 85, :I Cuc Quan ly Dugc d3 chap nhan ghi dia chung cho cac phan xwédng, vi vay cdc phan xudng cd cung
Sweden) S ID Cdng ty. Khdng ti€n hanh diéu chinh.

64 |Mega Lifesciences |Plant I: 384 Moo 4, Soi 6, [MI-2015-CE- Therapeutic Goods Mega - B6 sung GCN GMP clia nwéc s& tai (Thai Lan), GCN GMP cla Australia bdn cap nhat con hiéu luc
Public Company |Bangpoo Industrial Estate, |07830-1 ©  |Administration (TGA), Lifesciences hodc xéc nhan gia han hiéu lwc GMP cla Australia (cac tai liéu duwgc HPHLS va ching thyc theo qui
Limited Pattana 3 road, Phraeksa, S. Australia public company |dinh).

Mueang, Samutprakarn 8 Ltd (Thailand) - Cap nhat b8 sung trong SMF: Danh muc cac dot kiém tra GMP do co quan quan ly dugc nuwdc s&
10280, Thailand S tai hodc co quan quan ly dugc nudce khac da ti€n hanh trong vong 03 ndm gan day.
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65 |Mega Lifesciences |Plant Il: 515/1 Moo 4, Soi |MI-2015-CE- Therapeutic Goods Mega - BS sung GCN GMP cla nudc s& tai (Thai Lan), GCN GMP cua Australia bdn cap nhat con hiéu luc
Public Company |8, Bangpoo Industrial 07830-1 Administration (TGA), Lifesciences hodc xdc nhan gia han hiéu lwc GMP cla Australia (cac tai liéu duwgc HPHLS va ching thyc theo qui
Limited Estate, Pattana 3 road, Australia public company |dinh).
Phraeksa, Mueang, Ltd (Thailand) |- H6 so téng thé nha may bao gdm day dl cac phu luc theo huwdéng din ctia WHO-GMP/PICs-
Samutprakarn 10280, © GMP/EU-GMP duoc in trén kho gidy dd Idn dé co thé doc rd cac so d6 ngdn ngit trinh bay bang
Thailand 3. Tiéng Anh/ Tiéng Viét (Danh muc cac nha san xuat va co s& kiém nghiém theo hop déng; So d6 t6
ool" chirc; Cac ban vé khu vire san xuat bao gébm chénh ap, cap sach, dwdng di cia nguyén liéu va
S duong di ca nhan vién; BAn mo ta tdng quat qua trinh san xuat cla mdi dang bao ché; Ban vé md
td hé théng x ly nwéc; Danh muc céc thiét bj san xuat va kiém nghiém chinh; Danh muc cac dot
kiém tra GMP do co quan quan ly dugc nwdc s& tai hodc co quan quan ly dugc nuwdc khac d3 tién
hanh trong vong 03 n3m gan day)
66 |Patar Lab (2517) |51 Leabklong 7Rd., M.3, [1-2-07-17- Food and Drug Cong ty CPDP BG sung:
Co., Ltd (Thanyaburi- Lumlukka), |18-00010 ~ Administration (Thai APAC - Layout khu vire sdn xu3t cé bao gdm cap sach, dudng di nguyén liéu, con ngudi...
Bungkamproy, Lumlukka, S |FDA), Thailand - Danh muc céc thiét bj san xuat
Pathumthani 12150, (,1‘ - Danh muc cc dot kiém tra 3 ndm gan day (trong d6 cé day du théng tin vé Co quan quan ly
Thailand c:'.P duoc tién hanh kiém tra).
67 |Unison 39 Moo 4, Klong 1-2-07-17- « |Foodand Drug Unison B6 sung So d6 nha xwdng ban in rd rang thé hién tirng khu vurc san xuat (tén phong, cap sach,
Laboratories Co., |Udomcholjorn, Muang 18-00044 S |Administration (Thai Laboratories Co.,|chénh ap...).
Ltd. Chachoengsao, 2 FDA), Thailand Ltd.
Chachoengsao 24000, 3
Thailand -
68 |World Medicine |15 Temmuz Mahallesi TR/GMP/20 Turkish Ministry of Coéng ty TNHH  |B& sung day di ho so theo yéu cau tai Didu 98 Nghi dinh 54, trong dé:
llac San. Ve Tic. Cami Yolu Caddesi No:50 [19/28 Health Duoc Tavico - B6 sung Gidy chirng nhan GMP va Bdo cdo thanh tra cia Co quan quan ly nudc s& tai tvong (ng
AS. Gunesli Bagcilar/Istanbul Vi Gidy chirng nhan GMP.
Turkey - B& sung SMF day du cac phu luc theo hwéng dan clla WHO-GMP/PICs-GMP/EU-GMP, trong d6:
Sl + S0 d6 nha xudng ban in rd rang thé hién tirng khu vurc sdn xuat (tén phong, cap sach, chénh ap
< ).
SI + Danh muc cac nha san xuit va co s& kiém nghiém theo hop dong.
3 + S0 dd hé théng xi Iy nudc.
+ Danh muc cdc thiét bj san xuat va kiém nghiém chinh.
- Danh sach dot kiém tra GMP.
- B& sung bao cdo ra soét chat lwgng 01 san phdm thudc nhd mat.
69 |World Medicine |15 Temmuz Mah. Cami TR/GMP/20 w |Turkish Ministry of Coéng ty c6 phan |- B& sung Bo cao chat lwvgng san pham hang ndm san pham vé trung.
llac San. Ve Tic. Yolu Cad. No:50 Gunesli  [18/110 S [Health dwoc phdm - Giai trinh: Pham vi tién hanh kiém tra v&i vién nén bao phim, siro. Tuy nhién, phan két luin va
AS. Bagcilar/Istanbul Turkey g Minh Ky Gidy chirng nhan la day du cac dang bao ché (v trung, khong vé trung).
—
—
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70 |World Medicine |15 Temmuz Mah. Cami BG/GMP/20 « |Bulgarian Drug Agency [Cong ty c6 phan |- BS sung Bdo cdo chat lwong san phdm hang ndm san phadm vo trung.
llac San. Ve Tic. Yolu Cad. No:50, P.K. 18/119 a duoc phdm - Gidi trinh: Pham vi tién hanh kiém tra v&i vién nén bao phim, siro. Tuy nhién, phan két luan va
AS. 34212 Gunesli Bagcilar, 3 Minh Ky Gidy chirng nhan |a day du cac dang bao ché (v trung, khdng vé trung).

Istanbul, Republic of 3
Turkey -
71 |Mefar llac Sanayii |Ramazanoglu Mah. Ensar [DKH o |Danish Health and Céng ty ¢ phan |B& sung:
AS Cad. No. 20, Kurrtkoy, 00114519 § Medicines Authority Pharmatopes + Bdo cdo thanh tra GMP dot gan nhat.
Istanbul, 34906, Turkey g' (DHMA) Viét Nam + Danh muc cdc dot thanh tra GMP trong 3 ndm gan day.
™ + Bao cdo ra soat chat lvong dinh ky clia san phdm vé trung.
72 |Mefar ilag San. Ramazanoglu Mah. Ensar |TR/GMP/20 o |Turkish Medicines and  [Cong ty c6 phan |B& sung:
AS. Cad. No: 20, Kurtkoy - 18/333 § Medical Devices Agency |Pharmatopes + Bdo cdo thanh tra GMP dot gan nhat.
Pendik / Istanbul, Turkey (‘_'{, Viét Nam + Danh muc cac dgt thanh tra GMP trong 3 ndm gan day.
(vf‘ + B&o cdo ra soat chat lvong dinh ky cla san phdm vé trung.

73 |Nobel llac Sanayii |Sancaklar 81100, Duzce- |BG/GMP/20 Bulgarian Drug Agency |VPDD Ambica B6 sung:

ve Ticaret A.S. Turkey 18/113 Internatioanl + Gidy chirng nhan GMP clia nwdc sé tai, duwoc chirng thuc theo quy dinh va bao céo thanh tra
x Corporation tai [GMP tuong ng.
8 TP H6 Chi Minh [+ Cac so d6 ki thuat nha xwdng in mau, rd rang trén khé gidy phu hop.
E." Céng ty ¢ phan |+ Danh muc cac thiét bj ki€m nghiém nghiém chinh.
= duoc phdm + M6 ta téng quat quy trinh sdn xuat d&i vdi cac dang bao ché.
Minh Ky

74 [Nang Kuang No. 1001, 1001-1, 4748 Ministry of Health and - Tai thoi diém cong b8, gidy chirng nhan GMP d3 hét han hiéu lyc. Dé nghj bd sung gidy chirng
Pharmaceutical Zhongshan Rd., Xinhua © Welfare, Republic of nhan GMP cdp nhat, con hiéu lyc, duoc sao chirng thye theo quy dinh (hop phap hda lanh sy,
Co., Ltd Dist, Tainan City, Taiwan S |China (Taiwan) cdng chirng ...) va Bdo cdo thanh tra tuong &ng véi Gidy chirng nhdn GMP cp nhét.

(R.O.C)) 2 - B& sung bao céo ra soat chat lvgng san pham thudc vo tring (01 sdn pham dai dién/mot day
g chuyén). (Tai liéu d3 ndp chi 1a S6 tay chat luvgng).

75 |Bristol-Myers State Road n° 3, Km 77.5, United States Food and |VPPD Pfizer - Gidy GMP clia nudc sé tai cap (App.3 ciia SMF) khdng dwoc hop phdp hda lanh sy va cong
Squibb Humacao, Puerto Rico, Drug Administration (Thailand) chirng, khéng cé thong tin vé pham vi chirng nhan, han hiéu lyc. Dé nghj b sung gidy phép san
Manufacturing 00791, United States (U.S. FDA) Limited tai Tp.  |xuat hodc bao cdo kiém tra GMP cé day du théng tin vé dang bao ché cla thuéc cla co quan cd
Company HCM thdm quyén nuéc sé tai cap.

- Cac so d6 kém theo SMF khéng rd, b8 sung so d6 cac khu vurc san xuit (so d6 cac phong san
xuat, phan viing cap sach, chénh dp, dwong di...); so d6 hé théng nudc; so dd nguyén ly hé théng
HVAC, cdp sach cla khu vic san xuat.

76 |Bristol-Myers State Road n° 3, Km 77.5, |IT/GMP/E/4/| ~ |Italian Medicines Agency |VPDD Pfizer - Cac so d6 kém theo SMF khéng rd, b8 sung so d6 cac khu vurc san xuit (so d6 cac phong san
Squibb Humacao, Puerto Rico, 2017 § (AIFA) (Thailand) xuat, phan viing cap sach, chénh dp, dwong di...); so d6 hé théng nudc; so dd nguyén ly hé théng
Manufacturing 00791, United States 8' Limited tai Tp. HVAC, cdp sach cla khu vuc san xuat.

Company =) HCM
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77 |Janssen-Ortho LLC |State Road 933 Km 0.1, IT/GMP/E/1 ~ |ltalian Medicines Agency |VPBD Janssen- [B& sung:
Mamey Ward, Gurabo, 1/2017 § (AIFA) Cilag Limited + Béo cdo thanh tra GMP clia US-FDA c6 day da tinh phap ly.
Puerto Rico, 00778, United g + Day d0 cc phu luc cta SMF.
States =)
78 |Avara 3300 Marshall avenue, CPP: o |EMA VPDD Astellas  |B6 sung gidy chirng nhan GMP hodc bdo cdo thanh tra gan nhat clia Co quan quan ly dugc cé tham
Pharmaceutical Norman, OK 73072, USA  |05/19/1339 a Pharma quyén duoc chirng thuc, HPHLS theo qui dinh.
Technologies Inc 69 (,l‘ Singapore Pte.
05/19/1339 g Ltd tai HCM
71 “
79 |C.B. Fleet 4615 Murray PI,, 4CXV-MUTX o |United States Food and [Céngty TNHH Y (B8 sung bao cdo thanh tra GMP, dwgc chitng thuc theo quy dinh.
Company, Inc., Lynchburg, VA 24502, USA § Drug Administration t& Canh clra Viét
3 (U.S. FDA)
N
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