PHU LUC 2: DANH SACH CO’ SO’ SAN XUAT THUOC, NGUYEN LIEU LAM THUOC TAI NUO'C NGOAI PAP (NG GMP

PU'QC PIEU CHINH NOI DUNG PA CONG BO TU PO'T 1 PEN POT 7

bot8
( Theo céng van s 13600/QLD-CL ngay 18/08/2020 ctia Cuc Quan ly Dugc)
stT [IDcc| P TEN CO' SO’ SAN PIA CHI PHAM VI CH’NG NHAN NGUYEN | GIAY CH. | NGAY legrY CO QUAN CAP NOI DUNG PIEU CHINH
cT XUAT : : : TACGMP| NHAN | cAP | o ;
1 289 | GR- |Pharmathen SA Dervenakion 6, Pallini EU-GMP |100681/8-8- P ~ |National Organization for[Diéu chinh ngay hét han Gidy chirng
012 Attiki, 15351 Greece 2019 § § Medicines (EOF), Greece [nhan GMP (03/7/2022).
Iy ~
IS o
0 o
— o
2 153 | GB- |Eisai European Knowledge * Xuat xudng 16: Thudc vo trung, thubc vé trung, khéng vo EU-GMP |[UK MIA Medicines and Diéu chinh pham vi cong bé: chinh sira
001 |Manufacturing Centre Mosquito way trung va céng nghé sinh hoc. 32301 Insp Healthcare Products cac ndi dung theo GCN GMP ¢ bao gdbm
Limited Hatfield AL 10 9sn UK * Thubc khdng vé trung (san xuat, dong goi cap 2, kiém tra chat GMP/GDP/I Q < |Regulatory Agency xuat xwéng, déng géi...
lwgng): Vién nang clng, Vién nén, Vién nén bao phim; MP 8' 8 (MHRA), United Kingdom
* Péng gdi thir cap; 32301/7262 | © =
* Kiém tra chat lwvgng: khong bao gdbm phép thir vo trung. 19-0008 8 N
3 161 | HU- [Chemical Works of|Gyomréi ut 19-21., * Thubc vo trung: EU-GMP |OGYEI/9446- National Institute of Diéu chinh pham vi tr "vién nén bao
001 |Gedeon Richter Budapest, 1103, Hungary + Thudc san xuit vo trung: Dung dich thé tich I&n; Dung dich 6/2019 Pharmacy and Nutrition [dudng; vién nén bao phim" thanh "vién
Plc. (Gedeon va hon dich thé tich nho; Thudc dong kho (bao gom ca thudc co (OGYEI), Hungary bao"; bd sung "dang bao ché ban ran".
Richter Plc.) chtra chat kim té& bao).
+ Thudc tiét trung cudi: Dung dich thé tich I&n; Dung dich thé o ~
tich nho. § §
* Thudc khdng vé trung: Vién nang cirng; thudc duing ngoai g' 8‘
dang ldng; thudc udng dang léng; thudc bét va thudc c8m; vién % 85
nén, vién bao (bao gdbm ca thudc chira hormon), dang bao ché
bén ran.
* Thudc sinh hoc: San phdm céng nghé sinh hoc; sdn pham
chiét c6 ngudn géc tir ngudi hodc déng vat.
* Dugc chat sinh hoc.
4 271 | ES- |Laboratorios C/. Industria, 29 Pol. Ind.  |* Thudc khéng vé trung (bao gbm ca san xuat va bao quan EU-GMP |NCF/1943/0 | ~ |Ministry of Health of B& sung pham vi thudc bot pha hdn dich
026 |Rubio, S.A Comte de Sert 08755 thudc gay nghién/hudng tdm than): vién nang citng; vién nén, 02/CAT 3 S  |Government of Catalonia [udng theo CPP céng ty b8 sung
P % o~ [o\]
CASTELLBISBAL vién nén bao phim, dang bao ché ran khac (bt pha hon dich e & |- Spain
(Barcelona), Spain uéng). 3 3
- -
5 91 BE- |Janssen Turnhoutseweg 30, * Thudc khong vé trung: Thudc Idng duing ngoai (dung dich, hdn| EU-GMP [BE/GMP/20 ~ - Federal Agency for Diéu chinh pham vi va cip nhat han hiéu
002 |Pharmaceutica NV |Beerse, 2340 (ho3c B- dich), thudc 1dng udng (dung dich, siro, hén dich), thudc ban 17/007 3 S [Medicines and Health Iyc.
" " o~ o~
2340), Belgium ran (kem, m&), miéng dan qua da. - & |Products (FAMHP),
* Péng gdi so cap, thir cap. g ,OL Belgium
* Kiém tra chat luong. o ~
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i . ca | NGAY
ID | TEN CO' SO’ SAN . ; A NGUYEN | GIAY CH. | NGAY | % o ~ s ;
e < 5 ~ HET
STT (ID CC CT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP o CO' QUAN CAP NOI DUNG DPIEU CHINH
6 165 | IN- [CADILA Plot No. 417, 419, 420, * ThuSc khdng vé trung: vién nang cirng, vién nang mém; vién WHO- (1807937 Food & Drug Control Diéu chinh dia chi giéng gidy chitng nhan
009 |HEALTHCARE Ltd |Sarkhej-Bavla National nén, vién nén bao; thudc hit phan liéu, thudc dan qua da, thuéc GMP o —,  |Administration, GMP-WHO.
Highway No 8A, Village -  |xit mi. s S |Gandhinagar, Gujrarat
Moraiya, Tal - Sanand, r,l‘ ,N{ State, India.
Dist: AHMEDABAD, 382 2 2
210, Gujarat State, India - -
7 166 | IN- [CADILA Sarkhej-Bavla N.H.N° : 8-A, |* Thuéc khéng vé trung: vién nang cirng; vién nang mém; vién | EU-GMP |2019/HPF/P . ~ |French National Agency [Biéu chinh dia chi giéng gidy chirng nhan
009 |HEALTHCARE Ltd [Moraiya, Tal : Sanand, nén; vién nén bao. T/004 § § for Medicine and Health |GMP-EU.
AHMEDABAD, 382-210, ] o [Products Safety (ANSM)
India =) 9
8 109 | DE- [Panpharma GmbH [BunsenstraRe (hodc * Thubc vé trung: EU-GMP [DE_SH_01_ Co quan thdm quyén Diéu chinh tén nha san xuat (khéng thay
013 Bunsenstrasse) 4, 22946 + Thudc san xuat vo trung: Dung dich thé tich Ién; dung dich GMP_2019_ Prc (State Social déi dia chi san xuat): "Rotexmedica
Trittau, Germany thé tich nhé (chira héc mén va céc chat cé hoat tinh héc mén); 0040 Q Q  |Services Agency GmbH Arzneimittelwerk" thanh
+ Thudc tiét trung cudi: Dung dich thé tich nhé; dung dich thé 8 8 Schleswig-Holstein) "Panpharma GmbH".
tich Ion; b S
* Thuéc sinh hoc: San phdm cé ngudn gdc tir ngudi hodc dong & 3
vat.
9 4 DE- |Medac TheaterstraBe 6 22880 * Xuat xudng 16 (Thubc san xuat vé trung; thudc tiét trung cudi; | EU-GMP |DE_SH_01_ o o |Coquan Tham quyén D3 cdng b8 dot 1 STT 4, cbng ty cung
001 |Gesellschaft fur  |Wedel Germany san pham céng nghé sinh hoc; thudc sinh hoc cé ngudn gdc tir GMP_2018_| 3 S |Puc cap gidy chirng nhan GMP md&i dé diéu
klinische ngudi hodc déng vat); 0039 2 S chinh hiéu lyc va dé nghj diéu chinh lai
. — — % N
Speczialpraparate * Pdng gobi cap 2 ® N tén NSX do 16i chinh ta
mbH © -
10 | 141 | FR- |SOPHARTEX (ho&c |21 rue du Pressoir, * Thubc khdng vé trung: Vién nang cirng (bao gém ca thuéc EU-GMP [2019/HPF/F National Agency for the |B& sung san phdm "Thudc bot udng
014 (Laboratoires VERNOUILLET, 28500, chira khang sinh Penicillin); thu6c udng dang l6ng; thudc c6m; R/264 Safety of Medicine and |Hidrasec 10mg Infants (racecadotril
Sophartex) Franceld vién nén (bao gbm ca thudc chira khang sinh Penicillin); vién Health Products (ANSM), |10mg)" va "Thu&c bét uéng Hidrasec
Céch ghikhéc: 21 rue du |bao dudng, vién nén bao phim. o ° France 30mg Childrens (racecadotril 30mg)" do:
Pressoir, 28500, * San phdm: a 8
VERNOUILLET, France - Thudc b6t udng Hidrasec 10mg Infants (racecadotril 10mg); g 3 - Cong ty cung cdp MA va CPP clia san
. . — s
- Thuoc bot udng Hidrasec 30mg Childrens (racecadotril 30mg). & g pham.
© - - Pham vi chi*rng nhan trén gidy CN GMP
s6 2019/HPF/FR/264 d3 dwoc cong bd
d8i véi dang bao ché "thudc c6m'".

Danh sach co s& duoc Diéu chinh ndi dung d3 cong bd

Trang2/6

bot 8




ID | TEN CO'SO' SAN ) ) A NGUYEN | GIAY cH. | NcAy | NCAY - . N
STT (ID CC CT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP :‘E; CO' QUAN CAP NOI DUNG DPIEU CHINH
11 | 117 | DE- |Roche Diagnostics |Sandhofer StraRe (hodc:  [* Thudc vé trung: EU-GMP |DE_BW_01_ Co quan thdm quyén - Pidu chinh dia chi co s& sdn xuat thudc
022 |GmbH Strasse) 116, 68305 + Thudc san xuat vo trung: Thudc déng khd; dung dich thé GMP_2018_ Purc tlr "Sandhofer StraBe 116, 68305
Mannheim, Germany tich nhé. 0073 Mannheim, Germany" thanh "Sandhofer
+ Thudc tiét trung cudi: Dung dich thé tich nhé. StraRe (hodc: Strasse) 116, 68305
* Thudc sinh hoc: San phdm céng nghé sinh hoc (khang thé don o » Mannheim, Germany"'.
dong sdn xuat bang cong nghé gen, Epoetin beta, Peginterferon S S - B6 sung cac hoat déng san xuat:
alfa-2a, methoxypolyethyleneglycol-epoetin beta va CEA CD3 E 3 "* Pdng goi: Pong goi thir cap.
TCB). 2 3 * Xudt xuwéng:
* Péng gbi: Déng gobi thir cap. - © + Thu8c vb trung: Thudc san xuat vo
* Xuat xudng: trung.
+ Thudc v6 trung: Thudc san xuat vé trung. + Thudc sinh hoc: Thudc cdng nghé sinh
+ Thudc sinh hoc: Thudc cdng nghé sinh hoc hoc" trong pham vi chirng nhan.
12 319 | TH- |Olic (Thailand) 166 Bangpa-in Industrial  |* ThuSc vé trung: PIC/S GMP [1-2-07-17- Food and Drug Dat, cap nhat han hiéu lyc theo GCN
001 |Limited Estate, Udomsorayuth + Thudc san xuat vo trung: Dung dich thé tich Ién; dung dich 20-00021 Administration (Thai GMP méi
road, Moo 16, thé tich nhé. FDA), Thailand
Bangkrason, Bangpa-in, + Thudc tiét trung cudi: Dung dich thé tich I&n; dung dich thé
Ayutthaya, 13160, tich nhé. o ~
Thailand * ThuBc khéng vé trung: Vién nang clng; thuée 16ng dling 3 g
ngoai; thudc udng dang 1dng; thudc bét; thudc c6m; thudc ban 3 ;
ran (kem; m&; lotion; gel); vién nén (vién nén tron; vién nén ﬁ S'r
bao phim; vién bao duwéng va vién sti); vién nang mém (chira © ©
héc mon sinh duc).
* Péng gobi so cap (chi bao gdm): Vién nén.
* Péng gdbi thir cdp (chi bao gém): Vién nang cing; thudc 1dng
dung ngoai; thuéc 1dng udng, vién nén.
13 | 197 | IT- |Novartis Farma Via Provinciale Schito, 131 {1. San xuét: EU-GMP |IT/36/H/201 o _, |italian Medicines Agency Diéu chinh céch ghi dia chi thanh: "Via
023 |S.P.A. 80058 (cach ghi khac: Via |* Thudc khéng vé trung: Vién nén; vién nén bao phim. 9 3 S |(AIFA) Provinciale Schito, 131 - 80058 (cach ghi
Provinciale Schito 131), * Thudc duoc liéu: Vién nén. E g khac: Via Provinciale Schito 131), Torre
Torre Annunziata (NA), 2. Ddng gdbi so cap: vién nang mém; vién nén. z g Annunziata (NA), Italy"
Italy 3. Ddng gdbi thir cap. - «
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ID | TEN CO'SO' SAN ) ) A NGUYEN | GIAY cH. | NcAy | NCAY - . N
STT |ID CC CT XUAT DIA CHI PHAM VI CHU'NG NHAN TAC GMP NHAN CAP ]l:lli'; CO' QUAN CAP NOI DUNG DIEU CHINH
14 102 | CH- [Novartis Pharma [Novartis Pharma Stein AG |* Thu8c khéng vé trung: vién nang clrng; vién nang cltng chira |PIC/S-GMP [GMP-CH- Swiss Agency for - Didu chinh dia chi thanh "Novartis
002 |Stein AG Novartis Technical bot hit (bao gdm ca chat cé hoat tinh cao); vién nén; vién nén (Twong 1000722 Therapeutic Products Pharma Stein AG Technical Operations
Operations Schweiz, Stein |bao phim; hé diéu tri qua da. duwong EU- (Swissmedic) Schweiz, Steint Sterile,
Solids, * Péng gdi, xuat xudng: cac dang thubc trén, bao gdm c vién GMP) Schaffhauserstrasse, 4332 Stein,
Schaffhauserstrasse, 4332 |nang mém. Switzerland
Stein, Switzerland (* cach viét khac: Schaffhauserstrasse,
(* cach viét khac: 4332 Stein, Switzerland)".
Schaffhauserstrasse, 4332 Q b '- Piéu chinh pham vi chitng nhan theo
Stein, Switzerland) 2‘ 2. ddng ho so da danh gia thanh: "* Thuéc
ﬁl 5.' khéng vo trung: vién nang cirng; vién
3 & nang cirng chira bét hit (bao gbm ca chat
¢6 hoat tinh cao); vién nén; vién nén bao
phim; hé diéu tri qua da.
* Péng gbi, xudt xuwdng: cac dang thudc
trén, bao gdbm ca vién nang mém."
15 291 | ID- |PT.SydnaFarma [JI. RC. Veteran No. 89, * Thudc khdng vé trung: Vién nén tranh thai va hormon sinh PIC/S GMP |4991/CPOB/ ~ ~ |National Agency for Drug |Diéu chinh cum tir "Jakarta Seletan"
003 Bintaro - Jakarta Seletan, [duc; Vién nén bao tranh thai va hormon sinh duc. A/VII/17 § § and Food Control trong phan dia chi co s& thanh "Jakarta
Indonesia g g (NADFC), Indonesia Selatan" theo ding ndi dung gidy chirng
0 ;‘4 nha GMP.
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ID | TEN CO'SO' SAN ) ) A NGUYEN | GIAY cH. | NGAy | N6AY - ) N
STT |ID CC CT XUAT DIA CHI PHAM VI CHU'NG NHAN TAC GMP NHAN CAP :i; CO' QUAN CAP NOI DUNG DIEU CHINH
16 | 210 | JP- |Santen 2-14, Shikinami, * San xuat thanh pham thudc vé trung: Japan- [1730108000 Ministry of Health, Diéu chinh pham vi chitng nhan: B sung
004 |Pharmaceutical Hodatsushimizu-cho, + Dung dich nhd mat Sanlein Mini 0.1 (Sodium Hyaluronate GMP 121 Labour and Welfare céc san phadm sau do Cong ty cung cap
Co., Ltd. Noto Hakui-gun, Ishikawa, Japan|1mg/mL); Sanlein Mini 0.3 (Sodium Hyaluronate 3mg/mL). (twong (MHLW), Japan gidy GMP cho san pham va CPP clia san
Plant + Dung dich nhd mét Sanlein 0.1 (Sodium Hyaluronate duong EU- phdm do Co quan quan ly Nhat Ban cip:
1mg/mL); Sanlein 0.3 (Sodium Hyaluronate 3mg/mL). GMP) - HAn dich nhd mat Kary Uni (Pirenoxine
+ Dung dich nhd mét Cosopt (Dorzolamide Hydrochloride 0.05mg/mL).
22.26mg, Timolol maleat 6.83mg/mL); Cosopt-S (Dorzolamide - Dung dich nhé mét Taflotan-S
Hydrochloride 22.26mg, Timolol maleat 6.83mg/mL). (Tafluprost 0.015mg/mL).
+ Dung dich nhd mét Daigaku Eye Drops (Naphazoline - Dung dich nhé mat Diquas (Diquafosol
Hydrochloride 0.002g, Chlorpheniramine Maleat 0.01g, Zinc Sodium 30mg/mL).
Sulfate Hydrate 0.1g, € - Aminocaproic Acid 1.0g/100mL). - Dung dich nhé mat Cravit 1.5%
+ Dung dich nhd mét Cravit (Levofloxacin hydrat 5mg/mL). (Levofloxacin Hydrate 15mg/mL).
+ Dung dich nhd mét Oflovit (Ofloxacin 3.0mg/mL). g §
+ Dung dich nhd mat Sancoba (Cyanocobalamin g g
0.02g/100mL). ; :b'
+ Dung dich nhd mét Alegysal (Pemirolast Potassium N N
1mg/mL).
+ Hbn dich nhé mét Kary Uni (Pirenoxine 0.05mg/mL).
+ Dung dich nhd mét Taflotan-S (Tafluprost 0.015mg/mL).
+ Dung dich nhd mét Diquas (Diquafosol Sodium 30mg/mL).
+ Dung dich nhd mét Cravit 1.5% (Levofloxacin Hydrate
15mg/mL).
* Péng gbi va xuit xudng 16:
+ Dung dich nhd mét Eybelis (Omidenepag isopropyl
0.02mg/mL).
+ Dung dich nhd mét Taptiqom-MD (Tafluprost 0.015mg,
Timolol Maleat 6.83mg/mL).
17 211 | JP- |Santen 348-3, Aza-suwa, Oaza- * San xuit thanh pham: Japan-GMP|2522808000 Ministry of Health, Diéu chinh pham vi chitng nhan:
005 [Pharmaceutical shide, Taga-cho, Inukami- + Hon dich nhd méat Flumetholon 0.02 (Fluorometholone (twong 275 Labour and Welfare - T&r "Dung dich nho mét Flumetholon
Co., Ltd. Shiga gun, Shiga, Japan 0.2mg/mL); Flumetholon 0.1 (Fluorometholone 1mg/mL). duwong EU- (MHLW), Japan 0.02" thanh "Hbn dich nhd mat
Plant + Dung dich nhd mat Mydrin-P (Tropicamide 5.0mg/mL; GMP) Flumetholon 0.02" theo dung ndi dung
Phenylephrine hydrochloride 5.0mg/mL). CPP clia san pham.
+ M& tra mat Oflovid (Ofloxacin 0.003g/1g). - T "Dung dich nhé mét Mydrin-P
+ Dung dich nhé mét Taflotan (Tafluprost 0.015mg/mL) (Tropicamide 5.0mg/mL)" thanh "Dung
* San xuat ban thanh pham: ] by dich nhé mét Mydrin-P (Tropicamide
+ Dung dich nhé mét Eybelis (Omidenepag isopropyl 8 2. 5.0mg/mL; Phenylephrine hydrochloride
0.02mg/mL). 5 B. 5.0mg/mL)" theo dung ndi dung CPP cua
+ Dung dich nhé mat Taptiqgom-MD (Tafluprost 0.015mg, g =) san pham.
Timolol Maleat 6.83mg/mL). - B6 sung san pham "Dung dich nhé mat
Taflotan (Tafluprost 0.015mg/mL)" do
Céng ty cung cap gidy GMP cho san
pham, CPP clia san phdm do Co quan
quan ly Nhat Ban cap.
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NGAY

ID | TEN CO’ SO’ SAN ; . A NGUYEN | GIAY CH. | NGAY | % 7 2 - ;
STT |ID CC CT XUAT DIA CHI PHAM VI CHU'NG NHAN TAC GMP NHAN CAP ]l;li'; CO' QUAN CAP NOI DUNG DIEU CHINH
18 | 216 | KR- [Korea Otsuka 27 Jeyakgongdan 3-gil, * Thubc khdng vé trung: Vién nén, vién nén bao phim, vién PIC/S GMP |2020-D1- o « |Gyeongin Regional Office [Cong ty b& sung GCN GMP dé cip nhat
003 |Pharmaceutical Hyangham-eup, Hwaseong|nang ctrng, thudc hit, dung dich uéng 1628 § § of Food and Drug Safety, [han hiéu lyc.
Co., Ltd si, Gyeonggi-do, Korea g 8' Korea
N N
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