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1 1835

AT-
009

Fresenius Kabi
Austria GmbH

Estermannstrafe 17, 4020
Linz, Austria

* Thudc khdngvo.trung: thudc uéng dang léng.
+ Xudt xudng: thudc khéng vé trung.
* Dong goi:
+ Ddng gbi so cap: thudc udng dang léng.
+Ddng goi thir cap.
* Kiém tra chat lwgng: vi sinh (khong vé trung); Hoéa hoc/Vat ly.

EU-GMP

INS-480019-
100447864-
17329828
(6/10)

25-01-2022

31-12-2024

Austrian Federal Office
for Safety in Health Care
(BASG)

Gia han hiéu lyc gidy chirng nhan EU-GMP dén 31/12/2024 theo
chinh sach gia han ciia EMA (Théng bdo EMA ngay 07/12/2023).

2 2988

AT-
015

Sanochemia
Pharmazeutika
GmbH

Landegger-StraRe 7, 2491
Neufeld an'der-Leitha,
Austria

* Thudc vé trung:

+ Thudc tiét trung cudi: Dung dich tiém truyén thé tich Ién; dung dich thudc tiém, tiém
truyén thé tich nhé.

+ Xudt xudng thudc vé trung.
* Thudc khéng vé trung: thudc udng dang long
* Xuét xwdng thudc khdng vé trung.
* Dong goi:

+Ddng goi so cap: thudc udng dang long
* Kiém tra chét lwong:

+ Vi sinh: v0 trung, khéng vé trung.

+ Hoa hoc/Vat ly.

EU-GMP

INS-483893-
101799676-
18470949
(1/5)

03-07-2023

26-05-2026

Federal Office for Safety
in Health Care, Austria

Dinh chinh 16i chinh ta (phién 4m) trong phan dia chi co s& theo ding
gidy chirng nhan GMP.

3 2990

AU-
009

Contract
Manufacturing &
Packaging
Services Pty Ltd

20-24 Long Street,
Smithfield NSW, 2164,
Australia

* Thudc khdng vé trung (chira dwgc liéu, vitamin, chat khoang, chat bé sung dinh dudng)
(khdng bao gom céc thir nghiém vi sinh): Dang bao ché rdn phan liéu (vién nén, vién nén bao
phim, thudc bét, vién nang cirng); dang bao ché ban ran (kem, m&, gel), vién nang mém.

Tuwong
duong EU-
GMP

MI-2024-LI-
00452-1

31-01-2024

28-11-2025

Therapeutic Goods
Administration (TGA),
Australia

B& sung thém pham vi "vién nang clrng" trong Dang bao ché rén phan
lieu theo GCN GMP.

4 2328

BG-
012

Adipharm Ead

130 Simeonovsko shose
Blvd., Sofia 1700, Bulgaria

* Thudc khong vé trung: Vién nang cing; Thudc udng dang Idng; Thuc ban rén; Vién nén,
vién nén bao phim; Bét pha dung dich uéng.

* Thudc duoc liéu.

* Péng gbi so cap: Vién nang clng; Vién nang mém; Thudc udng dang long; Thudc ban rén;
Vién nén, vién nén bao phim; Bét pha dung dich uéng.

* Péng gdi thir cap (bao gdm ca dung dich thé tich nhd vé tring, ampoules tiét trung cudi).
* Kiém tra chat lugng: Vi sinh (khéng v trung), Héa hoc/Vat ly.

* Xuat xwdng thudc vé trung va khéng vé trung.

EU-GMP

BG/GMP/20
21/182

26-07-2021

31-12-2024

Bulgarian Drug Agency

Gia han hiéu lyc gidy chitng nhan EU-GMP dén 31/12/2024 theo
chinh sach gia han cia EMA (Théng bdo EMA ngay 07/12/2023).

5 1684

CY-
005

Remedica Ltd

Aharnon Street, Limassol
Industrial Estate, Limassol,
Cyprus, 3056, Cyprus

Building 2 - Penicillins:
* ThuSc khéng vé trung chira khang sinh nhém Penicillin:
+Vién nang cing; vién nén, vién nén bao phim; thudc bot pha hén dich udng.
+ Xuat xudng 16.
* Péng gbi so cp: Vién nang clng; vién nén, vién nén bao phim; thudc bot pha hén dich
uéng.
* Péng goi thir cap.
* Kiém tra chat lwgng: Vi sinh: Khéng vo trung; Héa hoc/Vat ly.

EU-GMP

REM02/2021
/001

02-11-2021

31-12-2024

Pharmaceutical Services
Ministry of Health,
Cyprus

Gia han hiéu lyc gidy chirng nhan EU-GMP dén 31/12/2024 theo
chinh sach gia han clla EMA (Théng bdo EMA ngay 07/12/2023).

6 1683

Cy-
005

Remedica Ltd

Aharnon Street, Limassol
Industrial Estate, Limassol,
3056, Cyprus

Building 1 - General products (thudc thuong):
* Thudc khéng vé trung:

+ Vién nang cing; thudc dung ngoai dang Idng; thudc udng dang Idng; thudc bot pha hdn
dich udng; thudc phun mi; thudc dang ban ran; thudc dat; vién nén, vién nén bao phim.

+ Xuat xudng 16.
* Péng gdi so cap: Vién nang clrng; thudc dung ngoai dang long; thudc udng dang léng;
thudc bot pha hdn dich udng; thudc phun mu; thudc dang ban rin; thudc dat; vién nén, vién
nén bao phim.
* Déng gdi thir cap.
* Kiém tra chat lwong: Vi sinh: Khéng vo trung; Héa hoc/Vat ly.

EU-GMP

REMO01/2021
/001

02-11-2021

31-12-2024

Pharmaceutical Services
- Ministry of Health,
Cyprus

Gia han hiéu lyc gidy chitng nhan EU-GMP dén 31/12/2024 theo
chinh sach gia han clia EMA (Théng bdo EMA ngay 07/12/2023).
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2121

DE-
013

Panpharma GmbH
(Tén cii:
Rotexmedica
GmbH
Arzneimittelwerk)

Bunsenstrale (hodc
Bunsenstrasse) 4, 22946
Trittau, Germany

* Thudc vé trung:
+ Thudc san xuat vo trung: Dung dich thé tich Ién; dung dich thé tich nhé (chira hormon va
céc chat c6 hoat tinh hormon).
+ Thudc tiét trung cudi: Dung dich'thé tich nhd; dung dich thé tich 1én.
* Thudc sinh hoc: San pham, c6'ngudn géc tir ngudi hodc dong vat.
* Péng goi: Déng gai thur'cap
* Kiém soat chat lugng:Vi sinh: V6 trung; Héa hoc/vat ly; Sinh hoc

EU-GMP

DE_SH_01_
GMP_2022_
0031

13-06-2022

31-12-2024

Co quan thdm quyén
bl

Gia han hiéu lyc gidy chitng nhan EU-GMP dén 31/12/2024 theo
chinh sach gia han clia EMA (Théng bdo EMA ngay 07/12/2023).

2674

031

Boehringer
Ingelheim Pharma
GmbH & Co. KG

Binger Strasse (hoac
StraBe hodc Str.)173,
55216 (hodc D-55216)
Ingelheim am Rhein;
Germany.

* Thude san'xuat vo trung: dung dich dé hit. Xuat xwéng 16.
* Thudc khéng vé trung: vién nang clng; thudc nudc udng; thude bot; thude cém; ché pham
st dung 4p luc (khi dung); vién nén; vién nén bao phim; dung dich dé hit, pellet. Xuat xwéng
16.
* Péng gdi so cap:

+Vién nang clrng; vién nang mém; thudc nudc udng; thudc bdt; thude c6m; ché pham st
dung ap lic (khi dung); vién nén; vién nén bao phim; dung dich dé hit, pellet.
*Pong gbi thir cap.
* Kiém tra chat lwgng: Vi sinh (V6 trung, khong vé trung); Héa hoc/Vat Iy.

EU-GMP

DE_RP_01_G
MP_2022_0
046

22-02-2023

13-10-2025

Co quan thadm quyén
Burc

Lam rd cach viét dia chi theo xac nhan clia co quan quan ly.

2537

DE.
115

Aspen Bad
Oldesloe GmbH

Industriestrae 32-36,
23843 Bad Oldesloe,
Germany

* ThuBc vé trung san xuat vo trung: dung dich thudc hit thé tich nho;

* Thudc khéng vé trung chira hormon/ chat cé hoat tinh hormon (khéng bao gdm hormon
sinh duc): thudc dung ngoai dang Idng; thudc udng dang Idng; thudc ban ran; vién nén; thudc
c8m; thudc tén (trituration);

* Xut xwdng 16 thudc vé trung va khong vé trung;

* Péng gdi cdp 1 thudc khdng vé trung: thudc dung ngoai dang ldng; thudc udng dang Idng;
thudc ban rén; vién nén; thudc cdm; thudc tan (trituration);

* Pong goi cap 2.

EU-GMP

DE_SH_01_
GMP_2022_
0039

15-08-2022

31-12-2024

Co quan thdm quyén
Burc

Gia han hiéu lyc gidy chitng nhan EU-GMP dén 31/12/2024 theo
chinh sach gia han ciia EMA (Théng bdo EMA ngay 07/12/2023).

10

2934

DE
146

Griinenthal GmbH

Griinenthal GmbH,
ZieglerstraRe 6, 52078
Aachen, Germany

* Thudc vé trung:

+ Thudc tiét trung cudi: Dung dich thé tich nho.
* Thudc khdng vé trung: thudc dang ldng dung ngoai, thudc udng dang long.
* Doéng gdi so cap: vién nang clrng, vién nang mém, vién nén, vién nén bao phim, cc dang
bao ché rn khac, thudc dan tham qua da. Khéng bao gom thudc chira hoat chat giéng
hormon, chét gay trc ché mién dich, chat doc té bao, chat cé tac dung/ngudn géc gay nén
dot bién hodc quéi thai, khéng bao gdm san phdm chita penicillin hodc cephalosporin.
* Déng gdi thir cap
* Kiém tra chat lwgng: héa hoc/vat ly, sinh hoc (kiém tra ndi doc t8).
* Xuét xwéng 16.

EU-GMP

DE_NW_04_
GMP_2021_
0020

17-12-2021

31-12-2024

Co quan tham quyén
birc

Gia han hiéu lyc gidy chirng nhan EU-GMP dén 31/12/2024 theo
chinh sach gia han clla EMA (Théng bdo EMA ngay 07/12/2023).

11

1853

014

Italfarmaco, S.A

C/ San Rafael, 3, Pol. Ind,
Alcobendas, Alcobendas,
28108 Madrid, Spain

*Thudc khéng vo trung:

+ Thudc dung ngoai dang 1dng (dung dich, hdn dich); thudc udng dang 1dng (dung dich, hdn
dich); thuéc bét, thudc cm, thudc dang pellet, gel dung tai &m dao chira hormon va chét cé
hoat tinh hormon.

+ Chirng nhan 16

*Péng gbi cdp 1: Thudc dung ngoai dang 16ng (dung dich, hdn dich); thudc udng dang 1dng
(dung dich, hén dich); thudc bét, thudc c6m, thudc dang pellet, gel dung tai am dao chira
hormon va chét cé hoat tinh hormon

*Péng gbi cap 2

*Kiém tra chat lwong

EU-GMP

ES/190HVI/2
1

22-12-2021

31-12-2024

Agency for Medicines
and Health Products
(AEMPS), Spain

Gia han hiéu lyc gidy chitng nhan EU-GMP dén 31/12/2024 theo
chinh sach gia han cia EMA (Théng bdo EMA ngay 07/12/2023).
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12 | 1609 [ ES- [Laboratorios Leon [C/ La Vallina s/n, Poligono |* Thudc khéng vé trung chira héc mén hodc cac hoat chat ¢ hoat tinh héc mén: vién nang EU-GMP (4208/21 Co quan thdm quyén Gia han hiéu lyc gidy chitng nhan EU-GMP dén 31/12/2024 theo
022 [FarmaS.A Industrial Navatejera, clrng; vién nang mém; thudc udng dang 10ng; dang bao ché ban ran; vién nén; vién nén bao; Tay Ban Nha chinh sach gia han clia EMA (Théng bdo EMA ngay 07/12/2023).
Villaquilambre, Leon, vong dat am dao.
24008, Spain + Xudt xudng Thudc khdng vé trung.
(cach ghi khéc: C/ La * Déng gdi: dong gdi so cap; déng goi thir cap.
Vallina s/n, Poligono * Kiém tra chét lwong: Héa hoc/Vat ly. 2 3
Industrial Navatejera, 8 8
24008 Navatejera, Leon, 8 ﬁ
Spain; C/ La Vallina s/n, P.I R =
Navatejera, 24008,
Villaquilambre, Leon,
Spain)
13 | 2255 | ES- |Meiji Pharma Avda. De Madrid, 94, * Thudc v6 trung: EU-GMP |ES/092HVI/2 Agency for Medicines B& sung dang bao ché "vién nén bao phim" va lam rd dang bao ché
032 |Spain, S.A. (Tén  |Alcald de Henares, 28802 + Thudc san xuat vo trung: dung dich thé tich nhé. 2 and Health Products rén khac (thudc cm) theo SMF cép nhat va CPP do Céng ty cung cép.
cli: TEDEC-MEWI Madrid Espana, Spain + Thudc tiét trung cudi: dung dich thé tich nhé. (AEMPS), Spain
FARMA, S.A.) (Pia chi cii: Ctra. M-300, * ThuBc khéng vé trung: Vién nang cing; thuSc udng dang 1dng; thudc dat; vién nén, vién
Km. 30,500, Alcala de nén bao phim (bao gém thudc chita khang sinh nhém Beta-lactam), thudc c6m.
Henares, 28802 Madrid * Xudt xwdng; Thube vé trung (bao gdm ca thudc déng khé (ddc té bao)) va thudc khong vé N v
Espana, Spain) trung 8 8
* Dong goi: 8 3
+Ddng goi so cap: Vién nang cltng, vién nang mém, thudc dung ngoai dang 1ng, cac thudc 3 Q
dang ran khac, thudc dat, vién nén
+Ddng goi thur cap
* Kiém tra chat lwgng: Vi sinh (v6 trung; khdng vé trung); Héa hoc/Vat ly
* Bao gdm ca thudc gy nghién, hudng than
14 | 1697 | ES- |LDP-Laboratorios |Ctra.De Barcelona, 135-B, |* Thudc vé trung: EU-GMP |NCF/2140/0 - < |Ministry of Health of Gia han hiéu lyc gidy chirng nhan EU-GMP dén 31/12/2024 theo
036 |[Torlan SA 08290 Cerdanyola Del + Thudc san xuat vo trung: thudc dang ran va cdy ghép chira khang sinh betalactam (thudc 01/CAT § § Government of chinh sach gia han cia EMA (Théng bdo EMA ngay 07/12/2023).
Valles (Barcelona), Spain  |bdt pha tiém). 5 & |catalonia, Spain
8 -
15 [ 1920 [ FR- [Delpharm Tours [Rue Paul Langevin, 37170, |* ThuSc vé tring san xuat vo trung va tiét trung cudi: dung dich thé tich nho; EU-GMP |2021/HPF/F French National Agency |[Gia han hiéu lwc gidy chirng nhan EU-GMP dén 31/12/2024 theo
011 Chambray Les Tours, * Xu&t xudng 16 thuc vo trung; R/162 for Medicines and chinh sach gia han clla EMA (Théng bdo EMA ngay 07/12/2023).
France (hodc Rue Paul * Péng goi thir cap Health Products Safety
Langevin, Chambray Les | * Kiém tra chat lugng: Vi sinh (v trung va khéng vé trung); Héa hoc/ vat ly; Sinh hoc. b S, |(ANSM)
Tours, 37170, France) 8 8
Cach ghi khac: Rue Paul S_ g_
Langevin BP, 90241 3 =
37172, Chambray Les
Tours, Cedex, France
16 |[1920 | FR- [Delpharm Tours [Rue Paul Langevin, 37170, |* ThuSc vé tring san xuat vo trung va tiét trung cudi: dung dich thé tich nho; EU-GMP |2021/HPF/F French National Agency |[Gia han hiéu lwc gidy chirng nhan EU-GMP dén 31/12/2024 theo
011 Chambray Les Tours, * Xuét xwéng 16 thudc vé trung; R/162 b S, [for Medicines and chinh sach gia han clia EMA (Théng bdo EMA ngay 07/12/2023).
France (hodc Rue Paul * Péng goi thir cap 8 8 Health Products Safety
Langevin, Chambray Les | * Kiém tra chat luwgng: Vi sinh (v6 trung va khéng vé trung); Héa hoc/ vat ly; Sinh hoc. S_ g_ (ANSM)
Tours, 37170, France) ] -
17 | 2139 | FR- |SOPHARTEX (hodc |21 rue du Pressoir, * Thudc khéng vé trung: Vién nang cirng; thudc udng dang ldng; thudc c6m, thudc bt; vién EU-GMP |2022_HPF_F National Agency for the [Gia han hiéu lwc gidy chirng nhan EU-GMP dén 31/12/2024 theo
014 (Laboratoires VERNOUILLET, 28500, nén; vién nén dat am dao; vién bao dudng, vién nén bao phim. R_006 Safety of Medicine and  |chinh sach gia han clia EMA (Théng bdo EMA ngay 07/12/2023).
Sophartex) France * Xuat xwdng thudc khéng vé trung N % |Health Products
Cach ghi khac: 21ruedu |* Ddng goi: 8 8 (ANSM), France
Pressoir, 28500, + Déng goi so cdp: vién nang clirng; thudc udng dang ldng; thuc cdm; vién nén; vién nén dit $ q
VERNOUILLET, France am dao. 3 =
+ Déng goi thir cap.
* Kiém tra chit lwgng: Héa hoc/Vat ly.
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TEN CO' SO SAN . ) . NGUYEN | GIAY CH. |ncay |N6AY - . N
STT [ID CC|ID CT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP ﬁi’; CO’ QUAN CAP NOI DUNG PIEU CHINH
18 | 1701 | FR- [Innothera Chouzy |Rue René Chantereau, * Thudc khéng vo trung: EU-GMP |2021/HPF/F French National Agency [B& sung pham vi “Kiém tra chat lugng” theo ding GCN GMP va tai
028 Chouzy-sur-Cisse, Valloire- |+ Thudc udng dang dng (siro, dung dich, hdn dich), vién nén va vién nén bao phim (bao gdm R/089 for Medicines and liéu ky thuat.
sur-Cisse, 41150, FRANCE. |ca thudc dwoc liéu), vién nén nhai.; vién hang mém Health Products Safety
(* Céc cach ghi khéc: + Xuét xuwdng (ANSM)
+ Rue René Chantereau - |* Déng gdi so cip: cac dang.bao ché trén. o <
L'Isle Vert 41150 Chouzy- |* Ddéng gdi thir cap. =] =]
sur-Cisse, France. * Kiém tra chat lwgng E 3
+ L'Isle Vert, Rue René ,‘3 2
Chantereau, Chouzy-sur- © -
Cisse, 41150, France.)
19 | 1800 | FR- |INTL Consumer Domaine de Maigremont, |* Thuéc khong vé trung: Vién nang cirng; thudc dung ngoai dang ldng; thudc udng dang léng; | EU-GMP (2021/HPF/F French National Agency |Gia han hiéu lyc gidy chitng nhan EU-GMP dén 31/12/2024 theo
066 |Health (France) VAL-DE-REUIL, 27100, thudc ban ran; vién nén, vién nén bao phim. R/140 for Medicines and chinh sach gia han ciia EMA (Théng bdo EMA ngay 07/12/2023).
S.AS. (Ténciila |France * Xuét xudng thudc khéng vé trung. b S, |Health Products Safety
Janssen Cilag) Cach'viét khac: Domaine  |* Ddng goi: 2_ 2_ (ANSM)
de Maigremont, 27100, +Ddng goi so cdp: Vién nang cing; vién nang mém; thudc dung ngoai dang ldng; thudc g ﬁ
Val-de-Reuil, France udng dang 16ng; thudc ban rén; vién nén, vién nén bao phim. X =
+ Dong goi thir cap.
* Kiém tra chét lwong.
20 | 1801 | FR- |Pierre Fabre Site Progipharm, rue du * Thudc khéng vé trung: EU-GMP |2021/HPF/F French National Agency |Gia han hiéu lyc gidy chitng nhan EU-GMP dén 31/12/2024 theo
073 |Medicament Lycée, GIEN, 45500, + Vién nang cirng; Thudc dung ngoai dang 1dng; Thudc udng dang 1dng; Thudc dang ban R/093 . < for Medicine and Health |chinh sach gia han cia EMA (Théng bao EMA ngay 07/12/2023).
Production France rén; Vién nén, vién nén bao phim; Thuéc c6m; Dang bao ché cé ap lyc. =] S [Products Safety (ANSM)
+ Xudt xudng 16. S :
* Doéng gdi so cap: cac thudc trén. 2 oy
* Déng goi thir cap. - ”
* Kiém tra chat lwgng: Vi sinh (Khéng vé trung); Hoa hoc/Vat ly.
21 | 1928 | FR- |Fareva Pau Fareva Pau 1, Avenue du  |* Thu8c v6 trung: EU-GMP [2021/HPF/F French national Agency |Gia han hiéu lyc gidy chitng nhan EU-GMP dén 31/12/2024 theo
087 |(cach ghi khac: Béarn, Idron, 64320, + Thudc san xuat vé trung: thudc déng khé (bao gdm ca thudc chira hormon, khéng bao R/091_NA for Medicines and chinh sach gia han cia EMA (theo théng bdo ngay 07/12/2023)
Fareva Pau 1) France gdm hormon sinh duc); dung dich thé tich nho (bao gdm ca thudc chira chat doc t& bao). Health Products Safety
(cach ghi khac: Avenue du |+ Thudc tiét tring cudi: thudc dang ban ran; dung dich thé tich nhd (bao gom ca thudc (ANSM)
Béarn, Idron, 64320, chira hormon, khéng bao gém hormon sinh duc). ] N
France) + Xuat xudng 16 thudc vé trung. S S
* Xut xwdng 16 thudc khong vé trung. $ .':'«
* Péng gdi so cap: Vién nang mém chira chat doc té bao. S -
* Déng gdi thir cap.
* Kiém tra chat lwgng: Vi sinh (khéng vo trung, vo trung); Héa hoc/Vat ly; Sinh hoc.
22 1858 | GR- [Help Abee/ Help [Pedini loanninon, * Thudc vé trung: EU-GMP [66794/12-7- National Organization Gia han hiéu lyc gidy chirng nhan EU-GMP dén 31/12/2024 theo
002 (S.A. loannina, 45500, Greece + Thu8c san xuat vo trung: Dung dich thé tich nho. 2021 for Medicines (EOF), chinh sach gia han clla EMA (Théng bdo EMA ngay 07/12/2023).
+ Thudc tiét trung cudi: Dung dich thé tich nho. Greece
* Thuc“)’c_ khéng vé trung: Vién nang crng; Thuéc dung ngoai dang 1dng; Thuéc udng dang Idng . <
(Siro, hdn dich, thudc nhé giot, dung dich udng); Thudc dang ban ran (kem, gel, m&); Thudc S S
dat; Vién nén, vién nén bao phim. S E
* Xuat xwédng thudc vé trung va thudc khéng vo trung z :
* Déng gdi cap 1: cac dang thudc trén va thudc duwgc ligu ~ ”
* Péng gbi cap 2
* Kiém tra chat lwgng: Héa ly/VAat ly/Vi sinh (thudc vé trung va thudc khéng vé trung)
23 | 1803 | GR- |Rafarm SA Thesi Pousi-Xatzi Agiou * Thudc vé trung: EU-GMP |[72553/23-7- National Organization Gia han hiéu lyc gidy chitng nhan EU-GMP dén 31/12/2024 theo
007 Louka, Paiania Attiki, TK [+ Thudc sdn xuat vo trung: Dang 1dng thé tich nhé. 2021 4 < for Medicines (EOF), chinh sach gia han clia EMA (Théng bdo EMA ngay 07/12/2023).
19002, TO 37, Greece + Thudc tiét trung cudi: Dang Idng thé tich nho. S S |Greece
(céch ghi khac Thesi Pousi |* Thudc khdng vo trung: Vién nang cirng; thudc 1dng duing ngoai; thudc ldng udng; thudc ban $ E
Xatzi Agiou Louka, rén (thudc kem, md, gel); vién nén, vién nén bao phim; dang bao ché rén khac (thudc bot, S‘, :
Paiania, 190 02, Greece) |c6m). o ”
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24 | 2840 | GR- |Cooper Aristovoulou 64, Athens, |* Thudc vé trung: EU-GMP |41496/24-5- National Organization B& sung thém cach ghi tén va dia chi d3 duwoc cong b6 trudc day theo
008 |Pharmaceuticals |[11853, Greece + Thudc san xuat vo trung: Dung dich thé tich nhd: dung dich thudc tiém, dung dich thudc 2023 for Medicines (EOF), xac nhan cla co quan quan ly duoc.
S.A. (* Cach ghi khac: 64 nhd mat; Thudc bot pha tiém chira khangisinh nhém penicillins; Greece
(*Cach ghi khdc:  |Aristovoulou str., Athens, + Thudc tiét trung cudi: Dung dich thé tich Ién; Dung dich thé tich nho.
Cooper S.A. 11853, Greece) + Xuat xudng 16 " ©
Pharmaceuticals) * Thudc khéng vé trung: =] S
+ Thu8c dung trong dang 16ng: Dung dich udng, dung dich thut truc trang. S 2
+ Xuat xudng 16 ,‘3 ,‘3
* Dong goi: © ©
+D0dng gbi so cap: Thubc dung trong dang léng
+D0bng goi thir cap.
*Kiém tra chat lwgng: Vi sinh (thudc vo trung/thudc khéng vé trung); Héa ly/Vat ly; sinh hoc
25 | 2066 | GR- |Boehringer 5th km Paiania- * Thudc khéng vé trling: vién nang clng; vién nén, vién nén bao phim. EU-GMP |80923/23-9- National Organization Gia han hiéu lyc gidy chirng nhan EU-GMP dén 31/12/2024 theo
013 |Ingelheim Hellas |Markopoulo; Koropi Attiki, |+ Xuat xwéng thudc khéng vé trung. 2021 & for Medicines (EOF), chinh sach gia han clla EMA (Théng bdo EMA ngay 07/12/2023).
Single Member 19441; Greece * Dong goi 87069/24-9- Greece
S.A. (Cdch ghi dia chi cii: 5th + Déng gbi so cap: vién nang clrng; vién nén. 2021
(Tén cii: km Paiania-Markopoulo, |+ Ddng gdi thi cap. b g
Boehringer Koropi Attiki, 19400, * Kiém tra chét lwgng: Héa hoc/Vat ly. 8 8
Ingelheim Ellas Greece; Hodc: 5th km 8 ﬁl
A.E) Paiania-Markopoulo, S -
19400 Koropi, Greece)
26 166 | IN- |Zydus Lifesciences |Survey No. 417,419 & * ThuSc khdng vé trling: vién nang clng; vién nang mém; vién nén; vién nén bao. EU-GMP |2019/HPF/P French National Agency |[1. Gia han hiéu lyc gidy chirng nhan EU-GMP dén 31/12/2024 theo
009 |Limited (tén cii: 420, Sarkhej - Bavla T/004 for Medicines and chinh sach gia han ciia EMA (Théng bdo EMA ngay 07/12/2023).
CADILA National Highway No. 8 A, Health Products Safety  [2. Thay d8i tén co s& san xut tir "Cadila Healthcare Limited" sang
HEALTHCARE Village - Moraiya, Taluka - (ANSM) "Zydus Lifesciences Limited".
LIMITED) Sanand, Dist. -
AHMEDABAD - 382 210,
Gujarat State, India
Céach ghi khac: Plot No.
417, 419 & 420, Sarkhej
Bavla National Highway
No. 8 A, Village - Moraiya,
Tal - Sanand Dist:
) <
Ahmedabad 382 210, a 9
Gujarat State, India; S :
Survey No. 417,419 & g E
420, Sarkhej Bavla o ”
National Highway No 8 A,
Village - Moraiya, Tal -
Sanand, Dist. -Ahmedabad
- 382 210, India;
Sarkhej-Bavla N.H. No 8A,
Moraiya, Tal. Sanand,
Dist: Ahmedabad Gujarat
State, India
27 |2350| IN- |DR.REDDY’S Plot No's Q1 to Q5, Phase- |Dung dich thuéc tiém thé tich nho; thudc bot déng kho pha tiem. WHO-GMP |HMF07- Government of Andhra  |Diéu chinh hiéu lyc gidy chitng nhan GMP thanh 31/05/2025 theo
012 |LABRATORIES LTD (I, VSEZ, Duvvada, 14051/1560/ q Yy |Pradesh — Drugs Control |hiéu lyc trén gidy GMP
FTO-IX Visakhapatnam District- 2022-PLNG 9_ 9_ Administration, India
530046, Andhra Pradesh, AND BUDGT- $ 8.
India DCA N -
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28 | 2954 | IN- [Mylan (hodcM/s. [Plot No. 11,12 & 13, * Thudc khéng vé trung: Vién nang cltng; Vién nén, vién nén bao phim. EU-GMP |OGYEI/2998 National Institute of Gia han hiéu lyc gidy chitng nhan EU-GMP dén 31/12/2024 theo
037 [Mylan) Indore Sez (hoac Indore * Pbng gbi so cap: Vién nang clrng; Vién nén, vién nén bao phim. 1-5/2021 Pharmacy& Nutrition, chinh sach gia han clia EMA (Théng bdo EMA ngay 07/12/2023).
Laboratories SEZ hodc Indore Special * Déng gdi thir cap. Hungary
Limited Economic Zone hodc Sez), |* Kiém tra chat lwgng: Thir gidi han nhiém khuén (khéng vé trung); Vat ly/Hda hoc. [N g
Pharma Zone, Phase II, 8' 8'
Sector lll, District Dhar, 8_ ﬁ]
Pithampur, Madhya N =
Pradesh, 454775, India
29 300 [ IN- [(M/s)lpca Plot No. 255/1, Village * Thudc khéng vé trung: Vién nang cltng; vién nén, vién nén bao phim, vién nén giai phong EU-GMP |DE_BY_05_G Co quan thdm quyén Gia han hiéu lyc gidy chirng nhan EU-GMP dén 31/12/2024 theo
066 (Laboratories Athal, Union Teritory of. cham, vién nén khang dich vj, caplet. MP_2020_0 bulrc chinh sach gia han ciia EMA (Théng bdo EMA ngay 07/12/2023).
Limited (Ltd.) Dadra & Nagar Haveli; 010
396230 Silvassa, India
(Céch ghi khdc: Plot No.
255/1,-Athal, U.T of Dadra ° <
& Nagar Haveli, Silvassa, S S
India E Z
Hodc: Plot No. 255/1, 2 D
Athal, Silvassa, UT of DNH, o "
India
Hodc: Plot No. 255/1,
Athal, Silvassa, Pin 396
230, (D&NH), India)
30 | 2476 | IN- [USV Private H-13, 16, 16A, 17, 18,19, [* Thudc tiém vo trung, thudc tiém déng sdn trong bom tiém va thuc nhd mat WHO-GMP |DCD/D&D/L Medical & Health Diéu chinh hiéu lwc thanh 29/03/2026 theo dung gidy chitng nhan
097 [Limited 20, 21 va E-22, OIDC, * ThuBc khéng vé trung: vién nang, vién nén, thudc c8m (granules) A/2022- @ QO  |service, Drugs Licensing |WHO-GMP
hodc M/S. USV Mahatma Gandhi Udyog 2023/3488 2. 2. Authority, UT of Daman
Private Limited Nagar, Dabhel, Daman, IN- 8_ 8_ &Diu, Daman, INDIA
396210, India Q Q
31 |2632| IN- |Bliss GVSPharma | Plot No.11, Dewan Udyog [*Thu8c dan (suppositories/ pessaries) WHO - |NEW-WHO- - < Food & Drug Piéu chinh Tiéu chudn GMP tlr India-GMP thanh WHO-GMP theo xac
126 |Limited Nagar, Aliyali, Palghar GMP  |GMP/CERT/ S S |Administration, nhan clia co quan c6 tham quyén tai An Do.
401404 Maharashtra KD/105238/ g g Maharashtra State, India
State, India 2021/11/377| % Ny
26 o~ o~
32 [ 2025 | IN- [Ahlcon SP-917-918, Phase - I, * Thudc vé trung: EU-GMP |FT09/MH/00 o < National Authority of Cap nhat hiéu lyc gidy chirng nhan EU-GMP dén ngay 31/10/2024
143 |Parenterals (India) |RIICO Industrial area, + Thudc san xuat vo trung: Thudc nhd mét. 1/2018 = S |Medicines and Health theo Gidy ching nhan gia han GMP EU.
Limited Bhiwadi, Dist. Alwar + Thudc tiét tring cudi: Dung dich thé tich én. > 2 |Products (INFARMED),
(Rajasthan), 301019, India |* Pdng gdi thir cap. g E Portugal
* Kiém tra chat lwgng: Vi sinh (V6 trung; Khong vé trung); Héa hoc/Vat ly. - ”
33 | 2636 | IN- [Aurochem Plot No.8, Palghar Taluka |* Thudc khéng vé trung: WHO-GMP [NEW-WHO- Food & Drug Piéu chinh pham vi chitng nhén 1am rd “thuéc udng dang léng: dung
170 |Laboratories Ind. Co-op. Estate Ltd. + Thudc dung ngoai: Kem, gel, m&, lotion (khong bao gdm céc ché phdm chira GMP/CERT/ ] ©  |Administration, dich, hdn dich” theo céc tai liéu ki thuat cdng ty cung cap
(India) PVT. LTD. |Boisar Road, Tal. Palghar, [Cephalosporin, Penicillin, doc t& bao, Hormone) KD/126355/ 2_ 2_ Maharashtra State, India
Thane 401404 +Thudc udng dang 1dng: dung dich, hdn dich (khdng bao gdm cac ché pham chita 2023/11/458 g g
Maharashtra State, India  |Cephalosporin, Penicillin, déc t& bao, Hormone) 69 I\ =
34 | 2287 |IT-010|Abbvie S.R.L S.R. 148 Pontina Km 52,  |* ThuSc khéng vé truing: Vién nén; vién nén bao; thudc dung trong dang 16ng; thuéc cém. EU-GMP |[IT/195/H/20 Italian Medicines Agency |Diéu chinh céch viét dja chi theo xac nhan clia co quan cé thdm quyén.
Snc-Campoverde Di * Xuat xwdng thudc san xuat vé trung; thudc sinh hoc san xuat vé trung: thudc déng kho; 22 (AIFA)
Aprilia (loc. APRILIA) - dung dich thé tich nhé san xu4t vé trung.
04011 APRILIA (LT), Italy  |* Xu&t xudng thudc khdng vé trung. N 0
(Cach ghikhéc: S.R. 148  |* Déng géi: S S
Pontina Km. 52 SNC, + Ddng gbi cap 1: vién nén; vién nén bao; thudc dung trong dang Idng; thudc c6m ;_' 3_
04011 Campoverde di +Ddng goi cap 2 pa 5
Aprilia (LT), Italy) * Kiém tra chét lwong: héa ly/vat ly/vi sinh (thudc vo trung, thudc khong vé trung)
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35 | 2078 |IT-037|Opella Healthcare |Viale Europa, 11-21040 * Thubc khéng vo trung: Thubc ubng dang 1dng. EU-GMP |[IT/9/H/2022 Italian Medicines Agency |Gia han hiéu lyc gidy chitng nhan EU-GMP dén 31/12/2024 theo
ltaly S.R.L. Origgio (VA), Italy * Xuat xwdng thudc khéng vé trung. (AIFA) chinh sach gia han clia EMA (Théng bdo EMA ngay 07/12/2023).
(Tén cii: SANOFI | (* C4c c4ch ghi khac: * Thudc sinh hoc (men vi sinh): Vién nangictrng; Thuc uéng dang 1dng; Thudc bét, thudc ~ <
S.R.L) - Viale Europa, 11 Origgio |c6m. =] =]
(VA), Italy * Xut xwéng thudc sinh hoc: Men vi sinh. 3 E
- Viale Europa 11, IT- * Thudc duoc liéu: Thudc ubng dang Iong. 3 :
21040 Origgio, Italy) * Déng gdi so cap: Vién-nang cirng; Thudc udng dang 1dng; Thudc bét, thudc cdm. - ”
* Péng goi thir,cap.
* Kiém tra chat lwgng: Vi sinh (khéng vé trung); Héa hoc/Vat ly.
36 |2391| LV- |Akcijusabiedriba [Krustpilsiela 53, Riga, LV- |* Thudc khdng vé trung: vién nang cirng (bao gdm ca thudc chira chat doc té bao, chat kim EU-GMP |ZVA/LV/202 State Agency of Gia han hiéu lyc gidy chirng nhan EU-GMP dén 31/12/2024 theo
001 ["Grindeks" (I 1057, Latvia / 53 Krustpils [t& bao); Thudc dung ngoai dang 1dng, thudc udng dang 1dng; thudc ban rén, vién nén; vién 2/002H Medicines of the chinh sach gia han clia EMA (Théng bdo EMA ngay 07/12/2023).
vieta) / Joint Stock [Street, Riga, LV-1057, nén bao phim; ~ < Republic of Latvia
Company Latvia * Xut xwéng thudc vé trung; thudc khdng vé trung 8 8
"Grindeks" (site 1) * Pong goi: 3 :
(cach ghi khéc: AS +Ddng goi so cap: cac dang thudc trén 2 o
Grindeks AS) + Déng goi thir cap © «
* Kiém tra chat lwgng: vi sinh vo tring va khang vo tring, héa hoc/vat ly, sinh hoc.
37 | 2301 | NL- |Merck Sharp & Waarderweg 39, * Thudc khdng vé trung: Vién nén, vién nén bao phim. EU-GMP |NL/H Health and Youth Care  [Gia han hiéu lwc gidy chirng nhan EU-GMP dén 31/12/2024 theo
003 |DohmeB.V: HAARLEM, 2031BN, (hodc |* Xuat xudng thudc vo trung; thudc khong v tring; thudc mién dich; 21/2035427 8 S, |Inspectorate - chinh sach gia han cla EMA (Théng bdo EMA ngay 07/12/2023).
2031 BN Haarlem hodc NL-|* Ddng géi so cap: Vién nang clrng; Vién nén, vién nén bao phim. A 2_ 2_ Pharmaceutical Affairs,
2031 BN Haarlem), * Déng goi thir cap. 8 ﬁ Netherlands
Netherlands * Kiém tra chat lwgng: Vi sinh (v6 trung, khéng vé trung); Héa hoc/Vat ly; Sinh hoc. B =
38 | 3056 | NL- [SynthonB.V. Microweg 22, Nijmegen,  |Xu&t xuwdng 16: Thudc vé trung, thudc khdéng vo trung EU-GMP |NL/H ~ < Health and Youth Care  |Gia han hiéu lyc gidy chitng nhan EU-GMP dén 31/12/2024 theo
014 6545CM, Netherlands 21/2029200 g S  [Inspectorate - chinh sach gia han cla EMA (Théng bdo EMA ngay 07/12/2023).
D :, : Pharmaceutical
o I
22 ::; Products, Netherlands
39 | 2304 | PK- |GetzPharma Pvt. [Plot 29-30, Sector 27, * Vién nén (Cac giai doan: tron, xay khd, xat hat, dap vién, bao, ép vi, déng gdi); WHO-GMP |06/2022- Drug Regulatory 1. Diéu chinh dia chi co s& san xudt (bd ma buu chinh 74900) theo
003 (Ltd. Korangi Industrial Area, * Vién nang cirng (Cac giai doan: tron, xdy khé, xat hat, dong nang, déng géi); DRAP (K) Authority of Pakistan dang théng tin trén gidy GMP.
Karachi, Pakistan * Bot kho pha hon dich (Céc giai doan: trn, xat hat, déng lo, déng géi); 2. B8 sung pham vi ching nhan (Vién nang chira bt kho dé hit (Cac
* Bot kho pha tiém (Céc giai doan: déng lo, dong goéi); ~ < giai doan: trén, déng nang, ép vi va déng géi) theo ding théng tin trén
* Thuc géi (Cac giai doan: tron, xat hat, ép géi, déng goi); S S gidy GMP.
* Thudc tiém dang ldng (Cac giai doan: Pha ché, loc, déng lo, tiét trung, déng goi); E E
* Thudc tiém dang l6ng chira Insulin (C4c giai doan: Pha ché&, déng lo, déng goi); 3 3
* Thugc hit phan ligu (San xudt, déng lo, dén nhan va déng goi). - -
* Vién nang chira bot kho dé hit (Cac giai doan: trdn, déng nang, ép vi va déng géi).
40 (2899 | PK- |M/s. Nabigasim 17/24, Korangi Industrial  |* Vién nén (non-betalactam); Vién nang (non-betalactam va cephalosporin); thuéc bét pha WHO-GMP |62/2022- ~ " Drug Regulatory Binh chinh hiéu lyc GCN GMP thanh 27/5/2025 theo ding GCN GMP
011 (Industries (Pvt.) Area, Karachi, Pakistan hén dich (khang sinh non-betalactam va cephalosporin), siro (khéng khang sinh va khang DRAP (K)-66 S S [Authority of Pakistan dugc cap
Ltd sinh); kem/m@/lotion (khéng khang sinh, khang sinh va steroids); liquid enema, sachet; gel S, S,
va vién nén (hormon), bot déng khé pha tiém ; ;
41 |1755| PL- |Adamed Pharma |ul. Szkolna 33, 95-054 * Xuét xwéng thudc vé trung. EU-GMP |IWSF.405.76 Chief Pharmaceutical Gia han hiéu lyc gidy chitng nhan EU-GMP dén 31/12/2024 theo
010 (S.A. Ksawerow, Poland (céch  |* Thudc khéng vé trung: Vién nang cirng, vién nén, vién nén bao phim. .2021.1P.1 b S, |Inspector, Poland chinh sach gia han clia EMA (Théng bdo EMA ngay 07/12/2023).
viét khac: 95-054 * Xuét xwéng thudc khéng vé trung: Vién nang clrng, vién nén, vién nén bao phim. WTC/0258_ 2_ 2_
Ksawerow, Szkolna St. 33- |* Ddng gdi so cap: vién nang cirng; vién nén, vién nén bao phim; 01_01/200 $ g
Poland). * Déng gdi thir cap. 3 =
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42 | 2200 | PT- [Laboratorios Rua da Estacao, Ns 1 And  |*Thuéc v6 trung: EU-GMP [F015/S1/MH National Authority of Gia han hiéu lyc gidy chitng nhan EU-GMP dén 31/12/2024 theo
005 |Atral, S.A. 1A, Castanheira do + Thudc san xuét v trung: Thudc dang rén va cy ghép, thudc bdt chira khang sinh nhém /002/2022 Medicines and Health chinh sach gia han cia EMA (Théng bdo EMA ngay 07/12/2023).
Ribatejo, 2600-726, beta-lactam. ~ < Products, I.P, Portugal
Portugal (B6 Dao Nha) + Thudc tiét trung cudi: Thudc-dangran va cdy ghép. =] =]
* Thudc khéng vé trung: S, E
+ Thu8c chira khang sinh nhém beta-lactam: Thudc bét. 3 :
+ Thu8c khéng vé trung khéng chira khang sinh nhdm Betalactam: Vién nang cirng; Thuéc ” ”
udng dang 1&ng; Thudc dung ngoai dang 1dng; Thudc dang ban rén; Thudc dan; Vién nén;
Vién dat.
43 | 2201 | RO- [Magistra C&C B-dul Aurel Vlaicu nr. 82A, [* Thud¢ khéng vo tring: vién nén bao phim; vién nén dit am dao; thudc ban rin; vién dat/ EU-GMP [033/2021/R NAMMD (National B& sung cach ghi dia chi lam rd cac chit viét tat ti€ng Rumani theo xac
001 (S.R.L Municipiul Constanta, vién'trirng, vién nén (bao gdm ca thudc chira corticosteroids) o Agency for Medicines nhan clia B6 Y té Rumani.
Hodc: Judetul. Constanta, cod *Pong goi: and Medical Devices),
S.C.Magistra C&C |postal 900055, Romahia +Ddng gbi so cap: cac dang thudc trén Rumani
S.R.L Cach viét khac: + Déng goi thir cap
B-dul Aurel Vlaicu nr. 82A, [* Xuat xuéng thudc khdng vo trung < 3
Constanta,.cod 900055, * Kiém tra chat lwgng: Vi sinh (thudc khéng vé trung); Héa ly/Vat ly 8 8
Jud: Constanta, Romania; :. ’C\.’
Bulvardul Aurel Vlaicu nr. S b}
82A, Constanta, Romania.
44 | 2213 |SI-002|Lek farmacevtska |Trimlini 2D, Lendava, Plant Poslovna enota Proizvodnja Lendava: EU-GMP |401-2/2021- Agency for Medicinal Gia han hiéu lyc gidy chirng nhan EU-GMP dén 31/12/2024 theo
druzba d.d. (hodc [9220, Slovenia * Xuét xwdng thudc khdng vé trung: 11 Products and Medical chinh sach gia han cla EMA (Théng bdo EMA ngay 07/12/2023).
Lek * Péng gbi so cap: Vién nang clrng (bao gdm ca cac thudc (rc ché mién dich, thudc doc té . < |Devices of the Republic
Pharmaceuticals bao, thudc kim t& bao); Vién nang mém (bao gobm ca thudc (rc ché mién dich); Vién nén, vién S S |of Slovenia (JAZMP)
d.d. hodc Lek d.d., nén bao phim (bao gébm ca hormon/hoat chét cé hoat tinh hormon; prostagladin/cytokin; ; Z
PE Proizvodnja thudc doc té bao/kim té bao, thudc trc ché mién dich). z :
Lendava) * Déng goi thir cap. - ”
* Kim tra chét lwgng: héa ly, vat ly, vi sinh (thuSc khéng vé trung)
45 | 2214 |SI-003 |Lek Perzonali 47, Prevalje, * Thudc khéng vé trung (chira khéang sinh penicillin): Vién nén, vién nén bao phim, thuéc bét, | EU-GMP |450-8/2022- Agency for Medicinal Pinh chinh tén co s& san xuat thanh "Lek Pharmaceuticals d.d. (Lek
Pharmaceuticals |2391, Slovenia thuéc cdm . 1 q S, |Products and Medical d.d., PE Proizvodnja Prevalje hodc Lek d.d.)" theo dung GCN GMP da
d.d. (Lek d.d., PE * Dong goi: 2. 2. Devices of the Republic [dwoc cap.
Proizvodnja +Déng gdi so cap (bao gdm ca nang cirng). 3 8 |of Slovenia (JAZMP)
Prevalje hodc Lek +Ddng goi thir cap. 8 3
d.d.) * Kiém tra chat lwong.
46 | 856 | TH- |Reckitt Benckiser |65 Lardkrabang-Bangplee |* Thudc khéng vé trung: Dung dich dung ngoai dang 16ng, Dung dich dung trong dang léng, PIC/S-GMP |1-2-07-17- Food and Drug 1. Gia han dén 31/12/2024 theo gidy chirng nhan méi duoc gia han
003 [Healthcare Road, Bangplee, Moo 12 |vién nén, vién ngam. 18-00068 Administration (Thai ba&i FDA Théi Lan.
Manufacturing Samutprakarn 10540, FDA), Thailand 2. B8 sung cach ghi dia chi co s& s&n xuét theo xac nhan clia FDA Thai
(Thailand) Limited [Thailand (cach ghi khac: * g Lan.
65 Moo 12, Lardkrabang- 8 8
Bangplee Road, Bangplee, 3_ g_
Samutprakarn 10540, ~ =
Thailand)
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TEN CO' SO SAN . ) . NGUYEN | GIAY CH. |ncay |N6AY - . N
STT [ID CC|ID CT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP zi'; CO’ QUAN CAP NOI DUNG PIEU CHINH
47 | 2217 | TR- |Deva Holding A.S. |Gerkezkdy Organize * Thudc vo trung: PIC/S-GMP [TR/GMP/20 Turkish Medicines and  |1. Diéu chinh pham vi "Vién nén, vién nén bao phim" thanh "(bao gém
023 Sanayi Bolgesi, Karaagag + Thudc san xuat v trung: Thudc bét pha tiém/tiém truyén dang lo (chira khang sinh 22/120 Medical Devices Agency |[ca thudc chira khang sinh non-betalactam/chtra penicillin,
Mah., Atatirk Cad., No: cephalosporin, penicillin); cephalosporin/chita hormone)" do Céng ty cung cap CPP cla san
32, Kapakl / Tekirdag, * Xuat xwdng thudc vo trung. pham Vién nén thudng va ra soat lai SMF da tham dinh.
Turkey * Thudc khéng vé trung: Vién nang citng (chira khang sinh non-betalactam; chita khang sinh 2. B8 sung cach ghi khéc clia dia chi co s& theo xac nhan cta BYT Thé
(* Cach ghi khac: Cephalosporin); Vién nang mém; ThuSc dung ngoai dang 16ng (dung dich xit miéng chira Nhi Ky va cach phién am tén quéc gia Thd Nhi Ky.
Cerkezkdy Organize khang sinh non-betalactam; thudc xit miii chira khang sinh non-betalactam; dung dich dung
Sanayi Bolgesi, Karaaga¢ |ngoai da chira-khang sinh non-betalactam/chira hormone); Thuéc dung trong dang long
Mahallesi, Atatiirk (dung dich, hondich, siro chita khang sinh non-betalactam); bot pha hdn dich udng (chira
Caddesi, No: 32, Kapakli / |khang sinh non-betalactam/chtra penicillin, cephalosporin); Bt hit dang vién nang cing; ~ <
Tekirdag/Turkiye) Dang bao ché c6 4p luc (Thudc hit); Thudc dang bén ran (kem, gel; m& chira khang sinh non- g ]
betalactam/chira hormone); Thudc dan chira khang sinh non-betalactam; Vién nén, vién nén 3 :
bao phim (bao gém ca thudc chita khang sinh non-betalactam/chira penicillin, uo', :
cephalosporin/chita hormone); vién nén nhai, vién nén khang dich vi (chira khéng sinh non- © -
betalactam);
* Xuat xudng thudc khong vo trung.
* Déng gdi so cap: Vién nang clrng, vién nang mém, thudc dung ngoai dang 1dng, thudc dung
trong dang 1dng, dang bao ché rén khac, dang bao ché cé ap lirc, thudc ban rén, thudc dan,
vién nén, vién nén bao phim.
* Déng goi thir cap.
* Kiém tra chat lwgng: Vi sinh (V6 trung); Vi sinh (Khéng v trung); Héa hoc/Vat Iy.
48 | 1766 | UA- [Farmak Joint Kyrylivska Street 74, Kyiv, |* Workshop No.1, Site No.3: Thu8c khéng vé trung: thudc dung ngoai dang long; thudc dung | EU-GMP [Klasa: UP/I- Agency for Medicinal Gia han hiéu lyc gidy chirng nhan EU-GMP dén 31/12/2024 theo
004 |Stock Company 04080, Ukraine trong dang 16ng. 530-10/21- Products and Medical chinh sach gia han cla EMA (Théng bdo EMA ngay 07/12/2023).
hodc JSC (céch ghi khac: 74, * Workshop No.3, Site No.3: Thudc khdng vo trung: thudc béan rén (kem, md, gel). 03/13, Devices, Croatia
"Farmak" (Cach Kyrylivska Str., Kyiv, * Workshop No.3, Site No.4: Thudc khéng vé trung: Vién nang mém. Urbroj: 381-
ghi cii: Farmak 04080, Ukraine) * Workshop No.4, Site No.4 va Site No.5: Thudc khéng vé trung: Vién nang clrng; thuéc 13-08/318-
15C) bét/thudc c6m pha dung dich udng phan ligu; vién nén (bao gém ca thudc chira hormon, 21-03 < %
ngoai trir hormon sinh duc). g g
* Workshop No. 5, Site No. 1: Thu8c vé trung: Thudc tiét trung cudi: Thudc dang 1dng thé tich 9«' .':'«
nho (Ampoules). X =
* Workshop No. 5, Site No. 3: Thu8c vé trung: Thuc san xuat vé trung: Thudc dang Idng thé
tich nhé (bao gdm ca thudc chira hormon, ngoai trir hormon sinh duc) (vials va syringes).
* Workshop No. 5, Site No. 5: Thu8c vé trung: Thudc tiét trung cudi: Thudc dang 1dng thé tich
nhé (Ampoules va Vials).
49 (2918 | US- |SpecGx LLC 172 Railroad Avenue, P.O. [Thuéc vién nén, vién nén gidi phong cham, vién nén gidi phéng cé kiém soat, thudc udng U.S. cGMP |FEI: 1317295 ° < United States Food and B8 sung pham vi vién nén theo béo cao thanh tra, SMF va CPP.
065 Box P, Hobart, New York |dang Idng. (twong |El end: S S [Drug Administration
(NY) 13788 United States duong EU-(13/03/2020 | & & |(us. Foa
(USA) GMP) @ )
- oM
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