BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Djc 1ap - Tu do - Hanh phiic

Sé: 1208 /QLD-CL Ha Noi, ngay 23 thang 04 nam 2024

V/v cong bé két qua danh gia dap ung
GMP cua co s¢ san xudt nudce ngoai
(Pot 36)

Kinh guri:
- S6' Y té cac tinh, thanh pho tryc thudc Trung wong;
- Cac co so dang ky, san xuat, kinh doanh thudc nude ngoai.

Cén cur Nghi dinh 54/2017/ND-CP ngay 08 thang 5 ndm 2017 cua Chinh phu
quy dinh chi tiét mot s6 didu va bién phép thi hanh Luét Duoc;

Can ctr Nghi dinh 155/2018/ND-CP ngay 12 thang 11 nam 2018 cua Chinh
phu stra ddi, bd sung mét sé quy dinh lién quan dén diéu kién dau tu kinh doanh
thudc pham vi quan 1y nha nudc cia Bo Y té;

Cin cir Nghi dinh sb 88/2023/ND-CP ngay 11/12/2023 cta Chinh phu sira
d6i, bo sung mot s6 diéu ciia Nghi dinh s6 54/2017/ND-CP ngay 08/05/2017 cua
Chinh phu quy dinh chi tiét mot s6 diéu va bién phap thi hanh Luat dugc va Nghi
dinh s 155/2018/ND-CP ngay 12/11/2018 ctia Chinh phu sira d6i, bo sung mét so
quy dinh lién quan dén didu kién dau tu kinh doanh thudc pham vi quan ly nha
nude cia Bo Y té;

Cin ctr Thong tu s6 35/2018/TT-BYT ngay 22/11/2018 cua Bo truong Bo Y
té quy dinh vé Thue hanh tét san xuét thudc, nguyén licu lam thudc;

Can ctr Thong tu s6 12/2022/TT-BYT ngay 21/11/2022 cua Bo truong Bo Y
té stra d6i, bo sung va bai bo mét sb Piéu ciia Thong tu s6 35/2018/TT-BYT ngay
22/11/2018 cua Bo truéng BO Y té quy dinh vé Thuc hanh t6t san xuét thudc,
nguyén lidu lam thude,

Cuc Quan 1y Dugc thong bao:

1. Két qua danh gia dap ung thue hanh tbt san xuét cua co so san xuét thude,
nguyén liéu lam thudc tai nuée ngoai (GMP) - Dot 36 tai:

- Phu luc 1: Danh sich co s& san xuat thude, nguyén liéu lam thudc tai nude
ngoai dap ung Thuc hanh t6t san xuat thude (GMP) - Dot 36;

- Phu luc 2: Danh sich co s san xuat thudc, nguyén liéu lam thudc tai nuée
ngoai dap tmg Thuc hanh tét san xuit thuéec (GMP) duge diéu chinh ndi dung da
cong bd tir Dot 1 dén Dot 35;

- Phy luc 3: Danh sach hd so dé nghi danh gia dap tng GMP clia cac co sO
san xudt thudc, nguyén liéu 1am thude can b sung, giai trinh - Dot 36;

Céac doanh nghiép cin ctr ndi dung can bo sung, giai trinh tai danh sach trén
dé nop ho so bd sung trén Hé thdng Dich vu cong TT48 dé tiép tuc dugc xem xét,
cong bd.

2. Cac Phu lyc 1, Phu luc 2, Phu luc 3 trén dugc dang tai trén trang thong tin
dién tor cua Cyc Quan ly Duogc - http://dav.gov.vn - Muc Thyuc hanh tot GXP va



Danh sach cap nhat cac co s¢ san xudt thuéc, nguyén licu lam thude tai nudc ngoai
dap ng Thuc hanh tot san xuat thuée (GMP) dugc ding tai trén Hé thong dich vu
cOng truc tuyén - https://dichvucong.dav.gov.vn — Muc Tra ctru thong tin GxP cua
Cuc Quan Iy Duoc; S6 Y té céc tinh, thanh phé truc thugc Trung wong, cac cosé'y
té cong lap sir dung cac danh sach trén dé xét cac goi thau thude theo dung quy
dinh ctia Thong tur 15/2019/TT-BYT ciia Bo truong Bo Y té vé hudng dan dau thau
thudc tai cac co so' y té va cac quy dinh cua Luat Dau thau.

3. Cuc Quan ly Duoc dang tién hanh xir Iy song song cac ho so ban giay da
t1ep nhan truoc ngay 01/04/2024 va cac hé so truc tuyen duoc tiép nhan trén Hé
thong dich vu cong truc tuyén tir ngay 01/04/2024. Két qua xir Iy cia ca hai hinh
thirc trén s& duoc cong bd trén trang thong tin dién t cua Cuc Quan Iy Dugc -
http://dav.gov.vn - Muc Thuc hanh t6t GXP va cép nhat trén Danh sach cac co s&
san xuat thudc, nguyén liéu lam thude tai nuée ngoai dap ung Thyc hanh tot san
xuit thudc (GMP) dugc ding tai trén Hé théng dich vu cong truc tuyén -
https://dichvucong.dav.gov.vn — Muc Tra ciru thong tin GxP cua Cuc Quan ly
Dugc.

Cac co sO san xuét, dang ky, kinh doanh thube phai ra soat, kip thoi cap nhat
tinh trang dap tmg GMP cua co s& san xudt thudc, nguyén liéu 1am thudc nude
ngoai theo ding quy dinh tai diém d, khoan 1 Diéu 100 Nghi dinh s6 54/2017/ND-
CP ngay 08/5/2017; luu y di v6i cac co s¢ san xudt nude ngoai c6 Gidy ching
nhan GMP dugc gia han hi€u luc theo chinh sach trong giai doan dich Covid-19
cuia co quan quan 1y dugc céac nudec.

Cuc Quan 1y Duoc thong bao dé cac don vi biét va thuc hién ./.

Nclr\l'ihnhg?::t: KT. CUC TRUONG
- Nhu trén; 3 )
- Cuc trudng Vi Tuén Cuong (dé b/c); = ,jr-‘—j:!:-_l:lo cue TRUGNG

- Cuc Quan Y - Bo Quéc phong;

- Cuc Y té - By Cong an;

- Cuc Y té GTVT - B Giao thong van tai;

- Céac bénh vién truc thudéc Bo Y té;

- Website Cuc Quan ly Dugc;

- Phong Ping ky thude, Quan 1y gia thude (dé p/hop);
- Luwu: VT, CL.




Phu lucl

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

Dot 36
( Kém theo céng vdn sé /QLD-CL ngay / / ctia Cuc Qudn ly Dwoc )
D TEN CO' SO SAN NGUYEN | GIAY CH. |NGAy |NGAY
ph < A "~ | HET Al
STT cc ID CT XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CcAp ey CO' QUAN CAP
1 |2987| AT- |EVER Neuro Oberburgau 3, 4866 *Thu6c vo trung: san xuat vd trung: déng lo vd trung APl va x& ly han nhiét. EU-GMP |INS-482197- < < |Federal Office for Safety
011 |Pharma GmbH Unterach am Attersee, * Xudt xudng thudc vé trung. 102733152- § § in Health Care, Austria
Austria * Kiém tra chat lwgng: Héa hoc/Vat ly; Vi sinh (Khdng vo trung). 19105968 ] =)
* San xudt APl vo trung: Cerebrolysin. ] @
2 |2988| AT- [Sanochemia Landeggersstrabe 7, 2491 |* Thu8c v6 trung: EU-GMP |INS-483893- Federal Office for Safety
015 |Pharmazeutika Neufeld an der Leitha, + Thudc tiét trung cudi: Dung dich tiém truy@n thé tich 1&n; dung dich thudc tiém, tiém truyén thé tich nhé. 101799676~ in Health Care, Austria
GmbH Austria + Xuat xwdng thudc vo trung. 18470949
* Thudc khdng vé trung: thudc udng dang léng (1/5) ] 9
* Xuat xudng thudc khong vé trung. 8[ 8[
* Pong goi: B B‘
+Dong gdi so cap: thubc udng dang 16ng 3 <
* Kiém tra chat lwgng:
+ Vi sinh: vo trung, khéng vo trung.
+ Hoda hoc/Vat ly.
3 |2989| AU- [Lipa 21 Reaghs Farm Road, Thudc khéng vo trung khéng chira khang sinh nhém Penicillins, Cephalosporins, hormon, steroids va thudc chéng ung thu: Thubc dang léng; dang | Twong  [MI-2024-LI- < o |Australian Therapeutic
005 |Pharmaceuticals [MINTO NSW 2566, bao ché ban rén; thudc rén phan lidu (vién nén, vién bao, vién nang cing); thudc cdm; bot; vién nang mém. duong EU-[01095-1 § § Goods Administration
Ltd Australia GMP ] g |(TGA)
~ &
o —
4 [2990| AU- |Contract 20-24 Long Street, * Thu8c khéng vé trung (chira dugc lidu, vitamin, chat khodng, chat bé sung dinh dudng) (khéng bao gdm céc thir nghiém vi sinh): Dang bao ché Twong  [MI-2024-LI- < \n |Therapeutic Goods
009 [Manufacturing & [Smithfield NSW, 2164, ran phan ligu (vién nén, vién nén bao phim, thudc bdt); dang bao ché ban ran kem, md, gel), vién nang mém. duong EU-|00452-1 § § Administration (TGA),
Packaging Australia GMP 8: :: Australia
Services Pty Ltd by X
5 |[2991| BE- [Catalent Belgium [Font Saint Landry 10, * Thudc vé trung: EU-GMP [BE/GMP/20 - © Federal Agency for
005 |SA Bruxelles, 1120, Belgium + Thu8c san xuat vo trung: Dung dich thé tich nho. 23/024 = S [Medicines and Health
. . . N N ~
(Cach ghi khac: + Thudc tiét trung cudi: Dung dich thé tich nho. 82 g' Products (FAMHP),
Catalent Belgium) + Xuat xuwdng 16. m‘ B‘ Belgium
6 |[2992| BE- [Baxter (Baxter SA |Boulevard René * Thudc vo trung: EU-GMP [BE/GMP/20 Federal Agency for
009 [hodc Baxter S.A [Branquart 80, Lessines, + Thudc tiét tring cudi: 23/104 Medicines and Health
hodc Baxter S.A.) |7860, Belgium - Dung dich, nhii dich thé tich I&n Products (FAMHP),
Cach ghi khac: Bd. René - Dung dich, nhii dich thé tich nhé. Belgium
Branquart 80, B-7860 b4 9
Lessines, Belgium 2. 2.
hodc: Bd René Branquart g. :.
80, B-7860 Lessines - =1 S
Belgium hodc: Boulevard
René Branquart 80, B-
7860 Lessines - Belgium
7 |2993| BG- [Chemax Pharma (8 A Goritsa Str., Sofia * Thudc khong vé trung: Vién nang cirng; bot pha dung dich udng; bdt pha hdn dich udng; thudc udng dang 16ng; thudc dung ngoai dang 1dng; EU-GMP [BG/GMP/20 < © Bulgarian Drug Agency,
008 [LTD 1618, Bulgaria Vién nén. 24/252 Q < [Republic of Bulgaria
< =)
o —
o <)
o ~N
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D TEN CO' SO’ SAN ) ) R NGUYEN | GIAYCH. |ncAy |NCAY .
STT cc ID CT XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CcAp :iTN CO’ QUAN CAP
8 |2994| BY- |loint Stock 222518 Chapaeva st., 64, [*Thudc vé trung: Belarus- [204/2022/G Ministry of Health of the
008 [Company 64A, 64/3, Borisov, Minsk |- Dang bao ché ran (thudc bot) GMP MP ~ < Republic of Belarus
"Borisovskiy region, Republic of Belarus|- Ddng géi thudc vé trung = =
Zavod * Gidi han pham vi: Gidy chirng nhan nay ap dung cho viéc san xuét thudc: E E
Medicinskikh - Tai dia diém s6 1 va s6 2 clia xudng san xuat thudc bot pha tiém s 5, dit tai dia chi: dwong Chapaeva, 64/3, Borisov. ,? :L,
Preparatov" * Viéc san xuat cac dang bao ché nay dugc thuc hién tai phan xudng s6 1 va s6 2 clia phan xudng san xuat thudc bot pha tiém s8 5. - -
9 |[2995| CH- |Ferring Chemin de la * Thudc khong vo tring: thudc dang ran (thuSc cdm (granules, bao gdm ca cdm phdéng thich cham - retard granules); vién nén (bao gom ca vién Swiss  |GMP-CH- Swiss Agency for
004 (International Vergognausaz 50 (hodc nén giai phong kéo dai - prolonged release tablet); thudc dat. GMP 1005326 < © Therapeutic Products
Center S.A Chemin de la + Xuat xwdng 16 (thudc vo trung, thudc khdng vé trung, thudc sinh hoc) (Twong S S [(Swissmedic)
Vergognausaz), 1162 * Péng goi so cap, thir cap. duong EU- E S
(hodc CH-1162), St-Prex  [* Kiém tra chat lwgng: Vi sinh (thudc khdng vo trung); héa/ly. GMP) l:L, 5
(hoac Saint-Prex),
Switzerland
10 |2996| CH- |Vifor SA Route de Moncor 10, * Thuéc khéng vo trung: Tuong |GMP-CH- Swiss Agency for
012 1752 Villars-sur-Glane, + Vién nang cirng; thudc dung ngoai dang ldng; thudc udng dang 1dng;céc dang thubc ran khéc; thubc ban rén; vién nén. duong EU-11002348 Therapeutic Products
Switzerland + Xuat xudng 16. GMP ] I |(Swissmedic)
* Thudc duoc lidu. S S
* Pong goi: B 8‘
+Déng gdi so cap: cac dang thudc khong vo tring néu trén. 3 2
+Déng goi thir cap.
* Kiém tra chat lwong.
11 | 2997| CH- [Haleon CH SARL [Route de I'Etraz, Nyon, * Thudc khong vo tring: Thude dung ngoai dang 16ng; Thudc dung trong dang Idng; Thudc dang ban ran. Tuong |GMP-CH- " < Swiss Agency for
020 ((Tén cii: GSK 1260, Switzerland * Xuat xudng thudc khdng vé trung. duwong EU- (1004860 g S |Therapeutic Products
Consumer (Cach viét khac: Route de |* Ddng gdi so cap: Thudc diing ngoai dang 1dng; Thudc dung trong dang 1dng; Thudc dang ban rén. GMP g E (Swissmedic)
Healthcare SARL) (I'Etraz 2, 1260 Nyon, * Péng goi thir cap. 3 3
Switzerland) * Kiém tra chat lwgng: Vi sinh (Khong vé trung); Héa hoc/Vat ly. i ”
12 |2998| CH- |Max Zeller Sohne |Seeblickstrasse 4, * Thudc khdng vo trung: Thudc udng dang 16ng; thudc dang ban rin; vién nén, vién nén bao phim. Tuong |GMP-CH- Swiss Agency for
024 |AG Romanshorn, 8590, * Xuat xwdng thudc khéng vo trung. duong EU- (1004958 - & |Therapeutic Products
Switzerland * Péng goi so cap: Thudc dang ban rdn; vién nén, vién nén bao phim. GMP S S [(Swissmedic)
(* Cach ghi khac: * Dong g6i thir cép. > Q
Seeblickstrasse 4, 8590 * Kiém tra chat lwgng: Héa hoc/Vat ly. 2 2
Romanshorn, Switzerland) - -
13 | 2999 CH- [SwissCo Services |Bahnhofstrasse 14,4334 [* ThuSc khéng vo trung: Vién nang clrng; vién nén, vién nén bao phim, vién nén bao dudng, vién nén sii bot. Tuong |GMP-CH- Swiss Agency for
031 |AG Sisseln AG, Switzerland * Xuat xudng thudc khdng vé trung. duong EU- (1004843 ] & [Therapeutic Products
* Thudc duoc liéu; thude vi lwgng déng cén. GMP 8‘ 8‘ (Swissmedic)
* Péng goi so cap: Vién nang clrng; vién nén, vién nén bao phim, vién nén bao dudng, vién nén sui bot. S‘ S‘
* Pong goi thir cap. 3 A
* Kiém tra chat lwgng: Héa hoc/Vat ly.
14 |3000| DE- [HauptPharma Donaustaufer StraBe 378, |* Thudc khéng vé trung (bao gém ca khang sinh, thudc kim t& bao, thudc déc t& bao; thudc chira hormon hodc hoat chat cé hoat tinh hormon; EU-GMP |DE_BY_05_ Co quan thdm quyén
002 [Amareg GmbH 93055 Regensburg, thudc trc ch& mién dich): Vién nang clng, thudc dang Idng dung ngoai, thudc udng dang 16ng, thudc ban rén, thudc dat, vién nén. GMP_2023_ Plrc
Germany * Xuat xudng thudc khong vé trung. 0022 - -
* Péng goi so cap (bao gdbm ca khang sinh, thudc kim té& bao, thudc déc t& bao; thudc chira hormon hodc hoat chat c6 hoat tinh hormon; thuéc S S
(rc ch& mién dich): Vién nang cing, thudc dang 1dng duing ngoai, thudc udng dang 16ng, thudc béan rén, thudc dét, vién nén. g g
* Péng goi thir cap. & s
* Kiém tra chat lwgng: Vi sinh (Khong vé trung); Héa/Ly. - ~
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15 |3001| DE- [Siegfried Hameln |Langes Feld 13, 31789 * San xuat thudc vé trung: EU-GMP |DE_NI_02_G Co quan thdm quyén
007 |GmbH Hameln, Germany + Thudc san xudt vé tring: dung dich thé tich 1dn; dung dich thé tich nhd; hén dich. MP_2021_0 ~ " bl
+ Thudc tiét trung cudi: dung dich thé tich I&n; dung dich thé tich nhé. 018 S S
+ Xuat xudng 16. : ;
* Thudc c6 ngudn gdc sinh hoc: Thudc mién dich. ; ‘?.
* Péng goi: thir cap thudc vé tring. - ©
* Kiém tra chat lwgng: Vi sinh (V6 trung; khong vo trung); Héa hoc / Vat ly.
16 |3002| DE- |Berlin-Chemie AG |Tempelhofer Weg 83, * San xuat ban thanh pham: EU-GMP |DE_BE_01_ o © Co quan tham quyén
035 12347 Berlin, Germany + Thu8c khéng vé trung: Vién nén (bao gdm ca thuéc chira hormon L-thyroxine), vién nén bao phim, vién nén bao dudng, thuéc com. GMP_2023_| § S |buc
+ Thudc sinh hoc: thudc ¢ ngudn gdc tir ngudi hodc ddng vat: bt pancreas (porcine). 0080 S S
* Kiém tra chat lwgng: Héa/Ly. ; ;
— -
17 |3003| DE- |Cheplapharm Ziegelhof 23-24, 17489,  |* Thudc vé trung: EU-GMP |DE_MV_01_| .~ |Co quan thdm quyén
049 (Arzneimittel Greifswald, Germany + Xuat xwdng thudc vé trung GMP_2022_ § § Buc
GmbH * Thudc khong vo tring: 0030 3 ]
+ Xuat xwdng thudc khéng vé trung a 2
18 |3004| DE- |Rottendorf Am Fleigendahl 3, 59320 [* Bdng gdi: EU-GMP |DE_NW_05_ " " Co quan thdm quyén
105 |Pharma GmbH Ennigerloh, Germany +Ddng gdi so cap: vién nang cirng; vién nang mém; thudc bét, pellet, thudc c8m; vién nén (bao gém ca vién nén sli bot, vién nén bao phim, GMP_2023_| & S |buc
vién nén bao duong) 0036 E E
+Ddng goi thir cdp. 3 2
* Kiém tra chat lugng - °
19 |3005| DE- [BioNTech Kupferbergterrasse 17 - |* Xuat xuéng thudc vé trung. EU-GMP [DE_RP_01_ ~ » |Co quan thdm quyén
129 [Manufacturing 19, Oberstadt, Mainz, * Péng goi thir cap. GMP_2022_ § § burc
GmbH Phineland-Palatinate, * Kiém tra chat lwgng: Hoa hoc/Vat ly. 0031 oo'ﬂ B'
55116, Germany g =
20 |3006| ES- |Toll C/Aragoneses, 2, Madrid, [* Thuéc khéng vé trung: Vién nang cirng, vién nén. EU-GMP |ES/075HVI/2 Agency for Medicines
004 [Manufacturing 28108 Madrid Spain * Xuat xudng thudc khong vé trung. 3 - © and Health Products
services, S.L Cach ghi khac: * Pong goi: g S |(AEMPS), Spain
Aragoneses, 2 28108 +Déng gdi so cap: cac dang thudc trén bao gdm ca vién nang mém. E S
Alcobendas (Madrid), +Déng goi thir cap. 3 3
Spain * Kiém tra chat lwgng. e e
(Pham vi chirng nhan bao gdm ca thudc gy nghién, hudng than)
21 |3007| ES- [Lacer,S.A C/. Boters, 5 Parc * Thu8c khéng vé trung (bao gdm ca thudc gay nghién va huwéng than): Vién nang cirng, thudc udng dang l6ng, Vién nén, Vién nén bao phim, EU-GMP [NCF/2350/0 Ministry of Heath of
008 Tecnologic del Valles thudc ban ran, (thudc kem, thusc m&), cac dang thudc ran khac. 01/CAT Government of
08290 Cerdanyola Del * Xudt xwdng 6. Catalonia, Spain
Vallés (Barcelona), Spain  |* Déng gdi so cap: Vién nang cirng, thudc udng dang I6ng, Vién nén, Vién nén bao phim, thudc ban rén, (thudc kem, thuéc m&), cac dang thudc - ©
(* Cach ghi khac: Boters, [ran khéc. S S
5 Parc Tecnologic del * Péng goi thir cap E :
Vallés 08290 Cerdanyola |* Kiém tra chat lwgng: vi sinh (khéng vé trung), vat ly/héa hoc : 2
Del Vallés (Barcelona), © ~
Espafia, Spain)
22 |3008| ES- |Altan Poligono Industrial de * Thudc vé trung: EU-GMP [ES/078HVI/2 o © Agency for Medicines
038 [Pharmaceuticals, [Bernedo, s/n, Bernedo, + Thudc tiét trung cudi: Dung dich thé tich |&n; Dung dich thé tich nhé. 3 > S [and Medical Devices
SA. 01118 Alava - Spain + Xudt xudng 16. > o |(AEMPS), Spain
* Péng gobi thir cap. z g
* Kiém tra chat lwgng: Vi sinh (V8 trung); Héa hoc/Vat ly.
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23 | 3009 ES- [LABORATORIOS |Travesia de Roncesvalles, [* Thudc khdéng vé trung: Vién nang cirng; Vién nén, vién nén bao phim. EU-GMP [NCF/02/202 Health Department of
049 [CINFA, S.A. 1 de Olloki 31699 * Xuat xuwdng: miéng dan qua da, thuSc dan, thudc ban ran va vién nang mém. 3 ] 9 [the Navarre
(Navarre) Spain * Pong goi: 8' 8' Government, Spain
+ Déng gdi so cap: vién nang clirng; vién nén, vién nén bao phim. 3 <olr
+Déng gdi thir cap. 3 S
* Kiém tra chat lugng: Vi sinh (khong vo trung); Héa hoc/Vat ly.
24 | 3010|FI-003|Orion Oyj / Orion [Joensuunkatu 7, Salo, * Xuat xudng thudc vo trung; EU-GMP |FIMEA/2023 " © Finnish Medicines
Corporation / 24100, Finland * Xuat xudng thudc khong vé trung; /000852 S S [Agency (FIMEA)
Orion Pharma * Péng goi so cap: Vién nang cing (hoat tinh cao); vién nang mém (hoat tinh cao); vién nén, vién nén bao phim (bao gdm ca thuéc chira 3 S
Sulphonamide, bao gdm ca thudc hoat tinh cao, trir thudc ddc té bao/kim té bao, trir thudc chira hormon sinh dyc). :;.' u‘_",
* Péng goi thir cap. o o
25 |3011| FR- |Aspen Notre 1 rue de L' Abbaye, Notre |*Thuéc vé trung: EU-GMP |2023_HPF_F French National Agency
008 [(Dame De Dame De Bondeville, + Thudc san xuat vo trung: dung dich thé tich nho. R_111 ] 9  |for Medicines and
Bondeville 76960, France + Thudc tiét trung cudi: dung dich thé tich nhé. 8' 8' Health Products Safety
+ Xudt xudng 16 5 3
* Péng gbi cap 2 X X
* Kiém tra chat lvgng
26 |3012( FR- [Delpharm 5 Avenue de Concyr, * Thudc khéng vé trung: Thudc dung ngoai dang 1dng; Thudc udng dang 16ng; Thudc bét, thuSc cdm; Dang béo ché cé ép luc; Thudc dang ban EU-GMP (2023_HPF_F National Agency for the
045 |Orleans (Téncii: |Orleans Cedex 2, 45071, |ran; Vién nén. R_133 " © Safety of Medicine and
Famar Orleans) |France * Xuat xwdng thudc khéng vo trung. S S [Health Products
* Péng goi so cap: Thudc dung ngoai dang 10ng; Thudc udng dang 1dng; Thudc bot, thudc cdm; Dang bao ché cé 4p luc; Thudc dang ban rén; Vién :‘: E (ANSM), France
nén. 3 3
* Péng goi thir cap. o -
* Kiém tra chat luwgng: Vi sinh (khong vé trung); Héa hoc/Vat ly.
27 |3013( FR- [MEDA Avenue JF Kennedy, * Thudc khdng vo trung: thudc dang khung thadm (Impregnated matrices); thudc dung ngoai dang ldng; thudc udng dang Idng; thudc ban ran (gel, | EU-GMP |2022_HPF_F French National Agency
051 [MANUFACTURIN [MERIGNAC, 33700, France |m& va kem). R_149 for Medicines and
G (* Cach ghi khac: Avenue [* Xuat xwdng: thudc vé trung; thudc khéng vo trung. N 1) [Health Products Safety
John Fitzgerald Kennedy, [* Bdng gdi: 8‘ 8‘ (ANSM)
MERIGNAC, 33700, +Dong gdi so cap: thudc dang khung tham (Impregnated matrices); thudc dung ngoai dang 16ng; thudc udng dang 16ng; thudc dang ran (thudc :‘4' 8
France) c6m); thudc ban ran. N =1
+Ddng goi thir cdp.
* Kiém tra chat lvong.
28 [3014| FR- |Glaxo Wellcome |Zone Industrielle No 2,23 |* Thudc khéng vo trung (bao gdm ca san xuat dwoc chat dang siéu min - micronised): Cac dang bao ché rén khac: bot hit phan liu; Thudc phun EU-GMP (2022_HPF_F National Agency for the
096 |Production rue Lavoisier, Evreux, mu R_098 ~ " Safety of Medicine and
27000, France * Chirng nhan 16 S S  [Health Products
* Pong goi: E 3 (ANSM), France
+Dong gdi so cap: cac dang bao ché rén khac: bot hit phan liéu, thuéc phun mu ,O< 2
+Déng gbi thir cap ° ©
* Ki€m tra chat lvgng
29 |3015| GR- |One Pharma 60th, km N.N.R. Athinon- |* Thudc khdng vé trling: Vién nang cirng; thuSc duing ngoai dang 16ng; thudc udng dang 1dng (Si-rd, hdn dich, dung dich); vién nén; vién nén bao EU-GMP (75161/4-8- National Organization
004 |Industrial Lamias, Sximatari phim; thudc c8m; thudc bdt pha dung dich uéng. 2023 for Medicines (EOF),
Pharmaceutical |Voiotias, 32009, Greece  |* Xuat xudng thudc vé trung va thudc khéng vé trung Greece
Company Societe |(cach ghi khac: 60th Km * Pong goi:
Anonyme N.n.r., Paradromos E.o. +Déng gbi so cap: bao gdm ca vién nang mém.
(* Cach viét khac: [Athinon-Lamias, +Déng gbi thir cap 0 9
One Pharma Schimatari, 320 09, * Kiém tra chat lwgng: Vi sinh (thudc vo trung, thudc khéng vo trung), héa ly/vat ly 2. 2.
Industrial Greece) 8 8
Pharmaceutical bt N
Company S.A;
One Pharma S.A)
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30 |3016| GR- |VianexS.A.- Industrial Area Patron, * Thudc vé trung: EU-GMP |121284/12- National Organization
021 |PlantD Agios Stefanos, Patra, + Thudc san xudt vé trung: thudc dang ran (bot pha dung dich tiém/ tiém truyén tinh mach) va thudc cdy ghép chira khang sinh nhém 12-2022 for Medicines (EOF),
Axaia, 25018, Greece Cephalosporins. o " Greece
* Thudc khdng vé tring chita khang sinh nhém Cephalosporins: vién nang cirng, vién nén, vién nén bao phim, bdt pha hdn dich udng. = =]
* Xuat xudng thudc vd trung; thudc khéng vé trung. E S
* Péng gobi so cap: thudc khong vé triing chira khang sinh beta lactam: vién nang ctrng, vién nén, thudc ran khéc. ,? S
* Péng goi thir cap. - ~
* Kiém tra chat lwgng: vi sinh (vo tring, khdng v trung); héa hoc/ vat ly.
31 |3017| GR- [VianexS.A.- 15th km Marathonos * Thuéc khdng vé trung: vién nang cirng; vién nén; vién nén bao phim, vién nén bao dudng. EU-GMP (24960/16-6- o " National Organization
023 (PlantB Avenue, Pallini Attiki, * Xuat xudng thudc khdng vé trung; 2023 = S  |for Medicines (EOF),
15351, Greece. * Péng gbi so cap: vién nang cirng, vién nén, dang bao ché rin khac g S Greece
* Péng goi thir cap 3 ;
* Kiém tra chat lwgng: phép thir vi sinh khdng v tring, hda hoc/ vat Iy. ” -
32 [3018| IE- |[Leo Laboratories |285 Cashel Road, Crumlin, [* Thudc khéng vo trung: EU-GMP |33716/M46 Health Products
005 |Limited Dublin 12, D12 E923, + Dang bao ché cé ap luc; thudc dang ban rén (bao gdm thudc chira corticosteroid). Regulatory Authority
Ireland + Xuat xudng 16. ] ©  |(HPRA), Ireland
* Pong goi: 8‘ 8‘
+Dong gdi so cap: Dang bao ché ¢ 4p luc; thudc dang ban ran (bao gdm thudc chira corticosteroid). 3‘ 3‘
+Doéng gbi thir cap =1 3
* Kiém tra chat luwgng: Vi sinh (thudc vé trung; thudc khéng vé trung); héa hoc/vat ly
33 |3019| IE- |MSD Dublin Road, Carlow, Co. |* Thu8c vé trung: (khéng bao gdm déng goi thir cap va xudt xudng): EU-GMP (33443/M113 Health Products
020 |International (hodc County) Carlow, + Thudc san xuat vé trung: Dung dich thé tich nhé. 12/00001 - o |Resulatory Authority,
GmbH T/AMSD |[Ireland * Ché pham sinh hoc: San pham mién dich. 8 S |lreland
Ireland (Carlow) E 3
(Cach ghi khac: @ S
MSD Ireland) - o
34 |3020| IN- |Reliance Life Dhirubhai Ambani Life Plant 2: Thudc vé trung (Protein tai t6 hop, khang thé don bao): Dung dich thudc tiém thé tich nhd (bao gdm ca bom tiém déng sén), thudc bot [ WHO-GMP |NEW-WHO- FDA Maharashtra, India
001 [Sciences Pvt.Ltd. [Sciences Centre (DALC), |d6ngkho pha tiém. GMP/CERT/
Plant 2&7 Plot No. R-282 KD/103105/ o <
TTC Area of MIDC, Thane 2021/11/36 S S
Belapur Road, Rabale, 657 2 E
Navi Mumbai Thane, : 2
Thane 400701 A
Maharashtra State, India
35 [3021| IN- [Biocon Biologics |Block No B1 B2 B3 Q13 Of [* Thudc vé trung (san xuat tai Building B1 va B2): EU-GMP |33100 Health Products
024 |Limited Q1 And W20 And Unit S18 |+ Thudc san xuat vé trung: Thubc dong kho; Dung dich thé tich nho. Regulatory Authority
1st Floor Block B4, Special |* Thu8c sinh hoc: Thu8c cong nghé sinh hoc: San xuat va bao quan cell bank, san xuat duoc chat sinh hoc (nudi cdy té bao déng vat, tinh ché, pha (HPRA), Ireland
Economic Zone Plot Nos 2 |ché) tai Building B1; San xuat dwoc chat sinh hoc (Ién men t& bao vi khuan, tinh ché, chinh sira (pegylation), pha ché) tai Building $18. < ©
34 And 5, Phase IV * Péng gobi thir cap. S 8
Bommasandra Jigani Link |* Kiém tra chat lwvgng: Vi sinh (V6 trung; Khong vo trung); Héa hoc/Vat ly; Sinh hoc. : E
Road, Bommasandra, 2 ,OL
Bengaluru, 560099, India - -
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Dundigal Post, Dundigal-
Gandimaisamma Mandal,
Medchal-Malkajgiri
District, Hyderabad - 500
043, Telangana, India)

D TEN CO' SO’ SAN ) ) R NGUYEN | GIAYCH. |ncAy |NCAY .
STT cc ID CT XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CcAp :i’; CO' QUAN CAP
36 |3022| IN- |Sun State Highway 5, Halol, * Thudc vé trung: EU-GMP |NL/H Health Care
033 [Pharmaceutical |Gujarat, 389350, India + Thudc san xudt vé trung (Block B & E): Thudc dong khé (déng Io); Dung dich tiém thé tich nhoé (ddng lo, ampoule, bom tiém déng sdn, bat 23/2048153 Inspectorate -
Industries (Céch ghi khac: Halol- tiém). Pharmaceutical Affairs
Limited Baroda Highway, Halol, + Thudc san xuat v trung chita doc t& bao: Thudc dong kho (Block D, déng lo); Dung dich tiém thé tich nhé (Block A2 & D, déng lo). and Medical
(Cach ghi khac: Dist. Panchmahal, + Thudc san xuat vo trung chita hormon sinh duc (Block 11): Dung dich tiém thé tich nho (déng lo). Technology, Netherlands
Sun Gujarat, 389350, India + Thudc tiét trung cudi (Block B & E): Dung dich tiém thé tich nho (déng o, bom tiém déng san).
Pharmaceutical hodc Halol-Baroda State + Thudc tiét trung cudi chira ddc t& bao: Dung dich thé tich I&n (Block D, déng tui); Dung dich tiém thé tich nho (Block A2 &D, déng lo; Block A2 " ©
Industries Ltd. Highway 5, Halol, Gujarat, |bao gdm ca thudc tiém liposome). S S
India, Halol) 389350, India) * Thuéc khéng vé trung (Block A): Vién nang cirng; Vién nén, vién nén bao phim. ;': :",
* Thuéc khdng vé trung chira ddc té bao (Block A2 & 12): Vién nang cirng; Vién nén, vién nén bao phim. 3 2
* Péng gdi so cap: Vién nang clirng; Vién nén, vién nén bao phim. ~ «”
* Péng goi thir cap.
* Kiém tra chat lwgng: Vi sinh (v6 trung, khdng vé trung); Héa/Ly.
(Block A - general nonsterile; Block A2 - cytotoxics; Block B - general sterile; Block C - warehousing; Block D - cytotoxics sterile; Block E - general
sterile, trir day chuy@n tui dich truyén; Block F - packaging & QC; Block 11 - hormones & packaging, trir day chuyén PFS; Block 12 - cytotoxics
nonsterile; Block A1 khéng san xuat cho thj trudng EU).
37 |3023| IN- |Gopaldas Visram [Plot No. A327, T.T.CIndl. |* Thudc bot dung ngoai; Indian- |NEW-WHO- Food & Drug
083 |& Company Area, M.I.D.C. Mahape,  |* Ché& phdm dung ngoai (thuc m&, kem, lotion, gel, thudc nho tai, thuc nhé miii, thudc xit); GMP  |GMP/CERT/ | @ ©  |Administration,
Limited Navi Mumbai Thane * Thudc udng dang 16ng (dung dich, hdn dich, siro); KD/123169/ 8. 8. Maharashtra State, India
400710 Maharashtra * Thudc bot udng. 2023/11/44 | 8 3
State, India. 381 3 3
38 |3024| IN- [Gland Pharma Domara pochampally * Thudc vo trung: EU-GMP |DE_BY_04_ Co quan thdm quyén
121 |Limited Production Lines, Survey |- Vial line I/Il: thuSctiét trung cudi: Dung dich thé tich nhé (gdm Zoledronsaeure beta 4 mg/5 ml concentrate for solution for infusion; GMP_2023_ Dirc (Regierung von
No 143-148, 150 & 151, Zoledronsaeure beta 5 mg/100 ml infusion solution; Zoledronsaeure beta 4 mg/100 ml infusion solution; Palonosetron beta 250 microgramm 0156 Oberbayern - Zentrale
Near Gandimaisamma injection solution) Arzneimitteliberwachun
Cross Roads, D P Pally, - Syringe Line PFS2-Tube Line: san xu&t vé trung va tiét trung cudi: Dung dich thé tich nhé (gdm Fondaparinux-Natrium beta 2,5 m /0,5 ml, g Bayern)
Gandimaisamma Mandal, |injection solution, prefilled syringe; Fondaparinux-Natrium beta 5 mg/0,4 ml, injection solution, prefilled syringe; Fondaparinux-Natrium beta 7,5
Medchal-Malkajgiri mg 0,6 ml, injection solution, prefilled syringe; Fondaparinux-Natrium beta 10 mg/0,8 ml, injection solution, prefilled syringe)
District, Hyderabad,
Telangana, IN-500043,
India. (*Céch ghi khac:
Domara pochampally
Production Lines, Sy. No. iy 9
143 to 148, 150 & 151, S S
Near Gandimaisamma b ]
Cross Roads, D. P. Pally, 8 5
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39

3025

128

M/s Jubilant
Generics Limited
(cach ghi khac:
Jubilant Generics
Limited)

Village sikandarpur
bhainswal roorkee
dehradun highway
bhagwanpur, roorkee,
distt.- haridwar,
uttarakhand, India (cach
ghi khac: Village
sikanderpur bhainswal
roorkee dehradun
highway bhagwanpur,
roorkee, distt.- haridwar,
uttarakhand - 247661,
India)

* ThuBc khéng vé trung: Vién nén, vién nén bao phim, vién nang

WHO-GMP

17P/1/171/2
006/1658

24-01-2023

23-01-2026

Drugs Licensing &
Controlling Authority
(Uttarakhand), India

40

3026

138

Aurochem
Pharmaceuticals
(India) Pvt. Ltd

Plot No. 58, Palghar
Taluka Ind. Co-op.
Estatate Ltd Boisar Road,
tal. Palghar, Thane
401404 Maharashtra
State, India

Vién nang clrng; vién nén; vién nén bao phim.

WHO-GMP

NEW-WHO-
GMP/CERT/
KD/125395/
2023/11/45
870

22-06-2023

21-06-2026

Food & Drug
Addministration, M.S
Bandra (E), Mumbai
Maharashtra State, India

41

3027

159

M/s Macleods
Pharmaceuticals
Ltd.

Block N-2,Village Theda,
Post Office Lodhimajra,
Tehsil Baddi, Distt. Solan,
Himachal Pradesh-
174101, India (cach ghi
khac: Block N-2, Vill.
Theda, P.O. Lodhimajra,
Baddi, Distt. Solan, (HP),
India / Village Theda, PO
Lodhimajra, Tehsil
Nalagarh, Distt. Solan,
(HP), India / Village
Theda, Post Office
Lodhimajra, Tehsil Baddi,
Distt. Solan, Himachal
Pradesh-174101, India
(Block N2))

* Thudc khdng vo trung: Vién nén (bao gdm ca vién nén bao phim), Vién nang clrng, Thudc udng dang long.

* Dong goi so cap: Vién nén (bao gdm ca vién nén bao phim), Vién nang cirng, Thudc uéng dang 16ng.

* Péng goi thir cap.

* Kiém tra chat luwgng: vi sinh (khéng vo trung), vat ly/héa hoc.

EU-GMP

IWPS.405.66
.2023.1P.1W
TC/0589_01
_01/126

23-11-2023

24-04-2026

Chief Pharmaceutical
Inspectorate, Poland

42

3028

204

Eurolife
Healthcare Pvt,
Ltd. Unit-I1

Khasra No.242,
Bhagwanpur, Roorkee,
Distt. Haridwar, -247667
Uttarakhand (India)
*Céch viét khéc:

Khasra No-242, Village
Bhagwanpur, Roorkee,
Dist. Haridwar,
Uttarakhand, India hodc
Khasra No.242, Village
Bhagwanpur, Roorkee,
Distt.-Haridwar,
Uttarakhand, India)

Thudc khéng chira khang sinh nhdm beta lactam: Vién nén, vién nén bao phim, vién nang clng, thuéc m&

WHO-GMP

17P/169/20
09/3665

20-02-2023

19-02-2026

Medical Health & Family
Welfare, Sahastradhara
Road, Dehradun
(Uttarakhand) India
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43 [3029| IN- |M/s Akums Drugs |Plot No. 19, 20 & 21, * ThuBc khéng vé trung: WHO-GMP|26/1/Ausha Directorate General of
230 |& Sector-6A, IIE, Sidcul, + Vién nén (Non Beta lactam va chira Beta Lactam) hi/52/2019/ Iy 9 |Medical Health and
Pharmaceuticals |Ranipur, Haridwar - + Vién nang ctirng (Non Beta lactam va chira Beta Lactam) 20402 8' 8' Family Welfare,
Ltd 249403, Uttarakhand, + Vién nang mém (Non Beta Lactam) q. q. Uttarakhand, India
India + Siro kho (Non Beta lactam va chira Beta Lactam) S 3
+ Thu8c bdt déng goi (Non Beta Lactam)
44 |3030| IN- |Concord Biotech |297-298/2P, Valthera, Tal -|Vién nén, vién nén bao phim, vién nang ctrng WHO-GMP|23104616 0 o |Food & Drugs Control
266 |Ltd. Dholka, Dist. - § § Administration, Gujarat
Ahmedabad -382 225, ) S |[state, India
Guijarat State, India N <
45 [3031| IN- |M/s Lupin Ltd EPIP, SIDCO Industrial * Vién nén, vién nén bao phim, vién nang, thudc hit dang phan liéu WHO-GMP |DFO/D-491- ~ " Office of the Controller,
267 |(Céch ghikhdc:  |Complex, Kartholi Bari 1491 S S  [Drugs & Food Control
Lupin Limited) Brahmana, Jammu (J&K)- S S Organization, J&K,
181133, India 2 | 2 [patoli, Jammu, india
o o
46 |3032| IN- |M/sIndchemie Kumrek, Rangpo, East- * ThuSc khéng vé trung: Vién nén (bao gdm vién nén khdng bao, vién nén bao phim, vién bao tan trong rudt, vién nén nhai), Vién nang, Géi WHO-GMP|02/WHO- - < |Government of Sikkim
296 |Health Sikkim- 737132, India GMP/DC/SK | & S |Department of Health &
Specialities M 8 & [Family Welfare, India
Pvt.Ltd 2 2
47 |3033| IN- [M/s. Maneesh Village Balyana, P.O. * Vién nén, vién nén bao phim, vién nén sdi bot WHO-GMP |HFW-H Health & Family Welfare
300 [Pharmaceuticals [Barotiwala, Distt. Solan,  [* Vién nang cing [Drugs] Department Himachal
Ltd. [H.P.] India * Goi bot: 74/09 Pradesh, Distt. Solan -
* San pham: India
1. Rifigon 200 (Rifaximin Tablets 200 mg); 2. Rifigon 400 (Rifaximin Tablets 400 mg); 3. Rifigon 550 (Rifaximin Tablets 550 mg); 4. Ivarest 5
(lvabradine Hydrochloride Tablets 5 mg); 5. Anziolet (Clopidogrel bisulphate Tablets IP 75 mg); 6. Rozudoc 10 (Rosuvastatin Calcium Tablets IP 10
mg); 7. Telefix 40 (Telmisartan Tablets IP 40 mg); 8. Rozudoc 20 (Rosuvastatin Calcium Tablets IP 20 mg); 9. Rozudoc 40 (Rosuvastatin Calcium
Tablets IP 40 mg); 10. Erzol (Rabeprazole Gastro-resistant Tablets IP 20 mg); 11. Camforte 0.5 (Cabergoline Tablets IP 0.50 mg); 12. Effenac-600
(Acetylcysteine Effervescent Tablets 600 mg); 13. Febrinil 650 (Paracetamol Tablets IP); 14. Doxyla B6 (Doxylamine Succinate & Pyridoxine
Hydrochloride Tablets); 15. Trical D 250 (Calcium Carbonate & Vit. D3 Tablets); 16. Trical D 500 (Calcium Carbonate & Vit. D3 Tablets); 17. Clofert 0 9
50 (Clomifene Tablets BP 50 mg); 18. ETOM-60 (Etoricoxib Tablets 60 mg); 19. ETOM-90 (Etoricoxib Tablets 90 mg); 20. FARODEX 8. 8.
(Dexrabeprazole Tablets 10 mg); 21. DOXINATE-OD (Doxylamine Succinate & Pyridoxine Hcl Tablets); 22. CAMFORTE 0.25 (Cabergoline Tablets 8 8
USP); 23. MANFIL-50 (Sildenafil Citrate Tablets USP); 24. MANFIL-100 (Sildenafil Citrate Tablets USP); 25. MANDAP-60 (Dapoxetine Tablets 60 S ]
mg); 26. SVIZMADA-50 (Sacubitril & Valsartan Tablets); 27. SVIZMADA-100 (Sacubitril & Valsartan Tablets); 28. SVIZPAN-40 (Pantoprazole
Tablets BP 40 mg); 29. LIQXPAN 2.5 (Apixapan 2.5 mg Tablets); 30. LIQXPAN 5 (Apixapan 5 mg Tablets); 31. FAROJARD10 (Empagliflozin Tablets
10 mg); 32. FAROJARD25 (Empagliflozin Tablets 25 mg ); 33. CLOFERT-100 (Clomiphene Citrate Tablets IP); 34. DOXINATE-24 (Doxylamine
Succinate & Pyridoxine Hcl Tablets); 35. TAPENTAMED 50ER (Tapentadol Tablets 50 mg); 36. FAROPRAZAN 20 (Vanoprazan Tablets 20 mg); 37.
Eracid D (Enteric Coated Pantoprazole Sodium & Domperidone SR Capsules IP); 38. OMELIFE-20 (Omeprazole Capsule 20 mg USP); 39. H-
PYLOMED (Bismuth Subcitrate Potassium 140 mg, Metronidazole 125 mg, Tetracyline Hcl 125 mg Capsule); 40. FAROLAX SACHETS (Citric Acid,
Magnesium Oxide, Sodium Pico sulfate Sachets)
48 |3034| IN- |M/sTorrent Plot No.810, Sector lll, * Thudc khong vé trung: Thudc ban ran (thudc kem, thudc md, lotion, Gel) WHO-GMP (01 Food and Drugs
345 [Pharmaceuticals |Industrial Area, Danh sach san pham: Administration Madhya
Limited Pithampur Dist. Dhar- En zoxid 5 Anti-Acne Gel, En zoxid 2.5 Anti-Acne Gel, Sci no 5 Scalp Solution, CTS Scalp Solution, Opalen Anti-acne Gel, Enzoxid 5 Anti-Acne Gel, Pradesh, Idgah hils,
454775 (M.P.) India Enzoxid 2.5 Anti-Acne Gel, Imiquimod Cream USP 5%, Propylene Glycol Cream, Acyclovir Cream 5%, Ep iklin Skin Ointment, Dermix Skin Cream, ] 4 |Bhopal, India
Epiklin Lotion, Era it Anti-acne Gel, Quace Eczema Ointment, Bitvio Ointment, Botvio Cream, Quace Eczema Cream, Clobetasol Propionate Cream g g
IP, Beclomethasone Dipropionate, Clotrimazole and Neomycin Cream, Clobetasol Propionate and Salicylic acid Ointment, Clobetasol Propionate 3‘ 3‘
and Neomycin Cream, Mometasone Furoate Ointment IP, Mometasone Furoate Ointment, Mometasone Furoate Topical Solutiom USP, Nystatin 8 3
Ointment USP, Clobetasol Propionate Cream USP 0,05%, Nystatin Cream USP 100,000 Units per gram,
Clobetasol Propionate Ointment USP 0,05%
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3035

366

M/s Laurus Labs
Limited

Unit Il, Plot No. 19,20 &
21 Western Sector,
APSEZ, Atchutapuram
Mandal, Visakhapatnam
District - 531011 Andhra
Pradesh, India (Cach ghi
mdi: Unit II, Plot No.
19,20 & 21 Western
Sector, APSEZ,
Guirajapalem Village,
Rambilli Mandal,
Anakapalli District -
531011 Andhra Pradesh,
India)

San pham: Efavirenz, Emtricitabine and Tenofovir Disoproxil Fumarate Tablets 600mg/200mg/300mg; Atazanavir Capsules 300mg; Atazanavir
Capsules 200mg; Atazanavir Capsules 150mg; Efavirenz, Lamivudine and Tenofovir Disoproxil Fumarate Tablets 600mg/300mg/300mg;
Emtricitabine and Tenofovir Disoproxil Fumarate Tablets 200mg/300mg; Orthokind-200; Metformin Hydrochloride USP/Ph.Eur/BP

WHO-GMP

HMF07-
14051/1075
/2021-TECH-
DCA

31-07-2021

31-07-2024

Drugs Control
Department,
Government of Andhra
Pradesh, India

50

3036

366

M/s Laurus Labs
Limited

Unit Il, Plot No. 19,20 &
21 Western Sector,
APSEZ, Atchutapuram
(M), Visakhapatnam -
531011 Andhra Pradesh,
India (Cach ghi méi: Unit
II, Plot No. 19,20 & 21
Western Sector, APSEZ,
Guirajapalem Village,
Rambilli Mandal,
Anakapalli District -
531011 Andhra Pradesh,
India)

San pham: TENOLAURUS TenofovirDisoproxil Fumarate Tablets 300 mg; Darunavir Tablets 400 mg; Darunavir Tablets 600 mg; Darunavir Tablets
800 mg; Metformin Hydrochloride Tablets USP 500 mg; Metformin Hydrochloride Tablets USP 850 mg; Metformin Hydrochloride Tablets USP
1000 mg

WHO-GMP

HMF07-
14051/453/
2022-
ADMIN-DCA

07-05-2022

31-07-2024

Drugs Control
Department,
Government of Andhra
Pradesh, India

51

3037

366

M/s Laurus Labs
Limited

Unit II, Plot No. 19,20 &
21 Western Sector,
APSEZ, Atchutapuram
Mandal, Visakhapatnam
District- 531011 Andhra
Pradesh, India (Cach ghi
mdi: Unit Il, Plot No.
19,20 & 21 Western
Sector, APSEZ,
Guirajapalem Village,
Rambilli Mandal,
Anakapalli District -
531011 Andhra Pradesh,
India)

San pham: Tenofovir Disoproxil Fumarate Tablets - 300mg; Dolutegravir Tablets - 50 mg; Dolutegravir, Lamivudine and Tenofovir isoproxil
Fumarate Tablets - 50 mg /300 mg/ 300 mg

WHO-GMP

HMFO07-
14051/1124
/2021-
ADMIN-DCA

08-09-2021

31-07-2024

Drugs Control
Department,
Government of Andhra
Pradesh, India
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52 |[3038| IN- [M/s Laurus Labs |Unit I, Plot No. 19,20 & San pham: Tenofovir Alafenamide Tablets 25 mg; Emtricitabine and Tenofovir Alafenamide Tablets 200 mg/25 mg; Dolutegravir, Emtricitabine WHO-GMP [HMF07- Drugs Control
366 |Limited 21 Western Sector, and Tenofovir Alafenamide Tablets 50 mg/200 mg/25 mg; VIROTINOMIDE Emtricitabine and Tenofovir Alafenamide Tablets 200 mg/25 mg; 14051/724/ Department,
APSEZ, Atchutapuram Emtricitabine and Tenofovir Disoproxil 200 mg/245 mg film-coated tablets; Hydroxychloroquine Sulfate Tablets USP 200 mg 2022- Government of Andhra
Mandal, Visakhapatnam ADMIN-DCA Pradesh, India
District- 531011 Andhra
Pradesh, India (Cach ghi ~ <
mdi: Unit Il, Plot No. § §
19,20 & 21 Western g ,s'
Sector, APSEZ, h F'«
Guirajapalem Village, - «”
Rambilli Mandal,
Anakapalli District -
531011 Andhra Pradesh,
India)
53 |[3039| IN- [M/s Laurus Labs |Unit I, Plot No. 19,20 & San pham: Efavirenz, Lamivudine and Tenofovir Disoproxil Fumarate Tablets 400 mg/300 mg/300 mg; Abacavir, Dolutegravir and Lamivudine WHO-GMP [HMF07- Drugs Control
366 [Limited 21 Western Sector, Tablets 600 mg/50 mg/300 mg; Lopinavir and Ritonavir Tablets USP 100 mg/25 mg; Lopinavir and Ritonavir Tablets USP 200 mg/50 mg; 14051/552/ Department,
APSEZ, Atchutapuram TENOVAMED INOVAMED Emtricitabine and Tenofovir Disoproxil 200 mg/245 mg film-coated tablets 2022- Government of Andhra
(M), Visakhapatnam - ADMIN-DCA Pradesh, India
531011, Andhra Pradesh,
India (Cach ghi méi: Unit ] S
II, Plot No. 19,20 & 21 S S
Western Sector, APSEZ, B. B
Guirajapalem Village, J =
Rambilli Mandal,
Anakapalli District -
531011 Andhra Pradesh,
India)
54 [3040| IN- [Laurus Labs Plot No.: 19,20 & 21 * Thu8c khéng vé trung: vién nén; vién nén bao phim. EU-GMP |IWSF.405.44 ~ " Chief Pharmaceutical
366 [Limited (Unit2) |Western Sector, APSEZ * Pong goi: .2022.1P.1 o S |Inspector (CPI), Poland
531011 Visakhapatnam, +Ddéng gdi so cap: vién nén; vién nén bao phim. WTC/0626_ 3 S
India +Déng goi thir cap. 02_01/71 3 S
* Kiém tra chat lwgng: Vi sinh (thuSc khong vé trung); hda hoc/vat Ii. e o
55 |3041| IN- |M/s Arion Baddi-Nalagarh Road, Vill |* Thudc vé trung: (San xuat, déng géi va kiém tra chat lvgng) India- |HFW- ~ & |Health & Family Welfare
394 |Healthcare Kishanpura, Nalagarh +Thudc nhd mét. GMP  [H(Drugs)315| & S  |Department Himachal
Distt.Solan, Himachal /osvoliv | % | X |pradesh, india
Pradesh, India ,O< 3
o o~
56 |[3042| IT- |Esseti Via Campobello 15-00071 |* Thu8c vé trung: EU-GMP [IT/192/H/20 Italian Medicines
003 |Farmaceutici SRL |Pomezia (RM), ltalia. + Thudc tiét trung cudi: dung dich thé tich nho. 23 - o |Asency (AIFA)
Cach viét dia chi cii: Via § §
Campobello 15-00040, :‘ g'
Pomezia (RM), Italy & s
o~ -
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57 |3043| IT- [MitimS.R.L. Via Cacciamali, 34-38- * Thudc vé trung: EU-GMP |IT/158/H/20 Italian Medicines
049 25125 Brescia (BS), Italy + Thu8c san xuat vé trung chira khang sinh nhém penicillin va cephalosporin: Thudc déng khéd; Thudc bét pha tiém. 23 Agency (AIFA)
+ Thudc tiét trung cudi: Dung dich thé tich nhé (bao gdm ca ché pham tach chiét tir dong vat).
* Xudt xudng thudc vé trung. ] 9
* Thuéc khéng vé trung chira khang sinh nhém Penicllin: Vién nang citng; Thudc bot; Vién nén. 8' 8'
* Xuat xudng thudc khdng vé trung. 8 3
* Ché& pham sinh hoc: Ché& phdm chira, chiét xuat hodc cé ngudn goc tir t& bao/mo ddng vat. X 3
* Péng goi so cap thudc chira khang sinh nhém Penicllin: Vién nang cirng; Thudc bot; Vién nén.
* Péng goi thir cap.
* Kiém tra chat lwgng: Vi sinh (V6 trung; khong vo trung); Héa hoc/Vat ly; Sinh hoc.
58 |3044| IT- [BruschettiniS.R.L.|Vialsonzo 6 - 16147 * Thudc vé trung: EU-GMP |IT/91/H/202 Italian Medicines
077 Genova (GE), Italy + Thudc san xuat vo trung: Dung dich thé tich nhé (bao gdm ca thudc chita hormon hodc hoat chat cé hoat tinh hormon). 3 Agency (AIFA)
* Thudc khong vo trung: ThuSc udng dang 1dng (bao gdm thuSc mién dich); vién nén (bao gdm thudc mién dich)
* Thudc sinh hoc: ThuSc mién dich: Vac xin vi khudn bat hoat.
* Xudt xudng thubc vo tring, thudc khdng vé trung, thudc sinh hoc (thudc mién dich: Vac xin vi khuan bat hoat dang thuSc ung dang Idng, vién 0 9
nén). 8 8
* Péng gbi so cap: Thudc udng dang 1dng (bao gdm ca thudc mién dich), vién nén (bao gom ca thudc mién dich). § 5
* Péng goi thir cap. = S
* Kiém tra chat lwgng:
+ Vi sinh: Thu8c vé trung; thudc khéng vé trung.
+ Hda hoc/ Vat ly
+ Sinh hoc (in-vitro; LAL test)
59 |3045| IT- [Tubilux Pharma |Via Costarica, 20/22- * Thudc vo tring EU-GMP |IT/169/H/20 Italian Medicines
096 |S.P.A. 00071 Pomezia (RM), Italy [+ Thudc san xuat vé trung: Thudc déng kho; Cac dang bao ché ban rén cé chira hormon hoic chat cé hoat tinh hormon (gém ca vi lwgng dong 23 " ~n  |Agency (AIFA)
cdn); dung dich thé tich nhé cé chira hormon hoéc chat cé hoat tinh hormon § §
+ Xudt xwdng 16 gom ca vi lwgng déng can = S
* San xuat vi lwgng dong cin: cac dang bao ché ban ran, thudc cé ngudn gac tir thye vat S §
* Dong goi thir cap ~ ~
* Kiém tra chat luwgng: Vi sinh ( vo trung/khdng vé trung); héa/ ly
60 |3046| JP- [Santen 2-14, Shikinami, * Péng goi, dan nhan, kiém nghiém va xuat xwdng: Dung dich nhd mét Taflotan (Tafluprost 0.015mg/mL). Japan- (2350 . © Ministry of Health,
004 (Pharmaceutical |Hodatsushimizu-cho, GMP S S [Labour and Welfare
Co., Ltd. Noto Hakui-gun, Ishikawa, (twong 3 3 (MHLW), Japan
Plant Japan duong EU- i i
GMP) - -
61 [3047| KR- [AjuPharm.Co., |23 Sandan-ro, 121beon- [* Thudc khéng chira khang sinh nhdm Betalactam: thudc tiém (dung dich tiém; bot pha tiém); vién nén; vién nén bao phim; vién nang clng; PIC/S-GMP [2023-D1- " © Gyeongin Regional
010 |Ltd. gil, Pyeongtaek-si, thudc c6m; thudc Sird; 1418 o S |Office of Food and Drug
Gyeonggi-do, Republic of [* Thuéc chira khang sinh nhém Cephalosporin: thudc bot pha tiém; vién nén; vién nén bao phim; vién nang clrng. g g Safety, Korea
Korea - o
[a2] o~
62 |3048| KR- [AjuPharm Co., 23, Sandan-ro 121beon-  [* Thu8c khéng chira khang sinh nhém Betalactam: thudc tiém (dung dich tiém, bot pha tiém); vién nén; vién nén bao phim; vién nang clrng; PIC/S-GMP|2023-D1- o © Gyeongin Regional
010 |Ltd. gil, Pyeongtaek-si, thudc c8m; sird dang long; 1418 =] S |Office of Food and Drug
Gyeonggi-do, Republic of [* Thu8c chita khang sinh nhém Cephalosporin: thudc bdt pha tiém; vién nén; vién nén bao phim; vién nang cirng. 3 E Safety, Korea
Korea 2 2
o o~
63 | 3049 KR- |Dongkoo 18 Jeyakgongdan 2-gil, * Thudc udng dang rén: Vién nén, vién nén bao phim; Vién nang ctrng, vién nang mém. PIC/S-GMP|2023-D1- Gyeongin Regional Ofice
040 |(Bio&Pharma Co., [Hyangnam-eup, * Thu8c ubng dang léng; Siro. 2145 I Y« |of Food and Drug
Ltd Hwaseong-si Gyeonggi- * Thu8c dung ngoai dang 16ng: Lotion; Thudc kem; Gel. 2' 2' Safety, MFDS, Korea
do, Republic of Korea * Thubc ma. ﬁl B.
* Khéc: Thudc bot, thuSc com. 8 3
* Kiém tra chat lwgng: Héa/Ly; Vi sinh khong vé trung.
64 |3050| KR- |Dasan 342, Deogamsan-ro, * Thudc udng dang rén: Vién nén (vién nén bao phim, vién nén, vién nén nhiéu I&p, vién nén giai phdng kéo dai); Thudc com. PIC/S-GMP [2024-G1- < © |Coquanthdm quyén
056 [Pharmaceutical [Dogo-myeon, Asan-si, Kiém tra chat lwgng: Vi sinh (khdng v trung); Héa/Ly. 0205 § § Han Quéc
Co., Ltd. Chungcheongnam-do, S' o
Republic of Korea Q ]
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65 |3051| KR- |Daewoo Pharm. |153, Dadae-ro, Saha-gu, [* Dang bao ché rin dung dudng udng: Vién nén (Vién nén bao phim, vién nén, vién nén bao dudong); vién nang cirng PIC/S-GMP|2023-C1- o © Busan Regional Office of
094 |Co., Ltd. Busan, Republic of Korea |* ThuSc nhd mat: Dung dich nhd mét, HAn dich nhd mét 0065 N S | Food and Drug Safety,
g g Ministry of Food and
,(:' é Drug Safety, Korea
66 |3052| MK- |Replek Farm Ltd |"Kolze" St. No.188, 1000 |* Thu8c vé trung: xuat xwédng thudc dang 16ng thé tich nho va thudc nhd mét. Macedonia[18-199/1 Agency for Medicines
002 (Skopje Skopje, North Macedonia [* Thudc khéng vo trung: -GMP and Medical Devices of
+ Vién nang crng; Thudc dung ngoai dang 1dng; Thudc dung trong dang 1dng; Cac dang bao ché ran khéc; Thudc dang ban rén; Thudc dat; Vién the Republic of North
nén. < © Macedonia
+ Xuat xuwong. § §
* Pong goi: A &
+Déng gdi cap 1: Vién nang clrng; Vién nang mém; Thudc dung ngoai dang 1dng; Thudc dung trong dang 1dng; Cac dang bao ché ran khac; 3 :
Thudc dang ban rén; Thudc dét; Vién nén. © ~
+Déng gdi cap 2
* Kiém tra chat lwgng: Vi sinh (khdng v trung); Héa ly/vat ly.
67 |[3053| MK- |Replek Farm Ltd |Kozle 188, Skopje, 1000, |* Thudc khdng vo triing: Vién nén; Vién nang cing; Thudc dung ngoai dang Idng; Thudc ding trong dang Idng; Thudc dang ban ran. EU-GMP (409-3/2021- Agency for Medicinal
002 (Skopje North Macedonia * Pong goi: 10 2 1y |Products and Medical
+Déng gdi cap 1:Vién nén; Vién nang cirng; Thudc dung ngoai dang 1dng; Thudc dung trong dang 16ng; Thudc dang bén ran.. 8. 8. Devices of the Republic
+Déng gdi cap 2 q 2[ of Slovenia (JAZMP)
* Kiém tra chat lugng: Vi sinh (khéng vo trung); Hoa ly/vat ly. S IN]
68 |3054| MY- [Sterling Drug Lot 89, Jalan Enggang, * Thudc khéng vo trung: Vién nang cirng; thudc bdt; vién nén (bao gdbm ca vién nén bao phim). PIC/S-GMP|2953/23 " © National Pharmaceutical
004 |[(Malaya) Sdn. Ampang/ Hulu Kelang § § Regulatory Agency
Bhd. Industrial Estate, 68000 h &  |(NPRA), Ministry of
Ampang, Selangor, 2 ,? Health, Malaysia
Malaysia o ©
69 |3055| MY- [Tiger Balm (M) Plo 95, No. 6, Jalan Firma [* ThuSc khéng vo trung: Thudc dung ngoai dang 1dng; ThuSc dang ban ran. PIC/S-GMP|3247/23 " © National Pharmaceutical
011 (Sdn. Bhd. 1/1, Tebrau Industrial * Xudt xudng thudc khdng vé trung. S S |Regulatory Agency
Estate, 81100 Johor * Péng goi so cap: Thudc dung ngoai dang 16ng; Thudc dang ban rén. 5 g (NPRA), Ministry of
Bahru, Johor, Malaysia * Péng gobi thir cap. Py & |Health, Malaysia
* Kiém tra chat lwgng: Vi sinh (Khong vé trung); Héa hoc/Vat ly. o o
70 |3056| NL- |SynthonB.V. Microweg 22, Nijmegen, |* Xuat xwdng 16: Thudc vo trung, thudc khdng vé triing EU-GMP |NL/H ~ < Health and Youth Care
014 6545CM, Netherlands 21/2029200 | & S |Inspectorate -
D g g Pharmaceutical
2& m‘ Products, Netherlands
71 |3057| PL- |BiotonS.A. Macierzysz, ul. Poznariska [* Thudc vé trung: EU-GMP [IWSF.405.58 Chief Pharmaceutical
016 12, 05-850 Ozaréw + Thu@c san xudt vé trung: Dung dich thé tich nhé. .2023.1P.1.1 Inspector, Poland
Mazowiecki, Poland + Xudt xuwang 16. WTC/0026_ | @ 9
* Thudc sinh hoc: 0105114 | & | §
+ San pham cong nghé sinh hoc. 3 8.
+ Xuat xwdng 16 sdn pham céng nghé sinh hoc. 5 S
* Péng goi thir cap.
* San xuat thudc v trung dugc ti€n hanh tai khu vyc M1.
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72 | 3058 PL- [Aflofarm ul. Szkolna 31, 95-054 * ThuBc khéng vé trung: EU-GMP |ISF.405.45.2 Chief Pharmaceutical
025 [Farmacja Polska |Ksawerdw, Poland + vién nang ctrng (bao gdm thudc chita dwoc chat cé hoat tinh cao, hoat chét cé thé gay di tng hodc khong dung nap, thudc chira vi sinh vat). 023.1P.1 Inspectorate (MPI),
Sp.Z.0.0 + thudc bét, thudc dit (bao gdm thudc chira dugc chat cé hoat tinh cao) WTC/0108_ Poland
+vién nén (bao gdm thudc chira dwoc chat cé hoat tinh cao, hoat chat c6 thé gay di ing hodc khong dung nap) 02_01/234
* Thudc tir duoc lidu.
* Xudt xudng thudc khdng vé trung - ©
* Pong goi I §
+Déng gdi so cap: E o
++ vién nang cing (bao gdm thudc chira dwoc chat cé hoat tinh cao, hoat chat c6 thé gay di ing hodc khong dung nap, thudc chira vi sinh vat). E 8
++ dung dich dung ngoai, thudc bot, thudc ban rén, thudc dat (bao gdm thudc chira dugc chét cé hoat tinh cao) - o~
++ vién nén (bao gdm thudc chira dwoc chat cé hoat tinh cao, hoat chat c6 thé gay di ing hodc khong dung nap)
+Déng gbi thir cap
* Kiém tra chat lwgng: Hoa ly/vat ly/vi sinh thudc khong vé trung
73 [3059| RO- |Arena Group S.A. |Bd. Dunarii nr.54, Oras * Thu8c khéng vé trung: EU-GMP [029/2023/R National Agency for
011 |Tén cii: S.C Arena [Voluntari, Jud. lifov, cod |- Vién nang citng (bao gdm ca thudc chira khang sinh penicillin, cephalosporin) [0} Medicines and Medical
Group S.A. 077190, Romania - Dang bao ché rén khac: vién nén bao phim, vién nén bao Devices (NAMMD),
ac i khac: unarii |- Vién nén chira corticosteroi omania
(Cach ghi khac: 54 D ii |- Vién nén chu i id R i
Blvd, Voluntari, IIfov * Chirng nhan 16 (batch certification): thudc vé trung, thudc khéng vé trung
district, 077910-Romania |* Dong goi:
/ Bd. Dunarii nr.54, - Déng géi so cdp: Vién nang clng (bao gdm ca thudc chira khang sinh penicillin, cephalosporin); dang bao ché rén khac (vién nén bao phim, vién
Voluntari, lIfov district, nén bao); vién nén chira corticosteroid ] S
077190, Romania / B-dul |- Déng géi thi cap 8. 8.
Dunarii, Nr. 54, Oras * Kiém tra chat lvgng: Héa/ly 8 2[
Voluntari, Jud. llfov, cod 8 b
077190, Romania / 54
Dunarii Bd., Voluntari
City, lIfov County, code
077910, Romania)
74 |3060| SG- |Haw Par 2 Chia Ping road #02-00, [* Dau gi6, cao xoa, miéng cao dén (medicated oil, medicated plaster, medicated balm) PIC/S-GMP|MCGM2300 " © Health Sciences
007 |Healthcare #05-00, #06-00 Haw Par 349 S S [Authority (HSA),
Limited Tiger Balm Building :‘: z Singapore
Singapore 619968. e a
o o~
75 |3061| SG- [MSD 70 Tuas West Drive, * Thu8c udng khdng vé trung: thudc vién nén, vién nén bao phim EU-GMP |NL/H - & [|Healthand Youth Care
009 |International Singapore 638414, 22/2045778 | & S [|Inspectorate -
o~ o~
GmbH (Singapore |Singapore 3' & |Pharmaceutical Affairs,
-
Branch) & & [Netherlands
o o~
76 |3062| TH- (BioLab Co., Ltd 625 Soi 7a Bangpoo * Thudc vé trung: PIC/S-GMP|1-2-07-17- Food and Drug
006 Industrial Estate, + Thudc san xudt vé tring: thudc dang ran (bao gdm ca thudc chira khang sinh nhém Cephalosporin, Carbapenem); thudc déng kho; dung dich 24-00015 o © Administration (Thai
Sukhumvit road, Moo 4,  [thé tich nhé. > S [FDA), Thailand
~ LA s e . s 3 o ~N
Prakasa, Muang, + Thudc tiét trung cudi: dung dich thé tich nhé. h h
Samutprakarn 10280, * Thudc khong vé tring: vién nang cirng; thudc dung ngoai dang 16ng; thudc udng dang ldng; thudc dang ban ran; vién nén nén (bao gdm ca 2 i
¢ ~ A LA z . . P —
Thailand thudc chira hormon sinh duc); thudc chira khang sinh nhém Cephalosporin (vién nang cing; thudc bét), vién nén bao phim, dung dich hit ~
(solution for inhalation)
77 |3063| TR- |Atabay Kimya Dilovasi Organize Sanayi  [* Thudc ung chira khang sinh nhém Penicillin: Vién nén, vién nén bao phim; bdt pha hén dich udng; vién nang. EU-GMP (BG/GMP/20 | \n |Bulgarian Drug Agency,
016 |[Sanayi ve Ticaret [Bolgesi 4, Kisim Sakarya 23/248 § § Republic of Bulgaria
AS. Caddesi No:28 o o
Gebze/Kocaeli, Turkey =) 0
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78 |3064| TW- |Taiwan Biotech No. 22, Chieh-Shou Rd., * Thudc vé trung: PIC/S-GMP (09023 o " Ministry of Health and
010 |Co., Ltd. Taoyuan Dist., Taoyuan - Thu8c san xuét vé trung: 2] S [Welfare, Republic of
City, Taiwan, R.O.C. Dung dich thé tich nhd (thudc tiém, tiém truyén); thudc nhd mét, nho tai, nhd mii. :‘. E China (Taiwan)
- Thudc tiét trung cudi: Dung dich thé tich nhé va dung dich thé tich Ién (thudc tiém, tiém truyén). : ;
* Thuéc khdng vé trung: Dung dich; vién bao, vién nén, thudc cdm, thudc bot; vién nang clrng chira pellet; pellets; miéng dan. e «
79 |[3065| TW- [U-Liang No. 10, Kuang-Fu Rd., Hu- |* Thudc khéng vé trung: Vién nén, vién nén bao, thudc cm, thuéc bét, vién nang. PIC/S-GMP|Gidy phép " © |Ministry of Health and
026 |Pharmaceutical Kou Hsiang, Hsin Chu san xuat: § § Welfare, Republic of
Co., Ltd. Hsien, Taiwan, R.0.C (AP) g S  [China (Taiwan)
0431065 N ]
80 |3066| US- [Grifols Biologicals [5555 Valley Boulevard, * San xuat APl va thanh pham cudi: san pham Dung dich tiém Albumin (Human) U.S.P., Albutein®5%, 250mL & 500mL; Albumin (Human) U.S.P., |U.S. cGMP |FEI: 2080769 United States Food and
029 (LLC (tén cii: Los Angeles, CA 90032, Albutein®20%, 50mL & 100mL; Albumin (Human) U.S.P., Albutein®25%, 50mL & 100mL; (twong |El end: o < Drug Administration
Grifols Biologicals [USA duong EU-[12/09/2019 3 S [(U.S. FDA)
Inc) (* Cach ghi khac: 5555 GMP) § ;
Valley Boulevard, Los ~ &
Angeles, California, - «”
90032, USA)
81 |3067| UY- |[GRAMON BAGO |3359 Joaquin Suarez Ave, [*Thudc khdng vo trung: WHO-GMP|354049 Ministry of Health
002 [DE URUGUAY S.A. [Montevideo, Uruguay - ThuBc udng dang ran: vién nén, vién bao va cém - " Directorate-General,
- Thudc bén rén: thudc dan, thudc triing 8 S |Republic of Uruguay
* Pong goi: ' % %
- Dong goi so cap :‘ :‘
- Déng goi thir cap
* Kiém tra chat luwgng: Vi sinh, héa ly/vat ly.
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Dot 36
( Kém theo céng vdn sé /QLD-CL ngay / / cta Cuc Qudn ly Dworc )
ID |TEN CO SO SAN . ) " NGUYEN | GIAY CH. |ncay |N6AY - . N
STT |ID CC cT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP 35; CO’ QUAN CAP NOI DUNG PIEU CHINH
1 | 2720 | AR- |Laboratorios Av.Boyacd N° * Thudc khéng vé trung (khdng chira khang sinh nhém beta lactam, chat kim té bao va chat | PIC/S-GMP |IF-2022- National Administration [Dinh chinh dija chi co s& san xuat theo dung gidy chitng nhan GMP
009 |CasascoS.A.I.C. [229/37/41/49/63/65, c6 hoat tinh hormon): Vién nén, vién nén bao phim; Vién nang cirng; Thuéc bdt, thuéc cém; 128909419- ~ < of Drugs, Foods and (theo ngén ngit s& tai).
Terrero N° 250/52/60, Thudc ban ran (Nhii twong, gel, Pastes, Pomades, kem va m&); Thudc dang dung dich khong APN- =] S [Medical Devices
Bacacay N° 1843/45, vé tring. INAME#AN | ) & |(ANMAT), Argentina
Ciudad Auténoma de * Déng gdi so cap: Cac dang thudc khdng vo trung néu trén. MAT : :
Buenos Aires, Républica * Péng goi thir cap. © ©
Argentina
2 1675 | AT- |Sandoz GmbH BiochemiestraBe (hodc: * Thudc vé trung: EU-GMP |INS-482451- Federal Office for Safety [Diéu chinh hiéu lyc GCN EU-GMP dén 31/12/2024 theo théng bao cla
003 |(hodc Sandoz Biochemiestrasse hodc + Thudc san xuét vo trung: dung dich thé tich nho; thuSc dang ran va cdy ghép. 14281541- in Health Care, Austria EMA
GmbH - BP Biochemiétr.) 10, 6336 * Thudc sinh hoc: san phdm cong nghé sinh hoc; khang thé don dong. 16890084
Schaftenau, hodc [(hodc A-6336, hodc AT- * Xut xwdng 16: sdn pham céng nghé sinh hoc; khang thé don dong.
Sandoz GmbH - [6336) Langkampfen, * Déng goi thir cap. ] 3
Betriebsstitte/  |Austria * Kiém tra chat lwgng: hoa hoc/ vat ly 8 8
Manufacturing 3 o
Site Aseptics Drug N =
Product
Schaftenau
(Aseptic DPS))
3 [ 2809 | CN- |Sichuan Kelun South of No. 2 road, Xindu |* Thuc tiém truyén tinh mach thé tich Ién WHO-GMP [Chuan Sichuan Medical Piéu chinh pham vi cng bé tir "Chinese-GMP" sang "WHO-GMP" do
017 |Pharmaceutical |Satellite City Industrial + DAy chuyén san xuét H: dich truyén trong chai thuy tinh, 20160001 bS] 1 [Products Administration, [co s& cung cap gidy xac nhan clia Co quan quan ly nudc s tai vé viéc
Co. Ltd. Development Zone, + Day chuyén san xuat F: Nhii dich tiém truyén trong chai thay tinh; 2. 2. China GMP clia co s¢ tuvong duong WHO-GMP
Chengdu, Sichuan, China |+ Day chuy@n san xuét D,P: dich truyén dung trong tui nhya, S_ g_
+ Day chuyén san xuat C,S,T, W: dich truyén dung trong chai nhya, 3 I~
+ DAy chuy@n san xudt TC: dich truyén dyng trong tii nhiéu ngan.
4 | 2120 | DE- |Medac TheaterstraBe 6 22880 * Xuét xwdng 16 thudc vé trung. EU-GMP |DE_SH_01_ Co quan Tham quyén Binh chinh tén nha sx tr Medac Gesellschaft fur klinische
001 (Gesellschaft fur |Wedel Germany * Xudt xwdng 16 thudc khdng vé trung. GMP_2022_ N S |Puc Speczialpraparate mbH thanh Medac Gesellschaft fur klinische
klinische * Xuét xwdng 16 thudc cdng nghé sinh hoc, thudc sinh hoc cé ngudn géc tir ngudi hodc ddng 0011 2. 2. Spezialpraparate m.b.H
Spezialpraparate vat. 3 8
m.b.H * Déng gdi thir cap. Q 3
5 | 2052 | DE- |Rottendorf Ostenfelder StraRe 51-61, |* ThuSc khéng vé truing: vién nang clrng; vién nang mém; vién nén; vién nén bao dudng, EU-GMP [DE_NW_05_ Co quan thdm quyén Gia han hiéu lyc gidy chitng nhan EU-GMP dén 31/12/2024 theo
016 Pharma GmbH 59320 Ennigerloh, vién nén bao phim, vién nén giai phdng kéo dai; vién nén sui bot; thudc bot; pellet; thudc GMP_2021_ . < Burc chinh sach gia han clia EMA (Théng bdo EMA ngay 07/12/2023).
Germany com. 0030 S S
* Thudc duoc lidu; thude vi lwgng déng can. g z
* Xuét xwéng thudc khéng vé trung. E oy
* Péng gdi so cap: thudc bdt; pellet; thudc com. ~ ”
* Kiém tra chat lwgng: héa hoc/ vat ly (v6 trung; khdng vé trung).
6 | 2459 | DE- |Abbott Werk Neustadet, Justus- * Thudc khéng vé trung: vién nang cing. EU-GMP |DE_NI_02_G Co quan thdm quyén Piéu chinh:
040 |Laboratories von-Liebig-StrapBe 33, + Xudt xwdng: vién nang clrng; vién nang mém; vién nén (chira Rosuvastatin/ Ezetimibe); MP_2023_0 Plrc B& sung cach ghi dia chi khac cla co s& san xut theo quy dinh.
GmbH 31535 Neustadt, thudc cém. 013
Germany. Cach ghi khac: |* Thudc sinh hoc: thudc ¢ ngudn géc tir ngudi hodc dong vat. ] 0
Justus-von-Liebig-Strape 8 8
33, 31535 Neustadt, + Xudt xwdng: thudc c6 ngudn gdc tir ngudi hodc déng vat. 8_ g_
Germany. * Dong goi: S 3
+ Déng gbi so cap: vién nang clirng.
+Ddng goi thit cap: chi d6i v&i vien nang clrng; dan nhin céc dang thudc.
* Kiém tra chat lwong: Vi sinh (khéng vo trung); Héa hoc/ vat ly; Sinh hoc.
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ID |TEN CcO SO SAN . ) . NGUYEN | GIAY CH. |ncay |N6AY - . N
STT |ID CC cT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP zi’; CO’ QUAN CAP NOI DUNG PIEU CHINH
7 | 2341 | DE- |Takeda GmbH Takeda (Werk Singen), * Thudc vé trung: EU-GMP |DE_BW_01_ Co quan thdm quyén Piéu chinh:
080 Robert-Bosch-Str. (hodc + Thudc san xuat vo trung: Thudc bot déng kho; dung dich thé tich nho. GMP_2022_ Plrc Gia han hiéu lyc gidy chirng nhan EU GMP dén 31/12/2024 theo chinh
Robert-Bosch-Strasse) 8, + Thudc tiét trung cudi: Dung dich thé tich nho. 0051 sach clia EMA.
78224 (hodc D-78224 + Chitng nhan 16. q B
hodc Deutschland-78224) [* Thudc khong vo trung: Thudc dung ngoai dang 16ng; thudc udng dang 16ng; thudc ban rén; 8' 8'
Singen, Germany thudc dan; thudc trirng d&t am dao. E_' g_
+ Chirng nhan 16. 8 =
* Péng goi thir cap.
* Kiém tra chat lwgng: Vi sinh (V6 trung; Khéng vé trung); Héa hoc/Vat ly; Sinh hoc.
8 |2611| ES- |Edefarm,S.L. Poligono Industrial * Thubc khéng vo trung: Vién nang cing; HOn dich udng; Thudc bot, thude cdm. EU-GMP |4166-E/02- Co quan quan ly Dugc  |B8 sung cac pham vi san xuét theo gidy GMP sau khi xem xét SMF cap
005 Enchilagar del Rullo, 117. |* Xuat xwéng thudc khéng vé trung. 22/C.VAL. 8 Y, |TayBan Nha nhét cla co s&.
C.P. 46191 - * Péng gdi so cdp: Vién nang clng; Vién nang mém; HAn dich udng; Thudc bét, thudec cdm. 9_ 9_
Villamarchante, Valencia, |* Ddng géi thi cap. 9. Ef
Spain * Kiém tra chat lwgng: Vi sinh (khdng vo trung); Héa hoc/Vat Iy. 3 8
9 1701 | FR- [Innothera Chouzy |Rue René Chantereau, * Thudc khéng vo trung: EU-GMP (2021/HPF/F French National Agency |Gia han hiéu lyc gidy chitng nhan EU-GMP dén 31/12/2024 theo
028 Chouzy-sur-Cisse, Valloire- |+ Thudc udng dang Idng (siro, dung dich, hdn dich), vién nén va vién nén bao phim (bao gém R/089 for Medicines and chinh sach gia han ciia EMA (Théng bdo EMA ngay 07/12/2023).
sur-Cisse, 41150, FRANCE. |ca thudc duwgc liéu), vién nén nhai.; vién nang mém Health Products Safety
(* Cac cach ghi khac: + Xuat xuwéng (ANSM)
+ Rue René Chantereau - |* Ddong gdi cdp 1: cdc dang bao ché trén. . <
L'Isle Vert 41150 Chouzy- |* Déng géi cap 2. =] S
sur-Cisse, France. 3 Z
+ L'Isle Vert, Rue René ,o\' :
Chantereau, Chouzy-sur- © ”
Cisse, 41150, France.)
10 | 620 | FR- |Opella 56 route de Choisy au Bac, |* Thudc khéng vé trung: Vién nang cirng; Thudc bot (bao gdm thudc chira khang sinh nhém EU-GMP |2020/HPF/F French National Agency [Diéu chinh theo tén m&i va dia chi méi co s theo gidy xac nhan clia
037 [Healthcare COMPIEGNE, 60200, Cephalosporins); Vién nén, vién nén bao phim (bao gdm thuéc chita khang sinh nhém R/068/NT ° - for Medicines and co quan thdm quyén Phép.
International SAS [France Cephalosporins). S S |Health Products Safety
(Tén cii: Sanofi (Dia chi cii: 56 route de 3 : (ANSM)
Winthrop Choisy au Bac, 3 :
Industrie) COMPIEGNE, 60205, ° ”
France)
11 | 1707 | FR- |UPSA SAS 304 avenue du Docteur * Thudc khéng vé trung: EU-GMP |2021/HPF/F National Agency For The [Dé nghi diéu chinh céng b8, thém pham vi “san xuét va déng géi vién
065 Jean Bru, AGEN, 47000, + Thuéc dan R/103 - < Safety Of Medicine and |nén, vién nén bao phim”.
France + Vién nén (Bao gdm vién nén bao phim) S S |Health Products, France
(cach ghi khéc: 304 + Xuat xudng 16 : :
avenue du Docteur Jean  |* Dong goi 3 :
Bru, 47000 AGEN, France) |+ Ddng géi so cap: Thubc dan, Vién nén (Bao gdbm vién nén bao phim). ~ ”
+ Ddng goi thir cap
12 | 761 | GB- |Andersonbrecon |Unit 2-7, Wye Valley * Xuat xwdng: thudc vo trung; thudc khdng vo triing; thudc sinh hoc (thuc mién dich; thudéc | EU-GMP UK MIA Medicines and Gia han hiéu lyc gidy chirng nhan GMP dén ngay 31/12/2024 theo
015 [(UK) Limited Business Park, Brecon cong nghé sinh hoc). 11724 Insp ] Y, |Healthcare Products Théng bdo ciia MHRA
Road, Hay-On-Wye, * Pong goi: GMP/IMP 8 8 Regulatory Agency
Hereford, HR3 5PG, +D0ng goi so cap: vién nang crng; vién nang mém; vién nén. 11724/1144 'o\_ g_ (MHRA), United Kingdom
United Kingdom +Dong goi thir cép. 45-0009 < -
* Ki€m tra chat lwgng: hda hoc/vat ly
13 [ 2839 | GB- [Reckitt Benckiser [Nottingham site, Thane * Thudc v6 trung: Tuong |UKMIA Medicines and Piéu chinh pham vi chitng nhan tai dot 34 (cu thé pham vi vién nén
027 |Healthcare road, Nottingham, NG90 + Thu8c san xuat vo trung: Dung dich thé tich I&n; dung dich thé tich nhé. duong EU- (12862 Insp Healthcare Products cho vién nén bao dudng, theo CPP)
International 2DB, United Kingdom. * Thudc khéng vé trung: GMP GMP/IMP Regulatory Agency
Limited + Dang bao ché ran khéc; vién nén (vién nén bao dudng); vién ngam. 12862/1190 q S, |(MHRA), United Kingdom
+ Xudt xudng thudc vé trung va thudc khéng vé trung. 98-0026 2_ 2_
* Dong goi: ﬁ :
+ Déng gbi cap 1: Vién nang mém, vién nang cirng, vién ngam. 3 a
+Ddng gbi cap 2.
* Kiém tra chat lwong: Vi sinh ( thudc vé trung, thudc khong vo trung); Héa hoc/vat ly.
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ID |TEN CcO SO SAN . ) . NGUYEN | GIAY CH. |ncay |N6AY - . N
STT |ID CC cT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP 25’; CO’ QUAN CAP NOI DUNG PIEU CHINH
14 | 2148 | HU- |Gedeon Richter  [Gyomréi ut 19-21., * Thudc vo trung: EU-GMP |OGYEI/2078 National Institute of B6 sung pham vi "hdn dich tiém Hydrocortison-Lidocatin-Richter" do
001 |Plc. Budapest X, 1103, Hungary| + Thudc san xuat vo trung: Dung dich thé tich I&n; Dung dich thé tich nhd; Thudc déng kho 6-7/2022 Pharmacy and Nutrition [co s& cung cap quy trinh san xudt twong (*ng véi diéu kién nha xudng
(Cach ghi khac: Gyémrsi  [(bao gdm ca thudc cé chira chat kim té bao); hdn dich tiém Hydrocortison-Lidocatin-Richter. (OGYEI), Hungary s&n xuat san pham nay.
Gt 19-21., Budapest, 1103, | + Thudc tiét trung cudi: Dung dich thé tich I6n; Dung dich thé tich nho.
Hungary) + Xuat xudng 16.
* Thudc khdng vo trung:
+ Vién nang ctrng; thudc dung ngoai dang 16ng; thudc udng dang 1dng; thudc bot va thuéc
c6m; vién nén, vién bao (bao gdm ca thudc chira hormon), dang bao ché bén ran.
+ Xuat xuwdng 16.
* Thudc sinh hoc: N v
+ San pham céng nghé sinh hoc; san pham chiét c6 ngudn géc tir ngudi hodc dong vat. 9_ 9_
+ Xuat xudng 16: S4n pham céng nghé sinh hoc; san pham chiét cé ngudn goc tir nguoi hodc 'c\? EI’
dong vat < B
* Pong goi:
+Ddng gbi so cap: Vién nang clrng; thudc dung ngoai dang 1dng; thudc udng dang long;
thudc bot va thudc cdm; vién nén, vién bao (bao gdm ca thudc chira hormon), dang bao ché
ban rin.
+Ddng goi thr cap.
*Kiém tra chat lwgng
15 [ 2845 IE- [AstellasIreland  [Killorglin, V93 FC86, * Thudc vé trung: EU-GMP |33601/M010 Health Products Piéu chinh (ID: 2917): Diéu chinh ngay c&p (19/10/2023) va ngay hét
024 |Co. Limited Ireland (céch ghi khac: + Thudc san xuat vo trung: Dung dich thé tich nho. 35/00001 Regulatory Authority hiéu lyc (02/09/2022) cta gidy chirng nhan GMP theo ding thong tin
Killorglin, Co. Kerry, V93 [* Thudc khéng v6 trung: Vién nang cltng, vién nang cirng phéng thich kéo dai. 0 v |(HPRA), Ireland trén gidy chirng nhan GMP ngay cip 13/04/2023) va ngay hét hiéu luc
FC86, Ireland) * Xudt xwdng thudc vé trung va thudc khdng vé trung. 8 8 (02/09/2025).
* Dong goi: g_ 8_
+Dong goi so cdp: Vién nang cing. 3 S
+Ddng goi thir cap.
* Kiém tra chét lwong.
16 | 631 | IN- [Reliance Life Dhirubhai Ambani Life * ThuBc khoéng vé trung (Thudc ung thw): vién nang cirng; vién nén, vién nén bao phim. EU-GMP |UK GMP Medicines and Diéu chinh hiéu lic GCN EU-GMP dén hét 31/12/2024 theo théng bao
001 |Sciences Pvt.Ltd [Science Centre (DALC), 41432 Insp Healthcare Products clia MHRA
(Plant 6) Thane, Belapur Road, GMP Regulatory Agency
Rabale, Navi Mumbai, 41432/6618 (MHRA), United Kingdom
Maharashtra, IN-400701, 812-0005
India
a <
(Céch ghi dia chi khac: B N
Dhirubhai Ambani Life : :
Sciences Centre (DALC), 3 :
Plant 3, 5, 6 Plot No. R- © ”
282, Thane Belapur Road,
Rabale, Thane 400701
Maharashtra State, India)
17 | 2950 | IN- |Aspiro Pharma Survey number 321, * Thudc vé trung: EU-GMP |NL/H Health and Youth Care  [Diéu chinh thém céch ghi dia chi clia co' s& san xuit theo GMP nuéc
020 |Limited Biotech Park, Phase IIl, + Thudc san xuat vé trung: Thudc déng khé. 23/2049001 Inspectorate - Ministry  [s& tai va xac thuc cla co quan cé tham quyén
Karkapatla, Markook + Thudc tiét trung cudi: Dung dich thé tich nho. of Health, Welfare and
Mandal, Siddipet 502281, |* Ddng gdi thir cap. Sport, Netherlands
India (cach ghi dia chi * Kiém tra chat lwgng: Vi sinh (v6 trung, khéng vé trung); Héa hoc/Vat ly; Sinh hoc N 9
khéc: Sy. No. 321, Biotech |(Endotoxin). 8 8
Park, Phase-Ill, Karkapatla 5. $
Village Markook Mandal, Q B
Siddipet District,
Telangana State, India)
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ID |TEN CcO SO SAN . ) . NGUYEN | GIAY CH. |ncay |N6AY - . N
STT |ID CC cT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP 25’; CO’ QUAN CAP NOI DUNG PIEU CHINH
18 | 1498 | IN- [Jubilant Generics |Village sikandarpur * Thudc khéng vé trung (chi hoat ddng san xu4t): Vién nén, vién nén bao phim, vién nang EU-GMP |BE/GMP/20 Federal Agency for Gia han hiéu lyc gidy chitng nhan EU-GMP dén 31/12/2024 theo
128 |Limited bhainswal roorkee 18/015 Medicines and Health chinh sach gia han ctia EMA (Théng bdo EMA ngay 07/12/2023).
dehradun highway Products (FAMHP),
bhagwanpur, roorkee, Belgium
distt.- haridwar, © <
uttarakhand, India (cach =] =]
ghi khac: Village 3 iy
sikandarpur bhainswal 8 :
roorkee dehradun - ”
highway bhagwanpur,
roorkee, distt.- haridwar,
uttarakhand - 247661,
India)
19 [ 1115 IN- [Shilpa Medicare [Unit-4, Pharmaceutical * Thudc v6 trung chira chat doc té bao/kim té bao: EU-GMP |[INS-482698- Federal Office for Safety [Diéu chinh: - Gia han hiéu lyc gidy chirng nhan GMP-EU dén ngay
162 |Limited Formulation SEZ, Plot No's | + Thudc san xuét vo tring: Dung dich thé tich Ién; Dung dich thé tich nhd; Thudc déng kho. 12976127- in Health Care, Austria  |31/12/2024 theo théng bédo clia EMA.
(ho3c M/s. Shilpa |S-20 to S-26, Pharma SEZ, + Thudc tiét trung cudi: Dung dich thé tich I&n; Dung dich thé tich nho. 15942132
Medicare Limited) | TSIIC, Green Industrial * Thudc khdng vé trung chira chat doc té bao/kim té& bao: Vién nang cirng; Vién nang mém;
Park, Polepally (V), Vién nén, vién nén bao phim.
Jadcherla (M), * Doéng gdi so cap: Vién nang clrng; Vién nang mém; Vién nén, vién nén bao phim.
Mahabubnagar (Dt), * Déng goi thir cap.
509301 Telangana, India  |* Kiém tra chét lwong. ° <
(* Céch ghi khac: Plot No. S S
$-20 to 5-26, Pharma SEZ, > iy
TSIIC Green Industrial g :
Park, Polepally Village, - ”
Jadcherla Mandal,
Mahaboobnagar District,
Telangana-509301, India)
20 | 2433 | IN- [Sterling GAT No. 396, Village Urse, |Thudc khéng vé trung khéng bao gdm Cephalosporin, Penicillin, Cytotoxic, Hormon: WHO-GMP |NEW-WHO- Food & Drug Diéu chinh Iam r& pham vi vién nén bao phim theo bao cdo thanh tra
304 [Healthcare Ltd. Near Talegaon Toll Plaza |- Vién nang cirng GMP/CERT/ - < Administration, M.S. va hd so téng thé.
Mumbai-Pune - Vién nén, vién nén bao phim PD/105867/ S S [Bandra (E) Mumbai
Expressway, tal. Maval, 2021/11/386 : : Maharashtra State, India
Pune 410506 17 Ny @
Maharashtra State, India o ~
21 | 2287 | IT- |Abbvie S.R.L S.R. 148 Pontina Km 52,  |* ThuSc khéng vé trung: Vién nén; vién nén bao; thudc dung trong dang 16ng; thudc cém. EU-GMP |[IT/195/H/20 Italian Medicines Agency [Diéu chinh céch viét dia chi theo xac nhan cla co quan cé thdm quyén.
010 Snc-Campoverde Di * Xuét 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 xuat vé trung.
04011 APRILIA (LT), Italy  |* Xu&t xwéng thudc khéng vé trung. N v
* Pong goi: 2_ 2_
+Ddng goi cap 1: vién nén; vién nén bao; thudc dung trong dang 16ng; thudc com. : 8.
+ Déng gbi cap 2 pa 5
* Kiém tra chat lwgng: héa ly/vat ly/vi sinh (thudc vé trung, thuc khéng vé trung)
22 | 987 | IT- |A. Menarini Via Campo Di Pile , 67100 |San xudt, déng goi, xuat xudng: EU-GMP |IT/57/H/202 o < |AIFAItalian Medicines  |Diéu chinh ID: 987: Gia han hiéu lyc gidy chirng nhan EU-GMP dén
046 (Manufacturing L'Aquila (AQ), Italy. * Thu8c khdng v trung: vién nang cirng; vién nén; vién nén bao phim; thudc bét; 0 § § Agency 31/12/2024 theo chinh sach gia han ciia EMA.
Logistics and g g
Services S.r.| Q b=
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23

811

A. Menarini
Manufacturing
logistics and
services S.R.L

Via Sette Santi, 3-50131
Firenze (Fl), Italy

* Thudc vé trung:

+ Thudc san xuat vo trung: dung dich thé tich nhd

+ Thudc tiét trung cudi: dung dich thé tich nhé

* ThuBc khdng vé trung: thudc ban ran bao gdm ca chiét xuat tir dong vat

* Ché& pham sinh hoc: ché& pham chiét xuat tir dong vat
* Xuat xwédng thudc vé trung, thudc khdng vé trung, thudc sinh hoc
*Péng gbi so cap: thudc ban ran
* Kiém tra chat lwgng: vi sinh (thudc vé trung, thudc khéng vé trung), hda ly/vat ly, sinh hoc

EU-GMP

IT/3/H/2020

09-01-2020

31-12-2024

Italian Medicines Agency
(AIFA)

Piéu chinh ID: 811: Gia han hiéu lyc gidy chitng nhan EU-GMP dén
31/12/2024 theo chinh séch gia han cia EMA

24

2877

088

Recordati
Industria Chimica
E Farmaceutica
S.P.A

Via Matteo Civitali, 1-
20148 Milano (M), Italia

* Thudc khdng vé trung:
+ Vién nang ctrng; thudc dung ngoai dang léng chira corticosteroid; thudc udng dang 1éng
chira corticosteroid; thuSc dang ban ran chira corticosteroid; vién nén, vién nén bao phim.
+ Chitng nhan xuat xudng
* Thudc dugc lidu: vién nén.
* Dong goi:
+ Déng goi so cap: cac dang thudc khdng vé trung trén.
+Ddng goi thir cap.
* Kiém tra chét lwgng: Vi sinh (Thudc khéng vé trung); Héa hoc/vat ly; LAL test.

EU-GMP

IT/139/H/20
23

29-08-2023

16-06-2026

Italian Medicines Agency
(AIFA)

Diéu chinh ngay hiéu lyc dén 16/06/2026 va bd pham vi cong bd cla

thuéc bot)

25

2391

001

Akciju sabiedriba
"Grindeks" / Joint
Stock Company
"Grindeks" (cach
ghi khac: AS
Grindeks AS)

Krustpils iela 53, Riga, LV-
1057, Latvia / 53 Krustpils
Street, Riga, LV-1057,
Latvia

| Vieta (Site 1):

* Thudc khdng vé trung: vién nang cirng (bao gdm ca thudc chira chat doc té bao, chat kim
té bao); Thudc dung ngoai dang 1dng, thudc udng dang Idng; thudc bén ran, vién nén; vién
nén bao phim;

* Xuét xwdng thudc vé trung; thudc khéng vé tring

* Dong goi:

+Ddng goi so cap: cac dang thudc trén

+ Dong goi thir cap

* Kiém tra chat lwgng: vi sinh v trling va khéng vé trung, héa hoc/vat Iy, sinh hoc.

EU-GMP

ZVA/LV/202
2/002H

08-04-2022

28-10-2024

State Agency of
Medicines of the
Republic of Latvia

Piéu chinh cdng b8 pham vi san xuat theo dung site trén gidy chitng

nhan GMP d3 cap

26

1891

NL-
005

Abbott Biologicals
B.V.

C.J. van Houtenlaan 36,
WEESP, 1381CP hoic
"1381CP WEESP",
Netherlands

* Ban thanh pham véc xin 3 gia va 4 gia: Ban thanh phdm Hén dich tiém Influvac (vic xin
phong bénh cim mua).

EU-GMP

NL/H
21/2029452

16-09-2021

31-12-2024

Health Care
Inspectorate -
Pharmaceutical Affairs
and Medical Technology,
Netherlands

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

27

1753

012

Curium
Netherlands B.V.

Westerduinweg 3,
PETTEN, 1755LE,
Netherlands

* Thudc vé trung:
+ Thudc san xuat vé trung: Thudc déng kho (bao gdbm ca thudc phdng xa); Radionuclide
generator;
+ Thudc tiét trung cudi: Dung dich thé tich nhé (thudc phéng xa);
* Xu&t xudng thudc vo trung.
* Thudc khdng vo trung: Vién nang cirng (thudc phéng xa); Radionuclide generator;
* Xu#t xudng thudc khéng vé trung.
* Péng gdi so cap: Vién nang clrng (thudc phéng xa); Radionuclide generator;
* Déng gdi thir cap.
* Kiém tra chat lwong: Vi sinh (vo trung; khong vé trung); Héa hoc/Vat ly; Sinh hoc (Thir
Endotoxine).
(Xuat xuwdng song song (Parametric release) 4p dung cho cac san pham:
- MIBG (I-123) Injection, solution for injection 74 MBg/ml,
- DRN 5379 - Sodium lodide (I-123) Injection, solution for injection 37 MBg/ml,
- DRN 5375 - Gallium (Ga-67) Citrate Injection, solution for injection 37 MBg/ml,
- DRN 3103 - Thallous (TI-201) chloride Injection, solution for injection 37 MBg/ml,
- DRN 8103 - Indium (In-111) chloride, radiopharmaceutical solution 370 MBg/ml,
- DRN 4901 - Indium (In-111) Oxinate, radiopharmaceutical solution 37 MBqg/ml,
- DRN 4908 - Indium (In-111) DTPA Injection, solution for injection 37 MBg/ml|,
- DRN 4916 - Indium (In-111) Chloride, radiopharmaceutical solution 122 MBq,
- DRN 4920 - Hippuran (I-123) Injection, solution for injection 37 MBqg/ml,
- DRN 5376)

EU-GMP

NL/H
20/2016374

12-03-2020

31-12-2024

Health Care
Inspectorate -
Pharmaceutical Affairs
and Medical Technology,
Netherlands

Piéu chinh hiéu ly'c GCN EU-GMP theo théng béo clia EMA dén ngay

31/12/2024

Danh sach co s& dwgc Diéu chinh ndi dung da céng bé
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ID |TEN CcO SO SAN . ) . NGUYEN | GIAY CH. |ncay |N6AY - . N
STT |ID CC cT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP zi’; CO’ QUAN CAP NOI DUNG PIEU CHINH
28 | 2306 | PL- |Zaktady Ul. Polskiej Organizacji * Thudc khéng vé trung: EU-GMP |[IWSF.405.22 Chief Pharmaceutical Gia han hiéu lyc gidy chitng nhan EU-GMP dén 31/12/2024 theo
029 |Farmaceutyczne |Wojskowej 57, 98-200 +Vién nang mém; .2021.1P.7.1 Inspector, Poland chinh sach gia han cia EMA (Théng bdo EMA ngay 07/12/2023).
POLPHARMA S.A. (Sieradz, Poland (Cach ghi + Thudc dung ngoai dang 1dng: dung dich; thudc nhé giot; hdn dich; WTC/
Oddizial Medana |tiéng Anh: 57, Polskiej + Thudc udng dang léng (bao gdbm ca thudc ddc tinh cao; thudc chira hoat chat hwéng 0037_03_01
w Sieradzu (cdch |Organizacji Wojskowej St, [than; thudc chita hoat chat nhay cdm): dung dich; thudc nhé giot; hén dich; /89
ghi tiéng Anh: 98-200 Sieradz, Poland) + Thudc ban rén (bao gdm ca thudc ddc tinh cao): gel; nhii dich; 2 3
Pharmaceutical + Dung dich thut tryc trang (bao gdm ca thudc chira chat hwéng than). 8 8
Works * Thudc duoc lidu. Ef ﬁ
POLPHARMA S.A * Déng goi: S =
Medana Branch + Déng gbi so cap: vien nang mém; thudc dung ngoai dang 16ng; thudc udng dang long;
in Sieradz) thudc ban rén; dung dich thut truc trang; vién nén.
+ Déng goi thir cap.
* Kiém soat chat lugng: vi sinh (thudc khéng vé trung); hda hoc/vat ly.
29 | 2307 | PL- |Zakfady Ul. Wiadystawa tokietka |Xuat xwéng thudc khéng vé trung. EU-GMP |IWSF.405.22 Chief Pharmaceutical Gia han hiéu lyc gidy chirng nhan EU-GMP dén 31/12/2024 theo
030 [Farmaceutyczne |10, 98-200 Sieradz, Poland .2021.1P.4W Inspector, Poland chinh sach gia han clia EMA (Théng bdo EMA ngay 07/12/2023).
POLPHARMA S.A. |(Cach ghi ti€ng Anh: 10, TC/
Oddizial Medana |WIadyslawa Lokietka St, 0037_02_01
w Sieradzu (cach [98-200 Sieradz, Poland) /86 . <
ghi tiéng Anh: 9 5]
Pharmaceutical 3 :
Works 3 :
POLPHARMA S.A o "
Medana Branch
in Sieradz)
30 849 | PT- |Laboratérios Rua Elias Garcia, n.2 28, * Thudc vé trung: EU-GMP [F019/S1/MH National Authority of Gia han hiéu lyc gidy chitng nhan EU-GMP dén 31/12/2024 theo
001 |Vitdria, S.A Amadora, 2700-327, + Thudc san xuat vo trung: Dung dich thé tich nho. /001/2020 Medicines and Health chinh sach gia han clia EMA (Théng bdo EMA ngay 07/12/2023).
Portugal + Thudc tiét trung cudi: Dung dich thé tich nho. ° < Products (INFARMED),
* ThuBc khong vé trung: Vién nang cirng; thudc udng dang 16ng; dang bao ché ban ran; vién g S [Portugal
d3t; vién nén; thudc bot; thudc cém; thudc trirng. 3 :
* Dong goi: ?‘, E
+Dong goi thit cap: Thubc khong vé trung néu trén. ~ ”
+Ddng goi so cép.
* Kiém tra chat lwgng
31 | 1894 | PT- [Sofarimex - Av.das Industrias - Alto do |* Thudc vé trung: EU-GMP |F027/S1/MH National Authority of Diéu chinh ID: 1894: Gia han hiéu lyc gidy chirng nhan EU-GMP dén
004 (Industria Quimica |Colaride, Cacém, 2735- + Thu8c san xuat vo trung: Dung dich thé tich nhé; Thudc déng khd /001/2021 Medicines and Health 31/12/2024 theo chinh séch gia han cia EMA
e Farmacéutica, |213, Portugal * Thudc khéng vé trung: Vién nang cirng; Thudc udng dang 16ng; Thudc dung ngoai dang Products (INFARMED),
S.A. Céch ghi khac: Avenida 16ng; thudc c8m; thudc ban rén; Vién nén; vién nén bao phim. < % |Portugal
das Industrias - Alto do * Xudt xwdng thudc vo trung, thudc khong vé trung. S S
Colaride - Agualva 2735-  [* Ddng goi: 5 g
213 Cacém, Portugal + Déng gbi so cap: Vién nang cirng; Thudc udng dang l6ng; Thudc dung ngoai dang léng; S =
thudc cdm; thudc ban ran; Vién nén; vién nén bao phim.
+ Déng goi thir cap
* Kiém tra chat lwgng: vi sinh (v trung, khéng vé trung); Héa hoc/Vat ly.
32 | 2907 | SG- |MSD 70 Tuas West Drive, * Thudc udng khéng vé trung: Thudc vién nén, vién nén bao phim PIC/S-GMP [MCGM2200 ~ " Singapore Health Piéu chinh bé sung pham vi chirng nhan lam rd vién nén bao phim
009 |[International Singapore 638414 (cich 483 S S [Sciences Authority
GmbH (Singapore [ghi khac: 70 Tuas West E S
Branch) Drive, Singapore 638414, ; 3
Singapore). o ”
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ID |TEN CcO SO SAN . ) . NGUYEN | GIAY CH. |ncay |N6AY - . N
STT |ID CC cT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP ﬁi’; CO’ QUAN CAP NOI DUNG PIEU CHINH
33 | 2440 SI- |Lek farmacevtska |Trimlini 2D, Lendava, Plant Poslovna enota Proizvodnja Lendava: EU-GMP (450-9/2021- Agency for Medicinal Gia han hiéu lyc gidy chitng nhan EU-GMP dén 31/12/2024 theo
002 |druzba d.d. (hodc |9220, Slovenia * Xuat xwdng thudc khéng vé trung: 5 Products and Medical chinh sach gia han ctia EMA (Théng bdo EMA ngay 07/12/2023).
Lek * Péng gdi so cdp: Vién nang clng (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 gdm ca thudc trc ché mién dich); Vién nén, vién ~ < of Slovenia (JAZMP)
d.d. hodc Lek nén bao phim (bao gébm ca hormon/hoat chit cé hoat tinh hormon; prostagladin/cytokin; g ]
d.d., PE (hosc thudc déc té bao/kim t& bo, thudc trc ché mién dich). Y Y
Poslovna enota) * Déng gdi thir cap. E :
Proizvodnja * Kiém tra chat lwgng: héa ly, vat ly, vi sinh (thudc khéng vo trung) ~ ”
Lendava)
34 |[2213 | SI- |Lek farmacevtska [Trimlini 2D, Lendava, Plant Poslovna enota Proizvodnja Lendava: EU-GMP [450-9/2021- Agency for Medicinal Diéu chinh hiéu lyc GCN EU-GMP dén 31/12/2024 theo théng béo cla
002 |druzba d.d. (hodc |9220, Slovenia * Xuét xwéng thudc khéng vé trung: 5 Products and Medical EMA
Lek * Péng gdi so cdp: Vién nang cing (bao gdm ca cac thudc trc ché mién dich, thudc doc té Devices of the Republic
Pharmaceuticals bao, thudc kim t& bao); Vién nang mém (bao gdbm ca thudc (rc ché mién dich); Vién nén, vién ~ < |of Slovenia (JAZMP)
d.d. hodc Lek nén bao phim (bao gdm ca hormon/hoat chat cé hoat tinh hormon; prostagladin/cytokin; =] S
d.d., PE (hoic thudc doc t& bao/kim t& bao, thudc tre ché mién dich). Py iy
Poslovna enota) * Déng goi thir cap. : :
Proizvodnja * Kiém tra chat lwgng: héa ly, vat ly, vi sinh (thudc khéng vé trung) ~ ”
Lendava)
35 [ 2715 | TH- |Continental- 85/5 Soi Chaengwattana |* San xudt thudc khéng vé trung: PIC/S-GMP |1-2-07-17- © < Food and Drug Diéu chinh thoi gian cé hiéu lyc dén 31/12/2024; theo gidy phép gia
019 |Pharm Co., Ltd. |12 Yak 4, Thungsonghong, | - Thudc udng dang lang (siro, hdn dich udng) 20-00019 =] S |Administration (Thai han d3 duoc cap, pham vi chitng nhan khéng thay déi.
Laksi, Bangkok 10210, - Thudc ban rén (thudc md); 3 : FDA), Thailand
Thailand - Thuéc dan; ?‘, :
- Vién nén. © i
36 | 2717 | US- |Genentech, Inc. |4625 NE Brookwood * Thudc tiém thé tich nhd, thudc déng khé, thudc tiém thé tich Ién, thudc sinh hoc. U.S. cGMP [FEI: United States Food and  [Diéu chinh:
016 Pkwy, Hillsboro, Oregon  |* Kiém tra chat luwgng: Vi sinh; D6 vé trung; Héa/Ly; Sinh hoc. (twong  [3007232634; Drug Administration - Cap nhat han hiéu lyc theo han Gidy phép san xuat online cta US-
(OR) 97124, United States duong EU- |El end: ] 3 |(Us.FDA) FDA dén 31/12/2024.
(USA) GMP) |05/07/2018; | & 8 - Cap nhat pham vi chitng nhan theo ddng bao céo thanh tra ngay
El end: 5 S 05/07/2018.
21/05/2021 8 = - Cap nhat tham chiéu dén céc bao cdo thanh tra ngay 05/07/2018
(pham vi cdng bd) va 21/05/2021 (hé théng chat lwgng) trong phan
Gidy chirng nhan.
37 | 1770 | Us- |Lilly del Caribe, 12.6 KM 65th Infantry * San xuat san pham (khong bao gdm déng gdi, xudt xudng): Vién nén bao phim Cialis U.S. cGMP |FEI: 2619243 United States Food and  [Diéu chinh
020 |[Inc., Road (PR01), Carolina, (Tadalafill 5mg; Tadalafill 20mg); Vién nén bao phim Olumiant (Baricitinib 2mg, Baricitinib (twong |El End: Drug Administration 1. Gia han hiéu lyc co s& san xuit dén 31/12/2024 theo quy dinh.
PUERTO RICO 00985 4mg). duong EU-|25/02/2022 (U.S. FDA) 2. B& sung dang bao ché& Vién nén bao phim Cialis (Tadalafill 5Smg;
(* Cac cach ghi khac: GMP) N g Tadalafill 20mg); Vién nén bao phim Olumiant (Baricitinib 2mg,
-12.6 KM 65th Infantry 8 8 Baricitinib 4mg).
Road, Carolina, 00985 S_ g_
PUERTO RICO Q b=y
- 12,6KM 65th Infantry
Road, Carolina, PR 00985 -
PUERTO RICO)
38 [1900 [ US- |Piramal Critical ~ |3950 Schelden Circle, Thudc dang 16ng khéng vé trung dung cho xéng hit Seaoflura (Sevoflurane 250ml) U.S. cGMP [GYPR-MUA7 United States Food and  [Diéu chinh: Diéu chinh théng tin gidy chirng nhan GMP va hiéu lyc
024 (Care, Inc. Bethlehem, PA 18017 (twong  [Bdo cao Drug Administration gidy chirng nhan.
United States of America duong EU- |thanh 93 S, |(U.S.FDA)
GMP) |tra:FEl: S S
1000135935 [ = b=
(El end B 9
27/9/2023)
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ID |TEN CcO SO SAN . ) . NGUYEN | GIAY CH. |ncay |N6AY - . N
STT |ID CC cT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP 25; CO’ QUAN CAP NOI DUNG PIEU CHINH
39 | 2917 | US- [Amgen Carr 31 Km 24.6, Juncos, |* Thudc sinh hoc sdn xuat vé trung déng lo, bom tiém déng sén (prefilled syringe) va bat U.S. cGMP |FEI: United States Food and  [Diéu chinh: B& sung cach ghi dia chi do khac biét ngdn ngit, viét tit.
051 |Manufacturing Puerto Rico (PR), 00777,  [tiém ddng sén (prefilled autoinjector): Bao gdm san pham: (twong [1000110364; Drug Administration
Limited USA - Xgeva (Denosumab) 120mg/1.7ml Single use vial (Tén thuwong mai tai Viét Nam: XGEVA); duong EU- [El end: 05- (U.S. FDA)
(* Cach ghi khac: 24.6 Carr |- Repatha (evolocumab) 140 MG/1 ML Prefilled Autoinjector (Tén thuong mai tai Viét Nam: GMP) |07-2023
31, Juncos, PR 00777, USA |REPATHA);
hodc State Road 31 Km - Mvasi (Bevacizumab-Awwb 100 mg/4 ml, Bevacizumab-Awwb 400mg/16ml) Single dose
24.6, Juncos, Puerto Rico, |vial for injection (Péng géi, ddn nhan, xuat xudng) (Tén thuong mai tai Viét Nam: MVASI);
00777, USA hodc Road 31 |- Amgevita (adalimumab 20mg/0.4ml; adalimumab 40mg/0.8ml) Single use Prefilled syringe
Km. 24.6 Juncos, Puerto  [for injection, Amgevita (adalimumab 40mg/0.8ml) Prefilled Autoinjector (Tén thwong mai tai
Rico 00777, USA hodc Viét Nam: AMGEVITA); 0 N
State Road 31 Kilometer |- Neupogen (Filgrastim) Single prefilled syringe (Tén thwong mai tai Viét Nam: NEUPOGEN); 9_ 9_
24.6 Juncos, Puerto Rico |- Neulasta (PegFilgrastim) Single dose prefilled syringe for injection (Tén thuong mai tai Viét 'c\? ﬁ
00777, USA) Nam: NEULASTIM); 8 =
- Prolia (Denosumab) Single use prefilled syringe (Tén thuwong mai tai Viét Nam: CORORA);
- Kanjinti (Trastuzumab-Anns 150mg, Trastuzumab-Anns 420mg) Vial for injection, Single
dose vial (D6ng géi thir cap va xuat xwdng)(Tén thuong mai tai Viét Nam: KANJINTI).
40 | 2513 | US- [Novartis Gene 2512 South Tricenter * Thudc vé trung: U.S. cGMP |FEl: s bS] United States Food and  [Diéu chinh th&i han hiéu lyc US cGMP dén 31/12/2024 theo thong tin
066 [Therapies, Inc. Boulevard, Durham, NC, + Thudc san xuat vo trung: dung dich thé tich nhé. (twong 13015404862 | § 8 S [Drug Administration cap nhat trén FDA website va b sung cach ghi ma buu dién trong dja
27713-1852 (hodc 27713), |* Thudc sinh hoc. duong EU- qé— ot 8 (U.S. FDA) chi clia co s& san xuat.
United States GMP) 9| g
Tyl 3
c @©
w T
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Phu luc III

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

( Kém theo céng vdn s6

/QLD-CL ngay

Dot 36
ctia Cuc Qudn ly Dworc )

/7

TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ - N ~ & A Um S - A N
STT XUAT DIA CHI NHAN cAp CO QUAN CAP DN DE NGHI CONG BO NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
1 [Lipa 3 Reaghs Farm Road, MI-2024-LI- < |Australian Therapeutic |Céngty TNHH DP BHC Tiép tuc bd sung céc ndi dung d3 yéu ciu Dot 22:
Pharmaceuticals [MINTO NSW 2566, 01095-1 § Goods Administration B4 sung tai liéu ki thuat lién quan dén “Site: 3 Reaghs Farm Road, MINTO NSW 2566, Australia” dé cap trong Gidy chirng nhan.
Ltd Australia |(TGA)
5
2 |Square Kaliakoir, Gazipur, DA/6- Ministry of Health & Céng ty TNHH Dugc BG sung/giai trinh:
Pharmaceuticals [Bangladesh (Cach ghi 5/99/16752 Family Welfare, Pham va TBYT Phuong Lé [1. Bo cdo thanh tra GMP: B4o cao thanh tra khéng cé tén va xac nhan clia co quan thanh tra.
Limited khac: Dhaka Unit, o |Bangladesh 2. Hb so téng thé (va cdc tai liéu kém theo): La ban copy déng diu xac nhan cla co s& ding ky & trang dau, dé nghi ndp ban chinh cé chit ky cla
Kaliakoir, Gazipur, BD- g. ngudi co trach nhiém cla co s& san xuat, hodc ban sao cé chirng thuc theo quy dinh.
1750, Bangladesh ho3c g 3. Danh muc kiém tra GMP 3 n3m gan day: Chua cé dau xac nhan clia co s, dé nghi bé sung.
Dhaka Unit, Kaliakoir, b 4. Bo cdo ra soat chat lwgng dinh ky véi thudc vé trung: - Chua cé dang bot pha tiém chita carbapenem, thudc tiém thé tich nhé.
Gazipur-1750, - Chua c6 dau xac nhan clia co s&, dé nghi b sung.
Bangladesh)
3 |Aristopharma Ltd. |Plot # 14-22, Road # 11 & |DA/6- « |Directorate General of |VPDD Aristopharma Cuc Quan ly Dugc cdng b8 pham vi chirng nhén theo cac dang bao ché, khdng cong b8 theo co ché tac dung. Vi vay, khéng déng y cong bs thém
12, Shampur-Kadamtali 34/96/1975 § Drug Administration, Limited tai TP HCM "vién nén khong bao, vién nén bao tan trong rudt" do da ndm trong pham vi chirng nhan "vién nén: vién nén bao phim, vién nén bao dudong, vién
I/A, Dhaka-1204, 7 :' Bangladesh nén" da dwoc cong bd. Theo Hudng dan vé pham vi cdng b d3 dwoc néu tai Phu luc 4 ciia SOP Danh gid viéc dap (ng Thuc hanh t6t san xuat cla
Bangladesh 5" co s& san xuat thudc, nguyén liéu lam thudc tai nuwdc ngoai (QT.CL.04.04)
4 [The Acme Dhulivita, Dhamrai, DA/6- ~ |Directorate general of  |Céng ty TNHH Dugc Khong dat:
Laboratories Dhaka, Bangladesh 18/99/1419 § Drug Administration, Ph&m Do Ha - GMP qué m&, khéng nhin rd chit. Cé hai ddu sao y, trong d6 mot diu dé tréng, yéu cau gidi trinh.
Limited 1 g Bangladesh - H6 so khéng cé Béo cdo kiém tra GMP theo quy dinh.
m
5 |[Eskayef 400 Squibb Road, Tongi UK GMP ~ Medicines and Cong ty TNHH Nam Han  |D& nghi b8 sung hd so cdp nhat GCN GMP nuwéc s tai truede khi gia han hiéu lwc EU-GMP (GMP sé tai hét han 13/06/2023).
Pharmaceuticals |Industrial Area, Tongi, 33631 Insp 3 |Healthcare Products
Limited Gazipur 1711, Bangladesh [GMP 2 Regulatory Agency
33631/5445 | & |(MHRA), United
60-0006 ™ |kingdom
6 [M/s The IBN SINA |Shafipur, Kaliakoir, DA/6- Drug Administration, Céng ty TNHH TM Dugc  |1. B6 sung:
Pharmaceutical |Gazipur, Bangladesh 8/99/6685 Republic of Bangladesh |phdm Déng Phuong + Bdo cdo thanh tra day du sau dot danh gia GMP tai co s&, dwgc HPHLS va chirng thuc theo quy dinh (Tai liéu ndp chi 1a gidy xac nhan chi néu vé
Industry Ltd. céc ton tai khéng phai bao cdo thanh tra day dU (Tai gidy xac nhan cé néu vé viéc d3 cd bdo cdo (a report));
+ Ti€p tuc bé sung layout chung nha xudng chi rd hoat déng tai cac tda nha trong nha may. Lam rd cac day chuyén san xuat dang bao ché chira
~ nhém Cephalosporin. B8 sung cac layout day chuyén san xuat: so d6 cap sach, chénh &p, duwéng di ngudi va nguyén vat liéu.
o + Bdo cdo san pham hang ndm céc dang bao ché thudc vo trung khac dé dugc cong b (mdi chi cung cip bdo cdo cho thudc bdt pha tiém.)
3 2. Giai trinh:
3 Dia chi tai SMF chua théng nhat véi dia chi tai GCN GMP:
- Tai GCN GMP: Shafipur, Kaliakoir, Gazipur, Bangladesh
Tai SMF: Holding No: A-80, ward No.09, Shafipur, Kaliakoir, Gazipur, Bangladesh.
7 |Alcon Couvreur |Rijksweg 14, Puurs (hodc |BE/GMP/20 <« |Federal Agency for VPDD Novartis Pharma Yéu cau bé sung gidy chirng nhan EU- GMP méi Ia ban duoc chirng thue (hgp phép héa l3nh sy, cdng chirng) theo quy dinh (GCN GMP ndp tai hé so
(Alcon-Couvreur |Puurs-Sint-Amands), 2870 [23/102 § Medicines and Health Services AG tai Ha Noi chi 13 ban in trén Eudra, déng dau clia van phong dai dién)
N.V.) (hodc B-2870), Belgium g' Products (FAMHP),
;’ Belgium
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8 |[S.M.B Zoning Industriel - Rue du |BE/GMP/20 Federal Agency for Cong ty TNHH Xuc Tién Coéng ty dé nghij cach ghi: Rue du Parc Industriel 39, 6900 Marche-en-Famenne, Belgium-Bi
Technology SA Parc industriel 39, 21/067 Medicines and Health  [thuwong mai Dugc phdm  [Tuy nhién, cach ghi dia chi khéc chi khac biét dau gach ngang va dau phay, khong bé sung cach ghi khéc. Dé nghij cong ty théng nhat 1 cach ghi dia
(céch ghi khac: Marche-en-Famenne, < |Products (FAMHP), va dautue TV chi va thyuc hién tha tuc thay d6i theo quy dinh tai Thong tu 08/2022/TT-BYT (néu can thiét).
SMB Technology |6900, Belgium 8. Belgium
S.A) (céch ghi khéc: Rue du S
Parc Industriel 39 - 6900 S
Marche-en-Famenne-
Belgium).
9 |Baxter (Baxter SA [Boulevard René BE/GMP/20 Federal Agency for VPDD Baxter Healthcare |D&i véi dang bao ché b6 sung: “Thudc san xuat vo trung: Thudc bt ddng khd pha tiém”: Dé nghj b6 sung SMF day du thé hién viéc san xuat déi vai
hodc Baxter S.A  [Branquart 80, Lessines, 23/104 Medicines and Health (Asia) Pte Ltd dang bao ché cap nhat nay so v&i pham vi chitng nhan d3 céng bé theo quy dinh.
hodc Baxter S.A.) 17860, Belgium Products (FAMHP),
Cach ghi khac: Bd. René Belgium
Branquart 80, B-7860 N
Lessines, Belgium 8
hodgc: Bd René Branquart 8.
80, B-7860 Lessines - 3
Belgium hodc: Boulevard
René Branquart 80, B-
7860 Lessines - Belgium
10 |Pharmtechnology |22 Korzhenevskogo St., 193/2021/G Ministry of Health of Cong ty TNHH Dugc H® so chua dat, ly do:
Limited Liability ~ [Minsk, Republic of Belarus |MP The Republic of Belarus |[Pham Polipharm Viét Nam|1. Co s& san xuat chua c6 s6 ddng ky. Khdng cé thu Gy quyén cho céng ty ndp hé so cong bé.
Company 2. Gidy chi*rng nhan GMP: Trén GMP khong c6 thdng tin nguyén tdc GMP nhu WHO/PICs/EU hodc tuong dwong. Mt s6 ndi dung cong chirng,
. chitng thuc khong bang tiéng Anh, yéu cau ndp ban dich tiéng Anh.
§ 3. Bé: sung Bdo cdo thanh tra GMP tuwong L’rng V@i GMP d3 ndp, ban hgp phap hda lanh sy cong chirng theo quy dinh.
& 4. B6 sung danh muc thanh tra GMP 3 ndm gan day.
@ 5. Hb 50 téng thé (SMF):
- - SMF |3 ban in, déng d4u giap lai cla co s& ndp hd so dé nghi céng b8, d& nghi ndp ban chinh clia ngudi cé trach nhiém cla co s& san xuat, hodc
ban sao c6 ching thyrc.
- Layout nha may khong phai tiéng Anh, d& nghi cong ty ndp layout bang tiéng Anh, khdng st dung ban dich cac cum tir riéng ré.
- D& nghi ndp layout nha may phéng to rd rang do mot s layout khéng nhin rd thiét ké va ghi cha.
11 |Rivopharm SA Centro Insema, 6928 GMP-CH- o |Swiss Agency for Coéng ty TNHH xudt nhap |B6 sung bao céo thanh tra twong (rng véi GCN GMP ndp kém |a ban sao duoc chirng thyc (hgp phap hda lanh sy, cong ching) theo quy dinh (Tai
Manno, Switzerland 1004683 § Therapeutic Products khau va phan phdi Dugc |liéu ndp kém khong phai la bao cao thanh tra, chi la ban théng bao clia CQQL dwoc Thuy S§ vé viéc nhan duoc k& hoach khac phuc lién quan dén
g (Swissmedic) pham Ha Noi dot thanh tra (20-22/06/2023) va ddng y v&i k& hoach khic phuc nay).
5
12 |Vifor SA Route de Moncor 10, GMP-CH- —  |Swiss Agency for Céng ty c8 phan Khéng dat: Pham vi cdng b8 “vién nén” da bao gdm dang bao ché vién nén nhai. Khéng ddng y cdng b& pham vi “vién nén nhai”.
1752 Villars-sur-Glane, 1002348 § Therapeutic Products Fresenius Kabi Viét Nam
Switzerland '5' (Swissmedic)
3
13 |SwissCo Services |Bahnhofstrasse 14,4334 |GMP-CH- o |Swiss Agency for Pfizer (Thailand) Ltd. B& sung thu xac nhan cla co quan cé thdm quyén viéc cach ghi dia chi co s& san xuat. (Khong chap nhan chi cé x4c nhan cla van phong cong chirng,
AG Sisseln AG, Switzerland 1000816 § Therapeutic Products hodc b6 sung tai liéu chirng minh vin phong céng chirng cé chirc nang xac nhan noi dung tai liéu, xac nhan dia chi céng ty nhu 16i chirng. )
8: (Swissmedic)
&
14 [SwissCo Services |Bahnhofstrasse 14,4334 |GMP-CH- o |Swiss Agency for Cong ty TNHH Pfizer (Viét |Vé b6 sung cach ghi dia chi CSSX, dé nghi co s& lam thd tuc thong bao thay déi tai ho so ding ky thudc theo quy dinh tai Thong tu 08/2023/TT-BYT.
AG Sisseln AG, Switzerland 1004843 § Therapeutic Products Nam)
& |(Swissmedic)
3
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15 |KPC Qigongli, West Suburb, Théng bao Yunnan Medical Product [Céng ty TNHH Dugc 1. Cong ty chwra b sung so d6 nguyén ly hé thdng khi nén va chwa ndp danh muc cac dot thanh tra trong 03 ndm gan day. So do tng thé co s& san
Pharmaceuticals, [Kunming, Yunnan, P.R. két qua w |Administration, China pham Dong D6 xuat da ndp in mo, khé doc. Yéu cau ti€p tuc bé sung.
Inc. China thanhtrasé | & 2. Yéu cau ndp Gidy phép san xudt (Manufacturer’s License) cé d0 cac thong tin vé cac dang bao ché cuy thé hodc san pham cu thé, twong (rng véi
Y.Y.GMP 3 béo cao thanh tra dd ndp, ban dwoc chirng thue (hop phap héa lanh sy, cdng chirng) theo quy dinh.
F.ZYN20230| &
71 ©
16 |Zhejiang Huahai |Xungiao, Linhai, Zhejiang, |Z2J20180135 China Food and Drug VPDD Cong ty Zhejiang Giai trinh:
Pharmaceutical |China Administration Huahai Pharmaceutical - P& nghi b6 sung layout duwdng di nguyén liéu, con ngudi, so dd chénh dp ban in mau, rd rang cla nha xudng clia Workshop VI - Building F1 (noi
Co., Ltd. Co., Ltd. tai Ha N&i san xuat thudc tiém). Dé nghj ghi ré chu thich layout Ia cba building nao.
] - Ban cdng ty ndp |a bao cdo vé cac thong tin hd so thay d6i clia san pham. D& nghi b8 sung bdo cdo ra soat chat lvgng dinh ky (PQR) déi véi cac san
g pham thuéc vé trung.
g - B6 sung so dd nguyén ly xt ly nwédc va sdn xuat nwdc pha tiém ban in rd rang cta building F1. Dé nghi ghi rd ch thich so d6 nao 13 cla building
b nao.
- Gidy China-GMP d3 hét han. Dé nghj bs sung gidy phép san xuat va bao cao thanh tra do CQQL s& tai cap tuwong (rng dot gan nhat (dugc hgp phap
héa lanh sy va chirng thyc theo quy dinh).
17 |Shandong Lukang |88 Deyuan Road, High- SD20180649 Shandong Food and Cong ty TNHH Dugc Coéng ty ndp hd so cdng nhan lan dau:
Pharmaceutical  [Tech Zone, Jining City, @ |Drug Administration, Pham Hiép Thuan Thanh |- Uy quyén: yéu cau bé sung uy quyén.
Co., Ltd. Shandong Province, China 2' China - Chirng nhan GMP: cap bé&i co quan quan ly thuc pham va dwoc phdm tinh Shandong, hiéu lyc dén 21-01-2023 (d3 hét hiéu lyc tai thoi diém nop
EI' hd so). Yéu cau cung cdp chirng nhan GMP con hiéu lyc theo quy dinh.
N - SMF: Cung c4p Site master file clia toan bd co s& san xuat, Danh muc céc dot kiém tra GMP va bdo cdo kiém tra GMP trong 3 ndm gan nhit, Bdo
cdo ra sodat chat lwvgng dinh ky d8i vdi thuc dang vé trung
18 [Pharmadax Dachong Industrial Yue Medical Products Cong ty TNHH Dugc - D& nghij b8 sung:
(Foshan) Co. Ltd. [District, Lishui Town, 20160023 Administration of pham U.N.I Viét Nam 1. Gidy Uy quyén cla co s& san xuat cho co s& ndp hod so cdng bé.
Nanhai District, Foshan Guangdong Province, 2. Bdo cdo thanh tra cla co quan quan ly duoc sé tai gan nhét; ban dugc chirng thye (hgp phap héa lanh sy, cong chirng) theo quy dinh.
City, China China 3. S0 d6 mat bang t6ng thé cac khu virc san xuat; so dd nha xudng ban in rd rang thé hién tirng khu virc sdn xut; ban dwoc chi thich rd rang thé
Q hién dudng di cla nguyén vat liéu, con ngudi, chénh &p, cap sach...(So dd cac khu vire san xuat ndp tai hd so chwa cé chd thich, chi danh sé céc
3, phong)
3] 3. So dd hé théng khi nén chd thich bang tiéng Anh hoic tiéng Viét (So d6 hé théng khi nén ndp tai hd so dang chu thich béng tiéng Trung Quéc)
N 4. Danh muyc thanh tra 03 ndm gan day: Ghi rd tén co quan thanh tra cda tirng dot thanh tra twong ¢ng.
19 |Pharmadax Dachong Industrial Zone, |FEl: United States Food and |[Céng ty TNHH Duoc 1. Pé nghi b6 sung tai liéu dé€ duogc cong bé danh gid GMP s& tai
(Foshan) Co. Ltd. |Lishui Town, Nanhai 3008654992 9 [Drug Administration pham U.N.I Viét Nam 2. Co s& san xuat da qua 03 ndm chua dugc co quan quan ly dugc United States Food and Drug Administration (U.S. FDA) tién hanh thanh tra lai
District, Foshan City, g 8 (U.S. FDA) => Yéu cau cung cdy gidy xac nhan vé tinh trang hiéu lyc GMP cla co s& san xuat.
Guangdong 528244, ; 3
China (CHN) a
20 (Taizhou Mabtech [Building G79, west of GPSX: Jiangsu Medical Cong ty TNHH Xuc tién B6 sung:
Pharmaceuticals [Koutai Road and east of  |Jiangsu ~ |Products Administration |thwong mai duoc phdm |- Gidy Gy quyén cla co s& sdn xuat cho céng ty ndp hd so
Co., Ltd. Lujia Road, China Medical |20160490 § (JSMPA), China dautu TV - Dudng link tra cru trén website clia co quan quan ly dugc Trung Quéc vé xac nhan tuan thd GMP cla Cong ty hodc ban cing duoc hop phéap héa
City, Jiangsu Province, > va ban dich cong chirng sang tiéng Anh hodc tiéng Viét.
China 3 - Bo cdo thanh tra dugc chirng thuee, hgp phap héa Ianh sy theo quy dinh (ban ndp cla Céng ty la Bane théng bao ton tai).
Z - So' d6 nha xudng ban in rd rang thé hién tirng khu virc san xuat dé hoan thién hd so. Giai trinh viéc layout nha may khong théng nhat gitta ban in
I c& nho va ban in mau phong to.
© - BG sung cac tai liéu/bang chirng chirng minh nguyén téc, tiéu chudn GMP dang duoc st dung dé danh gia cap chirng nhan GMP clia Cong ty tuwong
duong nguyén tac, tiéu chuan WHO-GMP.
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21 |Centro de Calle 216 y esquina 15, 011-22-B Centro para el Control  |Cong ty c6 phan Y t& Dlic |BS sung so d6 chénh léch 4p sudt, so dd dudng di cla ngudi - nguyén vat liéu.
Inmunologia Reparto Atabey, Playa, La Estatal de Minh - B& sung cho pham vi cdng b6 méi trén gidy GMP cap nhat cho pham vi san xuat APl gdm Nimotuzumab va Erythropoietin ngudi tai t8 hop c6 ham
Molecular (CIM) - |Habana, Cuba Medicamentos, Equipos lugng sialic acid thap.
Planta de « |y Dispositivos Médicos - B6 sung bao cdo thanh tra va gidy phép GMP duoc chirng thuc va Hop phap hda lanh sy vi theo quyén mién hop phéap héa lanh sy ctia Cuba trong
Produccién de g (CECMED), Cuba cac truong hgp sau:
proteinas g - 8.1. C4c loai gidy t& dan su, hon nhan gia dinh, hinh sy, lao déng;
recombinantes y 8 - 8.2. Cac gidy to thudc thdm quyén cla vién chirc 13nh sy (nhung khong ghi rd gidy nao thudc thdm quyén vién chirc 13nh sy nén chua thé xac nhan
Vacunas GCN GMP va béo céo thanh tra cé thudc thdm quyén cla vién chirc 1anh sy hay khéng).
terapéuticas,
Planta 1
22 [Haupt Pharma Donaustaufer Strabe DE_BY_05_ ~ |Coquan thdm quyén VPDD Takeda Khéng dinh chinh cach ghi dia chi tir "Strabe" thanh "Strasse". Trong cac dot cdng bé trudc day, cach ghi dia chi déu 13 "Strabe" (phién am tir
Amareg GmbH (hoac StraBe) 378, 93055 |GMP_2022_ § burc Pharmaceuticals (Asia "StraBe" tiéng Dirc.
Regensburg, Germany 0074 :' Pacific) Pte. Ltd tai Viét Khéng b sung cach ghi dia chi (hodc Regensburg, Bayern 93055) theo CPP. D& nghij cdng ty lam thi tuc théng nhat cach ghi dia chi trong hé so
=) Nam déang ky
23 [Haupt pharma Donaustaufer Strabe 378, |DE_BY_05_ o |Coquan thdm quyén VPBD Takeda Khong dat
Amareg GmbH 93055 Regensburg, GMP_2019_ § Plrc Pharmaceuticals (Asia Co s& san xuat da duwoc cong bé cap nhat GMP mdi dot 33 STT 12
Germany 0070 ) Pacific) Pte. Ltd.
b
24 |Siegfried Hameln [Langes Feld 13, 31789 DE_NI_02_G ~ |Coquan thdm quyén Merck Sharp &Dohme Gidi trinh: b6 sung site master file d& danh gia pham vi méi
GmbH Hameln, Germany MP_2021_0 § burc (Asia) Ltd
018 N
3
25 |Dragenopharm Gollstrape 1 (hodc DE_BY_04_ Co quan thdm quyén VPDD Worwag Pharma Pé nghi cung cap ban GMP hop phap héa lanh sy chirng thyc theo quy dinh
Apotheker Pischl |Goellstrasse 1 hoac GMP_2023_ burc GmbH & Co. KG tai thanh
(ho&c Puesch) Gollistr. 1), 84529 (ho3c D- {0089 phé H6 Chi Minh
GmbH 84529) Tittmoning,
Germany
26 |Lyomark Pharma |Keltenring 17, 82041 DE_BY_04_ — |Coquan thdm quyén Céng ty TNHH duwgc Tam  |Dé nghij b8 sung gidy Uy quyén clia co s& san xuat cho co s& ndp hd so cong bé.
GmbH Oberhaching, Germany GMP_2021_ § burc Pan
0128 o
2
27 |AMW GmbH Birkerfeld 11, 83627 DE_BY_04_ _, |Coquan thdm quyén Van phong dai dién Lotus |Gidi trinh:
(Tén cii: AMW Warngau, Germany GMP_2021_| § |btc International Pte.Ltd tai | D& nghj b8 sung gidy chirng nhan GMP cap nhat mdi dé duoc cong b theo quy dinh
GmbH 0080 o thanh phd HO Chi Minh
Arzneimittelwerk 2
Warngau) -
28 |Krewel KrewelstraRe 2 DE_NW_04_ Q Co quan thadm quyén Cong ty TNHH Xuc tién BG sung so do thé hién cap sach, chénh ép; so dd Hé thdng nudc ban in rd rang, cé chd thich day di bing tiéng A hodc tiéng Viét theo quy dinh
Meuselbach 53783 Eitorf GMP_2020_ Q |blc thuwong mai Dugc pham
GmbH Germany 0063 § va dautue TV
S
29 |BBF Willy-Risch -StraBe 10/1, [DE_BW_01_| ~ |Co quanthidm quyén Lotus International Pte.  [D& nghi b6 sung:
Sterilisationsservi | 71394 Kernen, Germany |GMP_2022_ § DPurc Ltd + Thu Gy quyén cla nha san xuét cho céng ty d& nghj cong bé.
ce GmbH 0212 g' + HO so téng thé theo huwdng dan ciia WHO/EU/PICs (Tai liéu ndp tai ho so 1a Plant Master File chuwa ddy dd ndi dung theo huéng dan, chua cé
m’ thong tin pham vi kiém tra vi sinh, dia chi chuwra théng nhat véi GMP (chua cu thé t&i Willy-Riisch -StraBe 10/1).
30 |Novo Nordisk A/S [Novo Nordisk Park, DKH - Danish Medicines VPDD Novo Nordisk A/S  |So d6 nha xuédng:
Malgv, 2760, Denmark 10000191 § Agency, Denmark D& nghi cung cdp so db chénh ap clia khu vire san xuat C1, C2, C3, F1.
) + Gidy chirng nhan GMP EU dugc cip cho nha may Gy quyén no. 100863: Dé nghi giai trinh pham vi thanh tra cla gidy chirng nhan bao gdm cac
s toa nha nao (C1, C2, C3, F1).
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31 [Novo Nordisk A/S [Novo Nordisk Park 1, DK H ~ |Danish Medicines VPBD Novo Nordisk A/S  |So d6 nha xudng:
Maélgv, 2760, Denmark 10000542 § Agency, Denmark Pé nghi cung cap so d6 chénh ap clia khu vire san xuat C1, C2, C3, F1.
&
3
32 |Toll C/Aragoneses, 2, Madrid, [ES/075HVI/2 Agency for Medicines Cong ty TNHH Xuc tién va |D&i vdi pham vi bd sung (cac dang bao ché ran khéc): dé nghi cung cap tai liéu 1am rd dang bao ché bé sung.
Manufacturing 28108 Madrid Spain 3 o and Health Products Thwong mai Dwoc pham
services, S.L Céch ghi khac: S [(AEMPS), Spain va dautue TV
Aragoneses, 2 28108 z
Alcobendas (Madrid), E
Spain e
33 [Ethypharm Zone Industrielle de Saint- |2021/HPF/F o French National Agency [Mega Lifesciences Public [B& sung gidy chirng nhdn GMP mé&i dugc hgp phap héa Ianh sy theo quy dinh dé cap nhat.
Arnoult, Chateauneufen |R/123 S |for Medicine and Health |Company Limited
Thymerais, 28170, France g Products Safety (ANSM)
S
34 [Delpharm Evreux |5 Rue Du Guesclin, 2023_HPF_F o |Coquanthdm quyén Cong ty TNHH Dugc Giai trinh, b8 sung:
Evreux, 27000, France R_080 § Phap pham My phdm Nhat '- B8 sung gidy Uy quyén clia co s& san xuat cho co s& dé nghi cdng b6;
g Minh Duong --Danh muyc thanh tra trong vong 3 ndm chua dugc cap nhat [an thanh tra gan nhat (rng véi GCN GMP.
3' - PL7 Chua c6 so d6 san xuat vién nang mém, nang clrng, thudc c6m, thudc bot.
35 [Bio Products Dagger lane Elstree, UK MIA Medicines and Cong ty TNHH Dugc - B6 sung:
Laboratory Borehamwood, WD6 3BX, |8801 Insp Healthcare Products pham Viét- Phdp - Site Master File:
Limited United Kingdom GMP/IMP Regulatory Agency + D& nghi ndp ban chinh c6 chit ky clia ngudi cé trach nhiém cta CSSX, hodc ban sao cé chirng thyrc.
8801/18235| « [(MHRA), United + S0 d6 téng thé khu vurc sdn xuat: bé sung chu thich rd rang cho tirng khu viyrc san xuat.
-0039 8. Kingdom +B6 sung so d6 thé hién dudng di cla nguyén liéu, con ngudi, chénh ap, cap sach....cho tirng khu vuc sdn xuét
) + B0 sung so do hé théng khi nén
S - B6 sung bao cdo thanh tra twong (rng véi GCN GMP ndp kém (dgt thanh tra 29/11/2021) 1a ban sao céng chirng duwgc hop phap héa lanh sy theo
quy dinh (Tai liéu céng ty ndp kém hd so 1a théng bao clia co quan quan ly Dugc vé nhirng ton tai trong dot thanh tra 29/11/2021, khéng phai béo
cdo thanh tra).
- B& sung bao cdo ra soat chat lwgng sadn pham vé trung déi véi tirng dang bao ché vé trung dé nghj cong bé.
36 |Labomed 84, loannou Metaxa Str., |84177/21- - National Organization Prime Pharmaceuticals Gidi trinh:
Pharmaceutical  [Koropi, Attica, 19441, 09-2021 § for Medicines (EOF), Private Limited - B6 sung gidy Uy quyén cla co s& san xuat cho doanh nghiép nép hod so.
Company S.A. Greece : Greece - B8 sung gidy chirng nhan GMP c&p nhat, con hiéu lyc, dwoc sao chirng thure theo quy dinh (hop phap héa lanh sy, cong chirng ...).
m' - B6 sung Site master file ban in rd rang.
37 |PT. Dexa Medica |JI. Jenderal Bambang 5876/CPOB/ Indonesian Food and PT Dexa Medica 1. Uy quy@n: Cong ty cong bé I3 Vin phong dai dién hodc Gy quyén hop phap ding ky tai Viét nam chua cé, yéu cau bs sung.
Utoyo No 138, Kel. 5 llir, |A/X/20 _, |Drug Authority, 2. SMF:
Kec. llir Timur li, Kota S |Indonesia - Bja chi trong Hd so t6ng thé khac v&i dia chi trén gidy chirng nhan GMP (d& nghi gidi trinh)
Palembang, Sumatera E So' d6 nha xwdng: da cé so dd xir ly nuwdc, cac so do khac nhd va cé 13n cac tiéng ban dia chua dugc dich, chwra cé so dd phan ap, phan cap sach cho
Selatan, Indonesia i tirng khu vire sdn xudt, dé nghj cung cap cac so do lai cac so do téng thé khu vire sdn xuat theo gidy chirng nhan GMP, cung cap céc ho so chénh ap,
e phan cp sach, dwdng di con ngudi va nguyén liéu va dugc dich sang Tiéng Anh hodc Tiéng Viét theo quy dinh.
38 |[PT. Dexa Medica [JI. Jenderal Bambang 5877/CPOB/ Indonesian Food and PT Dexa Medica 1. Uy quy&n: Cong ty cong bé 13 Vin phong dai dién ho3c Gy quyn hop phap ding ky tai Viét nam chua c6, yéu cau bd sung.
Utoyo No 138, Kel. 5 llir, |A/X/20 < |Drug Authority,
Kec. llir Timur li, Kota 8. Indonesia
Palembang, Sumatera S
Selatan, Indonesia 3
39 |PT Ferron Par Jababeka Industrial Estate |UK GMP Medicine and PT. Dexa Medica BG sung:
Pharmaceuticals |l, Cikarang, JI. Jababeka VI |32874 Insp 9 |Healthcare products 1. D& nghj cong ty cdp nhat GMP s& tai dé xem xét gia han EU-GMP
Blok J3, Bekasi, 17520, GMP 8 Regulatory Agency 2. Khéng lam rd dang bao ché vién nén giai phéng kéo dai do da thudc pham vi vién nén
Indonesia 32874/4446 3 (MHRA), United 3. B6 sung xac nhan clia co quan tham quyén vé céc cach viét cla dia chi tvong ng (xdc nhan ndp tai hd so chwa phi hop) hodc 1am thi tuc thay
44-0006 & |Kingdom d6i theo quy dinh cla théng tu 08/2022/TT-BYT
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40 [PT. Meprofarm  |JI. Soekarno Hatta ST.03.05.33. Indonesian Food and Van phong dai dién Cong |Cong ty ndp hd so dang ky [an dau:
No.789, Kota Bandung 0331.12.20. Drug Authority ty Zuellig Pharma Pte Ltd |1. Uy quy&n: Céng ty chua ndp gidy dy quyén clia cong ty ding ky tai VN, d& nghi bé sung
Jawa Barat - Indonesia 000404 S |(Indonesian FDA) tai TP. HCM 2. GMP: Nép trong SMF, chua c6 chirng thye va Hop phap héa lanh sy (Appendix 3), cé nhiéu gidy chirng nhan cho tirng day chuyén san xuat nhu
g penicillin, Cephalosporin va khu Mepro-1, Mepro-2, Non Sterile..., ndp chirng nhan GMP cé chirng thuc va hgp phap hda lanh sy cho ding nha may
3. san xuit c6 dang bao ché thudc can cong bé. Gidy da ndp khdng phai gidy chirng nhan GMP ma chi 13 gidy xac nhan cho céc hoat dong d3 dugrc
3 thanh tra theo GMP/PICs.
3. SMF: chua c6 cung cap so d6 chénh 4p, dé nghi b8 sung.
41 [MSD Dublin Road, Carlow, Co. |33443/M11 Health Products VPBD Merck Sharp & - H6 so ndp ngay 12/10/2023 co s& ndp gidy chirng nhan GMP cép nhat, tuy nhién thiéu cdo cdo thanh tra twong (rng dugc hop phap héa lanh sy
International (hoac County) Carlow, 312/00001 o Regulatory Authority, Dohme (Asia) Ltd. va chirng thyc theo quy dinh.
GmbH T/AMSD |Ireland S |[Ireland - D6i v&i cach ghi tén va dia chi cla co s& san xuat khac chi cé thu gidi trinh cla co s& san xut khéng phai cla co quan quan Iy c6 thdm quyén nuédc
Ireland (Carlow) z s tai, yéu cau thyc hién viéc thay d6i/bd sung céc ghi tén va dia chi khac cla co s& san xuat theo quy dinh
(Céch ghi khac: E - BS sung SMF hodc so dd mat bing lam rd san xut san pham cong nghé sinh hoc
MSD Ireland) -
42 |Mias Pharma Suite 1 First Floor, 33085/IMP1 Health Products Cong ty TNHH DKSH BG sung:
Limited Stafford House, Strand 2167/00001 -~ |Resulatory Authority Pharma Viét Nam - Gidi trinh vé Gidy chirng nhan GMP do Céng ty cung cdp trong hd so (GCN cdéng ty ndp tai hd so cé cung s& GCN tra clru trén Eudra va trén Eudra
Road, Portmarnock, D13 S [(HPRA), Ireland dang thé hién |a GCN nay dung cho thu8c nghién clru, tuy nhién tai ban cirng Céng ty ndp trong hd so khéng ghi rd 1a GCN cho thudc nghién ciru)
WC(83, Ireland 3 - B6 sung Giy chitng nhan GMP phu hop véi pham vi thudc dung cho ngudi.
2 - BS sung SMF d3y du cac phu luc theo huéng dan clia WHO-GMP/PICs-GMP/EU-GMP
~ - B6 sung gidy Gy quyén cla co s& san xut cho co s& ndp hd so.
43 |AKRITI D-10 and D-11, MIDC, NEW-WHO- FDA Mabharashtra, India [Céng ty CP Dwgc - Thiét  [Gidi trinh: Dé nghj bé sung:
PHARMACEUTICA [Jejuri Nira Road, GMP/CERT/ 0 bi Y t& Da Ndng - B8 sung bdo cdo thanh tra theo ddng format clia co quan quan ly s& tai twong (*ng v&i gidy chirng nhan GMP d3 cap.
LS PVT.LTD Jejuri,Taluka Purandar, PD/124288/ 8 - S0 d6 nha xudng ban in rd rang thé hién tirng khu vire san xuat (tén phong, cap sach, chénh &p ...) va toan bd layout lién quan dén Block san xuat
Dist-Pune 412303 2023/11/46 % thudc Cephalosporin
Maharashtra State, India |392 4
44 | AKRITI General Block, Plot No. D- [MT/002HM/ Medicines Authority, Céng ty CP Dugc - Thigt  |B6 sung bao céo thanh tra twong (ng véi gidy chitng nhan GMP, dugc hop phép héa lanh sy dé xem xét
PHARMACEUTICA (10, D-11, MIDC Industrial |2023 o Malta bi Y t& Da Nang
LS PVT.LTD. Estate, Jejuri, Taluka S
Purandhar Saswad, Pune - E
412 303 Maharashtra, 2
India -
45 [M/s. Natco Pharma-Division), Kothur |L.Dis.No: Co quan quan ly dugc  |Mega Lifeciences Public |- Tai liéu d& cung cap la thu théng bao viéc cap Gidy chirng nhan GMP cho muc dich xuat khau. Dé nghj cong ty giai trinh vé tinh phép ly cla thw
Pharma Limited  |(CT)(V), Kothur (M), 63623/TS/2 Bang Telangana, An D6 |[Company Limited théng bdo hodc cung cdp GMP cé day du théng tin theo quy dinh.
Ranga Reddy (Dist), 021 - Cong ty cung cap Inspection checklist — chuwa cung cdp Bao cdo thanh tra GMP clia Co quan quan ly nudc sé tai twong (ng véi dot thanh tra ngay
509228 Telangana State, b 12/02/2022. Thoi gian thanh tra trén bao cdo thanh tra: 12/02/2022, khéng thay cé trong Danh muc dgt thanh tra GMP trong 3 nam gan day. bé
India). 8. nghi gidi trinh va b8 sung béo cdo thanh tra tuvong ng véi GMP-WHO cap nhat dugc hop phap hda lanh sy va cong chirng theo quy dinh.
ﬁ. - B6 sung so dd nha xudng ban in rd rang thé hién tirng khu virc san xuat dé hoan thién ho so.
N - Danh muc s&n phdm GMP c6 ca thudc thudng, thudc kim té bao, thudc doc té bao tai GMP checklist c6 néu cé thudc doc té bao, tuy nhién tai SMF
muc 4.1.1: khéng san xuat thudc nguy hiém, yéu cau giai trinh vé viéc san xuat cac san pham nay
- C6 6 building s3n xuat, b sung so d6 tong thé in rd rang dé doc thé hién chirc ndng cla tirng building.
46 |M/s. Natco Pharma-Division, Unit IV, |71433/12-7- National Organization MI Pharma Private B6 sung gidy chirng nhan méi kém bao cdo thanh tra twong (rng dwoc hop hap héa dé cap nhat hiéu luyc.
Pharma (Pharma- |Kothur, Rangareddy 2018 for Medicines (EOF), Limited
Division) Limited |District, Telangana, o Greece
509228, India (cach ghi =4
khéc: Kothur, Y
Mahaboobnagar (District) z
Telangana- india). o
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47 [M/s. Natco M/s. Natco Pharma DE_HH_01_ ~ |Coquan tham quyén VPDD MI Pharma Private |Gidy chirng nhan cii hét han trudc khi cé quyét dinh chinh thirc cia EMA theo Théng tuw s6 29/ 2020/TT-BYT ngay 31/12/2020. Dé nghi bé sung Gidy
Pharma (Pharma- |(Pharma-Division), GMP- S |blc Limited tai TP HCM chirng nhan GMP méi cap nhat hodc tai liéu chirng minh nha san xuat thudc dién gia han theo thong bao clia EMA.
Division) Limited |Kothur, Rangareddy 2017_1003 | @
District, 509228 3
Telangana, India -
48 |Milan Plot Nos. 1S/03/20 Icelandic Meicines Milan Laboratories Pé nghi bé sung hd so cap nhat GCN GMP nudc s& tai trudc khi gia han hiéu lyc EU-GMP (GMP s& tai hét han 01/06/2023).
Laboratories 35,36,63,64,65,67&87 ° Agency (India) Pvt. Ltd
(India) Pvt. Ltd Jawahar Co-Op Industrial g
Estate Ltd, Kamothe, :
Raigad 410209 e
Maharashtra State, India -
49 |Cipla Ltd. Verna Industrial Estate, DE_RP_01_ o |Coquanthdm quyén Cipla LTD, India Céng ty cdng bd dam bao quy dinh 13 Vin phong dai dién cla cdng ty Cipla tai Viét Nam hodc cé Gy quyén dang ky tai Viét Nam
(Unit 111 & 1V) 403 722 Goa, Verna GMP_2020_| S [burc
Salcette, India 0024 )
=
50 |Wockhardt H-14/2, MIDC, Waluj, NEW-WHO- Food & Drugs Wockhardt Limited - India [B& sung:
Limited Aurangabad 431136, GMP/CERT/ @ |Administration (FDA) - Gidy Uy quyén cho co s& ndp hé so dé nghi danh gid GMP.
Maharashtra state, India |AD/81244/2 8. Maharashtra, India - B&n v& layout t8ng thé clia toan bd co s& san xut tai dia chi @& nghi danh gia, thé hién rd va thuyét minh vai trd cla céc khu vy, toa nha.
019/11/283 g - Gidy GMP c4p nhat va bdo céo thanh tra twong &ng, ca hai dwoc sao chirng thyc hop phap héa lanh sy theo quy dinh.
44 pa
51 |Unit IV, Cipla Unit IV, Plot No. 9 & 10, |UK GMP Medicines and Cipla Ltd, India Cong ty dé nghij céng bd Ian dau dép &rng GMP
Limted, Indore Indore Special Economic |14694 Insp o Healthcare Products Co s& cong bé la nha may ky don dé nghi va ndp hd so, d& nghj co s& ndp hd so dang ky cé Oy quyén va cé da tv cach phép nhan tai Viét Nam.
Sez Zone, Phase Il, Pithampur, [GMP S  [Regulatory Agency
District Dhar, Madhya 14694/1638 E (MHRA), United
Pradesh, IN-454 775, India [7119-0003 5 Kingdom
52 |Vovantis Survey No. 546/1/1-P, 23074375 Food&Drug Control Vovantis Laboratories Pvt |D& nghi b6 sung day di Annex danh muc san phdm kém theo clia bdo cdo thanh tra d3 nop
Laboratories PVT |547/1-P, 549/1-P, OPP. @ |Administration, Gujarat |Ltd
Ltd Ranoli Railway Station, 8' State, India
Village.-Ranoli -391 350, S
Dist. - Vadodara, Gujarat 3
State, India
53 [Panacea Biotec  [Malpur Baddi, Solan, OGYEI/496- National Institute of Panacea Biotec Pharma D@ nghij bé sung Annexure 10 xix (clia Formulation Plant SMF) d& hoan thién hd so.
Pharma Limited [173205, India 7/2022 Q  |Pharmacy and Nutrition, |Limited Coéng ty dé nghi cdng b thém pham vi (vién nén bao phim) — nhung chua c6 tai liéu chirng minh. Dé nghi bé sung giai trinh.
8. Hungary Cong ty dé nghi cong bd thém pham vi (dung dich udng) — nhung dang bao ché nay da ndm trong pham vi (thudc udng dang 1dng). Khong dong y
8 c6ng b8 thém pham vi.
Q B6 sung danh muc san pham kém theo cla bdo céo thanh tra
54 |MSN Formulations Division, SK/013V/20 The competent VPDD Ml pharma private |B& sung:
Laboratories Plot No 42, Anrich 22 authority of Slovakia limited 1. Gidy ching nhan WHO - GMP tai An D6 (ban tuong (rng v&i Bao céo thanh tra ngay 15-17/11/2022 d5 dugc ndp trong hd so) ban chinh hodc ban
Private Limited Industrial Estate, ~ Republic sao tlr ban chinh c6 chirng thue, dwoc hgp phéap hoa lanh sy theo quy dinh.
Bollaram, Sangareddy =] 2. Gidy chitng nhan EU - GMP, Béo cdo thanh tra EU - GMP tuong (rng ban chinh hodc ban sao tir ban chinh cé chirng thye, duoc hop phép héa lanh
District- 502325, Telagana ; sy theo quy dinh (Lwu y: khéng chap nhan gidy chitng nhan EU-GMP dwoc download tir EudraGMDP va chirng thuc béi nuéc khéng thudc EU hodc
State, India ,Cf khéng phai nuéc cap).
e 3. B4o cdo chat lvgng san phdm hang n3m d&i vai thudc vé trung cla tat cd cac dang bao ché vé trung dé nghi cong bé GMP.
4. Hb so téng thé co s& san xuat (SMF): D& nghi ndp ban chinh cé chit ky xac nhan cla ngudi cé trach nhiém cla co s& sdn xuat hodc ban sao cé
chirng thuc theo quy dinh.
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55 |M/s Jubilant Village sikandarpur 17P/1/171/2 Drugs Licensing & Cong ty TNHH Duoc D& nghj cong ty cung cdp SMF cap nhat thé hién viéc san xuat d6i v&i cac dang bao ché cap nhat so véi cac pham vi chirng nhan d3 cong bé Dot 13.
Generics Limited |bhainswal roorkee 006/1658 Controlling Authority pham Y-MED
(cach ghi khac: dehradun highway (Uttarakhand), India
Jubilant Generics |bhagwanpur, roorkee,
Limited) distt.- haridwar, "
uttarakhand, India (cach g
ghi khac: Village :
sikanderpur bhainswal 3
roorkee dehradun o
highway bhagwanpur,
roorkee, distt.- haridwar,
uttarakhand - 247661,
India)
56 [Celogen Generics [Plot No. 646/1&2, MT/056HM/ ~ Medicines Authority of [Céng ty TNHH Thuong BG sung Bao cdo thanh tra day dd trang (bdo cdo dd nop chi cé trang 1/42 va 40-41/42 trang)
Private Ltd Agrawal Industrial Estate, (2022 S [Malta (MAM) mai Dugc phdm VAn H6 |- Cap nhat chirng chi GMP nuéc s& tai con hiéu lwe, chirng chi GMP nuwéc s tai cé hiéu lyc 15/03/2024.
Somnath Road, Dabhel, :
Daman (UT) 396210, India 5
57 |Bharat Survey No.144-A, Jarod 23054173 Food & Drug Control Bharat Parenterals - B& sung Gidy Uy quyén cla co s& san xuat cho co s& ndp hd so danh gia dap irng GMP
Parenterals Samlaya Road, Village: o Administration Gujarat  [Limited - B6 sung bdo cdo thanh tra (ngay 27,28/9/2022 va 13/10/2022) twong (ng Gidy chirng nhan GM duoc hop phép héa theo quy dinh. (Tai liéu d3
Limited, India Haripura, Tal-Savli, Dist. - S [state, India ndp chi la théng béo ton tai tai co s&, khdng phai 1a bdo cdo thanh tra GMP).
Vadodara, 391520, 2 - B8 sung day d0 Bo cdo ra soat chat lwgng san phdm thudc vé trung clia tiém bdt chira khang sinh nhém beta lactam, cc dang bao ché thudc tiém
Guijarat State, India 2 thé tich nhd, thudc déng khd, thudc bot tiém khéng chira khang sinh betalactam.
- - B6 sung cdc tai liéu/béng chirng ching minh nguyén téc, tiéu chuin GMP dang dugrc sir dung dé danh gia cap chirng nhan GMP clia Cong ty tuong
duwong nguyén téc, tiéu chudn WHO-GMP.
58 [Eurolife Khasra No.520 17P1/118/2 " Medical Health & Family [Céng ty TNHH DP Y Med [Tiép tuc B6 sung day di Annex danh muc san phdm kém theo clia bdo cdo thanh tra d3 ndp (Céng ty cung cdp Danh muc san pham tuy nhién day la
Healthcare Pvt, [Bhagwanpur, Roorkee, 007/3667 S  [Welfare, Sahastradhara danh muc san phdm cla cong ty cung cap (Department: QA cla Eurolife), khéng phai la danh muc dinh kém bdo céo thanh tra GMP clia co quan
Ltd. Unit-I Distt. Haridwar, -247667 2 Road, Dehradun quan ly cap)
Uttarakhand (India) g (Uttarakhand) India
59 |[Cipla Limited Unit VII, Plot No L-139, S- |UK GMP Medicines and Cipla Ltd, India Cong ty dé nghi céng bé [an dau dap (rng GMP
(Unit VII) 103 & M-62, Verna 14694 Insp o |Healthcare Products (Cipla House,Peninsula  |Co s& cdng b6 |a nha may ky don dé nghij va ndp ho so, dé nghi co s& ndp hod so ding ky cé Gy quyén va cé du tu cach phap nhan tai Viét Nam.
Industrial Estate, Verna, |GMP S [Regulatory Agency Bussiness Park,
Goa, IN-403722, India 14694/4630 ,‘1‘ (MHRA), United Ganpatrao, Kadam, Marg,
235-0004 2 Kingdom Lower Parel, Mumbai-
° 400013, India)
60 |Samrudh Plot No. J-174, J-168, J- NEW-WHO- Food & Drug Samrudh Ti€p tuc gidi trinh vé sy sai léch théng tin tai SMF:
Pharmaceuticals |168/1, MIDC, Tarapur, GMP/CERT/ Q  |Administration. M.S. Pharmaceuticals Pvt. Ltd. [+ Muc 3.2 mé ta Unit I: thu8c tiém nwdc, thudc bdt pha tiém;
Pvt. Ltd. Boisar, Thane 401506, KD/109557/ 8. Bandra (E), Mumbai, +Tai phu luc so d6 nha xudng Unit | chi thé hién khu vire san xuat thudc tiém nwérc, khong cé thudc bot pha tiém.
Maharashtra State, India [2022/11/40 3] Maharastra State, India
251 3
61 |SANCE VI/51B, P.B. NO. 2, DC/982/202 P Drugs Controller & Lupin Limited B6 sung va gidi trinh theo céc yéu cau tai Dot 34:
LABORATORIES KOZHUVANAL, PALA 3-ML1 § Licensing Authority,
PVT LTD KOTTAYAM - 686573, g' Government of Kerala,
KERALA, INDIA % [india
62 |Svizera Labs Plot No. D16/6, T.T.C NEW-WHO- Food & Drug Svizera Labs Private - Dia chi co s& trén GMP (Plot No. D16/6, T.T.C Industrial Area, M.I.D.C, Turbhe, Thane 400703 Maharashtra State, India) khéng théng nhat véi dia
Private Limited Industrial Area, M.I.D.C, |GMP/CERT/ " Administration, Limited chi trén béo cdo thanh tra va SMF (Plot D16/6, TTC Industrial Area, MIDC, Turbhe, Navi-Mumbai 400703 Maharashtra, India). D& nghij giai trinh.
Turbhe, Thane 400703 KD/125692/ S |Maharashtra State, India - SMF: B8 sung:
Maharashtra State, India |2023/11/54 : +Annex 6 - so d6 nha xudng ban in mau, thé hién ré rang tirng khu virc san xuat.
510 3 + S0 d6 nha xwdng thé hién théng tin chénh ap.
o +Annex 7 —ban in mau.
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63 [Lupin Limited Plot No 6A Sector 17, UK GMP Medicines and Lupin Limited B& sung Gidy chirng nhan EU-GMP cap nhat con hiéu luc, bdo céo thanh tra twong ¢ng, dwoc HPHLS chirng thurc day di tinh phap ly. (GCN hiéu lyc
Special Economic Zone, 25315 Insp © Healthcare Products &1 23/06/2019, trwdce giai doan Covid, khdng ap dung gia han hiéu luc theo cac chinh séch cia EMA va MHRA).
Mihan, Nagpur GMP S [Regulatory Agency
Maharashtra (India) 25315/1362 3 (MHRA), United
Nagpur 441108 9164-0001 2 Kingdom
Maharashtra State, India |[H] o
64 |Zeiss Plot No. 72 EPIP-1 HFW-H State Drugs Controller, |Zeiss Pharmaceuticals Pvt |Co s& san xuat khdng dam bao viéc san xuat riéng biét gilra thudc chira khang sinh nhém Penicillin v&i cac thudc khéc, do d6 khéng duwoc cong bd
Pharmaceuticals [Jharmajri, Baddi Distt. [Drugs] Q |Health & Family Welfare |Ltd. v&i pham vi thu8c tiém bot chira khang sinh nhém Penicillin.
Pvt Ltd. Solan. (H.P.), India 354/05 g Department Himachal
3 Pradesh, India
3
65 |FLAMINGO Plot No. NPH-1 Pharma UK GMP 0 Medicines & Healthcare |Flamingo Cong ty giai trinh bdo cdo thanh tra twong ng dwoc hop phap héa lanh sy va chirng thye da dwoc cung cap trong hd so bd sung 1an 1. Nhuwng thuc
PHARMACEUTICA |SEZ Krushnoor, M.I.D.C,  |22674 Insp S |products Regulatory Pharmaceuticals Limited |t& tai hd so m3 tiép nhan 4561 ngay 06/01/2023, cdng ty méi chi ndp bao céo khac phuc do cong ty chuan bj, chura cung cap béo cdo thanh tra. Yéu
LS LIMITED Nanded Maharashtra GMP E Agency (MHRA) United cau b sung bao céo thanh tra twong (rng véi GCN GMP UK GMP 22674 Insp GMP 22674/8092057-0003 dugc hop phap héa lanh sy va chirng thyc
(NANDED OSD 431709, India 22674/8092 : Kingdom theo dung quy dinh.
BLOCK) 057-0003 ~
66 |Lyka Labs Limited [Plot no: 4801/B.&4802/A, |23044083 Food & Drug Control MI Pharma Private BG sung:
G.l.D.C Industrial Estate, o |Administration, Gujarat |Limited - Gidy Uy quyén clia Co s& san xuat cho co s& dé nghi cong bé.
city: Ankleshwar - 393 S [state, India - Phuy lyuc dinh kém (List of applied products) cta Béo cao thanh tra.
002, Dist, Bharuch 3
Gujarat State, India §
67 [M/s. Maneesh Village Balyana, P.O. HFW-H o |Health & Family Welfare |M/s. Maneesh Peé nghi gidi trinh: Trong doanh muc thu8c xuat kh3u tai SMF va bdo céo thanh tra, c6 san pham 13 thuéc bét pha tiém. Tuy nhién, tai SMF khéng
Pharmaceuticals |Barotiwala, Distt. Solan,  |[Drugs] § Department Himachal Pharmaceuticals Ltd. thé hién cé khu vire sdn xuat sdn pham nay.
Ltd. [H.P.] India 74/09 8' Pradesh, Distt. Solan -
@ [India
68 |Macleods Plot No 2209, G.I.D.C. 20102267 Food & Drug Control Macleods 1. D& nghij giai trinh vé sy khéc nhau gitra dia chi trén gidy chirng nhan GMP so v&i bdo cdo thanh tra va Site Master File
Pharmaceuticals [Industrial Estate., At & Administration Pharmaceuticals Ltd 2. D& nghi bé sung:
Ltd. Post: Sarigam, Tal - ° Gandhinagar, Gujarat - Bo cao thanh tra ban day du dwoc chirng thyc (hop phap héa lanh sy va cong chirng) theo quy dinh cla cac dot thanh tra 16-17/06/2020 va
Umbergaon, City: Sarigam S [State, India 22/09/2020 (Tai liéu ndp kém chi 2 ban thong bao tém tit cac ton tai cla dot thanh tra ngy 16-17/06/2020; khéng phai ban bao co thanh tra
- 396 155, Dist. -Valsad g day du. Thiéu bdo cdo thanh tra dot 22/09/2020 dwoc dé cap dén trén gidy chirng nhan GMP)
Guijarat State, India 5 - Tai thoi diém céng b3, gidy chitng nhan da hét thoi han hiéu lwc. Dé nghj cung cap Gidy chirng nhan GMP cap nhat kém theo Bao céo thanh tra
e tuong &ng; ban dugc chirng thyc (hop phédp hoa lanh sy va céng chirng) theo quy dinh
- Layout khu virc san xuét thé hién dudng di nguyén liéu con ngudi
- Danh muc dot thanh tra GMP trong 3 ndm gan nhat cap nhat cé day dl théng tin vé co quan cip céc dot thanh tra.
69 [Maxtar Bio- Khasra no.705, Vill. HFW-H Health & Family Welfare |Céng ty TNHH HH-Pharm (B6 sung:
Genics Malkumajra, Nalagarh [Drug] @  |Department Himachi + Gidy Oy quyén cla co s& san xuat cho cong ty ndp ho so.
Road, Baddi, Distt. Solan |359/06 8] Pradest, Distt. Solan - + Béo cdo thanh tra day d0 phu luc (Tai phan két luan cé néu cdp COPP céc san pham tai Annex 1, tuy nhién chuwa cé Annex 1 dinh kém)
(H.P.), India S India (State Drugs +Day da phu luc SMF: Ban vé& layout téng thé cla toan bd co s& sdn xuat, So d6 flowchart thé hién quy trinh san xuit cac dang bao ché duoc san
& |Controller) Xuét tai co sé.
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70 |M/s Unique Survey No. 101/2 & DCD/D&D/L Food & Drug Control M/s Unique Cong vin s6 122023-GMP Unique cla cong ty DKSH chura dién thong tin ngay thang ndm ky cdng van nay, yéu cau bd sung lai
Pharmaceutical 102/1, Daman Industrial  |A/2022- Administration, Gujarat |Pharmaceutical
Laboratories (a Estate, Airport Road, 2023/1362 State, India Laboratories
division of J.B. Village Kadaiya, Daman- & DKSH Sigapore Pte. Ltd
Chemicals & 396 210, India (cach ghi
Pharmaceuticals [khac: Survey Number
Limited) (cach ghi |101/2 & 102/1, Daman -
khac: Unique Industrial Estate, Airport g
Pharmaceuticals |Road, Kadaiya, Daman, :
Laboratories) 396210, India; hoac g
Survey No 101/2 & 102/1, @
Daman Industrial Estate,
Airport Road, Kadaiya,
Nani Daman, 396210
India)
71 |M/s Malik Plot No.16, Vardhman 26/1/Ausha ° Food Safety & Drugs Cong ty TNHH Dugc Pé nghi bé sung GCN GMP con hiéu luc, bdo cdo thanh tra twong ing véi GCN GMP duoc hop phép héa lanh sy theo quy dinh
Lifesciences Industrial Estate, Vill- dhi/56/2019 S |Administration, pham Y-Med
Pvt.Ltd., Bahadarpur Saini, NH-58, |/21350 3 Uttarakhand, India
Haridwar-247667, by
Uttarakhand, India -
72 [Midas Care B16, MIDC, Waluj, NEW-WHO- Food & Drug MI Pharma Private P& nghi bé sung:
Pharmaceuticals |Aurangabad 431136, GMP/CERT/ N |Administration, Limited - Thu Gy quyén cla co s& sdn xuat cho co s& ndp ho so.
Pvt. Ltd. Maharashtra State, India |AD/118328/ 8. Maharashtra State, India - B6 sung So' dd nha xudng ban in rd rang thé hién tirng khu virc san xuat (tén phong, cap sach, chénh 4p ...); So d6 hé théng x&r ly nuéc.
2022/11/43 | S
354 2
73 |M/sPIL Plot No. 71 & 72, Sector - [17P/1/38/20 _, |Druss Licensing & VPDD Alleviare Life B6 sung bao cao thanh tra GMP day dl théng tin ndi dung, dugc HPHLS va chirng thyc theo quy dinh (Bdo céo thanh tra tai ho so chi c6 10/11
Pharmaceuticals |6A, IIE, SIIDCUL, Haridwar |18/16137 S [Controlling Authrit Sciencs Pvt. Ltd. trang, chura ¢ Annex | dinh kém vé danh muc san pham).
Ltd. 249403 Uttrakhand, India 2 (Uttarakhand), India
2
74 |M/s Annora Sy. No.261, Annaram L.Dis.No:118 Drugs Control Van phong dai dién 1. Dja chi gilta bdo cdo thanh tra va giat chirng nhan GMP khéng giéng nhau (chirng nhan WHO-GMP: Sy. No.261, Annaram Village Gummadidala
Pharma Private Village Gummadidala 733/TS/202 o Administration, Hetero Labs Limited tai Mandal, Sangareddy District, Pincode 502313, Telangana State, INDIA; Bao cdo thanh tra: Sy. No.261, Annaram Village Gummadidal Mandal,
Limited Mandal, Sangareddy 3 S |Government of thanh phé H6 Chi Minh  |Sangareddy District, Pincode 502313, Telangana State, INDIA, d& nghij gidi trinh.
District, Pincode 502313, E Telangana, India 2. Khéng cé thong tin két néi gitta chirng chi GMP dugc cip va bao cdo thanh tra ngay 06-07/02/2023 13 twong &ng, s& san phdm duwoc cap COPP
Telangana State, INDIA E trong bdo cdo thanh tra 1a 69 san pham khac véi danh muyc 56 san pham trén gidy chitng nhan GMP. D& nghij gii trinh
- 3. S0 d6 mat bang nha xwdng tirng khu virc san xuat Ground floor, nhd, mo khéng rd tirng khu vire san xuat, dé nghi cung cap lai
75 |[Annora Pharma [Sy. No.261, Annaram NL/H 0 Health and Youth Care  [Van phong dai dién B6 sung GMP nuérc s& tai con hiéu lyc da dugce cong bd pham vi chirng nhan
Private Limited Village Gummadidala 18/2003797 S |Inspectorate- Hetero Labs Limited tai - Gidy chirng nhan GMP EU cé xac thyc va hop phéap héa lanh sy va dé xuat gia han theo quy dinh.
Mandal, Sangareddy &  |Pharmaceutical Affairs, [thanh ph& HB Chi Minh |- So 6 mat bang nha xudng tirng khu vire san xuat Ground floor, nhd, m& khong rd tirng khu vire san xudt, d& nghi cung cap lai, tat ca cac khu vire
District, Telangana State- 2 Netherland san xuat
502313, INDIA -
76 |Nectar Vill. Bhatolikalan HFW-H State Drugs Controller, [Congty TNHH Dugc Gidi trinh:
Lifesciences Ltd. |(Adjoining Jharmajri, [Drugs] Health & Family Welfare |pham Y-Med 1. Bdo cdo thanh tra GMP: La ban hop phép hda lanh sy clia ban chup khéng nhin rd ndi dung, cling nhu tén, chit ky ngudi ky, khéng cé dau clia co
(Unit-V1) EPIP), P.O. Barotiwala, 346/06 (Vol- Department, Himachal quan cip. D& nghi ndp ban chinh/ban sao cdng chirtng dwoc chirng thue, hop phap héa Ianh sy theo ding quy dinh clia Bdo cdo thanh tra GMP
Tehsil Baddi, Baddi, Distt. |VI) '  |Pradesh, India twong (ng véi Gidy chirng nhan GMP dé xem xét.
Solan (H.P.), India 8 2. H6 so téng thé nha san xuit:
8 +La ban copy déng ddu xac nhan clia co s& dang ky, d& nghi ndp ban chinh cé chit ky cla ngudi ¢ trach nhiém clia co s& san xuat, hodc ban sao c6
S chirng thyre theo quy dinh.

+ Gidy phép san xuat: Pham vi san xuat: Thiéu dang bao ché thudc cm (dang bao ché nay chi dugc ghi bing chit viét thém bén ngoai)
+ Phu lyc 7: Ban v& mo ta hé théng x& Iy nudc: nhd, mo, khéng nhin rd.
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77 |BetaDrugsLtd. |Kharuni-Lodhimajra Road, |HFW-H State Drugs Controller, |Beta Drugs Limited Cong ty dé nghi cdng bd lan dau dap (rng GMP
Vill. Nandpur Baddi, Distt. [[DCA]98/09 | & [Himachal Pradesh, India - Co's& cong b6 13 nha may ky don d@ nghi va nop ho so, dé nghi co s& ndp ho so ding ky cé Oy quyén va cé dl tw cach phdp nhan tai Viét Nam theo
Solan (H.P.), India & quy dinh
ﬁ' - B sung day du chit ki xdc nhan va cé layout chi dudng di clia nguyén liéu va ngudi.
S
78 |Laurus Labs Plot No. 19 20 and 21, 409-3/2022- Agency for Medicinal Céng ty TNHH Sdimeds B4o cdo thanh tra |3 ban che théng tin, khéng day dd néi dung, yéu cau bs sung ban day du.
Limited Western Sector Apsez, 8 @ Products and Medical
Gurajapalem Village, g Devices of the Republic
Rambilli Mandal, 3 of Slovenia (JAZMP)
Anakapalli, 531011, India 3
79 |[BDR R.S. No. 578, Near 23013817 Food & Drugs Control VPDD BDR BG sung:
Pharmaceuticals |Effluent Channel Road, 0 |Administration, Gujarat [Pharmaceuticals - Ban v& layout t8ng thé clia toan bo co sé& san xuat tai dia chi dé nghi danh gid, thé hién rd va thuyé&t minh vai tro clia cac khu vy, toa nha.
International Pvt. |Luna, Taluka - Padra, City: 8 state, India International Private - Ban day d0 cla Bao cdo thanh tra GMP s& tai (ban d3 ndp chi Ia thu théng bao ton tai).
Ltd. Luna - 391 440, Dist. - 8.' Limited tai TPHCM
Vadodara, Gujarat State, S
India
80 |Bdr Rs No 578 Near Effluent  [OGYEI/3821 National Center For VPDD BDR B& sung theo yéu cau déi voi hd so dénh gid GMP s& tai & trén.
Pharmaceuticals [Channel Road, Village 1-8/2023 Iy Public Health And Pharmaceuticals
International Luna, Taluka Padra, 8. Pharmacy, Hungary International Private
Private Limited Vadodara, 391440, India g. Limited tai TPHCM
b5
81 |Hof Survey No.-211-4/5/6, 22033175 FDA Gujarat State, India |Céng ty U Square BG sung:
Pharmaceuticals |Village-Pipan, Sanand- ] Lifescience Private Ltd. + Gidy Oy quyén cla co s& san xuat cho co s& ndp hd so.
Ltd. Bavla Road, Sanand, Dist. - 8' + Bdo cdo thanh tra GMP day d0 théng tin, duoc HPHLS va chirng thyc theo quy dinh (Tai liéu ndp 1a ban théng bao ton tai, khdng thé hién day du
Ahmedabad - 382110, 3 thong tin.)
Gujarat State, India. b
82 |Norris Medicines |Plot No.-801/P, G.I.D.C, |22073466 Food & Drug Control Cong ty TNHH Larissa - B6 sung gidy Gy quyén cho co s& ndp hd so danh gia dép irng GMP.
Ltd. City-Ankleshwar-393002, Administration Pharma - Site Master File:
Dist.-Bharuch, Gujarat Gandhinagar, Gujarat + D& nghi ndp ban chinh c6 chit ky clia ngudi cé trach nhiém cta CSSX, hodc ban sao cé chirng thyrc.
State, India ~ [state, India + B8 sung gidy phép san xuat con hiéu lyuc.
iy +B6 sung so d6 téng thé khu virc san xuat. BS sung so d6 cac khu vire san xuat thé hién dwong di cla nguyén liéu, con ngudi, chénh ap, cap
g sach....1a ban in rd rang trén khé gidy phu hop.
o~ + B8 sung so' d6 hé thng x{* ly nwérc, so d6 hé théng khi nén 13 ban in rd rang trén khé gidy phu hop.
- B6 sung bao cdo thanh tra tuwong (ng v&i GCN GMP ndp kém |a ban sao cong chirng duoc hgp phap héa I3nh su theo quy dinh.
- B8 sung danh muc thanh tra 3 ndm gan day.
- B& sung bao cdo ra soat chat lwvgng sadn pham vé trung d6i véi dang bao ché vé trung dé nghi cong bo
83 |M/s Samson Village Sansiwala, HFW-H Health & Family Samson Laboratories Pvt. |1. B8 sung Gidy chirng nhan GMP cap nhat con hiéu lyc va béo cdo thanh tra GMP tuong tng, dwoc HPHLS chirng thuc theo quy dinh.
Laboratories Pvt. [Barotiwala, Distt. Solan [Drugs] o Department Himachal Ltd. 2. Gidi trinh:
Ltd. (H.P.) India 666/12 S [Pradesh Baddi, Distt. Dia chi co s& san xuét tai SMF va GCN GMP chua théng nhat:
2 Solan, India + Tai GCN GMP: Village Sansiwala, Barotiwala, Distt. Solan (H.P.) India
g + Tai SMF: Plot No.152, Sansiwala, Barotiwala, Distt. Solan (H.P.) India
84 |Synmedic SP-3-5, A and C, RIICO, DC/A- ~ |Government of Céng ty TNHH Dugc Giai trinh:
Laboratories Industrial Area, 2/WHO S [Rajasthan, India pham Y-med So d6 téng thé thé hién cé Cepha block, tuy nhién tai SMF khéng mé ta vé Block nay va tai so d6 nguyén ly nudc chi cé 1 tank tuan hoan ca nha
Keshwana, Kotputli, GMP/2022/ ; may. D& nghi gidi trinh vé viéc hoat déng clia Cepha Block va bién phép tranh nhiém chéo cla hé théng nuérc.
Jaipur-303108 2480 e
(Rajasthan), India ~
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85 |M/s Amneal S-3,5-4 & S-5A, TSIIC 96242/TS/2 Government of Cong ty TNHH Dugc B6 sung:
Oncology Private |Pharma SEZ, Green 022 Telangana, India pham Y-med + Bdo cdo thanh tra GMP day d0 cac phu luc dinh kém (Tai két luan bao cdo cé néu viéc cdp COPP cho danh sach san phadm dinh kém, tuy nhién bao
Limited Industrial Park, Polepalle ~ c4o ndp tai hd so ko bao gdm cac phu luc.)
Village, Jadcherla Mandal, g
Mahabubnagar District, :
Pincode 509301, Dy
Telangana State, India o
86 |Aksharam Plot No. 1 and 2, Akshar  {21092892 Food and Drugs control |Cong ty TNHH Duwoc Céng ty ndp hd so cdng nhan lan dau:
Pharma Private  [Industrial estate, Administration phdm HTM 1. Uy quy&n: D& nghi co s& ndp gidy Gy quy@n ctia co s& san xuat tai Viét Nam;
Limited Surendranagar - Rajkot < |Gandhinagar Gujarat 2. B4o cdo thanh tra: D& nghi b6 sung bao cao thanh tra twong ng véi gidy chirng nhan GMP, vi tai liéu cung cap 1a thu théng béo céc van dé duoc
Highway road, OPP: g State, India phét hién trong qua trinh dénh gida GMP va d& nghi nha may khac phuc.
Trimandir, Kherali Dist.- 3 3. SMF:
Surendranagar-363 020 9 BG sung hd so téng thé, So d6 cac khu vire san xust, layout cu thé tirng khu vire sdn xuat, so d6 chénh léch 4p suat, so d6 phan cap sach, so d6 x& ly
Gujarat state, India nudc.
4. B3o cdo thanh tra 3 ndm gan day: Chua cd, dé nghi bé sung.
87 |Dasami Lab Sy.No.405 & 408, 89564/TS/2 Drugs Control Hetero Labs Limited 1. Co s& san xuat chuwa cé thudc, nguyén liéu lam thudc chura dugc cap GDKLH tai Viét Nam, dé nghi b8 sung gidy Uy quyén clia CSSX cho céng ty
Private Limited  [Veliminedu Village, 022 Administration ndp hd so dé nghi cdng bé.
Chityal Mandal, Nalgonda Telangana, India 2. Gidy chirng nhan WHO GMP (do Bang Telangana cap): D& nghi giai trinh/b8 sung:
District, Pincode 508114, - Phan chi*ng nhan bing song ngi Anh - An khéng nhin rd chit va diu. Trang hop phép héa Ianh sy cudi khéng dugc sao y.
Telangana State, India - Nguyén liéu Canagliflozin Amorphous dugc néu trong GCN GMP, tuy nhién nguyén liéu nay khéng ndm trong danh muc sdn phdm san xuét cta
~ Phu luc 2 H6 so téng thé.
S 3. Hb so t6ng thé:
9 - Hé théng x& ly nwdc: b8 sung so d6 x{r Iy nudc.
:'r' - Layout nha may chi cé 1 so' d6 chung cho tét ca cac khu vyre san xuat.
N - Khéng c6 dau xac nhan cla co s&, yéu cau ndp ban chinh cé chit ky clia ngudi cé trach nhiém cla co s& san xuit, hodc ban sao cé chirng thuc theo
quy dinh.
4. B4o cdo thanh tra GMP: céng ty giai trinh ndp theo dudng bdo mat 13 khéng phu hop, yéu cau ndp kém hd so cdng bd theo quy dinh.
5. Danh muc céc dot ki€m tra GMP trong 3 ndm: Khdng cd thdng tin v& dot thanh tra gan nhat cho gidy chitng nhan GMP ndp trong hd so. Khéng
ghi nudc, bang cla co quan thdm quyén. Khéng cé diu xac nhan cla co s6.
88 |Honour Lab Plot No 4, Hetero HMFO07- Government of Andhra |Hetero Labs Limited 1. Co s& san xudt chura cé thudc, nguyén liéu lam thudc chura duwgce cap GDKLH tai Viet Nam, dé nghi bd sung gidy Oy quyén clia CSSX cho cong ty
Limited (Unit-1ll) [Infrastructure SEZ Ltd., N. |14051/1220 Pradesh — Drugs Control nép hd so dé nghi cong bé.
Narasapuram Village, /2022- Administration, India 2. Bao cdo thanh tra GMP: cong ty gidi trinh ndp theo dudng bao méat 13 khéng phu hgp, yéu cdu ndp kém hd so cong bd theo quy dinh.
Nakkapalli, Admin-DCA ~ 3. H6 so tong thé:
Visakhapatnam Dist., 531 S - Cong ty cé ndp Hb so téng thé nhung khéng bao gém céc Phu luc, cdng ty gidi trinh ndp theo dwdng bao mat |3 khéng phu hgp, yéu cau ndp keém
081, Andhra Pradesh, py h6 so cong b theo quy dinh.
India - - Khéng c6 ddu xac nhan cla co s&, yéu cau ndp ban chinh cé chit ky clia ngudi cé trach nhiém cla co s& san xuét, hodc ban sao cé chirng thyc theo
e quy dinh.
4. Danh muyc céc dot kiém tra GMP trong 3 ndm: chura c6 dot thanh tra gan nhat cho gidy chitng nhan GMP ndp trong hd so. Khéng cé ddu xac nhan
cla co'so.
89 (BDR Survey No. -51/1/1, 22053324 Food & Drugs Control VPDD BDR B6 sung:
Pharmaceuticals |[51/1/2,51/2,52/1, Administration, India Pharmaceuticals - Bao cdo thanh tra twong trng véi gidy chirng nhan GMP duoc chirng thue, hop phap héa lanh sy theo quy dinh (Tai liéu cong ty ndp 1a thu théng
International 52/2/1,52/2/2,52/2/2 International Private bao tbn tai tai co s&, khdng phai 13 bo cdo thanh tra)
PVT. LTD. (P), 52/4, 52/5, 53/1, N Limited tai TPHCM - Bo cdo chat lwvgng san pham vé trung clia dang bao ché thudc vé trung: thudc sdn xuat vo trung: thudc dang 16ng thé tich nhé dé duoc cong bo
53/2,53/3, 54/1, 54/2, AT S dang bao ché nay.
- Vanseti Village, PO - 3]
Tajpura, Taluka - Halol, &
Dist. - Panchmabhal - 389
350, Gujarat State, India
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90 |[BDR 51/1/1,51/1/2,51/2, OGYEI/3821 National Center For VPDD BDR P& nghi bé sung:
Pharmaceuticals [52/1,52/2/1,52/2/2, 1-7/2023 " Public Health And Pharmaceuticals - CAc tai liéu danh gid GMP nudc sé tai trudc khi cong bd gidy chirng nhan EU-GMP
International 52/2/2 (P), 52/4, 52/5, S  [Pharmacy, Hungary International Private Ltd.,
PVT. LTD. 53/1, 53/2,53/3, 54/1, z
54/2, AT - Vanseti Village, by
Tajpura, Gujarat, 389 350, ~
India
91 |Esseti Via Campobello 15-00071 [IT/192/H/20 Italian Medicines Cong ty TNHH Duoc D8i vdi cac dang bao ché mé réng hon so véi pham vi chirng nhan GMP d3 duoc cong bé cla Dot 29 (Thubc san xuat vo trung: dang 16ng thé tich
Farmaceutici SRL |Pomezia (RM), Italia. 23 o |Agency (AIFA) pham Quang Anh nho (chra hormon hodc chat cé hoat tinh hormon, bao gdm ca san pham chiét xu4t tir dong vat); cac dang thudc khéng vé trung khac: bot (chira
Céch viét dia chi cii: Via = khang sinh cephalosporin); thudc sinh hoc): Chwa cé SMF va tai liéu lién quan theo quy dinh dé xem xét.
Campobello 15-00040, o
Pomezia (RM), Italy ;
92 |Catalent Anagni |Localita' Fontana Del IT/47/H/202 Italian Medicines VPDD C6ng ty TNHH GMP d3 ndp chi |a ban in tir EudraGMP chuwa HPHLS. Tra cttu trén Eudra-GMP khéng cé Gidy chirng nhan dé nghi céng b8. Dé nghi giai trinh va bé
S.R.L. Ceraso SNC, Strada 1 _  |Asency (AIFA), Italia Johnson & Johnson (Viét [sung gidy chirng nhan cap nhat, duoc sao chirng thure theo quy dinh (hop phédp héa lanh sy, céng ching ...).
Provinciale 12 Casilina, N. = Nam) B& sung SMF day dt cac phu luc theo hwéng dan ciia WHO-GMP/PICs-GMP/EU-GMP, trong d6:
41, Anagni (FR), 03012, E +S0 d0 nha xudng ban in rd rang thé hién tirng khu virc sdn xuét (tén phong, cap sach, chénh ép ...).
Italy E + Danh muc cac nha san xuat va co s& kiém nghiém theo hgp déng .
© +50 db hé théng xr Iy nudc.
+ Danh muc cac thiét bi san xuat va kiém nghiém chinh.
93 |Bruschettini S.R.L.|Via Isonzo 6 - 16147 IT/91/H/202 0 Italian Medicines Cong ty C6 phan Y t€ Blirc |Khéng déng y diéu chinh pham vi chitng nhan tr "thudc udng dang 16ng" thanh "thudc dang 1dng dung trong" do Cuc quan ly Dugc cdng bd pham vi
Genova (GE), Italy 3 S  |Agency (AIFA) Minh theo huéng dan tai PL4, SOP déanh gid dap (rng Thuc hanh tét san xudt cla co s& SX thudc nuwde ngoai.
S~
g
(221
94 [Hikma ltalia S.P.A |Viale Certosa, 10 - 27100 (IT/77/H/202 - Italian Medicines Bharat Serums and BG sung:
Pavia (PV), Italia 1 § Agency (AIFA) vaccines Limited + Gidy Oy quyén cla co s& san xuat cho co so ndp hd so.
°c§ + Hb so téng thé day dd ndi dung va phu luc theo quy dinh.
5
95 [Zambon S.P.A Via Della Chimica, 9- IT/236- Italian Medicines Cong ty TNHH Duoc BG sung:
36100 Vicenza (VI), Italy  [1/H/2017 ™ |Agency (AIFA) Ph&m Viét Phap - Gidy Uy quyén cho co s& ndp hd so dénh gia GMP.
& - Gifly GMP cap nhat (Gidy GMP d3 ndp da hét han).
o - Cac Annex 2a, 6, 7, 8, 10, 12, 13, 15 clia SMF dwoc dich sang tiéng Anh hoic tiéng Viét (bdn da cung cap la tiéng V).
~ - Cac Annex 16, 17 cia SMF duoc in rd rang hodc ban mém, duoc dich sang tiéng Anh hoic tiéng Viét (ban da cung cp in mo, nhoe va béng tiéng V).
96 [Katsuyama 2-1, Inokuchi 37, 2952 " Ministry of Health, VPDD Abbott Giai trinh: BS sung:
Pharmaceuticals |Katsuyama, Fukui 911- S |Labour and Welfare Laboratories (Singapore) |+ Gidy Uy quyén cla co s& san xuat cho co s& ndp ho so.
K.K., Katsuyama [8555, Japan 2 (MHLW), Japan Private Limited
Plant E
o
97 |Daewoong 35-14, Jeyakgongdan 4- 2023-D1- = |Gyeongin Regional VPD D cong ty Daewoong |B& sung bao céo thanh tra twong (ng véi GCN GMP duogc cap, dugc hop phap héa lanh sy theo quy dinh.
Pharmaceutical |gil, Hyangnam-eup, 2077 § Office of Food and Drug |Pharmaceutical Co., Ltd.,
Co., Ltd. Hwaseong-si, Gyeonggi- g' Safety, Korea
do, Korea x
98 |Samyang 79 Sinildong-ro, Daedeok- |2023-G1- Daejeon Regional Office [VPDD thudng trd Mega  [Pham vi chirng nhan trén GCN GMP va bao céo thanh tra chi ghi thudc vo trung; khéng c6 dang bao ché. Dé nghi gidi trinh va cung cap cac tai liéu
Holdings gu, Daejeon, Republic of 2142 of Food & Drug Safety, |Lifesciences PTY Limited |phap Iy |am r& cac dang bao ché duwoc kiém tra va cap chitng nhan
Corporation (tén |Korea @ |Ministry of Food and tai TP H6 Chi Minh
cli: Samyang g Drug Safety, Korea
Biopharmaceutica ﬁ'
Is Corporation) N
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99 [Unimed 110-27, Sirok-ro, Asan-si, |2023-G1- Daejeon Regional Office [Céng ty PharmaUnity Co., [1. Gidi trinh lam rd vé:
Pharmaceuticals |[Chungcheongnam-do, 1380 « |of Food & Drug Safety, [Ltd. - Hoat dong san xuat tai tang 5 tda nha s 3 (va tinh trang GMP — néu cd) do théng tin khéng théng nhat trong hd so d3 cung cap.
Inc. Republic of Korea S [Ministry of Food & Drug - Hoat déng san xuét tai cdc phong 108, 109, 110 & tang 1 tdoa nha s 1 (va tinh trang GMP — néu cd) do thang tin khéng ré rang trong hé so da cung
3 Safety, Korea cap.
S 2. B8 sung:
o - Gidy Gy quyén cho co s& ndp hbd so dé nghi danh gid GMP.
- Cac Appendix tir 1 dén 11 va Appendix 16 con thiéu trong SMF d3 ndp.
100 |PharOS MT Ltd. |HF62X, Hal Far Industrial |MT/029HM/ Medicines Authority VPDD Novartis BG sung:
Estate, Birzebbugia, 2021 Malta (Singapore) Pte Ltd tai TP |- B6 sung Gidy Gy quyén ctia NSX cho co s& d@ nghi cong b6 va gidy t& phap Iy clia co s& cong bd.Giai trinh:
BBG3000, Malta HN - S0 d6 nha xudng ban in mau, rd rang thé hién tirng khu vire san xuat (day chuyén san xuat thudc ung thu, thudc théng thudng) va théng tin cap
< sach, chénh ap.
g Giai trinh:
g -Tra clru trén EUDRA khéng tim thay Gidy chirng nhan s6 MT/029HM/2021 céng ty d& nghj cdng b8, ma chi cé Gidy chirng nhan s6
8 MT/020HM/2023, c6 cung ngay thanh tra gan nhat (22/07/2021), va cé sy khac biét dia chi (Hf62x, Qasam Industrijali Hal Far, Hal Far, Birzebbuga,
BBG 3000, Malta). -
- D6i v&i pham vi vién nén bao phim: d& nghi lam rd vi Annex 8 khéng cé thiét bj bao phim.
101 |Merck S.Ade C.V |Calle 5 No. 7 Naucalpan 233300516A Federal Commission for |VPBD Merck Export -B6 sung:
de Judrez, Edo. De 1101 the Protection Against  |GmBH tai TP H6 Chi Minh |1. GCN GMP |3 ban dich cong chitng bing tiéng Anh hodc tiéng Viét duoc hop phép hda lanh sy theo quy dinh (Ban GMP ndp kém nhiéu phan chir
México, C.P.53370, Sanitary Risks mo, khé doc, méi dich cdng chirng phan pham vi)
Mexico (cach ghi khac (COFEPRIS) 2. Bdo cdo thanh tra twong (rng GCN GMP ndp kém 13 ban sao duoc chirng thue (hop phép hda lanh sy, cdng chirng) theo quy dinh.
trén GMP Mexico: Calle 5 Q 2. D6i vai cac dang bao ché vo trung dé nghi cdng bé: bé sung Site Master File, bdo cdo ra soat chat lwgng sdn pham vé trung dé cé co s& tham dinh.
No.7, Col. QI
Fraccionamiento §I
Industrial Alce Blanco,
C.P.53370, Naucalpan de
Juarez, Mexico)
102 |Celgene Orteliuslaan 1000, NL/H ~ |Healthand Youth Care  [Cong ty TNHH DKSH BG sung gidy Uy quyén cla co s& san xuat cho co s& ndp hd so.
Distribution B.V. |Utrecht, 3528 BD, 21/2029207 S [Inspectorate - Pharma Viét Nam
Netherlands ,‘1‘ Pharmaceutical
; products, Netherlands
103 |Sydenham E. Aguinaldo Highway, DM-2022-2 Food and Drug Zuellig Pharma B& sung:
Laboratories, Inc. |near corner Governor's Administration, - So d6 téng thé toan bo dia chi co s& san xuat (Site layout/site plant) trong d6 thé hién toan bd cac khu vure, tda nha tai dia chi co s&, kém thuyét
Drive, Dasmarinas, Cavite, '  |Philippines minh vai trd cla tirng khu viye, toan nha.
Philippines 8' - C4c so d0 layout clia xwdng san xuat thudc chira khang sinh Cefalexin, xwdng san xuat thudc chira hormon. Trong hd so d& ndp chi cé clia xwéng
EI' Non-Penicillin.
S - C4c so d6 nguyén ly hé théng x( Iy va hé théng phan ph&i nwdc cla xudng san xuat thudc chira khang sinh Cefalexin, xudng san xuat thudc chira
hormon. Trong hd so d3 ndp chi c6 clia xudng Non-Penicillin.
- Danh muc cac thiét bj san xuat trong dé phan biét rd rang danh muc thiét bi cla tirng xwédng san xuat.
104 [Getz Pharma Pvt. |Plot 29-30, Sector 27, 76/2023- o |DrugRegulatory Getz Pharma (Pvt) Ltd Gidy chirng nhan GMP md, mot s8 ndi dung khdng nhin rd (tén ngudi cap, chire danh,...). D& nghi ndp lai Gidy chirng nhan GMP |a ban r& (ban
Ltd. Korangi Industrial Area, DRAP (K) § Authority of Pakistan chinh/ban sao chitng thue, hgp phap héa lanh sy).
74900 Karachi, Pakistan N
8
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105 |PharmEvo (Pvt.) |A-29, North Western 145/2022- Drug Regulatory PharmEvo (Pvt) Ltd., Giai trinh:
Ltd. Industrial Zone, Port DRAP (K) Authority of Pakistan Pakistan 1. Theo danh muc cac dot thanh tra gan nhat céng ty ndp tai hd so trudc (s6 CV dén 3583 ngay 21/04/2023), dot thanh tra gan nhat tién hanh béi
Qasim, Karachi, Pakistan (Karachi) DRAP thyec hién ngay 29/09/2022. Tai hd so b8 sung, cdng ty chi b8 sung béo céo thanh tra ngay 23/06/2022 — do Drug Regulatory Authority of
Pakistan thanh tra, dwoc hop phép héa lanh sy chit chwra cung cap béo cdo thanh tra gan nhat ngay 29/09/2022. Da nghi gidi trinh [am ré pham vi
thanh tra ngay 29/09/2022, va cung cap béo cdo thanh tra nay.
2. Cong ty bé sung so d6 nha xwédng: nhuwng ban in chi thé hién khu vire san xuat va dudng di clia con ngudi, chua cé thong tin cap sach, chénh ap,

N dudng di cla nguyén liéu.

g Nha may cé san xuat khang sinh cephalosporin nhuwng layout khéng thé hién dugc viéc cé khu virc/day chuyén san xuat riéng cho nhém san phdm

% nay. Yéu cau gidi trinh.

N 3. Cong ty gidi trinh vé viéc pham vi chirng nhan "thudc kem, thudc m&" ghi trén Gidy chiérng nhan GMP tuy nhién, trong SMF khéng cé théng tin vé
viéc san xuat cac dang thudc nay |a do ngay 08/06/2022, DRAP d3 phé duyét viéc pham vi nay da duoc loai bd theo yéu ciu cla cong ty. Tuy nhién —
dé nghi lam ré thém tai sao viéc loai bd dugc phé duyét vao 08/-6/2022, pham vi thanh tra ngay 23/06/2022 ciing khéng chira thuéc kem/m&, ma
Gidy chirng nhan GMP cép sau dé — ngay 22/08/2022 van bao gdm pham vi "thudc kem, thuéc ma".

4. Cong ty chura b8 sung Bdo cdo ra soat chat lugng san pham thudc vé trung cho tat ca cac dang bao ché vé trung dé nghi cong bé. Ma méi nop bao
c4o ra soat chat lwvgng cla thudc khdng vé trung (vién nang Evofix 400mg). Dé nghi tiép tuc bd sung.
106 [Tarchomin 2, A. Fleminga Str., 03- IWSF.405.95 Chief Pharmaceutical VPDD Tarchominskie Chua dat, ly do:
Pharmaceutical |176 Warsaw, Poland .2021.1P.1 Inspector, Poland Zaklady Farmaceutyczne |- Gidy chirng nhan GMP khéng cé théng tin ngay ky.
Works "Polfa" S.A |(Cach ghi khac: ul. A. WTC/0196_ "Polfa" S.A - Dia chi co s& san xut (ti€ng Ba Lan) trén Gidy chirng nhan GMP khong théng nhat vdi dia chi d& nghi cong bé.
(Tén Ba Lan: Fleminga 2, 03-176 02_01/245 - HO6 so téng thé cla co s& san xuit:
Tarchominskie ~ |Warszawa, Poland) + D& nghi b8 sung ban chinh cé chit ky clia ngudi cé trach nhiém clia co s& san xuat, hodc ban sao cé chirng thuec.
Zaklady + S0 véi pham vi cii c6 b6 sung dang bao ché "thuéc dung ngoai dang 16ng", tuy nhién danh muc san pham trong Appendix 2/SMF khéng cé san
Farmaceutyczne pham c6 dang bao ché nay.
"Polfa" S.A) + Layout: Nhd mo, bang tiéng Ba Lan, khong ghi cu thé cac phong san xuat. Dé nghi bé sung: so d6 nha xudng cu thé, so d6 chénh ap cac khu vuc
san xudt,..(ban dich tiéng Anh)
107 |[Bioton S.A. Macierzysz, ul. Poznanska [IWSF.405.58 " Chief Pharmaceutical Chi nhanh céng ty ¢ Khéng déng y bd sung cach ghi dia chi. Dé nghj cdng ty thyc hién tha tuc thay déi dia chi theo hinh thirc théng bao theo quy dinh tai Thong tv
12, 05-850 Ozaréw .2023.1P.1.1 S |Inspector, Poland phan Duoc pham Nam Ha |08/2022/TT-BYT.
Mazowiecki, Poland WTC/0026_ | &
0105114 | 2
o
108 |[Aflofarm ul. Szkolna 31, 95-054 ISF.405.45.2 | 4+ [Chief Pharmaceutical Aflopharm Farmacja SMF cép nhat thé hién viéc san xuat d6i v&i cac dang bao ché cap nhat so véi cac pham vi chitng nhan d3 céng bé Dot 15
Farmacja Polska [Ksawerdw, Poland 023.IP.1 § Inspectorate (MPI), Polska SP.Z 0.0.
Sp. Z.0.0 WTC/0108_ | « |Poland
02_01/234 o
109 |Fresenius Kabi ul. Sienkiewicza 25, 99-  [IWSF.405.13 Chief Pharmaceutical Céng ty c8 phan Yéu cau b8 sung, gidi trinh day d0 cac yéu cau tai Dot 34:
Polska Sp.z 0.0. [300 Kutno, Poland .2023.1P.1 Inspectorate (CPI), Fresenius Kabi Viét Nam [1. D& nghi gidi trinh sy sai khac vé dia chi trén gidy chirng nhan ndp kém so véi gidy chirng nhan khi tra ciru trén Eudra
WTC/0072_ " Poland Trén GCN: "ul. Sienkiewicza 25, 99-300, Kutno, Poland"
02_01/21 = Trén Eudra: "ul. Henryka Sienkiewicza 25, Kutno, 99-300, Poland"

a 2. B sung so d0 t6 chirc ban in rd rang; So do mat bang téng thé nha may; so dd nha xudng ban in rd rang thé hién tirng khu virc san xut (tén

2 phong, duwong di nguyén liéu, con ngudi, cap sach, chénh 4p ...) clia tirng Building (hd so tai Dot 34: Cong ty cung cap layout cia SBM production

o building va Main building; khéng rd twong rng véi building nao tai muc 4.1 clia SMF); ban in rd rang véichd thich béng tiéng Anh hoic tiéng Viét (do
Ban in so' d6 nha xwdng ndp tai hod so: tén khu virc sdn xuét, chi thich cac phong cla tirng khu vue bang tiéng Ba Lan, nhigu chu thich in mo, khong
doc duoc)

110 |Przedsiebiorstwo |ul. Eugeniusz IWSF.405.73| _,  |Chief Pharmaceutical Cong ty c6 phan Kinh So d6 nha xwdng: dé nghi cung cap so d6 phan cap sach cac khu virc san xuat, cung cap lai so d6 xr ly nwédc do qua mo va v& nét, khdng cé chu
Produkcji Kwiatkowskiego 9, 55-011 |.2021.10.1 S [inspector, Poland doanh thuwong mai Skyline|thich
Farmaceutycznej [Siechnice, Poland WTC/0032_ z
HASCO-LEK SA 04_01/197 ;

Danh sach co s& can b6 sung, gidi trinh

Trang 15/ 18 Dot 36



TEN CO’ SO’ SAN . GIAY CH. | NGAY P - N < R a PR 2 N
STT XUAT PIA CHI NHAN cAp CO QUAN CAP DN DE NGHI CONG BO NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
111 [Baldacci Av. de Santa Iria de Azdia, [F042/S1/MH National Authority of Cong ty TNHH MTV An Cong ty ndp hd so cong bd Ian dau:
Portugal, S.A. Bloco B/C, Santa Iria de /001/2021 Medicines and Health Phat 1. Uy quyén: D& nghi bé sung theo quy dinh
Azdia, 2695-381, Portugal Products (INFARMED), 2. Gidy chirng nhan GMP: b8 sung GMP ban c6 chitng thuc, hop phép héa lanh sy va kém yéu cap nhat hiéu lyc cla gidy chirng nhan GMP
_, |Portugal 3. H6 so téng thé (SMF):
S - B6 sung so d6 nha xwdng, so do tong thé, so dd tirng khu vire san xuat, so d6 dudng di nguyén vat liéu - con ngudi, Ban dd ndp rat so sai chi cé
g hudéng di cac clra ma khong cé so d6 dudng di trong toan xudng, so d6 chénh ap, so dd phan cap sach, Danh muc thiét bj kiém nghiém, san xuat
; nang Tiéng Anh (bdn dang nop la tiéng ban dia), so dd sir Iy nude. T4t ¢ cac ban bd sung nay bang tiéng Anh hodc ban dich tiéng Viét cé chirng
o thyc dich thuat.
- Nhan sy: B& phan QC chi ¢é 3 nhan sy (1 quan Iy va 2 nhan vién), hd so téng thé cé chi ra toan bd hoat ddng QC clia co s& san xuat déu ty lam,
nhung cé ndp danh sach lab hgp déng. D nghi gidi trinh hoat ddng kiém nghiém san pham.
112 |S.C. Swisscaps Str. Carol I nr.20, Comuna |044/2021/R _[National Agency for Céng ty TNHH Dugc Giai trinh:
Romania S.R.L. Cornu, Judet Prahova, cod (O S [Medicines and Medical |pham DOHA + Tai so d6 t6ng quét phu luc 6 c6 building C5, C6, nhung khéng thé hién Building C12 (khu déng géi) va building P (kho) nhw ndi dung néu tai GCN
postal 107180, Romania : Devices (NAMMD), GMP.
; Romania + Tai muc 4.1 ho so téng thé chi mé ta viéc san xuat tai Building C6 (Section Step Extindere), khdng dé cap t&i viéc san xut tai Building C5 (Section
o Step 1) nhu n6i dung néu tai GCN GMP.
113 |KRKA, d.d., Novo |Smarjeska cesta 6, Novo [401-5/2021- Agency for medicinal Cong ty TNHH Dugc D& nghj cong ty bd sung gidy chirng nhan GMP cap nhat dwoc hop phap héa theo quy dinh
Mesto mesto, 8501, Slovenia 5 o products and medical pham NhAT Anh; Cong ty
(* Cach ghi khac: S |devices of the Republic |TNHH Thuong Mai Nam
Smarjeska cesta 6, Novo S of Slovenia poéng
mesto, SI-8501, Slovenia) g
114 [L.B.S Laboratory [602 Soi Panichanant, 1-2-07-17- ~ |Thai Food and Drug L.B.S Laboratory Limited [C8ng ty d& nghi cng b8 lan dau dép ing GMP
Limited Sukhumvit 71 Road, 18-00054 S |Administration, Thailand |Partnership Co s& cong b6 1 nha may ky don dé nghi va ndp ho so, dé nghi co s& ndp hd so ding ky khéng cé Gy quyén va khéng cé du tu cach phap nhan tai
Partnership Khlong Tan Nuea, E Viét Nam theo quy dinh
Watthana, Bangkok E
10110, Thailand ~
115 |ILKO ILAC SAN. 3. Organize Sanayi Bolgesi |MT/030HW/ Medicines Authority of [Céng ty c6 phan Duoc Gidy chirng nhan GMP nuwéc s& tai d3 hét hiéu lwc, cong ty cé ndp gidy chirng nhan GMP do Thé Nhi Ky cAp mdi c6 chirng thyc va hgp phép héa
VETIC. A.S (hogc 0OSB), Buyuk 2021 Malta (MAM) pham Vipharco lanh s, chua cé bao céo thanh tra twong &ng véi gidy chirng nhan GMP nudic sé tai da cap dé danh gia.
(Cach ghi khac: Kayacik Mah. Kuddusi
ILKO ILAC SANAYI [Cad., 23.Sok. No:1,
VE TICARET A.S) [Selcuklu, Konya, Turkey bS]
(céch ghi khéc: 3. S
Organize Sanayi Bolgesi 8.
(ho3c OSB), Kuddusi Cad., DN
23.Sok. No:1, Selcuklu,
Konya, Turkey)
116 |Drogsan llaclari |Esenboga Merkez Mah.  [TR/GMP/20 Turkish Medicines and  |Céng ty TNHH Dugc *Pé nghj bé sung bao cdo thanh tra twong (rng véi chirng nhan GMP dugc cp s6: TR/GMP/2022/11 cho dot danh gid tir 01-05/11/2021, theo dia
San. Ve Tic. A.S. [Cubuk CAD. No:31 Cubuk -|22/11 Q  |Medical Devices Agency pham Doha chi email cia Phong Quan ly chat lwgng thudc - Cuc Quan ly Dugc: glchatluongthuoc.qld@moh.gov.vn
Ankara, Turkey 8. (TMMDA) * Gidi trinh layout cho pham vi phong bao phim/bao duwdng trong khu vire san xuat Vién sui:
S - Phong bao phim 14 S-031, Phong san xuit vién nén sdi 1a S-019 (granulation room-1, phong c8m 1), S-020 1a phong trén, va S-025 |3 phong déng
8 g6i (theo layout méi PLN-S-01: san xuat thuSc dang rén): Layoy nhd mo, khong nhin rd s6 phong san xuat va khu vire san xuét. D& nghi bo sung
117 [Recordati llag Cerkezkoy Organize TR/GMP/20 Turkish Pharmaceutical |Congty TNHH Duoc Pé nghi b6 sung bao cdo thanh tra twong tng vdi gidy chirng nhan GMP, dwoc hop phap héa lanh su.
San.VeTic. A.S |Sanayi Bolgesi, Karaagag [22/300 '  |and Medical Devices pham Nhat Anh
Mah. Atatiirk Caddesi No: 8 Agency
36 Kapakli/Tekirdag, 3
Turkey S
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118 |Corixa Corp. 325 North Bridge Street, [BE/GMP/20 Federal Agency for VPDD GlaxoSmithKline Chua dat:
Marietta, PA, 17547- 23/080 " Medicines and Health Pte Ltd tai TP H6 Chi Minh |- Co' s& ndp GCN GMP |3 ban in tir Eudra, trén gidy c6 ghi chit "Draft", cé chi ki dién t&r nhwng khéng rd chirc danh clia ngudi ki, khong cé dau cta
1134, United States S [Products (FAMHP), co quan cap GCN. Tén ngudi ki dién tlr va tén phia dudi cling khong théng nhat. Dé nghi b sung GCN GMP véi day dd chir ki va ddu cla co quan
E Belgium c&p GCN duoc cdng chirng va hop phap héa lanh sy theo quy dinh.
; - Tén va dia chi co s& san xuat trén GMP khac v&i tén va dia chi co s& san xuat d3 dugc cdng bd, dé nghi cung cap xac nhan clia co quan quan ly
o duwoc s& tai vé viéc thay d6i tén va cach ghi dia chi (bdn chinh hodc ban sao cé chirng thuc, dugc hop phap héa lanh sy theo quy dinh)
119 |Corixa 325 North Bridge Street, [FEI: ~ United States Food and |VPDD GlaxoSmithKline Tén co s& san xuat trén GMP (Corixa Corp.) khac véi tén co s& san xuat da duogc cong bé (Corixa Corporation d/b/a Glaxo Smith Kline Vaccines), dé
Corporation Marietta, Pennsylvania 3007726770 & |Drug Administration Pte Ltd tai TP H6 Chi Minh [nghi cung c&p xac nhan cla co quan quan ly dugc s tai vé viéc thay d6i tén co s& san xuat (ban chinh hodc ban sao cé chirng thye, dwoc hop phap
(PA) 17547, United States |(Bao cao : (U.S. FDA) héa lanh sy theo quy dinh)
(USA) thanh tra) 3
o~
120 |Bristol-Myers State Road n° 3, Km 77.5, |FEl 2623458 United States Food and  |V&n phong Dai dién Céng B8 sung gidy xac nhan cla co quan quan ly dugc My vé thei han hiéu lwc GMP dé cong b6 (Bdo cdo thanh tra ndp tai hd so dd quéd 03 ndm tai thoi
Squibb Humacao, Puerto Rico, Drug Administration ty Pfizer (Thailand) Ltd., |diém ndp hd so).
Manufacturing 00791, United States (U.S. FDA) tai Viét Nam
Company IS4
Unlimited g
Company (hodc S
Bristol-Myers 3
Squibb
Manufacturing
Company)
121 |AstraZeneca 587 Old Baltimore Pike,  |FEl: o |United States Food and |Céng ty TNHH Dugc Co s& dd duoc cdng bd tai dot 35 (IDCC s6 :2985)
Pharmaceuticals [Newark, DE 19702, USA  |2517100 § Drug Administration pham va TTBYT Hoang
LP g‘ (U.S. FDA) Plrc
3
122 |Piramal Critical ~ |3950 Schelden Circle, 2WMG- United States Food and |VPDD Novapri Lifescience |Gii trinh: - CoPP ndp tai ho so thé hién san pham khang lwu hanh tai My, thé hién co s& san xuat la PCC, USA, khéc véi thong tin trén bao céo thanh
Care, Inc. Bethlehem, PA 18017 NHWK Drug Administration PVT LTD tai TP. H6 Chi tra (tai bdo cdo thanh tra, PCC, USA chi déng, déng géi, dan nhan, san phadm dugc san xuat bulk APl va déng, déng géi thanh thanh phdm lwu hanh
United States of America [Bdo cdo Q  |(U.S.FDA) Minh trén thé gidi ngoai My tai PCC, India)
thanh 8'
tra:FEl: o
1000135935| @
(Elend
27/9/2023)
123 [Piramal Critical ~ [3950 Schelden Circle, UP6G-Z6RC United States Food and |VPDD Novapri Lifescience |Gidi trinh: - CoPP ndp tai ho so thé hién san pham khang lwu hanh tai My, thé hién co s& san xuat la PCC, USA, khéc véi thong tin trén bao céo thanh
Care, Inc. Bethlehem, PA 18017 Bao cdo ~ |Drug Administration PVT LTD tai TP. H6 Chi tra (PCC, USA chi déng, déng géi, ddn nhin, sdn pham dwoc san xuat bulk APl va déng, déng géi thanh thanh pham lwu hanh trén thé gidi ngoai My
United States of America |[thanh S  [(U.S.FDA) Minh tai PCC, India)
tra:FEI: a
1000135935 | 3
(El end: «
27/9/2023)
124 |Eli Lilly and Lilly Corporate Center, FAY3-GC9B United States Food and [VPDD DKSH Singapore P& nghj cong ty b8 sung céc ndi dung sau:
Company Indianapolis, Indiana (IN) @ |Drug Administration Pte Ltd -Ban chup man hinh théng tin tai Website Drug Establishments Current Registration Site (fda.gov) (Gidy phép san xu&t clia Hoa ky).
46285, United State (USA) 8. (U.S. FDA) -Ban chyp man hinh théng tin tra clru tai Website FDA Dashboards - Inspections
3] - Bo cao thanh tra GMP: Dé nghi giai trinh vé viéc théng tin vé Dia chi co s& san xu4t trén Bao cdo thanh tra GMP khéng théng nhat véi dia chi co
S s& san xuat dé nghi cong bé.
125 ([Catalent Indiana, |1300 South Patterson 30628 Health Products VPDD Cong ty TNHH GMP d3 nop chi 1a ban in tir EudraGMP chuwa HPHLS. Dé nghi b8 sung gidy chirng nhan dwoc sao chirng thuc theo quy dinh (hgp phap héa lanh sy,
LLC Drive, Bloomington, IN - Regulatory Authority Johnson & Johnson (Viét [cong chirng ...).
47403, United States S |(HPRA), Ireland Nam) B& sung SMF day da céc phu luc theo hwéng dan ctia WHO-GMP/PICs-GMP/EU-GMP, trong d6:
3 + S0 d6 nha xwdng ban in rd rang thé hién tirng khu vyrc san xuét (tén phong, cap sach, chénh ap ...).
g + Danh muc cac nha san xuat va co s& kiém nghiém theo hgp dong .
- +S0 dd hé théng xi¥ Iy nudr.
+ Danh muc cac thiét bi san xuat va kiém nghiém chinh.
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126 |Baxter 927 South Curry Pike, FEI: " United States Food and  |Pfizer (Vietnam) Limited [D& nghi:
Pharmaceutical  [Bloomington, 47403 1000115571 & [Drug Administration Company 1. B8 sung thu Oy quyén cla co s& san xuat cho cdng ty ndp hd so dé nghi cong bé.
Solutions LLC (hodc IN-47403 hodc iy (U.S. FDA) 2. Bao cdo thanh tra khdng néu cu thé dang bao ché Bot pha tiém nhu dang bao ché cla thudc Cresemba cong ty dé nghi bd sung trong pham vi
Indiana 47403), United ,O¢ cong b8 dang bao ché cla thudc, dé nghi xem lai.
States. -
127 [C.B. Fleet 4615 Murray Pl,, FEI: « |United States Food and |Céng ty TNHH Canh Clra |B6 sung bao céo thanh tra gan nhat dugc hop phap héa theo quy dinh dé xem xét (theo tra clru trén website clia co quan quan ly Dugc Hoa ky,
Company, Inc., Lynchburg, VA 24502, USA|1111503 § Drug Administration Viét hién Céng ty da duwoc kiém tra méi vao 01/2023)
5 |Us.Foa)
3
128 |Packaging 3001 Red Lion Road, BE/GMP/20 Federal Agency for VPDD Céng ty TNHH Pé nghi thyc hién thi tuc cong b dap (rng GMP nuwérc s& tai dé cong bb dép tng EU-GMP.
Coordinators LLC |Philadelphia, 19/009 Medicines and Health  [Johnson & Johnson (Viét [GMP da ndp chi 13 ban in tlr EudraGMP chwa HPHLS. Tai thoi diém céng b8, gidy chirng nhan GMP d3 hét han hiéu lyc. Dé nghij bd sung gidy chirng
Pennsylvania, 19114, o Products (FAMHP), Nam) nhan GMP cap nhat, dugc sao chirng thyc theo quy dinh (hgp phap héa lanh sy, cong chirng ...).
United States 3 [Belgium P& nghi b6 sung SMF clia co s& dé nghi cong bé véi day dd cac phu luc theo hudng din cia WHO-GMP/PICs-GMP/EU-GMP, trong d6:
3 + S0 d6 nha xwdng ban in rd rang thé hién tirng khu virc san xuat (tén phong, cap sach, chénh ap ...).
2 + Danh muc cac nha san xuat va co s& kiém nghiém theo hgp déng .
- +S0 dd hé théng xt Iy nudrc.
+ Danh muc cac thiét bi san xuat va kiém nghiém chinh.
129 [Patheon 2110 E Galbraith Rd FEI: United States Food and [Cong ty TNHH Dia chi nha mdy trén Bdo cdo thanh chuwa thdng nhat véi dia chi nha may trén CPP, dé nghi giai trinh.
Pharmaceuticals [Cincinnati, OH 45237- 1510437 @ Drug Administration AstraZeneca Viét Nam - SMF:
Inc. 1625, USA 8 + Danh muc san pham: SMF cé chi ddn danh muc san pham lai Appendix 2, nhiwng Appendix 2: khong cé thong tin, dé nghi bs sung.
<olr +D8& nghj b8 sung: So d6 téng thé clia khu virc sdn xuit, so d6 chénh ap, so dd phan cap sach va duong di con ngudi va nguyeén liéu - cac so d6 da
N ndp bi v& nét, qua nhd, khéng nhin thay s& phong va chirc ndng clia tirng phong. Cung cdp so d6 xU Iy nwdc do qud nhd va mo.
130 [Grand River 140 Front Avenue SW, NL/H Health and Youth Care  [VPDD Céng ty TNHH D& nghi thyrc hién thi tuc cdng b dap ing GMP nuérc s& tai dé cdng bs dap tng EU-GMP.
Aseptic Grand Rapids, MI 49504- |21/2027954 Inspectorate - Johnson & Johnson (Viét [GMP d3 ndp chi 13 ban in tir EudraGMP chwa HPHLS. D& nghi b6 sung gidy chirng nhan duoc sao chirng thyc theo quy dinh (hop phép héa lanh sy,
Manufacturing 6426, United States Pharmaceutical Affairs, [Nam) cong ching ...).
< |Netherlands Coéng ty ndp SMF cla Grand River Aseptic Manufacturing (837 Godfey Avenue va 524 Butterworth) — khéng phai co s& san xuat dé nghj cong bé. Dé
g. nghi bé sung SMF clia co s& d& nghi cong b véi ddy da céc phu luc theo huéng dan ctia WHO-GMP/PICs-GMP/EU-GMP, trong dé:
S + S0 d6 nha xwdng ban in rd rang thé hién tirng khu vurc san xuat (tén phong, cap sach, chénh ap ...).
3 + Danh muyc cac nha san xu&t va co s& kiém nghiém theo hop dong .
+S0 d6 hé théng xir ly nwdc.
+ Danh muyc cac thiét bj san xu4t va kiém nghiém chinh.
131 [Sharp Keebler Way 7451, DE_BY_05_ Goverment of Upper VPDD Céng ty TNHH D& nghj cong ty thuc hién tha tuc cong bd dép (rng GMP nuéc sé tai dé cong bé dap (ng EU-GMP.
Corporation Allentown, PA 18106, GMP_2017_| _ |Franconia, Germany Johnson & Johnson (Viét [GMP d3 ndp chi 13 ban in tir EudraGMP chwa HPHLS. Tai thoi diém cdng b8, gidy chirng nhan GMP d3 hét han hiéu lyc. Dé nghi b6 sung gidy chirng
United States 1040 a Nam) nhan GMP cdp nhat, dugc sao chirng thuc theo quy dinh (hop phdp héa lanh s, cong chirng ...).
E Pé nghi b6 sung cac phu luc ctia SMF:
E +S0 d0 nha xudng ban in rd rang thé hién tirng khu virc sdn xuat (tén phong, cap sach, chénh 4p ...).
e +S0 dd hé théng xt Iy nudrc.
+ Gidy phép san xudt, danh muyc san pham
132 |Aspen SVP 8B Gibaud Road, Korsten, [2021/HPF/P National Agency For The [VPDD Céng ty TNHH D& nghj thire hién thl tuc cdng bé dap tng GMP nudc s& tai dé cong b dép ing EU-GMP.
Port Elisabeth, 6020, T/002/evd Safety Of Medicine and |Johnson & Johnson (Viét |Tai thoi diém cong bé, gidy chirng nhan EU-GMP d3 hét han hiéu lyc. Dé nghi b6 sung gidy chirng nhan cip nhat, va bao cao thanh tra twong tng
South Africa Health Products, France [Nam) clia Co quan quan ly cé thdm quyén, duoc sao chirng thyc theo quy dinh (hop phép héa lanh sy, cong chirng ...).
< BS sung SMF day da céc phu luc theo hwéng dan ctia WHO-GMP/PICs-GMP/EU-GMP, trong d6:
8] +S0 d0 nha xudng ban in rd rang thé hién tirng khu virc sdn xudt (tén phong, cap sach, chénh ép ...).
8] + Danh muc cac nha san xuat va co s& kiém nghiém theo hgp dong .
5 + S0 dd hé théng x& ly nudc.
+ Danh muc cac thiét bi san xuat va kiém nghiém chinh.
- B6 sung Danh muyc céc dot kiém tra trong 3 ndm, Bo cdo ra soat chat lugng dinh ky trong vong 3 ndm cho tat ca céc dang bao ché vo trung.

Danh sach co s& can b6 sung, gidi trinh

Trang 18 /18

Dot 36





