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V/v cong bé két qua danh gia dép img
GMP cua co s¢ san xuat nudc ngoai

(Dot 30)
Kinh gui:
- S& Y té cac tinh, thanh phd truc thuge Trung wong;
- Céac co so dang ky, san xuat, kinh doanh thudc nude ngoai.

Can cir Nghi dinh 54/2017/ND-CP ngay 08 thang 5 ndm 2017 cua Chinh phu
quy dinh chi tiét mét s6 diéu va bién phap thi hanh Luét Dugc;

Can cir Nghi dinh 155/2018/ND-CP ngay 12 thang 11 nam 2018 cua Chinh
phit sira d6i, bo sung mot sé quy dinh lién ‘quan dén diéu kién dau tu kinh doanh
thudc pham vi quan 1y nha nude cia By Y té;

Cin ctr Thong tur s6 35/2018/TT-BYT ngay 22/11/2018 cua Bj truémg Bo Y
té quy dinh vé Thuc hanh tét san xuét thudc, nguyén liéu lam thude;

Can cir Thong tu s6 12/2022/TT-BYT ngay 21/11/2022 cua B truong Bo Y
té sira doi, bé sung va bai bo mét so Diéu cua Thong tu ) 35/2018/TT-BYT ngay
22/11/2018 cua Bo truong Bo Y té quy dinh vé Thyuc hanh tot san xuat thudc,
nguyén liéu 1am thude,

Cuc Quan 1y Dugc thong bao:

1. Két qua danh gia dap tng thuc hanh tot san xuét cua co s& san xuat thude,
nguyén liéu lam thudc tai nude ngoai (GMP) - Dot 30 tai:

- Phu luc 1: Danh sich co s& san xuét thude, nguyén li¢u lam thude tai nude
ngoai dap ung Thuyc hanh tdt san xuat thuée (GMP) - Dot 30;

- Phu luc 2: Danh sach co s& san xuat thude, nguyén li¢u lam thude tai nude
ngoai dap (mg Thyuc hanh tét san xuat thuoe (GMP) duogc diéu chinh ndi dung da
cong bo tir Dot 1 dén Dot 29;

- Phu lyc 3: Danh sich hé so dé nghi danh gia dap (mg GMP cua céc co so
san xuat thudc, nguyén liéu lam thude can b sung, giai trinh - Dot 30;

Céc doanh nghiép can cir ndi dung can bd sung, giai trinh tai danh sach trén
dé giri van thu bo sung, giai trinh vé Cuc Quan 1y Duge dé tiép tuc duge xem xét,
cong bo.

2. Céc Phu luc 1, Phu luc 2, Phu luc 3 trén va Danh sach cap nhat cac co s¢
san xuat thude, nguyén liéu lam thude tai nude ngoai dap img Thuc hanh tot san
xuat thude (GMP) tir Bot 1 dén Pot 30 duoc dang tai trén trang thong tin dién tur
cua Cuc Quan ly Dugc - http://dav.gov.vn - Muc Thyuc hanh tot GXP. Céac danh
sach duge cong b theo dinh dang PDF va Excel dé cic co so thudn lgi trong tra
clru. S&' Y té cac tinh, thanh phé tryc thuge Trung uong, cic co so y té cong lap sur
dung cac danh sach tai Phy luc 1 va Phu luc 2 cua cac dot cong bo dé xét cac 201
thau thude theo ding quy dinh cua Thong tu 15/2019/TT-BYT cua B truong B Y



té vé huéng din dau thau thudc tai cac co so y té va cac quy dinh cua Luat Pau
thau.

3. Co s& san xuat, dang ky, kinh doanh thuéc khi nop hé so dé nghi danh gia
dap tmg GMP cia co so san xuat thudc, nguyén liéu lam thude tai nudc ngoai theo
quy dinh tai Nghi dinh s6 54/2017/ND-CP, ndp kém thém cac Gidy chimg nhén
GMP, Bao céo thanh tra theo tiéu chuan EU-GMP, PIC/s-GMP hoic tuong duong
(néu c6) dé duoc danh gié cong bo dap tmg céc tiéu chuan nay.

Cac co s& san xuat, ding ky, kinh doanh thudc da nop ho so dé nghi danh gia
dap img GMP cua co s& san xuat thudc, nguyén liéu lam thudc tai nudc ngoai dé
dang ky thudc, nguyén liéu lam thudc hodc dé phan nhom thude theo céc tiéu chi
ky thuat quy dinh trong Thong tu 15/2019/TT-BYT ngay 11/7/2019 cua B¢ truong
Bo Y té quy dinh viéc dau thau thudc tai cic co so y té cong lap; Thong tu
06/2023/TT-BYT ngay 12/3/2023 cua Bo truong B Y té sira doi, bo sung mot 50
diéu cia Thong tw 15/2019/TT-BYT ngay 11/7/2019 quy dinh viéc dau thau thude
tai cac co sy té cong lap nhtrng chua dugc cong bé trong dot nay, Cuc Quan ly
Dugc dang tién hanh danh gia va sé tiép tuc cong bd trong nhimg dot tiép theo.

Cac co s& san xuat, dang ky, kinh doanh thudc phai ra soat, kip thoi cap nhat
tinh trang dap tmg GMP cua co s¢ san xuat thuoc nguyén liéu lam thude nudc
ngoai theo ding quy dinh tai diém d, khoan 1 Diéu 100 Nghi dinh s0 54/2017/ND-
CP ngay 08/5/2017; lwu ¥ dbi véi cac co so san xudt nudc ngoa1 c6 Gidy chimg
nhan GMP dugc gia han hi¢u luc theo chinh sach trong giai doan dich Covid-19
cua co quan quan ly dugc cac nudc.

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

Nﬁh nhn: KT. CUC TRUONG
- Nhur trén; A i

- Cuc truong Vi Tuan Cudng (dé b/c); . _PHO cuc TRUONG
- Cuc Quan Y - B Qudc phong; “ .

- Cuc Y té - Bo Cong an;

- Cuc Y té GTVT - B Giao thong vin tai;
- Cac bénh vién tryc thude Bo Y té;

- Website Cuc Quan ly Dugc;

- Phong Ping ky thudc, Quan Iy gia thude (dé phop); N\ +> A 4 .

’ Lu:n%fralégl_ky R °_/"”7Fa Manh Hung
UBND TINH PHU YEN : c

\ ) SAO Y BAN CHINH
SOYTE

sé 75 /SY-SYT Pha Yén, ngay 26 thang 9 nam 2023
Noi nhan: TL.GIAM POC
- Céc co s6 kham, chita bénh (t/hién); KT CHANH VAN PHONG
- Trang TTDT S6' Y t€; PHE-EHANH VAN PHONG
- Luu: VT, NVD(U). Za RRCH N




Phu lucl

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

Pot 30
( Kémtheo cong vansé 9468 /QLD-CLngay 21 /09 /2023 cta Cuc Qudn Iy Duoc)
. 2 o & e o | NGAY
ID TEN CO’ SO’ SAN 2 z A NGUYEN | GIAY CH. [NGAY s e
> < A ~ HET
STT cc ID CT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CcAp e CO’' QUAN CAP
1 |2514| AT- |Takeda IndustriestraRe 67, 1221  [* Thudc'vo trung: Xuat xudng thudc vé trung. EU-GMP |INS-480001- o " Federal Office for Safety
002 |Manufacturing Wien (hodc Vienna), * ThuSc vo khdng vo trung: Xuat xudng thudc khéng vé trung. 101444445- S S [in Health Care, Austria
Austria AG Austria. * Thudc sinh hoc: 17977351 E ;
+ Xudt xwdng thudc sinh hoc: Ché pham tir mau; thudc mién dich; thudc cong nghé sinh hoc; ché pham diéu trj gen; thudc chiét xuat tir nguoi (1/10) g g
hodc dong vat.
2 | 2515( AT- |Fresenius Kabi Am Gewerbepark 6, 8402 |* Déng géi thi cap. EU-GMP |INS-482159- 0 n |Federal Office for Safety
007 |Austria GmbH Werndorf, Austria * Kiém tra chat lwgng: Héa hoc/Vat ly. 102064181- § § in Health Care, Austria
18270695 ] @
- -
o~ o
3 |[2516| AT- |Takeda IndustriestraRe 72, 1221  |* Thudc vé trung: EU-GMP |INS-483035- " < Federal Office for Safety
024 |Manufacturing Wien (hodc Vienna), + Thudc sdn xuat vo trung: Dung dich thé tich I&n; dung dich thé tich nho; 101444614- S S |in Health Care, Austria
Austria AG Austria * Thudc sinh hoc: Ché pham tir mau; thudc mién dich; thudc cong nghé sinh hoc; ché phdm diéu tri gen; thudc chiét xuat tir nguoi hodc dong vat; 18001723 2 2
2 2 2 . . s . . s —
san pham khac: sdn phdm trung gian Albumin trudc khi déng goéi. 2 &
* Khac: san phdm trung gian Aprotinin téng hop trudc khi déng goi. o ”
4 [2517| AT- |Takeda Lange Allee 24, 1221 * Thu6c vé trung: EU-GMP |[INS-483039- Federal Office for Safety
026 |Manufacturing Wien (hodc Vienna), + Thuc san xudt vd trung: thudc déng khd; dung dich thé tich nho; 101444459- 0 1 |in Health Care, Austria
Austria AG Austria * Thudc sinh hoc: Ché pham tir mau; thudc mié&n dich; thudc cdng nghé sinh hoc; ché pham diéu trj gen; thudc chiét xuat tir ngudi hodc dong vat. 18001154 8. 8.
* Péng goi: Dong goi thir cap. (2/10) 8[ 8
* Kiém tra chat lugng: Vi sinh (khéng vé trung); Hoa hoc/vat ly; Sinh hoc. N 3
5 |[2518| AU- |Hospira Australia |Dia chi sanxudt: 1-5,7-  |* Thudc vé tring: thudc tiém (bao gdm ca thudc chira chat doc t& bao); thudc hit. Twong  [MI-2023-LI- Therapeutic Goods
001 |Pty Ltd 23 and 25-39 Lexia Place, [* Xuat xwéng: thudc vo trung va khéng vé tring. duong EU-[01030-1 - »  |Administration (TGA),
Mulgrave Vic 3170, GMP S S |Australia
. (oY) (Y]
Australia. S‘ :‘
Dia chi bao quan: 2-10 m‘ 2&
Lexia Place Mulgrave Vic
3170, Australia.
6 |[2519| AU- [AstraZeneca Pty [10-14 Khartoum Road, * Thudc vo trung: HAn dich khi dung dung dé hit. Tuong |MI-2023-LI- P \n |Therapeutic Goods
004 (Ltd NORTH RYDE, NSW 2113, duong EU-|06852-1 § § Administration (TGA),
Australia GMP ) S  |Australia
i o
o —
7 |2520| AU- |Bridgewest Perth |15 Brodie Hall Drive * Thudc vé trung: Dung dich tiém (bao gdm ca thudc chira chat doc té bao); dung dich tiém truyén; dung dich hit; dung dich rira vét thuwong; Dang | Tuong |MI-2023-LI- Therapeutic Goods
007 [Pharma Pty Ltd Technology Park, Bentley |bao ché ban ran (thudc kem, gel, m&); duong EU- (08889-1 Administration (TGA),
(Tén da cong bd:  |WA 6102, Australia * Thudc khong vé tring: Dung dich udng; dang bao ché ban rén (thubc kem, gel, m&). GMP - < Australia
Pfizer (Perth) Pty |(* Céch ghi khac: § §
Ltd) Technology Park, 15 g 8‘
Brodie Hall Drive, Bentley 8‘ d
WA 6102, Australia)
8 |[2521| AU- |Australian Building 23, New lllawarra [San xuat thu&c phéng xa va chat phéng xa: Twong  [MI-2023-LI- - - Therapeutic Goods
015 |Nuclear Science  |Road, LUCAS HEIGHTS * Thudc vé trung: Thudc tiém. duong EU-[01646-1 2] S [Administration (TGA),
and Technology ~ |NSW 2234, Australia * ThuSc khéng vo tring: Vién nang cirng; thudc udng dang long. GMP E z Australia
Organisation T/A * Nguyén liéu API v6 trung va khéng vo trung. g g
ANSTO
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D TEN CO' SO’ SAN . . - NGUYEN | GIAYCH. |ncAy |NOAY .
STT cc ID CT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CcAp :iTN CO’' QUAN CAP
9 |[2522]| BD- |The Acme Dhulivita, Dhamrai, Vién nén (tran, bao, phan tan, nhai, kiém soat giai phdng, tan trong miéng, dudi ludi, dit); vién nang (gelatin cing, gelatin mém, gidi phdng bién  [WHO-GMP [DA/6- ~ < Drug Administration,
008 |Laboratories Dhaka, Bangladesh déi); 18/99/1419 2] S [Bangladesh
Limited Siro, dung dich udng, hdn dichludng, nhii dich udng, bot pha hdn dich udng, bt pha dung dich udng, gel ung, kem, m&, gel diing ngoai, lotion 1 3 z
dung ngoai, vién dat; 2 3
Thudc vé trung san xuatvo trung: dung dich thé tich nhé. o -
10 | 2523 BE- [Organon Heist Industriepark 30, Heist-op-|* Thuéc vé trung EU-GMP [BE/GMP/20 Federal Agency for
001 |B.V. (Tén cii: den-Berg, 2220, Belgium |- Thudc tiét tring cudi; dung dich/hdn dich thudc tiém thé tich nhd 23/011 Medicines and Health
Schering - Plough |(Céch ghi khac: - Xuat xuweng 16 Products (FAMHP),
Labo NV (N.V)) Industriepark 30, B- 2220, |* Thuéc khéng vé trung: - © Belgium
Heist-op-den-Berg, ~Thudc udng dang Idng; thudc dung ngoai dang 1dng; thudc ban ran; vién nén, vién nén bao phim. S S
Belgium) - Xuat xwang 16. a b
*Chirng nhan 16 thudc sinh hoc: thudc cong nghé sinh hoc i 3
* Kiém tra chat lugng © «
* Déng goi so cap: cac dang bao ché trén bao gdm ca vién nang clng.
* Péng goi thr cap (bao gdm ca sdn pham: vién nang cirng Temodal (Temozolomide 5mg; 20mg; 100mg; 140mg; 180mg; 250mg), tén tai Viét
Nam: Temodal Capsule).
11 |[2524| BE- |Laboratoria Rijksweg 9, Bornem, *Thudc khdng vé trung: vién nang crng, thudc 1dng dung ngoai, thudc 1dng dung trong, dang bao ché ran khac (thudc bot), thudc bén rén, vién nén | EU-GMP |BE/GMP/20 Federal Agency for
019 [Qualiphar'NV 2880, Belgium -Xuat xuwdng 16 20/112 Medicines and Health
(afgekort *San pham khac: thudc duoc liéu ] @ |Products (FAMHP),
Qualiphar) *Péng goi so cap: vién nang clng, thudc 1dng diing ngoai, thudc 16ng dung trong, dang bao ché rén khac (thudc bot), thudc ban rén, vién nén 8. 8. Belgium
*Pong goi thir cap B q
*Kiém tra chat luwgng: Vi sinh (khdng vé trung), Héa/Ly S S
12 | 2525| CA- |Genvion 500 Camiel System Street |* ThuSc khdng vé trung: vién nén, vién nén bao phim, vién nang cing Canada- (80903 " < Health Products
013 |Corporation Winnipeg, Manitoba, GMP g S |Compliance Directorate,
Canada, R2J 4K2 (twong S S Canada
duong EU- 3 3
GMP) ~ ~
13 |[2526( CA- |PClPharma 1 Rimini Mews Péng goi, dan nhan: vién nang, dung dich, hdn dich, vién nén Canada- [82525 " < Health Products
014 (Services Canada |Mississauga, Ontario GMP S S [Compliance Directorate,
Inc. Canada, L5N 4K1 (twong E E Canada
duong EU- g g
GMP)
14 | 2527| CY- [Medochemie Agios Athanassios * Thudc khéng vé trung: Vién nang cirng; vién nén; vién nén giai phéng thay déi; vién nén khang dich vi; vién nén bao phim. EU-GMP |MEDZA/202 ~ " Pharmaceutical Services
011 |Limited (Factory |Industrial Area, Michail * Pong goi: 2/001 = S |- Ministry of Health,
AZ) Irakleous 2, Agios +Dong gdi so cap: Vién nang clrng; vién nén; vién nén gidi phong thay déi; vién nén khéang dich vi; vién nén bao phim. E g Cyprus
Athanassios, Limassol, +Dong gdi thir cap. < &
4101, Cyprus * Kiém tra chat lugng (khdng vé trung, Hoa hoc/Vat ly). ~ o
15 |2528| Cz- [Ferring - Lé¢iva K Rybniku 475, 252 42 * Xuat xudng 16 thubc vé trung. EU-GMP [sukls275/20 State Institute for Drug
004 (a.s. Jesenice u Prahy, Czech * ThuSc khéng vo trung: 22 Control, Czech Republic
+ Thudc dung ngoai dang 16ng (bao gdm hdn dich thut tryc trang) N 0
+ Xudt xudng 16. 8. 8.
* Pong goi: 3 S
+Déng gbi so cap: thube dung ngoai dang ldng 3 X
+Déng gdi thir cap
* Kiém tra chat lwgng: Héa/Ly
16 |2529| Cz- [PRO.MED.CS Teléska 377/1, 140 00 * Xuat xudng 16 thubc vé trung. EU-GMP |[sukls11442/ State Institute for Drug
006 (Prahaa.s. Praha 4 - Michle, Czech * ThuSc khéng vo trung: 2022 ~ " Control, Czech Republic
Republic + Vién nang crng; Vién nén, vién nén bao phim; Thudc bot. § §
+ Xudt xudng 16 bao gdbm thudc dung trong dang 16ng, thudc dan va thudc bét. 0y &
* Pong goi cap 1: Vién nang clirng; Vién nén, vién nén bao phim. ; g
* Péng goi cap 2.
* Kiém tra chat lugng: Vi sinh: Khong vé trung; Héa hoc/Vat ly.
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D TEN CO' SO SAN . . " NGUYEN | GIAY CH. |NGAy |NGAY _
STT cc ID CT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CcAp :i’; CO’' QUAN CAP
17 |2530( DE- [INFAI GmbH An der Kohlenbahn 39, * Péng goi cap 1, cap 2 va xudt xudng 16: EU-GMP [DE_NW_01_| » |Co quan thdm quyén
005 58135 Hagen, Germany + Thudc udng dang I6ng: Gastromotal. GMP_2022_ § § buc
+Thudc bot: Helicobacter testkit, Pancreo-Lip. 0007 8' 5"
5 P
18 | 2531| DE- |Catalent Germany |Steinbeisstr. 1-2, 73614 |* Thudc khéng vé-trling: Vién nén, vién bao phim, vién nang cirng, céc dang thudc rén khéc (thudc cdm, thudc bot, vién tron (globuli), pellets) EU-GMP |DE_BW_01_ Co quan tham quyén
006 [Schorndorf GmbH |Schorndorf, Germany * Pong goi: GMP_2022_ bulrc
+Donggdi cap 1 (bao gdm ca thudc dugc liéu): Bao gdm ca vién nang mém, thudc udng dang 10ng, thudc dung ngoai dang 1dng, thudc ban ran, 0119 ] 0
thugc hit. S | K
+Ddng goi cap 2 8 8[
* Xudt xudng thudc khong vo tring 3 S
* Kiém tra chat lugng: Hoéa ly/vat ly
19 | 2532 DE- [Holopack BahnhofstraBe 18, 74429 |* Thudc vé trung: EU-GMP |DE_BW_01_ Co quan tham quyén
010 [Verpackungstechn |Sulzbach ~Laufen, +Thudc sdn xudt vo trung (nguyén liéu cé tinh nhay cadm cao, Prostaglandins/Cytokines, thuSc ¢rc ché mién dich, Sulphonamides): Dung dich GMP_2022_ buc
ik GmbH Germany thé tich I&n; Dung dich thé tich nhd; Dang bao ché ban rén. 0083
(* Cach ghi khac: *Xudt xwdng thubc san xuat vé trung.
Bahnhofstrasse, 74429 * Thudc khdng vé triing (nguyén liéu cé tinh nhay cadm cao, Prostaglandins/Cytokines, thudc trc ché mién dich, Sulphonamides): Thuéc dung ngoai
Sulzbach - Laufen, dang 16ng; Thudc udng dang 16ng; Dang bao ché ban rén.
Germany) * Xudt xudng thudc khdng vo trung. N 0
* Thudc sinh hoc: Thudc mién dich; Thudc cong nghé sinh hoc; Thudc sinh hoc khac (Vac xin chira mRNA va protein dudi don vi, trir virus séng, 2‘ 2‘
giam ddc, chét; Protein/DNA téi t& hop, enzyme). 8 5"
* Xuit xudng thudce sinh hoc: Thudc mién dich (VAc xin chira mRNA va protein dwéi don vi, trir virus séng, gidm ddc, chét); thudc cdng nghé sinh 3 8
hoc (Protein/DNA tai t6 hgp, enzyme).
* Thudc khac: Thudc dugc liéu; Thudc vi lwgng ddng cén.
* Péng goi so cap: Thudc dung ngoai dang 1dng, thudc udng dang 16ng, dang bao ché ban ran (bao gdm ca thudc cé nguyén liéu cé tinh nhay cdm
cao, Prostaglandins/Cytokines, thudc (rc ché& mi&n dich, Sulphonamides).
* Déng goi thi cap.
* Kiém tra chat lwgng: Vi sinh (Khéng vo trung); Héa hoc/Vat ly; Sinh hoc.
20 |2533| DE- [LTS Lohmann Lohmannstr. 2, 56626 * ThuBc khong vé trung: thudc khung tham; miéng dan ngoai da chira hodc-mén va cac chat cé hoat tinh hodc-mén. EU-GMP |DE_RP_01_ ~ » |Co quan thdm quyén
025 [Therapie - Andernach, Germany GMP_2022_ § § burc
Systeme AG 0029 8' 8'
g | &
21 |2534| DE- [Thymoorgan Schiffgraben 23, 38690 * ThuBc vo trung: EU-GMP |DE_NI_01_G Co quan thdm quyén
042 |Pharmazie GmbH |Goslar, Germany + Thudc san xuat vo trung: thudc 1dng thé tich nhé (chira chat déc té& bao). MP_2022 0 [ - Plrc
(* Cach ghi cii: + Thudc tiét trung cudi: thudc 16ng thé tich nhd (chira chat doc t€ bao). 034 o o
Schiffgraben 23, 38690 + Xudt xudng 6. o | 3
Vienenburg, Germany) * Pong goi: : ‘_ub‘
+Dong gdi cap 2 - ©
* Kiém tra chat lugng.
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D TEN CO' SO’ SAN . . - NGUYEN | GIAYCH. |ncAy |NOAY .
STT cc ID CT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CcAp :i’lb‘l CO’' QUAN CAP
22 | 2535 DE- |Sanofi-Aventis Sanofi-Aventis * ThuGc vé trung: EU-GMP |DE_HE_01_ Co quan thdm quyén
060 |Deutschland Deutschland GmbH, + Thudc sdn xuat vo trung: dung dich thé tich nhé (bao gdm ca chat doc t& bao/chat kim té bao); GMP_2023_ buc
GmbH BriiningstraRe 50, + Thudc tiét trung cudi: dung dich thé tich nho; dung dich thé tich I6n. 0034
Industriepark Hochst, + Xudt xudng.
65926 Frankfurt am Main, |* Thuéc khéng vo triing:
Germany + Thudc duing ngoai dang 16ng; thudc dang rén; thudc ban ran.
+ Xuat xudng. iy n
* Thudc sinh hoc: 8 8
+Thudc mién dich, thuc cdng nghé sinh hoc, san phdm chiét xuat tir nguwdi hodc dong vat, khang thé don dong trung gian, cong nghé sinh hoc <olr 8.
trung gian. 8 Q
+ Xuat xudng: thudc cdng nghé sinh hoc, sdn pham chiét xuat tir ngudi hodc dong vat.
* Pong goi:
+Dong gdi so cap: thudc dung ngoai dang 10ng; thudc ban ran.
+ Déng gdi thir cap.
* Kiém sodt chat luvgng: vi sinh (thudc v trung, khdng vé trung), hda hoc/vat ly, sinh hoc.
23 | 2536| DE- [Medice Medice Arzneimittel * Thudc vo trung: EU-GMP |DE_NW_01_ Co quan thdm quyén
099 |Arzneimittel Piitter GmbH & Co. KG; + Thu8c san xuat vé trung: Dung dich thé tich nhé. GMP_2022_ Purc
Pltter GmbH & Kuhloweg 37, D- 58638 * Thudc khdng vo trling: Vién nang cing; vién nang mém (vién nang mém vé gelatin Nephrotrans); thudc udng dang Idng; dang bao ché ran khac 0008 ] 3
Co. KG Iserlohn, Germany (thudc cdm, pellet); dang bao ché ban rin; vién nén; vién nén bao phim; thudc vi lugng dong cén. 8. 8.
* Xudt xudng 16: Thudc sinh hoc chira Saccharomyces cerevisiae HANSEN (Perenterol); vién nén bao phim Sevelamercarbonat 800mg; bot pha 8 q
hén dich udng Sevelamercarbonat 2.4g. = S
* Dong goi thr cap
* Kiém tra chat lwgng: Vi sinh khéng vo trung; héa hoc/vat ly/ sinh hoc.
24 | 2537| DE- [Aspen Bad Industriestrale 32-36, * ThuBc vo trung san xuit vo trung: dung dich thudc hit thé tich nho; EU-GMP [DE_SH_01_ Co quan thdm quyén
115 [Oldesloe GmbH  [23843 Bad Oldesloe, * Thudc khdng vé trung chira hormon/ chat c6 hoat tinh hormon (khéng bao gdm hormon sinh duc): thudc dung ngoai dang 16ng; thuéc uéng GMP_2022_ < Purc
Germany dang 16ng; thudc ban rén; vién nén; thudc cdm; thudc tan (trituration); 0039 g S
* Xudt xudng 16 thudc vé trung va khéng vé trung; g g
* Péng goi cap 1 thudc khdng vé trung: thudc dung ngoai dang 16ng; thudc udng dang 16ng; thudc ban ran; vién nén; thudc cm; thudc tan L, s
(trituration);
* Déng goi cap 2.
25 | 2538 DE- |Allphamed Pharbil |Hildebrandstr. 10-12; * ThuBc vo trung: xut xwdng 16; EU-GMP |DE_NI_01_G Co quan thdm quyén
116 |Arzneimittel 37081 Géttingen, * Thudc khéng vé trung: vién nang cirng, vién nén; vién nén bao phim; thudc bét; thudc cém. MP_2022_0 Dirc
GmbH Germany * Thudc sinh hoc: xuat xwdng 16 thudc cong nghé sinh hoc; 012 N n
* Thudc duoc lidu. 8 8
* Pong goi: g 8‘
+Dong gdi so cap: vién nang cing, vién nén; vién nén bao phim; thudc bot; thudec cém; Q 3
+Dong gdi thir cap.
* Kiém tra chat lugng (khdng vé trung, Hoa hoc/Vat ly).
26 |2539| DE- [Bayer Bitterfeld |Ortsteil Greppin, * Thudc khong vé trung: Thudc bét, thudc cdm; Vién nén EU-GMP |DE_ST 01_G Co quan thdm quyén
126 |GmbH Salegaster Chaussee 1, + Xuat xwdng thudc khéng vé trung. MP_2021_0 b Y, |Puc
06803 Bitterfeld-Wolfen, |* Déng goi: 027 S S
Germany +Déng gdi so cap: Thudc bot, thuSc c6m; Vién nén B. 8.
+Déng gdi thir cap. 3 b
* Kiém tra chat lugng: Vi sinh (khéng vé khuén); Héa hoc/vat ly.
27 |2540| DE- |Biosyn Eberhardstr. 64, 70736 * Xuat xudng 16: thudc vo trung, thudc khéng vé tring EU-GMP [DE_BW_01_| o < |Coquan thdm quyén
130 |Arzneimittel Fellbach, Germany * Péng goi thir cap GMP_2021_ § § bulrc
GmbH 0130 ’8 g
& 5
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28 |2541| ES- |Laboratorios Gall, 30-36 08950 * ThuGc vo trung: EU-GMP [NCF/2323/0 Co quan thdm quyén
006 |Salvat, SA Esplugues De Llobregat, + Thudc sdn xuat vo trung: Dung dich thé tich nhé. 01/CAT Tay Ban Nha
Spain * Xuat xudng thudc vé trung.
* Thudc khong vé triing: Vién'nang cirng; Vién nén; vién nén bao phim; Thudc dung ngoai dang 16ng; ThuSc udng dang 1dng; Thudc ban ran. ] u
* Xudt xudng thude khong vo trung. 8' 8'
* Péng goi so cap: Vién nang cirng; Vién nén; vién nén bao phim; Thudc dung ngoai dang 16ng; Thudc udng dang 1dng; Thudc ban ran. <olr q.
* Péng githir'cap. & S
* Kiémtra chat lwgng: Héa hoc/Vat ly; Vi sinh (V6 trung; Khong vé trung).
29 |[2542| ES- |Boehringer c/Prat de la Riba, 50 * ThuGc vé trung: EU-GMP |NCF/2305/0 Ministry of Health of
007 [Ingelheim Espana, |08174 Sant Cugat Del; + Thudc tiét trung cudi: Dung dich thé tich nho (dung dich tiém). 01/CAT Government of
SA Valles (Barcelona), Spain. |* ThuSc khdng vé trung: Vién nang cirng; thudc udng dang 1dng. ] o |Catalonia, Spain
(Cach ghi khac: Prat de la S S
Riba, 50 08174 Sant Cugat 5 q.
del; Valles (Barcelona), X -
Spain)
30 |[2543| ES- |Laboratorios Ronda de Valdecarrizo, 6, |* Thudc vo trung (bao gdm ca thudc gay nghién, chat hwéng than): EU-GMP [ES/015HVI/2 Agency for Medicines
019 |Normon, S.A Tres Cantos 28760 + Thudc sdn xuat v trung: Thudc ddng khd; Dung dich thé tich nhd; Thudc cdy ghép va dang rin: thudc bot pha tiém (bao gdm ca chira khang 3 and Health Products
(Madrid) Espana sinh nhém B-Lactam); " " (AEMPS), Spain
(Céch ghi khac: Ronda de + Thudc tiét trung cudi: Dung dich thé tich 1&n; Dung dich thé tich nho; = S
Valdecarrizo, 6, 28760 * ThuSc khdng vé trung (bao gdm ca thudc gay nghién, chat hudng than): Vién nang cirng (bao gdm ca thudc chira khéng sinh nhém B-Lactam); : :
Tres Cantos (Madrid), Thu8c dung ngoai dang 16ng; ThuSc udng dang l6ng; Vién nén va vién nén bao phim (chira khang sinh nhoém B-Lactam, thudc ddc té bao/ thudc 3 :
Spain) kim t& bao, hormon va chét cé hoat tinh hormon, thuéc mién dich); Vién nén, vién nén bao phim, vién nén phan tan; Vién bao khang virut, thuc ~ ©
bt pha hén dich, thudc c6m (bao gdm ca thudc chira khang sinh nhém betalactam)
31 |[2544| ES- |Noucor Health, Avinguda Cami Reial, 51- [* ThuSc khdng vé trung: Vién nang cirng; Vién nén; vién nén bao phim. EU-GMP [NCF/2244/0 Ministry of Health of
034 |S.A. (tén cii: 57, 08184 Palau - Solita i 01/CAT Government of
J.Uriach Y Plegamans (Barcelona), ~ < Catalonia, Spain
Compania SA. Spain. = S
(Cach ghi khac: (Cach ghi khac: Avda Cami S E
J.Uriach and Cia., |Reial, 51-57, 08184 Palau - 2| g
S.A)) Solita i Plegamans ” ©
Barcelona, Spain)
32 | 2545 ES- |Berlimed S.A. C/Francisco Alonso no 7, |* Thudc vé trung: EU-GMP [ES/072HVI/2 Agency for Medicines
045 Poligono Industrial Santa + Thudc tiét trung cudi: Dung dich thé tich 1&n; Dung dich thé tich nhé. 3 and Health Products
Rosa, Alcalé de Henares, |* Xuat xwdng thudc vé trung. (AEMPS), Spain
28806 Madrid Espafia. * ThuSc khong vé trung: Vién nang mém; Thudc dung ngoai dang ldng (bao gdm thudc chira hormon va chat cé hoat tinh hormon); Thudc uéng - ©
(* Cach ghi khac: dang léng. =] S
Francisco Alonso, 7 (Bao gobm thudc chira dugc chat gdy nghién, hudng than) E ;
Poligono Industrial Santa  [* Xuat xwéng thudc khéng vé trung. I ,?
Rosa, 28806 Alcala de * Déng goi so cap: Vién nang mém; ThuSc dung ngoai dang 1dng; Thudc udng dang dng. o °
Henares, Madrid, Spain)  |* Déng géi thir cap.
* Kiém tra chat lwgng: Vi sinh (V6 trung; Khéng vé trung); Héa hoc/Vat ly; Sinh hoc.
33 | 2546 ES- |Laboratorio Avenida Can Bellet 61-65, |* Kiém tra chat lwgng: Vi sinh (v6 trung, khdng v trung); Héa hoc/vat Iy. EU-GMP [ES/061HVI/2| o o |Agency for Medicines
061 |Echevarne, S.A. Sant Cugat del Vallés, 1 § § and Health Products
08174 Barcelona, Spain s S |(AEMPS), Spain
SIS
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34 | 2547 FR- |Laboratoire 1 Rue De L Arquerie, * ThuGc vé trung: EU-GMP |2022_HPF_F ~ < French National Agency
044 |Unither Coutances, 50200, France | + Thudc sdn xuat vo trung: dung dich thé tich nho; thudc dang ban rén. R_161 2] S  |for Medicines and
+ Xuat xudng 16. :‘. g Health Products Safety
* Dong gbi thir cap. iy % |(ansmy
* Kiém tra chat lugng: visinh (vO trung, khong vo trung); Héa hoc/Vat ly; Noi doc t6 vi khuan. e ~
35 | 2548 GB- |SmithKline Clarendon Road, * Thu6c khong vé. triing chira khang sinh nhém Penicillin: Tuong |UKMIA Medicines and
016 |Beecham Ltd T\A |Worthing, BN14 8QH, + Vién nén,vién nén bao phim. duong EU- (10592 Insp Healthcare Products
SmithKline United Kingdom + Xuat xwang 16. GMP  [GMP/GDP Regulatory Agency
Beecham (Cach ghi khac: Clarendon |* Bonggdi: 13431/3922- (MHRA), United
Pharmaceuticals [Road, Worthing, West +Déng gdi so cap: cac thudc khéng vé trung trén. 0041 ~ " Kingdom
(Cach ghi khac: Sussex, BN14 8QH, United | + Ddng gdi thir cap. S S
SmithKline Kingdom) * Kiém tra chat lwgng: Vi sinh (V6 trung, khéng vé trung); Héa hoc/Vat ly. g E
Beecham Limited 3 3
/ SmithKline I
Beecham
Pharmaceuticals)
36 | 2549 IE- |Niche Generics Unit 5 151 Baldoyle * Thu6c khong vo trung: Vién nén EU-GMP (32609/M010| \n |Health Products
017 |Limited Industrial Estate, Dublin [+ Xuat xuwdng 16. 12 § § Regulatory Authority
13, Ireland * Péng goi so cap va thir cap: vién nén s % |(HPRA), Ireland
* Kiém tra chat lwgng: Hoa hoc/Vat ly 2‘ g‘l‘:
37 |2550( IN- |Natco Pharma Pharma Division, Kothur  [* San phdm: WHO-GMP |L.Dis.No: Drugs Control
015 |Limited (CT)(V), Kothur (M), + Vién nén: Abiraterone Acetate tablets 250 mg; Abiraterone Acetate tablets USP 250 mg; Everolimus Tablets 0.25 mg, 0.50 mg, 1 mg; Lapatinib 93414/T15/20 Administration,
Ranga Reddy (Dist.), Tablets 250 mg. 22 Government of
509228 Telangana State, [+ Vién nang: Alectinib capsules 150 mg. Telangana, India
India + Vién nén bao phim: Apixaban tablets; Apixaban tablets 2.5 mg, 5 mg; Baricitinib Tablets 1mg, 2mg, 4mg; Dapagliflozin Tablets 10 mg, 5mg;
Emtricitabine/Tenofovir Alafenamide Tablets 200 mg/25 mg; Entecavir Tablets; Entecavir Tablets 1 mg; Imatinib Mesylate Tablets 100, 400 mg;
Letrozole Tablets USP 2.5 mg; Palbociclib Tablets 100 mg, 125 mg, 75 mg; Pazopanib Tablets 200 mg, 400 mg; Regorafenib Tablets 40 mg;
Sorafenib Tosylate Tablets I.P Sorafenib Tablets I.P. 200 mg; Sunitinib Malate Capsule, Sunitinib Capsule 12.5 mg, 25 mg, 50 mg; Tenofovir
Alafenamide Tablets 25 mg; Teriflunomide Tablets 14mg, 7 mg; Trifluridine and Tipiracil Tablets 15 mg/6.14 mg, 20 mg/8.19 mg; Vildagliptin and N 9
Metformin HCI Tablets 50mg/1000mg, 50mg/500mg, 50mg/850mg. S S
+ B6t pha dung dich ddm déc cho tiém truyén: Bendamustine Hydrochloride For Injection USP 100 mg/Vial; Bendamustine Hydrochloride For 8 8
Injection USP 100 mg/Vial (Bendamustine Hydrochloride Lyophilized powder for concentration for solution for infusion); Bendamustine 3 S
Hydrochloride For Injection USP 25 mg/Vial; Bendamustine Hydrochloride For Injection USP 25 mg/Vial (Bendamustine Hydrochloride Lyophilized
powder for concentration for solution for infusion); Bendamustine Hydrochloride Lyophilized Powder For Solution For injection 100 mg
(Bendamustine Hydrochloride For Injection USP 100 mg/Vial); Bendamustine Hydrochloride Lyophilized Powder For Solution For Injection 25 mg
(Bendamustine Hydrochloride For Injection USP 25 mg/Vial);
+ Dung dich tiém: Doxorubicin Hydrochloride Liposome Injection 20 mg in 10 ml (2 mg/ml), 50 mg in 25 ml (2 mg/ml); Eribulin Mesylate Solution
for Injection 0.5 mg/ml, 2 ml vial.
38 |2551| IN- [Biocon Biologics [Block No B1 B2 B3 Q13 Of |* Thudc sinh hoc: Thudc cdng nghé sinh hoc: Dugc chat sinh hoc Trastuzumab va Bevacizumab (san xuat tai Building B3). EU-GMP (33650 Health Products
024 [Limited Q1 And W20 And Unit S18 |* Kiém tra chat lwgng: Vi sinh (Khéng vo trung); Héa hoc/Vat ly; Sinh hoc. Regulatory Authority
1st Floor Block B4, Special (HPRA), Ireland
Economic Zone Plot Nos 2 - "
34 And 5, Phase IV S =]
Bommasandra Jigani Link 3 3
Road, Bommasandra, 3 3
Bengaluru, 560099, India ~ e
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39 | 2552 IN- |Biocon Biologics |Special Economic Zone, * ThuGc vo trung: EU-GMP |26543 Health Products
024 [India Limited Plots 2, 3,4 & 5, Phase IV, + Thudc sdn xuat vo trung (san xuat tai Building B1 va B2): Thudc dong kho (Trastuzumab); Dung dich thé tich nho (Bevacizumab, Trastuzumab). Regulatory Authority
Bommasandra — Jigani * Thudc sinh hoc: Thudc cdng nghé sinh hoc: San xuat va bao quan cell bank, sdn xuit dugc chat sinh hoc (nudi cdy té bao dong vat, tinh ché, pha Q o [(HPRA), Ireland
Link Road, Bommasandra [ché) tai Building B1; San xuat dwoc chat sinh hoc (Ién men té& bao vi khuan, tinh ché, chinh sira (pegylation), pha ché) tai Building B4. 8' 8'
Post, Bengaluru, 560 099, [* Déng goi thir cap. 3 q.
India * Kiém tra chatdwgng: Vi sinh (V6 trung; Khong vé trung); Héa hoc/Vat ly; Sinh hoc. S -
40 |[2553| IN- [Torrent Vill. Bhud & Makhnu * ThuGc khdng vé trung: Vién nang clrng, vién nén, vién nén bao phim. WHO-GMP |HFW-H Health & Family Welfare
031 [Pharmaceuticals |majra, Tehsil Baddi- [Drugs] Department Himachal
Ltd. 173205, Distt. Solan 253/05 ] 1y |Pradest Baddi, Distt.
(H.P.). India hoac Village 8' 8' Solan (State Drugs
Bhud & Makhnu Majra, 8. 8 Controller), India
Tehsil-Baddi, Distt. Solan S N
(H.P.). Ind
41 | 2554| IN- |Sun Halol-Baroda Highway, * Thudc vo trung: Thudc dong kho, dung dich tiém thé tich nhd, thuéc nhd mat. WHO-GMP 29092953 Food & Drug Control
033 |Pharmaceutical Halol, Dist: Panchmahal, [* Thu8c khéng v6 trung: Vién nang clng, vién nén, vién nén bao phim, thudc dung ngoai (thudc xit miii, thudc hit dinh liéu, thudc bét hit). Administration
Industries Ltd. Guijarat, 389350, India * ThuSc chira doc t€ bao: vién nén, vién nén bao phim, vién nang, thudc vé trung (Thudc déng khd, dung dich tiém thé tich nhd, dung dich ] % |Gandhinagar, Gujarat
(Halol-Baroda Highway,  [tiém/tiém truyén thé tich I&n) 8. 8. state, India
Halol-389350, Dist: * ThuSc chira hocmon sinh duc: vién nén, vién nang mém, thudc dung ngoai dang gel, thudc vé trung (dung dich thé tich nhd) 8 8
Panchmabhal, Gujarat N <
state, India)
42 | 2555 IN- |M/s Cipla Ltd Plot No. L-139 to L-146 *Unit I: WHO-GMP [721/MFG/W Food & Drug Admn,
053 (Unit 1 to IV), Verna +Thudc vo trung: hdn dich khi dung; HO- Goa, India
Industrial Estate, Verna, +Thudc khong vé tring: thudc xit mii (dung dich/ hdn dich); GMP/DFDA/ ~ "
Salcette, Goa - 403722, * Unit II: 2022/2875 o o
India + Thudc khéng vé triing: thudc hit phan lidu. ; ;
* Unit I ~ S
+ Thu8c khdng vé trung: thudc dung ngoai; vién nén, vién bao. - «
*Unit IV:
+ Thu8c khdng vé trung: vién nén, vién bao, vién nang clrng.
43 | 2556 IN- |XL Laboratories E-1223, Phase | Extn. * Vién nén; vién nén bao phim; vién nang clng; vién nang mém; thudc udng dang 1dng (siro, dung dich); bot pha hdn dich/dung dich udng. WHO-GMP [DC/E-0417 " © Drugs Control
054 |Private Limited (Ghatal), RIICO Industrial |* Thudc chira Cephalosporin: vién nén; vién nang cirng; bot pha hdn dich udng. Part- =] S  [Organisation Swasthya
Area, Bhiwadi, Rajasthan, 2/2023/121 E E Bhawan Tilak Marg,.
301019, India 8 2 | 2 [|saipur (india)
o o
44 [ 2557| IN- [XL Laboratories E-1223, Phase | Extn. * ThuSc khéng vo tring: vién nang clirng; thudc udng dang long (siro, dung dich); thudc bat pha dung dich uéng; vién nén, vién nén bao phim. EU-GMP |OGYEI/8077 National Institue of
054 |Private Limited (Ghatal), RIICO Industrial [* Déng goi so cap: vién nang cirng; thudc udng dang 1dng; thudc bot pha dung dich udng; vién nén, vién nén bao phim. 9-6/2021 N 1y [Pharmacy and Nutrition
Area, Bhiwadi, Rajasthan, |* Ddng gdi thi cap. 8. 8. (Hungary)
301019, India * Kiém tra chat lwgng: Vi sinh (thudc khéng vo trung); Héa hoc/vat ly. 8 S
3 3
45 [2558| IN- [RV Lifesciences Plot No. H-19, Midc, * Thudc khdng vé trung: Vién nang cirng; vién nén; vién nén bao phim. EU-GMP [FT090/S1/M National Authority of
064 [Limited (tén cii: Waluj, Maharashtra, H/002/2023 Medicines and Health
Atra 431133, India I Y |Products, Portugal
Pharmaceuticals |(Cach ghi khdc: Plot No. H- 2' 2'
Limited) 19, MIDC, Waluj, 3 3
Aurangabad-431133 = I\
Maharashtra State- India)
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46 |[2559]| IN- [Steril-Gene Life No. 45, Mangalam Main  [* Thu&c khéng v6 trung: vién nén, vién nén bao phim (bao gdbm ca thudc chira hormon); vién nang mém (chira hormon). EU-GMP |OGYEI/5201 National Institute of
099 (Sciences (P) Ltd. [road, Mangalam village, 0-13/2018 Pharmacy and Nutrition
(hodc Limited) Villianur commune, (OGYEI), Hungary
Puducherry, 605 110, India
(* cach viét khac: No. 45, b el
Mangalam Main road, 8 8
Villianur commune, S. g.
Puducherry, 605 110, 3 b
India)
47 |2560| IN- |Dr.Reddy's Plot Nos P1+to P9, Phase- |* Thudc vé trung: EU-GMP |DE_BY_04_ Co quan thdm quyén
120 |Laboratories 11, VSEZ, Duvvada, + Thu8c sdn xuat vo trung: Thudc déng kho (bao gdm ca thudc chira chat déc té bao/ kim té bao); Dung dich thé tich nho (bao gém ca thuéc GMP_2022_| - |PUc
Limited. - FTO7  |Visakhapatnam District - |chita chat doc t& bao/ kim té bao). 0133 S 8
530046, Andhra Pradesh, |* ThuSc khong vé trung: 2 3
India + Vién nang cirng: bao gdm ca thudc chira chat doc té€ bao/ kim té bao. E L,‘_‘:
+ Vién nén, vién nén bao phim: bao gdm ca thudc chira chat déc té bao/ kim té bao. © ©
* Kiém tra chat lwgng: Vi sinh (V6 trung; Khéng vé trung); Héa hoc/Vat ly.
48 [2561| IN- [Acme Ropar Road, Nalagarh, * ThuSc khéng vo trung: WHO-GMP |HFW- " © Health & Family Welfare
132 [Formulation Pvt, |Distt. Solan (H.P), India + Vién nén, vién nén bao phim (bao gdm ca thudc hormon sinh duc) H(Drugs)10/| & S |Department Himachal
Ltd. + Vién nang cirng. 2005 (Vol- 3 3 Pradest, Baddi, Distt.
vil) 2 & |solan. India
o~ o
49 | 2562 IN- |Aurobindo Unit-11l, Sy.No.313 and * Thudc udng dang rén: Vién nén (vién nén bao phim, vién nén khdng bao), vién nang cing; WHO-GMP|L.Dis.No: Drugs Control
142 |Pharma Limited 314, Bachupally Village, * Siro khd: bot pha dung dich uéng; 101993/TS/2 " © Administration,
Bachupally mandal, * Thudc udng dang 1ng: siro udng, hdn dich udng. 023 = S [Government of
Medchal - Malkajgiri, 3 3 Telangana, India
Pincode 500090, S
Telangana State, India. - -
50 |2563| IN- |Gennova Block 1, Plot No. P-1and  [* Dung dich thudc tiém thé tich nhé: bao gdm ca VAc xin tdi té hop (khdng bao gdm thudc chira cephalosporin, penicillin, thudc doc té bao, WHO-GMP |NEW-WHO- Food & Drug
168 [Biopharmaceutical |P-2, ITBT Park, Phase Il, hormon). GMP/CERT/ Administration,
s Limited MIDC, Hinjawadi, Pune * Thudc dong kho: bao gdm ca vac xin tdi té hop. PD/114017/ Mabharashtra State, India
411057, Maharashtra * San pham: 2022/11/41
State, India Enoxaparin Injection I.P. 60mg/ 0.6mg; Erythropoietin concentrated solution IP; Erythropoietin concentrated solution Ph. Eur.; Erythropoietin 313
Injection I.P. 10000 IU/ml; Erythropoietin Injection I.P. 2000 IU/ml; Erythropoietin Injection I.P. 20000 IU/ml; Erythropoietin Injection I.P. 3000
1U/ml; Erythropoietin Injection I.P. 4000 IU/ml; Erythropoietin Injection I.P. 40000 IU/ml; Erythropoietin Injection I.P. 6000 IU/ml; Filgrastim
Injection I.P. 300 mcg; Recombinant Tissue Plasminogen Activator (TNK-t-PA) Injection 40 mg; Recombinant Tissue Plasminogen Activator (TNK-t-
PA) Injection 52.5 mg; Recombinant Tissue Plasminogen Activator (TNK-t-PA) Injection 30 mg; Recombinant Tissue Plasminogen Activator (TNK-t- ~ "
PA) Injection 20 mg; Sterile water for injection I.P., Tenecteplase Bulk; Elaxim Recombinant Tissue Plasminogen Activator (TNK-t-PA) Injection =] =]
52.5 mg; Elaxim 30 Recombinant Tissue Plasminogen Activator (TNK-t-PA) Injection 30 mg; Elaxim 40 Recombinant Tissue Plasminogen Activator E E
(TNK-t-PA) Injection 40 mg; Emgrast-M (500mcg) Recombinant Human Granulocyte Macrophage Colony Stimulating Factor Injection 500 mcg; 8 2
EPOETIN GPO - 2000 Erythropoietin Injection BP 2000 IU/ml; EPOETIN GPO - 4000 Erythropoietin Injection BP 4000 IU/ml; Hamsyl Pegaspargase - ©
Injection; Pegex Pegfilgrastim Injection 6mg; Tenectase Tenecteplase (TNK-tPA) for injection 20 mg; Vintor 10000 Erythropoietin Injection BP
10000 1U/ml; Vintor 2000 Erythropoietin Injection BP 2000 1U/ml; VINTOR 2000 EPOETIN ALFA Erythropoietin Injection BP 2000 IU/ml;Vintor
20000 Erythropoietin Injection BP 20000 1U/ml; Vintor 3000 Erythropoietin Injection BP 3000 IU/ml; Vintor 4000 Erythropoietin Injection BP
4000 IU/ml; VINTOR 4000 EPOETIN ALFA Erythropoietin Injection BP 4000 IU/ml; Vintor 40000 Erythropoietin Injection BP 40000 IU/ml; Vintor
6000 Erythropoietin Injection BP 6000 IU/ml; Xgrast-300 Filgrastim Injection 300 mcg.
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51 |[2564| IN- [(M/s)Micro Labs |Plot No.S-155to S-159 & |San xuat, déng géi, kiém tra chat lugng: WHO-GMP [No.:763/MF - < Food & Drug
203 |Limited N1, Phase Il & IV, Verna |* Vién nén, vién nén bao phim, vién nang cing. G/WHO- 8 S  [Administration,
Industrial Estate, Verna GMP/DFDA/ 3 3 Government of Goa,
Salcette Goa 403722, India 2021/1116 z E India
52 |[2565| IT- |Fisiopharma S.R.L |Nucleo Industriale - * ThuBc vo trung: EU-GMP |IT/224/H/20 Italian Medicines
043 84020 Palomonte (SA), + Thu8c sdn'xuat vé trung: Dung dich thé tich nhé (chira corticosteroids; chat chiét xuat cé ngudn géc tir dong vat); thudc bot. 22 Agency (AIFA)
Italy + Thudc tiét trung cudi: Dung dich thé tich nho. N N
+Xuat xwdng thudc vé trung 8 8
* Xuat xwdng thudc sinh hoc: San pham chira chat chiét xuit tir ngudi hodc déng vat (Dung dich thudc tiém thé tich nhé sdn xuat vé trung) 5 ﬁl
* Déng goi thr cap 3 bt
* Kiém tra chat lugng
53 |2566| IT- [FRESENIUS KABI |LOC.MASSERIE ARMIERI, |* San xu4t thuSc vo trung san xuat vé trung: ban thanh pham Penicillin dang déng khé (bdt vo trung); EU-GMP [IT/71/H/202 " © Italian Medicines
047 |IPSUMS.R.L. POZZILLI(IS), 86077, Italy [* S&n xudt thuc khéng vé trung: Bot déng kho; 3 S S [Agency (AIFA)
* Xuat xwdng 16: thudc vo trung san xuit vd trung;thudc khdng v trung; > Q
* Pong gbi cip 1: bot dong khd, ban thanh pham; a a
* Pong goi cap 2. © ©
54 [2567| IT- |Mitim S:R.L. Via Cacciamali, 34-38- * Thudc vo trung: EU-GMP [IT/85/H/202 - < Italian Medicines
049 25125 Brescia (BS), Italy [+ Thu8c sén xuat vé trung chira khéng sinh nhém penicillin va cephalosporin: Thudc déng khd; thudc bét pha tiém. 1 = S [Agency (AIFA)
* Thudc tiét trung cudi: dung dich thé tich nhé (bao gdm ca ché pham téch chiét tir déng vat). g g
* ThuSc khdng vé trung chira khang sinh nhdm Penicllin: vién nang cirng; thudc bdt; vién nén. A <
* Ché& pham sinh hoc: ch& phdm chira, chiét xuat hodc cé ngudn gbc tir t& bao/mo dong vat - -
55 |2568| IT- [L.MOLTENI & S.S. 67 (Tosco * Thuc vo trung: EU-GMP |IT/66/H/202 Italian Medicines
070 |C.DEIF.LLI ALITTI |Romagnola) Localita + Thudc sdn xuat vé trung: Dung dich thé tich nho; 3 Agency (AIFA)
SOCIETA' DI Granatieri - 50018 + Thudc tiét trung cudi: Dung dich thé tich nho.
ESERCIZIO S.P.A. |Scandicci (FI), Italy * Xudt xudng thudc vé trung. ] 9
* ThuSc khéng vo trung: Thudc dung ngoai dang 16ng; Thudc udng dang long. 8‘ 8‘
* Xuat xwdng thudc khdng vé trung. Epr 5
* Pong goi: ~ 4
+ Déng gbi so cdp: Thubc dung ngoai dang 16ng; Thudc udng dang léng.
+Déng gbi thir cap.
* Kiém tra chat lwgng: Vi sinh (V6 trung; Khdng vé trung); Héa hoc/Vat ly; Sinh hoc.
56 |2569( JP- |Santen 2-14, Shikinami, Péng goi va xuat xwdng: Hon dich nhd mat Flumetholon 0,1 (Fluorometholone 1mg/ml) Japan- (4878 ~ < Ministry of Health,
004 [Pharmaceutical Hodatsushimizu-cho, GMP S S [Labour and Welfare
Co., Ltd. Noto Hakui-gun, Ishikawa, (twong E 3 (MHLW), Japan
Plant Japan duong EU- 2 :
GMP) - ~
57 |2570| JP- |Santen 2-14, Shikinami, Ddng goi va xuat xwdng: HOn dich nhd mat Flumetholon 0,02 (Fluorometholone 0.2 mg/ml) Japan- |4876 ~ < Ministry of Health,
004 [Pharmaceutical Hodatsushimizu-cho, GMP =] S [Labour and Welfare
Co., Ltd. Noto Hakui-gun, Ishikawa, (twong : S (MHLW), Japan
Plant Japan duong EU- g D:z,"
GMP)
58 | 2571 JP- |Nipro Pharma 5-7, Niida Aza Maedano, |* S&n pham: Thudc bét pha tiém Ichiperazone Inj 1g (kém dung méi hoa tan). Japan- |GMP: 3625; S Ministry of Health,
007 [Corporation Odate-shi, Akita, Japan GMP CPP: 2985; 2 Labour and Welfare
Odate Plant (twong |IR: 23-12- z (MHLW), Japan
duong EU-|2021 P N
Ll
GMP) g §
8 | 4
S
Q
=1
-

Danh séch co s& dép (rng GMP

Trang 9/ 12

Dot 30



- P - P - |NGAY
ID TEN CO’ SO’ SAN p - 2 NGUYEN | GIAY CH. |NGAY = P
P < A e HET
STT cc ID CT XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CcAp ey CO' QUAN CAP
59 |2572| JP- |Bushu 950, Hiroki, Ohaza, * San pham: Japan- (1130308001 - © Ministry of Health,
026 [Pharmaceuticals [Misato-machi, Kodama- + Vién nén bao dwong Myonal Tablets 50mg (Eperisone hydrochloride 50mg); GMP 983 8 S |Labour and Welfare
Ltd. Misato gun, Saitama-ken, Japan + Vién nén phan tan trong miéng Aricept Evess 5mg (Donepezil hydrochloride 5mg; (twong :‘. :‘. (MHLW), Japan
i —
Factory + Vién nén phan tan trong-miéng Aricept Evess 10mg (Donepezil hydrochloride 10mg; duong EU- b o0
+ Vién nén bao tan trong rudt Pariet Tablets 20mg (Sodium Rabeprazole 20mg). GMP) © ©
60 |2573| JP- |Towa 3-8, Matsuo-cho, * San phdm: Vién.nén bao phim Anvo-Entecavir 0.5mg (Entecavir Hydrate 0.53mg). Japan- |2730408023 ~ ~ Ministry of Health,
053 |Pharmaceutical Kadoma, Osaka, Japan GMP 159 S S  [Labour and Welfare,
Co., Ltd., Osaka (twong E E Japan
- -
Plant duong EU- <+ <+
GMP) -
61 | 2574 KR- |Korea Prime 100, Wanjusandan 9ro," |* Thudc khdng vé trung: Vién nén, vién nén bao phim; vién nang clng; vién nang mém. PIC/S-GMP|2023-F1- o © Gwangju Regional Office
021 |Pharm. Co., Ltd Bongdong-eup, Wanju- 0111 =] S |of Food and Drug
gun Jeollabuk-do, S ; Safety, Ministry of Food
Republic of Korea 2 S‘r and Drug Safety, Korea
- -
62 | 2575( KR- |Shin Poong 7 Wonsi-ro, Danwon-gu, |* Thudc udng dang ran: vién nén; vién nén bao phim; vién nang cing. PIC/S-GMP|2023-D1- " " Gyeongin Regional Food
055 |Pharm. Co., Ltd Ansan-si Gyeonggi-do, * Thudc tiém: thudc tiém (syringe dong san). 0222 S S |and Drug
Republic of Korea * ThuSc md, thudc kem, thudc gel. 2 S‘: Administration, Ministry
2 3 of Food and Drug
o o~
Safety, Korea
63 | 2576 KR- |Medica Korea Co., |96 Jeyakgongdan 4-gil, * Vién nén; vién nang cirng; vién nén bao phim. PIC/S-GMP|2022-D1- ~ " Gyeongin Regional
057 |Ltd Hyangnam-eup, 1162 o & |Office of Food and Drug
Hwaseong-si, Gyeonggi- E : Safety - Ministry of Food
do, Republic of Korea 3 S} and Drug Safety, Korea
- o~
64 | 2577 KR- |Reyon 69-10 Hansam-ro, * ThuSc khéng vo trung: Vién nén, vién nén bao phim, vién nang cirng, thudc bét. PIC/S-GMP|2022-G1- ~ " Daejeon Regional Office
070 |Pharmaceutical Deoksan-eup, Jincheon-  [* Thudc vé trung: Dung dich thudc tiém, thudc bdt déng khé pha tiém 1858 S S |of Food & Drug Safety,
Co., Ltd gun, Chungcheongbuk-do, 2 3 Ministry of Food and
-
Republic of Korea b L,C‘: Drug Safety, Korea
o o~
65 |[2578| KR- |Daewon Pharm 44 Yongso 2-gil, Thudc udng dang 1dng: Siro (dang 1dng); Hn dich. PIC/S-GMP [2023-G1- - " Daejeon Regional Office
092 |Co., Ltd. Gwanghyewon-myeon, 0004 =] S |of Food and Drug
o~ o~
Jincheon-gun, s‘ & |Safety, Ministry of Food
Ll
Chungcheongbuk-do, 8‘ < |and Drug Safety, Korea
Ll
Korea
66 |2579| KR- [Firson Co., Ltd. 47, Baekseokgongdan 1- | * Thudc udng dang 1dng: Syrup; hdn dich udng, PICS-GMP |2022-G1- ~ « |Daeieon Regional Office
116 ro, Seobuk-gu, Cheonan-  [* Thudc dang Idng dung ngoai: dung dich duing ngoai; dau xoa bép (dang 16ng, dang bén rén); 0907 S S |of Food and Drug
si, Chungcheongnam-do, |* Thudc thut (dang 1dng, dang ban ran); E :‘: Safety, Ministry of Food
Republic of Korea * ThuGc md; kem, gelt; S‘,. ,O< and Drug Safety, Korea
— -
67 |2580(| MK- |Alkaloid AD Skopje |Blvd. "Aleksandar * Thuéc vo trung: Macedonia|18-12166/3 Agency for Medicines
001 Makedonski" No.12, 1000 | + Thudc tiét tring cudi: thudc ban ran. -GMP and Medical Devices,
Skopje, North Macedonia + Xuat xudng. Republic of Macedonia
* Thudc khdng vé trung:
+Vién nang cirng, dung dich dung ngoai, dung dich udng, cac dang bao ché rén khdc, thudc béan rén, thudc dan, vién nén, thuéc dit am dao. b 3
+ Xuat xudng. 8. 8.
* Pong goi: q q
+Dong gbi cp 1: Vién nang clrng, dung dich dung ngoai, dung dich udng, cac dang bao ché ran khéc, thudc ban ran, thudc dan, vién nén, thudc Q I\
dat am dao.
+Dong gdi cap 2
* Kiém tra chat lugng: Vi sinh (v6 trung/khdng vé trung); Hoéa ly/vat ly
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68 | 2581 MY- |Xepa-Soul 1-5, Cheng Industrial * ThuGc vo trung: PIC/S-GMP|2886(a)/23 National Pharmaceutical
002 |Pattinson Estate, 75250 Melaka, + Thudc sdn xuat vo trung: Thudc.nhd mat, thudc nhd tai. Regulatory Agency
(Malaysia) Sdn Malaysia * Xuat xudng thudc vé trung. (NPRA), Malaysia
Bhd * ThuSc khéng vé trung:
+ Thudc khong chia khang sinh nhém B-lactam: Vién nang cing; Dung dich thudc udng; Dung dich thubc dung ngoai; Thudc ban rén; Sird kho; - "
Vién nén, vién nén bao phim. S S
+ Thuéc chita khéng sinh nhém Penicillin: Vién nang ciéng; Thudc bot. 3 3
+ Thudc chira khéng sinh nhém Cephalosporin: Vién nang cing; Thuc bét. g :
* Xudt xudng thude khong vo trung. ” e
* Pong goi so cap: Vién nang cirng; Dung dich thuSc ubng; Dung dich thudc diing ngoai; ThuSc ban ran; Sird khd, Thubc bdt; Vién nén, vién nén
bao phim.
* Péng goi thir cap.
* Kiém tra chat lugng: Vi sinh (V6 trung; Khong vé trung); Hoa hoc/Vat ly.
69 |2582| MY- |Tiger Balm (M) Plo 95, No.'6, Jalan Firma [* Thudc khéng vo trung: Thudc dung ngoai dang 1dng; Thudc dang ban ran. PIC/S-GMP|2985/23 " - National Pharmaceutical
011 |Sdn. Bhd. 1/1, Tebrau Industrial * Xuat xwdng thudc khéng vé trung. S S  [Regulatory Agency
Estate, 81100 Johor * Péng goi so cap: Thudc dung ngoai dang 16ng; Thudc dang ban ran. 3 E (NPRA), Ministry of
Bahru, Johor, Malaysia * Pong goi so cap. ,? i Health, Malaysia
* Kiém tra chat lwgng: Vi sinh (Khéng vo trung); Héa hoc/Vat ly. © -
70 | 2583 NL- |Synthon'B.V. Microweg 22, NIJMEGEN, |- Thudc khéng vé trung: Xuat xudng 16 EU-GMP [NL/H - < Health and Youth Care
014 6545CM, Netherlands 21/2029200 = S [|Inspectorate -
A 3 3 Pharmaceutical
; E Products, Netherlands
71 | 2584 RU- |Joint-Stock Russia, Moscow Region, |* Thudc vé trung: dung dich (ddm d&c) tiém truyén (chira Bevacizumab); thudc bdt dong khé pha tiém (chira Trastuzumab). Russian- [GMP/EAEU/ Ministry of Industry and
001 |Company BIOCAD |Krasnogorsky Urban (San xuit va déng géi tai tda nha k.1; Kiém tra xuat xudng tai toa nha k.2). GMP/ |RU/00492- Trade of the Russian
(JSC BIOCAD) district, the Settlement of WHO-GMP|2022 (Toa 3 4, |Federation
Petrovo-Dalneye ul, nha k.1); 8‘ 8‘
Promyshlennaya, d.5 GMP/EAEU/ 8 8
RU/00489- | & Q
2022 (Toa
nha k.2)
72 |2585| TH- |Thai Herbal 130/149, Moo 3, Wang * ThuSc dugc liéu: Vién nang clrng, vién nén, kem, gel, thudc udng dang 16ng, cao, bt PIC/S GMP [1-8-23-08- ~ " Food and Drug
011 [Products Co; Ltd. |[Chula, Wang Noi, Phra * Kiém tra chat lwgng: Vi sinh (khéng vé trung), héa hoc/ vat ly 22-00036 S S [Administration, Ministry
Nakhon Si Ayutthaya E E of Public Health,
13170, Thailand by 2 |Thailand
o o
73 | 2586 TH- |Government 241 Gateway City * San pham sinh hoc PIC/S-GMP|1-2-07-17- Ministry of Public Health
025 [Pharmaceutical Industrial Estate, Moo 7, - VAc xin dai (thudc dong khé pha tiém) 20-00064 ° - (Thailand)
Orgnization- Huasamrong, Plaengyao, - VAc xin ciim (Hon dich tiém) S S
Merieux Chachoengsao 24190, - Véc xin Viém ndo Nhat Ban (thudc déng kho pha tiém) E E
Biological Thailand ,OL 3
Ll -
Products Co., Ltd
74 | 2587 TR- |Atabay Kimya Dilovasi Organize Sanayi  [* ThuSc udng chira khang sinh nhém Penicillin: Vién nén, vién nén bao phim; b6t pha hdn dich uéng; vién nang. PIC/S-GMP|TR/GMP/20 ~ < |Turkish Medicines and
016 [Sanayive Tic. A.S. |Bdlgesi 4. Kisim Sakarya 22/47 § § Medical Devices Agency
Cad. No:28 ] o |[(TMMDA)
Gebze/Kocaeli, Turkey 5 ]
75 |2588| TW- |Synmosa No.6, Kuang Yeh 1st Rd., [* Thuc khéng vé trung PIC/S-GMP|07501 - < Food & Drug
025 [Biopharma Hu-Kuo Hsiang, Hsin-Chu - Thudc dang 16ng: Hon dich, dung dich. S S |Administration, Taiwan
Corporation, Ind. Park, Hsin Chu Hsien, - Thudc dang rén: vién nén bao, vién nén,thudc c6m, thudc bot, vién nang clrng, vién nang chira pellet, pellet. : :
Synmosa Plant Taiwan, R.0.C - Thudc dang xit. ; ,T,
- Thudc chira hormon: thudc ban réan, vién nén, vién nén bao. © ~
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76 |2589| US- [CATALENT 2725 SCHERER DRIVE * Thubc khong vo trung (san xuat, kiém tra chat lvgng): Vién nang mém U.S.cGMP |FEI: 1811396 - United States Food and
004 |PHARMA North (Dr N), ST (twong 3 S  [Drug Administration
SOLUTIONS LLC | PETERSBURG, Florida (FL) duong EU- > Q |(us.Foa)
—
33716-1016, United GMP) ; o
(a2}
States (USA)
77 |2590| US- [AndersonBrecon |4545 Assembly Drive, DPoéng gbi cap 1 va dong géi cap 2: thudc udng dang rin (vién nén, vién nang, vién nang mém, thudc bot/ thudc cdm). U.S. cGMP |FEI: 1421377 . |United States Food and
019 |Inc Rockford, IL 61109, USA (twong  [IR: S S  [Drug Administration
duong EU- [10/06/2022 g A |(us.Foa)
-
GMP) S -
— o
78 | 2591 US- |Sharp Packaging |22-23 Carland Rd., * Péng goi so cap, thir cap: Vién nén US-cGMP |FEIl: 2518332 United States Food and
046 [Services, LLC (tén [Conshohocken, PA<19428, (Twong © o Drug Administration
cii: Sharp USA duong EU- = S |(U.S.FDA)
Corporation d/b/a GMP) 2 E
. o —
Sharp Packaging RI ;‘;
Solutions)
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Dot 30
( Kém theo cong vins6 9468 /QLD-CLngay 21 /09 /2023 ctia Cuc Qudn ly Dwoc )
sTT | 1D cc|p cr| TEN €O SO SAN DIA CHI PHAM VI CH’NG NHAN NGUYENJEGTAVICH-INGAY; l\{-lcg CO QUAN CAP NOI DUNG PIEU CHINH
XUAT : : : TAC GMP NHAN CAP HAN -
1 2043 | AR- |Laboratorios Av. Boyacd N°. * Thudc khéng o trung (khdng chira khang sinh nhdm beta lactam, chat kim t& bao va chat | PIC/S-GMP |DI-2018- National Administration [Diéu chinh cach ghi dja chi CSSX theo dung trén GCN GMP.
009 [Casasco S.A.l.C 229/37/41/49/63/65, c6 hoat tinh’hermon): Vién nén, vién nén bao phim; Vién nang cirng; Thuéc bét, thuéc cém; 4699-APN- of Drugs, Foods and
Terrero N°. 250/52/60 Thudc ban rdn (Nhii twong, gel, Pastes, Pomades, kem va m&); thudc dang dung dich. ANMATHMS Medical Devices
and Bacacay N°. 1843/45 - |* Pdng gbi so cap: Cac dang thudc khdng vé trung néu trén. YDS and DI- (ANMAT), Argentina
Autonomous City of *Péng gdi thir cap. 2019-618-
Buenos Aires, Argentine APN- ° ~
Republic ANMAT#MS S =]
(* Cach ghi khic: Av. DS 5 5
Boyacd-N® - -
229/37/41/49/63/65, ° °
Terrero N°. 250/52/60 y
Bacacay N°. 1843/45 -
Ciudad Auténoma de
Buenos Aires, Republica
Argentina)
2 | 1158 | AT- [Gebro Pharma Bahnhofbichl 13, 6391 * Xuét xwdng 16 thudc vé trung. EU-GMP |[INS-480114- Federal Office for Safety [Gia han hiéu lyc gidy chitng nhan EU-GMP dén ngay 31/12/2023 theo
014 |GmbH Fieberbrunn, Austria * Thudc khéng vé trung: 13171743- in Health Care, Austria  [chinh séch ciia EMA ngay 11/08/2022 va Théng tw 12/2022/TT-BYT.
+ Thu8c dung ngoai dang l6ng; Thudc dung trong dang l6ng; Vién nén, vién nén bao phim, 16024502 o "
vién nén bao dudng; Thudc ban rén (thudc m@); Thude dang xit. § §
+ Xuat xudng 16. g &
* Pong gdi cdp 1: Vién nang cirng; Vién nang mém; Thudc dung ngoai dang ldng; Thudc dung 2‘ ::;
trong dang 1dng; Vién nén, vién nén bao phim, vién nén bao dudng; Thudc bén ran (thudc
md); Thudc dang xit.
* Doéng gdi cap 2.
3 1238 | BD- [The Acme Dhulivita, Dhamrai, * Thudc khdng vé trung: vién nang clrng, vién nén, vién nén bao. EU-GMP |UK GMP . o Medicines and Gia han hiéu lyc gidy chirng nhan EU-GMP dén ngay 31/12/2023 theo
008 |Laboratories Dhaka, Bangladesh * Déng gdi so cap: vién nang clrng, vién nén, vién nén bao. 44338 Insp =] S [Healthcare Products chinh sach cia MHRA ngay 11/08/2022 va Théng tu 12/2022/TT-BYT.
Limited * Pong godi thir cdp GMP : : Regulatory Agency
* Kiém tra chat lwgng: vi sinh khéng vo trung, héa hoc/ vat Iy. 44338/1186 i E (MHRA), United Kingdom
s716-0002 | ~
4 |2236| BY- [Belmedpreparaty |30 Fabritsius St., Minsk, Thuéc vé trung: Belarus- [175/2021/G Ministry of Health of the [B& sung cach ghi khéc cla dia chi co sé& do tra cltu postcode va lam rd
002 |Republican Republic of Belarus. + Workshop 2, tang 1: Thudc doc té bao: Dung dich thudc tiém thé tich nhé; Thudc bot déng GMP  [MP; Republic of Belarus workshop cla co s& san xuét.
Unitary (Céach ghi khac: kho. (WHO- |Bao cdo
production 30 Fabritsius St., 220007 |+ Workshop 2, tang 2: Dung dich thudc tiém thé tich nho. GMP) |thanhtra
Enterprise Minsk, Republic of
(Cach ghi khac: Belarus, hodc . <
Republican Workshop No.2: 30 § §
Unitary Fabritsius St., 22007 &b <
production Minsk, Republic of Belarus) 3 3
Enterprise o ~
“Belmedpreparaty
Tén viét tit:
Belmedpreparaty
RUE)
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5 1842 [ CY- [Delorbis 17 Athinon str., Ergates * Thubc khong vo trung: Vién nang clng; vién nén; vién nén bao phim; bot pha hdn dich EU-GMP |DELOR/001/ Pharmaceutical Services |Gia han hiéu lyc gidy chitng nhan EU-GMP dén ngay 31/12/2023 theo
008 [Pharmaceuticals |Industrial Area, 2643 uéng. 2021 - Ministry of Health, chinh sach ctia EMA ngay 11/08/2022 va Théng tw 12/2022/TT-BYT.
Ltd Ergates, Lefkosia, Cyprus  |* Xu&t xuéng: cac dang thubc trén bao goém ca thuéc vé trung. Cyprus
Céch ghi khac: 17 Athinon [* Dong goi:
Street, Ergates Industrial |- Déng géi so' cap: cac dang thude trén bao gém ca thudc dang rin chira doc té bao. < ]
Area, 2643 Ergates, P.0. |- Ddong géi thir cap 8' 8'
Box 28629, 2081 Lefkosia, |* Kiém tra chat lughg: ] S
Cyprus - Vi sinh (v tring; khdng vé trung); hda hoc/vat ly; sinh hoc. =3 =
- Phép thir'vi sinh khéng vé trung dwoc hgp déng véi don vi Foodlab Ltd.
- Phép-thir.vd trung va ndi doc t8 endotoxin dwoc hop déng véi don vi Labor LS SE & CO. KG
6 361 | DE- [Berlin-Chemie AG |Berlin-Chemie AG, * San xudt ban thanh pham: EU-GMP |DE_BE_01_G Co quan thadm quyén Gia han hiéu lyc gidy chirng nhan EU-GMP dén ngay 31/12/2023 theo
035 Tempelhofer Weg 83, + Thu8c khéng vé trung: Vién nén (bao gdm thudc chira hormon L-thyroxine), vién nén bao MP_2022- [N o |blc chinh sach ctia EMA ngay 11/08/2022 va Théng tw 12/2022/TT-BYT.
12347 Berlin, Germany phim, vién nén bao duong, thudc cém. 0014 8 8
+ Thudc sinh hoc: thudc cé ngudn géc tir ngwdi hodic dong vat: bot pancreas (porcine). 8_ ﬁ]
*Kiém tra chat lwgng 3 -
7 | 1849 | DE- [KVP Pharma+ Projensdorfer StraBe 324 |* Thudc khéng vé trung: Thudc dung ngoai dang 1dng; thudc udng dang l6ng; thudc bot. EU-GMP |DE_SH_01_ Co quan thdm quyén Gia han hiéu lyc gidy ching nhan EU-GMP dén ngay 31/12/2023 theo
061 |Veterinar 24106 Kiel, Germany + Xudt xudng thudc khdng vo trung. GMP_2021_ buc chinh sach ctia EMA ngay 11/08/2022 va Théng tw 12/2022/TT-BYT.
Produkte GmbH * San pham khéc: Dong gdi so cap nguyén liéu lam thudc chira vi sinh vat: Emodepside. 0031
* Dong goi: ] 0
+Ddng goi so cap: Thubc dung ngoai dang 1dng; thudc udng dang l6ng; thudc bot. 2_ 2_
+ Dong goi thir cap. 3 ﬁ
* Kiém tra chét lwgng: Vi sinh (khéng vo trung); Héa hoc/vat ly. 8 -
8 | 2253 | DE- [Walter Ritter Briider-Grimm-StraRe Xuat xudng 16 (thudc vo trung, thudc khéng vé trung) EU-GMP |DE_HE_01_ ~ n  |Coquanthdm quyén Dinh chinh cach ghi dia chi CSSX theo dung gidy chirng nhan GMP.
128 |GmbH + Co. KG 121,36396 Steinau an der GMP_2022_ g g burc
StraRe, Germany 0127 B: $
bS Q
9 1618 | FR- [EXCELVISION 27 rue de La Lombardiére, |* Thudc vé trung: EU-GMP |2021/HPF/F French National Agency |[B6 sung dang bao ché nhii dich trong pham vi chirng nhan do Céng ty
084 ZI La Lombardiére, + Thudc san xuét vo trung: Thudc dang 1dng (dung dich, nhii dich) thé tich nhé (rc ché mién R/054 5 w |For The Safety Of cung cap CPP clia nhii dich nhd mat IKERVIS.
ANNONAY, 07100, France |dich). g S |Medicine and Health
+ Thudc tiét trung cudi: Dung dich thé tich nho. : 2 Product
+ Xuat xudng 16. ﬁ E
* Déng gdi thir cap. "‘ "‘
* Kiém tra chat lwgng: Vi sinh: V6 trung; Vi sinh: Khéng vé trung; Héa hoc/Vat ly.
10 | 2144 | FR- |Laboratoire AJC usine de Fontaury, * ThuSc khéng vé trung: EU-GMP |2018/HPF/F French National Agency [B6& sung pham vi "vién nén bao dudng" sau ghi ra soat so do nha
086 |Pharma Chateauneuf Sur + Vién nang cirng; Vién nén; Vién nén bao dudng; Thudc bdt, thudc cém. R/195 L] 0 |for Medicines and xwdng va hd so dang ky thudc.
Charente, 16120, France |+ Xuat xwéng 16. 2_ 2_ Health Products Safety
* Péng gbi cap 1: Vién nang cirng; Vién nén; Thudc bdt, thudc cdm. $ g (ANSM)
* Déng gdi cap 2. = =
* Kiém tra chét lwong: Héa hoc/Vat ly.

Danh sach co s& dwgc Diéu chinh ndi dung da céng bé

Trang2/4

Dot 30



TEN CO' SO SAN . ) . NGUYEN | GIAY CH. |ncay |N6AY - . N
STT [ID CC|ID CT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP ]]:i'; CO’ QUAN CAP NOI DUNG PIEU CHINH
11 | 949 | GR- |One Pharma 60th, km N.N.R. Athinon- |* ThuSc khéng vé trung: Vién nang cltng; thudc dung ngoai dang 16ng; thuéc uéng dang léng | EU-GMP |90170/3-9- National Organization  [Diéu chinh lam r& dang bao ché thudc bét pha dung dich uéng theo
004 |Industrial Lamias, Sximatari (Si-r, hdn dich, dung dich); vién nén; vién nén bao phim; thudc cém; thudc bot pha dung 2020 for Medicines (EOF), GPSX va CPP.
Pharmaceutical Voiotias, 32009, Greece dich uéng. Greece
Company Societe * Xuat xwéng thubc vé trung va thudc khdng vo trung
Anonyme * Dong goi:
(* Céch viét khac: +DAng goi so cap: bao)gdm ca vién nang mém 9 ]
One Pharma +Dong goi thir cap 9_ 9_
Industrial * Kiém tra chat lwong: Vi sinh (thudc vo trung, thudc khéng vo trung), hda ly/vat ly 8 ﬁ
Pharmaceutical b§ b}
Company S.A;
One Pharma S.A)
12 | 1076 | GR- |Cooper S.A. 64 Aristovoulou str., * Thudc v trung: EU-GMP (45232/22-4- National Organization Gia han hiéu lyc gidy chirng nhan EU-GMP dén ngay 31/12/2023 theo
008 |(Céch ghi khac: Athens; 11853, Greece + Thudc san xuat vo trung: Dung dich thudc tiém thé tich nhd;dung dich thudc nhd mit, 2020 ° o |for Medicines (EOF), chinh sach clia EMA ngay 11/08/2022 va Théng tw12/2022/TT-BYT
Cooper S.A dung dich thu8c nhé mili, thudc bot pha tiém chira khang sinh nhém penicillins; g S |Greece
Pharmaceuticals) + Thudc tiét trung cudi: Dung dich thudc tiém thé tich Ién; Dung dich thudc tiém thé tich : :
nho. ,c\'> :
* Thudc khdng vé trung: dung dich thudc udng, dung dich thyt tryc trang. - ”
13 | 1377 | GR- |Uni-Pharma Kleon [14th km National Road 1, |* Thudc vé trung: EU-GMP [125320/ 7- National Organization Gia han hiéu lyc gidy chitng nhdn GMP-EU dén ngay 31/12/2023 theo
019 |Tsetis Building A and Building B, + Thudc san xuat vo trung: Dung dich thé tich nho; 12-2020 for Medicines (EOF), Théng bdo clia EMA ngay 11/8/2022 va théng tuw 12/2022/TT-BYT.
Pharmaceutical Kato Kifisia Attiki, 14564, + Thudc tiét trung cudi: Dung dich thé tich nhé (bao gom thudc nhd mat, thudc xit mii, ° - Greece
Laboratories SA  |Greece thudc dang syringe déng sén); S S
* Thudc khdng vé trung: Vién nang clng; vién nang mém; thudc dung ngoai dang léng (bao : :
g6m lotion); thudc udng dang ldng (dung dich, si rd, hdn dich, thudc nhé giot); thudc bot :', :
udng (bao gdm thudc bot sli bot, si rd khd); dang bao ché bén ran (kem, gel, m&); thudc dan; ~ ”
vién nén (bao gdm vién nén sli bot, vién nén bao, vién nhai, vién ngdm).
14 | 2427 |IE-002|Helsinn Birex Damastown San xuat: EU-GMP ([32479- Health Products Dinh chinh céch ghi tén va dia chi theo dung théng tin trén Gidy
Pharmaceuticals [RoadDamastown * Thudc vé trung: Xuat xuéng 16. M00294/000 Regulatory Authority chirng nhan EU-GMP.
Limited Industrial Park, Dublin 15, |* Thu8c khéng vé trung: Vién nang cing (chira vién nén/ vién nang mém); vién nén; vién nén 01 ~ " (HPRA), Ireland
D15X925, Ireland bao; thuéc bdt; thudc cém. S S
* Pong gdi so' cap: vién nang clrng; vién nang mém, vién nén; thudc bdt; thube cdm; thudc g g
ban ran. ) Q Q
* Dong goi thir cap;
* Kiém tra chat lwgng: phép thir vi sinh khéng vé trung; héa hoc/vat ly.
* Xudt xwdng thudce nhap khau.
15 [ 2473 IN- [AKRITI D-10 and D-11, MIDC, * Thudc khéng vé trung (khdng chira Cephalosporins, Penicillin, chat doc té bao, hormon): | WHO-GMP |NEW-WHO- Food & Drug Pinh chinh han hiéu lyc gidy GMP va tén nha san xuit theo ding gidy
010 (PHARMACEUTICAL |Jejuri -Nira Road, Vién nang cirng; thudc dung ngoai: thudc m&, kem, gel, lotion; vién nén, vién nén bao phim. GMP/CERT/ 9 ¥ |Administration, chirng nhan GMP.
S PVT.LTD. Jejuri,Taluka Purandar, PD/106282/ 2_ 2_ Maharashtra State, India
Dist-Pune 412303 2022/11/388| S 3
Maharashtra State, India 66 3 3
16 | 1084 IN- [Sun Halol-Baroda Highway, * Thudc vé trung: EUGMP [NL/H Health Care Gia han hiéu lirc gidy chirtng nhan EU-GMP dén ngay 31/12/2023 theo
033 |Pharmaceutical Halol, Dist: Panchmahal, |+ Thudc san xuat vé trung (bao gom ca thudc doc té bao): Thudc dong kho, thudc 1dng thé 20/2017457 Inspectorate - chinh sach cia EMA ngay 11/08/2022 va Théng tw 12/2022/TT-BYT.
Industries Ltd. Gujarat, 389350, India tich nho. Pharmaceutical Affairs
India, Halol + Thudc tiét trung cudi (bao gdm ca thudc doc t& bao): Thudc 1dng thé tich Ién, thudc 1dng and Medical Technology,
thé tich nhé. ° w |Netherlands
* Thudc khéng vé trung: Vién nang cirng, vién nén, vién nén bao phim (bao gébm ca thudc S 2]
ddc té€ bao), vién nén (chira hocmon sinh dyc), bt hit (inhalation powder), pre-dispensed. S E
* Péng gdi so cap, thir cap. 3 :
* Kiém tra chat lwgng. - ”
(Thu8c vé trung (Block B, E), Thudc khdng vé trung (Block A), * Thudc déc té bao (BLock D,
A2); Thuéc hormon sinh duc (Block A1)
Cac thudc 16ng vo trung: chi dang dung dich).
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TEN CO' SO SAN . ) . NGUYEN | GIAY CH. |ncay |N6AY - . N
STT [ID CC|ID CT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP 2?’; CO’ QUAN CAP NOI DUNG PIEU CHINH
17 | 1889 [ KR- [Samyang Holdings |79 Sinildong-ro, Daedeok- |* Thudc tiém chira hoat chat ddc té bao chita ung thu: thudc bot déng khé pha tiém. PIC/S-GMP [2021-G1- Daejeon Regional Office [Diéu chinh tén CSSX theo tén méi Samyang Holdings Corporation (tén
073 (Corporation (tén |gu, Daejeon, Republic of 0991 of Food & Drug Safety, [cli: Samyang Biopharmaceuticals Corporation).
cli: Samyang Korea < S, |Ministry of Food and
Biopharmaceutical 9_ 9_ Drug Safety, Korea
s Corporation) Ef g.
3 3
18 | 1826 | MY- |Xepa-Soul 1-5, Cheng Industrial * Thudc vé trung: EU-GMP [OGYEI/3579 o < National Institute of Diéu chinh pham vi thudc khéng vo trung, bé cum "Thuéc khéng chira
002 [Pattinson Estate, 75250 Melaka, + Thude san xudt vo trung: thudc nhd mat. 1-6/2021 S S |Pharmacy and Nutrition |khang sinh nhém Betalactam" theo ding gidy chirng nhan va théng
(Malaysia) Sdn Bhd|Malaysia * Thudc khéng vé trung: oNk S (OGYEI), Hungary nhat cach viét.
+ Vién nang cing; dung dich thudc udng; thudc ban rén, thudc bot pha hdn dich, vién nén, 3 8
vién nén bao phim. - ”
19 | 1894 | PT- |Sofarimex - Av.das Industrias -'Alto do |* Thudc vé trung: EU-GMP |F027/S1/MH National Authority of Piéu chinh tén nha san xuat theo théng tin diéu chinh Dot 7 cong van
004 [Industria Quimica |Colaride, Cacém, 2735- + Thudc san xuat vo trung: Dung dich thé tich nhd; Thudc déng kho /001/2021 Medicines and Health 10364/QLD-CL
e Farmacéutica, 213, Portugal * Thudc khéng vé trung: Vién nang clrng; Thudc udng dang l6ng; Thudc dung ngoai dang Products (INFARMED),
S.A. Céch ghi khac: Avenida 18ng; thudc c8m; thudc ban rén; Vién nén; vién nén bao phim. b g Portugal
das Industrias - Alto do * Xut xwdng thude vé trung, thudc khdng vo trung. 8 8
Colaride - Agualva 2735-  [* Bdng goi: g_ S_
213 Cacém, Portugal +Ddng goi so cdp: Vién nang cing; Thudc udng dang 16ng; Thudc dung ngoai dang 16ng; 5 3
thudc c8m; thudc ban rén; Vién nén; vién nén bao phim.
+ Dong goi thir cap
* Kiém tra chat lwgng: vi sinh (v trung, khéng vé trung); Héa hoc/Vat ly.
20 | 346 | TH- [Interthai 1899 Phaholyothin Road, |* San xuét, déng géi so cap, thi cap: PIC/S-GMP [1-2-07-17- Food and Drug Diéu chinh hiéu lyc Gidy chirng nhan GMP dén 31/12/2023 theo xac
005 [Pharmaceutical Ladyao, Chatuchak, - Thu8c khéng vé trung: Vién nén; vién nén bao phim, vién nén bao dudng; vién nén bao tan 20-00020 o " Administration (Thai nhén cla Co quan quan ly dugc Thai Lan
Manufacturing Bangkok 10900, Thailand  [trong rudt, vién nén giai phong kéo dai, vién nén phan tan trong miéng; vién nang cing; =] S |FDA), Thailand
Ltd. dang bao ché ban ran, thudc dung ngoai dang ldng, thudc udng dang long; 3 Z
* Pong gdi so cdp: vién nang mém; 2 :
* Doéng gdi thir cap: thudc sinh hoc (Tacrolimus Injection); = ”
21 | 1760 | TH- |BiolLab Co., Ltd 625 Soi 7a Bangpoo * Thudc vé trung: PIC/S-GMP [1-2-07-17- Food and Drug B& sung pham vi vién nén bao phim trong pham vi Vién nén, dung dich
006 Industrial Estate, + Thudc san xuat vo trung: thudc dang ran (bao gdm ca thudc chira khang sinh nhém 18-00029 Administration (Thai hit (solution for inhalation) trong pham vi liquid for internal use ghi
Sukhumvit road, Moo 4,  |Cephalosporin, Carbapenem); thudc déng khé; dung dich thé tich nhé. b «  |FDA), Thailand trong gidy chirng nhan GMP.
Prakasa, Muang, + Thudc tiét trung cudi: dung dich thé tich nhé. 2_ 2_
Samutprakarn 10280, * Thudc khdng vé trung: vién nang cirng; thudc dung ngoai dang ldng; thudc udng dang long; 8 $
Thailand thudc dang ban rdn; vién nén nén (bao gdm ca thudc chira hormon sinh duc); thuéc chira 2 b=y
khéng sinh nhém Cephalosporin (vién nang cing; thudc bét), vién nén bao phim, dung dich
hit (solution for inhalation)
22 | 2322 | US- |Baxter 927 South Curry Pike, Thuéc tiém (parenteral products (small molecule and biological therapeutics)). U.S. cGMP |S6 FEI: - o United States Food and  [Dinh chinh dia chi CSSX thanh "927 South Curry Pike, Bloomington,
037 [Pharmaceutical Bloomington, 47403 (hodc (twong |1000115571 S S |Drug Administration 47403 (hodc IN-47403 hodc Indiana 47403), United States."
Solutions LLC IN-47403 hodc Indiana duong E : (U.S. FDA)
47403), United States. EUGMP) g )
- (22}
23 | 2507 [ US- [Janssen-Ortho LLC |State Road 933 Km 0.1, * San xuat: Vién nang cirng; Vién nén, vién nén giai phdng bién ddi, vién nén bao phim. U.S. cGMP (FEI: o - United States Food and  [B6& sung pham vi déng géi va dén nhan cin c& pham vi trén Béo cdo
038 Mamey Ward, Gurabo, * Déng gdi va dan nhan. (twong  |3002942061 = S [Drug Administration thanh tra ngay 28/3/2023, Gidy phép san xuat (online), CPP clia cic
Puerto Rico, 00778, * Kiém tra chat lwong xuat xuwdng: Héa hoc/Vat Iy. duong EU- |El end: : : (U.S. FDA) san pham do Cong ty cung cap.
United States GMP) |28/03/2023 z ;’
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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 vinsé 9468  /QLD-CLngay 21 /09 /2023

Dot 30
ctia Cuc Qudn ly Dworc )

TEN CO’ SO’ SAN o GIAY CH. | NGAY ~ - A ~ a & S = . 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 [Sanochemia Landegger StralRe 33, INS-483894- Federal Office for Safety |VPDD Bayer (South East  [1. Céng ty ndp gidy chirng nhan GMP mdi s INS-483894-13760087-17245633, cap ngay 17/12/2021, ngay thanh tra 13 28-30/09/2021. Tra c(ru trén
Pharmazeutika 2491 Neufeld an der 13760087- =< | |in Health Care, Austria  |Asia) Pte. Ltd tai TP HCM |EUDRA GMP — thay nha may c6 gidy chirng nhan s6 483894-13760087, c6 clng ngay cap vai gidy chirng nhan GMP da ndp, nhung ngay thanh tra la
GmbH (tén cii: Leitha, Austria 17245633 8 29/09/2021. D& nghi cong ty lam rd sy khac biét nay.
Sanochemia 3[ 2. Khéng chap nhan bé chit "Werk 2”:“Plant 2”, trwdrng hgp bd chit nay yéu cau cung cdp lai SMF cla nha may chung (khéng phai chi cé plant).
Pharmazeutika S
AG Werk 2)
2 |Belmedpreparaty |30 Fabritsius St., Minsk, ( (175/2021/G Ministry of Health of Cong ty TNHH M6t Thanh |D6i véi dé nghi bé sung cach ghi khéc cta dia chi co sé: 22007 Minsk, 30, Fabritsius St., Republic of Belarus, dé nghi cong ty thuc hién thu tuc thay
Republican Republic of Belarus:; MP; the Republic of Belarus |Vién VIMEPHARCO d6i dia chi theo hinh thirc théng bao theo quy dinh tai Théng tw 08/2022/TT-BYT.
Unitary (Cach ghi khac: Bdo cdo
production 30 Fabritsius'St., 220007 |thanh tra
Enterprise Minsk, Republic of
(Cach ghi khac: Belarus, hoac o
Republican Workshop No.2: 30 S
Unitary Fabritsius St., 22007 >
production Minsk, Republic of 2
Enterprise Belarus) ~
“Belmedpreparaty
Tén viét tat:
Belmedpreparaty
RUE)
3 |Apotex Inc. 4100 Weston road, 80654 ~ |Health Product Cong ty ANVO Pharma B& sung gidy Gy quyén clia co s& san xuat cho céng ty dé nghj cong bé.
Toronto, On Canada, ML § Compliance Directorate, [Canada Inc.
2Y6. & |Health Canada
&
4 |Apotex Inc. 50 Steinway Blvd, 81736 « |Health Products Van phong dai dién Anvo |1. Gidi trinh: Trang 19 clia SMF c6 md ta viéc co s& khdng c6 hoat déng vdi thudc ddc t&€ bao, tuy nhién theo céc CPP do Cong ty cung cap trong hd
Etobicoke, Ontario, S |Compliance Directorate, |Pharma Canada Inc. S0, co' s& 6 tham gia déng goi cac san pham vién nén bao phim chira Erlotinib.
Canada, M9W 6Y3 : Health Canada, Canada 2. B8 sung:
L,C': - Tai liéu chirng minh viéc quan ly rii ro d6i véi hoat déng déng géi thubc doc té bao tai co sé.
- - Céc Phu lyc 6a, 6b, 6¢, 7 ciia SMF, ban in rd nét hodc ban mém.
5 |CSPC Ouyi No. 88 Yangzi Road, Béo cdo Hebei Medical Products [Céngty TNHH S3n xuat  |1. Cong ty dé nghi cdng b8 GMP dua trén bao cdo thanh tra ngay 27-31/07/2020. Bo cdo thanh tra chua day du file dinh kém. D& nghi b6 sung
Pharmaceutical ~ [Economic and thanh tra s& Administration, China  |dwgc phdm Medlac Gidy phép san xuat, cung ban day dd bao cdo thanh tra twong ¢ng, dugc chirng thuc, hop phéap héa lanh sy theo quy dinh.
Co., Ltd. Technological J.H.Y.R.2020 Pharma Italy 2. H6 so téng thé dd nop chi bao gdm workshop 108 cho thudc vién nén, vién nang. Yéu cau b8 sung so do téng thé clia nha may, so d6 nha xwéng
Development Zone, 30 clia workshop 108 - ban in rd rang thé hién tirng khu virc sdn xudt (tén phong, cap sach, chénh 4p, dudng di clia con ngudi va nguyén liéu ...).
Shijiazhuang, China 3. Dé nghj céng ty lam rd pham vi/cac workshop, day chuyén dé nghi cong bs va nop day di cac tai liéu twong rng (SMF day dd céc phu luc theo
< huéng dan ciia WHO-GMP/PICs-GMP/EU-GMP, Bao cdo ra soat chat lugng san pham thudc vo trung).
8 4. Cong ty c6 dia chi trung véi CSPC Zhongnuo Pharmaceutical (Shijiazhuang) Co., Ltd., d& nghi giai trinh vé dia chi/ dia diém san xuat kém theo mat
B bang téng thé ctia khu vire, cé ghi chi rd rang cac khu vire.
by 5. Theo gidy chirng nhan GMP cili dia chi 88 gdm workshop 5, workshop 108, workshop 115, cdng ty chi cung c&p hé so workshop 108: dé nghi lam

rd bao céo thanh tra d8i v&i workshop nao. Cung cap béo cdo thanh tra ddy du théng tin, ndi dung.
6. Muc 6.1 trong SMF cé mé ta khéng san xuit thubc déc va nguy hiém, tuy nhiém pham vi cé thuéc ung thu.
7. D& nghj lam rd khu vire san xuat cepha
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TEN CO’ SO’ SAN o GIAY CH. | NGAY ~ - A x A & Fm S = . 0
STT XUAT DIA CHI NHAN CAP CO QUAN CAP DN DE NGHI CONG BO NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
6 [Hainan Zhonghe |No. 168, Haikou Free HI20190004 China Food and Drug Coéng ty TNHH Lynh Farma |B6 sung:
Pharmaceutical Trade Zone Nanhai Ave., o Administration + Bao cdo thanh tra GMP tuong (rng véi GCN GMP dwoc HPHLS va chirng thue day da tinh phap ly (Bdo cdo thanh tra GMP ndp tai hé so chua
Co., Ltd Haikou Hainan, China. 3 tuong &ng v&i GCN GMP, dgt thanh tra (25/-26/11/2021) chwa phlu hgp vdi cdc dot thanh tra liét ké tai danh muc 3 ndm. Pham vi thanh tra cho Z2
3 workshop, Z3 workshop, APl workshop; khéng phai pham vi Z2 va Y2 workshop dang xem xét.)
z + Béo cdo chét lwvgng san phdm hang ndm véi cac dang bao ché thudc vo trung.
~ + Cung cap Oy quyén cla co sé& san xuat cho doanh nghiép ndp ho so (Tra ciru SPK, cdng ty Lynh Pharma chuwa la nha dang ky san pham cla co sé&
san xuét Hainan).
7 |PANJIN HUA Dongfeng Town, Dawa China Food and Drug CONG TY CO PHAN HOA  |D& nghi bé sung dy d0 hd so theo quy dinh tai Nghj dinh 54/2017/ND-CP ngay 8/5/2017
CHENG County, Panjin City, Administration DUQc QuOC TE HA NOI
PHARMACEUTICAL |Liaoning Province, China
CO., LTD
8 |Thymoorgan Schiffgraben 23, 38690 DELNI01 G| _, |Coquan tham quyén Coéng ty TNHH Dugc Deé nghi b6 sung SMF va tai liéu lién quan dé Iam rd pham vi "thudc déng khé chira chat doc té& bao va hormon".
Pharmazie GmbH |Goslar, Germany MP_2022_0 S |Puc pham Viét - Phdp
(* Céch ghi cii: 034 3
Schiffgraben 23, 38690 o
Vienenburg, Germany) -
9 |Sanofi-Aventis Sanofi-Aventis DE_HE_01_ Co quan thdm quyén VPDD Sanofi-Aventis B& sung bdo céo déanh gia nguy co clia viéc san xuat thudc hormon cé nguy co cao trén day chuyén chung.
Deutschland Deutschland GmbH, GMP_2023_ o |buc Singapore Pte. Ltd tai TP
GmbH BriiningstraRe 50, 0034 S H® Chi Minh
Industriepark Hochst, <o‘r
65926 Frankfurt am Main, 3
Germany
10 |Griinenthal GmbH |Griinenthal GmbH, DE_NW_04_ = Co quan thdm quyén Cong ty TNHH Xuc tién B6 sung so db building 604/608 ban in rd rang thé hién tirng khu vuc san xuit (tén phong, cap sach, chénh 4p ...).
Zieglerstrale 6, 52078 GMP_2021_| g |[buc Thuong mai Duwgc phdm  [Co s& dé nghi cdng bd pham vi déng géi so cap vién nén (bao gdbm vién nén bao phim). D& nghj bé sung tai liéu chitng minh (SMF va gidy chirng
Aachen, Germany 0020 E vaPDautw TV nhan GMP d3 ndp khéng c6 thong tin).
N
—
11 |BBF Willy-Riisch -Strape 10/1, [DE_BW_01_ Co quan thdm quyén Lotus International Pte.  [B& sung:
Sterilisationsservic|71394 Kernen - GMP_2019_| Buc Ltd. + Gidy chirng nhan GMP cap nhat con hiéu lyc, duwgc HPHLS va chirng thye day dl tinh phap ly.
e GmbH Rommelshausen, 0166 b=y + Ho so tdng thé theo hwéng dan ciia WHO/EU/PICs (Tai liéu ndp tai ho so la Plant Master File chuwa thé hién day dl noi dung theo hudng dan va
Germany : chwa day dd pham vi (chi cé hoat dong chiéu xa, chuwa cé hoat dong kiém tra vi sinh).
; Gidi trinh: Dia chi tai Plant Master File chwa théng nhat véi dia chi tai GCN GMP (chua cu thé t&i Willy-Risch -StraBe 10/1) -> cung cap tai liéu théng
- nht theo 1 dia chi.
12 [Laboratorio Avenida Can Bellet 61-65, |ES/061HVI/2|  [Agency for Medicines VPDD Exeltis Healthcare |B& sung SMF v&i day du cac phu luc lién quan dén viéc san xuit cac dang bao ché dé nghi cong b (layout khu vire sdn xuat, danh muc thiét bi, danh
Echevarne, S.A.  |Sant Cugat del Vallés, 1 § and Health Products S.L. tai TP HCM muc san pham,...) d& cong b6 pham vi sdn xuat
08174 Barcelona, Spain g‘ (AEMPS), Spain
S
13 |Laboratoire AJIC  |usine de Fontaury, 2018/HPF/F o |French National Agency |Céng ty c& phan Duoc D& nghi cung cap Bao cdo thanh tra ho3c SMF thé hién viéc san xu4t vién nén bao phim.
Pharma Chateauneuf Sur R/195 § for Medicines and pham Vipharco
Charente, 16120, France g Health Products Safety
< |(ANSM)
14 |Meditop Ady Endre u. 1., OGYEI/3053 o [National Institute of Cong ty TNHH Duoc B6 sung gidy chirng nhan GMP cap nhat dugc chirng thuc theo quy dinh.
Pharmaceutical Pilisborosjeno, 2097, 9-5/2020 § Pharmacy and Nutrition |pham Adige
Ltd Hungary 5 |(OGYEI), Hungary
2
15 |Helsinn Birex Damastown 32479- ~ |Health Products Coéng ty TNHH Duoc Cuc Quan ly Dugc d3 cong bd theo ding théng tin trén GCN GMP. Trudng hop khong théng nhat, dé nghi cung cap tai liéu va lam thd tuc thay déi,
Pharmaceuticals |RoadDamastown M00294/00 § Regulatory Authority pham Viét Phap b6 sung theo quy dinh.
Limited Industrial Park, Dublin 15, |001 B' (HPRA), Ireland
D15X925, Ireland 0
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16 [Reliance Life Dhirubhai Ambani Life NEW-WHO- FDA Maharashtra, India |MI Pharma Private BS sung:
Sciences Pvt.Ltd. |Sciences Centre, Plant 4A, [GMP/CERT/ Limited + Béo cdo thanh tra GMP tuong (tng Gidy chirng nhan, dugc HPHLS va chirng thue day da tinh phap 1y (tai liéu nop kém la bao cdo khac phuc,
4B, 4C, 4D & 4E, R-282, KD/122493/ " khoéng phai bdo cao thanh tra).
TTC Area of MIDC, Thane |20230/11/4 o + Bao cdo chat lwvgng san pham hang ndm véi cac dang bao ché thudc bot/ thubc bot dong khé dé duoc cong bd cac dang bao ché nay. (tai liéu nop
Belapur Road, Rabale 4493 2 kém chi 1a bdo cdo chat lwgng sdn phdm hang ndm chi ndp d8i thudc tiém dang 1dng)
Navi Mumbai Thane 3 + B4o cdo chat lwvgng sdn pham hang ndm day di cac cdng doan san xuat sdn phdm (Bdo cdo chat lvgng san phadm ndp kém chi d6i véi cong doan
400701 Maharashtra ~ tr ban thanh pham, déng va déng géi tai Plant 4B).
State, India
17 |Zota Healthcare |Plot No 169, Surat Special |23023894 Food & Drugs Control Zota Healthcare Limited |D& nghi Céng ty b6 sung Bao cdo thanh tra GMP clia co quan quan ly dugc nudc sé tai twong (g véi Gidy chirng nhan cap nhat, ban day dd hodc
Ltd Economic Zone, Near @ |Administration Gujarat quy dinh cGia An D6 hodc b8 sung xac nhan clia co quan quan ly khéng cdp bao céo thanh tra GMP ma chi ¢6 thu théng bao céc ton tai.
Sachin Railway Station, 8' State, India
Sachin, Dist: Surat, 8.
Gujarat State, India 9
18 |MSN Laboratories [Plot No 42 Anrich SK/013V/20 Competent Authority of |MI Pharma Private 1. B& sung:
Private Limited Industrial Estate, 22 N [Slovakia Limited - Gidy chirng nhan EU-GMP do Slovakia cdp va Bao céo thanh tra twong (ng, dugc sao chirng thuc theo quy dinh (hgp phap héa Ianh sy, cong
Bollaram, 502 325, India 2' chirng...).
$ - H6 so dénh gid GMP nudrc sé tai d6i véi pham vi thubc vo trung; b8 sung Danh muc céc thiét bi san xuat va kiém nghiém chinh.
S - B4o céo ra sodt chat lwvgng san phdm theo tirng dang bao ché thudc vé trung.
2. Gidi trinh vé viéc so db khu vire san xuat thudc vé trung khéng thdy khu vyre san xuat thudc déng khé.
19 (Ahlcon SP-917-918, Phase-lll, Ind. [DC/A- ~ |Food Safety and Drugs |MI Pharma Private B& sung day di phan phu luc clia Bo céo thanh tra da nop trong ho so.
Parenterals Area, Bhiwadi, Dist. 1/Mfg./2022 S |Control Limited
(India) Ltd. Alwar (Rajasthan), India  |/1456 ,:‘ Commissionerate,
E Government of
© Rajasthan, India
20 [(M/s) Micro Labs |Plot No. S-155to0 S-159 & [UK GMP Medicines and VPDD Micro Labs Limited |B& sung Gidy EU-GMP cap nhat va bao cdo thanh tra twong &ng dwoc hop phéap hda theo quy dinh
Limited N1 Verna Industrial 22481 Insp a Healthcare Products tai Ha NGi
Estate,Phase Ill & Phase |GMP g Regulatory Agency
IV, Verna Salcette, Goa,  [22481/3030 [ = [(MHRA), United
IN-403 722, India 0-0012 b Kingdom
21 (Mylan Plot No. 20 & 21, 22113665 Food & Drugs Control Cong ty TNHH DKSH B& sung:
Laboratories Pharmez, Sarkhej - Bavla Administration, Pharma Viét Nam + Gidy chirng nhan kém day dd danh muc cac san pham cu thé (tai hd so cong ty cung cap khéng day di danh muc nay (chi cé trang s6 6/ téng 8
Limited National Highway No.8A, ~ Gandhinagar, Gujarat trang)).
Near Village Matoda, Tal- S |State, India + Bao cdo thanh tra GMP ban dy du cac ndi dung hodc xac nhan clia co quan quan ly dugc vé viéc khéng cap bao cdo thanh tra, chi cdp danh sach
Sanand, : ton tai. (Tai liéu ndp kém |a danh sach ton tai)
city: Matoda, Dist. ; + Danh muc thanh tra GMP trong 3 ndm gan nhat.
Ahmedabad - 382213, ° + Céc so d6 nha xwdng chi rd khu vire san xuét thudc thudng va thudce chira hormon sinh duc.
India + Quy trinh san xu4t téng quat d6i vdi tirng dang bao ché.
22 [M/s Akums Drugs |Plot No. 2, 3,4 &5, BG/GMP/20 ~ Bulgarian Drug Agency |VPDD tai HN Akums P& nghi cung cap giai trinh theo yéu cau clia Dot 27:
& Sector - 6B, IIE, SIDCUL,  [22/210 S Drugs & Pharmaceuticals |- Gidi trinh, lam rd vé tén cia nha mdy trén Gidy chirng nhan EU-GMP ban clirng khdng théng nhat véi Gidy chirng nhan EU-GMP trén Eudra (va Gidy
Pharmaceuticals |Ranipun, Haridwar- $ Ltd chirng nhan WHO-GMP clia nudc sd tai).
Ltd 249403, Uttarakhand, S‘r - X4c nhan clia Co quan cép gidy chirng nhan EU-GMP vé pham vi thu8c bot pha tiém: Gidy chirng nhan EU-GMP ghi thudc bt pha tiém, chua théng
India ~ nhat v&i Bdo cdo thanh tra twong (rng 1a thudc bot pha tiém (Penicillin).
23 |Zee Laboratories |Uchani G.T.Road, Karnal- |7/62-1Drug- ~ |Office of the state drugs [Cong ty TNHH HH-Pharm B& sung SMF cap nhat dé lam rd pham vi cu thé loai thudc betalactam (Penicillin hay Cephalosporin...).
132001 (Haryana), India  [1-2022/8350 § controller, Haryana
S |Food and Drug
S Administration, India
i
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24 |Ajanta Pharma 31-0, M.I.D.C, NEW-WHO- Food & Drug Ajanta Pharma Limited B& sung gidy chirng nhan GMP con hiéu lyc va bdo cdo thanh tra twong (rng duwgc hgp phap 13nh sy day dd theo quy dinh.
Limited Chikalthana, Aurangabad, |GMP/CERT/ S  |Administration,
431210 Maharashtra AD/88558/2 8 Maharashtra State, India
State, India 020/11/306 [ S
55 3
25 |Gufic Biosciences |Survey No. 171, N.H.No. (21092905 Food'and Drugs Control |VPDD tai Tp. HCM Ml B6 sung:
Ltd., Unit 2 8, Near Grid, Kabilpore, Administration, Gujarat |Pharma Private Limited |- Gidy Uy quyén cla Gufic Biosciences Ltd., Unit 2 cho MI Pharma Private Limited |a co s& dang ky thudc.
396 424, Navsari, Gujarat =< ' [|State, India - So dd t6ng thé toan nha may thé hién tirng khu vire/ toa nha;
State, India :O\I: - S0 dd nha xudng ban in rd rang thé hién tirng khu vire san xuat (tén phong, cap sach, chénh ap, dudng di...) (thiéu, in ma&, khéng phan biét cac
3 khu virc mau khéac nhau);
S - Gidy phép san xuat kém theo SMF.
-So d6 ré rang hé théng x{r ly nuwdc.
- Bdo cdo ra sodt chat lwgng san phdm theo tirng dang bao ché thudc vé trung.
26 |Gufic Biosciences |Survey No. 171, No:'8 OGYEI/2998 ~ |National Institute of VPDD tai Tp. HCM M 1. Tén CSSX trén Gidy EU-GMP khong théng nhat vdi Bdo cdo thanh tra. D& nghi gidi trinh va cung cip xac nhéan cla Co quan QLD d3 cap gidy EU-
Ltd., Unit 2 National Higtway, Near 5-2/2022 § Pharmacy and Nutrition [Pharma Private Limited |GMP.
Grid Kabilpore, Navsari, 3' (OGYEI), Hungary 2. B8 sung céc ndi dung theo yéu cau dénh gia GMP nuwérc sé tai & trén.
396,424, India 9
27 |M/s Pil Plot No. 71 & 72, Sector - |17P/1/38/20| _,  |Drugs Licensing & VPDD Alleviare Life B& sung:
Pharmaceuticals |6A, IIE, Sidcul, Haridwar  |18/16137 S  |Controlling Authrit Sciencs Pvt. Ltd. + Gidy Uy quyén cla co s& san xuit cho céng ty ndp hd so.
Ltd. Uttarakhand, India 2 (Uttarakhand), India + B4o cdo thanh tra twong iing GCN GMP HPHLS, chirng thyc ddy du tinh phap ly (Béo cdo ndp tai hd so chua duwgce HPHLS, chirng thyrc).
2 + Danh muc dot kiém tra GMP trong 3 nam gan day.
28 |Midas Care B16, MIDC, Waluj, NEW-WHO- Food & Drug MI Pharma Private H6 so ndp chi cé gidy GMP. Yéu cau b8 sung day da bd hd so danh gia theo quy dinh tai Nghi dinh 54/2017/ND-CP.
Pharmaceuticals |Aurangabad 431136, GMP/CERT/ N |Administration, Limited
Pvt. Ltd. Maharashtra State, India |AD/118328/ g Maharashtra State, India
2022/11/43 | &
354 a
29 |KLM Laboratories |Plot No. 381, Horizon 2062002 Food & Drug Control Céng ty TNHH TM Thanh  |B8 sung:
Pvt. LTD Industrial park, Near o |Administration- India Danh - S0 dd téng thé nha mdy, ban in rd rang thé hién cac khu vuc, hoat ddng tai nha may;
Bamangam, Tal.- Karjan, S - S0 d6 hé théng x{ Iy nwdrc, so dd nha xudng ban in rd rang thé hién tirng khu virc san xust (tén phong, dudng di, cap sach, chénh &p...).
Dist- vadodara- 391 243, E - Danh sach day d0 cac dot thanh tra trong 3 ndm gan nhat, bao gébm théng tin vé thoi gian cac dot thanh tra.
Gujarat state, India E - GMP cdp nhat con hiéu luc va bdo cdo thanh tra twong rng, duwgc sao chirng thye theo quy dinh (hgp phap hda Ianh sy, cong chirng...).
30 |M/s Alchemy Bhagwanpur, Roorkee, 17P/1/86/20 Drug Controlling & Vdn phong dai dién AR 1. B8 sung:
Medicine Pvt. Ltd |Dist. Haridwar, 11/1027 < Licensing Authority, Tradex Private Limited tai |- Bao cdo ra sodt chat lwgng san phdm thubc vé trung.
Uttarakhand, India 8 India thanh ph8 H8 Chi Minh |- Gidy chirng nhan GMP cap nhat va bao cdo thanh tra cia Co quan quan ly nudc s tai twong &g, con hiéu lwe, duoc sao chirng thye theo quy
E dinh (hgp phap héa lanh sy, cong chirng ...).
3 2. Cuc QLD s& 4p dung theo hinh thirc dénh gia thuc té tai co s& (Phu luc 2 clia SMF chi cé sdn pham cepha tiém bot, penem tiém bot, cepha vién,
tuy nhién tai bdo cado thanh tra cé vién Amox).
31 |Sirton Piazza XX Settembre 2, IT/127/H/20 o |ltalian Medicines VPDD Laboratories Cong ty xin cap nhat gidy GMP mdi, tuy nhién, gidy GMP ndp trong hd so 13 ban in tlr EUDRA.
Pharmaceuticals [22079 Villa Guardia (CO), |19 § Agency (AIFA) Aguettant Doéng thoi tra ciru EUDRA, co s& da duoc cap gidy GMP mdi hon ban dang nép.
S.P.A Italy 15' D& nghi b6 sung gidy GMP cap nhat duoc sao chirng thuc theo quy dinh.
2
32 |Farmaceutici Via Di Vittorio, 2-21040  [IT/166/H/20| _ [ltalian Medicines Cong ty TNHH Xdc tién B6 sung So' dd nha xudng thé hién rd théng tin vé cap sach; chénh ap.
Formenti S.P.A Origgio (VA), Italy 19 § Agency (AIFA) Thuong mai Duwgc phdm
E va Pautu TV
S
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XUAT NHAN P
33 |Genetic S.P.A. Contrada Canfora - 84084 |IT/88- w |Agenzia ltaliana del Cong ty c6 phan Duoc Gidy GMP d3 hét han tai thoi diém ndp hod so.
Fisciano (SA), Italy 1/H/2018 § Farmaco (AIFA), Italy ph&m Vipharco D& nghi nodp lai hd so day dd theo quy dinh tai Nghi dinh 54/2017/ND-CP.
3
S
34 |Santen 2-14, Shikinami, 2350 « |Ministry of Health, VPDD Santen Co s& va gidy chirng nhan da duoc cong bé dot 6. Khong cong bé lai.
Pharmaceutical Hodatsushimizu-cho, § Labourand'Welfare Pharmaceutical Asia Pte.
Co., Ltd. Noto Hakui-gun, Ishikawa, g (MHLW), Japan Ltd.
Plant Japan o
35 [Daito 326 Yokamachi, Toyama- |2755; 2756; ~  |Ministry of Health, Pharmaunity Co. Ltd B6 sung:
Pharmaceutical city, Toyama 939-8221, 2757; 3036; § Labour and Welfare - Notification of result of GMP compliance inspection dwgc hgp phap hda lanh sy, cong chitng theo quy dinh dé xem xét cong bé hiéu lyc cla Gidy
Co. Ltd. Factory  [Japan 3035 3' (MHLW), Japan GMP.
] - Tén cac phong san xuat bing tiéng Nhat Ban va chi dan tén/ cong ning cu thé clia cac phong bang tiéng Anh hoic tiéng Viét.
36 [Kyorin 885, Inami, Nanto-City, 4382 o |Ministry of Health, Cong ty TNHH Dugc B6 sung:
Pharmaceutical  |Toyama, Japan S |Labour and Welfare, ph&dm DOHA + Uy quy@n clia co s& san xuét cho céng ty ndp hd so;
Group Facilities 2 Japan +Théng bao két qua kiém tra GMP clla PMDA hodc bdo cdo thanh tra GMP tuong (rng v&i GCN GMP dé xac dinh hiéu lyc GCN GMP (do GCN GMP
Co., Ltd. Inami : clia Nhat khéng c6 hiéu lyc)
Factory - + SMF b6 sung: phu luc vé gidy phép san xuat, phu luc sdn pham san xut tai co sd.
37 |Samjin 52, Jeyakgongdan 1-gil, 2023-D1- o |GYeongin Regional Céng ty TNHH Dugc D@ nghj Cong ty cung cap xac nhan clia co quan quan ly da cdp GMP cho co s& vé viéc co s& khdng con cé hoat ddng san xuat thudc chira khéng sinh
Pharmaceutical  |Hyangnam-eup, 1179 S |Office of Food and Drug |pham Kién Phat nhém Cephalosporin va chat déc té€ bao/kim té bao theo yéu cau bé sung d3 cong b6 tai Dot 29
Co., Ltd. Hwaseong-si, Gyeonggi- ,'1‘ Safety, Ministry of Food
do, Republic of Korea E and Drug Safety, Korea
38 |PharmBio Korea |36 Cheomdansaneop9- (2019-B1- Ministry of Food and Coéng ty ¢ phan duoc B6 sung:
Inc. ro, Daesowon-myeon, 0471 Drug Safety of Seoul pham Vian - Gidy GMP duoc cdp bdi co quan quan ly Han Quéc va bdo cdo thanh tra twong tng, dugc sao chirng thyre theo quy dinh (hop phép héa lanh sy,
Chungju-si, o Regional, Korea cong chirng...).
Chungcheongbuk-do, b - Danh muc cac dot thanh tra GMP trong 3 ndm gan nht.
Korea z - Gidy phép san xuat trong SMF.
by - So d6 t6ng thé nha may, ban in rd rang thé hién cac khu vyec;
e - So d6 nha xwdng, hé thong nudc, xr ly khong khi ban in rd rang, thong tin bang tiéng Anh hoic tiéng Viét va thé hién tirng khu vire san xuat (tén
phong, dwdng di, cdp sach, chénh ap...).
- Gidy Uy quyén cla CSSX cho Cong ty c6 phan dwoc phdm Vian |3 co s& dang ky thudc.
39 |Sofarimex - Av.das IndUstrias - Alto do |[F027/S1/MH National Authority of ANVO Pharma Canada Inc.|[Khong ddng y d@ nghi bd sung cach viét khac theo CPP. D& nghj cong ty thuc hién thi tuc thay ddi théng tin theo hwéng dan cla Thong tw
Industria Quimica |Colaride, Cacém, 2735- /001/2021 Medicines and Health 08/2022/TT-BYT Dang ky thuéc.
e Farmacéutica, |213, Portugal o Products (INFARMED),
S.A. Céch ghi khac: Avenida S |Portugal
das Industrias - Alto do 2
Colaride - Agualva 2735- 2
213 Cacém, Portugal «
40 |Bluepharma - Sao Martinho do Bispo, FO01/S1/MH National Authority of Bluepharma - Industria Cong ty cap nhat gidy GMP mdi da HPHLS, tuy nhién pham vi Vién nang cirng va vién nén cé b6 sung ndi dung "ch(ra chat hoat tinh cao".
Industria Coimbra, 3045-016, /002/2023 o Medicines and Health Farmacéutica, S.A D& nghi b6 sung SMF cap nhat véi pham vi chirng nhan méi dwoc bé sung.
Farmacéutica, S.A. [Portugal S |Products (INFARMED),
(* Cach ghi khac: o |portugal
S. Martinho do Bispo, 3
Coimbra, 3045-016, -
Portugal)
41 [Millimed Co. Ltd. [193 Suksawad Road, Moo |1-2-07-17- Food and Drug American Taiwan B6 sung:
1, Pak Khlong Bang 19-00071 o |Administration (Thai Biopharm Co. Ltd - Gidy Gy quy@én clia co s& san xuét cho co s& ndp hd so cong bs danh gid GMP;
Plakot, Phra Samut Chedi, 3 FDA), Thailand - Gidy GMP cap nhat con hiéu luc, dwgc HPHLS va chirng thyc day dd tinh phép ly.
Samut Prakan 10290, a - Site Master File: b6 sung
Thailand. E + Phu luc vé so dd nha xudng (cap sach, chénh ap, dudng di ngudi — nguyén vat liéu thé hién rd tirng khu vire san xuat cla cac day chuyén tai

Building A, C); luvgc dd san xuat cac dang bao ché.
+ Phu lyc vé thiét bj san xuat (chwa day dd céc thiét bj theo tirng day chuyén).
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42 |Government 241 Gateway City 1-2-07-17- Ministry of Public Sanofi Pasteur B6 sung GCN GMP cap nhat con hiéu lyc day da sé trang, day dd ndi dung, dugc HPHLS va cdng chirng theo quy dinh.
Pharmaceutical Industrial Estate, Moo 7, [20-00064 o Health (Thailand)
Orgnization- Huasamrong, Plaengyao, S
Merieux Chachoengsao 24190, z
Biological Thailand S
Products Co., Ltd -
43 |Nobel llac Sanayii |Sancaklar Mah. Eski TR/GMP/20 Turkish Medicines and  |Ambica International B6 sung:
ve Ticaret A.S. Akcakoca Cad. No: 299, 22/308 Q' /{Medical Devices Agency |Corporation - Bdo cdo thanh tra ddy dd cla dot danh gid GMP-PIC/s tuwong (ng véi gidy GMP d3 ndp. Tai liéu d3 ndp khdng phai 1a bdo cdo thanh tra twong (rng,
81100, Duzce. Turkey :O\I: chi 13 ban copy email xac nhan cla dai dién CQQL vé dot thanh tra twong tng.
3[ - SMF d3y dd cla co s& san xuat, bao gdbm ca day chuyén san xut thudc khdng vo trung va thudc vé trung. Trong hd so dd nép, Cong ty chi cung cap
S SMF clia day chuyén san xuat thudc vé trung.
- Bao cdo ra soét chat lwgng san phadm dinh ky (PQR) d8i véi tirng dang bao ché clia thudc vé trung.
44 |Atabay Kimya Dilovasi Organize Sanayi' '|BG/GMP/20 o |Bulgarian Drug Agency, |Coéng ty c6 phan duoc B6 sung bdo co thanh tra GMP do co quan quan ly dugc Bulgari cp dwoc sao chirng thyc theo quy dinh.
Sanayi ve Ticaret |Bolgesi 4, Kisim Sakarya  |23/230 § Republic of Bulgaria phadm Minh Ky
AS. Caddesi No:28 i
Gebze/Kocaeli, Turkey g
45 |DEVA HOLDING |Cerkezkdy Organize TR/GMP/20 Turkish Medicines and  [Cong ty TNHH DP New Tai liéu ndp kém cdng van khdng phai Bo cdo thanh tra day dd; chi 1a ban tém tit, thong bao ton tai phat hién trong kiém tra. Yéu cau cung cap
ANONIM SIiRKETi |Sanayi Bélgesi, Karaagac |22/292 N |Medical Devices Agency |Far East béo cdo thanh tra ban day da (thé hién rd pham vi, loai hinh, muc dich thanh tra vién,...), ban duogc chirng thuc, hop phéap héa lanh sy theo quy
(hoac DEVA Mahallesi, Fatih Bulvari 2‘ (TMMDA) dinh.
Holding A.S.) No: 26, Kapakh / “:‘«'
Tekirdag, Turkey =]
46 [DEVA Holding A.S. |Cerkezkdy Organize DE_BW_01_ Co quan thdm quyén Coéng ty TNHH DP New Dé nghi b6 sung hd so dé duwgc cdng bé dap rng GMP sé tai trudc khi cdng b6 EU-GMP.
Sanayi Bolgesi, Karaagac |GMP_2019_ |blc Far East
Mah., Fatih Bulvari No.  [0085 S
26, TR-59510 Kapakli/ )
Tekirdag, Turkey g
47 |Atabay ilag Acibadem, Koftinci TR/GMP/20 Turkish Medicines and  |Cdng ty ¢6 phan duoc De nghj b8 sung:
Fabrikasi A.S Sokak No: 1 22/27 N |Medical Devices Agency [phdm Minh Ky 1. Gidy Gy quyén clia co s& san xuat cho cong ty dé nghi céng bé.
Kadikdy/istanbul, Turkey 8‘ (TMMDA) 2. Bo céo thanh tra chi tiét vdi ban géc day di dugc cdng chirng va hgp phap héa lanh sy theo quy dinh (Tai liéu ndp kém tai hd so 1a Béo cdo
S thanh tra GMP tém tat cla co quan quan ly duwgc phdm Thd Nhi Ky twong ¢ng véi gidy chirng nhan GMP 1a ban tiéng anh dwoc hop phap héa lanh
3 sy theo quy dinh. Tuy nhién, ban dich ti€éng anh céng chirng khéng théng nhat véi ban géc (thiéu 1 trang)).
48 |(Sinphar No.84, 84-4, 84-6 and 84- |08189 Ministry of Health and  [Céng ty Pharmaunity Co., [1. Gidi trinh:
Pharmaceutical 7, Chung Shan Rd., and Welfare, Republic of Ltd. - Théng tin vé dia chi trén Gidy GMP, Gidy phép san xuat, SMF khong théng nhat.
Co., Ltd. No.81, 95, 95-1, 100-6, China (Taiwan) - SMF va phu luc kém theo khéng phu hgp vé&i pham vi chirng nhan trén gidy GMP (Appendix 2: Danh muc dang bao ché san xuit chi cé vién nén,
100-7, 100-9, 100-13, 100- ~ vién nén bao phim va vién nang; Appendix 8: khdng thdy cac thiét bj san xuat thuSc vé trung).
15, 100-16, 103, and 136, S 2. B6 sung:
Xinliao Rd., Chung Shan g - So db tong thé va ban chup khu vurc thé hién cac dia chi khac nhau (Nha mdy 1a 1 khu viee dja ly gdm nhiéu dia chi khac nhau).
Village, Tung-Shan D) - Bo cdo ra sodt chat lwgng san phdm thudbc vé trung.
Township, Yilan County ~
269, Taiwan (R.0.C.)
49 |Yung Zip Chemical (59, 61, You Shih Road, 5409 o Ministry of Health and  |COng ty TNHH DP Tam An [B& sung Gidy chi*rng nhan GMP cap nhat con hiéu luc, dugc HPHLS va chirng thue day da tinh phap Iy.
Ind. Co. Ltd. Youth Industrial District, S |Welfare, Republic of
Dajia, Taichung, Taiwan 3 China (Taiwan)
43767, R.O.C, Taiwan E

Danh sach co s& can b6 sung, gidi trinh
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DE URUGUAY S.A.

Montevideo, Uruguay

11-06-2019

Directorate-General,
Republic of Uruguay

st | TENCO SOUSAN PIA CHi GIAY CH. | NGAY CO QUAN CAP DN DE NGHI CONG BO NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
XUAT NHAN P
50 [AstraZeneca 587 Old Baltimore Pike, FEI: - United States Food and |Céng ty TNHH D& nghi bé sung bao céo thanh tra gan nhat (ngay 19/7/2023) clia CSSX duwoc sao chirng, hop phap héa lanh sy theo quy dinh.
Pharmaceuticals [Newark, DE 19702, USA 2517100 S Drug Administration Astrazeneca VN
LP Inspection S |(us.Foa)
End Date: ‘_L,'.:
24/08/2017 |
51 |Piramal Critical 3950 Schelden Circle, GYPR- United States Food and |VPDD Novapri Lifescience [D& nghj cdng ty cung cap gidy Uy quyén cla Nha san xuat
care, Inc Bethlehem, PA 18017 MUA7 Q' |Drug‘Administration PVT
United States of America |Bdo cdo 8' (U.S-FDA)
thanh :.
tra:FE: a
1000135935
52 |Renaissance 1200 Paco Way, M3 FEK £ United States Food and |Janssen Cilag Ltd. B6 sung:
Lakewood, LLC Lakewood, NJ 08701, 2242829 '® , |Drug Administration - Bao cdo thanh tra dot gan nhat, day dd thong tin, duoc HPHLS va chirng thyc day dd tinh phép ly (Tai thoi diém ndp ho so (28/02/2023), Béo céo
United States z § (U.S. FDA) thanh tra tai hd so d3 qua 3 ndm, B4o cdo thanh tra nhiéu théng tin bj che. Tai thoi diém hién tai, tra clru website FDA, d3 c6 dot thanh tra m&i
2w 2023);
g % - SMF: B6 sung cac phu luc:
< : + S0 d6 nha xudng ban mém hodc ban in rd rang thé hién tirng khu vire san xut, chénh ap, dwdng di ngudi — nguyén liéu, cap sach.
g g + Danh muc thiét bj san xuat
S % + Luge d6 san xuét cac dang bao ché.
‘§ s - P8i vdi co s& san xuat Janssen Cilag Manufacturing LLC thuc hién déng géi cap 2, dé nghi ndp hd so danh gia dép &rng GMP riéng.
=2}
53 |GRAMON BAGO |3359 Joaquin Suarez Ave, (277878 Ministry of Health Cong ty TNHH Dugc B6 sung Gidy chirng nhan GMP con hiéu lyc va bao cdo thanh tra twong ¢ng duoc hop phép lanh sy day da theo quy dinh.

pham Viét -Phap

Danh sach co s& can b6 sung, gidi trinh
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