) BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM
“CUC QUAN LY DUQC Poc 1ap - Tw do - Hanh phuc

Sé: 3635/QLD-CL Ha Ngi, ngay 05 thang 11 nam 2024

V/v cong bd két qua danh gia dap img
GMP cua co sé san xuat nudc ngoai
(Dot 40)

Kinh gui:
- So Y t€ cac tinh, thanh pho truc thudc Trung wong;
- Céc co so dang ky, san xuat, kinh doanh thuéc nuéc ngoai.

Can cu Nghi dinh 54/2017/ND-CP ngay 08 thang 5 nam 2017 ctia Chinh phu
quy dinh chi tiét mot s6 diéu va bién phép thi hanh Luat Dugc;

Cén cur Nghi dinh 155/2018/ND-CP ngay 12 thang 11 ndm 2018 ctia Chinh
phu stra doi, bo sung mot sé quy dinh lién quan dén diéu kién dau tu kinh doanh
thudc pham vi quan 1y nha nuéc ciia Bo Y té;

Cian ctr Nghi dinh s6 88/2023/ND-CP ngay 11/12/2023 ctia Chinh phu sta
ddi, bd sung mot sé diéu ctia Nghi dinh s6 54/2017/ND-CP ngay 08/05/2017 cta
Chinh pht quy dinh chi tiét mot s6 diéu va bién phap thi hanh Luat duoc va Nghi
dinh s 155/2018/ND-CP ngay 12/11/2018 ctia Chinh phu sira ddi, bd sung mot sd
quy dinh lién quan dén diéu kién dau tu kinh doanh thudc pham vi quan 1y nha
nudc cia BO Y té;

Can ct Thong tu s6 35/2018/TT-BYT ngay 22/11/2018 cta Bo truong Bo Y
té quy dinh vé Thuc hanh tot san xuét thuéc, nguyén liéu [am thuéc;

Can ct Thong tu s6 12/2022/TT-BYT ngay 21/11/2022 cta Bo truéong Bo Y
té sira d6i, bd sung va bai bé mot sé Pidu ciia Thong tu s6 35/2018/TT-BYT ngay
22/11/2018 cua Bo truong BO Y té quy dinh vé Thuc hanh t6t san xuat thudc,
nguyén lidu lam thudc,

Cuc Quan ly Dugc thong béo:

1. Két qua danh gia dap ung thuc hanh tot san xuit cia co so san xuat thude,
nguyén li¢u lam thudc tai nudc ngoai (GMP) - Dot 40 tai:

- Phu luc 1: Danh sach co s san xuat thudc, nguyén liéu lam thudc tai nude
ngoai dap tmg Thyc hanh t6t san xuat thuéc (GMP) - Dot 40;

- Phu luc 2: Danh sach co so san Xuat thuéc, nguyén li€u lam thude tal nudc
ngoai dap tng Thuc hanh tot san xuit thubc (GMP) dugc diéu chinh ndi dung da
cong bd tir Dot 1 dén Dot 39;

- Phuy lyc 3: Danh sich hd so dé nghi danh gia dap img GMP cua cc co s&
san xuat thudc, nguyén liéu 1am thudc can bo sung, giai trinh - Dot 40;

Céac doanh nghiép cin ct ndi dung can bo sung, giai trinh tai danh sach trén
dé nop hd so bod sung trén H¢ théng Dich vu cong TT48 dé tiép tuc duoc xem xét,
cong bo.

2. Céac Phu luc 1, Phu luc 2, Phu luc 3 trén dugc dang tai trén trang thong tin
dién tir cia Cyuc Quan Iy Duoc - http://dav.gov.vn - Muc Thyc hanh t6t GXP va



Danh sach cap nhét cic co so san xuat thudc, nguyén liéu lam thudc tai nudc ngoai
dap tmg Thuc hanh t6t san xuét thuéc (GMP) duoc dang tai trén Hé thong dich vu
cong truc tuyén - https://dichvucong.dav.gov.vn — Muc Tra ctru thong tin GxP cua
Cuc Quan ly Duogc; S6 Y té cac tinh, thanh phé truc thudc Trung wong, cac co sd'y
té cong 1ap sir dung cac danh sach trén dé xét cac goi thau thude theo dung quy
dinh ctia Thong tu 07/2024/TT-BYT ctia Bo truong Bo Y té vé hudng dan dau thau
thudc tai cac co s y té va cac quy dinh ctia Luat Dau thau.

3. Cyc Quan 1y Dugc dang tién hanh xu 1y song song cac ho so ban gidy da
tlep nhén trude ngay 01/04/2024 va cac hé so truc tuyen dugc tiép nhan trén Hé
thong dich vu cong truc tuyén tir ngay 01/04/2024. Két qua xir Iy cta ca hai hinh
thie trén s& duoc cong bo trén trang thong tin dién tr ciia Cuc Quan 1y Duoc -
http://dav.gov.vn - Muc Thuc hanh t6t GXP va cdp nhat trén Danh sach cac YUy
san xuat thudc, nguyén liéu 1am thudc tai nude ngoai dap ung Thyc hanh t6t san
xuat thuéc (GMP) duoc diang tai trén Hé théng dich vu cong truc tuyén -
https://dichvucong.dav.gov.vn — Muc Tra cuu théng tin GxP cua Cuc Quan ly
Duoc.

Céc co s& san xuét, dang ky, kinh doanh thude phai ra soat, kip thoi cap nhat
tinh trang dap tmg GMP cua co so san xuit thudc, nguyén liéu 1am thude nude
ngoai theo ding quy dinh tai diém d, khoan 1 Piéu 100 Nghi dinh s 54/2017/ND-
CP ngay 08/5/2017; luu y d6i voi cac co so san xudt nudc ngoai co Gidy chung
nhan GMP duogc 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 Duoc thong bao dé cac don vi biét va thuc hién /.

Noi nhén: KT. CUC TRUONG

- Nhu trén;
- Cuc trudng Vii Tuan Cudng (dé b/c); = PHO CUC TRUONG

- CucQuanY -Bo Quéc phong;

- Cuc Y té-Bo Cong an;

- Cuc Y t¢ GTVT - Bo Giao thong vén tai;
- Céc bénh vién truc thudc BO Y té;

- Website Cuc Quan ly Dugc; W\
- Phong Ping ky thude, Quan 1y gia thude (dé p/hUp)

- Luu: VT, CL.




Phu lucI

DANH SACH CO SO’ SAN XUAT THUOC, NGUYEN LIEU LAM THUOC TAI NUO'C NGOAI PAP 'NG GMP
Dot 40

/QLD-CLngay — / /

( Kém theo cong vin s6 ctia Cuc Qudn Iy Dwoc )

TEN CO' SO SAN - " NGUYEN | GIAYCH. |Ncay |N6AY %
STT |ID CC|ID CT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAp l:ll;'; CO' QUAN CAP
1 |3335| BE- |Laboratoires Scheutlaan 46-50, * Thudc v6 trung: EU-GMP |BE/GMP/20 Federal Agency for
023 [Sterop NV Brussel, 1070, Belgium + Thubc san xuét vé tring (déng ampoule thly tinh va ampoule nhya BFS): Dung dich thé tich nhd. 21128 o~ <« |Medicines and Health
+ Thubc tiét trung cudi (dong ampoule thiy tinh va lo thiy tinh): Dung dich thé tich Ion; Dung dich thé tich nho. % % Products (FAMHP),
+ Xuat xwdng 16. - & |Belgium
* Thudc khong vé trung: Thuée ding ngoai dang Iéng. 2 s
*Pong goi thir cap. N -
* Kiém tra chét lwong: Vi sinh (V6 trung/khdng vé tring).
2 |3336| CA- |Pharmascience |6111 Royalmount Ave * Vién nang ctrng; Thubc bdt; Vién nén, vién nén bao phim. Canada- |85196 < v |Regulatory Operations
004 |INC 100 Montreal, Quebec  |* Déng g6i san pham: GMP § § and Enforcement
Canada, H4P 2T4 + Vién nén PMS-Erlotinib (Erlotinib (Erlotinib HCI) 150mg); (twong Ny ~ |Branch, Health
+ Vién nén PMS-Erlotinib (Erlotinib (Erlotinib HCI) 100mg). dwong EU- : 2 Products Compliance
GMP) ~N N __|Directorate, Canada
3 | 3337 CA- |Apotex Inc. 4100 Weston RD., Dbong goi va dan nhan: Vién nén, vién nén bao phim, vién nang. Canada- |84586 < o |Health Products
009 Toronto, Ontario, MOL GMP % % Compliance Directorate,
2Y6, Canada (twong & o |Health Canada
dwong EU- g g
GMP) - -
4 [3338[ CA- |Pharmascience [100 Boul de L'Industrie, [* Thudc vé trung: Bot pha dung dich; Dung dich; Hén dich. Canada- |85197 < v |Regulatory Operations
016 |Inc. Candiac Quebec Canada, |* Thuéc khong vé tring: Vién nang cing; Vién nén, vién nén bao. GMP § § and Enforcement
J5R 1J1 * San xuét san pham (khong bao gém déng goi): (twong R W [Branch, Health
+ Vién nén PMS-Erlotinib (Erlotinib (Erlotinib HCI) 150mg); dwong EU- : 2 Products Compliance
+ Vién nén PMS-Erlotinib (Erlotinib (Erlotinib HCI) 100mg). GMP) ~N N __|Directorate, Canada
5 | 3339 CH- |Novartis Pharma |Schaffhauserstrasse, Novartis Pharma Stein AG, Technical Operations Schweiz, Steint Sterile: Twong |511620- Swiss Agency for
002 [Stein AG 4332 Stein, Switzerland  |* Thuéc v6 tring: dwong EU-[102719967; Therapeutic Products
+ Thubc san xuét vé trung: thudc déng khé; dung dich thé tich nhd. GMP  |Bao cao < ~ |(Swissmedic)
+ Thubc tiét trung cubi: dung dich thé tich nho. thanh tra % %
* Xuat xwéng thude vo trung. ngay 25- - )
* S&n pham sinh hoc: San phdm mién dich; san pham cong nghé sinh hoc; san ph&m san xuét tir cong nghé tai to hop, té bao lai, khang thé don dong. 28/03/2024 | S 3
* Xuét xwéng thudc sinh hoc: San phdm mién dich; san pham cong nghé sinh hoc; san pham san xuét tir cdng nghé tai tb hop, té bao lai, khang thé don dong. N N
* Péng géi thir cép.
* Kiém tra chét lwong: Vi sinh (V6 triing, khong vé tring); Héa/Ly; Sinh hoc.
6 | 3340| CH- |Allpack Group AG |Pfeffingerstrasse 45, *DPong géi so cap, thir cap. Tuwong [GMP-CH- Q © Swiss Agency for
005 4153 Reinach BL, dwong EU-[1004644 < < Therapeutic Products
Switzerland GMP '5' E," (Swissmedic)
- o
o~ N
7 |3341| CH- [Merck Serono Succursale d'Aubonne,  |San xuét thuéc (khdng bao gém céac ché phdm mau khong bén): Tuwong |GMP-CH- Swiss Agency for
015 [S.A. Zone Industrielle de I' * Thubc vo tring: dwong EU-[1005852 Therapeutic Products
Ouriettaz, 1170 Aubonne, |+ Thudc san xuét vo tring: Thudc dong kho; Dung dich thé tich nhé. GMP (Swissmedic)
Switzerland (* Cach ghi + Thubc tiét trung cudi: Dung dich thé tich nhé.
khac: Aubonne branch, + Xuét xwdng 16.
Zone Industrielle de I * Thudc sinh hoc: N S
Ouriettaz, 1170 Aubonne, + Thubc cong nghé sinh hoc. § ql
Switzerland / Zone + Xuét xwdng 16 thubc cong nghé sinh hoc. 8 8
Industrielle de I' *Pong goi cap 2. = 3
Ouriettaz, 1170 Aubonne, |* Kiém tra chét lwong: vi sinh vat (v6 tring/khdng vo triing), héa hoc/vat ly, sinh hoc
Switzerland / Zone
Industrielle de I'
Ouriettaz, CH-1170
Aubonne. Switzerland)
8 |3342| CN- [Reyoung No. 1, Ruiyang Road, * Thuéc tiém bot Cephalosporins (day chuyén san xuét sb 305 xwéng 1); WHO- |GPSX: S 1 [Shandong Drug
032 [Pharmaceutical |Yiyuan County, GMP  (Lu20160062 < < Administration, China
Co., Ltd Shandong province, China é é
& | &
9 | 3343| CY- [Medochemie Agios Athanassios Ampoule Injectable Facility: EU-GMP |MEDAMP/2 Pharmaceutical
001 [Limited Industrial Area, lapetou * Thubc vo tring: 024/001 Services - Ministry of
48, Limassol, 4101, + Thubc san xuét v6 trang: Dung dich thé tich nhé. < «© |Health, Cyprus
Cyprus. (* Cach ghi ci: + Thubc tiét tring cudi: Dung dich thé tich nhé. § §
48 lapetou Street, Agios  |* Xuét xwéng 16 thudc vé tring. Ry R
Athanassios Industrial *Poéng goi thwr cAp. < g
Area, 4101 Agios * Kiém tra chét lwong: Vi sinh (V6 tring; Khdng vo tring); Hoa hoc/Vat ly; Sinh hoc. - -
Athanassios, Limassol,
Cyprus)
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TEN CO' SO SAN - " NGUYEN | GIAYCH. |Ncay |N6AY %
STT |ID CC|ID CT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAp l:ll;'; CO' QUAN CAP
10 | 3344 CZ- |Oncomed Karasek 2229/1b, budova |* Thudc vé tring chiva chét kim té bao: EU-GMP |sukls201725 State Institute for Drug
001 |manufacturing 02, Regkovice, 621 00 + Thubc san xuét vé trung: Dung dich thé tich lon; thubc déng khé; dung dich thé tich nhé. 12022 Control (SUKL), Czech
as. Brno, Czech + Thubc tiét trung cudi: Dung dich thé tich I6n; dung dich thé tich nhé. ® v |Republic
* Xuét xwéng thude vé tring. % %
* Pong géi thir cép. i &
* Kiém tra chat lwgng: Héa hoc/Vat ly; Sinh hoc. g hy
* San pham cy thé (chi san xuét, dong géi so' cap va déng goi thir cap): « -~
+ Thubc bdt pha dung dich dam d&c dé tiém truyén Pemetrexed Synthon 100 mg (Tén tai Viét Nam: Pemetrexed Biovagen).
+ Thudc bét pha dung dich dam déc dé tiém truyén Pemetrexed Synthon 500 mq (Tén tai Viét Nam: Pemetrexed Biovagen).
11 | 3345 CZ- |VUAB Pharma Vitavska 53, 252 63 * Thudc v6 trung: EU-GMP |sukls162469 State |nSlilyte for Drug
002 |a.s. Roztoky, Czech Republic + Thubc san xuét vé trang: Thudc bot dong kho pha tiém (bao gdm ca hormones). 12022 § § Control (SUKL), Czech
* Xuét xwdng thude vo tring. § §  |Republic
* Xuét xwdng thude khong vo tring. e ]
* Péng goi thtr cp. 3| e
* Kiém tra chét lwong: Vi sinh (V6 tring, khdng vé triing); Héa hoc / Vat I¥; Sinh hoc.
12 | 3346 DE- [Medac Theaterstrale 6 22880  [* Xuat xwéng 16 thudc vé tring. EU-GMP |DE_SH_01_ Co quan Tham quyén
001 [Gesellschaft fur |Wedel Germany * Xuét xwéng 16 thudc khong vé tring. GMP_2024_ § § buc
Klinische * Xuét xwéng 16 thubc mién dich, thuéc cong nghé sinh hoc, thudc sinh hoc ¢ ngudn géc tir ngudi hodc dong vat. 0005 & §
Spezialpraparate * Poéng goi thir cap. 8 3
m.b.H * Kiém tra chat lugng: Vat ly/Héa hoc 3 2
13 [ 3347| DE- |BAG Health Care |Amtsgerichtsstrae 1-5, |* Thudc vé trang: EU-GMP |DE_HE_01_ Q 9 Co quan tham quyén
017 |GmbH D-35423 Lich, Germany + Thubc san xuét vo trang: Thudc dong khd; Dung dich thé tich nho. GMP_2023_| o Q |puc
+ Xuét xwdng 16 thudc v trung. 0184 S e
- O
~ N
14 | 3348 DE- |Boehringer Boehringer Ingelheim * Thubc vo tring EU-GMP |DE_BW_01 Co quan thdm quyén
037 |Ingelheim Pharma GmbH & Co. KG + Thudc san xuét vé tring (Dung dich tiém/tiém truyén): Dung dich thé tich 16n; dung dich thé tich nhé; thudc déng kho (thudc bot dong kho); _GMP_2023 Pic
Pharma GmbH & |Birkendorfer Strale 65 + Thubc tiét trung cudi: Dung dich thé tich nho; _0192 » ©
Co. KG 88397 Biberach An Der  [* Thudc khdng vo tring: Vién nén; vién nang ctrng; thudc bdt; thube cém; pellet; § §
Rif3, Germany (Cach viét |* Thudc sinh hoc khac: DNA/Protein tai tb hop; Khang thé don dong; cytokines. &£ piy
khac: Birkendorfer Str. 65 |* Xut xwéng 16 thudc vé trung, thubc khdng vo triing, thude sinh hoc. Y i
88397 Biberach a.d.R. * Péng géi so' cap: Vién nang cing; Vién nén ; thude bot; thuéc com; pellet. R -~
Germany) *Pong goi thir cap.
* Kiém tra chét luong: vi sinh vat (vo tring/khong vé triing), héa hoc/vat IV, sinh hoc.
15 [ 3349| DE- |Dragenopharm  |GélistraBe 1 (hoac * Thubc khdng vé triing: vién nang ctrng; thuéc bdt; thudc cdm; vién nang mém (chi bao gdm bao vién); vién nén, vién nén bao phim, vién nén bao duéng. EU-GMP |DE_BY_04_ Co quan thdm quyén
053 [Apotheker Plschl |Goellstrasse 1 hoac * Thube dwoc ligu. GMP_2023_| o o |[PBuc
(hodc Puesch) Gollstr. 1), 84529 (hoac  |* Thudc vi lwgng déng cén. 0157 % %
GmbH D-84529) Tittmoning, * Poéng géi so' cap: vién nang cing; thuéc bdt; thudc cém; vién nang mém (chi bao gém bao vién); vién nén, vién nén bao phim, vién nén bao dwong. < &
Germany * Pong géi thir cép. > 3
* Kiém tra chat lwgng: Héa hoc/Vat ly. o -
* Xuét xwéng: Vién nang ctng; thuéc bét; thudc cdm: vién nang mém (chi bao gém bao vién): vién nén. vién nén bao phim, vién nén bao duéna.
16 [3350| DE- |[KVP Pharma+ |Projensdorfer StraBe 324 |* Thudc khong vé trung: Thubc diing ngoai dang 16ng; thudc ubng dang 16ng. EU-GMP |DE_SH_01_ Co quan thdm quyén
061 |Veterinar 24106 Kiel, Germany * Xuét xwdng thude khong vo tring. GMP_2023_ § § buc
Produkte GmbH *Déng goi: 0037 § q
+Dong géi so cdp: Thude diing ngoai dang 16ng; thudc ubng dang 1éng. < e
+Dong goi thiy cap. 3 Q
* Kiém tra chét luong: Vi sinh (khong vé triing): Héa hoc/vat Iy.
17 [ 3351 DE- [Lyomark Pharma |Keltenring 17 82041 Xuét xwéng thube vé tring EU-GMP [DE_BY 04_[ g |Coquancé tham quyén
067 [GmbH Oberhaching Germany GMP_2024_| o < clia burc
0030 g' 8'
b o
-~ N
18 |[3352| DE- [Lyocontract Pulverwiese 1, 38871 * Thudc v6 trung: EU-GMP |DE_ST_01_ Co quan thdm quyén
121 |GmbH lisenburg, Germany + Thubc san xuét vé trung: Thubc déng khd, dung dich thé tich nhé. GMP_2023_ Bic
+ Thuéc tiét trang cudi: Dung dich thé tich nhé. 0009 § §
* Thubc sinh hoc (v6 tring): thubc cong nghé sinh hoc, san pham tir dich chiét tir ngudi hodic dong vat. I §
* Xuét xwdng thudc vo tring, thude khdng vo tring. 8 <
* Xuét xwéng 16: thudc 1a san phdm tir dich chiét clia ngudi hodic dong vat. - b
* Péng géi thir cép.
* Kiém tra chat lwona: Vi sinh (khona vé triing), héa IV/vat Iy.
19 | 3353| DE- |Bayer Bitterfeld Ortsteil Greppin, * Thubc khong vé tring: EU-GMP |DE_ST_01_ Co quan tham quyén
126 |GmbH Salegaster Chaussee 1, + Thudc bét, thubc cém; Vién nén, Vién nén bao phim. GMP_2023_| o © |Puc
06803 Bitterfeld-Wolfen, + Xuét xwdng thubc khdng vé tring. 0019 § §
Germany * Pong goi: < o)
+Pong géi so cép: Thube bot, thube cdm; Vién nén, vién nén bao phim. 2 2
+Dong goéi thiy cap. N S
* Kiém tra chét luong: Vi sinh (khong vé khuén); Héa hoc/vat Iy.
20 | 3354| ES- |Faes Farma, S.A |C/Maximo Aguirre,14, * Thuéc khdng vé tring: Vién nang crng; thudc uéng dang 16ng; EU-GMP |ES/058HVI/ Agency for Medicines
001 Lejona- Leioa, 48940 vién nén; vién nén bao phim. 24 < ~ |and Health Products
Vizcaya/Bizkaia, + Xuét xudng 16: Thudc khdng vé tring. % § (AEMPS), Spain
Spain. *Dong goi: B N
+Dong goi so cap: cac dang bao ché trén va vién nang mém. b 3
+Dong goi the cap. N N
* Kiém tra chét lwong: vi sinh (khong vé tring); Héa hoc/Vat Iy
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TEN CO' SO SAN - " NGUYEN | GIAYCH. |Ncay |N6AY %
STT |ID CC|ID CT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAp l:ll;'; CO' QUAN CAP
21 | 3355| ES- |Lilly, S.A. Avda de la Industria, 30, |[* Thudc khdng vé tring: vién nén, vién nén bao phim. EU-GMP |ES/028HVI/ Agency for Medicines
015 Alcobendas, 28108 * Chirng nhan 16 (batch certification): thuc sinh hoc (san phdm cong nghé sinh hoc; san pham chiét xuét tir nguoi hodc dong vat); thudc vo triing, thude khdng vé tring. 24 and Health Products
Madrid, Spain * Poéng géi so' cap: vién nén, vién nén bao phim, vién nang ctng. < ~ [(AEMPS), Spain
(hoac Avda Industria 30, |* Dong géi thir cép. S S
Alcobendas, 28108 * Kiém tra chét luong. & &
Madrid, Spain/ Avda dela 2| 3
Industria, 30, 28108 - -
Alcobendas, Madrid,
Spain)
22 | 3356| FI- |Bayer Oy Pansiontie 47, Turku, FI- |* Thubc vé tring: EU-GMP |FIMEA/2023 Finnish Medicines
004 20210, Finland (Cach ghi + Thubc tiét trang cudi: Thudc ciy ghép va dang rén (bao gdm thudc chira chét c6 hoat tinh hormon); thudc giai phong hoat chét tai t&r cung (bao gébm thudc chira chét co /003960 § § Agency (FIMEA)
khac: Pansiontie 47, hoat tinh hormon). § |
20210 Turku, Finland) * Xuét xwdng thude vo tring. e ]
* Péng goi thr cap. N
* Kiém tra chét lwong: Vi sinh (V6 tring, Khéng vé triing); Héa hoc/Vat Iy; Sinh hoc.
23 | 3357| FR- |Delpharm Dijon |6 Boulevard de L'Europe, |* Thuéc vé tring: EU-GMP |2022_HPF_ | o < |French National Agency
017 Quetigny, 21800, France + Thubc sén xuét vo tring: Dang I6ng thé tich nhd, Dang rén va céy ghép. Bot ban thanh pham hén dich nano (limited to sterile nanosphere suspension in bulk). FR_055 % % for Medicines and
+ Thubc tiét trung cudi: Dang 16ng thé tich nhé. < < |Health Products Safety
* Thuéc khdng vé tring: Vién nang ctrng, thudc bot, thube cdm, thube ban rén, vién nén. bt 3 |(ANswm)
* Thudc sinh hoc: San pham c6 ngudn adc chiét xuat tir nauodi hodc dona vat. - -
24 | 3358| FR- [Delpharm rue Michel Raillard, * Thudc vo triing tiét tring cudi: dung dich thé tich 16n; dung dich thé tich nhé. EU-GMP |203_050_1 3 3 French National Agency
049 [Mouvaux Mouvaux, 59420, France |* Xuat xwéng Ié:‘ < I for Medicines and
*Poéng goi thir cap; < « |Health Products Safety
* Kiém tra chét luong. bt T [(ANSMm)
~ [3e]
25 [3359| FR- |LABORATOIRE |Espace Industriel Nord, [* Thudc vé tring: EU-GMP |2024_HPF_ French National Agency
055 |UNITHER 151 rue André + Thubc san xut vo trang: Thudc dang ban rén; dung dich thé tich nhé (bao gdm dung dich khi dung). FR_044 for Medicine and Health
Durouchez, AMIENS + Chirng nhan 16. Products Safety (ANSM)
CEDEX 2, 80084, France |* Thudc khong vé trung:
(* Cach viét khac: Espace | + Thubc dung ngoai dang 16ng; Thubc diing trong dang 16ng. § §
Industriel Nord, 151 rue + Chirng nhan 16. § ql
Andre Durouchez - CS  |* Déng géi so' cap: Thuéc diing ngoai dang 16ng; Thubc ding trong dang Idng. 8 <
28028, 80084 AMIENS  |* Dang gi thir cép. S| @
CEDEX 2, France) * Kiém tra chat lwong:
+ Vi sinh: V6 tring.
+ Vi sinh: Khdng vé tring.
+ Hoa hoc/Vat Iv.
26 |3360| FR- [Patheon France |40 Boulevard De * Thubc khong vé tring: EU-GMP |2024_HPF_ National Agency for The
067 Champaret, Bourgoin + Thubc hoat tinh cao bao gém thudc chira chét kim té bao: Vién nang cting; Thudc cém. FR_019 Safety of Medicine and
Jallieu, 38300, France + Thubc hoat tinh cao bao gém thudc chira hormon va chét kim té bao: Vién nén, vién nén bao phim. Health Products, France
+ Thubc udng dang long. N IS
A 2 a o o
+ Xuat xwdng 16. § q
* Thubc dwoc liéu. 8| %I’
* Péng goi: g | g
+Dong géi so cAp: Céc dang thudc tai muc thudc khdng v triing néu trén va vién nang mém.
+Dong goi thiy cap.
* Kiém tra chét luong: Vi sinh (khong vé triing): Héa hoc/Vat Iy.
27 |3361| FR- |CISBIO Saclay, 306 Route * Thudc v6 trung: EU-GMP |2024_HPF_ National Agency For
069 [INTERNATIONAL |Nationale, Bp 32 Saclay, + Thubc san xuét vé trung: thuéc déng khé; dung dich thé tich nhé (thuéc phéng xa). FR_072 § § The Safety Of Medicine
Gif Sur Yvette Cedex, + Thubc tiét trung cudi: dung dich thé tich nhé (thudc phong xa); Column of molybdenum -99 for radionuclide generator of technetium. § & |And Health Products
91192, France * Thuéc khdng vé tring: 8' SI (ANSM), France
+ Thubc udng dang I6ng (thudc phéng xa);binh tao hat nhan phéng xa. ] Q
* Thubc sinh hoc (dwoc phdm phéng xa): ché phdm tir mau; thudc mién dich; thubc céng nghé sinh hoc; thubc chiét xuét tir ngudi hodc dong vat.
28 | 3362 FR- |ETHYPHARM Chemin De La Poudriere, |* Thuéc khong vé tring (bao gdm ca thudc chira dwoc chét c6 hoat tinh cao, khong bao gdm thuée doc té bao): Vién nang cirng; Thube cém; Vién nén. EU-GMP (2022 HPF_| o i [French National Agency
101 Le Grand Quevilly, * Cfll]’ng nhér: 16 thuéc khong vé tring. FR_194 < < for Medicine and Health
76120, France * Kiem tra chat lwong: Héa hoc/Vat ly. 51. é Products Safety (ANSM)
¢ | 5
29 | 3363| GB- [Glaxo Operations |Harmire Road, Barnard * Thubc khong vé tring: Tuwong [UKMIA 4 Medicines and
017 |UK Ltd Trading Castle, County Durham, |+ Thubc chira khang sinh nhém Cephalosporin: vién nén, vién nén bao phim; thuéc cdm pha hén dich uéng. dwong EU-|Insp GMP g § Healthcare Products
as Glaxo DL12 8DT, United + Xuét xudng 16. GMP  |4/19110148-| & & |Regulatory Agency
Wellcome Kingdom *Pong géi so cap: Thude chira khang sinh nhém Cephalosporin: vién nén, vién nén bao phim; thudc cém pha hén dich ubng. 0001 5 & |(MHRA), United
Operations *Pong goi thir cap. S N |Kingdom
* Kiém tra chét luvong: Héa hoc/vat Iy.
30 | 3364| GR- |Uni-Pharma Building A and B, 14th * Thudc v6 trung: EU-GMP |122429/19- < « |National Organization
019 [Kleon Tsetis Km Athina Lamia + Thucf)c san xuét vo En‘mg: Dung dich thé tich nhd. 12-2023 % § for Medicines (EOF),
Pharmaceutical ~ [National Road 1, Kifissia, + Thubc tiét trung cudi: Dung dich thé tich nhé (bao gdm thuéc nhé mét, thuéc xit mii, thubc dang syringe dong san); p + |Greece
Laboratories SA  [14564, Greece. * Thubc khdng vé tring: Vién nang clrng, vién nang mém; thuc ding ngoai dang 16ng (bao gdm lotion); thuéc dang Iéng (dung dich, siro, héng dich, thuc nhé giot); thubc bot e 3
ubng (bao gdm thuéc bét stii bot, siro khd); dang bao ché ban rén (kém., gel, m&); thuéc dan; vién nén (bao adm vién nén sui bot, vién nén bao. vién nhai, vién ngam). el A
31 | 3365 GR- |Vianex S.A - 12km National Road * Thubc vo trung: EU-GMP |10582/14-2- National Organization
022 |Plant A Athinon-Lamias, + Thudc san xuét vé tring: dung dich thé tich Ién; dung dich thé tich nhd, dung dich thubc nhé mét. 2024 for Medicines (EOF),
Metamorfosi Attiki, + Thubc tiét trung cudi: dung dich thé tich Ion; dung dich thé tich nho. § 5 Greece
14451, Greece (cach ghi |* Thubc khong vé tring: thuéc udng dang 16ng; thudc ban rén. § §
khac "12km National * Xuét xwdng thude vo tring va khdng vé tring. 8 S
Road Athens Lamia, * Péng goi so cap: thube ubng dang 16ng; thudc ban ran; dang bao ché ran khac. ] Q
Metamorfossi, 14451,
Greece")
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32 | 3366| HR- [Pliva Croatia Prilaz baruna Filipovica  |* Thudc khéng vé tring: Vién nang cing; thuéc dang ban ran; vién nén, vién nén bao phim (bao gébm ca thudc chira hormon, hoat tinh cao); thuéc bét pha hdn dich udng, EU-GMP |530-10/23- Agency for Medicinal
004 |Limited (Pliva 25, 10000 Zagreb, thudc cém pha hén dich uéng; thudc bét uéng. 07/06; 381- Products and Medical
Hrvatska d.0.0.) |Republic of Croatia (hodc |* Xuét xuwéng thuéc khdng vé tring. 13-08/310- Devices (HALMED),
Prilaz baruna Filipovica | * Dong goi so cép: Vién nang cting; thuéc dang ban rén; vién nén, vién nén bao phim (bao gém ca thuéc chira hormon, hoat tinh cao); thubc bot pha hén dich uéng, thube 24-08 § § Croatia
25, Zagreb, Grad Zagreb, |com pha hén dich uong. § §
10000, Croatia hozc * Poéng goi thir cap. 8 =
Prilaz baruna Filipovica  |* Kiém tra chét lwgng: Vi sinh (khdng vé tring); Héa hoc/Vat ly. s N
25, Zagreb, Grad Zagreb,
10000, Republika
Hrvatska)
33 | 3367 ID- |PT TUNGGAL Hormon Plant 2; JI. Jend. |Thudc san xuét vé tring: Thubc tiém thé tich nhd chira hormone gii tinh va tranh thai. PIC/S- |PW- National Agency for
001 [IDAMAN ABDI A. Yani No.7, GMP  |S.01.04.1.3. Drug and Food Control
Rawamangun Jakarta 331.04.24- < o |(NADFC), Indonesia
Timur, Kelurahan 0041 S| g
Pisangan Timur, < <
Kecamatan Pulo Gadung, 2 3
Kota Jakarta Timur, - -
Provinsi DKI Jakarta,
13230, Indonesia
34 |3368| ID- [PT Dexa Medica [JI. Jenderal Bambang *Thubc vé trung (Non-betalactam): Vién nang cting; PIC/S- |5877/CPOB/ Indonesian Food and
006 |(Plant) Utoyo No. 138, Kel. 5 llir, GMP  [A/X/20 Drug Authority,
Palembang (cach |Kcc. llir Timur li, Indonesia
ghi khac: PT Kota Palembang, é §
Dexa Sumatera Selatan, § ql
Medica) Indonesia (cach ghi khac: 8 8
JI. 3 S
Jend. Bambang Utoyo
No. 138, Palembang,
Indonesia)
35 | 3369 IE- |Fournier Ida Industrial Estate, * Thubc khdng vé tring: Vién nén (bao gdm vién nén bao phim); vién nang ctrng. EU-GMP |32750/M102 Health Products
007 (Laboratories Anngrove, Carrigtwohill, [* Kiém tra chat lwgng: Hoa hoc/Vat ly. 0/00001 Regulatory Authority,
Ireland Limited | Cork, T45 K202, 8 & |[treland
Ireland (Céch ghi khac: § Y
Anngrove, Carrigtwonhill, Z ?Z
Co. Cork, Q Q
Ireland)
36 |3370| IE- |Takeda Block 2 Miesian Plaza, 50-|* Xuét xwéng 16 thuéc vé tring, thubc khdng vé triing, san pham céng nghé sinh hoc. EU-GMP [33111/M129 Q Q Health Products
035 [Pharmaceuticals |58 Baggot Street Lower, 76 < < |Regulatory Authority
International AG  |Dublin 2, D02 HW68, © o |(HPRA), Ireland
Ireland Branch Ireland g 2
N N
37 [3371] IN- [IMMACULE Ropar Road Village * Thubc v6 trung: EU-GMP |OGYEI/3875 National Institite Of
005 [LIFESCIENCES |Thanthewal, Nalagarh, - Thudc san xuét vé trung: Thudc déng khd; Dung dich thé tich nhé. 8-6/2022 Pharmacy And
PRIVATE 174101, India - Thudc tiét tring cudi: Dung dich thé tich nhd. N w  [Nutrition, Hungary
LIMITED * S&n pham duoc thanh tra: § §
Esomeprazole Sodium For Iniection 40 mg/vial; S b
Pentantidine Isethionate for Iniection 300 mg/vial; _ ; g
Levosimendan 2,5 mg dung dich dam déc pha tiém truyén/vial; - R
Tranexanic Acid Iniection 500 mg/5ml (100 mg/ml) ampoule;
Tranexanic Acid Iniection 1000 ma/10ml (100 ma/ml)/vial.
38 | 3372 IN- |Swiss Unit I, Plot No. 402, 412- |Thudc bt pha tiém chira khang sinh nhém betalactam (bao gébm cephalosporine, penicillin, penem). India-GMP | 24024795 < ~ |Food & Drugs Control
023 |Parenterals Ltd. ~ |414 Kerala Industrial S | S |Administration, Gujarat
Estate, GIDC, Near & ~ |State, India
Bavla, Ahmedabad, Il 2
Guiarat, 382220, India Al N
39 |[3373| IN- [Giyaan Pharma [Plot No 6, Tirupati * Thubc khdng vé triing chira khang sinh Penicilin: Vién nang ctrng, sird khd, bot pha hén dich udng, vién nén, vién nén bao phim. EU-GMP |OGYEI/1937| o «© |Co quan thdm quyén
041 |Private Limited District, Ida, Tirupati *Dong goi so cép: Céc thubc khdng vo triing néu trén 8-5/2023 % § Hungary
Urban Sub-District, *DPong goi thir cap & b
Renigunta, Andhra * Kiém tra chét lwong: Vi sinh (Khdng vo tring); Vat ly/hoa hoc. 2 2
Pradesh. 517520. India - °
40 | 3374 IN- |Aurobindo Unit XII, Survey Number  |* Thudc vé tring: EU-GMP |FIMEA/2023 Finnish Medicines
047 |Pharma Limited [314, Bachupally, + Thubc san xuét vé tring: Thudc bot dong kho; Thude bdt pha dung dich tiém/tiém truyén. /000639 Agency (FIMEA)
Bachupally Mandal, * Thubc khdng vé tring: Vién nang cirng; Thubc bt pha hdn dich ubng; Vién nén, vién nén bao phim.
Medchal Malkajgiri * Péng géi so cap: Vién nang cing; Thudc bét pha hédn dich udng; Vién nén, vién nén bao phim. ® ©
district, Hyderabad, 500  |* Déng g6i thi cAp. S S
090, India * Kiém tra chat lwong: Vi sinh (V6 trang; Khong vé trung); Héa hoc/Vat ly. < o
* Gidy ching nhan gi¢i han cho cac san pham sau: Amoxicillin capsules 250mg & 500mg; Dicloxacillin capsules 250mg & 500mg; Cloxacillin capsules 500mg; Flucloxacillin g g
capsules 250mg & 500mg; Co-Amoxiclav tablets 250-125mg, 500-125mg & 875-125mg; Flucloxacillin tablets 500mg, 750mg & 1000mg; Phenoxy methyl penicillin tablets N <
800mg & 1000mg; Pivmecillinam tablets 200mg & 400mg; Amoxicillin dispersible tablets 375mg, 500mg, 750mg & 1000mg; Co-Amoxiclav PFOS 400+57mg/5ml; Flucloxacillin
oral suspension 125mg/5ml; Piperacillin & Tazobactam injection 4.5g & 2.25g; Amoxicillin injection 250mg, 500mg, 1g & 2g; Ampicillin + Sulbactam for injection 1.5g & 3.0g;
Co-Amoxiclav PFOS 100-12.5ma/ml; Sultamicillin Tablets 375 ma: Amoxicillin Tablets BP 500. 750. 1000 ma: Flucloxacillin for iniection 250. 500. 1000. 2000 ma.
41 | 3375| IN- |SERUM 212/2, HADAPSAR, San pham: WHO-  [NEW-WHO- Food & Drug
057 [INSTITUTE OF |PUNE -411028, DIST- + \/z“:ic xin Measles, Mumps and Rubella Vaccine Live, Attenuated (Freeze-dried); GMP  |GMP/CERT/ § g Administration, M.S.
INDIAPVT.LTD |PUNE-ZONES3, + VAc xin Diphtheria, Tetanus, Pertussis, Hepatitis B and Haemophilus influenza type b Conjugate Vaccine Adsorbed khong bao gdm dang bom tiém dong sén PD/138890/ § & |Banda (E), Mumbai.
INDIA + VAc xin dai b4t hoat dong khé RABIVAX-S (Rabies vaccine inactivated, freeze-dried); 20 8 & [Maharashtra State, India
+ VAc xin PNEUMOSIL Pneumococcal Polysaccharide Conjugate Vaccine (Adsorbed) (10-Valent) 0.5 ml — 1 dose (Vial); 24/11/51389| & S
+ V&c xin PNEUMOSIL Pneumococcal Polysaccharide Conjugate Vaccine (Adsorbed) (10-Valent) (2.5 ml — 5 dose (Vial).
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42 [3376] IN- [Venus Remedies [Hill Top Industrial Estate, |* Thudc bot pha tiém: Thuéc chira khang sinh nhom Cephalosporins va Carbapenems. WHO-  [HFW-H State Drugs Controller,
077 |Limited Jharmajri, EPIP Phase-lI |* Thudc diéu tri ung thu: Thudc tiém dang 16ng, thuoc dong khé pha tiém. GMP  |[Drugs] Controlling cum
(Extn.), Bhatoli Kalan, * Tr‘\uéc kzét pha tié_m_. thuéc_tiém _dang Idng (PFS, Ampoules & Vial) va |hgéc dong khé pha tiém. ) ) - . o 231/05 Licensing Authority,
Baddi. Distt. Solan * San pham: Azacitidine for |n1§ct|on 100r_n_g. F_ulvestrant solution for |nject_|on 250_rr_|g/5_m|. Methylpredmsolt_)ne sodium sugcmate f(_)r Injection USP along with sterile water for |n]ectlon_ P ) Himachal Pradesh, India
Hima(éhal Pradesh’ 1000mg/?0_m|._500mg/1 Oml; Midazolam injection US_P 5mg/5_rn|; P(_)Iymy_xln B for injection _USP 750000|U/V|a_|; Ace_tylcystelne solution USP 400mg/2ml, 1!_)00mg/5m|, 30_0mg/_3m!; Amikacin
) ’ sulphate injection USP/IP 500mg/2ml, 250mg/ml; Azithromycin for injection USP 500mg/vial; Aztreonam for injection USP 1000mg, 2000mg; Bendamustine hydrochloride injection 100mg;
173205, India Bleomycin for injection USP 15units; Bleomycin powder for solution for injection 15000IU; Bortezomib for injection 3.5mg; Bortezomib powder for solution for injection 3.5mg; Carboplatin injection
BP (10mg/ml) 150mg/15ml, 450mg/45ml; Ceftazidime powder for solution for injection or infusion 1g, 2g; Ceftriaxone powder for solution for injection or infusion 500mg, 1g; Cefuroxime powder
for solution for injection or infusion 1500mg, 750mg; Cefepime + Amikacin for injection along with solvent for Cefepime + Amikacin for injection 0.625g, 1.25g, 2.5g; Cefepime + Sulbactam for
injection 1.5g, 3g; Cefepime + Sulbactam for injection along with solvent 3g/20ml, 1.5g/10ml; Cefepime for injection USP 1g; Cefoperazone + Sulbactam for injection 1g, 1.5g, 2.0g;
Cefoperazone + Sulbactam for injection along with solvent (1g/10ml, 1.5g/10ml, 2g/20ml); Cefotaxime powder for solution for injection/infusion 500mg, 1000mg, 2000mg; Ceftazidime &
avibactam powder for solution 2.5g; Ceftazidime + Sulbactam for injection 1.5g along with solvent 20ml; Ceftazidime + Sulbactam powder for injection 1.5g, 3g; Ceftriaxone/Sulbactam/Disodium
edetate powder for solution for infusion 1.5g, 3g; Ceftazidime + Tobramycin for injection along with solvent 560mg, 1.12g; Ceftazidime for injection USP 1g; Ceftriaxone for injection USP 500mg,
19, 2g; Ceftriaxone for injection USP along with solvent 500mg, 1g, 2g; Ceftriaxone + Sulbactam for injection 1.5g, 3g; Ceftriaxone +Sulbactam for injection IP along with sterile water for
injections IP (1.5g/10ml, 3g/20ml); Ceftriaxone + Tazobactam for injection 1.125g; Ceftriaxone and Vancomycin for injection 1.5g, 3g. Cisatracurium besylate injection USP 10mg/5ml, N N
5mg/2.5ml; Cisplatin injection BP (1mg/ml) 10mg/10ml, 50mg/50ml, 100mg/100ml; Cisplatin injection BP (0.5mg/ml) 10mg/20ml, 50mg/100ml; Citicoline injection 500mg/2ml, 1000mg/4ml; <L <
Citicoline solution for injection 500mg/2ml, 1000mg/4ml; Clindamycin injection USP 300mg/2ml, 600mg/4ml; Cyatarabine for injection USP 500mg, 1000mg; Cyatarabine solution for injection ~ ~
100mg/1ml, 500mg/5ml, 1000mg/10ml; Cyclophosphamide for injection USP 1g, 500mg; Dacarbazine for injection USP (25mg/ml) 100mg, 200mg, 500mg; Dexamethasone injection sodium i g
phosphate injection IP 8mg/2ml; Dexmedetomidine injection USP 100mcg/ml (200mcg/2ml); Diclofenac sodium injection IP 75mg/3ml; Docetaxel concentrate for solution for infusion (single vial - -
1mg/1ml) 20mg/1ml, 80mg/4ml, 160mg/8ml; Docetaxel concentrate for solution for infusion (concentrate with solvent 0.5mg/ml) 20mg/0.5ml, 80mg/2ml, 120mg/3ml; Doxorubicin hydrochloride
injection USP 10mg/5ml, 50mg/25ml, 200mg/100ml; Doxycycline for injection USP 100mg; Enoxaparin sodium injection BP 20mg/0.2ml, 40mg/0.4ml, 60mg/0.6ml, 80mg/0.8ml; Epirubicin
hydrochloride for injection 10mg, 50mg, 200mg; Etoposide for injection (20mg/ml) USP 100mg/5ml, 200mg/10ml; Fluorouracil solution for injection 250mg/5ml, 500mg/10ml, 1000mg/20ml;
Gemcitabine for injection USP 200mg, 1000mg; Gemcitabine powder for solution for infusion 200mg, 1000mg; Gentamycin injection IP 80mg/2ml; Imipenem + Cilastatin for injection USP
500mg; Imipenem + Cilastatin powder for solution for infusion 500m; Irinotecan hydrochloride injection (20mg/ml) 40mg/2ml, 100mg/5ml; Iron sorbitol citric acid complex with folic acid and
vitamin B12 75mg/1.5ml; Iron sucrose injection USP 100mg/5ml; L-Ornithine L-Aspartate injection 5g/10ml; Leucovorin calcium injection USP (10mg/ml) 50mg/5ml, 100mg/10ml, 300mg/30ml;
Meropenem powder for solution for injection or infusion 500mg, 1g; Meropenem for injection USP 125mg, 500mg, 1g, 2g; Methotrexate injection (25mg/ml) 50mg/2ml, (100mg/ml) 500mg/5ml;
Methylprednisolone sodium succinate for injection USP along with sterile water for injection IP 125mg/5ml, 40mg/5ml; Midazolam injection USP 15mg/3ml; Oxaliplatin injection (2mg/ml) USP
50mg/25ml, 100mg/50ml; Oxaliplatin injection (5mg/ml) USP 50mg/10ml, 100mg/20ml; Paclitaxel concentrate for solution for infusion (6mg/ml) 30mg/5ml, 100mg/16.7ml, 210mg/35ml,
250mg/41.66ml, 260mg/43.4ml, 300mg/50ml, 150mg/25ml; Pemetrexed powder for concentrate for solution for infusion 100mg, 500mg; Plerixafor injection 20mg/ml; Piperacillin & Tazobactam
USP 4.5g; Polymyxin B for injection USP 5000001U/vial; Ranitidine injection IP 50mg/2ml; Sugammadex solution for injection 200mg/2ml; Teicoplanin for injection 200mg, 400mg; Topotecan
hydrochloride for injection 2.5mg, 4.0mg; Vancomycin hydrochloride for injection USP 500mg, 1000mg; Vincristine for injection USP 1mg/ml, 2mg/2ml; Vinorelbine solution 10mg/ml, 50mg/5ml;
Zolendronic acid for injection 4mg; Super oxidized solution 60ppm, 100ppm, 300ppm.
43 | 3377| IN- [Cadila Plot No. 1389 Trasad * Thudc khdng vé tring: Vién nang cirng; Vién nén, vién nén bao phim (khéng bao gom betalactam, cephalosporins, rifampicin, insulin). Tuwong (UK GMP Medicines and
116 |Pharmaceuticals [road, Dholka, *Pong géi so' cap. dwong EU-[20872 Insp Healthcare Products
Limited Ahmedabad, Gujarat, IN  |* Déng géi thir cép. GMP  (GMP < «© |Regulatory Agency
382225, India (cach ghi  [* Kiém tra chat lvong: Vi sinh (khdng vé tring ); Hoa/Ly. 20872/1401 § § (MHRA), United
khac: Plot No. 1389 3-0008 o &  |Kingdom
Trasad road, Dholka, 2 T
City: Dholka - 382225, - -
dist. Ahmedabad, Gujarat
state, India)
44 |3378| IN- |Jodas Expoim Plot No 55, Phase-lll, * San pham: WHO- |L.Dis.No:11 ) «© |Drugs Control
135 |Pvt. Ltd Biotech Park, Karkapatla [ABIRATERONE ACETATE TABLETS USP 250 mg; ANASTROZOLE TABLETS 1 mg; ERLOTINIB TABLETS 100 mg; ERLOTINIB TABLETS 150 mg; ERLOTINIB TABLETS GMP  |4463/TS/20 % % Administration,
(v), Markook (M), Siddipet |25 mg; ERLOTINIB TABLETS 50 mg; Exemestane Tablets USP 25 mg; GEFITINIB TABLETS 250 mg; SUNITINIB CAPSULES 25 mg. 23 & & |Government Of
District, Telangana, Pin ﬁ S'r Telangana, India
code: 502 279, India = °©
45 |3379| IN- [Sun District Sirmour, Paonta  |* Thuéc khong vé trung: vién nang ctng; vién nang mém; vién nén; vién nén bao phim. EU-GMP |NL/H Health And Youth Care
144 |Pharmaceutical [Sahib, Village *Dong goi so cAp cac dang bao ché trén. 24/2049272 < «© |Inspectorate,
Industries Limited | Ganguwala, 173025, *Déng géi thir cap. § § Netherlands
India (Céach ghi khac: * Kiém tra chat lwong: vi sinh vat (khong vo tring), hoa hoc/vat ly. & S
Village Ganguwala, N T
Paonta Sahib - 173025, o ©
District Sirmour,
46 |3380| IN- |RPG Life Formulation Plant F 2, * Thubc khdng vé tring: Vién nén, vién nén bao phim. EU-GMP |DE_HH_01_ Co quan thdm quyén
150 |Sciences Limited |3102/A, G.I.D.C. Estate, |* Déng g6i so cép: Vién nén, vién nén bao phim. GMP_2019_ buc
Ankleshwar 393002 * Pong géi thir cép. 0026 o <
Gujarat State, India * Kiém tra chét luong: Vi sinh (khong vé triing); HoalLy. é %
(Gidy ching nhan chi ap dung déi véi cac san pham: & &
- Vién nén Azathioprine 25 mg, 50 mg, 75mg, 100 mg S'r o
- Vién nén Nicorandil 10 mg, 20mg - Rl
- Vién nén dat am dao Clotrimazole 500 mg
- Vién nén Sodium valproate 200 mg, 300 ma, 500 mq)
47 |3381| IN- [Macleods Survey No. 363/1 (7), Plot [ Thudc khéng vé tring chira khang sinh nhom Betalactam: WHO- |DCD/D&D/L N v |Administration of
163 |Pharmaceuticals [No.7, Ganesh Industrial |+ Vién nén, vién nén bao phim; GMP  |A/2022- § § Daman & Diu (UT),
Limited Estate, Kachigam, + Vién nang cing; 2023/13867 < < |Drugs Licensing
Daman-396210, India + Si ré khd pry & |Authority, Drugs Control
N N __[Department, India
48 [ 3382 IN- |Yash Medicare Near Sabar Dairy, Talod |Thuéc dung ngoai: Thubdc m&; gel, kem, lotion, dung dich. WHO- (22023138 ~ v |Food & Drugs Control
178 |Pvt Ltd Road, P.O. Hajipur, Tal- GMP % § Administration In India
Himatnagar, Hajipur - 383 & N
008, Sabarkantha, O BN
Guiarat State, India i °
49 |3383| IN- [Lincoln Trimul Estate, Khatraj, Vién nén, Vién nén bao phim, vién nang cirng, siré khd, thubc diing ngoai (m&, kem, gel, lotion), m& tra méat WHO- |22083498 N 9 Food & Drugs Control
189 |Pharmaceuticals |[Tal- Kalol, City - Khatraj, GMP < I Administration, Gujarat,
Ltd. Dist.- Gandhinaga, @ & |India
Guijarat State, India g E
I [
50 |3384| IN- |Samrudh Plot No. J-174, J-168, J- |* Thubc vé triing (khong chira thubc chira khang sinh nhém cephalosporins; thuéc chira khang sinh nhém penicillin; thudc doc té bao; hormon): dung dich thudc tiém thé tich WHO-  [NEW-WHO-| o v |Food & Drug
218 [Pharmaceuticals |168/1, MIDC, Tarapur, nho; thudc bot pha tiém. GMP GMP/CERT/ % § Administration. M.S.
Pvt. Ltd. Boisar, Thane 401506, KD/109557/ | & & |Bandra (E), Mumbai,
Maharashtra State, India 2022/11/402| 3 | S [Maharastra State, India
51 o o
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51 [3385| IN- [Coral Plot No. 57/1 (16), Vién nén, vién nang ctrng, thubc udng dang I6ng, thubc ding ngoai (bao gdm dung dich nhé mii). India-GMP| DCD/D&D/L 8 I Drugs Licensing
237 |Laboratories Bhenslore, Dunetha, Nani A/2021- < < Authority, UT of Daman
Limited Daman - 396210, India 2022/2321 8‘ 8‘ & DIU, Daman , India
g | 2
52 |3386( IN- [Ajanta Pharma |Gut. No -11/12/14/15, *Vién nang, thudc udng dang 1&ng, vién nén, vién nén bao, thuéc bét udng. WHO- |NEW-WHO- Food & Drug
454 |Limited Chitegaon, Paithan Road. |* San pham: FIMASARTAN TABLETS 60 MG; TENELIGLIPTIN 20 MG AND METFORMIN HYDROCHLORIDE 1000 MG EXTENDED RELEASE TABLETS; TENELIGLIPTIN 20 MG AND GMP |GMP/CERT/ Administration, Gujarat
Aurangabad 431105 METFORMIN HYDROCHLORIDE 500 MG EXTENDED RELEASE TABLETS; TENELIGLIPTIN TABLETS 20 MG; VARDENAFIL TABLETS 20 MG; ACTINAC 100 ACECLOFENAC TABLETS; AD/107652/ State, India
Maharashtra State. India ACTINAC PLUS ACECLOFENAC AND PARACETAMOL TABLETS; AMADAY-10 AMLODIPINE TABLETS; AMADAY- 5 AMLODIPINE TABLETS; AMADAY PL 10/4 AMLODIPINE AND 2021/11/386
! PERINDOPRIL ERBUMINE TABLETS; AMADAY PL 10/8 AMLODIPINE AND PERINDOPRIL ERBUMINE TABLETS; AMADAY PL 5/4 AMLODIPINE AND PERINDOPRIL ERBUMINE TABLETS; 18
AMADAY PL 5/8 AMLODIPINE AND PERINDOPRIL ERBUMINE TABLETS; APCALIS- SX 20 TADALAFIL TABLETS 20 MG; APCALIS SX 20 MG ORAL JELLY TADALAFIL ORAL JELLY 20 MG
(BLACKCURRENT FLAVOUR); APCALIS SX 20 MG ORAL JELLY TADALAFIL ORAL JELLY 20 MG (CHOCOLATE FLAVOUR); APCALIS SX 20 MG ORAL JELLY TADALAFIL ORAL JELLY 20
MG (MANGO FLAVOUR); APCALIS SX 20 MG ORAL JELLY TADALAFIL ORAL JELLY 20 MG (MINT FLAVOUR); APCALIS SX 20 MG ORAL JELLY TADALAFIL ORAL JELLY 20 MG
(ORANGE FLAVOUR); APCALIS SX 20 MG ORAL JELLY TADALAFIL ORAL JELLY 20 MG (PINEAPPLE FLAVOUR); APCALIS SX 20 MG ORAL JELLY TADALAFIL ORAL JELLY 20 MG
(STRAWBERRY FLAVOUR); APCALIS SX 20 MG ORAL JELLY TADALAFIL ORAL JELLY 20 MG COMBIPACK OF 7 FLAVOURS; APCYCLINE-250 TETRACYCLINE CAPSULES BP.; APFLU
PARACETAMOL 500 MG, PHENIRAMINE MALEATE 25 MG AND ASCORBIC ACID 200 MG POWDER FOR SUSPENSION; APLENE 75 PREGABALIN CAPSULES 75 MG; APRAMOL
PARACETAMOL EFFERVESCENT TABLETS 500 MG; APRAMOL 1000 PARACETAMOL EFFERVESCENT TABLETS 1000 MG; APRAMOL 650 PARACETAMOL TABLETS BP 650 MG;
APRAZOLE- 20 OMEPRAZOLE CAPSULES; APRAZOLE- 40 OMEPRAZOLE CAPSULES 40 MG; ARTEFAN 20/120 ARTEMETHER AND LUMEFANTRINE TABLETS 20/120 MG; ARTEFAN
40/240 ARTEMETHER AND LUMEFANTRINE TABLETS 40/240 MG; ARTEFAN 60 / 360 ARTEMETHER AND LUMEFANTRINE TABLETS; ARTEFAN 80/480 ARTEMETHER AND - <
LUMEFANTRINE TABLETS; ARTEFAN DISPERSIBLE 20/120 ARTEMETHER 20MG AND LUMEFANTRINE 120MG DISPERSIBLE TABLETS; ATORFIT 10 ATORVASTATIN CALCIUM S S
TABLETS; ATORFIT 20 ATORVASTATIN CALCIUM TABLETS; BIDOX DOXYCYCLINE CAPSULES BP; CLARANTA 250 CLARITHROMYCIN TABLETS USP; CLARANTA 500 E z
CLARITHROMYCIN TABLETS USP; CLOTRAP 75 CLOPIDOGREL TABLETS USP 75 MG; ESMOLOC 20 ESOMEPRAZOLE TABLETS 20 MG; ESMOLOC 40 ESOMEPRAZOLE TABLETS 40 ~ <
MG; ES-ULCIZONE 40 ESOMEPRAZOLE TABLETS 40 MG; FEDATE CAPSULES; INDOFLAM 25 INDOMETACIN CAPSULES BP; INSTACLOP 75 CLOPIDOGREL TABLETS USP 75 MG; N &
KAMAGRA 100 SILDENAFIL CITRATE TABLETS; KAMAGRA 100 MG CHEWABLE TABLETS SILDENAFIL CITRATE CHEWABLE TABLETS 100 MG; KAMAGRA CHEWABLE TABLETS 100
MG SILDENAFIL CHEWABLE TABLTES 100 MG (STRAWBERRY AND LEMON FLAVOURS ); KAMAGRA CHEWABLE TABLETS 100 MG SILDENAFIL CITRATE CHEWABLE TABLETS 100
MG (PINEAPPLE AND MINT FLAVOURS); KAMAGRA EFFERVESCENT TABLETS 100 MG SILDENAFIL CITRATE EFFERVESCENT TABLETS 100 MG (ORANGE FLAVOUR); KAMAGRA
ORAL JELLY 100 SILDENAFIL ORAL JELLY 100 MG (ORANGE FLAVOUR); KAMAGRA ORAL JELLY 100 SILDENAFIL ORAL JELLY 100 MG (PINEAPPLE FLAVOUR); KAMAGRA ORAL
JELLY 100 MG SILDENAFIL ORAL JELLY 100 MG (BANANA FLAVOUR); KAMAGRA ORAL JELLY 100 MG SILDENAFIL ORAL JELLY 100 MG (BLACK CURRANT FLAVOUR); KAMAGRA
ORAL JELLY 100 MG SILDENAFIL ORAL JELLY 100 MG (BUTTERSCOTCH FLAVOUR); KAMAGRA ORAL JELLY 100 MG SILDENAFIL ORAL JELLY 100 MG (STRAWBERRY FLAVOUR);
KAMAGRA ORAL JELLY 100 MG; SILDENAFIL ORAL JELLY 100 MG (VANILLA FLAVOUR); KAMAGRA ORAL JELLY 100 MG; SILDENAFIL ORAL JELLY 100 MG COMBIPACK OF 7
FLAVOURS; LISNOP — 20 LISINOPRIL TABLETS USP; LISNOP 10 LISINOPRIL TABLETS USP 10 MG; LISNOP 5 LISINOPRIL TABLETS USP 5 MG; METMIN ER 850 METFORMIN
HYDROCHLORIDE EXTENDED RELEASE TABLETS USP 850 MG; METMIN SR 1000 METFORMIN HYDROCHLORIDE EXTENDED RELEASE TABLETS USP 1000 MG; METMIN SR 500
METFORMIN HYDROCHLORIDE EXTENDED RELEASE TABLETS USP 500 MG; METROSULE- 200 METRONIDAZOLE TABLETS BP; METROSULE- 500 METRONIDAZOLE TABLETS BP;
NOVATEN 25 ATENOLOL TABLETS BP; RIDMAL 40/320 DIHYDROARTEMISININ AND PIPERAQUINE PHOSPHATE TABLETS; SUPER KAMAGRA; SILDENAFIL AND DAPOXETINE
TABLETS; T36 PLUS TADALAFIL 20 MG AND DAPOXETINE 60 MG TABLETS; TRIMOL CX PARACETAMOL, DICLOFENAC SODIUM AND CHLORZOXAZONE TABLETS; TRIMOL
TABLETS ; ULCIZONE OMEPRAZOLE CAPSULES 20 MG; VALIF 20 VARDENAFIL TABLETS 20 MG; ZAHA-500 AZITHROMYCIN TABLETS 500 MG.
53 |3387| IT- [Novartis Farma |Via Provinciale Schito, * Thubc khdng vé tring (bao gém thudc chira Letrozole): EU-GMP |[IT/197/H/20 Italian Medicines
023 [S.P.A. 131 - 80058 (cach ghi + Vién nén (bao gém ca vién nén phéng thich cham); vién nén bao phim. 23 Agency (AIFA)
khac: Via Provinciale + Xuét xwdng: Thubc khdng vé triing (bao gébm thudc chira Letrozole) ® ©
Schito 131), Torre *Doéng goi S S
Annunziata (NA), Italy +Dong géi so' cap: vién nang mém; vién nén (bao gébm ca vién nén phéng thich cham); vién nén bao phim (bao gdm ca thuéc chira Letrozole). - o)
+Dong géi ther cAp. > I
* Kiém tra chat luong: ® R
- Vi sinh (kiém tra thu6c khdng vé tring)
- Hoéa hoc/Vat Iy
54 | 3388 IT- |Corden Pharma |Viale Dell' Industria, 3-  |* Thubc v tring: EU-GMP |IT/49/H/202 | o w |AIFA ltalian Medicines
076 |Societa' Per 20867, Caponago (MB), + Thubc tiét trung cudi: Thudc dang I6ng thé tich nho. 3 § § Agency
Azioni Cach viét |ltaly. *Poéng goi thir cap Py &
khac: Corden * Chirng nhan 16 thudc vo tring. g E
Pharma SPA * Kiém tra chét lwong: Vi sinh (v6 tring); héa hoc/Vat IV; Vi sinh: LAL test. N c
55 |3389| JP- [Senju 4228-1, Aza Kadota, * San ph&m: Dung dich nhd m&t TEARBALANCE OPHTHALMIC SOLUTION 0.1% (Natri hyaluronat 1mg/ml). Japan- 3424 ™ ~ [Ministry of Health,
003 |Pharmaceutical Ishishi, Karatsu-shi, Saga- GMP % § Labour and Welfare
Co., Ltd. Karatsu [ken, Japan (twong - & [(MHLW), Japan
Plant duwong EU- N 3
GMP) i -
56 | 3390 JP- |Santen 2-14, Shikinami, * San xuét thubc: Dung dich nho mét EYBELIS-S (Omidenepag isopropyl 0.02mg/ml). Japan- |889 %) ~ |Ministry of Health,
004 |Pharmaceutical  [Hodatsushimizu-cho, GMP S | § |tabourand Welfare
Co., Ltd. Noto Hakui-gun, Ishikawa, (twong B & |(MHLW), Japan
Plant Japan dwong EU- 2 2
GMP) N °
57 [3391| JP- [Nipro Pharma 428, Okanouchi, Vién nén bao phim IRESSA Tablets 250 (Gefitinib 250mg) Japan- |GCN: /05 Ministry of Health,
010 [Corporation, Kagamiishi-machi, lwase- GMP Notification § § Labour and Welfare
Kagamiishi Plant |gun, Fukushima 969- (twong [No.: § §  [(MHLW), Japan
0401, Japan duong EU-|0730508000| 3 3
GMP) |056 = 3
58 |3392] JP- |CATALENT 1656, Kurami, Kakegawa, |* San xuat ban thanh pham: Vién nang mém Epadel S900. Japan- |Gidy GMP: o w [Ministry of Health,
071 [JAPAN K.K. Shizuoka,Japan GMP 4661; % § Labour and Welfare
KAKEGAWA (twong  [Notification: | & & |(MHLW), Japan
PLANT duong EU-|2230208001 | & o
GMP) [735 ° °©
59 |[3393| JP- [Mochida 431, Nakadawara, * Poéng géi va xuét xwdng: Vién nang mém Epadel S900. Japan- |0930408000| o ~ |Ministry of Health,
072 |Pharmaceutical Otawara, Tochigi, Japan GMP 135 % § Labour and Welfare
Plant Co., Ltd. (twong & & |(MHLW), Japan
Head Office Plant duwong EU- 2| 2
GMP) = °
60 |3394| KR- [GC Biopharma 40, Sandan-gil, Hwasun- |San pham sinh hoc: Thudc tiém (Véc xin Thay dau). PIC/S- |2024-F1- 3 © Gwangju Regional
020 [Corp. (Tén cii: eup, Hwasun-gun, GMP (0026 < < Office of Food and Drug
Green Cross Jeollanam-do, Republic N « |Safety, Ministry of Food
Corporation) of Korea z g and Drug Safety, Korea
o ™

Danh sach co sé& dap (rng GMP

Trang6/8

Dbot 40



TEN CO'SO' SAN ; 8 NGUYEN | GIAYCH. |ngAy | No2Y .
STT |ID CC|ID CT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAp l:ll;':; CO' QUAN CAP
61 | 3395| KR- |Yungjin Pharm. |66 Muha-ro, Namyang- * Thubc udng dang rén: Vién nén (vién nén, vién nén bao phim, vién nén bao dudng); Vién nang cting. PIC/S- |2024-D1- Gyeongin Regional
030 |Co., Ltd eup, Hwaseong-si, * Thuéc udng dang 16ng: Siro; H3n dich udng. GMP  |0398 § § Office of Food and Drug
Gyeonggi-do, Republic of |* Thudc khéng vé tring chira khang sinh nhém Cephalosporin: vién nén ,vién nén bao phim; vién nang ctng; siro khd; thubc cém; thube bot, § & |Safety, Ministry of Food
Korea * Kiém tra chét lwong: 8 3 |and Drug Safety, Korea
- Vi sinh: v tring, khéng vé trung o b
- Hoa hoc/vat Iv
62 |3396| KR- |Korea United 107, Gongdan-ro, Thubc chéng ung thu gom: PIC/S- [2024-G1- S r; |Daejeon Regional
045 [Pharm. Inc. Yeonseo-myeon, Sejong- + Vién nén; Vién nén bao phim; Vién nang cing; GMP  |0552 < < Office of Food & Drug
si, Republic of Korea + Thudc tiém (dung dich, bot, bt dong khd) e} « |Safety, Ministry of Food
* Ghi cht: Pham vi cong bé khong bao gém céc san pham: Vién nén; Vién nén bao phim; Vién nang cirng dwoc san xuét tai Plant C b4 2 |and Drug Safety, Korea
N —
63 |3397| KR- |Shin Poong 70, Sandan-ro 19beon-  [Thudc uéng dang ran: Vién nén, vién nén bao phim, thuéc cém. PIC/S- [2024-D1- S @ |Gyeongin Regional
100 |Pharm. Co., Ltd. [gil, Danwon-gu, Ansan-si, GMP (0308 < < Office of Food and Drug
Gyeonggi-do, Republic of g : Safety, Ministry of Food
Korea > o« |and Drug Safety, Korea
N N
64 |3398| KR- [Young IL Pharm. |6-1 Munhwa 12-gil, * Thudc vo tring: Vién nén; Vién nang cirng; bot, siro khd; vién nén bao phim; vién nén bao dudng. PIC/S- |2024-G1- 3 © Daejeon Regional
118 |Co., Ltd. Jincheon-eup, Jincheon- |* Kiém tra chat lwong: Vi sinh (khdng vé tring); Hoa hoc/Vat ly. GMP (0425 < < Office of Food & Drug
gun, Chungcheongbuk- o < |Safety, Ministry of Food
do, Republic of Korea S f’-, and Drug Safety, Korea
o o
65 |3399| KR- [Unimed 110-27, Sirok-ro, Asan-si, |* Thudc uéng dang ran: Vién nén, vién nén bao phim; Vién nang ctrng. PIC/S- |2023-G1- ™ «© |Daejeon Regional
127 |Pharmaceuticals |Chungcheongnam-do, * Thudc tiém: Dung dich tiém déng ampoule. GMP 1380 § § Office of Food & Drug
Inc. Republic of Korea * Dung dich nhé mét (da liéu). b & |Safety, Ministry of Food
* B6t nhao (Plaster). e & |&Drug Safety, Korea
* Kiém tra chét lwong: Hoa/Ly: Vi sinh khong v tring: D6 vé tring. N o
66 |3400| MT- |PharOS MT Ltd [HF62X, Hal Far Industrial |* Thubc khéng vé trung: EU-GMP |MT/041HM/ Medicines Authority
003 Estate, Birzebbugia, + Vién nang ctng chira thuéc ddc va thuéc hoat tinh cao; Vién nén, vién nén bao phim (bao gébm ca thudc doc va thude hoat tinh cao). 2022 ~ < [Malta
BBG3000, Malta + Xuét xwéng 16. S S
*Dong goi: & ~
+Dong géi so cap: Vién nang clrng chira thube doc va thude hoat tinh cao; Vién nén (bao gém ca thudc doc va thude hoat tinh cao). > i
+Dong goi thir cap. © R
* Kiém tra chét lwong: Vi sinh (khong vé tring); Héa hoc/vat Iy.
67 | 3401 NL- |DHL Supply Bijsterhuizen 3142, Dong géi thir cap EU-GMP |NL/H g i |Health and Youth Care
013 |Chain Wijchen, 6604 LV, 22/2031936 | < S |Inspectorate -
(Netherlands) B.V.[Netherlands av2 oo'u S Pharmaceutical
(,\\-‘ : Products, Netherlands
68 | 3402| PL- [Adamed Pharma |ul. Marszalka Jozefa * Thubc khong vé tring: EU-GMP |ISF.405.7.20| Chief Pharmaceutical
007 [S.A Pilsudskiego 5, 95-200 + Vién nang ctng (bao gdm ca chét kim té bao), Vién nén, vién nén bao phim (bao gém ca héc mon va steroid). 24.1P.A1 Inspector, Poland
Pabianice, Poland + Xuét xudng 16. WTC/0039_ | « ©
*Déng goi: 01_01/11 § §
+Dong géi cp 1: Vién nang crng (bao gdm ca chéat kim té bao), Vién nén, vién nén bao phim (bao gém ca héc mén va steroid). < S
+Dong goi cap 2. 2 Y
* Kiém tra chat lvong: - «
+ Vi sinh: Thudc khong vé tring.
+ Hoa Iv/ Vat Iy.
69 | 3403| PL- |Zaktady Oddziat Produkcyjny w * Thudc v6 trung: EU-GMP |ISF.405.50.2] Chief Pharmaceutical
032 [Farmaceutyczne |Duchnicach, + Thubc san xuét vé tring: thudc bét pha tiém/tiém truyén chira khang sinh nhém cephalosporin. 023.1P.1 Inspectorate
Polpharma S.A.  |ul.OZzarowska 28/30, 05- + Xuét xudng. WTC/0105_ | « v |(CPI), Poland
(Céach viét khac: |850 Ozaréw Mazowiecki, |* Kiém tra chét luong: 01_03/241 % %
Pharmaceutical ~ |Poland (Cach viét khac: + Vi sinh: vo trung. & Y
Works Duchnice, 28/30 + Hoa hoc/vat ly. b s
Polpharma S.A.) |Ozarowska Str., 05-850 - N
Ozarow Mazowiecki,
Poland)
70 | 3404| RO- |SANTA SA Str. Panselelor, nr.25, * Thudc khéng vé tring: EU-GMP |017/2023/R National Agency for
018 nr.27 si nr.29, Municipiul - Vién nang cirng. o Medicines and Medical
Brasov, Judet Brasov, - Céc dang bao ché ran khac: Vién nén, Vién nén bao phim. 1) <« |Devices (NAMMD),
cod postal 500419, - Xut xwdng 16 cac san pham khong vé triing néu trén. § § Romania
Romania *Dong géi so cAp cac san pham khong vo tring néu trén. & &
*Poéng goi thwr cap. 2 o
* Kiém tra chat lvong: - ®
- Vi sinh: khong vo trung.
- Véat ly/héa hoc.
71 | 3405| RO- [BIOTEHNOS SA |Str. Gorunului, nr. 3-5, * Xuét xwéng thude vé trung (Alflutop solution for injection 10%). EU-GMP |037/2024/R 3 @ National Agency for
021 Loc. Otopeni, Orag * Xuét xwéng thubc khéng vé tring (Thudc dang ban rén Alflutop gel). o S S |Medicines and Medical
Otopeni, Judet lifov, cod |* Déng géi thir cép (Building P): Alflutop solution for injection 10%. < « |Devices (NAMMD),
postal 075100, Romania |* Kiém tra chét lwvgng (Building C1): Vi sinh (vé tring; khéng vé trung); Héa/Ly; Sinh hoc. E 3 Romania
-~ 3V
72 | 3406 SI- |KRKA, tovarna Smarjeska cesta 6, Novo |* Thudc vé trung: EU-GMP |401-8/2023- Agency For Medicinal
005 |zdravil, d. d., mesto, 8501, Slovenia + Thubc san xuét vo tring: dung dich thé tich Ion; dung dich thé tich nho (chtra hormon hodc chét co hoat tinh hormon). 5 Products And Medical
Novo mesto (tén [(Cach ghi khac: + Thubc tiét trung cudi: dung dich thé tich I&n; dung dich thé tich nhé (chtra hormon hoéc chét c6 hoat tinh hormon). ® «© |Devices Of The
viét tit: KRKA,  |Smarjeska cesta 6, Novo + Xuét xudng 16. % § Republic Of Slovenia
d.d., Novo Mesto) [mesto, 8501 Slovenia) * Pong géi thir cép. Y W
* Kiém tra chat luong: < I
+ Vi sinh: V6 trung. N N
+ Vi sinh: Khéng v6 tring.
+ Héa hoc/Vat Iv.
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73 | 3407 | SK- |HBM Pharma Sklabinska 30, 036 80 * Thudc v6 trung: EU-GMP [SK/017V/20 State Institute for Drug
001 |s.r.o. Martin, Slovakia + Thubc san xuét vé trung: Dung dich thé tich nhé. 24 Control, Slovakia
+ Thubc tiét trung cudi: Dung dich thé tich nhé.
* Thuéc khdng vé tring: Vién nén, vién nén bao phim
* Xuét xwéng: thube vé tring; thube khdng vo tring. é g
*Dong goi: § §
+Dong géi so cap: Vién nang clrng, vién nhai, vién nén, vién nén bao phim. g 8.
+Dong goi thir cap. S bS]
* Kiém tra chat luong:
+ Vi sinh: thuéc vé tring; thuéc khdng vé tring.
+ Hoa hoc/vat ly.
+ Sinh hoc.
74 | 3408 TR- |Sanofillac Kucukkaristiran * Thuéc khdng vé tring: vién nang ctrng, thubc dung trong dang 16ng, thudc ban ran, thudc dat, vién nén, bot pha hén dich, vién ngam. EU-GMP |sukls136008 State Institute for drug
008 [Sanayi. Ve Mahallesi. Merkez Sok. * Poéng géi so' cap: vién nang cing, thuéc ding trong dang I6ng, thuéc ban rén, thubc dat, vién nén, bot pha hdn dich, vién ngam. /2022 control, Czech Republic
Ticaret Anonim No. 223/A 39780, * Pong géi thir cép.
Sirketi (AS) Buyukkaristiran / * Kiém tra chét lwgng: vi sinh (vo tring va khéng vé tring); héa hoc, vt ly; sinh hoc. N 0
Céch ghi khac:  |Luleburgaz/Kirklareli, S S
Sanofi llag Turkey. - @0
Sanayi Ve Ticaret |Cach ghi dia chi khac: o g
Anonim Sirketi Kuglkkarigtiran -~ N
Mabhallesi, Merkez Sokak
No:223/A, 39780
Blivikkaristiran,
75 | 3409| TR- |Pharmavision Davutpasa Caddesi * Thubc khdng vé triing chira khang sinh nhém Cephalosporin: Vién nén, vién nén bao phim; Thuéc bdt pha hdn dich uéng; Vién nang cirng. PIC/S- |TR/IGMP/20 Turkish Medicines and
013 [Sanayi Ve Ticaret |No:145 Zeytinburnu, * Xuét xuwdng 16 thudc khong vé trung. GMP 22/287 Medical Devices
Anonim Sirketi Istanbul, Turkey *Dong goi so cép: Vién nén, vién nén bao phim; Thubc bt pha hén dich uéng; Vién nang ctrng. Q & Agency (TMMDA)
- e 2 - SX - - 2 oA o (=]
(Céch viét khac:  [(* Cach viét khac: *Dong géi thir cap. § §
Pharmavision Davutpasa Caddesi * Kiém tra chat luong. ‘9. $
San. Ve Tic. A.S.) [No:145 Topkapi, i S
Zeytinburnu, Istanbul,
Turkey)
76 |3410| TR- | NOBEL ILAC Sancaklar Mah. Eski * Thubc khong vé tring: PIC/S- |TR/GMP/20 Turkish Medicines and
015 [SANAYII VE Akcakoca, Cad. No: 299 |- Vién nang cing; GMP  (24/12 Medical Devices Agency
TICARET A.S. 81100 Duzce — Turkey - Thubc diing ngoai dang léng: dung dich xit, hdn dich thut tryc trang;
- Thubc uéng dang 1dng: dung dich, hdn dich, siré, nhii dich;
- Thubc dang ban rén: kem, gel, m&;
- Vién nén, vién nén bao phim chira Cephalosporin; < ©
- Thudc bét pha hén dich udng chira Cephalosporin, thudc cém, micropellet. % %
Xuét xwéng 16 cac san pham khong vé tring trén & iy
* Péng goi: > f-r
- Péng goi so cép: Cac dang thudc khong vo tring néu trén. ~ o
- Péng goi thi cap.
* Kiém tra chat lvong:
- Vi sinh: vo truing, khong vo trang;
- Hoa hoc/Vat ly.
77 | 3411| TR- |AROMA ILAG Vakiflar OSB Mahallesi Thubc vé trung: EU-GMP |BG/GMP/20 | « < |Bulgarian Drug Agency
028 [SAN.LTD. STi. |Sanayi Caddesi, No: 22/1 -Thuég san xuét vo trang: 22/218 § §
Kat 2, Ergene, Tekirdag, |+ Thudc dong kho. & &
Republic of Turkey + Dung dich thudc tiém thé tich nhé (6ng va lo). by i
+Dong gdi ther cAp. hal «
78 | 3412| TW- |CBC No. 120, Xingzhong Rd., |* Thudc khéng vé tring: PIC/S- 109247 <« «© |Ministry of Health and
024 (Biotechnological |Tamsui Dist., New Taipei + Thucf)c dang !6ng: Dgng dich ué'ng va dung ngoai. GMP % § Welfare, Republic of
& Pharmaceutical |City 25152, Taiwan + Thudc ban ran: Thuéc mé&, thue kem, gel dung ngoai. & « |China (Taiwan)
Co., Ltd. Tan (R.O.C.) + Thuébc rén: Vién nén, vién nén bao phim. bt NS
Shui Factory N N
79 |3413]| US- [IPR Road 188, Lot 17, San * Thubc khdng vé tring: Vién nén; vién nén bao phim. us. 1055499 United States Food and
021 [Pharmaceuticals, |lIsidro Industrial Park, cGMP Drug Administration
Inc Canovanas, PR (twong (U.S. FDA)
(* Cach ghi khac: |00729, USA dwong EU- g §
IPR (* Cach ghi khac: Carr GMP) § §
Pharmaceuticals |188, Lote 17, San Isidro g ﬁ.
Incoporated) Industrial Park, b Py
Po Box 1624,
Canovanas, PR 00729,
USA)
80 |3414] US- |Catalent Indiana, {1300 South Patterson * Thubc san xuét vé tring: Thudc déng khd, thude dang 16ng thé tich nhé. us. |[FEI United States Food and
036 [LLC Drive, Bloomington, IN * Thubc v6 tring tiét trung cudi: Thudc dang I16ng thé tich nhd. cGMP | 3005949964 Drug Administration
47403, United States * Nguyén ligu thudc sinh hoc: Enzyme, protein tai té hop, khang thé don dong (twong (El end: § § (U.S. FDA)
of America *Pong goi, dan nhan. dwong EU-(15/11/2023) § §
* Kiém tra chét lwong. GMP) p= <
* Cy thé: San xuét va dong géi cdp 1 cho san pham: © >
+ Imfinzi™ Injection 120mg/2.4mL (Durvalumab 50mg/1mL) (Dang bao ché dang ky tai Viét Nam: Dung dich truyén tinh mach);
+ Imfinzi™ Injection 500mg/10mL (Durvalumab 50mg/1mL) (Dang bao ché dang ky tai Viét Nam: Dung dich truyén tinh mach).
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TEN CO SO SAN . ; " NGUYEN | GIAYCH. | NGAy | NGAY - . o
STT |IDCC|ID CT . PIA CHI PHAM VI CHUNG NHAN z A e HET CO' QUAN CAP NOIDUNG DPIEU CHINH
XUAT N N N TAC GMP NHAN CAP HAN Q ¥
1 3257 | BE- [S.M.B Zoning Industriel - Rue du |* Thudc khéng vé trung: Vién nang cting; Thudc dung ngoai dang 18ng; Thubc uéng dang EU-GMP |BE/GMP/20 Federal Agency For B4 sung pham vi vién nang mém sau khi xem xét hd so' dé nghi clia
004 |Technology SA Parc industriel 39, 16ng; Thudc bot; Vién nén, vién nén bao, vién nén sii; Vién nang mém, 23/094 Medicines And Health co' s& (khdng xem xét dén cac pham vi da dwoc cong bé trwéc day).
(cach ghi khac: Marche-en-Famenne, * Xuét xudng 16 thudc khong vé tring. S & |Products (FAMHP),
SMB Technology (6900, Belgium *Pong géi so' cap: Vién nang cirng; Thudc duiing ngoai dang 18ng; Thuéc ubng dang I6ng; 8‘ 8‘ Belgium
S.A) (cach ghi khac: Rue du Thubc bot; Vién nén, vién nén bao, vién nén sui; Vién nang mém, Py 8
Parc Industriel 39 - 6900 |* Dong géi thir cAp. 3 3
Marche-en-Famenne- * Kiém tra chét lwong: Vi sinh (khdng v tring); Hoa hoc/vat ly.
Belgium).
2 | 2924 | BE- |Baxalta Belgium |Boulevard René * Thudc v trung: EU-GMP (BE/GMP/20 Federal Agency for Didu chinh cach ghi dia chi nha may René thanh Rene (chi phién am)
013 |Manufacturing Branquart 80, Lessines, + Thubc san xuét vo tring: Dung dich thé tich nhd 23/050 Medicines and Health theo hudng dan céch ghi tén va dia chi cia EMA
(Céch ghi khac: 7860, Belgium. (*Cach ghi |* Thuéc sinh hoc: Products, Belgium
Baxalta Belgium |khac: Boulevard Rene + San pham mau; g §
Manufacturing Branquart 80, Lessines, + San pham mién dich. § §
SA) B- 7860, Belgium) * Ching nhan xuét xuéng 16: 3 8
+ Sé&n pham mau; ) Q
+ San pham mién dich;
+ Thuéc vé tring
* San xuét nguyén ligu: Chét trc ché Alpha1-Proteinase tinh khiét
3 | 2798 | BG- |Pharma PLC 13, Neofit Rilski Street, * Thudc khéng vé tring: Vién nén; Vién nang ctng; Ching nhan 16. EU-GMP (BG/GMP/20 Bulgarian Drug Agency |Diéu chinh cach ghi dia chi co s& thanh: 13, Neofit Rilski Street,
006 2600 Dupnitsa, Bulgaria  |* Déng géi so' c&p: Vién nang cing; Vién nén. 23/224 § § 2600 Dupnitsa, Bulgaria (*cach ghi khac: 13 Neofit Rilski str., 2600
(*cach ghi khac: 13 Neofit |* Béng goi thr cap. Y N Dupnitsa, Bulgaria)
Rilski str., 2600 Dupnitsa, |* Kiém tra chét lvong: S =4
Bulgaria) + Vi sinh: thubc khéng vé tring. §' g
+ Hoéa hoc/Vat ly.
4 | 2235| BG- |Vetprom AD the Vpharma site, 26 * Thudc vo tring: EU-GMP (BG/GMP/20 Bulgarian Drug Agency, |Bb sung pham vi chi*ng nhan "vién nang ctrng, cac dang bao ché
009 Otets Paisiy Str., Radomir |+ Thudc san xuét vé tring: dung dich thé tich nhé. 21/195 Republic of Bulgaria rén khac, vién nén, vién nén bao phim" sau khi déi chiéu SMF c6
2400, Bulgaria + Thubc tiét trung cudi: dung dich thé tich nho. Danh muc san pham; thiét bj san xuét ddi voi cac dang bao ché trén.
(* Cach ghi khac: 26 Otez |* Thudc khdng vé triing: vién nang clrng; thudc diing ngoai dang 1éng; thuéc uéng dang
Paisii Str., 2400 Radomir, |1dng; cac dang bao ché rén khac; thudc ban ran (kem, gel, m&); vién nén, vién nén bao - <
Bulgaria) phim. S S
* Xuét xwdng thube vé trung; thude khdng vé triing. 3 o
* Dong goi: iy s
+BDong gdi so cap: vién nang crng; thudc diing ngoai dang lng; thuéc udng dang long; R -
cac dang bao ché ran khac; thudc ban ran (kem, gel, m&); vién nén, vién nén bao phim.
+Doéng goi th cap.
* Kiém tra chat luong:
+ Vi sinh: vé trung; khong vo trung.
5 | 2235 BG- |Vetprom AD the Vpharma site, 26 * Thudc vo trang: EU-GMP (BG/GMP/20 Bulgarian Drug Agency, |1. Didu chinh dia chi cong b theo dung dia chi trén GCN GMP (bd
009 Otets Paisiy Str., Radomir + Thudc san xuét vo tring: dung dich thé tich nhé. 21/195 Republic of Bulgaria cach ghi dia chi khac)
2400, Bulgaria + Thudc tiét trang cudi: dung dich thé tich nhé. 2.B6 sung pham vi chirng nhan cho dang bao ché Vién nang cting,
* Thubc khong vé triing: vién nang cirng; thube diing ngoai dang 1ong; thuéc ubng dang cac dang bao ché ran khac, vién nén...nhu trén Gidy chirng nhan
16ng; cac dang bao ché ran khac; thudc ban ran (kem, gel, m&); vién nén. GMP mdi va nhu tai liéu ki thuat, bao cao thanh tra cong ty cung cép.
* Xuét xwdng thude vé trung; thudc khdng vé triing. - <
* Thudc sinh hoc: san pham cé ngudn gbc tir ngudi hodc dong vat. S S
* Tiét tring thanh pham: loc; nhiét dm. m o
* Dong goi: iy s
+BDong gdi so cap: vién nang crng; thudc diing ngoai dang lng; thuéc udng dang long; R -
cac dang bao ché ran khac; thudc ban ran (kem, gel, m&); vién nén.
+Doéng goi thr cap.
* Kiém tra chat luong:
+ Vi sinh: v6 tring; khong vo trung.
+ Hoa hoc/ vat ly.
6 | 2722 | BY- |Minskintercaps, |Building 2, 26/3 * San xuét thubc: Belarus- (221/2022/G BO Y té Cong Hoa Stra 16i chinh ta trong cach ghi dia chi co s& san xuét.
001 |Production Inzhenernaya St., 220075 | + Thubc khong vé tring: Vién nang clrng, vién nang mém. GMP MP Belarus
Republican Minsk, Céng hoa Belarus + Xuét xuwdng. (twong N 0
Unitary Venture  |(cac ghi khac: 26/3 * San pham va hoat dong khac: duwong S S
(tén viét tat: Inzhenernaya St., City of | +Bdng géi so' c&p: vién nén, vién nén bao phim. WHO- Q 3
Minskintercaps Minsk, Republic of +Doéng goi thtv cap. GMP) g g
uv) Belarus, 220075) - Kiém tra chét luong. - «
+ Visinh: khéng vé trung.
+ Hoa hoc, vat ly
7 | 2333 | CN- [|Chengdu Institute |No. 379, 3rd Section of Produption Workshop No.1 Depar}ment of Viral Vaccines (208'building): Chinese- |Chuan20160 N 0 National Medical Binh chinh tén co s& ("Institue” thanh "Institute") theo dng gidy
037 |of Biological Jinhua Road, Jinjiang * Thudc bot ddng khd pha tiém: Vac xin Viém ndo Nhat Ban, song, gidam doc luc (Vaccine GMP  |197; Bao < < Products Administration, [chirng nhan.
Products Co., Ltd. | District, Chengdu, (Japanese Encephalitis Vaccine, Live) cdo thanh O « |China
Sichuan, China tra g Y
o 3]
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TEN CO' SO SAN . o A NGUYEN | GIAYCH. | NGAY @ A N
STT | IDCC|IDCT XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP :i’l}; CO’ QUAN CAP NOIDUNG PIEU CHINH
8 |[2119| CY- |Remedica Ltd AHARNON STREET, * Thudc khong v tring chira thudc chdng ung thw: vién nang cieng; vién nén; vién nén EU-GMP |REM10/202 Pharmaceutical Gia han hiéu lyc gidy chirng nhan EU-GMP dén 31/12/2024 theo
005 [(BUILDING 10- |LIMASSOL INDUSTRIAL [bao phim. 2/001 Services Ministry of chinh sach gia han clia EMA (Thong bado EMA ngay 07/12/2023) va
ANTINEOPLASTI (ESTATE, LIMASSOL, * Xuét xudng thube khong vé trung. Q & [Health, Cyprus Théng tw 12/2022/TT-BYT.
C& 3056, Cyprus *Pong goi: 8‘ 8‘
IMMUNOMODUL +Déng géi so cép: thube khong vo trung chira thube chdng ung thu: vién nang ciing; vién & o
ATING nén, vién nén bao phim. s =
PRODUCTS) +Ddng goi thir cap.
* Kiém tra chét lwong: vi sinh: khdng vé triing; héa hoc/ vat Iy.
9 | 2051 | DE- |Novartis Pharma |Oflinger Str. (ho&c Thudc khong vé triing: vién nang cleng; vién nén; vién nén bao (bao gdm ca vién nén bao EU-GMP (DE_BW_01 N 5 Co quan thdm quyén Gia han hiéu lyc gidy chirng nhan EU-GMP dén 31/12/2024 theo
011 |Produktions Oflinger Strasse hodc phim). _GMP_2022 < < Burc (Baden- chinh sach gia han ctia EMA (Thong bao EMA ngay 07/12/2023) va
GmbH Oeflingerstrasse) 44, _0089 & & |Wirttemberg) Thoéng tw 12/2022/TT-BYT.
79664 Wehr, Germany < o
o @
10 | 3195| DE- |Corden Pharma |Corden Pharma GmBH, | * Thuéc khéng vé tring: vién nang ctrng; thubc cém, thude bot (chira hoat chét cé hoat EU-GMP [DE_BW_01 Co quan tham quyén Biéu chinh "vién bao" thanh "vién nén bao phim" theo tai liéu ki thuat
032 |GmbH Otto-Hahn-Str. 68723 tinh cao); vién nén, vién nén bao phim (chira hoat chét cé hoat tinh cao); ban thanh phdm _GMP_2023 buc c6ng ty cung cap.
Plankstadt, Germany vién nén. _0197 I &
ho#c Otto-Hahn-Strasse, | * Xuét xwéng thuéc khdng vé tring. & &
68723 Plankstadt - *Doéng géi: o 3
Germany hogc Otto-Hahn-| +Dang gdi cp 1: cac dang thudc trén, vién nang mém. g‘ g
Strasse 1, 68723 +Ddéng goi cap 2
Plankstadt - Germany * Kiém tra chét luong: Vi sinh (khong vo trung); Hoa Iy/Vat Iy
11 [ 2817 | DE- |Artesan Pharma |WendlandstraBe 1, 29439 [* Thuéc khong vé triing: Vién nang cirng, vién nang mém, vién nhai, thuc bét, thuéc cém, | EU-GMP [DE_NI_03_ Co quan tham quyén 1. Binh chinh lai ngay cap theo ding gidy chirng nhan GMP.
050 [GmbH & Co. KG |Liichow, Germany thuéc ban ran, vién nén, vién nén bao dudng. GMP_2022_| § & |[puc 2. B sung lam rd pham vi "vién nén bao duéng" do Cang ty cung
* Thubc duoc liéu, san phdm vi lwgng ddng can. 0018 8. 8. cép CPP clia Vién nén bao dudng B12 Ankermann.
* Xut xwéng: Thude vo triing va cac dang thuéc khong vo tring néu trén. o 3
*Pong goi thir cp. & [t}
* Kiém tra chat lwong: Vi sinh (thudc khong vo tring); Héa hoc/Vat ly.
12 | 1915| DE- [Engelhard HerzbergstraBe 3, 61138 |* Thubc khong vé tring: Thube ubng dang I6ng; thube bot; vién ngam; thudc ban ran. EU-GMP [DE_HE_01_ Co quan tham quyén Diéu chinh pham vi va hiéu lyc theo dlng gidy chirng nhan GMP
066 |Arzneimittel Niederdorfelden, * Xuét xwéng 16 bao gém ca vién nén sui, vién dat, vién nang mém. GMP_2022_ Puc
GmbH & Co.KG |Germany. (Cach viét *Pong géi cap 1 bao gdbm ca vién nhai (gums), vién nén bao phim. 0014
khac: HerzbergstraBe 3, |* Déng goi thir cp (bao gdm ca thubc dan).
61138 Niederdorfelden,  |* Kiém tra chat lwong: Vi sinh vat (khéng vo trung); Héa hoc/ Vat ly. g §
Germany/Herzbergstrasse N Y
3,61138 3 S
Niederdorfelden, g' g'
Germany/Herzbergstr. 3,
61138 Niederdorfelden,
Germany/Herzbergstrasse
3, D-61138
13 | 2254 | ES- [Seid, S.A. Ctra. Sabadell a * Thudc khéng vé tring: Vién nang ceng; Thubc udng dang I6ng; Thubc dung ngoai dang | EU-GMP [NCF/2153/0 Ministry of Health of B6 sung pham vi Déng géi cap 1 dbi v&i thube ban ran theo gidy
002 Granollers, Km 15, 16ng; Thubc dang ban rén (bao gdm ca thuéc chira hormon hoac chét cé hoat tinh 01/CAT Government of chirng nhan GMP tai phan san xuét da dwoc ching nhan san xuét
08185, Lliga de Vall, hormon);'Vién nén. ) S 3 Catalonia, cho dang thuéc ban rén va co s& cé thé thyc hién dwgc cong doan
Barcelona, Spain (Cach + Xuat xwdng thudc khdng vo trang. < < Spain nay.
ghi khac: Ctra. Sabadell- |* Bong goi: S S
Granollers, Km 15, +Dong géi so' cap: Vién nang cirng; Thubc udng dang Iéng; > =
08185, Llissa de Vall, Thubc dung ngoai dang 18ng; Thubc dang ban rén; Vién nén. N °
Barcelona, Spain) +Dong goi thiv cp.
* Kiém tra chat lwong: Vi sinh (khdng v triing); Hda hoc/vat Iy.
14 | 2254 | ES- |Seid, S.A. Ctra. Sabadell a * Thudc khong vé triing: Vién nang cirng; Thudc udng dang I6ng; Thudc ding ngoai dang EU-GMP [NCF/2153/0 Ministry of Health of Gia han hiéu lyc gidy chirng nhan EU-GMP dén 31/12/2024 theo
002 Granollers, Km 15, 16ng; Thuéc dang ban rén (bao gém ca thuéc chira hormon hoc chét c6 hoat tinh 01/CAT Government of chinh séch gia han clia EMA (Théng bao EMA ngay 07/12/2023) va
08185, Lliga de Vall, hormon); Vién nén. - <« |Catalonia, Spain Thong tw 12/2022/TT-BYT.
Barcelona, Spain (Cach + Xuét xwdng thude khong vé tring. § §
ghi khac: Ctra. Sabadell- |* Boéng goi: S &
Granollers, Km 15, +Dong gdi so cap: Vién nang crng; Vién nang mém; Thudc udng dang long; Thubc My T
08185, Llissa de Vall, dung ngoai dang léng; Vién nén. B g
Barcelona, Spain) +Doéng goi th cap.
* Kiém tra chat lwong: Vi sinh (khong vé tring); Héa hoc/Vat ly.
15 | 2611 | ES- [Edefarm, S.L. Poligono Industrial * Thudc khdng vé tring: Vién nang ctrng; Hén dich udng; Thubc bét, thudc cém. EU-GMP [4166-E/02- ™ < |Co quan quan ly Dugc |Gia han higu lyc gidy chirng nhan EU-GMP dén 31/12/2024 theo
005 Enchilagar del Rullo, 117. |* Xuat xwéng thudc khong vé trung. 22/C.VAL. § § Tay Ban Nha chinh sach gia han ctia EMA (Thong bdo EMA ngay 07/12/2023) va
C.P. 46191 - *Boéng goi so cap: Vién nang ctrng; Vién nang mém; Hon dich udng; Thudc bét, thude com. S & Thoéng tw 12/2022/TT-BYT.
Villamarchante, Valencia, |*BDéng géi thiv cap. 3 O
Spain * Kiém tra chat lwong: Vi sinh (khdng vo tring); Hoa hoc/Vat Iy. o ©
16 | 3009 | ES- |LABORATORIOS |Travesia de * Thudc khong vo tring: Vién nang cing; Vién nén, vién nén bao phim. EU-GMP [NCF/02/202 Health Department of Diéu chinh cach ghi dia chi theo ding GCN GMP duwoc cép.
049 |CINFA, S.A. Roncesvalles, 1, 31699  |* Xuat xwdng: miéng dan qua da, thubc dan, thubc ban ran va vién nang mém. 3 § § the Navarre
Olloki (Navarra), Spain *Pong goi: q & [Government, Spain
+Dong géi so' c&p: vién nang clrng; vién nén, vién nén bao phim. 8 3
+B6ng géi ther cép. © =
* Kiém tra chét lwong: Vi sinh (khong vé tring); Hoa hoc/Vat ly.
17 | 2137 FI- |Orion Oyj/ Orion |Tengstréminkatu 8, * Thudc khdng vé tring hoat tinh cao: Vién nang cting (chira chét doc té bao); thubc dung | EU-GMP [FIMEA/2022 Finnish Medicines Diéu chinh pham vi dbi véi vién nén: vién nén (bao gébm ca thudc
002 |Corporation / Turku, FI-20360, Finland |ngoai dang Idng (chira hormon); thuéc gel, thuéc m& (chtra hormon). /000364 Agency (FIMEA) chtra chét doc té bao va sulphonamide) cén ct Site Master File co
Orion Pharma (* Céch ghi khac: * Thubc khong vo tring: Vién nén (bao gém ca thudc c6 hoat tinh cao, thuée chira chét doc § § s6 cung cap.
Tengstrominkatu 8, té bao va sulphonamide). N «
Turku, 20360, Finland) * Xuét xudng thubc khdng vo tring. S 3
*Boéng goi so cép: Céc dang thuéc khong vé tring trén, trir vién nang clrng. g é
*Boéng goi thir cap.
* Kiém tra chat lwong: Vi sinh (khdng vo tring); Hoa hoc/Vat Iy.

Danh séach co s& dwoc Didu chinh ndi dung da cong bd

Trang2/6

Dot 40




TEN CO' SO SAN . ] - NGUYEN | GIAYCH. | NeAy | NGAY - . o
STT | IDCC|IDCT XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NH[\N CAP :i’; CO’ QUAN CAP NOIDUNG PIEU CHINH
18 | 3283 | FR- |Lilly France Zone Artisanale Centre * Thubc san xuét vé tring (bao gdm thubc hormone khong bao gém hormone sinh duc c6 | EU-GMP [2024_HPF_ National Agency for Piéu chinh cach viét pham vi cong bé theo cach viét clia Gidy chirng
001 De Production, 2 Rue tac dung tranh thai): FR_022 theo Safety of Medicine [nhan GMP da cap
Du Colonel Lilly, + Thubc dong kho; Dung dich thé tich nho. and health Product,
Fegersheim, 67640, + Xuét xudng 16. § § France
France * Thudc sinh hoc: Y q§
(cach ghi dia chi khac: + San pham cong nghé sinh hoc. q 2
Zone Industrielle, 2 rue + Xuét xu’{yng 16. ('f‘ g‘
du colonel Lilly, *Pong goi cap 2.
Fegersheim, 67640, * Kiém tra chét lwgng: Vi sinh: vo trung; Vi sinh: Khéng vo trung; Hoa hoc/Vat ly; Sinh hoc.
France)
19 | 2141 | FR- |Merck Sante s.a.s |2 rue du Pressoir Vert, * Thudc v trung: EU-GMP (2022_HPF_ National Agency for the |Gia han hiéu lyc gidy chirng nhan EU-GMP dén 31/12/2024 theo
024 Semoy, 45400, France + Thubc san xuét vo tring: thubc dong kho. FR_061 Safety of Medicine and  |chinh sach gia han cua EMA (Thdng bao EMA ngay 07/12/2023) va
(* cach viét khac: 2 rue + Xuét xwdng: thude vo tring néu trén. Health Products Théng tw 12/2022/TT-BYT.
du Pressoir Vert, 45400, |* Thuéc khéng vé tring (bao gdm ca thudc chira sulphonamide): vién nén, vién nén bao N < |(ANSM), France
Semoy, France) phim (b’ao gém ca vi'én nén phong thich kéo dai). § §
+ Xuat xudng: thudc khong vé tring néu trén. b &
* Dong goi: ) ) g o
+ Doéng goi so cap: thudc khong vé trung néu trén. - «©
+Dong goi thtr cap.
* Kiém tra chat lwong: Vi sinh (khong vé tring, vo tring); Héa hoc/Vat ly; Sinh hoc
(endotoxins)).
20 | 2740 | FR- |Laboratoires ZA des Boutries, Rue * Xuét xwéng 16 thube vo tring. EU-GMP |2023_HPF_ French National Agency [B& sung pham vi "Xuét xwéng 16 thuéc khang vé tring” theo ding
054 |Grimberg Vermont, Conflans Sainte |* Thuéc khdng vé tring: vién nang cirng; thudc bot (bao gém ca bot pha hén dich nho tai); FR_118 for Medicines and pham vi trong gidy chirng nhan GMP.
Honorine, 78704, France |vién nén, vién nén bao phim. ) © |Health Products Safety
(Cach ghi khac: Zone * Xuét xwdng 16 thude khong vo trung. S S [(ANSM)
Dactivite Des Boutries, 5 |* Déng goi so' c&p: Vién nang cing; Thudc bt (bao gdm ca bot pha hén dich nho tai); Vién g $
Rue De Vermont, nén, vién nén bao phim. g g
Conflans Ste Honorine, *Pong goi thtr cép. o N
78700, France) * Kiém tra chat lwong: Vi sinh (thudc khdng vé tring); Héa hoc/ Vat ly.
21 | 2260 | FR- [FAREVA PAU Fareva Pau 2, 50 chemin |* Thudc vé tring (ban thanh pham): EU-GMP (2022_HPF_ French National Agency |Gia han hiéu lyc gidy chirng nhan EU-GMP dén 31/12/2024 theo
080 de Mazerolles, IDRON, [+ Thubc san xuét vé tring: Thudc ddng khd (bao gbm ca thudc ddc té bao); Dung dich thé FR_041 ~ <  [for Medicines and chinh séch gia han ctia EMA (Théng bao EMA ngay 07/12/2023) va
64320, France tich nr}() (thubc doc té bao). % % Health Products Safety |Théng tw 12/2022/TT-BYT.
+ Thubc tiét trung cudi: Dung dich thé tich nhé. N & |(ANSM)
* Thudce sinh hoc (ban thanh ph&m): San phadm mién dich. g o
* Kiém tra chét lwong: Vi sinh: Khong vé triing; Héa hoc/Vat ly. R ©
22 | 2467 | GB- |Norton Aston Lane North * Thudc vé tring: Tuwong |UK MIA 530 Medicines and Gia han thdi han hiéu lyc cta gidy GMP dén 31/12/2024 theo chinh
007 [Healthcare Whitehouse Vale + Thubc san xuét vo tring: Dang 18ng thé tich nhd, hdn dich, nhi dich. duwong EU-|Insp GMP 8 & [Healthcare Products sach clia co quan quan ly Anh (MHRA) va Thong tw 12/2022/TT-
Limited T/A Ivax  |Industrial Estate Runcorn + Chirng nhan 16 (batch certification) GMP  (530/14004- 8' 8' Regulatory Agency BYT.
Pharmaceuticals |WA7 3FA, United * Thudc sinh hoc: khang thé don dong 0032 S S |(MHRA), United
UK Kingdom * Déng goi thir cp. S o |Kingdom
* Kiém tra chat lwong: vi sinh (vé triing, khdng vo triing), hoal ly, sinh hoc
23 | 2146 | GB- [Central Pharma [Caxton Road, Bedford, * Xuét xudng 16 thudc khéng vé tring. UK-GMP |UK MIA Medicines and Gia han higu lyc Gidy chirng nhan GMP dén 31/12/2024 theo théng
019 |(Contract MK41 0XZ, United * Xuét xudng 16 thudc vo tring. (twong 27794 Insp Healthcare Products bao ctia MHRA.
Packing) Limited |Kingdom (Cach ghi khac: |* Déng géi cap 1: Vién nang ctng; Vién nang mém; Vién nén; Thudc dung ngoai dang Iéng; |dwong EU-| GMP/GDP Regulatory Agency
Caxton Road, Bedford, Thubc diing trong dang 16ng; Dang b&o ché c6 &p lyc. GMP) [27794/1317- g § (MHRA), United
Bedfordshire, MK41 0XZ, |*Bdng géi cap 2. 0031 N «  |Kingdom
United Kingdom ho&c o o
Caxton Road, ELM Farm 5' g
Industrial Estate, Bedford,
Bedfordshire, MK41 0XZ,
United Kingdom)
24 | 1620 | GR- |Remedina S.A. 23 Gounari & Areos Str., | * Thudc vé tring chira khang sinh nhém cephalosporins, EU-GMP |17461/23-3- National Organization Diéu chinh lam ré thém pham vi thuéc cém pha hén dich uéng chira
005 Kamatero Attiki, 13451 carbapenems: 2021 N & [for Medicines (EOF), khang sinh nhém Cephalosporin, carbapenem theo céc tai liéu ky
Greece + Thudc san xuét vo tring: thuéc bot pha tiém. & & |Greece thuat do Cong ty cung cép.
(* Cach ghi khac: 23 * Thuéc khong vé triing chira khang sinh nhém cephalosporins, carbapenems: Vién nang 8 o
Gounari & Areos Str., ctrng; thube bot pha hdn dich, vién nén; vién nén bao phim; cém pha hdn dich uéng. g'} ;'
13451, Kamateroi,
25 | 2840 | GR- [Cooper Aristovoulou 64, Athens, |* Thudc vé tring: EU-GMP (41496/24-5- National Organization Bb sung thém céch ghi tén nha san xuét,cach ghi dia chi nha san
008 |Pharmaceuticals |11853, Greece (cach ghi + Thubc san xuét vo tring: Dung dich thé tich nhé: dung dich thudc tiém, dung dich 2023 for Medicines (EOF), xuét theo thw xac nhan clia co quan c6 thdm quyén Hy Lap.
S.A. (cach ghi khac: 64 Aristovoulou thuéc nhd mét; Thubc bot pha tiém chiva khang sinh nhém penicillins; Greece
khéac: Cooper Str., Athens, 11853, + Thuéc tiét trung cudi: Dung dich thé tich Ién; Dung dich thé tich nhé.
SA Greece) + Xuét xudng 16 g §
Pharmaceuticals) * Thudc khéng vo trung: N N
+ Thubc dung trong dang I6ng: Dung dich uéng, dung dich thut tric trang. 5 S
+ Xuét xwéng 16 S S
*Boéng goi:
+Dong goi so cap: Thube diing trong dang léng
+Dong goi thir cép.
* Kiém tra chét lwong: Vi sinh (thudc vo tring/thudc khong vé tring); Héa ly/Vat ly; sinh hoc
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26 | 2349 ID- |PT Eagle Indo JI. Prabu Siliwangi km. 1, |* Thudc khéng vé tring: thudc ban rin ding ngoai Indonesia- | PW- National Agency for Diéu chinh nguyén tdc GMP: Indonesia-GMP for Traditional
011 |Pharma Kelurahan Alam Jaya, GMP for |S.02.01.1.43 Drug and Food Control |Medicines (twong dwong PIC/S-GMP for Traditional Medicines) theo
Kecamatan Jati Uwung, Traditional |.431.05.22- (NADFC), Indonesia xac nhan cla co quan quan ly Traditional Medicines and Health
KotaTangerang, Provinsi Medicines (0028 N & Supplements
Banten, 15133, Indonesia (twong 8‘ 8‘
duong ® ®
PIC/S- =] =]
GMP for
Traditional
Medicines)
27 47 IN- |IMMACULE Village Thanthewal, * Thudc v trung: EU-GMP (UK GMP © o |Medicines and Piéu chinh pham vi chirng nhan thanh "* Thudc v6 tring: + Thudc
005 [LIFESCIENCES |Ropar Road, Nalagarh, + Thubc san xuét vo tring: Thubc déng kho; dung dich thé tich nhé (bao gém thubc 47115 Insp é § Healthcare Products s&n xuét vo triing: Thudc dong kho; dung dich thé tich nho (bao gém
PRIVATE District Solan, Himachal [déng lo va ampoule). GMP ~ & |Regulatory Agency thudc dong lo va ampoule)” theo tai liéu ki thuat cong ty cung cap.
LIMITED Pradesh, IN 174101, India 47115/1573 g o |(MHRA), United
0061-0003 N ©  |Kingdom
28 | 2952 | IN- |Inventia F1-F1/1 -F75/1, * Thudc khdng vé tring: vién nang crng, Vién nén, vién nén bao phim (bao gém vién nén EU-GMP |FT077/MH/0 National Authority of Diéu chinh dia chi theo xac nhan cua co quan quan ly nuéc sé tai,
027 |Healthcare limited [Additional Ambernath phong thich cham, vién nén phong thich kéo dai) (sustained release, extended release) 01/2023 Medicines and Health cu thé: "F1-F1/1 -F75/1, Additional Ambernath M.1.D.C., Ambernath
(cach ghi khac: M.I.D.C., Ambernath *Pong goi: Products (INFARMED), |(East), Thane, Maharashtra State, Ambernath, 421 5086, India (Cach
Inventia (East), Thane, +Dong gdi so' cAp: vién nang cleng, Vién nén, vién nén bao phim (bao gém vién nén ) o |Portugal ghi khac: F1-F1/1-F75/1, Additional Ambernath M.1.D.C., Ambernath
Healthcare Ltd.) |Maharashtra State, phang thich cham, vién nén phong thich kéo dai) (sustained release, extended release). % % (East), Thane 421506, Maharashtra State, India)"
Ambernath, 421 506, + Dong géi thir cap. - -
India (Cach ghi khac: F1- |* Kiém tra chat lwgng: Vi sinh (khdng vo triing); Vat ly/Héa hoc. > o
F1/1-F75/1, Additional - -
Ambernath M.I.D.C.,
Ambernath (East), Thane
421506, Maharashtra
29 | 3291 IN- [Hetero Labs Unit VI, TSIIC, + Dung dich dam d&c dé pha dung dich tiém truyén M638Irinotecan Amarox 20mg/ml). EU-GMP (21/24860-10 Norwegian Medicines Gia han higu lyc gidy chirng nhan EU-GMP dén 31/12/2024 theo
034 [Limited (Unit VI) |Formulation SEZ, Sy. No. |+ Thubc déng kho pha tiém: Gemcitabine, Bendamustine Hydrochloride, Bortezomid, Agency (NOMA) chinh sach gia han clia EMA (Thong bao EMA ngay 07/12/2023) va
410 & 411, Polepally Melphanlan Hydrochloride, Pemetrexed, Decitabine, Azacidine. Thong tw 12/2022/TT-BYT.
Village, Jadcherla + Dung dich tiém vé triing (s&n xuét vé trung/tiét tring cudi): Plerixafor, Zoledronic Acid,
Mandal, Mahaboobnagar, |Paclitaxel, Irinotecan hydrochloride, Cabazitaxel, Cisplatin, Docetaxel, Leuprolide acetate, ~ <
509301 India Carboplatin, Gemcitabine, Bortezomid. S S
(* Céach ghi khac: Unit VI, |+ Vién nén, vién nén bao phim: Letrozole Film coated tablets, Anastrozole Film coated < &
Sy. No. 410 & 411, TSIIC, |tablets, Bicalutamide Film coated tablets, Capecitabine Film coated tablets, Imatinib g E
Formulation SEZ, mesylate Tablets, Gefitinib tablets. - ©
Polepally Village,
Jadcherla Mandal,
Mahaboobnagar District,
Telangana State, India)
30 [3023| IN- |Gopaldas Visram [Plot No. A327, T.T.C Indl. [* Thubc bét diing ngoai; WHO- [NEW-WHO-| o © |Food & Drug Diéu chinh nguyén tdc GMP tir India-GMP thanh WHO-GMP theo
083 |& Company Area, M.I.D.C. Mahape, |* Ché pham dung ngoai (thuéc m&, kem, lotion, gel, thubc nhé tai, thuéc nhé mii, thudc xit); GMP  |GMP/CERT/ § § Administration, bao céo thanh tra.
Limited Navi Mumbai Thane * Thubc ubng dang 18ng (dung dich, hén dich, siro); KD/123169/ & o |Maharashtra State, India
400710 Maharashtra * Thuéc bot udng. 2023/11/443| 2
State, India. 81 o o
31 976 | IN- [Aurobindo Survey no.: 313, 314 - * Thudc khong vé triing: Vién nén, vién nén bao phim; Vién nang ctrng; Dung dich uéng. EU-GMP [FT035/MH/0 National Authority of Gia han hiéu lyc gidy chirng nhan GMP dén 31/12/2024 theo thoi
142 |Pharma Limited - |Block I, II, lll, IV, 01/2019 < < Medicines and Health han cap nhat dwoc ghi trén gidy chirng nhan gia han (gitr nguyén s
Unit I Bachupally, Bachupally S S |Products, LP. cii) va theo qua trinh thanh tra ctia co' s& ngay 18-22/03/2024.
Mandal, Medchal- &b & |(INFARMED), Portugal
Malkajgiri District, 2 T
Telangana State, 500090, N «©
India
32 | 2867 | IN- [Curis PF-23, GIDC Industrial Vién nén, vién nang ctrng, thudc ubng dang 18ng (siro), thuéc dung ngoai (kem, m&, gel). WHO- (22033218 Food & Drug 1. Bidu chinh nguyén tdc GMP tir India-GMP thanh WHO-GMP theo
257 |Lifesciences Pvt. |Estate, City: Sanand-II, GMP Administration, Gujarat |bao c&o thanh tra va x&c nhan clia co quan quan ly An Do.
Ltd (cach ghi Dist. Ahmedabad - 382 N o |State, India 2. Biéu chinh céch ghi Tén co' s& san xuét (Curis Lifesciences Pvt.
khac: M/s. Curis | 110, Guijarat State, India § § Ltd (cach ghi khé’c: M/s. Curis Lifesciences Pvt. Ltd)) va cach ghi dia
Lifesciences Pvt. |[(cach ghi khac: PF-23, & & chi co' s& san xuat (PF-23, GIDC Industrial Estate, City: Sanand-Il,
Ltd) GIDC Industrial Estate, g g Dist. Ahmedabad - 382 110, Gujarat State, India (cach ghi khac: PF-
Sanand-Il, Ahmedabad - © N 23, GIDC Industrial Estate, Sanand-Il, Anmedabad - 382 110, India))
382 110, India) theo xé&c nhan céch ghi tén va dia chi co s& san xuét clia co' quan
quan Iy cé thdm quyén ctia An Do.
33 | 3041| IN- [M/s Arion Baddi-Nalagarh Road, Vill [* Thudc vé tring: (San xuét, dong goi va kiém tra chat lvong) WHO-  |HFW- N v |Health & Family Welfare |Dinh chinh Nguyén tic GMP thanh WHO-GMP theo duing gidy
394 |Healthcare Kishanpura, Nalagarh + Thubc nhd mét. GMP  [H(Drugs)31 § § Department Himachal chirng nhan va bao céo thanh tra.
Distt.Solan, Himachal 5/05 VOL-IV - - Pradesh, India
Pradesh, India E g
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34 | 2644 IT- |Ibsa Farmaceutici |Via Martiri di Cefalonia, 2 -|* Thudc vé trung: EU-GMP (IT/103/H/202 Italian Medicines 1. Diéu chinh Tén co s& san xuét theo dung Gidy chirng nhan GMP.
057 |ltalia S.R.L. 26900 Lodi (LO), ltaly + Thubc san xuét vo tring: dung dich thé tich nhé. 1 Agency (AIFA) 2. Gia han hiéu lyc gidy chirng nhan EU-GMP dén 31/12/2024 theo
+ Thudc tiét trang cudi: dung dich thé tich nhé. chinh sach gia han clia EMA (Thong bado EMA ngay 07/12/2023) va
+ Xuét xuwéng. Thong tw 12/2022/TT-BYT.
* Thudc khdng vé tring:
+ Vién nang mém; dang bao ché c6 ap luc; thudc dan; thubc dang ban rén chira hormon - <
corticosteroid. % %
+ Xuat xwdng. & &
“Ponggsi , v . . i
+ Dong gdéi so cap: Vién nang mém; dang bao ché cé ap lwc; thudc dan; thuoc dang ban - «©
rén chtra hormon corticosteroid.
+Dong géi thtr cap
* Kiém tra chat lwong: Vi sinh (v8 tring/khdng vé tring); Héa Iy/vat ly; Sinh hoc (LAL test).
35 [2079| IT- |Sanofi S.R.L. Via Valcanello, 4 - 03012 [* Thudc vé trung: EU-GMP |IT/13/H/2022| Italian Medicines Gia han hiéu lyc gidy chirng nhan EU-GMP dén 31/12/2024 theo
063 [(Tén ct: Sanofi | Anagni (Fr), Italy + Thubc san xuét vo trung: Thudc bot dong khd pha tiém (bao goém ca thube chira Agency (AIFA) chinh sach gia han clia EMA (Thong bao EMA ngay 07/12/2023) va
S.P.A) hormon va chét cé hoat tinh hormon); dung dich thé tich nhé. Thong tw 12/2022/TT-BYT.
+ Thubc tiét trang cudi: Dung dich thé tich nho.
* Thudc khdng vé tring: Vién nang cting; thubc ubng dang 18ng; vién nén, vién nén bao
duwdng, vién nén bao phim; Thudc dat (Chi kiém nghiém va xuét xuwdng); Thubc cdm (ban ~ <
thanh pham). § §
* Thudc sinh hoc: - &
+ San pham cong nghé sinh hoc: DNA/Protein tai 6 hop (Thube dong kho, dung dich thé 3 o
tich nhé san xuat vo trung). - @
* Xuét xudng thube vé tring, thude khong vé tring, thude sinh hoc (S&n phdm coéng nghé
sinh hoc).
*Pong géi so' cap: Vién nang cing; thuéc udng dang I6ng; vién nén; Thubc dat.
*Poéng géi thiv cép.
* Kiém tra chat lwong: Vi sinh (v tring, khong vo trung); Héa hoc/Vat Iy; Sinh hoc.
36 |[3316| JP- |Zeria 1212 Aza Kappayama, San pham: Acofide Tablets 100mg Japan- (544 Q S Ministry of Health, Diéu chinh hiéu luc theo bao cao thanh tra cho ma sé san pham:
063 |Pharmaceutical |Narisawa, Kumagaya-shi, GMP I S Labour and Welfare Reference No.PAD Notification No 20410330 (Acofide Tablets
Co., Ltd. Saitama |Saitama, Japan ((twong <O'r 8‘ (MHLW), Japan 100mg)
Plant duwong EU- > i
GMP) A ©
37 | 3317 | KR- |Daewoong 35-14, Jeyakgongdan 4- |* Thudc khong vé tring: PIC/S- |2023-D1- Gyeongin Regional Binh chinh thoi han hiéu lwc GCN GMP theo dung hiéu lyc trong
017 [Pharmaceutical |gil, Hyangnam-eup, + Thudc uéng dang ran: Vién nén; vién nén bao phim; vién nang ctrng; thuc bét; siro GMP  |2077 Q & |office of Food and gi4y da duoc cap
Co., Ltd. Hwaseong-si, Gyeonggi- |kh6; 8, 8, Drug Safety, Korea
do, Korea + Thubc uéng dang Iéng: hdn dich; o S
* Thudc sinh hoc: thudc tiém thé tich nhd, dung dich phun xit trén da. g ‘N'f
* Kiém tra chat lwong: Héa hoc/Vat ly; Vi sinh (khdng vo tring); V6 trung; Kiém tra trén
38 | 1960 [ NL- [Pharmachemie Swensweg 5, Haarlem, * Thubc Yﬁ trung: i i ) ) EU-GMP [NL/H S 3 Health and Youth Care |Gia han higu lyc gidy chirng nhan EU-GMP dén 31/12/2024 theo
007 |B.V 2031GA, Netherlands + Thuc}c san xuat vo }n‘mg (k"lm té bao): :I'huéc déng kho, thuéc dang I16ng thé tich nhd. 21/2031762 < < Inspectorate - chinh sach gia han ctia EMA (Thong bao EMA ngay 07/12/2023) va
+ Thubc tiét trung cudi (kim t& bao): Thubc dang I6ng thé tich nhd. A =) o« |Pharmaceutical Thong tw 12/2022/TT-BYT.
* Thudc khdng vé tring: Vién nang ctng (bot kho hit - dry powder inhalation) g g Products, Netherlands
39 | 3059 | RO- |Arena Group S.A. |Bd. Dunarii nr.54, Oras * Thubc khong vé triing: - Vién nang cirng (bao gém ca thuéc chira khang sinh penicillin, EU-GMP National Agency for Gia han hiéu Iyc gidy chirng nhan EU-GMP dén 31/12/2024 theo
011 [ Ténci: S.C Voluntari, Jud. lifov, cod |cephalosporin) 029/2023/R Medicines and Medical |chinh sach gia han cia EMA (Théng bao EMA ngay 07/12/2023) va
Arena Group S.A. |077190, - Dang bao ché ran khac: vién nén bao phim, vién nén bao (o] Devices (NAMMD), Thong tw 12/2022/TT-BYT.
Romania - Vién nén (bao gdm ca thuéc chira corticosteroid) Romania
(Céach ghi khac: 54 * Chirng nhan 16 (batch certification): thuéc vé tring, thuéc khong vo tring.
Dunarii Blvd, Voluntari, *Pdng goi:
lifov district, - Doéng goi so' c&p: Vién nang crng (bao gém ca thuéc chira khang sinh penicillin,
077910-Romania / Bd. cephalosporin); dang bao ché ran khac (vién nén bao phim, vién nén bao); vién nén (bao Q N
Dunarii nr.54, Voluntari, |gém ca thudc chia corticosteroid) 8. 8.
Iifov district, - Doéng goi thtr cap 3 o
077190, Romania / B-dul | * Kiém tra chét luong: Hoally 8 5
Dunérii, Nr. 54, Oras
Voluntari, Jud.
lifov, cod 077190,
Romania / 54 Dunarii Bd.,
Voluntari City, lifov
County, code 077910,
Romania)
40 | 317 | SE- |AstraZeneca AB |Turbuhaler and San xuét, xut xwdng, dong géi so' cap: EU-GMP [6.2.1-2019- Swedish Medical Bb sung pham vi déng goi thi cap (bao gébm san phdm Imfinzi
005 Pumpspray, Forskargatan |* Thudc khong vé triing: Thuéc diing ngoai dang 16ng (bao gébm ca hdn dich xit mdi); thuéc 064369 Products Agency (MPA) |(durvalumab) theo CPP san phdm d& nop.
18, Sédertalje, 151 85, ubng dang 1ng; thuéc bot hit da liéu (bao gdm c& hormone va chét c6 hoat tinh hormone, > ~
Sweden. trt» hormone sir]h duc); ‘ é §
(* Bia chi chung: Poéng géi thir cip (bao gdm san pham Imfinzi (durvalumab). & &
SE- 15185 Sodertalje, Kiém tra chét lvgng: thir nghigm vi sinh khong vé trung; vét'l)'// héa ho}z i g o
Sweden) San xuat nguyén liéu hoat chat (xt ly vat ly: vi md hoa, chuan hda; Kiém tra chat lwgng: - ©
thtr nghiém vi sinh khéng vo trang; vat ly/ hda hoc): Budesonide dang vi mé (micronised);
Formoterol fumarate dihydrate; Glycopyrronium bromide; Terbutaline sulfate.
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41 | 2403 | TR- |Polifarma llac Vakiflar OSB Mahallesi * Thudc v6 tring: EU-GMP (BG/GMP/20 — < |Bulgarian Drug Agency |Gia han hiéu lyc gidy chirng nhan EU-GMP dén 31/12/2024 theo
018 [San. Ve Tic. A.S. |Sanayi Caddesi, No: 22/1 |+ Thubc tiét triing cudi: dung dich thé tich Ion 211191 % % chinh sach gia han clia EMA (Thong bado EMA ngay 07/12/2023) va
Ergene, Tekirdag, + Xuét xwéng 16 thubc vé tring & & Thong tw 12/2022/TT-BYT.
Republic of Turkey *Pong géi cap 2 & )
* Kiém tra chat lwong: Vi sinh (v6 triing, khdng vé tring); Héa hoc, vat Iy N «©
42 | 2217 | TR- |Deva Holding A.S.|Cerkezkdy Organize * Thubc vé tring: PIC/S- |TR/GMP/20 Turkish Medicines and ~ [Diéu chinh pham vi "vién nén nhai, vién nén khang dich vi" thanh
023 Sanayi Bolgesi, Karaagag + Thubc san xuét vo tring: Thudc bot pha tiém/tiém truyén dang lo (chira khang sinh GMP  |22/120 Medical Devices Agency |"(bao gdm ca thudc chira khang sinh non-betalactam)" do Céng ty
Mah., Atatiirk Cad., No:  |cephalosporin, penicillin); cung cdp CPP ctia san phdm Vién nén thuong (Vién nén bao tan
32, Kapakli / Tekirdag, * Xuét xwéng thude vo tring. trong rudt Brapanto 40mg - hoat chét Pantoprazole) va ra soét lai
Turkey * Thubc khong vé tring: Vién nang clrng (chira khang sinh non-betalactam; chira khang SMF da tham dinh.
(* Céach ghi khac: sinh Cephalosporin); Vién nang mém; Thuéc diing ngoai dang 1éng (dung dich xit miéng
Cerkezkdy Organize chtra khang sinh non-betalactam; thudc xit mii chtra khang sinh non-betalactam; dung dich
Sanayi Bolgesi, Karaagag |dung ngoai da chira khang sinh non-betalactam/chira hormone); Thuéc dung trong dang
Mahallesi, Atattirk 16ng (dung dich, hdn dich, siro chira khang sinh non-betalactam); bdt pha hén dich uéng ~ <«
Caddesi, No: 32, Kapakli / | (chira khang sinh nqn-betalactam/chtra penicillip, cephalosporin); Bot hit dang vién nang % %
Tekirdag/Turkiye) ctrng; Dang bao ché c6 ap lwc (Thudc hit); Thude dang ban ran (kem, gel; m& chira khang < &
sinh non-betalactam/chtra hormone); Thudc dan chira khang sinh non-betalactam; Vién g E
nén, vién nén bao phim (bao gdm ca thudc chira khang sinh non-betalactam/chira o -
penicillin, cephalosporin/chira hormone); vién nén nhai, vién nén khang dich vi (bao gébm
ca thuc chira khang sinh non-betalactam);
* Xuét xwéng thude khong vé tring.
*Pong goi so cap: Vién nang clrng, vién nang mém, thuéc diing ngoai dang Idng, thuéc
duing trong dang 16ng, dang bao ché rén khac, dang bao ché co 4p Iwc, thudc ban rén,
thudc dan, vién nén, vién nén bao phim.
*Pong goi thtr cép.
* Kiém tra chat lwong: Vi sinh (V6 triing); Vi sinh (Khéng vé tring); Héa hoc/Vat ly.
43 | 2508 | US- |C.B. Fleet 4615 Murray PI,, San phém: Fleet (Sodium Phosphate, Dibasic and Sodium Phosphate, Monobasic) Enema. | US-cGMP [FEI:1111503 Q 3 United States Food and |Cap nhat thr‘:r’i han cong bd qén 31/12/2024 theo thoi han cla gidy
040 |Company, Inc., Lynchburg, VA 24502, Hoat chat, ham lwong: Sodium Phosphate, Dibasic 7 GM; Sodium Phosphate Monobasis (Twong |; < < Drug Administration phép san xuat duoc cong bo tai Website sau khi ndp bao céo thanh
USA 19 GM. duwong EU-|El end: & & |(U.S.FDA) tra moi.
GMP) |01/12/2023 | = o
o @
44 | 2105 US- |Sanofi Pasteur 1 Discovery Drive * Véc-xin MENACTRA® (VAc-xin nao md cau (nhom A, C, Y va W-135) polysaccharide us. S6 FEI: © < |United States Food and |Gia han hiéu luc dén 31/12/2024 theo Bao céo thanh tra gan nhét va
062 |Inc. Swiftwater, PA 18370, cong hop giai doc td bach hau); cGMP (2518760 (EI é § Drug Administration Gidy phép san xuét clia co s& dwoc tra clwu trén website US-FDA.
United States * Vac-xin MENQUADFI (Véc-xin Nao mé cau (nhém A, C, Y va W-135) polysaccharide (twong  |end: & & |(U.S.FDA)
cong hop giai dgc t6 ubn van) duong EU-|15/06/2018) | 3 iy
GMP) - i
45 | 3067 | UY- [GRAMON BAGO |Av Joaquin Suarez 3359, |* Thubc khong vé tring: WHO- (354049 Ministry of Health Binh chinh céch ghi dia chi theo ding gidy chiing nhan GMP.
002 [DE URUGUAY  |Montevideo, Uruguay - Thubc ubng dang rén: vién nén, vién bao va cbm GMP  |Directorate-General,
SA. - Thubc ban ran: thubc dan, thube trirng 8 § Republic of Uruguay
*Dong goi: 38 b
- Déng goi so cap ~ e
- Péng goi thr cap -
* Kiém tra chét lwong: Vi sinh, hda ly/vat ly.
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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 cdng vdn sé

/QLD-CL ngay

Dot 40

/7

ctia Cuc Qudn ly Dworc )

TEN €O’ SO’ SAN GIAY CH. | NGAY = = . = . R — .
STT XUAT PIA CHI NHAN e CO' QUAN CAP DN DE NGHI CONG BO NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
1 |Corden Pharma |Route de Moncor 10, GMP-CH- Q Swiss Agency for Cong ty c6 phan 1. Béo cdo thanh tra ngay 22-2§/05/2023 do nha may gt Chuyén phéat nhanh tryc tiép dén cuc Quan ly Dwgc, tuy nhién Bao cdo thanh tra chua
Fribourg SA (t&én |1752 Villars-sur-Glane, 1004803 < Therapeutic Products Fresenius Kabi Viét Nam dwqg Hop phép héa lanh sy. bé nghi t?é sung Béo cao thanh tra dwoc I—!qp phap hoéa lanh sy, sao chirng KhL_PE) duang quy dinh. _
ci: Vifor SA) Switzerland 8‘ (Swissmedic) 2.’Vé yéu cau bd sung pham vi cdng bd "vién nén nhai": pham vi céng bd “vién nén” da bao gdm dang bao ché vién nén nhai. Khong ddng y céng
< bo pham vi “vién nén nhai”.
o
2 |Micro-Sphere SA |Via Cantonale 77, 6998 |GMP-CH- @ |Swiss Agency for Cong ty ANVO Pharma  [B& sung so do téng thé nha may (bao gdm ca Wing A va Wing B), so do chi tiét tirng khu v san xudt co cu thé tirng phong san xuét theo yéu cau,
Monteggio, Switzerland 1004576 S Therapeutic Products Canada Inc. trén ban in rd rang cu thé tivng khu vire san xuét (tén phong, cép sach, ghénh ép, duwong ,di)' ) )
~  |(Swissmedic) Giai trinh: Muc 4.1 SMF va phu luc 6-10 (layout khu virc sén xuat) chi dé cap dén san xuat vién nang ctrng khéng co6 khu vire sén xuat thuoc sinh
E hoc, duoc liéu, co so chwa giai trinh sy khdng thdng nhét gitva pham vi GCN GMP vé&i SMF.
o
3 |CSPC Ouyi Workshop 108, No. 88 Béo cao Hebei Medical Products [Céng ty TNHH San xuat |B6 sung tai liéu ching minh kiém soat nhiém chéo gitra thudc chéng ung thw/thudc hormon véi cac thudc thong thudng.
Pharmaceutical Yangzi Road, Economic  [thanh tra s& o  |Administration, China Duwoc pham Medlac
Co., Ltd. and Technological Hebei § Pharma ltaly
Development Zone, Chemical >
Shijiazhuang, Hebei, Drugs S-r
China Accreditation|
2023085
4 |Elementis Giulinistr. 2 67065 DE_RP_01_ Co quan thdm quyén Laboratorio Italiano B6 sung:
Pharma GmbH Ludwigshafen- Germany (GMP_2021_ § Pluc Biochimico Farmaceutico |- Gidy chirng nhan GMP cép nhat, con hiéu lwc, dwoc hop phap héa lanh sy va chirng thic theo quy dinh.
0011 N Lisapharma S.P.A - SMF:
3 + Danh muyc thiét bj san xuét/kiém nghiém, hé théng xt Iy nwéc.
] +So dd nha xuong thé hién tirng khu vure san xuét (t8n phong, cép sach, chénh ap, duong di cia nguoiinguyén ligu ...), c6 thuyét minh tiéng
Anh hodc tiéng Viét.
5 |Bristol Unit 5, Traynor way, UK MIA Medicines and Cong ty cb phan duoc B6 sung:
Laboratories Whitehouse Business 17907 Insp Healthcare Products pham Duy Tan - Gidy chi*rng nhan GMP con hiéu lyc 1a ban sao cong chirng duoc hop phap hda lanh sy theo quy dinh.
Limited Park, Peterlee, SR8 2RU, |GMP/GDP o |Regulatory Agency - Gidy Gy quyén clia co s& san xuét cho co s& dé nghj cong bd 1a ban sao cong chirng duoc hop phap héa lanh sy theo quy dinh
United Kingdom 17907/1013 § (MHRA), United - Site Master File:
8-0025 & |Kingdom + So dd t chirc nhan sy.
2 +Ban in 16 rang clia so' dd hé théng x& Iy nwdre, so dd nha xudng thé hién ting khu vire san xuét (ten phong, cép sach, chénh ap ...).
= + So’ do hé thong khi nén.
- Béo cao thanh tra twong (rng v&i gidy chirng nhan GMP, 1a ban sao cong chiing duoc hgp phap héa lanh sy theo quy dinh.
- Danh muc céc dot thanh tra 03 n&m gan day.
6 |Kindeva Drug Derby Road, UK MIA Medicines & Healthcare |Cong ty TNHH Viatris B6 sung hd so tdng thé clia co' s& san xuét, bao cao thanh tra GMP va danh muc céc dot kiém tra GMP trong 3 nam gan day.
Delivery Limited [Loughborough, LE11 52811 Insp — |products Regulatory Viét Nam
5SF, United Kingdom GMP/IMP § Agency (UK)
(cach ghi khac: Derby 52811/1738 ~
Road, Loughborough, 6-0037 a
Leicestershire, LE11 5SF, N
United Kingdom)
7 |Chinoin Zrt. (Tén |Csanyikvolgy, Miskolc, NNGYK/GY National Center for Cong ty c6 phan Sanofi  [Co s& san xuét va gidy GMP da duwoc cong bd dap ing EU-GMP tai dot 38, STT 28. Khéng cong bb lai.
khac: CHINOIN (3510, Hungary. SZ/8034- Public health and Viét Nam
Pharmaceutical (* Cach ghi khac: 3510 2/2024 S Pharmacy, Hungary
and Chemical Miskolc, Csanyikvolgy, 8,
Works Private Hungary) 8
Co., Ltd. hoac 3
CHINOIN Private
Co. Ltd.)
8 |PT. Dexa Medica [JI. Jenderal Bambang 5876/CPOB/ Indonesian Food and PT Dexa Medica 1. B sung trong Site Master File:
(Plant) Palembang|Utoyo No. 138, Kel. 5 llir, |A/X/20 Drug Authority, + Gi4y phép san xuét con hiéu luc 1a ban dich tiéng Anh hoéc Viét theo quy dinh.
Kec. llir Timur li, Kota & |Indonesia + So dd nha xuédng ban in rd rang thé hién tirng khu vire san xuét (tén phong, c&p sach, chénh &p ...) vé&i chu thich béng tiéng Anh hoac tiéng Viét.
Palembang, Sumatera 8, 2. Giai trinh: Bo c4o thanh tra s L1/22/20/01 c6 ngay thanh tra 03-05/11/2020 sau ngay cidp GMP.
Selatan, Indonesia 2 3. Déi véi d& nghi cong bd dang bao ché Ia "vién nén tan nhanh": Cuc Quan ly Dwoc chi cong b pham vi chirng nhan theo cac dang bao ché,
2 khéng céng b theo co' ché tac dung.
4. Déi voi dé nghi cong bd 2 cach ghi dia chi ciia nha san xuét: Khdng déng y bd sung cach ghi tén va dia chi. D& nghi cong ty thwc hién tha tuc
thay dbi dia chi theo hinh thirc théng béo theo quy dinh tai Théng tw 08/2022/TT-BYT.
9 |PT. Dexa Medica |JI. Jenderal Bambang 5878/CPOB/| o [Indonesian Food and PT Dexa Medica- B& sung:
(Plant) Palembang|Utoyo No 138, Kel. 5 llir, |A/X/20 % Drug Authority, Indonesia - So db tdng thé& nha xwdng ban in rd rang thé hién tirng khu vire san xuét (khu vire san xuét Cephalosporin va khu vire non-Cephalosporin).
Kec. llir Timur li, Kota & |Indonesia - So dd nha xwdng ban in rd rang thé hién tirng khu vyc san xut (tén phong, cip sach, chénh &p ...) véi chd thich bang tiéng Anh hoac tiéng Viét.
Palembang, Sumatera >
o

Selatan, Indonesia

Danh sach co s& can bd sung, gii trinh

Trang 1/3

Dot 40
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STT XUAT PIA CHI NHAN CAP CO' QUAN CAP DN DE NGHI CONG BO NOIDUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
10 |PT. Sanbe Farma [Jalan Mahar Martanegara |ST.03.05.33. Indonesian Food and MI pharma Private Limited [1. B& sung:
No. 162 (JI. Leuwigajah 0331.01.23. Drug Authority - Gidy chirng nhan GMP cap nhat, con hiéu lwc, duwoc sao chirng thuc theo quy dinh (hop phap héa lanh s, cdng ching ...).
No. 162) RT.01 RW.12, (001127 Q (Indonesian FDA) - Site Master File:
Kelurahan Baros, 8, + Gidy phép san xuét 1a ban dich cdng chirng béng tiéng Anh hoac Viét theo quy dinh.
Kecamatan Cimahi S + Ban in ré rang so dd nha xuéng thé hién tirng khu vire san xuét (t&n phong, cap sach, chénh ap ...); so' d td chirc nhan sy, so' dd hé théng xt
Tengah, Kota Cimahi, 83 ly nworc.
Indonesia + So dd hé théng khi nén.
2. Giai trinh vé tén trén SMF va dia chi trén SMF khong théng nhét véi Gidy chirng nhan GMP.
11 |Venus Remedies [Hill Top Industrial Estate, |HFW-H State Drugs Controller, |Céng ty TNHH M6t thanh [D4i véi yéu cau gia han hiéu lyc gidy chirng nhan EU-GMP theo thong bao clia EMA, d& nghi co s& ndp hd so riéng theo dung ludng quy dinh.
Limited Jharmajri, EPIP Phase-l  |[Drugs] § Controlling cum vién An Phat
(Extn.), Bhatoli Kalan, 231/05 & [Licensing Authority, &
Baddi, Distt. Solan, 'oT Himachal Pradesh, India [CONG TY TNHH
Himachal Pradesh, bt MEDFATOP
173205. India
12 |MSN Laboratories |Plot No. 42, Anrich 013/2017/R National Agency for MI pharma Private Limited |Bb sung hd so' danh gia dap (ng EU-GMP theo yéu ciu tai dot 36 cho GMP sb: SK/013V/2022, do gidy ching nhan GMP da ndp trong hd so 9399
Private Limited Industrial Estate, o Medicines and Medical (S6 GCN: 013/2017/R0O) da hét hiéu luc (08/12/2019), va chwa dwoc bd sung theo yéu ciu trong dot 23.
Bollaram, Medak District, ~ |Devices (NAMMD),
Telangana, 502 325, India é Romania
(* Cach ghi khac: Plot No. B
42, Anrich Industrial NS
Estate, Bollaram, e
Sangareddy District,
Telangana. 502 325.
13 |Piramal Pharma [Plot No 67-70 Sector II, FIMEA/2021/f «— |Finnish Medicines Piramal Pharma Limited [Co s& san xuét va Gidy chirng nhan GMP FIMEA/2021/001610 da dwoc cong bd dot 35. Khong céng b lai Gidy ching nhan.
Limited Pithampur, District Dhar, 001610 § Agency (FIMEA)
Madhya Pradesh 454 I
775, India E
N
14 |Zydus Hospira Plot No. 3, Pharmez- UK GMP Medicines and VPBD Pfizer (Thailand)  [1. B6 sung:
Oncology Private |Special Economic Zone, (32340 Insp Healthcare Products Limited tai tp HCM - HO so dé dwoc danh gia GMP nuwoc sb tai.
Limited Sarkhej Bavla Highway, GMP = Regulatory Agency - Gidy chi*ng nhan EU-GMP con hiéu lyc, voi day da dau va chir ki ciia CQQL 1a ban sao chirng thuc, hop phap héa lanh sy theo quy dinh.
N.H No. 8A, Matoda, 32340/4091 8, (MHRA), United - Bao cdo thanh tra twong (ng voi gidy chirng nhan GMP ndp kém 1a ban sao chirng thuc, hop phap héa lanh sy theo quy dinh.
Taluka Sanand, 99-0006 & |Kingdom - Site Master File: So @6 téng thé khu virc san xuét, So dd nha xwdng ban in ré rang thé hién tirng khu virc sén xuét (tén phong, cap sach, chénh
Ahmedabad, IN 382213, S ap ...).
India - B&o cdo ra soat chat lwong san pham vé tring déi véi mdi dang bao ché vé tring dé& nghi cong bé.
2. Gidi trinh: Gidy GMP thuéc thuéng. tuy nhién Site Master File muc 1.2 ghi sén xuét thubc déc té bao.
15 |LUPIN LIMITED [198-202 NEW V/WHO- Food and Drugs VPBD Lupin Limited tai 1. B sung:
INDUSTRIAL AREA NO. |GMP/L- Administration, Tp HCM - B4o cdo thanh tra véi ddy da phu luc 1a ban hop phap hda lanh sw, cong chirng theo quy dinh (ban d& ndp chwa cé danh muc san phdm dinh kém
2, MANDIDEEP- 462046, |10/2015/405 Idgah Hills, Bhopal- India phu luc Annexure 1-4 nhw dé cap trong bao céo thanh tra).
DISTRICT RAISEN, 7 § - SMF Unit 1: ) ‘
MADHYA PRADESH, N + Giay phép san xuat con hiéu lwc véi day du phu luc 1a ban hop phap héa lanh sw, chirng thiwc theo quy dinh.
India 5 + So dd ban vé Unit 1, khu virc san xuét thanh phdm cephalosporin, so' d& hé thdng x Iy nwéc: ban in ré rang, chu thich day da
8 - SMF day dud clia Unit 2 céc phu luc theo hwéng dan clia WHO-GMP/PICs-GMP/EU-GMP (co sé& chi ndp SMF clia Unit 1 (s&n xuét khang sinh
cephalosporin), tuy nhién bao céo thanh tra @& cap ca Unit 1 va Unit 2)
- Danh muyc cac dot thanh tra 03 nam gan day: ghi ddy dud tén co quan tién hanh thanh tra, cap nhat cac dot thanh tra tir 2021-2024.
2. Gidi trinh vé su khdnq théng nhét ctia pham vi ching nhan giia gidy GMP va Site Master File.
16 |LUPIN LIMITED [198-202 NEW 2019/HPF/P French National Agency |VPBD Lupin Limited tai  |B& sung:
INDUSTRIAL AREA NO. |T/008 2 |for Medicine and Health |Tp HCM - DAy di hd so theo yéu cau dé duoc cong bd danh gia GMP s tai.
2, MANDIDEEP, 8, Products Safety (ANSM) - Gidy chirng nhan GMP con hiéu luc 12 ban hop phap hoéa anh s, ching thuc theo quy dinh.
DISTRICT RAISEN, Dol’ - Bao c4o thanh tra gan nhét twong (ng & ban hop phap héa lanh su, chirng thuc theo quy dinh.
MADHYA PRADESH, IN S
462046, India
17 |Beta Drugs Ltd.  |Kharuni-Lodhimajra Road, |HFW-H State Drugs Controller, |Céng ty c6 phan Dugc  [Bd sung:
Vill. Nandpur Baddi, Distt. [[DCA] 98/09 | « |Himachal Pradesh, India |ph&dm Generic - Gidy Uy quyén tir nha san xuét cho co s& ndp ho so.
Solan (H.P.), India % - Bao cdo thanh tra dot 30/11/2022-01/12/2022, ban sao cong chirng hop phap hoa lanh sw ciia An Do theo quy dinh twong tng véi GCN GMP.
& - Danh myc cac dot thanh tra trong 3 ndm gan nhét khong cé thdng tin dot 30/11/2022-01/12/2022. D& nghj bd sung.
Y - Béo cdo ra soat chat lwgng trong vong 3 nam cho tt ca cac dang bao ché thuéc vé tring.
N - SMF: B& sung day d0 Ban vé rd rang mét bang day chuyén san xuét clia thudc tiém va thubc ubng, Ban vé thé hién duong di chuyén clia nhan
vién, clia nguyén vat liéu, ban thanh pham, thanh phdm, clia trang thiét bi san xuét..., Lwoc db quy trinh san xuét clia tirng dang bao ché....
18 |M/s Kwality Plot No. I-A, Industrial HFW- Health & Family Welfare {Cong ty TNHH Duoc B6 sung:
Pharmaceuticals |Area, Raja Ka Bagh, H(Drugs)57/ Department Himachal pham Global - Thw Gy quyén c6 dia chi théng nhét véi gidy chirng nhan GMP.
Ltd Tehsil Nurpur, Distt. 2016 - Pradesh, India - GMP con hiéu lyc.
Kangra 17620 I, Himachal § - Béo cdo ra soat chat lwgng dinh ky 3 nam lién tiép cho dang thubc vé tring.
Pradesh, India N - Day du cac Annexure clia SMF.
g - Ban in so db tirng khu virc nha xwéng ban in mau, ré rang, day da tén phong, cip sach, chénh ap, dwéng di con ngudi, nguyén ligu ..
@ - S0 dd hé théng xi Iy nuée.
- Danh muc cac dot kiém tra trong 3 nam gan nhét.
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STT XUAT PIA CHI NHAN CAP CO QUAN CAP DN DE NGHI CONG BO NOIDUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
19 |Combino Pharm |60 Qasam Industrijali Hal [MT/020HM/2| «  Medicines Authority of  |Mega Lifesciences Public Dbi véi HO so tbng thé, dé nghi bd sung:
(Malta) Ltd. Far, Hal Far Birzebbuga 022 S Malta (MAM) Company Limited - Layout Fhé hién dwong di lcﬂa con ngwoi, nguyén Ijéu, ban thanh pham, thanh pham.
BBG3000 Malta. 8‘ - Lwoc do quy trinh san xuat cua tirng dang bao ché.
3
20 |Limited Liability 6, Gidrostroiteley str., GMP/EAEU/ « |Ministry of Industry and |Cong ty TNHH Thwong 1. B sung:
Company "Ozon" |Zhigulevsk, Samara RU/00098- § Trade of the Russian mai va Dich vu y t& Nam |- Gidy chirng nhan GMP con hiéu lyc, bao cdo thanh tra twong tng gidy chirng nhan GMP ndp kém (GMP ndp trong hd so' da hét hiéu luc).
Region, Russia 2021 < |Federation, Russia Thanh - B4o cdo ra soat chat lwgng san pham thuéc vé tring déi véi méi dang bao ché vé tring dé nghi cong bé.
) 2. Tra clu di liéu dang ky thudc tai Cuc Quan ly Duoc, khdng thy cé thong tin vé viéc co sé d& nghi danh gia dap ('ng GMP, dirng tén 1a co s&
- dang ky thudc ctia cac san phdm do cong ty Limited Liability Company "Ozon" san xuét.
21 |AstraZeneca AB |Turbuhaler and 6.2.1-2019- Swedish Medical Cong ty TNHH Co sé& da dwoc cdng b theo dung thong tin trén Gidy chirng nhan GMP (cach ghi ddy du) va 01 cach ghi tit. Khong ddng y bd sung thém cach viét
Pumpspray, Forskargatan {064369 o |Products Agency (MPA) |Astrazeneca Viét Nam khac. D& nghi cong ty thuc hién tha tuc thay ddi thong tin theo hwéng dan cdia Théng tw 08/2022/TT-BYT.
18, Sodertalje, 151 85, é
Sweden. N
(* Dia chi chung: >
SE- 15185 Sodertalje, =
Sweden)
22 |Vemilag San.ve [GCerkezkdy Organize TR/IGMP/202| « |Turkish Medicines and |Céng ty TNHH Medfatop [B& sung tai liéu chirng minh co s& san xuét cé day chuyén san xuét riéng biét déi véi cac thude thong thuwdng va cac thude co yéu cau déc biét cla
Tic. AS. Sanayi Bolgesi Karaagag (2/158 § Medical Devices Agency cuing 1 dang bao ché.
Mahallesi Fatih Bulvari <+ [(TMMDA)
No:38 NS
Kapakli/Tekirdad/TURKEY N
23 |Neutec Inhaler 1. Organize Sanayi TR/GMP/202; Turkish Medicines and  [Mega Lifesciences Public |1. B6 sung gidy chirng nhan GMP cap nhat, con hiéu lwc, va bo cao thanh tra twong (ng duoc sao chirng thwe theo quy dinh (hop phap héa lanh
llac Sanayi Ve Bolgesi, 2 Nolu Yol, No:3. 1/337 Medical Devices Agency |Company Limited sy, cong chirng ...). Giéy chirng nhan GMP da ndp hét han ngay 31/12/2022. Bao céo thanh tra da nop chwa cé théng tin pham vi dot thanh tra,
Ticaret A.S. Arifiye/Sakarya/Turkiye, § chuwa hop phap hoa lanh s, dich cong chirng ndi dung tiéng Thd NhT Ky theo dung quy dinh. Tai thoi diém ndp hd so, nha may da cé dot thanh tra
Thé Nhi Ky Y méi hon cua Turkey Ministry of Health vao 26-28/04/2022.
S 2. Bb sung cac thanh phan ctia SMF:
b + Annex 1 (gidy phép san xuét) (Ban da ngp mo, khong doc duoc).
+ Annex 6 (so' 0 mat bang) (Ban da ndp in den trang, m&, nho, khdng rd ndi dung).
+ So db nha xudna ban in ré rang thé hién tina khu vre sén xuét (tén phona, clp sach, chénh ap. dudna di clia nauwdi va nguvén liéu...).
24 |Neutec Inhaler 1. Organize Sanayi FIMEA/2019/| « |Finnish Medicines Mega Lifesciences Public [1. Tra cu trén EUDRA co s& da co GMP méi sé FIMEA/2022/004119 hiéu luc dén 24/8/2025. Pham vi chirng nhan trén Gidy chirng nhan
llac San. Ve Tic. |Bdlgesi, 2 Yol No:3. 001092 § Agency Company Limited F[MEA/2Q22/0041 19 réng hon pham vi chiing nhan nwéc sé tai (cé thém thube san xuét vé trung: thuéc dang 16ng thé tich nhé: dung dich khi dung
AS. Arifiye, Sakarya, 54580, & dé& hit). D& nghi giai trinh va bd sung hd so nwéc sé tai: cé bao gdm ca pham vi san xuét thudc vé tring: gidy chirng nhan GMP; bao céo thanh tra
Turkey ;-) twong tng, SMF va bao céo danh gia thuéc vé trung.
N 2 B6 sung gidy chi*ng nhan EU-GMP cap nhat, va béo céo thanh tra tuong tng dwoc hop phéap héa lanh sw va chirng thuc theo quy dinh.
25 |Caleb No. 3, Gongye 5th Rd., 06707 ° Ministry of Health and Cong ty TNHH Duoc 1. Cach ghi dia chi clia co' s& san xuét trong gidy chirng nhan GMP; bao céo thanh tra; SMF (trang 6) khdng théng nhét véi nhau, d& nghi giai trinh
Pharmaceuticals, |Hukou Township, Hsinchu & |Welfare, Republic of pham Thién An va théng nhét lai.
Inc. (Hukou) County 30352, Taiwan S |China (Taiwan) 2. Trong Layout chi thé hién dang bao ché Miéng dan (Patch), khéng cé thong tin ctia dang bao ché bét nhao (Plasters). Yéu cau bd sung Layout cé
(R.O.C) Q day dd thong tin cla dang bao ché bot nhao.
26 |Public Joint Stock |79024, Lviv region, Lviv  [013/2019/G The State Service of Seamed PTK Company  |1. B6 sung:
Company city, Opryshkivska Str., MP Ukraine on Medicines Limited - Gidy chi*ng nhan GMP mgi véi pham vi phtl hop con hiéu luc va bao céo thanh tra twong (rng, 1& ban hop phép héa lanh sy, cng ching theo
"Halychpharm" 6/8; and Drugs Control quy dinh. Hb so dang ki la dang thudc vo tring, tuy nhién, gidy chirng nhan GMP da ndp la cho thuéc khéng vé tring.
Area of 79024, Lviv region, Lviv - Gidy Uy quyén clia co s& san xut cho co' s& d& nghi cong bd 1a ban hop phap héa lanh sw, cong ching theo quy dinh.
preparation and  |city, Promyslova Str., 2 - So db tdng thé day du tai 4 dia chi theo gidy GMP.
packaging of 50/52; 8, 2. Gidi trinh:
liquid 79024, Lviv region, Lviv 8' - Tén NSX khéng thdng nhét trén gidy chirng nhan GMP, bao céo thanh tra va SMF.
medications, city, Zaklynskyh Str., 5; L) - SMF: Pham vi san xuét trén SMF 1a dang dung dich tiém truy&n khong thdng nhét véi pham vi san xuét trén GCN GMP.
Chemical 08130, Kiev region, Kiev - Pham vi trén bao cdo thanh tra khong théng nhét pham vi trén gidy chirng nhan GMP.
workshop. Svyatoshinsky district, - Gidy chirng nhan GMP c6 4 dia chi: d& nghi lam r6 dia chi cla dia diém san xuét thubc.
Chayky village, Antonova - Khu vire san xuét: muc 1.1 Site Master File san xuat nhidu dang bao ché; tuy nhién layout chi ¢6 khu virc san xuét thudc vé trung (& dia chi: Lviv,
Str., 8-A; Ukraine Opryshkivska St., 6/8. building 14).

Danh sach co s& can bd sung, gii trinh
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