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

S6:8346 /QLD-CL Ha Noi, ngay 28 thang 07 nam 2023

V/v cong bd két qua danh gia dap img
GMP cua co sé san xuat nudc ngoai
(Dot 29)

Kinh guri:
- So Y t€ céc tinh, thanh pho truc thudc Trung wong;
- Céc co so dang ky, san xuat, kinh doanh thudc nude ngoai.

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

Can ctr Nghi dinh 155/2018/ND-CP ngay 12 thang 11 nam 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;

Can ctr Thong tu s6 35/2018/TT-BYT ngay 22/11/2018 cta Bo trudéng Bo Y
té quy dinh vé Thuc hanh tdt san xuét thuéc, nguyén liéu lam thuéc;

Can ct Thong tu s6 12/2022/TT-BYT ngay 21/11/2022 cia Bo truong Bo Y
té stra d6i, bo sung va bii bo mot sd Dicu cua Thong tu sé 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 1am thudc,

Cuc Quan ly Dugc thong béo:

1. Két qua danh gia d4ap ung thyuc hanh tot san xuat clia co s¢ san xuat thudc,
nguyén liéu 1am thudc tai nude ngoai (GMP) - Dot 29 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 29;

- Phu luc 2: Danh séach co s& san xuét thude, nguyén li€u lam thude tai nuée
ngoai dap tng Thuc hanh t6t san xuat thubc (GMP) duogc diéu chinh ndi dung da
cong bd tir Dot 1 dén Dot 28;

- Phuy lyc 3: Danh sach hd so dé nghi danh gia dap img GMP cua cac co s&
san xuat thudc, nguyén liéu 1am thudc can bo sung, giai trinh - Dot 29;

Céac doanh nghiép can cir ndi dung can bd sung, giai trinh tai danh sach trén
dé guri van thu bd sung, giai trinh vé Cuc Quan 1y Duoc dé tiép tuc duoc xem xét,
cong bo.

2. Céac Phu luc 1, Phu luc 2, Phu lyc 3 trén va Danh sach cdp nhéat cac co so
san xuat thude, nguyén liéu lam thude tai nudc ngoai dap ung Thyc hanh tét san
xuat thuéc (GMP) tir Dot 1 dén Dot 29 duoc ding tai trén trang théng tin dién tir
ctia Cuc Quan Iy Dugc - http://dav.gov.vn - Muc Thuc hanh t6t GXP. Cac danh
sach duoc cong bd theo dinh dang PDF va Excel dé cac co s& thuan loi trong tra
ctiru. S6'Y té cac tinh, thanh phd tryc thudc Trung wong, cac co sd y té cong 1ap sir
dung cac danh sach tai Phy luc 1 va Phu luc 2 cua cac dot cong bd dé xét cac goi
thau thudc theo diing quy dinh cia Thong tu 15/2019/TT-BYT cua Bo truong Bo Y



té vé huéng dan du thau thude tai cac co sd y té va cac quy dinh cua Luat Pau
thau.

3. Co s& san xuat, dang ky, kinh doanh thudc khi ndp hd so dé nghi danh gia
dap tmg GMP ctia co so san xuat thudc, nguyén liéu 1am thudc tai nudc ngoai theo
quy dinh tai Nghi dinh s& 54/2017/ND-CP, nop kém thém cac Gidy ching nhan
GMP, Bao cdo thanh tra theo tiéu chuan EU-GMP, PIC/s-GMP hoic tuong duong
(néu c6) dé duoc danh gié cong bd dap Gmg cac tiéu chuan nay.

Céc co sd san xuat, dang ky, kinh doanh thudc da ndp ho so dé nghi danh gia
dap tng GMP cua co so san xuat thudc, nguyén li¢u lam thudc tai nudc ngoai dé
dang ky thudc, nguyén liéu lam thudc hodc dé phan nhom thude theo cac tiéu chi
ky thuat quy dinh trong Thong tu 15/2019/TT-BYT ngay 11/7/2019 cua Bo truong
Bo Y té quy dinh viéc ddu thau thudc tai cac co so y té cong lap; Thong tu
06/2023/TT-BYT ngay 12/3/2023 cua Bo truéng BO Y té stra d6i, bd sung mot sO
diéu cia Thong tu 15/2019/TT-BYT ngay 11/7/2019 quy dinh viéc dau thau thudc
tal cac co s0' y té cong lap nhung chua duogc cong b trong dot nay, Cuc Quan ly
Dugc dang tién hanh danh gia va sé tiép tuc cong b trong nhig dot tiép theo.

Céc co sO san xuét, ding ky, kinh doanh thudc 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 dung quy dinh tai diém d, khoan 1 Piéu 100 Nghi dinh sb 54/2017/ND-
CP ngay 08/5/2017; luu y d6i voi cac co so san xudt nudc ngoai co Gidy chung
nhan GMP duoc gia han hi¢u lyc 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 /.

N‘gh"hffji KT.CUC TRUONG
- Nhu trén;

- Cyc truong Vil Tudn Cudng (dé b/c); PHO CUC TRUi(’)’NG
- Cuc Quén Y - Bo Qudc phong; A RHC "f'

- Cuc Y té-Bo Cong an;

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

- Website Cuc Quan 1y Dugc;

- Phong Piang ky thudc, Quan 1y gia thudc (dé phdi horp) ; 3
- Luu: VT, CL. 74 Ja Manh Hung




Phu lucl

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

Dot 29
( Kém theo céng vdn sé /QLD-CL ngay / / ctia Cuc Qudn ly Dwoc )
D TEN CO' SO SAN . . " NGUYEN | GIAY CH. |NGAy |NGAY _
STT cc ID CT XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CcAp l;i’; CO' QUAN CAP
1 | 2446 AT- |Sandoz GmbH - Biochemiestrasse (hodc  [* Xuat xwéng thudc vo trung. EU-GMP |INS-481922- Austrian Federal Office
005 |Betriebsstatte / |BiochemiestraRe) 10, * Xuat xudng thude cong nghé sinh hoc. 100971496- for Safety in Health Care
Manufacturing 6250 (or A-6250, or AT- 17550640 ~ <
Site 6250) Kundl, Austria (2/2) = =
Biotechnology ; g
Drug Substance 3 :';
Kundl (BT DSK) ” ©
(Cach ghi khac:
Sandoz GmbH)
2 | 2447 BE- |Besins Groot Bijgaardenstraat * ThuSc khdng vé trung: EU-GMP (BE/GMP/20 Federal Agency for
006 |Manufacturing 128, Drogenbos, 1620, + Dang bao ché ban rén (thudc kem, thudc md, thudc gel) chira hormon; 22/017 ~ " Medicines and Health
Belgium SA Belgium + Chirng nhan xudt xudng = S [Products, Belgium
(Céch ghi khac: *Péng géi: 5 g
Besins +Doéng gdi cdp 1: Vién nang mém chira hormon; Thudc ban rin chira hormon. & A
Manufacturing +Déng gdbi cap 2. © ~
Belgium) * Kiém tra chat lwgng: Hoa ly/Vat ly.
3 | 2448 BE- [Laboratoires Avenue Thomas Edison * ThuSc khdng vé trung: Vién nang cirng; thudc dung ngoai dang 16ng; thudc udng dang 1dng; thudc bdt; vién nén, vién nén bao phim. EU-GMP (BE/GMP/20 Federal Agency for
014 [Pharmaceutiques |32, Thines, 1402, Belgium + Xuat xwdng thudc khéng vé trung. 22/116 Medicines and Health
Trenker * Dong goi: I 1y |Products (FAMHP),
+DAéng godi so cap: Vién nang clrng; thudc dung ngoai dang 16ng; thudc udng dang ldng; thudc bdt; vién nén, vién nén bao phim. 8 8 Belgium
+Dong goi thir cép. S ba
* Ki8m tra chat luong: Vi sinh (khéng vé trung); Héa hoc / Vat Iy. a J
4 | 2449| CA- |Sanofi Pasteur 1755 Steeles Avenue * Thudc dang hon dich. Canada- |79640 ~ " Health Products
007 (Limited West, Toronto, Ontario,  |* San pham cu thé: HAn dich tiém Adacel (Vac xin Bach hau, USn van, Ho ga vo bao). GMP o S |Compliance Directorate,
Canada, M2R 3T4 (twong 3 3 Canada
duong EU- g g
GMP)
5 |2450| CA- [Apotex Inc. 150 Signet Drive, Toronto, |San xu&t ban thanh pham (khong bao gdm céng doan déng géi) va kiém nghiém: Vién nén, vién nén bao phim, vién nang. Canada- (80653 ~ o Health Products
008 Ontario, M9L 1T9, Canada GMP =] S [Compliance Directorate,
(twong :': :': Health Canada
duong EU- % %
GMP)
6 |2451| CA- [ApotexInc. 4100 Weston road, Ddéng gdi va dan nhan: Vién nén, vién nén bao phim, vién nang. Canada- |80654 ~ " Health Products
009 Toronto, Ontario, M9L GMP S S  [Compliance Directorate,
2Y6, Canada (twong ;‘: ;‘: Health Canada
duong EU- 3 3
GMP) T
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D TEN CO' SO SAN . . " NGUYEN | GIAY CH. |NGAy |NGAY _
STT cc ID CT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CcAp :i’; CO’ QUAN CAP
7 |2452| CH- [Baxalta Route de Pierre-a-Bot * ThuGc vo trung: Tuong |GMP-CH- Swiss Agency for
026 [Manufacturing 111, 2000 Neuchatel, + Thudc san xudt vo trung: thudc dong kho. duong EU- (1003345 Therapeutic Products
Sarl Switzerland + Xudt xudng 16. GMP (Swissmedic)
* Thudc sinh hoc: N u
+ Thu8c cdng nghé sinh hoc. 8' 8'
+ Xuat xuwdng |16 thudc cdng nghé sinh hoc. S 3
* Kiém tra chat lugng: I 8
+ Vi sinh: Khéng vo trung.
+ Hoa hoc/Vat ly.
+ Sinh hoc.
8 |2453| CH- [F.Hoffmann-La Viaduktstrasse 33,4051  |Xuat xudng thudc khéng vé tring Tuong |GMP-CH- Swiss Agency for
033 [Roche AG (cach  |(hodc CH-4051) Basel, duong EU- (1001263 Therapeutic Products
ghi khac: F. Switzerland GMP ° - (Swissmedic)
Hoffmann-La g g
Roche Ltd hoac F. S E
Hoffmann-La 3 3
Roche AG Basel - ©
Contract
Organizations)
9 |[2454| CN- |DSM Vitamins No. 118, Baisha Rd., * San xuat Nguyén liéu hoat chat (API): Vitamin B6 (hda téng hop). China- [H.20160090 | \n [Shanghai Municipal
059 |[(Shanghai) Ltd. Fengxian district, GMP § § Medical Products
Shanghai, China 8' & |Administration, China
g | =
10 | 2455| DE- |Vetter Pharma-  |Vetter Pharma-Fertigung |* Thudc vé trung: EU-GMP [DE_BW_01_ Co quan thdm quyén
012 |Fertigung GmbH |Schiitzenstr. 87 und 99- + Thu8c san xut vo trung (chira hormon va chét cé hoat tinh hormon): thudc déng khé; dung dich thé tich nhé. GMP_2022_ Purc
& Co. KG 101, 88212 Ravensburg, + Thudc tiét trung cudi (chira hormon va chat cé hoat tinh hormon): dung dich thé tich nhé. 0135
Germany. + Xuat xudng 16
(Céch viét khac: * Thuc sinh hoc:
Schiitzenstrasse (hodc + Ché pham tlr mau (san pham tlr huyét twong); thudc mién dich; thudc cong nghé sinh hoc (chira hormon va chét cé hoat tinh hormon); thudc el 0
Schutzenstrasse) . 87 und |c6 ngudn gdc tir ngudi hodc dong vat (chira hormon va chat cé hoat tinh hormon). 8‘ 8‘
(hodc and) 99-101, 88212 [+ Xuat xudng 16 5 5
Ravensburg, Germany /  |*Kiém tra chat lwong Q 3
Schutzenstrasse 87, D-
88212 Ravensburg,
Germany)
11 |2456| DE- |IDT Biologika Am Pharmapark 06861 * Thudc vé trung: EU-GMP |DE_ST_01_G Co quan thdm quyén
023 |GmbH Dessau-Rosslau, Germany | + Thudc sdn xuat vo trung: Dang 16ng thé tich Ién; Thuéc déng khd; Dang ldng thé tich nhé. MP_2022_0 buc
(* Cach ghi khac: Am + Thudc tiét trung cudi: Dang Idng thé tich |&n; Dang ldng thé tich nho. 006 N 0
Pharmapark 06861 * Xuat xudng thube vé trung. 8. 8.
Dessau-RoRlau, Germany) [* Thudc sinh hoc: San phdm céng nghé sinh hoc. q S
* Xuat xudng thudc sinh hoc: San pham céng nghé sinh hoc. 4 &
* Péng goi thir cap.
* Kiém tra chat lwgng: Vi sinh (v6 trung, khdng v trung); Héa hoc/Vat ly; Sinh hoc.
12 |2457| DE- |Biokanol Pharma |Kehler Str.7, 76437 * Xuat xwdng: thudc vé tring, thudc khdng vo trung, thudc mién dich EU-GMP |DE_BW_01_[ » |Co quan thdm quyén
028 (GmbH Rastatt, Germany * Pong goi thir cap GMP_2023_ § § bulrc
* Kiém tra chat lwgng: Hoa hoc/Vat Iy. 0005 ) =)
2| R
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D TEN CO' SO’ SAN . . - NGUYEN | GIAYCH. |ncAy |NCAY .
STT cc ID CT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CcAp :iTN CO’ QUAN CAP
13 |2458| DE- |Pfizer Mooswaldallee 1, 79090 [* Thudc khéng v6 trung bao gdm ca thudc cé hoat tinh cao: vién nang cirng, vién nén, vién nén bao phim, thuéc cm, pellet. EU-GMP [DE_BW_01_ Co quan thdm quyén
034 [Manufacturing Freiburg Im Breisgau, * Xuat xudng thudc khéng vé trung GMP_2023_ bl
Deutschland Germany * PAng goi so cap: vién nang clrng, vién nén, vién nén bao phim, thudc cém, pellet (bao gdm ca thudc cé hoat tinh cao); vién nang mém; 0013
GmbH (Céch viét dia chi da cong [* Déng goi thir cap; ] u
bé: Betriebsstitte * Kiém tra chat lugng: Vi sinh (khong vé trung); Héa hoc/ vat Iy. 8' 8'
Freiburg, Mooswaldallee 5 8.
1, 79090 Freiburg, b <
Germany)
14 |2459| DE- |Abbott Werk Neustadt, Justus- * ThuSc khdng vé trung: vién nang cirng. EU-GMP |DE_NI_02_G Co quan tham quyén
040 (Laboratories von-Liebig-StraBe 33, + Xudt xudng: vién nang cirng; vién nang mém; vién nén (chira Rosuvastatin/ Ezetimibe); thudc cém. MP_2023_0 buc
GmbH 31535 Neustadt, Germany [* Thudc sinh hoc: thudc cé ngudn géc tir ngudi hodc ddng vat. 013 ] u
+ Xudt xudng: thudc cé ngudn géc tir ngudi hodc dong vat. 8' 8'
* Dong goi: 8‘ q‘
+ Ddng gdi so cap: vién nang clirng. S 3
+Dong gdi thir cap: chi d8i véi vién nang clirng; dén nhan céc dang thudc.
* Kiém tra chat lwgng: Vi sinh (khong vé trung); Héa hoc/ vat ly; Sinh hoc.
15 |2460| DK- |Novo Nordisk A/S |Hallas Alle 1, Kalundborg, |* Thudc vé trung: EU-GMP [DKH Danish Medicines
005 4400, Denmark + Thudc san xuat vo trung: Dung dich thé tich nho. 10000594 Agency
* Xudt xwdng thudc vé trung. ] n
* Thudc sinh hoc: Thudc cdng nghé sinh hoc. 8. 8.
* Xudt xwdng thudc sinh hoc: Thude cdng nghé sinh hoc. ;.‘ 8
* Déng goi thi cap. pa 3
* Kiém tra chat lwgng: Vi sinh (v6 trung, khéng vo trung); Héa hoc/Vat ly; Sinh hoc.
(Pham vi chirng nhan: Building FF, DF, DE)
16 |2461| ES- |Synthon Hispania, |c/ Castelld, 1, 08830 SANT |* Xuat xudng thudc vé trung. EU-GMP [NFC/2317/0 Ministry of Health of
016 |SL BOI DE LLOBREGAT * ThuSc khdng vé trung: Vién nén; vién nang cirng; pellets; vién nén bao phim (bao gdm ca thudc gay nghién va hudng than); thudc bot (géi). 01/CAT Goverment of Catalonia,
(Barcelona), Spain (cach  [* Xuat xwdng thudc khéng vé trung. Spain
ghi khéc: Pol.Ind.Les * Déng goi so cap: Vién nén; vién nang cing; pellets; vién nén bao phim (bao gdbm ca thudc gay nghién va hudng than); thudc bt (gdi).
Salines, Carrer Castelld, 1, |* Déng géi thi cap.
08830 SANT BOI DE * Kiém tra chat lwgng: Vi sinh (khéng vé trung), héa hoc/ vat ly ] ]
LLOBREGAT, Spain; hoic S| 8
Castelld 1, Poligono Las 3 2
Salinas, 08830 Sant Boi de 3 by
Llobregat (Barcelona),
Spain)
17 |2462| ES- |Wyeth Farma, S.A.|Autovia del Norte A1, Km |* Thudc vo trung: EU-GMP |ES/111HV/2 Agencia Espanola de
054 23, desvio Algete, Km. 1, + Thudc san xudt vo trung: Thudc bot déng kho. 2 N 1 |Medicamentos y
San Sebastian de los + Xudt xudng. 8. 8. Productos Sanitarios
Reyes, 28700 Madrid, * Thu6c sinh hoc: San pham cong nghé sinh hoc. 9‘ B (AEMPS), Spain
Espana/Spain * Péng goi thir cap. 3 ~
* Kiém tra chat lwgng: Vi sinh (v trung, khdng v trung); Héa hoc/Vat ly; Sinh hoc.
18 |2463| FR- |Beaufour lpsen Rue Ethé Virton, Dreux, * ThuBc vo trung: xuat xudng 16 EU-GMP [2023/HPF/F French National Agency
020 (Industrie 28100, France * Thudc khdng vo trung: R/043 for Medicines and
+Vién nang c*ng; thudc udng dang ldng; thudc bot pha hdn dich udng; vién nén, vién bao. " » |Health Products Safety
+ Xuat xudng 16 § §
* Thudc dugc liéu. ,S' ,S'
* Pong goi: ‘ o ) Q gNk
+Dong gdi so cap: Vién nang clrng; thudc udng dang ldng; thudc bdt pha hdn dich udng; vién nén, vién bao;
+Dong gdi thir cap.
* Kiém tra chat lugng.
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D TEN CO' SO’ SAN . . - NGUYEN | GIAYCH. |ncAy |NCAY .
STT cc ID CT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CcAp :i’lr“l CO’ QUAN CAP
19 | 2464| FR- [Laboratoire Lieu-dit Chantecaille, * ThuGc vé trung: EU-GMP |2022/HPF/F ~ " French National Agency
032 |Aguettant CHAMPAGNE, 07340, + Thudc tiét trung cudi: Dung dich thé tich I&n; Dung dich thé tich nhé. R/175 2] S  [for Medicine and Health
France * Xuat xudng thudc vé trung :‘. E Products Safety (ANSM)
* Péng goi cap 2 :'; 2
* Kiém tra chat lugng: héa ly/vat ly/vi sinh thudc v trung va thudc khong vo tring ~ i
20 | 2465| FR- |Sanofi Winthrop |180 rue Jean Jaures, * ThuBc vo trung: EU-GMP |2022_HPF_F National Agency for the
056 |Industrie Maisons-Alfort, 94700, + Thudc sdn xuat vé trung: Thudc déng khd; dung dich thé tich nhé. R_141 Safety of Medicine and
(Céch viét khac:  |France + Xuat xudng 16 N S [Health Products
Sanofi Winthrop  |(Céch viét khac: 180 rue  |* Thuéc sinh hoc: 8 8 (ANSM), France
Industrie - Jean Jaurés, 94702 + Thudc chiét xudt cé ngudn géc tir ngudi hodc dong vat. 8. ﬁl
Maisons Alfort) Maisons-Alfort Cedex, + Xuat xuédng 16 = 3
France) *Péng goi cap 2
*Kiém tra chat lvgng
21 |2466| FR- |[DSM Nutritional |1 boulevard d'Alsace, BP |* Nguyén liéu hoat chét: EU-GMP |18MPP0O77H © . French National Agency
092 |Products France (170, VILLAGE NEUF, + San xuat va tinh ché: Cholecalciferol; D-Biotine; Riboflavin Sodium Phosphate; FRO1 3 S  [for Medicines and
68128, France + Chi phéi trén: Beta-Carotene (30% oil suspension). z :‘: Health Products Safety
* Pong goi nguyén liéu hoat chat. :{; ,? (ANSM)
* Kiém tra chat lwgng: Hoéa hoc/Vat ly; Vi sinh. ~ o
22 | 2467 GB- |Norton Aston Lane North * ThuBc vo trung: Tuwong |UK MIA 530 Medicines and
007 [Healthcare Whitehouse Vale + Thudc sdn xuat v tring: Dang 1dng thé tich nhd, hdn dich, nhii dich. duong EU |Insp GMP q Y, [Healthcare Products
Limited T/A lvax  |Industrial Estate Runcorn + Chirng nhan 16 (batch certification) GMP 530/14004- 8. 8. Regulatory Agency
Pharmaceuticals |WA7 3FA, United Kingdom |* Thudc sinh hoc: khang thé don dong 0032 8[ ;.‘ (MHRA), United
UK * Déng goi thi cap. N S |Kingdom
* Kiém tra chat lugng: vi sinh (v trung, khéng vé trung), héa/ ly, sinh hoc
23 | 2468 | GB- |Ferring Controlled |1 Redwood Place, Peel * Xudt xudng thubc vé trung. Tuong |UKMIA Medicines and
012 (Therapeutics Park Campus, East * Thudc khong vé trung: Dang bao ché rén khac. duong EU- (8731 Insp Healthcare Products
Limited Kilbride, Glasgow, G74 * Xuat xudng thudc khéng vé trung. GMP  [GMP/IMP ~ » |Resulatory Agency
5PB, United Kingdom * Péng goi so cap: Thudc dang ban rén. 8731/18177-| & S [(MHRA), United
* Péng goi thir cap. 0022 E 3 Kingdom
* Kiém tra chat lwgng: Vi sinh (Khéng vo trung); Héa hoc/Vat ly. :‘; 2
* Cy thé: ~ «”
+ San xuét thudc khdng vé trung: Hé phan phéi thudc d&t &m dao (San phdm Propess (Dinoprostone 10mg).
+Dong gdi thir cap: San phadm Rekovelle (Follitropin delta 12mcg/0,36ml; 36mcg/1,08ml; 72mcg/2,16ml).
24 | 2469 GB- [Penn Units 23-24, * Thudc vé trung: Xudt xwdng 16 Tuwong |UK MIA Medicines and
029 [Pharmaceutical Tafarnaubach Industrial * Pong goi: duong EU- (4351 Insp 3 4, [Healthcare Products
Services Limited  |Estate, Tafarnaubach, +Dong gbi cap 1: Thudc khdng vé triing: vién nang cirng, dung dich thudc dung ngoai, dung dich thudc udng, thudc ban rén, thudc dit, vién nén, GMP  [GMP/GDP/I 8‘ 8‘ Regulatory Agency
Tredegar, NP22 3AA, vién nén bao phim MP 3 8 [(MHRA), United
United Kingdom +Doéng goi cap 2 4351/15302-| S & |Kingdom
0031
25 |2470| GB- |Pharmaserve 9 Arkwright Road, * Thudc khong v trung: Thudc dung ngoai dang 16ng; Thudc udng dang |dng; Dang bao ché cé ap luc; Thudc dang ban rén. Tuwong  |UKMIA ~ < [Medicines and
032 [(North West) Astmoor Industrial Estate, |* Xudt xwdng thudc khéng vé trung. duong EU- (32169 Insp =] S [Healthcare Products
Limited Runcorn, WA7 1NU, * Péng goi so cap: Thudc dung ngoai dang 16ng; Thudc udng dang 1dng; Dang bao ché cé ap luc; Thudc dang ban rén. GMP  [GMP/IMP Ry x Regulatory Agency
United Kingdom * Déng goi thr cap. 32169/1562- 3 D‘_{; (MHRA), United
* Kiém tra chat lwgng: Hoéa hoc/Vat ly. 0028 i © Kingdom
26 | 2471| IE- |Athlone Ballymurray, Co. * ThuSc khéng vo tring chira khang sinh nhédm Penicillin: Vién nang cing; vién nén; thudc bdt (Reconstitution). EU-GMP |32125M002 Health Products
022 (laboratories Roscommon, Ireland 98 ] Y [Regulatory Authority
Limited (Cach viét khac: S & |(HPRA), Ireland
Ballymurray, Roscommon 8 8‘
Co. Roscommon, Ireland) 3 b
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27 | 2472 IN- |Glenmark Plot No. 2, Phase II, * ThuSc khéng vo trung: EU-GMP |sukls159641 State Institute for Drug
003 |Pharmaceuticals [Pharma Zone, SEZ, Dist. + San xu4t: Vién nang clrng; vién nén, vién nén bao phim /2022 Control, Czech Republic
Limited Dhar, Pithampur, 454775, |* Déng goi thit cap: Vién nang clrng, vién nén, vién nén bao phim
Madhya Pradesh, India * Kiém tra chat lwgng: Vi sinh (thudc khéng vo trung), héa ly, vat ly. ~ "
Cach ghi khac: Plot No. 2, S S
Phase Il, Pharma Zone, E ;
SEZ, Pithampur, District A th
Dhar, Madhya Pradesh, IN - -
454775, India
28 |2473| IN- |AKRITI D-10 and D-11, MIDC, * Thudc khéng vé trung (khéng chira Cephalosporins, Penicillin, chat ddc té bao, hormon): Vién nang cirng; thudc dung ngoai: thudc md, kem, WHO-GMP |NEW-WHO- Food & Drug
010 (PHARMACEUTICA |Jejuri -Nira Road, gel, lotion; vién nén, vién nén bao phim. GMP/CERT/ N & |Administration,
LS PVT.LTD Jejuri,Taluka Purandar, PD/106282/ | & & [Maharashtra State, India
Dist-Pune 412303 2022/11/38 | S ba
Maharashtra State, India 866 S 3
29 (2474 IN- |SERUM 212/2, HADAPSAR, PUNE - [San pham: WHO-GMP |NEW-WHO- Food & Drug
057 |INSTITUTE OF 411028, DIST-PUNE- + Véc xin dai bat hoat dong khé RABIVAX-S (Rabies vaccine inactivated, freeze-dried). GMP/CERT/ - < Administration, M.S.
INDIA PVT.LTD ZONE3, INDIA + Véc xin vi rat séng, giam doc lyc, déng khd MMR - Measles, Mumps va Rubella (live attenuated, freeze-dried). PD/104427/ g S |Banda (E), Mumbai.
+VAc xin 5/1 (Dipteria, Tetanus, Pertussis, Hepatitis B, Haemophillus influenza type b conjugate vaccine adsorbed) khdng bao gom dang bom 2021/11/37 g g Maharashtra State, India
tiém déng san 163 S} a
+ Pneumosil Pneumococcal Polysaccharide Conjugate Vaccine (Adsorbed) (10-Valent) 0.5 ml -1 dose (Vial) © ©
+ Pneumosil Pneumococcal Polysaccharide Conjugate Vaccine (Adsorbed) (10-Valent) 2.5 ml -5 dose (Vial)
30 | 2475 IN- [Biological E. Plot No. 1, Biotech Park, |* Véc xin Bach hau, Un van, Ho ga (toan té bao), Viém gan B (DNA téi t6 hop) va Hib cong hop (hap phu): Déng géi don ligu 0.5mL, hai liéu ImL, |WHO-GMP [L. Dis. No. Drugs Control
091 |Limited Phase-ll, Kolthur Village, [ndm liéu 2.5mL, mudi liéu S5mL. 100425/TS/2 Administration,
Shameerpet Mandal - 500 |* VAc xin Viém n3o Nhat Ban bat hoat (cho ngudi) 0.5 mL trong lo 3mL (Véc xin tinh khiét bt hoat hdp phu): Déng géi don ligu 0.5mL, hai ligu 023 Government of
078, Medchal-Malkajgiri  |1mL. " © Telangana, India
District, Telangana, India [* VAc xin Viém gan B (DNA tai t6 hop) (cho tré em): Déng géi don ligu 0.5mL, hai liéu ImL, ndm liéu 2.5mL, mudi lidu SmL. S S
* Vic xin Viém gan B (DNA téi t6 hop) (cho ngudi Ién): Déng géi don lieu ImL, muoi lidu 10mL. E E
* Vic xin Bach hau va Udn van (hap phuy, giam liéu khang nguyén): Déng géi don lidu 0.5mL, mui lidu SmL. ,O{ ,O{
* Vic xin Bach hau, USn van, Ho ga (toan t& bao) va Viém gan B (DNA téi t6 hop) (hap phu): Déng géi don liéu 0.5mL, mudi lidu SmL. - -
* Vic xin Bach hau, USn van, Ho ga (toan t& bao) (hap phu): Déng géi mudi lidu SmL.
* VAc xin S&i va Rubella (séng, gidm doc, dong kho): Dong géi don lidu 0.5mL, ndm ligu 2.5mL, mudi ligu SmL.
31 |2476| IN- [USV Private H-13, 16, 16A, 17, 18,19, |* Thudc vé trung: dung dich thudc tiém thé tich nhé; WHO-GMP|DCD/D&D/L Medical & Health
097 |Limited 20, 21 va E-22, OIDC, * ThuSc khdng vo tring: vién nang clrng, vién nén, vién nén bao phim; thudc cdm. A/2022- iy W) [service, Drugs Licensing
hodc M/S. USV  |Mahatma Gandhi Udyog 2023/3488 S &  |Authority, UT of Daman
Private Limited Nagar, Dabhel, Daman, IN- 8 8 &Diu, Daman, INDIA
396210, India Q Q
32 | 2477 IN- [USV Private H-13, 16, 16A, 17, 18,19, |* Thudc san xuat vo trung: dung dich thudc tiém thé tich nho EU-GMP |OGYEI/3333 National Institute of
097 |Limited 20, 21 va E-22, OIDC, * Thuéc tiét trung cudi: dung dich thudc tiém thé tich nhé 6-9/2022 ~ » |Pharmacy and Nutrition
hodc M/S. USV Mahatma Gandhi Udyog  |* Thu8c khéng vé trung: vién nang cing, vién nén, vién nén bao phim; thuéc cdm. S S [(OGYEIl), Hungary
Private Limited Nagar, Dabhel, Daman, IN-|* Ddng gdi: ; g
396210, India - Ddng goi so cé’r{: vién nang citng, vién nén g :&
- Ddng goi thir cap
* Ki€m tra chat lugng

Danh séch co s& dép (rng GMP

Trang 5/ 10

Dot 29




D TEN CO' SO’ SAN . . - NGUYEN | GIAYCH. |ncAy |NCAY .
STT cc ID CT XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CcAp :i’; CO' QUAN CAP
33 | 2478 IN- |MSN Laboratories |Formulations Division, * San pham: WHO-GMP|L. Dis. No. Drugs Control
113 |Private Limited Plot No 42, Anrich ACECLOFENAC 100 mg and PARACETAMOL 500 mg TABLETS; ACECLOFENAC TABLETS 100 mg; ALMOTRIPTAN TABLETS 12.5 mg, 6.25 mg; 97622/T5/20 Administration,
Industrial Estate, AMBRISENTAN TABLETS 10 mg, 5 mg; Atorvastatin 10 mg and Fenofibrate 160 mg Tablets; Atorvastatin tablets 10 mg, 20 mg, 40 mg; 22 Government of
Bollaram, Sangareddy Azithromycin Tablets USP 250 mg, 500 mg; CIPROFLOXACIN TABLETS USP 500 mg; CLOPIDOGREL TABLETS USP 75 mg; Dapoxetine Tablets 30 mg, Telangana, India
District - 502 325, 60 mg; EPLERENONE TABLETS 25mg, 50 mg; Febuxostat Tablets 40 mg, 80 mg; GLIMEPIRIDE 2 mg and METFORMIN HYDROCHLORIDE 500 mg
Telangana, India EXTENDED RELEASE TABLETS; GLIMEPIRIDE 1 mg and METFORMIN HYDROCHLORIDE 500 mg EXTENDED RELEASE TABLETS; Glimepiride Tablets
(* Cach ghi cii: USP 1 mg, 2 mg; LACOSAMIDE TABLETS 50 mg, 100 mg, 150 mg, 200 mg; LACOSAMIDE TABLETS Ph.Eur. 50 mg, 100 mg, 150 mg, 200 mg;
Formulations Division, Levofloxacin Tablets 250mg, 500mg, 750 mg; Levofloxacin Tablets USP 500mg, 750 mg; MONTELUKAST 10 mg AND LEVOCETIRIZINE
Plot No 42, Anrich DIHYDROCHLORIDE 5 mg TABLETS; MONTELUKAST CHEWABLE TABLETS 4 mg, 5 mg; MONTELUKAST SODIUM CHEWABLE TABLETS 4 mg, 5 mg;
Industrial Estate, MONTELUKAST SODIUM TABLETS 10 mg; MONTELUKAST SODIUM TABLETS USP 10 mg; MONTELUKAST TABLETS 10 mg; MOXIFLOXACIN TABLETS q v
Bollaram, Medak District - |400 mg; Moxifloxacin Hydrochloride Tablets 400 mg; NEBIVOLOL TABLETS 2.5 mg, 5 mg, 10 mg, 20 mg; OLMESARTAN MEDOXOMIL TABLETS 5 8' 8'
502 325, Telangana, India) [mg, 10 mg, 20 mg, 40 mg; PRASUGREL TABLETS 5 mg, 10 mg; Pregabalin 75 mg, 150 mg; PREGABALIN CAPSULES 25 mg, 50 mg, 75 mg, 150 mg, 8 8
300 mg; RANOLAZONE EXTENDED RELEASE TABLETS 375 mg, 500 mg, 750 mg, 1000 mg; ROSUVASTATIN TABLETS 5 mg, 10 mg, 20 mg, 40 mg; 3 3
Rosuvastatin Calcium 10 mg; Rosuvastatin Calcium Tablets 5 mg, 10 mg, 40 mg; S-Amlodipine Besylate Tablets 2.5 mg, 5 mg; Sildenafil Tablets 20
mg; Silodosin Capsules 4 mg, 8 mg; TADALAFIL TABLETS USP 20 mg; TELMISARTAN 80 mg AND HYDROCHLORDETHIAZIDE 25 mg TABLETS USP;
TELMISARTAN 80 mg AND HYDROCHLORDETHIAZIDE 25 mg TABLETS; TELMISARTAN AND HYDROCHLORDETHIAZIDE TABLETS; TELMISARTAN
AND HYDROCHLORDETHIAZIDE TABLETS USP; TELMISARTAN AND HYDROCHLORDETHIAZIDE TABLETS USP 80mg/25mg; Telmisartan USP 20 mg,
40 mg, 80mg; TELMISARTAN 40 mg AND HYDROCHLORDETHIAZIDE 12.5 mg TABLETS USP; TELMISARTAN 40 mg AND HYDROCHLORDETHIAZIDE
12.5 mg USP; TELMISARTAN 80 mg AND HYDROCHLORDETHIAZIDE 12.5 mg TABLETS USP; TELMISARTAN TABLETS USP 20 mg, 40 mg, 80 mg;
TELMISARTAN TABLETS 20 mg, 40 mg, 80 mg.
34 | 2479 IN- |Torrent Indrad - 382721, Tal: Kadi, [* Thudc khéng vo trung: vién nang clrng; vién nén, vién nén bao phim. WHO-GMP|22023161 ~ " Food & Drugs Control
140 |Pharmaceuticals [City: Indrad, Dist. S S  [Administration,
Ltd Mehsana, Gujarat State, 2 2 Gandhinagar, Gujarat
India 2 3 State, India
o o~
35 | 2480 IN- [Kusum SP-289 (A) RIICO * ThuSc khdng chira khang sinh nhom Betalactam: Vién nén; vién nén bao phim; Vién nang cirng; Thudc c8m udng; Thudc dung ngoai (thuéc m&, |WHO-GMP|DC/A- ~ » |Druss Control
153 |Healthcare Pvt. Industrial Area, Chopanki, [kem, gel, lotion); ThuSc dat; Dung dich thyt tryc trang. 1/2022/2720| & S  [Organization, Rajasthan,
Ltd. Bhiwadi, Dist. Alwar 3 3 Jaipur, India
(Rajasthan), India 3 3
o o
36 |2481| IN- [USV PRIVATE Khasra No.1342/1/2, * ThuSc khéng vo trung: Vién nén, Thudc cém. India-GMP |HFW-H State Drug Controller,
196 |LIMITED Hilltop Industrial Area, [Drugs] 3 4, |Health & Family Welfare
Jharmajri, Baddi Distt. 195/09 8‘ 8‘ Department, Himachal
Solan, Himachal Pradesh- (Vol.-I1) Epr 8 Pradesh, Distt. Solan,
173205, India 3 S |india
37 |2482] IN- |USV PRIVATE Khasra 1342/1/2, Hilltop  |* Thu8c khéng v6 trung: Vién nén, thudc cém. EU-GMP |OGYEI/3333 - " National Institute of
196 |LIMITED Industrial Area, Jharmajri |* Déng gdi so cap: vién nén 6-8/2022 S S [Pharmacy and Nutrition
Bhatoli Kalan Baddi * Déng goi thir cap. : ; (OGYEI), Hungary
Nalagarh, Solan, 173 205, |* Kiém tra chat luvgng: Vi sinh (Khéng vé trung); Héa hoc/Vat ly. 2 3
India ° ~
38 | 2483 IN- [Ajanta Pharma 31-0, M.I.D.C, Thudc udng dang 1dng (Dung dich, hén dich, siro) WHO-GMP |NEW-WHO- Food & Drug
256 |Limited Chikalthana, Aurangabad, GMP/CERT/ N 1 |Administration,
431210 Maharashtra AD/120421/ 8. 8. Maharashtra State, India
State, India 2022/11/43 | S o
351 2 3
39 | 2484 IN- |FLAMINGO Plot No.NPH-1 Sector 0OSD block: Vién nang ctrng, vién nén, vién nén bao phim. WHO-GMP |NEW-WHO- Food & Drug
281 |PHARMACEUTICA |specific SEZ Krushnur, GMP/CERT/ Q ©  |Administration,
LS LTD MIDC, Nanded - (Unitll) AD/113395/ 8 8 Maharashtra State, India
Nanded 431709 2023/11/43 | 3 3
Maharashtra State, India 393 8 8
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40 |(2485| IT- [SanofiS.R.L. (tén |S.S.17 Km 22 -67019 * ThuSc khéng vo tring: Vién nang mém; Vién nén, vién nén bao phim, vién nén bao duwdng va vién nhai (bao gdm ca thuéc chira hormon EU-GMP [IT/123/H/20 Italian Medicines
016 (cli: SanofiS.P.A.) |Scoppito (AQ), Italia Corticosteroid); ban thanh phdm cém. 22 Agency (AIFA)
* ThuSc duoc lidu: vien nang mém; vién nén. N u
* Pong goi: 8' 8'
+Dong gbi so cap: vien nang clng; vién nang mém; vién nén (thudc chira hormon hoidc chat cé hoat tinh hormon); ban thanh phdm cém. S 3
+ Déng gdi thir cap. S Q
* Kiém tra chat lwgng: Vi sinh (khong vé trung), Héa ly.
41 |2486| IT- |Dompe' Via Campo di Pile (loc. * ThuSc khéng vé trung: Thudc bét, thubc cém; EU-GMP [IT/10/H/202 Italian Medicines
072 [Farmaceutici Zona Industriale), 67100  |* Xuat xudng thudc khéng vé trung. 3 o " Agency (AIFA)
S.P.A. L'Aquila (AQ), Italy * Xuat xudng thudc cdng nghé sinh hoc (thudc san xuét vé trung: dung dich thé tich nhé chira protein/DNA tai t6 hop). S S
. s o~ o~
* Pong goi: 5.' 8‘
+Déng géi so cap: Thudc udng dang 16ng; Thudc bot, thudc cdm. S' :&
+Ddng géi thir cap.
* Kiém tra chat lugng: Vi sinh (khong vé trung); Héa hoc/Vat ly; Sinh hoc.
42 |[2487| JP- [Astellas Pharma [180 Ozumi, Yaizu-shi, * San pham: XOSPATA film coated tablet (Gilteritinib fumarate 44,2mg/ Gilteritinib 40mg) Japan- |GMP: 760 o < Ministry of Health,
051 |Inc. Yaizu Shizuoka 425-0072, Japan GMP Bdo cdo = S |Labour and Welfare
Technology (twong |thanh tra: E E (MHLW), Japan
Ll -
Center duwong EU- (2230108000 ~ ~
GmpP)  |709 ° 1 °
43 | 2488 KR- [WhanInPharm. [50-Gongdan-ro, Anseong- |Vién nén; vién nén bao phim; vién nén phan tan trong miéng; vién bao dudng; vién nén gidi phdng kiém soat, vién nén giai phéng kéo dai, vién PIC/S-GMP|2023-D1- ~ n |Gyeongin Regional
005 (Co., Ltd. si, Gyeonggi-do, Korea nén giai phdng duy tri; vién nang cing. 0349 § § Office of Food and Drug
] < |Safety, Korea
o ®
o~ o
44 | 2489 | KR- [Korea Pharma 87 Jeyakgongdan 3-gil, * Thudc udng dang ran: Vién nén (bao gdm: vién nén, vién nén bao dudong, vién nén bao phim, vién nén nhai, vién nén dit am dao, vién néntan  [PIC/S-GMP|2022-D1- ~ " Gyeongin Regional
014 |Co., Ltd Hyangnam-eup, trong miéng, vién nén giai phong kéo dai, vién nén bao tan & rudt); vién nang clrng; thudc bét. 1549 S S |Office of Food and Drug
Hwaseong-si, Gyeonggi- |* Thudc udng dang long: dung dich udng. 3 E Safety, Korea
¢ 3 ~ N A . X . . -
do, Republic of Korea * Thudc dung ngoai dang long: Thudc dung ngoai dang dung dich; hon dich (Lotions). ~ 3
¢ v - —
* Thudc md: thuoc kem.
45 | 2490| KR- |Dae Han New 66 Jeyakgongdan 1-gil, * Thudc udng dang ran: Vién nén (vién nén khong bao, vién nén bao phim); Vién nang ctrng. PIC/S-GMP|2023-D1- " " Gyeongin Regional
033 [Pharm. Co., Ltd.  |Hyangnam-eup, * Thudc tiém: Dung dich tiém truyén; Dung dich tiém; Thu8c bot déng khé pha tiém. 0617 g S |Office of Food and Drug
o~ o~
Hwaseong-si, Gyeonggi- g' & |Safety, Korea
-
do, Republic of Korea 2 pry
o (2}
46 |[2491| KR- [HKinno.N 811 Deokpyeong-ro, * Thudc sinh hoc: Thudc tiém (véc xin, sdn pham téi t6 hop DNA) PIC/S-GMP|2023-D1- P © |Gyeongin Regional
044 (Corporation Majang-myeon, Icheon-si, 0606 § § Office of Food and Drug
Gyeonggi-do, Korea g o |safety, Korea
©O 0
o —
47 | 2492| KR- |Suheung Co., Ltd. |61 Osongsaengmyeong- [* Thu8c khdng vo trung: Vién nang mém; Vién nang clrng. PIC/S-GMP|2023-G1- Daejeon Regional Office
049 ro, Osong-eup, 0636 o © of Food & Drug Safety,
Heungdeok-gu, Cheongju- =] S [Ministry of Food & Drug
si, Chungcheongbuk-do, 3 E Safety, Korea
Republic of Korea 8 2
— o~
48 (2493 | KR- [Bcworld 77, Sinpyeong-ro, Jijeong- |* Thudc vé trung: thuéc bot pha tiém chira carbapenem. PIC/s-GMP [2023-B1- " n |Seoul Regional Office of
106 |Healthcare Co., myeon, Wonju-si, * Kiém tra chat lwgng: Héa hoc/Vat ly; Vi sinh (khong vo trung); V6 trung 0100 § § Food & Drug Safety,
Ltd Gangwon-do, republic of @ S |Korea
Korea @ N
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49 |[2494| KR- [SK bioscience Co., [150 Saneopdanji-gil, * San pham sinh hoc (thudc tiém: Véc xin) PIC/S-GMP|2022-E1- ~ \n |Daegu Regional Office
115 |Ltd. Pungsan-eup, Andong-si, |* Kiém tra chat lugng: Vi sinh (khong vo trling, vo trung), Héa hoc/ Vat ly, dong vat 0264 § § of Food and Drug
Gyeongsangbuk-do, o S  |safety, Korea
Republic of Korea ® s
50 | 2495 MT- |Pharmacare HHF003 Hal Far Industrial [* Thudc khéng vé trung (thudc cé hoat tinh cao, thudc doc té bao): Vién nang clrng, vién nén (bao gdm ca vién nén bao phim). EU-GMP [MT/007HM/| in |Medicines Authority of
002 [Premium Ltd Estate, Birzebbugia BBG |+ Chirng nhan 16 2023 § § Malta (MAM)
3000, Malta * Péng gbi cdp 1, cap 2 @ ~
* Kiém tra chét lugng: Vi sinh, héa/ly 'SI s
51 |2496| PT- |Labesfal Zona Industrial do * Thu6c vé trung: EU-GMP |F010/S1/MH National Authority of
002 (Laboratérios Lagedo, Santiago de + Thudc san xuat v trung: Dung dich thé tich nhd; thudc bot pha tiém hoic tiém truyén (chira khang sinh nhém Cephalosporin va nhém /001/2023 Medicines and Health
Almiro S.A Besteiros,3465-157, Penicillin). Products (INFARMED),
Portugal + Thudc tiét trung cudi: Dung dich thudc tiém/ tuyén truyén thé tich I&n; dung dich thudc tiém/ tiém truyén thé tich nhé. Portugal
(Céch ghi khac: Lagedo, + Xuat xwdng thudc vo trung. - -
Santiago de Besteiros, * Thudc khong vé trling: Vién nang cirng; dung dich thudc duing ngoai; dung dich thudc udng; dang bao ché ban rin (kem, m&, gel); vién nén; vién S S
3465-157, Portugal) nén bao phim. ; E
+ Xuat xwdng thudc khéng vé trung. 2 E
* Pong goi: «” e
+Déng gdi so cap: Vién nang cing; dung dich thudc duing ngoai; dung dich thudc udng; dang bao ché ban rén (kem, m&, gel); vién nén; vién nén
bao phim.
+Déng goi thr cap.
* Kiém tra chat lugng: Vi sinh (v trung, khdng vé trung); Hoa hoc / Vat ly.
52 |2497| SK- [Hamelnrdss.r.o. [Horna 36,900 01 Modra, |* Xudt xwdng: thudc vé trung; thudc khéng vé trung. EU-GMP [SK/031V/20 o o |State Institute for Drug
002 Slovak Republic * Kiém tra chat lwgng: Vi sinh (thudc vé trung; thudc khdng vo trung); Héa hoc/vat ly; Sinh hoc. 20 § § Control, Slovakia
2|8
8| a
53 |2498| TH- |Seven Stars 18/5 Phetkasem Road, * ThuSc khéng vo trung: Vién nang cirng, thudc bdt, vién nén va vién nén bao phim (bao gém ca thudc chira penicillin va cephalosporin). Thuc PIC/S-GMP|1-2-07-17- © " Food and Drug
023 |Pharmaceutical |Moo 1, Ban Mai, Sam dang 1dng dling ngoai (dung dich), thudc udng dang 1dng (dung dich, siro), thudc xit, thudc ban rin (kem, gel). 19-00007 3 S [Administration (Thai
Company Limited |Phran, Nakhon Pathom :‘: 2 FDA), Thailand
73110, Thailand e o
o o
54 |2499| TW- [TaiYu No.1 Alley 13, Lane 11, * Thudc vé trung: PIC/S-GMP|08497 " " Ministry of Health and
019 |Chemical&Pharma|Yun San Road, Chutung, |+ Thudc tiét trung cudi: hdn dich tiém thé tich nhd, dung dich tiém thé tich nhd va thé tich Ién, dung dich thé tich I&n, nudc pha tiém (thé tich I6n S S  |Welfare, Republic of
ceutical Co., Ltd  |Hsinchu, Taiwan R.O.C va thé tich nhd) 3 3 China (Taiwan)
+ Thudc san xuat vo trung: Bot pha tiém 3 S
* Thudc khéng vd trung: vién nén bao (vién nén,c8m), vién nang cling - ©
55 | 2500| TW- |CBC No. 120, Xingzhong Rd., * ThuSc khéng vo trung: PIC/S-GMP|06822 Ministry of Health and
024 |Biotechnological |Tamsui Dist., New Taipei + Thudc dang 16ng: Dung dich udng va dung ngoai. b 0 |Welfare, Republic of
& Pharmaceutical |City 25152, Taiwan +Thudc ban ran: ThuGc m&, thudc kem, gel dung ngoai. 8. 8. China (Taiwan)
Co., Ltd. Tan Shui |(R.0.C.) +Thudc ran: Vién nén, vién nén bao phim. S B
Factory <3 IN]
56 |2501| US- [GlaxoSmithKline [1011 North Arendell Vién nén; vién nang; thudc bot dé hit (dinh liéu, da liéu). U.S. cGMP |FEI: 1033964 United States Food and
006 |LLC Avenue, Zebulon, NC (twong |El end: Drug Administration
27597, United States of duong EU-|26/01/2018 (U.S. FDA)
America GMP) ] 0
(* Cach ghi khac: 1011 S S
North Arendell Avenue, 5 ﬁl
Zebulon, North Carolina 8 =
27597, United States of
America)

Danh séch co s& dép (rng GMP

Trang 8 /10

Dot 29



D TEN CO' SO SAN . . " NGUYEN | GIAY CH. |NcAy |NGAY _
STT cc ID CT XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CcAp :i’; CO' QUAN CAP
57 |2502| US- [Jubilant Small Volume Parenteral |* S3n xuat: Dung méi di kém cho véc xin (Pha ché, loc vo tring, déng lo vo tring, tiét tring cudi, soi cdm quan, dan nhan, déng goi, kiém nghiém, [U.S. cGMP |FEI: 3010477 United States Food and
008 [HollisterStier LLC |Facilities, 3525 N. Regal Xuat xuwdng). (twong |Elend: Drug Administration
Street, Spokane, WA * San pham cu thé: duwong EU-|31/08/2021 (U.S. FDA)
99207, United States + Dung méi Vac xin VARIVAX® (Varicella Virus Vaccine Live - Oka/Merck) 1350pfu/dose. GMP)
(* Cach ghi khac: 3525 + Dung méi Vac xin M-M-R Il (Measles, Mumps and Rubella Virus Vaccine Live, MSD) ] Q
North Regal Street, 8 8
Spokane, Washington, $ ﬁl
U.S. 99207 - USA hoic P P
3525 North Regal Street,
Spokane, 99207, United
States).
58 | 2503 US- |EliLilly and Lilly Corporate Center, Dung dich tiém LyumJev Kwikpen (insulin lispro 300 units/3ml) U.S. cGMP [FEI: 1819470 K d oo United States Food and
032 [Company Indianapolis, Indiana (IN) (twong [CPP:4BQV- R g o |DrugAdministration
46285, United State (USA) duong EU- |6H8V § & g Q4 |(u.s.FDA)
GMP) °oy I
ke “ ™
59 | 2504 US- |EliLilly and Lilly Corporate Center, Dung dich tiém Trulicity (dulaglutide1.5mg/0.5ml) U.S. cGMP [FEI: 1819470 K d oo United States Food and
033 [Company Indianapolis, Indiana (IN) (twong |CPP: EWRH- 3 g o |DrugAdministration
46285, United State (USA) dwong EU- [KGWN e Q |(us.Fpa)
GMP) 2°s 5
i (o [a2]
60 | 2505 US- [Catalent Indiana, [1300 South Patterson * ThuBc san xuat vé trung: Thudc déng khd, thudc dang Idng thé tich nho US-cGMP |FEl: United States Food and
036 |LLC Drive, Bloomington, IN * ThuBc vo trung tiét trung cudi: Thubc dang léng thé tich nhé (Twong [3005949964 Drug Administration
47403, United States of * Nguyén liéu thudc sinh hoc: Enzyme, protein tai t6 hop, khang thé don dong duong EU- 3 0 |(U.S. FDA)
America * Pong gdi, dan nhan GMP) 8‘ 8‘
* Kiém tra chat lugng 5 S‘
* Cy thé: San xuat va déng géi cap 1 cho sdn pham: 3 b
+ 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).
61 | 2506 US- |Janssen-Ortho LLC |State Road 933 Km 0.1, * Vién nén, vién nén bao phim, vién nén giai phéng kéo dai; Vién nang cing. U.S. cGMP (FEI: © " United States Food and
038 Mamey Ward, Gurabo, * Kiém tra chat lwgng: Héa hoc/Vat ly; Vi sinh. (twong [3002942061 | S S  [Drug Administration
Puerto Rico, 00778, USA duong EU- |Béo céo > a4 |(us.Foa)
GMP) [thanh tra 2 :
os/os/2018 | © | 7
62 | 2507 | US- [Janssen-Ortho LLC [State Road 933 Km 0.1, * San xuat: Vién nang clrng; Vién nén, vién nén gidi phong bién déi, vién nén bao phim. U.S. cGMP |FEl: - w |United States Food and
038 Mamey Ward, Gurabo, * Kiém tra chét lugng xudt xwdng: Hoa hoc/Vat ly. (twong 3002942061 | & S  |Drug Administration
Puerto Rico, 00778, duong EU- |El end: @ 2 |(us.Foa)
United States GMP) 28/03/2023 ; :ﬁ'_:
63 | 2508| US- [C.B. Fleet 4615 Murray PI,, San pham: Fleet (Sodium Phosphate, Dibasic and Sodium Phosphate, Monobasic) Enema. Hoat chat, ham luvgng: Sodium Phosphate, Dibasic 7 US-cGMP |FEI:1111503,[ o |United States Food and
040 (Company, Inc., Lynchburg, VA 24502, USA |GM; Sodium Phosphate Monobasis 19 GM. (Tuong § § Drug Administration
duong EU-|CPP: UYZD- =) o |(U.S.FDA)
GMP)  [FVX7 < =]
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D TEN CO' SO’ SAN . . - NGUYEN | GIAYCH. |ncAy |NCAY .
STT cc ID CT XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CcAp :i’; CO' QUAN CAP
64 |2509| US- [Baxalta US Inc. 1700 Rancho Conejo * S3n xuat duoc chat: U.S. cGMP [FEI: United States Food and
041 Boulevard, Thousand + ADYNOVATE [Antihemophilic Factor (Recombinant), REGylated]). (twong 11000519965 Drug Administration
Oaks, California (CA) + RECOMBINATE (Recombinant FVIII). duong EU- |El End:
91320-1424, United * San xuat thanh pham: GMP) |04/07/2022
States (USA) + ADVATE (Recombinant FVIII (Factor VIII)).
+ HEMOFIL M (Plasma derived FVIII (human)).
+ RECOMBINATE (Recombinant FVIII). N Q
+ Rixubis (Recombinant FIX (Factor IX). 8 8
+ VONVENDI (Recombinant von Willebrand Factor (VWF). 5 g.
* Péng goi so cap, thir cap va xudt xuwdng 16: S bt
+ ADYNOVATE [Antihemophilic Factor (Recombinant), REGylated]).
+ ADVATE (Recombinant FVIII (Factor VIII)).
+ HEMOFIL M (Plasma derived FVIII (human)).
+ RECOMBINATE (Recombinant FVIII).
+ Rixubis (Recombinant FIX (Factor IX).
+ VONVENDI (Recombinant von Willebrand Factor (VWF).
65 |[2510| US- [Patheon Puerto |State Road 670 Km.2.7, * San xuat thudc khong vo trung dang rén: vién nén, vién nén bao phim. U.S. cGMP (FEI: ~ " United States Food and
044 [Rico Inc Manati, Puerto Rico Trong d96, san pham: (twong (3003113148 & S [Drug Administration
00674, USA * Vién nén bao phim Janumet 50mg/500mg (sitagliptin 50mg va metformin hydroclorid 500mg) duong EU- |El end: E : (U.S. FDA)
* Vién nén bao phim Janumet 50mg/850mg (Sitagliptin 50mg va Metformin hydroclorid 850mg), GMP) |12/07/2022 3 :
* Vién nén bao phim Janumet 50mg/1000mg (sitagliptin 50mg va metformin hydroclorid 1000mg) - ”
66 | 2511 US- |Catalent CTS, LLC |10245 Hickman Mills * San xuat va déng géi: Vién nén, vién nén bao phim; Vién nang cirng. U.S. cGMP (FEI: ~ " United States Food and
048 Drive, Kansas City, MO * Kiém tra chat lugng. (twong [3002929455 | & S  [Drug Administration
64137, United States of dwong EU-|El end: > & |(us.Foa)
America GMP) [04/03/2022 | I o
o a2}
67 | 2512 US- |Novartis Gene 2512 South Tricenter * ThuBc vo trung: EU-GMP |31783 ~ " Health Products
066 |Therapies, Inc. Boulevard, Durham, NC, + Thudc san xuat vé trung: dung dich thé tich nhé. = S [Regulatory Authority
27713-1852, United States |* Thudc sinh hoc: san pham tri lidu gene. a o |(HPRA), Ireland
* Déng goi: Dong gdi thir cap. 3 S}
* Kiém tra chat lugng: Vi sinh (v trung, khéng vé trung); Hoa hoc/ vat ly; Sinh hoc.. - e
68 | 2513 | US- |Novartis Gene 2512 South Tricenter * Thudc vé trung: U.S. cGMP (FEI: ~ - United States Food and
066 |Therapies, Inc. Boulevard, Durham, NC, + Thudc sdn xuat vo trung: dung dich thé tich nhé. (twong 3015404862 | & S  [Drug Administration
27713-1852, United States | * Thudc sinh hoc. duong EU- iy Q4 |(u.s. Foa)
GMP) D
— o
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Dot 29
( Kém theo céng vdn sé /QLD-CL ngay / / ctia Cuc Qudn Iy Dworc )
ID |TEN CO SO SAN . ) " NGUYEN | GIAY CH. |ncay |N6AY - . N
STT [ID CC cT XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP ll:i'; CO’ QUAN CAP NOI DUNG PIEU CHINH
1 480 | BE- |Catalent Belgium |Font Saint Landry 10, * Thudc vo trung: EU-GMP |BE/GMP/20 o « |Federal Agency for Gia han hiéu lirc gidy chirng nhan GMP-EU dén ngay 31/12/2023 theo
005 |SA Bruxelles, 1120, Belgium + Thudc san xuat vo trung: Dung dich thé tich nhd. 20/003 § § Medicines and Health Théng bdo cha EMA ngay 11/8/2022 va théng tu 12/2022/TT-BYT.
+Thudc tiét tring cusi: Dung dich thé tich nhé. @ & |Products (FAMHP),
b o |Belgium
2 923 | CZ- |Teva Czech Ostravska 305/29, * Thudc khong vé trung: vién nang mém (rc ché mién dich, thudc dung ngoai dang Idng chita | EU-GMP |sukls189852 State institute for drug  |B& sung pham vi "hdn dich xit miii" trong phan nhém "thuéc ding
003 |Industries s.r.o Komarov 747 70 Opava, - |hormon (bao gdm hdn dich xit miii) (khéng bao gdm hormon sinh duc); /2020 control, Czech Republic. |ngoai dang ldng chira hormon" do Céng ty cung cap CPP clia san pham
Czech Republic * Péng gdi so cdp, thir cdp: vién nang mém e ché mién dich, thudc dung ngoai dang 1dng <] ] hén dich xit miii Fluticasone-P.
chira hormon (bao gdm hdn dich xjt miii) (khéng bao gdm hormon sinh duc); 9_ 9_
* Xuét xudng thudc khéng vé trung; ﬁ 8
* Kiém tra chat lwong. X 5
3 | 1367 | DE- |Vetter Pharma- |Vetter Pharma - Fertigung |* Thudc vé trung (bao gdm ca thudc chira hoat chat ¢ hoat tinh hormon trir hormon sinh EU-GMP |DE_BW_01_ Co quan thdm quyén Gia han hiéu lyc gidy chitng nhdn GMP-EU dén ngay 31/12/2023 theo
098 |Fertigung GmbH [Mooswiesen 2, 88214 duc): GMP_2020_ Burc Théng bdo clia EMA ngay 11/8/2022 va théng tu 12/2022/TT-BYT.
& Co. KG Ravensburg, Germany + Thu8c san xuat vo trung: thudc déng khd; dung dich thé tich nho. 0109
(* Céch ghi khac: + Thudc tiét trung cudi: dung dich thé tich nhé.
Mooswiesen 2, 88214 + Xuat xuong. o
Ravensburg, Germany) * Thudc sinh hoc: I 9
+ Ché phadm mau (san pham dan chat tir huyét trong); san pham mién dich; san pham "o" Q
cong nghé gen; san pham cong nghé sinh hoc (bao gdm ca thudc chira hoat chat cé hoat tinh m :
hormon trir hormon sinh duyc); sdn pham chiét xuat tir ngudi hodc dong vat. ”
+ Xudt xudng.
* Déng gdi thir cap.
* Kiém soat chat lwong.
4 131 | ES- |Laboratorios Avinguda de (hodc * Thudc vé trung (bao gdm ca thudc gay nghién, huéng than): EU-GMP |NCF/2007/0 ° o |Coquan tham quyén B& sung cach ghi dia chi theo dia chi trén Gidy chirng nhan GMP d3
011 |Lesvi,S.L. Avda.de) Barcelona, 69, + ThuBc san xuat vo trung: dung dich thé tich nho; 01/CAT S S |TayBanNha ndp:
08970 Sant Joan Despi + Thudc tiét trung cudi: dung dich thé tich nhé; : : Avinguda de (hodc Avda.de) Barcelona, 69, 08970 Sant Joan Despi
(Barcelona), Spain * ThuBc khéng vé trung (bao gdm ca thudc gay nghién, hwdng than): vién nang cirng, vién 3 oy (Barcelona), Spain
nén, dung dich udng, vién nén bao phim. ~ ”
5 2136 | FI- |Orion Oyj/ Orion [Tengstréminkatu 8, Turku, [* ThuSc khéng vé trung hoat tinh cao: Vién nang cirng (chira chat déc té bao); thude dung EU-GMP |FIMEA/2022 Finnish Medicines B& sung cac pham vi xuat xwdng thudc khong vé tring, déng géi thi
002 |Corporation / FI-20360, Finland ngoai dang 16ng (chira hormon); thuéc gel, thuc m& (chira hormon); vién nén (chira chat /000364 ~ w  |Agency (FIMEA) cap, kiém tra chat lwgng theo ding gidy chirng nhan GMP.
Orion Pharma (* Céch ghi khac: ddc té bao va sulphonamide). =] =]
Tengstrominkatu 8, Turku, [* Xuat xuéng thudc khong vé trung. 3 :
20360, Finland) * Péng gdi so cap: Cac dang thudc khdng vé trung trén, trir vién nang cirng. E 2
* Déng gdi thir cap. © =
* Kiém tra chét lwong: Vi sinh (khdng vo trung); Héa hoc/Vat Iy.
6 945 | FR- |Novo Nordisk 45 Avenue d'Orléans, * Thudc vé trung: EU-GMP [2020/HPF/F French National Agency |[Gia han hiéu lyc gidy chirng nhan GMP-EU dén ngay 31/12/2023 theo
036 |Production SAS Chartres, 28000, France + Thudc san xuat vo trung: Dung dich, hdn dich thé tich nhé. R/126 for Medicines and Théng bdo clia EMA ngay 11/8/2022 va théng tw 12/2022/TT-BYT.
+ Xudt xudng 16. Health Products Safety
* Thudc sinh hoc: ° w  |(ANSM)
+ Thudc cdng nghé sinh hoc. S S
+ Xuat xudng 16 thudc cong nghé sinh hoc. E E
* Péng goi thir cap. ; :
* Kiém tra chat lwgng: © ”
+ Visinh: VO trung.
+ Vi sinh: Khong vo trung.
+ Hoéa hoc/Vat ly.
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ID |TEN CO SO SAN . ) . NGUYEN | GIAY CH. |ncay |N6AY - . N
STT [ID CC cT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP ]]:i’; CO’ QUAN CAP NOI DUNG PIEU CHINH
7 | 2065 | FR- |Laboratoires BTT |ZI De Krafft, Erstein * Xuét xwéng thudc vé trung; thudc khéng vo trung. EU-GMP |2020/HPF/F French National Agency |[Gia han hiéu lyc gidy chitng nhan GMP-EU dén ngay 31/12/2023 theo
089 67150, France * Thudc khdng vé trung (bao gdbm ca thudc chira khang sinh nhém penicillin): Vién nang R/112 for Medicines and Théng béo ciia EMA ngay 11/8/2022 va thong tw 12/2022/TT-BYT.
clrng, vién nén, thuéc bot Health Products Safety
* S3n xuat thudc khac: Thudce tir dugc liéu ° - (ANSM), France
* Déng gdi so cap: 8 8
+ Thudc khdng vé trung (bao gdm ca thudc chira khang sinh nhém penicillin): Vién nang 3 :
clrng, vién nén, thudc bot 2 :
+ Vién nang mém © «
+ Vién nhai
* Péng goi thir cap.
* Kiém tra chat lwgng: Héa hoc/Vat ly
8 2147 | GB- [Dendron Brands |94 Rickmansworth Road, |* Thudc khéng vé trung: EU-GMP [UK MIA Medicines and Piéu chinh tén co s& san xuét: bo sung "Tén cii: Fleet Laboratories
034 |Limited (Téncli: |Watford, Hertfordshire, + Thudc dung ngoai dang 1dng (dung dich, nhii dich); thuc udng dang 1dng (dung dich, hdn 52731 Insp Healthcare Products Limited".
Fleet Laboratories [WD18 7JJ, United dich); dang bao ché ban rén (kem, m&, gel) (bao gdm ca thudc chira hormon). GMP/GDP ° - Regulatory Agency
Limited) Kingdom. + Xuat xudng 16. 133/3787- q S [(MHRA), United Kingdom
Céach ghi khac: * Pong goi: 0025 E :
94 Rickmansworth Road, +Ddng gbi so cap thudc khdng vo trung, bao gdm ca vién nang mém. uo', oy
Watford, WD18 7JJ, +Ddng goi thir cap. ~ ”
United Kingdom. * Kiém tra chat lugng: Vi sinh (khéng vé trung); Héa hoc/Vat ly.
9 949 | GR- |One Pharma 60th, km N.N.R. Athinon- |* ThuSc khéng vé truing: Vién nang clng; thudc dung ngoai dang 16ng; thudc udng dang léng | EU-GMP |90170/3-9- National Organization 1. Gia han hiéu lyc gidy chirng nhan GMP-EU dén ngay 31/12/2023
004 |Industrial Lamias, Sximatari (Si-rd, hdn dich, dung dich); vién nén; vién nén bao phim; thudc cém. 2020 for Medicines (EOF), theo Théng bao clia EMA ngay 11/8/2022 va théng tu 12/2022/TT-
Pharmaceutical  |Voiotias, 32009, Greece  |* Xudt xwdng thudc vé trung va thudc khéng vé trung Greece BYT.
Company Societe * Dong goi: 2. Biéu chinh lam rd dang bao ché rén khéc: thudc c8m, Thudc udng
Anonyme +Dong goi so cdp: bao gdm ca vién nang mém dang |6ng: Si-rd, hén dich, dung dich udng.
(* Cach viét khac: +Ddng goi thir cap <] 0 3. B6 sung céch ghi tén CSSX "One Pharma S.A." do céch viét tét.
One Pharma * Kiém tra chat lwgng: Vi sinh (thudc vo trung, thudc khong vé trung), héa ly/vat Iy 8 8
Industrial g ﬁ
Pharmaceutical IS b}
Company S.A;
One Pharma S.A)
10 | 1076 | GR- [Cooper S.A. 64 Aristovoulou str., * Thudc vé trung: EU-GMP |45232/22-4- National Organization Gia han hiéu lyc gidy chitng nhdn GMP-EU dén ngay 31/12/2023 theo
008 |(Cach ghi khéc: Athens, 11853, Greece +Thudc san xudt vo trung: Dung dich thudc tiém thé tich nhé;dung dich thudc nhd mat, 2020 ° o [for Medicines (EOF), Théng bdo clia EMA ngay 11/8/2022 va théng tw 12/2022/TT-BYT.
Cooper S.A dung dich thudc nhé miii, thudc bot pha tiém chira khang sinh nhém penicillins; S S  |[Greece
Pharmaceuticals) + Thusc tiét tring cudi: Dung dich thudc tiém thé tich Ién; Dung dich thudc tiém thé tich 2 A
nho. ,(\? E
* Thudc khéng vé trung: dung dich thudc udng, dung dich thyt tryc trang. - ”
11 | 1262 [ GR- [Kleva Parnithos Ave. 189, * Thudc vé trung: EU-GMP |70180/5-8- National Organization Gia han hiéu lyc gidy chitng nhan GMP-EU dén ngay 31/12/2023 theo
016 |Pharmaceuticals |Acharnai Attiki, 13675, + Thudc san xuat vo trung: Dung dich thé tich Ién; Dung dich thé tich nhé (bao gom ca 2020 for Medicines (EOF), Théng béo clia EMA ngay 11/8/2022 va théng tw 12/2022/TT-BYT.
S.A. Greece thudc chira hormon, ngoai trir hormon sinh duc). I 0 |Greece
+ Thudc tiét trung cudi: Dung dich thé tich I&n; dung dich thé tich nhé (bao gom ca thudc 2_ 2_
chira hormon, ngoai trir hormon sinh duc). g g
* Thudc khéng vé trung: Vién nang cirng; thudc dung ngoai dang ldng; thudc udng dang léng; S =
thudc ban rén (gel chira hormon, ngoai trir hormon sinh duc); vién nén.
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12

1867

Zydus Lifesciences
Limited (tén cii:
CADILA
HEALTHCARE
LIMITED)

Survey No. 417,419 &
420, Sarkhej - Bavla
National Highway No. 8 A,
Village - Moraiya, Taluka -
Sanand, Dist. -
AHMEDABAD - 382 210,
Gujarat State, India

Cach ghi khac: Plot No.
417, 419 & 420, Sarkhej
Bavla National Highway
No. 8 A, Village - Moraiya,
Tal - Sanand Dist:
Ahmedabad 382 210,
Gujarat State, India;
Survey No. 417,419 &
420, Sarkhej Bavla
National Highway No 8 A,
Village - Moraiya, Tal -
Sanand, Dist. -Ahmedabad
- 382 210, India;
Sarkhej-Bavla N.H. No 8A,
Moraiya, Tal. Sanand,
Dist: Ahmedabad Gujarat
State, India

* Thudc khéng vé truing: vién nén; vién nén bao; vién nang clrng; vién nang mém; thuéc hit

phan liéu, thudc xit mii.

WHO-
GMP

21113021

18.07.2022

17.11.2024

Food & Drug Control
Administration,
Gandhinagar, Gujrarat
State, India

B6 sung tén co s& san xuit maéi theo gidy chirng nhan WHO-GMP v&i
tén mai Zydus Lifesciences Limited, cé clng sé gidy phép duoc cap
dya trén cung dot thanh tra 12-13.07.2021 & 12.10.2021 va Gidy
phép san xudt v&i tén mdi, trong d6 cé ghi ch tén cii 1a: CADILA
HEALTHCARE LIMITED

13

1626

Sandoz Private
Limited

MIDC, Plot No. 8-A/2, 8-B,
T.T.C. Ind. Area, Kalwe
Block, 400708 Navi
Mumbai, India

* Thudc khdng vé trung: Vién nang clrng; Vién nén, vién nén bao phim.

* Doéng gdi so cap: Vién nang clrng, vién nang mém; Vién nén, vién nén bao phim.

* Déng goi thir cap.

* Kiém tra chat lwgng: Vi sinh: Khéng vo trung; Héa hoc/Vat ly.

EU-GMP

INS-481703-
13567739-
16364931

22-10-2020

31-12-2023

Austrian Federal Office
for Safety in Health Care

Gia han hiéu lyc gidy chirng nhan GMP-EU dén ngay 31/12/2023 theo
Théng bdo ciia EMA ngay 11/8/2022 va thong tw 12/2022/TT-BYT.

14

2356

089

Indasi Lifescience
Private Limited

Plot No.73 to 76, Silver
Industrial Estate,
Bhimpore, Daman - 396
210, India

Thuéc vé trung: dung dich thudc tiém thé tich nhé va thudc bét pha tiém.

WHO-GMP

DCD/D&D/L
A/2020-
2021/11805

13-11-2020

13-11-2023

Administration of
Daman & DIU (UT),
Drugs Licensing
Authority. Drugs Control
Department, Daman,
India

Piéu chinh cach ghi tén CSSX tir "Bliss Indasi Lifescience Private
Limited" thanh "Indasi Lifescience Private Limited" theo dung gidy
WHO-GMP va dé nghj clia Cong ty.

15

973

121

Gland Pharma
Limited

Survey No 143-148, 150 &
151, Near
Gandimaisamma Cross
Roads, D P Pally,
Gandimaisamma Mandal,
Medchal-Malkajgiri
District, Hyderabad,
Telangana, IN-500043,
India.

(Cach ghi khac: Sy. No.
143 to 148, 150 & 151,
Near Gandimaisamma
Cross Roads, D. P. Pally,
Dundigal Post, Dundigal-
Gandimaisamma Mandal,
Medchal-Malkajgiri
District, Hyderabad - 500
043, Telangana, India)

* Thudc vé trung:

+ Thudc san xudt vé trung: Thudc dong khd; Dung dich thé tich nho.

+ Thudc tiét trung cudi: Dung dich thé tich nho.

Tuwong
duong EU-
GMP

UK GMP
39716 Insp
GMP
39716/3187
772-0006

23-12-2019

31-12-2023

Medicines and
Healthcare Products
Regulatory Agency
(MHRA), United Kingdom

Gia han pham vi “thuéc déng khé va dung dich thé tich nho” téi
31/12/2023 theo chinh sach cla UK va Théng tw 12/2022/TT-BYT

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

Trang3/7

Dot 29



ID |TEN CO SO SAN . ) . NGUYEN | GIAY CH. |ncay |N6AY - . N
STT [ID CC cT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP ]]:i’; CO’ QUAN CAP NOI DUNG PIEU CHINH
16 | 983 [ IN- [Alkem Alkem Laboratories * Thudc khéng vé trung: Vién nén, vién nén bao phim, vién nang cing. EU GMP |DE_HE_01_ Co quan thdm quyén Gia han hiéu lic gidy chirtng nhan EU- GMP dén ngay 31/12/2023 theo
149 (Laboratories Limited, Site Baddi |, (pham vi thanh tra: Mycophenolate Mofetil Capsules 250mg; Mycophenolate Mofetil Tablets GMP_2020_ blrc chinh sach ctia EMA ngay 11/8/2022 va Théng tw 12/2022/TT-BYT
Limited Village Thana, Baddi, 500mg; Ezetimibe 10mg tablets ; Azathioprine tablets 50mg; Cinacalcet Alkem 90mg film 0022
Tehsil - Nalagarh, District |coated tablets )
Solan, Himachal Pradesh, ° "
173205, India § §
Cach ghi khac: & &
+ Site Baddi |, Village 2 )
Thana, Baddi, Tehsil - e ”
Nalagarh, District Solan,
Himachal Pradesh,
173205, India
17 | 2160 [ IN- |Glenmark (Unit 1) Village Unit I11: Thudc hit phan ligu; thudc bt hit khd; thudc xit mi (hdn dich) WHO-GMP [HFW-H Health& Family Welfare [Diéu chinh tai liéu GMP 4p dung tir “India-GMP” thanh “WHO-GMP”
158 [Pharmceuticals Kishanpura, Baddi- (Drugs) Department Himachal do d3 c6 xac nhan cda co quan quan ly An Do
Limited Nalagarh Road, Tehsil 317/09 Pradesh, India
Baddi, Distt, Solan (H.P), . <
173 205, India S S
(Cach ghi khac: iy iy
Kishanpura, Baddi- ; ;
Nalagarh Road, Solan
District, Himachal
Pradesh, IN 173205, India)
18 | 1108 [ IN- [Glenmark (Unit 1) Village Unit Il Tuwong |UKGMP Medicines and Piéu chinh pham vi chitng nhén thanh “Thudc khéng vé trung: Thubc
158 |Pharmceuticals Kishanpura, Baddi- + Thu8c khdng vé trung: thudc hit phan ligu. duong EU- 33881 Insp Healthcare Products hit phén ligu. Déng géi cdp 2. Kiém tra chét lwgng” theo ding Gidy
Limited Nalagarh Road, Tehsil +Ddng goi cap 2 GMP  [GMP Regulatory Agency chirng nhan.
Baddi, Distt, Solan (H.P), [+ Kiém tra chat luong. 33881/3829 © - (MHRA), United Kingdom
173 205, India 61-0010 = Iy
(Cach ghi khac: 3 iy
Kishanpura, Baddi- g g
Nalagarh Road, Solan
District, Himachal
Pradesh, IN 173205, India)
19 567 IT- |Esseti Via Campobello 15-00071 |* Thudc vé trung: EU-GMP [IT/100/H/20 Italian Medicines Agency [Gia han hiéu lwc gidy chirng nhan GMP-EU dén ngay 31/12/2023 theo
003 |Farmaceutici S.R.L [Pomezia (RM), Italia. + Thudc tiét trung cudi: dung dich thé tich nhé. 19 o - (AIFA) Théng bdo clia EMA ngay 11/8/2022 va thong tw 12/2022/TT-BYT.
Céch viét dia chi cii: Via § §
Campobello 15-00040, 8‘ ‘,:"‘
Pomezia (RM), Italy ~ <
o~ (22}
20 |2380| IT- [KedrionS.p.A. Via Provinciale (loc. * Thudc vé trung: EU-GMP |IT/182/H/20 Italian Medicines Agency [Dinh chinh lai dja chi co s& san xuat theo ding gidy GMP.
032 Bolognana) - 55027 + Thu8c san xuat vo trung (cac san phdm mau): Dung dich thé tich Ién; Dung dich thé tich 22 ~ o |(AIFA)
Gallicano (LU), ltaly nho; Thudc déng khé. § §
* Thudc sinh hoc: San pham tir mau. 3 g
* Xuét xudng thudc sinh hoc: San pham tir méu. :‘ :‘
* Déng gdi thir cap.
* Kiém tra chat lwogng: Vi sinh (d6 vo trung); Héa hoc/vat ly; Sinh hoc.
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ID |TEN CO SO SAN . ) . NGUYEN | GIAY CH. |ncay |N6AY - . N
STT [ID CC cT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP ]]:lli'; CO’ QUAN CAP NOI DUNG PIEU CHINH
21 | 1817 | IT- [Corden Pharma Dia chi chinh: Viale Dell' * Thudc vo trung: EU-GMP [IT/45/H/202 AIFA Italian Medicines 1. Gia han hiéu lyc gidy chirng nhdn GMP-EU dén ngay 31/12/2023
076 |Societa' Per Industria, 3 - 20867, + Thudc san xuat vb trung: Dung dich, hdn dich tiém thé tich nho. 0 Agency theo Théng bao cia EMA ngay 11/8/2022 va théng tw 12/2022/TT-
Azioni Caponago (MB), Italy + Thudc tiét trung cudi: Dung dich, hdn dich tiém thé tich nh. BYT.
Cach viét khac: Dija chi nha may san xuat: |* Déng gdi cap 2 2. Biéu chinh céch viét pham vi cho théng nhat theo cach viét chung:
(Corden Pharma  |Reparto UP3-Via G. * Chirng nhan 16 thudc vé trung va thudc sinh hoc ° - "Xuat xwéng |6 thudc vé trung va thudc sinh hoc".
SPA) Galilei, 17-20867- * Kiém tra chat lwong: Vi sinh thudc vé trung, héa ly/Vat Iy, vi sinh, LAL test o 2]
Caponago (MB), Italy 3 E
Céch ghi khéc: Viale 2 )
Dell'Industrial 3 E Reparto - ”
Via Galilei 17, Caponago
(MB), I- 20867, Italy
22 | 1524 | KR- [Daewoong 35-14, Jeyakgongdan 4-gil, |* Thudc khéng vo trung: PIC/S-GMP [2021-D1- Gyeongin Regional 1. Binh chinh lai tén co quan c&p GMP tir "Gyeongin Regional
017 |Pharmaceutical Hyangnam-eup, + Thudc udng dang ran: Vién nén; vién nén bao phim; vién nang cirng; thudc bot; siro kho; 0730 . " Office of Food and Drug |Commissioner Food and Drug Administration, Ministry of Food and
Co., Ltd. Hwaseong-si, Gyeonggi- +Thudc udng dang 1dng: hdn dich; =] S [Safety, Korea Drug Safety, Korea" thanh "Gyeongin Regional Office of Food and
do, Korea * Thudc sinh hoc: thudc tiém thé tich nho, dung dich phun xit trén da. z Z Drug Safety, Korea".
* Kiém tra chat lwgng: Héa hoc/Vat ly; Vi sinh (khdng vd trung); V6 trung; Kiém tra trén dong E g 2. B sung pham vi Kiém tra chét lwgng theo dung gidy chirng nhan
vat. GMP.
23 | 1214 | NL- |Patheon Softgels |De Posthoornstraat 7, * ThuBc khoéng vé trung: Vién nang mém EU-GMP |NL/H ey o |Health and Youth Care  |Gia han hiéu lyc gidy chirng nhan GMP-EU dén ngay 31/12/2023 theo
009 |B.V Tilburg, 5048AS, 19/2012371 § § Inspectorate - Théng bdo ciia EMA ngay 11/8/2022 va thong tw 12/2022/TT-BYT.
Netherlands & & |Pharmaceutical Affairs,
) o [Netherlands
24 | 2203 | RO- |Zentiva SA (Cach |B-dul Theodor Pallady * Thudc vé trung: EU-GMP |021/2022/R National Agency for B8 sung cach ghi khac cla tén co s& san xuét theo tiéng ban dia.
005 |viét khac: S.C. nr.50, sectorul 3, + Thu8c san xuat vo trung: Dung dich thé tich nho. 0 Medicines and Medical
Zentiva SA) Bucuresti, cod postal + Thudc tiét trung cudi: Dung dich thé tich nhé. devices from Romania
032266, Romania (Cach * ThuSc khéng vé trung:
viét khac: B-dul Theodor |+ Vién nang cing; vién nén, vién nén bao phim; pellet/vién nang chira pellet.
Pallady nr.50, sector 3, +Ddng goi so cap: vién nang clrng, vién nén bao phim, vién nén, pellet/vién nang chira pellet. ~ <
Bucuresti, cod 032266, + Dong goi thir cap. § §
Romania) * Xuét xwdng 16 (thudc vé trung, khéng vé trung) & &
* Kiém tra chat lwgng: Vi sinh (v6 trung, khong vé trung); Héa hoc/Vat ly/Sinh hoc E g
25 | 2206 | SE- |AstraZeneca AB |Gartunavagen, Sodertalje, |Oral Solid Dosage Formulation: EU-GMP |6.2.1-2021- ~ < Swedish Medical 1. Diéu chinh dia chi tir “Sodetalje” thanh “Sodertalje” theo dung Gidy
005 152 57, Sweden San xuat khéng bao gdm hoat déng déng goi: 050663 =] S [Products Agency (MPA) |ching nhan
+ Thu8c khéng vé trung: Vién nang cirng; pellet, thuéc c6m; vién nén, vién nén bao phim : S 2. Diéu chinh tén Unit tir “Oral Solid Dosage” thanh “Oral Solid
+ Vién nén bao phim Tagrisso (Osimertinib 40mg, 80mg) 2 : Dosage Formulation” theo ding thong tin tai GCN va MIA cap nhat
- ° trén Eudra
26 | 2207 | SE- [AstraZeneca AB  |Gartunavagen, Sodertalje, |Oral Solid Dosage Packaging: EU-GMP [6.2.1-2022- Swedish Medical 1. Diéu chinh dia chi tir “Sodetalje” thanh “Sodertalje” theo ding Gidy
005 152 57, Sweden * Dong goi 049804 93 S, |Products Agency (MPA) |chitng nhan.
+Ddng goi so cdp: Vién nang citng; pellet, thuSc c6m; vién nén; vién nén bao phim. 8 8 2. Biéu chinh tén Unit tir “Packaging” thanh “Oral Solid Dosage
+Déng goi thir cap. 'o\_ S_ Packaging” theo dung thong tin tai GCN va MIA cap nhat tai Eudra.
- o~
- o
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ID |TEN CO SO SAN . ) . NGUYEN | GIAY CH. |ncay |N6AY - . N
STT [ID CC cT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP 25; CO’ QUAN CAP NOI DUNG PIEU CHINH
27 | 2217 | TR- |Deva Holding A.S. |Cerkezkdy Organize * Thudc vo trung: PIC/S-GMP [TR/GMP/20 Turkish Medicines and  |Diéu chinh:
023 Sanayi Bolgesi, Karaagag + Thudc san xuat v trung: Thudc bét pha tiém/tiém truyén dang lo (chira khang sinh 22/120 Medical Devices Agency |- B sung pham vi Thudc tiém bot chira khang sinh nhém Penicillin do
Mah., Atatirk Cad., No: cephalosporin, penicillin); Cong ty ndp bd sung Bao cdo ra sodt chat lgng san phadm hing ndm
32, Kapakl / Tekirdag, * Xuat xwdng thudc vo trung. clia san phdm Thudc tiém bot Devasid -AMT 1.5 (Ampicillin +
Turkey * Thudc khéng vé trung: Vién nang cltng (chira khéng sinh non-betalactam; chita khang sinh Sulbactam).
(* Céch ghi khac: Cephalosporin); Vién nang mém; Thudc dung ngoai dang I6ng (dung dich xit miéng chira - B6 sung pham vi xuat xwdng thudc vo trung theo dung gidy GMP.
Cerkezkdy Organize khéng sinh non-betalactam; thudc xit miii chita khang sinh non-betalactam; dung dich dung - B8 sung cach ghi khéc cla dia chi co sé& trong d6 dworc ghi day du céc
Sanayi Bolgesi, Karaaga¢ |ngoai da chira khang sinh non-betalactam/chira hormone); Thuéc dung trong dang long chir viét tit theo xac nhan clia Co quan quan Iy Thé Nhi Ky.
Mabhallesi, Atatlrk (dung dich, hén dich, siro chita khang sinh non-betalactam); bot pha hdn dich udng (chira
Caddesi, No: 32, Kapakli / [khang sinh non-betalactam/chtra penicillin, cephalosporin); Bot hit dang vién nang cirng; ~ <
Tekirdag, Turkey) Dang bao ché c6 4p luc (Thudc hit); Thudc dang bén ran (kem, gel; m& chira khang sinh non- g ]
betalactam/chira hormone); Thudc dan chira khang sinh non-betalactam; Vién nén, vién nén 3 :
bao phim (chira khang sinh non-betalactam/chtra penicillin, cephalosporin/chita hormone); uo', :
vién nén nhai, vién nén khang dich vij (chtra khdng sinh non-betalactam); ° -
* Xuét xudng thudc khéng vé trung.
* Péng gdi so cap: Vién nang clrng, vién nang mém, thudc dung ngoai dang ldng, thudc dung
trong dang 16ng, dang bao ché ran khac, dang bao ché cé 4p luc, thudc ban rin, thudc dan,
vién nén, vién nén bao phim.
* Déng goi thir cap.
* Kiém tra chat lwgng: Vi sinh (V8 trung); Vi sinh (Khéng vé trung); Héa hoc/Vat Iy.
28 | 1766 | UA- [Farmak Joint Kyrylivska Street 74, Kyiv, |* Workshop No.1, Site No.3: Thu8c khéng vé trung: thudc dung ngoai dang long; thudc dung | EU-GMP (Klasa: UP/I- Agency for Medicinal B& sung thém cach ghi tén va dja chi nha san xuat theo cong b6 GMP
004 [Stock Company  |04080, Ukraine trong dang 16ng. 530-10/21- Products and Medical nudc sd tai.
hodc JSC (céch ghi khac: 74, * Workshop No.3, Site No.3: Thudc khdng vo trung: thudc ban rén (kem, md, gel). 03/13, Devices, Croatia
"Farmak" (Cach Kyrylivska Str., Kyiv, * Workshop No.3, Site No.4: Thudc khéng vé trung: Vién nang mém. Urbroj: 381-
ghi cii: Farmak 04080, Ukraine) * Workshop No.4, Site No.4 va Site No.5: Thudc khéng vé trung: Vién nang clrng; thuéc 13-08/318-
15C) bét/thudc c8m pha dung dich udng phan ligu; vién nén (bao gém ca thudc chira hormon, 21-03 < %
ngoai trir hormon sinh duc). g g
* Workshop No. 5, Site No. 1: Thu8c vé trung: Thudc tiét trung cudi: Thudc dang 1dng thé tich ‘?'. 8.
nhé (Ampoules). X S
* Workshop No. 5, Site No. 3: Thu8c vé trung: Thudc san xu4t vé trung: Thudc dang Idng thé
tich nhé (bao gdm ca thudc chira hormon, ngoai trir hormon sinh duc) (vials va syringes).
* Workshop No. 5, Site No. 5: Thu8c vé trung: Thudc tiét trung cudi: Thudc dang 1dng thé tich
nhé (Ampoules va Vials).
29 | 2320 | US- [Baxter Healthcare |Route 3 Km, 144.2, * Thudc vé trung: Thudc san xuat vo trung: dung dich x6ng hit (Inhalant), trong d6 c6 céc san |U.S. cGMP |FEl: United State Food and  [Dinh chinh tén san pham "Sevoflurance, USP, Inhalant (sevoflurance,
027 |Corporation Guayama, Puerto Rico pham: (twong  [2650090; o " Drug Administration usp 250ml)" thanh "Sevoflurane, USP, Inhalant (sevoflurane, usp
00784 USA + San pham: Suprane (Desflurane USP), Inhalant (Desflurane USP 240mL) duong EU- [Bdo cao S S 250ml)".
+ San pham Sevoflurane, USP, Inhalant (sevoflurane, usp 250ml) GMP) [thanh tra; :-i :
SYEX-KMUY; | & o
2094-kewY | “
30 |2325| US- |MSD International |Pridco Indus Park, SR 183, [Vién nén, vién nén bao phim, vién nang cirng. U.S. cGMP |FEI: 2650155 United States Food and B8 sung pham vi chitng nhan dang bao ché: Vién nén bao theo Bao
053 |GmbH (Puerto Las Piedras, Puerto Rico San pham cu thé: (tuong Drug Administration cao thanh tra.
Rico Branch) LLC |(PR) 00771, United States |+ Vién nang cing (chita hoat chat: Ribavirin; Temozolomide); duong EU- (U.S. FDA)
(USA) + Vién nén, vién nén bao phim (ch(ra hoat chat: Desloratadine; Ezetimibe; Metformin GMP) ° -
(Céch ghi khac: Pridco hydrochloride/ Sitagliptin phosphate; Suvorexant; Ezetimibe/ Atorvastatin; S g
Industrial Park, State Road [Loratatine/Montelukast; Ertugliflozin/ Metformin hydrochloride). : :
183, Las Piedras, Puerto E :
Rico (PR) 00771, United ~ ”
States (USA)
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31 | 1674 | US- |Genzyme 11 Forbes Road, * Déng gdi thir cap U.S. cGMP |FEl: ° w |United States Food and Piéu chinh th&i han hiéu lyc cla GMP theo gidy phép san xuat méi.
056 |Corporation Northborough, (twong  [3009389940 S S [Drug Administration
Massachusetts (MA) duong EU- 2 2 (U.S. FDA)
-
01532, United States (USA) GMP) 3 <
o~ (a2}

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

Trang7/7

Dot 29



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

Pot 29
( Kém theo cdng vdn s6 /QLD-CL ngay /  / ctia Cuc Qudn ly Dworc )
TEN CO SO’ SAN . GIAY CH. | NGAY pe - v - N DR N
~ A e DN DE NGHI CONG BO NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
STT XUAT DIA CHI NHAN CAP CO QUAN CAP I i A A
1 [Biosidus S.A. Av. de los Quilmes 137 CE-2022- ~ |National Administration |Céng ty TNHH DTPT Hung |Yéu cau cung cap ban géc hop phap héa clia bdo cdo thanh tra dé déi chiéu.
(zip code B1883FIB), 90378779- S |of Drugs, Foods and Thanh
Bernal Oeste, Quilmes, APN- ; Medical Devices
Buenos Aires, Argentina  [INAME#AN i (ANMAT), Argentina
MAT o
2 |Gebro Pharma Bahnhofbichl 13, 6391 INS-480114-| o [Federal Office for Safety |Céngty TNHH Dugc Pé nghi b6 sung gidy Uy quyén clia nha sdn xuat cho céng ty dé nghi cong bé.
GmbH Fieberbrunn, Austria 13171743- § in Health Care, Austria  [pham Bach Viét
16024502 )
h
i
3 [Renata Limited - [Noyapara, Bhawal UK GMP o Medicines and VPDD Ambica Giy chirng nhan GMP d3 hét han ngay 29/01/2023. BS sung:
Rajendrapur Mirzapur, Rajendrapur, 31559 Insp S [Healthcare Products International Corporation |- Gidy chirng nhdn GMP méi cé hiéu lyc va Béo cdo thanh tra EU-GMP tuong (rng duoc chirng thuc, hop phép héa lanh sy theo quy dinh.
Gazipur, BD-1700, GMP E Regulatory Agency tai tp HCM - H6 so d& nghj danh gid GMP theo Gidy chirng nhan GMP cla nudc sé tai
Bangladesh 31559/1778 2 (MHRA), United
2558-0004 ©  |Kingdom
4 [M/s Renata Noyapara, Bhawal DA/6- Drug Administration, VPDD Ambica BG sung:
Limited Mirzapur, Rajendrapur, 152/2011/4 Bangladesh International Corporation |- Bdo cdo thanh tra GMP cla nudc sé tai twong (rng v&i Gidy chirng nhan GMP d3 ndp trong hd so, duoc chirng thue, hgp phap héa theo quy dinh;
Gazipur, Bangladesh 416 q tai tp HCM dich céng chirng sang tiéng Anh/tiéng Viét trong trwong hop viét bang ngdn ngit khac.
8. - Danh muc céc dot thanh tra GMP trong 3 n3m gan day va Bao cdo ra soat chat lwgng san phdm thudc vé trung
S - So d6 nha xuwdng: So dd mét bang téng thé chi rd tirng khu vuc/day chuyén kém theo chirc ndng cla tirng khu vire/day chuy@én; cac ban in rd rang
Q thé hién tirng khu virc sdn xudt (tén phong, cap sach, chénh 4p ...) d€ hoan thién hd so.
- SMF trong ho so chi c6 théng tin vé co s& san xuit chung ( general facility) san xuit vién nén, vién nang thudng; do vay, chi cong bé cho pham vi
"vién nén, vién nang" thuong.
5 [Eskayef Oncology Unit, Sterile MT/028HM/ Medicines Authority of [Céng ty TNHH Vieba GP B8 sung:
Pharmaceuticals |Facility, Murapara, 2020 Q  |Malta (MAM) - Gidy GMP clia nudc sd tai cdp, dugc sao chirng thye theo quy dinh.
Limited - Rupganj |Rupganj, Narayanganj, 8' - Bao cdo thanh tra twong Ung véi cac gidy GMP, duoc sao chirng thuc theo quy dinh.
Plant 1464, Bangladesh $ - Danh muc cac dot thanh tra GMP trong 3 ndm gan nhit.
Q - B4o céo ra soat chat lugng san pham héng ndm cla cac dang bao ché thudc vé trung.
- Day du cac phu lyc clia SMF.
6 [Laboratoires Avenue Thomas Edison BE/GMP/20 o |Federal Agency for Céng ty c6 phan Fulink Giai trinh vé khu virc san xuat thudc dugc lieu va bé sung hd so dé danh gid d6i véi pham vi sdn xudt thudc duoc liéu.
Pharmaceutiques (32, Thines, 1402, Belgium [22/116 § Medicines and Health Viét Nam
Trenker g' Products (FAMHP),
v |Belgium
7 |Novo Nordisk Avenida C, No 1413, 16 921 Ministry of Health - VPDD Novo Nordisk A/S  |1. Gidy chirng nhan GMP: ndi dung chirng thuc khong phai ti€ng Anh hay tiéng Viét. Dé nghj dich sang tiéng Anh hodc ti€ng Viét dé tham dinh.
Produgdo MONTES CLAROS, Minas |603/0001- N Brazilian Health tai tp H6 Chi Minh 2. B6 sung:
Farmacéutica do |Gerais, Brazil 66 8] Regulatory Agency, - Bdo cdo thanh tra GMP clia Co quan quan ly nudc s& tai twong (rng véi Gidy chirng nhan GMP d3 ndp trong ho so, duoc chirng thye, hop phap
Brasil Ltda. S Brazil hod lanh sy theo quy dinh.
Q - B4o céo ra soét chat lwgng san phdm thudc vo trung.
8 |Joint Stock 222518 Chapaeva st., 64, |204/2022/G Ministry of Health of Cong ty C6 phan Xuat Yéu cau cung cip dé cong b d6i vai pham vi chirng nhan tai Workshop No.5 :
Company 64A, 64/3, Borisov, Minsk |MP the Republic of Belarus  |Nhap Khau Y t& Viét Nam |1. So d6 mét bang téng thé ban in rd rang;
"Borisovskiy region, Republic of ~ 2. Layout thé hién chénh ap va cap sach va bang chu thich thé hién tén cic phong san xuat twong tng.
Zavod Belarus g 3. S0 dd nguyén ly cla hé théng ton trir nudc pha tiém rd rang, thé hién lién két gitra cac bd phan;
Medicinskikh a 4. So d6 nguyén ly hé thdng nudc tinh khiét, hé théng khi nén.
Preparatov" ,O¢
-
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9 |Max Zeller Sohne [Seeblickstrasse 4, GMPE-CH- Swiss Agency for Coéng ty CP Tap doan DP  |B6 sung Bao cdo thanh tra twong (ng véi gidy GMP, duoc sao chirng thuc theo quy dinh.
AG Romanshorn, 8590, 1003767 ~ Therapeutic Products va TM Sohaco
Switzerland S [(Swissmedic)
(* Cach ghi khac: o
Seeblickstrasse 4, 8590 :
Romanshorn, Switzerland) o
10 [F.Hoffmann-La  |Viaduktstrasse 33,4051 |GMP-CH- Swiss Agency for VPDD Hoffmann - La Tai thoi diém ndp hd so dé nghi danh gid GMP, gidy chirng nhan GMP d3 hét han hiéu luc. Dé nghj bé sung gidy chirng nhan GMP cap nhat, con
Roche AG (cach (hoac CH-4051) Basel, 1001263 Therapeutic Products Roche Ltd. tai TP. Ha N&i |hiéu luc va Bdo cado thanh tra GMP tuong (ng, duoc chirng thuc, hop phap héa lanh sy theo quy dinh.
ghi khac: F. Switzerland ° (Swissmedic)
Hoffmann-La g
Roche Ltd hodc F. 3
Hoffmann-La 2
Roche AG Basel -
Contract
Organizations)
11 [Micro-Sphere SA |Via Cantonale 77, 6998 21-0114 Swiss Agency for Cong ty ANVO Pharma 1. B8 sung:
Monteggio, Switzerland Therapeutic Products Canada Inc. + Gidy chirng nhan GMP theo mau mai cé cu thé day chuyén san xuat cac dang bao ché.
(Swissmedic) + Cac phu luc cia SMF: so dd téng thé nha mdy (bao gdm ca Wing A va Wing B), so' d6 chi tiét tirng khu virc san xuat cé cu thé tirng phong san xuét;
phu luc vé cdc san phdm san xuat tai nha may, phu luc so d6 nguyén ly nuwéc.
+ B30 cdo san phdm hang ndm thudc vé trung néu cé san xuét thudc vé trung.
. 2. Gidi trinh:
S Trong hd so dé nghj danh gid GMP:
2 + Gidy chirng nhan GMP s6 21-0114 c6 pham vi thudc 1dng, thudc ban rén, thudc rén chira chét hoat tinh cao.
2 + Tai Gidy chirng nhan GMP tra cru tai trang Eudra va Gidy phép san xudt tai phu luc 1 SMF cé pham vi: thuéc khéng vo trung (vién nang clng;
- thudc rén); thudc sinh hoc; thudc duwoc liéu.
+Tai so @0 céc khu virc san xudt (Wing A, Wing B) chi thé hién céc phong san xuat vién nang cing; phu luc thiét bj san xuat chi cé thiét bj san xuat
vién nang cing.
-> D@é nghi gidi trinh vé sy sai khac pham vi chitng nhan va lam rd cu thé dang bao ché san xuat va han ché vé loai hoat chat c6 hoat tinh cao san
xudt tai nha may.
12 |CSL Behring AG Untermattweg 8, 3027 GMP-CH- o |Swiss Agency for VPDD Unico Alliance Co., |B6 sung bdo cdo thanh tra GMP clia Co quan quan ly nudc sé tai, duoc chirng thuc, hop phép héa lanh su theo quy dinhh tuong ng véi Gidy
Bern, Switzerland 1001267 § Therapeutic Products Ltd tai TP HCM chirng nhan GMP d3 ndp trong hod so theo yéu cau Dot 24. (Cong ty ndp bdo cdo thanh tra ngay 26/10/2021 tai dia diém san xuat khac
g (Swissmedic), (Bolligenstrasse 93, 3006 Bern), khéng twong ng véi Gidy chirng nhan GMP)
= |Switzerland
13 [AstraZeneca No 2 HuangShan Road, MI-2019-CE- Therapeutic Goods Cong ty Zuellig Pharma B& sung :
Pharmaceutical Wouxi Jiangsu 214028, 11727-1 Q' |Administration (TGA), Pte. Ltd. - Gidy chirng nhan GMP hoic Gidy phép sdn xuat cap nhat va Bao cdo thanh tra GMP twong (ng dwoc chirng thuc, hgp phap hod I3nh sy theo quy
Company Ltd Peoples Republic of China 8] Australia dinh.
8 - HO6 so cdng bé PIC/S-GMP: Gidy chirng nhan GMP (PIC/S-GMP) do TGA -Australia cap, khéng cé dau, chit ky; khéng c6 bao cdo thanh tra GMP
S twong (*ng, yéu cau bd sung Gidy chirng nhan GMP va bdo cdo thanh tra twong (rng dwoc hop phap hod lanh sy va chirng thue theo quy dinh
14 [Shenzhen No.19, Gaoxinzhongyi No.Guangdo ~ Medical Products Cong ty Lupin Limited B6 sung bao cao thanh tra cla co quan quan Iy dugc nudc sé tai, dwoc sao chirng thuc, hop phép héa lanh sy theo quy dinh.
Techdow Road, Nanshan District, ng20220103 S [Administration of
Pharmaceutical Shenzhen, Guangdong ,‘1‘ Guangdong Province,
Co., Ltd Province, China E China
15 |Shenzhen No.19, Gaoxinzhongyi IWZ).405.8.2 Chief Pharmaceutical Cong ty Lupin Limited 1. Viéc xac thye cla gidy EU-GMP va bdo cdo thanh tra EU-GMP ndp trong hd so chi xac thyc vé con ddu déng trén thu xac nhan clia co s& san xuét,
Techdow Road, High-tech Industrial {023.IP.1 o Inspector (CPI), Poland duoc kep cung gidy GMP va bao cédo thanh tra, khéng xac nhan tinh hop phép cua tai liéu.
Pharmaceutical Park, Nanshan District, WTC/0489_ g Yéu cau cung cap gidy chirng nhan EU-GMP va bdo cdo thanh tra EU-GMP dugc sao chirng thuc, hop phép hda lanh sy theo dung quy dinh.
Co., Ltd Guangdong Province, 01_01/11 E 2. Tinh trang cong b6 GMP s& tai d3 hét han (28-09-2021), dé nghi cap nhat tinh trang GMP s& tai trudc khi cong bd EU-GMP.
Shenzhen 518057, China ;
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16 |Xiangbei Welman [Liuyang Bio- HN2019037 Chinese Food and Drug |Cong ty c6 phan k§ thuat |1. BS sung:
Pharmaceutical Pharmaceutical Indutrial |7 9 [Administration VTV A Chau + S0 d6 nha xwdng thudc bot tiém Penicillin (ban cirng hodc bdn mém) in rd rang tirng phong san xuat (ban ndp tai hd so nho, mo, khéng rd cac khu
Co., Ltd Park, Hunan, P.R. China & vie).
3 + Quy dinh clia co quan quan ly dugc Trung Quéc vé viéc khéng ban hanh bao cao thanh tra (do céng ty gidi trinh khéng cap bao céo thanh tra).
8 2. Gidi trinh sy sai khéc vé Postcode ghi trong dia chi co s& san xuét (Postcode tai SMF: 410331; Postcode tai don dé nghi: 410300).
17 [Vetter Pharma-  |Vetter Pharma-Fertigung |DE_BW_01_ Co quan tham quyén Céng ty TNHH Astra B6 sung ho so k§ thuat déi véi Pham vi chirng nhan cé mot s& pham vi thay d6i b6 sung: “Thuéc diéu tri gen”.
Fertigung GmbH  [Schitzenstr. 87 und 99- |GMP_2022_ burc Zeneca Viét Nam
& Co. KG 101, 88212 Ravensburg, ]0135
Germany.
(Céch viét khac:
Schiitzenstrasse (hoac iy
Schutzenstrasse) . 87 und 8
(hodc and) 99-101, 88212 bS]
Ravensburg, Germany / Q
Schutzenstrasse 87, D-
88212 Ravensburg,
Germany)
18 |IDT Biologika Am Pharmapark 06861 DE_ST_01_G Co quan thdm quyén VPDD Novatis Singapore [B8 sung SMF cap nhat d& dénh gia cac pham vi dugc b8 sung trén gidy GMP d4 ndp.
GmbH Dessau-Rosslau, Germany |MP_2022_0 ~ Dulrc Pte Ltd tai Ha Néi
(* Cach ghi khac: Am 006 S
Pharmapark 06861 2
Dessau-RoRlau, Germany) §
19 |Abbott Werk Neustadt, Justus- DE_NI_02_G| e |Coquanthdm quyén VPDD tai HN Abbott B8 sung hd so theo quy dinh dé danh gid d6i v&i pham vi san xuét "Vién nén, thudc bot".
Laboratories von-Liebig-Strape 33, MP_2023_0 § burc Laboratories (Singapore)
GmbH 31535 Neustadt, Germany [013 o Private Ltd.
S

20 |Vetter Pharma- |Vetter Pharma - Fertigung [DE_BW_01_ Co quan thdm quyén VPDD Merck Sharp & Khi tra cru trén EUDRA GMP, cong ty da dugc cap gidy chirng nhan mai (¢ cung ngay thanh tra gan nhat 20/07/2020, c6 thém pham vi 1.3.1.4.
Fertigung GmbH |Mooswiesen 2, 88214 GMP_2020_ burc Dohme (Asia) Ltd. Tai Gene therapy products). Dé nghj giai trinh.

& Co. KG Ravensburg, Germany 0109 IS Viét Nam
(* Cach ghi khac: °ol‘ Cong ty Zuellig Pharma
Mooswiesen 2, 88214 2 Pte. Ltd
Ravensburg, Germany)

21 |Medice Medice Arzneimittel DE_NW_01_ o Co quan thdm quyén Hyphens Pharma Pte. Ltd. |1. Cong ty cung c&p CPP va MA cua Vién nang clng Medikinet MR 20mg d€& d& nghi lam r& dang bao ché& Vién nang cirng trong pham vi chirng nhan
Arzneimittel Putter GmbH & Co. KG; GMP_2019_ S |blc 1a gdm ¢ Vién nang clrng giai phong bién ddi. Tuy nhién, Vién nang cing giai phéng bién ddi da ndm trong pham vi Vién nang clrng da dugc cong
Plitter GmbH &  |Kuhloweg 37, D- 58638 0002 : b8, do d6, khéng déng y diéu chinh.

Co. KG Iserlohn, Germany 3 2. Céng ty cung cap CPP va MA cla Vién ngam Dorithricin dé dé nghi céng bé bs sung dang vién ngam. Dé nghj cung cap quy trinh bao ché clia san
© pham trén trong ho so dang ky luvu hanh dé 1am rd dang bao ché.

22 [Novo Nordisk A/S |Hallas Alle 1, Kalundborg, |DKH ~ Danish Medicines VPBD Novo Nordisk tai BG sung:

4400, Denmark 10000594 § Agency Tp. HB Chi Minh - SMF c&p nhat dé dénh gia cdc pham vi dugc bé sung trén gidy GMP d& ndp.
:' - Bo cdo ra soat chat lugng san pham dinh ky cta san pham thudc déng khé.
a

23 |PharmakEstica Vanapere tee 3, Pringi, IN-2- o Estonian State Agency |Cong ty TNHH Duoc Cong ty dé nghi gia han theo chinh sach ciia EMA. Tuy nhién, tra c(ru trén EUDRA, co s& d3 cé gidy GMP mdi.
Manufacturing Viimsi, 74011 Harju 14/20/3 S |of Medicines, Estonia pham Do Ha P& nghij b sung gidy GMP-EU cap nhat dugc ching thuc, hop phap héa lanh sy theo ddng quy dinh
(PharmaEstica county, Estonia 2
Manufacturing 2
ou) e
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24 |Synthon Hispania, |c/ Castelld, 1, 08830 NFC/2317/0 Ministry of Health of Cong ty ANVO Pharma DGi v6i viéc san xuat cac thudc ung thu (chira hoat chat nhu Gefitinib, Exemestane..): Yéu cau b8 sung danh gia nguy co va tham dinh quy trinh vé
SL SANT BOI DE LLOBREGAT [01/CAT Goverment of Catalonia, |Canada Inc. sinh d6i véi tirng hoat chat.
(Barcelona), Spain (cach Spain
ghi khac: Pol.Ind.Les
Salines, Carrer Castelld, 1,
08830 SANT BOI DE @
LLOBREGAT, Spain; ho3c S
Castell6 1, Poligono Las 3
Salinas, 08830 Sant Boi de by
Llobregat (Barcelona),
Spain)
25 |Noucor Health Avinguda Cami Reial, 51- [NCF/2244/0 Ministry of Health of Cong ty C6 phan thiéts bi |Dé nghi cung cap gidy xac nhan clia co quan cé thdm quyén vé viéc thay d6i tén co s& san xuat, ban duwgc hgp phap héa lanh sy, chirng thuc theo
S.A. 57, 08184 Palau - Solita| |01/CAT Government of T&T quy dinh.
Plegamans (Barcelona), ~ Catalonia, Spain
Spain. =
(Cach ghi khac: Avda Cami E
Reial, 51-57, 08184 Palau - 3
Solita i Plegamans @
Barcelona, Spain)
26 |[Prasfarma SL C/ Sant Joan, 11-15, NCF/2265/0 ~ |Ministry of Health of Cong ty TNHH Xuc tién Gidy chirng nhan GMP clia co s&@ san xuat ghi rd thdi han hiéu lyc (tai muc Clarifying remarks). Do vay, co s&@ san xuat khong thudc truéng hop duoc
08560 Manlleu 01/CAT § Goverment of Catalonia, [TMDP va Dau tu TV gia han ty dong theo quy dinh ciia EMA.
(Barcelona), Spain < |Spain
)

27 |SmithKline Clarendon Road, UK MIA Medicines and VPDD GlaxoSmithKline Theo hd so d& nghi, tén co s& san xudt trén gidy GMP (SmithKline Beecham Ltd T\A SmithKline Beecham Pharmaceuticals) khéng théng nhat véi
Beecham Ltd T\A [Worthing, BN14 8QH, 10592 Insp Healthcare Products Pte Ltd tai Tp. H® Chi théng tin ghi trong SMF (SMF muc 1.2: tén chung cta CSSX |1a SmithKline Beecham Pharmaceuticals, trong dé c6 2 CSSX tai 2 dia diém (D-U-N-S
SmithKline United Kingdom GMP/GDP Regulatory Agency Minh number khéc) va vdi 2 tén khac: SmithKline Beecham Limited, dia chi Southdownview way, Worthing, BN14 8QH; va SmithKline Beecham PLC, dia
Beecham (Cach ghi khac: Clarendon [13431/3922 (MHRA), United chi Clarendon Road, Worthing, BN14 8QH).

Pharmaceuticals |Road, Worthing, West -0041 ~ |Kingdom D& nghi gidi trinh v& sy sai khac nay; kém theo tai liéu chirng minh hodc tai liéu x4c nhan clia co quan quén ly duoc cé thdm quyén.
(Cach ghi khac: Sussex, BN14 8QH, =]

SmithKline United Kingdom) 3

Beecham Limited 3

/ SmithKline -

Beecham

Pharmaceuticals)

28 |Glaxo Operations |Harmire Road, Barnard UK MIA 4 Medicines and VPDD GlaxoSmithKline tai |D& nghi b6 sung SMF va bdo cdo thanh tra cip nhat duoc hop phép héa lanh su theo quy dinh
UK Ltd Trading as |Castle, DL12 8DT, United |Insp Healthcare Products Tp HCM
Glaxo Wellcome |Kingdom. GMP/IMP Regulatory Agency
Operations - Céch viét khac: Harmire [4/3848- (MHRA), United
Cach ghi khac: Road, Barnard Castle, 0041 0 Kingdom
Glaxo Operations |Durham DL12 8DT, United 8
UK Ltd hoidc Kingdom. 3
Glaxo Operations |Hodc Harmire Road, =
UK Limited Barnard Castle, County
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Bokényfold; H-1165
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29 |Penn Units 23-24, UK MIA Medicines and VPBD Zuellig Pharma Pte. |B6 sung dady dd cac phu luc SMF (Phu luc vé gidy phép san xuat, phu luc so d6 t8ng thé, so dd tirng Unit thé hién rd cac phong san xuat; lvgc do san
Pharmaceutical  |Tafarnaubach Industrial ~ |4351 Insp N |Healthcare Products Ltd. Xuat; so d6 nguyén ly nudc) déi véi cac pham vi bé sung: "Thudc khdng vé trung: (chira hoat chat déc); Thudc sinh hoc".

Services Limited |Estate, Tafarnaubach, GMP/GDP/I 2] Regulatory Agency
Tredegar, NP22 3AA, MP 3 (MHRA), United
United Kingdom 4351/15302 | S |Kingdom
-0031

30 |DendronBrands |94 Rickmansworth Road, [UK MIA Medicines and VPDD tai Tp. HCM Merck |Cuc QLD céng b6 theo ding tén va dia chi ghi trén gidy chirng nhan GMP va chi xac nhan co s& san xuat cé tén va dia chi nay ddp r'ng GMP. Trudng
Limited (Tén cli:  [Watford, Hertfordshire, |52731 Insp Healthcare Products Export GmbH Dirc hop céc tai liéu khac c6 tén, dia chi khéng trung véi cach ghi trén, yéu cau cdng ty lam tha tuc thay d&i b6 sung theo quy dinh.

Fleet WD18 7JJ, United GMP/GDP < |Regulatory Agency
Laboratories Kingdom. 133/3787- g (MHRA), United
Limited) Cach ghi khac: 0025 3 |Kingdom
94 Rickmansworth Road, Q
Watford, WD18 7JJ,
United Kingdom.

31 |One Pharma 60th, km N.N.R. Athinon- [90170/3-9- National Organization  [Céng ty Lupin Limited Cuc QLD d3 cdng b8 theo dung pham vi ghi trén Gidy chirng nhan GMP (phu hop véi digu kién nha xudng, thiét bi san xuat, quy trinh san xuat...).
Industrial Lamias, Sximatari 2020 for Medicines (EOF), +Khoéng bd sung lam r& cac dang bao ché lién quan dén co ché tac dung, dudng dung, co ché gidi phong thudc... nhu: vién nang cléng chira khang
Pharmaceutical  |Voiotias, 32009, Greece Greece sinh, vién nang clrng gidi phong cham, cach dung (nho giot), duwdng dung (xit miii), co ché gidi phdng thudc (giai phdng cham).

Company Societe +Khéng céng b6 thudc hit dudng miii cé chira hormone do gidy EU-GMP khéng dé cap thudc cé chira hormon
Anonyme

(* Céch viét khac: Q

One Pharma 8.

Industrial %

Pharmaceutical ~

Company S.A;

One Pharma S.A)

32 |Genepharm AE/ |18th km Marathonos Ave, [30207/6-3- o [|National Organization  |Céng ty c6 phan duoc Cdng ty ndp CPP do Hy Lap cap cho Vién nén nhai dé dé nghi bé sung pham vi vién nén nhai. Tuy nhién, dang bao ché Vién nén nhai da ndm trong

Genepharm SA Pallini Attiki, 15351, 2020 § for Medicines (EOF), pham Generic pham vi Vién nén d3 duoc cong b6, do d6, khéng ddéng y diéu chinh.
Greece g |Greece
=
33 |KRKA-Farmad.o.o |V. Holjevca 20/E, 10450  [UP/I-530- o |Agency for Medicinal Cong ty TNHH dugc Trong ho so dé nghi danh gia, chi c6 02 ban vé so d6 mit bing cap sach clia khu vic DPCJ1. D& nghj bé sung:

Jastrebarsko, Republic of [10/19- S Products and Medical pham Nhat Anh - S0 dd mit bang téng thé clia nha may, chi rd cac khu viec/tda nha va chitc nang/hoat dong dugc thic hién tai tirng khu virc/toa nha

Croatia 03/29; 381- 3 Devices (HALMED), - Cac so0 d6 mat bang xudng san xudt (ban in rd rang) clia cd 2 khu vire sdn xuat DPCJ1 va DPCJ2 theo yéu ciu tai cac Dot 17, 21: (day d0 cac so do
10-05/241- 2 Croatia (dwong di cha nhan vién, hudng di chuyén cla nguyén vat liéu, cap sach, chénh ap..).
20-10 °

34 |Egis Bokényfoldi it 118-120., |OGYEI/3973 National Institute of VPBD Les laboratoires Cuc QLD d3 cong b8 theo dung pham vi ghi trén Gidy chirng nhan GMP (phu hop véi diéu kién nha xwéng, thiét bi san xuat, quy trinh sdn xuat...);
Pharmaceuticals |Budapest, 1165, Hungary |-6/2019 Pharmacy and Nutrition [Servier Vién nang ctrng gidi phong kéo dai da ndm trong pham vi Vién nang clrng da dwoc cong bd. Do d6, khong dong y bé sung/diéu chinh.

Plc. (* Céch viét khac: (OGYEI), Hungary
(* Céch viét khac: |- 1165 Budapest, o
Egis Bokényfoldi Gt. 118-120., g
Pharmaceuticals [Hungary :
Private Limited - Production site of g
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35 |PT. Ferron Par Kawasan Industri PW- National Agency of Drug |PT. Dexa Medica 1. Yéu cau cung cap gidy GMP dugc sao chirng thyc tir ban chinh, ban dich cong chirng phai kém theo ban ngdn ngir gbc va cd tinh lién két cla cac
Pharmaceuticals [Jababeka, Jalan Jababeka [S5.01.04.1.3. and Food Control trang tai liéu dwoc xac thyc.
VI Blok J No. 3, Kelurahan [331.03.23- « |(NADFC), Indonesia 2. Yéu cau cung cap duong link dé tra ciu online gidy GMP (néu cd).
Harjamekar, Kecamatan 0044 g
Cikarang Utara, z
Kabupaten Bekasi, 2
Provinsi Jawa Barat, e
17530, Indonesia
36 |M/s. Natco Pharma-Division, Unit IV, |71433/12-7- National Organization VPDD MI Pharma Private |1. Gidy chirng nhan GMP-WHO d3 hét han, chuwa cap nhat, do dé khéng gia han hiéu lyc gidy chirng nhan GMP
Pharma (Pharma- [Kothur, Rangareddy 2018 for Medicines (EOF), Limited tai TP HCM 2. Gidy chirtng nhan GMP clia nudc s& tai cap (India) khéng cong bd cho site Unit IV va khéng c6 gidy chirng nhan GMP riéng cho UnitlV; tuy nhién
Division) Limited |District, Telangana, Greece Gidy chirng nhan GMP cla EU céng bé cho site Unit IV, yéu ciu giai trinh.
509228, India (cach ghi
khac: Kothur, *
Mahaboobnagar (District) 8.
Telangana- india hodc S
Kothur, Mahaboob Nagar X
District, Telangana,
509228, India). ).
37 [Swiss Parenterals |(Unit Il), Plot No. 402, 21072816 Food & Drugs Cong ty TNHH DP Lién BG sung:
Ltd. 412-414, Kerala Industrial < |Administration, Gujarat |Hop - SMF cp nhat dé xéc dinh viéc ddp (tng GMP déi véi cac thudc chira Penicillin va Cephalosporin.
Estate, GIDC, Near Bavla, 8 state, India - B4o cdo ra sodt chat lwgng san phadm dinh ky (PQR) d&i v&i san pham thudc tiém bdt Betalactam (trir Cephalosporin).
Dist.- Ahmedabad - 382 'oT - Bo cdo thanh tra twong ing véi gidy GMP d3 ndp, duoc chirng thue, hgp phap héa 1anh sy theo quy dinh.
220, Gujarat State, India By
38 |Swiss Parenterals |Unit-Il, Plot No.: 402, 412- (UP/I-530- Agency for Medicinal Cong ty TNHH DP Lién Tinh trang cdng b8 GMP s& tai da hét han (04/09/2021), d& nghi cap nhat tinh trang GMP s& tai trudc khi cdng b8 EU-GMP.
Ltd. 414, Kerala Industrial 10/20- b Products and Medical Hop
Estate, GIDC, Near Bavla, |03/18;381- | & |Devices (HALMED),
Ahmedabad - 382220, 13-08/322- 'oT Croatia
Guijarat, India 20-03 b=t
39 [Mylan (hodc M/s. |Plot No. 11, 12 & 13, 07/2014 Food and Drug MI Pharma Private Pé nghi bé sung bao cdo thanh tra cia Co quan quan ly nudc sé tai twong &ng véi Gidy chirng nhan GMP, dugc sao chirng thuc theo quy dinh (hop
Mylan) Indore Sez (hodc Indore Administration Madhya [Limited phép héa lanh sy, cdng chirng...). (Tai liéu ndp trong hd so 1a van thu s8 V/WHO-GMP/M-1/2021 ngay 23/9/2021 clia CDSCO théng bao céc ton tai
Laboratories SEZ hodc Indore Special - Pradesh, India cla dot kiém tra ngay 08 - 09/9/2021, khéng phai |a Bdo co thanh tra; vin thu nay dé cip dén bao cdo thanh tra s6 SZ1/2017/CoPP/Mylan/001/(Pt-
Limited Economic Zone), Pharma =] 2)/616 ngay 15/9/2021).
Zone, Phase I, Sector lll, g
District Dhar, Pithampur, E
Madhya Pradesh, 454775, o
India
40 |M/s Cipla Ltd Plot No. L-139 to L-146 Food & Drug Admn, Cipla Ltd B6 sung:
(Unit 1 to IV), Verna Goa, India + Gidy chirng nhan GMP nudc s tai cap nhat con hiéu lyc déi véi Cipla 1 dia chi Plot L-139 to L-146 (Unit | —Unit IV).
Industrial Estate, Verna, + Béo cdo ra soét chat lwgng san pham vé trung khac dé dwoc cong bd cac dang bao ché vo trung (cong ty méi cung cap bao cdo ra soat sdn pham
Salcette, Goa - 403722, v trung hon dich hit).
India
41 |Cipla Ltd. (Unit1) [Plot No. L-139, Verna DE_ST 01_G Co quan thdm quyén Cipla Ltd BG sung:
Industrial Estate, Verna-  |MP_2022_0 N |Puc +B6 sung day d ho so cong bd GMP nwéc sé tai déi véi Cipla Unit | dé duwgc cong bd EU-GMP.
Goa, IN-403 722, India 012 8 + Gidy chirng nhan GMP cua Dirc v&i Unit | ban cé chit ky va dugc HPHLS, cong chirng day du tinh phap ly (Céng ty chi cung cap GCN in tir Eudra).
E." +B&o cdo ra soat chat lugng sadn pham hang ndm cda san pham dang bao ché dung dich khi dung (cong ty méi cung cap bao cdo ra soat san pham
2 vo tring hdn dich hit)..

Danh sach co s& can b6 sung, gidi trinh

Trang 6/ 14 Pot 29



India.

TEN CO’ SO’ SAN . GIAY CH. | NGAY P - A ~ & A Fm S = A N
STT XUAT PIA CHI NHAN cAp CO QUAN CAP DN DE NGHI CONG BO NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
42 |Cipla Ltd. Verna Industrial Estate,  [DE_RP_01_ o |Coquanthdm quyén Cipla Ltd B6 sung day d ho so cong bd GMP nuéc s& tai di véi Cipla Unit 11l va Unit IV dé dugc gia han hiéu lyc EU-GMP.
(Unit 111 & IV) 403 722 Goa, Verna GMP_2020_| S |[buc
Salcette, India 0024 )
a
43 |Cipla Limited Unit X, Plot No. L-139,S- |UK GMP Medicines and VPDD MI Pharma private |1.B6 sung:
(Unit X) 103 & M-62, Verna 14694 Insp Healthcare Products Limited tai Tp. HCM - Gidy chirng nhan GMP clia nudc sé tai con hiéu lyc va bdo cdo thanh tra tuong rng, duoc chirng thuc, hop phap héa lanh sy theo quy dinh.
Industrial Estate, Verna, |GMP Regulatory Agency - So d6 téng thé nha mdy thé hién rd tirng Unit va dia chi twong irng, mé ta cu thé cac tda nha/khu vire kém theo céc hoat dong/ sdn phdm tuwong
Goa, IN-403 722, India 14694/1022 (MHRA), United (rng tai tirng Unit (SMF (GOA) ngay 23/02/2021 khéng c6 théng tin vé dia chi va cac day chuyén san xuat tuvong (rng tai tirng Unit);
7632- N |Kingdom 2. Gidi trinh:
0006[H] 8 - Théng tin dia chi cia Unit X (dia chi chung véi cac Unit khéc va nhiéu dia chi, khéng cé S-103 va M-62) khéng th&ng nhat vai dia chi ghi trén gidy

$ GMP do MHRA cap; khéng cé théng tin vé day chuyén san xuat, loai thudc san xuét tai Units X.

3 - Dang bao ché cu thé ghi tai pham vi "Thuéc khdng vo trung khac chira chat doc t& bao"; So dd Unit X cé khu vire sdn xuat thudc vién nén, vién nén
bao, vién nang mém tuong (ng vdi thudc thudng cla gidy GMP. D& nghi gidi trinh va cung cap so dd khu vurc san xut vién nang cirng va thudc
khéng vo trung khac chira chat doc té bao.

44  |XL Laboratories E-1223, Phase | Extn. DC/E-0417 ~ |Government of VPDD XL Laboratories tai |B& sung bao cdo thanh tra ban day dl twong (ng véi gidy GMP dugc hop phap héa theo quy dinh.
Private Limited (Ghatal), RIICO Industrial [Part- S [Rajasthan, India HCM
Area, Bhiwadi, Rajasthan, [2/2023/121 | @
301019, India 8 2
o
45 [S Kant Heathcare [Plot No. 1802-1805, MT/015HM/| o [Medicines Authority of |S Kant Heathcare Limited |D& nghi cap nhat gidy WHO-GMP nudc sé tai trudc khi cip nhat gidy EU-GMP méi va bé sung Gidy GMP-EU c4p nhat
Limited G.I.D.C. Phase Ill,.VAPI- 2020 § Malta (MAM)
396195, Dist: Valsad, 8
Gujarat state India 2!
46 |USV Private H-13, 16, 16A, 17, 18, 19, |DCD/D&D/L Medical & Health Cong ty TNHH Dau tv B& sung Bao cdo ra soat chat lvgng san pham hang nim di véi san pham thudc nhd mét va thude tiém déng san (PFS) dé dugc cong bs dang bao
Limited 20, 21 va E-22, OIDC, A/2022- @ |service, Drugs Licensing |Thwong mai Duoc pham |ché& nay.
hodc M/S. USV Mahatma Gandhi Udyog |2023/3488 8' Authority, UT of Daman |Viét Tin
Private Limited Nagar, Dabhel, Daman, IN- 8. &Diu, Daman, INDIA
396210, India Q
47 |Steril-Gene Life  [No. 45, Mangalam Main  |OGYEI/5201 National Institute of Céng ty TNHH MTV An Yéu cau xuét trinh ban chinh hop phap hdéa cla gidy chirng nhan GMP (s6 OGYEI/52010-13/2018 do OGYEI cap ngay 15/02/2021, HPHLS s6
Sciences (P) Ltd. |road, Mangalam village, [0-13/2018 Pharmacy and Nutrition [Phat 0122.48/23-HPH ngay 09/5/2023) tai hd so do Cong ty TNHH MTV An Phat ndp ngay 12/5/2023 (céng van dén 4037) dé déi chiéu theo yéu cau cla
(hodc Limited) Villianur commune, (OGYEI), Hungary Dot 28.
Puducherry, 605 110,
India b
(* cach viét khac: No. 45, 8.
Mangalam Main road, S
Villianur commune, a
Puducherry, 605 110,
India)
48 |Centurion Plot No: G/5 & G/6, 22013073 ~ Food& Drug Control Centurion Remedies Yéu cau thyc hién viéc Gy quyén theo dung quy dinh kém theo Gidy chirng nhan thanh Iap Vin phong dai dién cla Cong ty tai Viét Nam hoic thyc
Remedies Pvt. Ltd. [B.I.D.C Gorwa, City - S [Administration, Gujarat |PVT., Ltd. hién Oy quyén cho co s& ditng tén déng ky thudc dé thyc hién thd tuc dé nghj danh gia dap (r'ng GMP cla Cong ty theo ding quy dinh.
Vadodara - 390016, Dist.- 2 |state, India
Vadodara Gujarat State, 2
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49 |[Gland Pharma Survey No 143-148, 150 & [UK GMP Medicines and VPBD Dr Reddy tai Tp B6 sung ho so dé nghj danh gia dap (rng GMP nudc sé tai véi pham vi “dung dich thé tich Ién tiét trung cudi” dé dugc gia han EU-GMP d6i véi
Limited 151, Near 39716 Insp Healthcare Products HCM pham vi nay.
Gandimaisamma Cross GMP Regulatory Agency
Roads, D P Pally, 39716/3187 (MHRA), United
Gandimaisamma Mandal, [772-0006 Kingdom
Medchal-Malkajgiri
District, Hyderabad,
Telangana, IN-500043,
India. Q
(Cach ghi khac: Sy. No. &
143 to 148, 150 & 151, o
Near Gandimaisamma Q
Cross Roads, D. P. Pally,
Dundigal Post, Dundigal-
Gandimaisamma Mandal,
Medchal-Malkajgiri
District, Hyderabad - 500
043, Telangana, India)
50 |Jodas Expoim Pvt. |Plot No 55, Phase-lll, L.Dis.No.109 Drugs Control Prime Pharmaceuticals B& sung:
Ltd Biotech Park, Karkapatla |361/TS/202 @ |Administration, Private Limited, Jodas + Gidy GMP s tai c6 day di pham vi chirng nhan, dwoc sao chirng thyc theo quy dinh.
(v), Markook (M), 3 8. Government of Expoim Pvt. Ltd + Bdo cdo thanh tra twong (ng véi gidy GMP s tai, duoc sao chirng thyc theo quy dinh.
Siddipet District, L.Dis.N0.109 S Telangana, India + Gidy GMP EU duwoc sao chirng thuc theo quy dinh tr bdn géc (khéng chap nhan ban in tir EUDRA).
Telangana, Pin code: 502 |362/TS/202 3 + Bdo cdo thanh tra tuong (ng vdi gidy GMP EU, dugc sao chirng thuc theo quy dinh.
279, India 3 + Gidy phép van phong dai dién hodc gidy Uy quyén cho co s& déng ky thudc ndp hé so dé nghi.
51 |[Torrent Indrad - 382721, Tal: 22023161 ~ Food & Drugs Control Torrent Pharmaceuticals D& nghj Cong ty giai trinh: Trong pham vi chirng nhan tai Gidy chirng nhan WHO-GMP s& 22023161 c6 thé hién pham vi chitng nhan d6i v&i APl va
Pharmaceuticals |Kadi, City: Indrad, Dist. S [Administration, Ltd va r-DNA (INSULIN); tuy nhién trong H8 so tdng thé (SMF) ndp kém hd so khéng cé théng tin; khu vuc san xuit d&i véi pham vi chirng nhan nay.
Ltd Mehsana, Gujarat State, 2 Gandhinagar, Gujarat
India a State, India
o~
52 |Torrent Near Indrad Village, MT/060HM/ ~ |Malta Medicines Torrent Pharmaceuticals [Khéng déng y cap nhat Gidy chirng nhan EU-GMP do gidy chirng nhan da ndp khéng phu hgp (Trong gidy chirng nhan cé ghi rd: This certificate is
Pharmaceuticals |Taluka Kadi, Gujarat, 2022 § Authority Ltd limited in scope to products intended for the EU/EEA markets (Gidy chitng nhan chi danh cho thj truong Chau Au)
Ltd District: Mehsana g
382721, India o
53 |Kwality 6th mile stone, Village 6085/2021 Food & Drug Cong ty TNHH DP Tién 1. B8 sung SMF cap nhat cla co s& Kwality tai dia chi 6th milestone theo dung yéu cau b8 sung Dot 23 (Tai hd so, cdng ty cung cap SMF cla co s&
Pharmaceutical Nag Kalan, Majitha Road, Addministration, Giang san xuat Kwality Pharmaceuticals Ltd tai dia chi Unit II, Village Nag Kalan, Majitha Road, Amritsar -143601 Punjab-India, khéng phai cla co s& san
Limited Amritsar, 143601 Punjab- Punjab, India xudt 6th mile stone, Village Nag Kalan, Majitha Road, Amritsar -143601 Punjab-India).
India 2. Giai trinh vé tu cach phap nhan cla cic co s& san xuat Kwality Pharmaceutical Limited:
- Dia chi tai s6 dang ky d3 dugc cap: Village Nag Kalan, Majitha Road, Amritsar -143601 Punjab-India;
- Dia chi tai ho so dé nghi danh gia GMP:
+ Unit |1, Village Nag Kalan, Majitha Road, Amritsar -143601 Punjab-India;
o + 6th mile stone, Village Nag Kalan, Majitha Road, Amritsar -143601 Punjab-India
S Trudng hop Unit 1 1a mot co s& san xudt doc 1ap, d@ nghi ndp hd so dé nghi danh gia GMP cho riéng co s& nay dong thdi gidi trinh viéc san xuat
z peni va penem trén cling day chuyén tai co s& nay
g 3. Gidi trinh vé& pham vi viéc san xuat cac san pham cepha d3 déng ky tai Viét Nam, trong khi:

+ Tai co' s& Unit Il (Pham vi lam r& tai SMF nép tai hd so): chi san xuat peni va penem; khéng cé sadn pham cepha.

+Tai co s& 6th mile stone (pham vi dugc lam rd tir cac dot trurdc): chi san xuat non-beta va peni; khéng cé san pham cepha.

4. Gidi trinh vé pham vi clia co s& dia chi 6th milestone tai bdo cdo thanh tra GMP ngay 18-19/03/2021:

4.1. Tai bdo cdo thanh tra muyc “Categories of Product” thé hién san xuat ca thudc hormon, thudc ddc té bao, tuy nhién tai muc “Location and
Surroundings” lai ghi khong san xuat thudc déc va thuéc nguy co cao, ddng thdi pham vi xac dinh tir cc dot trudc chi cé non beta va peni, khéng
6 céc thude khac.

4.2. Tai muc Remark bao céo thanh tra cé d@ cap t&i Annex 1 cac san pham, tuy nhién béo cdo thanh tra dinh kém khéng c6 Annex 1 nay.
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54 |[RPG LIFE 3102/A G.I.D.C ESTATE, 19031244 o |FDA Guijarat State, India |Céng ty TNHH DP Y-med |B& sung bdo céo thanh tra twong &ng véi gidy GMP d3 ndp, duoc sao chirng thue hop phép héa lanh sy theo quy dinh.

SCIENCES LIMITED |ANKLESHWAR,393002, §
Dist.Bharuch, Gujarat 8'
State, INDIA )

55 [Yash Medicare Near Sabar Dairy, Talod 22023138 FDA Gujarat State, India |Cong ty Yash Medicare BG sung:

Pvt Ltd Road, P.O. Hajipur, Tal- ] Pvt., - Bdo cdo thanh tra GMP ban day du ndi dung duoc chirng thue, hop phap hda lanh sy theo quy dinh. (Ban Coéng ty ndp tai hd so 1a thuw théng béo
Himatnagar, Hajipur - 383 g céc ton tai khéng cé day du cac thong tin lién quan dén dot dénh gid).
006, Sabarkantha, Gujarat g - Gidy phép vin phong dai dién clia Cong ty tai Viét Nam hodc Gy quyén va chuyén co s& dirng tén ndp ho so dé nghj danh gia.
State, India 3

56 [M/s Dr.Reddy's |FTO-SEZ, Process Unit 01, |HMFO07- Drugs Control Dr. Reddy's Laboratories [B& sung:

Laboratories Ltd |Survey No, 57 to 59, 60, [14051/1103 Administration, Andhra |[Ltd +Bdo cdo thanh tra GMP dugc chirng thuc, hop phép héa lanh sy theo quy dinh (Ban ndp tai hd so chua dugce hgp phap héa lanh sy).
62&72, Sector No. 9 to 14 |/2022- ~ Pradesh, India + Danh muc cdc dot thanh tra trong 3 ndm gan day.
& 17 to 20, ADMIN-DCA g
Devunipalavalasa (V), g
Ranasthalam (M), E
Srikakulam District, o
Andhra Pradesh - 532
409, India
57 |Emcure Plot No. P1 and P2, NEW-WHO- Food & Drug VPDD Emcure 1. Plant OSD:
Pharmaceuticals [I.T.B.T. Park Phase-Il, GMP/CERT/ Administration, Pharmaceuticals Ltd tai Gidi trinh pham vi tai Gidy chirng nhan GMP clia nwérc sé tai khdng cé pham vi thudc bot pha hdn dich, tuy nhién tai GCN EU-GMP (Croatia) cé pham
Ltd M.1.D.C. Hinjawadi Pune |PD/108736/ Maharashtra State, India [TP HCM vi nay.
411057, Maharashtra 2021/11/38 o 2. Plant Ill:
State, India 283 S +BG sung bdo cdo ra soat chat lwgng san pham hang ndm d8i véi dang bao ché thudc tiém nuwérc.
3 + Gidi trinh pham vi tai Gidy chirng nhan GMP nudc s& tai cé pham vi thudc bot pha tiém, tuy nhién tai SMF khéng c6 ddy chuyén san xuat san
g pham nay.
« 3. Plant SPD:
+BG sung bao cdo ra soat chat lwgng san pham hang ndm dai véi dang bao ché thudc dong kho.
+ Giai trinh vé danh sach san pham c6 céc san pham chra Rituximab, Trastuzumab, tuy nhién tai myc 1.5.2 SMF néu khéng san xuat céc thudc nguy
co, hoat tinh cao.

58 |Emcure Plot No. P-1 and P-2, UP/I-530- o |Agency for Medicinal VPDD Emcure Pé nghi cong ty b8 sung hd so cong bs véi GMP nuwéc s& tai dé dwoc gia han GCN EU-GMP.

Pharmaceuticals |I.T.B.T. Park, Phase Il, 10/19- 3 |Products and Medical Pharmaceuticals Ltd tai
Ltd M.1.D.C. Hinjawadi, Pune, |03/36; 381- E Devices, Croatia TP HCM

Maharashtra, 411057,  |10-05/162- | &

India 19-04 o

59 |Emcure Plot No. P-1 and P-2, UP/I-530- - |Asency for Medicinal VPDD Emcure B& sung:

Pharmaceuticals [I.T.B.T. Park, Phase I, 10/19- =] Products and Medical Pharmaceuticals Ltd tai + Hb so cong b8 véi GMP nuéc sé tai dé duwoc gia han GCN EU-GMP. Chi cdng b6 cac dang bao ché dat EU-GMP khi d3 dwoc danh gia dat GMP
Ltd M.1.D.C. Hinjawadi, Pune, |03/36, 381- : Devices, Croatia TP HCM nuwéc sd tai.

Maharashtra, 411057, 13-08/337- ; + Gidy chirng nhan GMP duoc sao chirng thyc theo quy dinh (hop phéap héa lanh sy, céng chirng ...).

India 21-11 -

60 |Emcure Plot P-1 & P-2, ITBT Park  |MI-2019-CE- Therapeutic Goods VPDD Emcure 1. B8 sung:

Pharmaceuticals [Phase Il, Maharashtra 08270-1 Administration (TGA), Pharmaceuticals Ltd tai |+ H® so cong bS véi GMP nudc s& tai dé dugc cong bd GCN ctia Uc. Chi cong bd cac dang bao ché dat twong duong EU-GMP khi d3 duoc danh gia
Ltd State, Hinjwadi, Pune, Q  |Australia TP HCM dat GMP nuwéc sd tai.
India 8 +Bao cao thanh tra GMP d8i véi Plant SPD.
3 2. Gii trinh:
S Plant OSD: gidi trinh pham vi tai GCN GMP ¢ thudc chitra hormon, tuy nhién tai muc 1.5.2 SMF thé hién khéng san xuat hormon.
Plant IlI, Plant SPD: tai pham vi GCN GMP cé thu8c bot pha tiém, tuy nhién tai SMF chi c6 dang thudc tiém nudc va thuéc déng khé.

61 [M/s Brooks Village Kishanpura, HFW-H ~ Health & Family Welfare |Bliss Pharma Distribution D& nghi b6 sung Gidy phép thanh Iap VPDD tai VN cla Cong ty Bliss Pharma Distribution And Consultancy Corp. con thdi han hiéu lyc va Gidy Oy
Laboratories Nalagarh Road, Baddi, [Drugs] S  [Department, Himachal |And Consultancy Corp. quyén cla nha san xuat cho Céng ty vé viéc ndp hd so dé nghi danh gia GMP clia nha may (Gidy phép thanh Iap VPDD tai VN clia Céng ty Bliss
Limited Distt. Solan (H.P.) INDIA  [495/05 (Vol- E Pradesh, Baddi, Distt. Pharma Distribution And Consultancy Corp. d3 hét han (31/12/2021).

1) ; Solan, INDIA
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62 (Brassica Pharma |Plot no. T-68, T-68 (PT), T- |[NEW-WHO- Food & Drug Bharat Serums and 1. B6 sung:
Pvt. Ltd 63, MDIC, Tarapur, Boisar [GMP/CERT/ Administration M.S. Vaccines Limited - Gidy phép thanh lap Vi&n phong dai dién tai Viét Nam cla Cong ty Bharat Serums and Vaccines Limited va gidy Oy quyén clia nha san xu4t Brassica
[W], Thane 401502 KD/108760/ | & |Bandra- Kurla Complex, Pharma Pvt. Ltd vé viéc Oy quy&n cho Cong ty thuc hién viéc dirng tén ndp hd so danh gid GMP clia nha san xuat.
Maharashtra State- India |2022/11/40 g Bandra (E), Mumbai- - B6 sung day du so d6 téng thé, so dd nha xwédng ban in rd rang (in mau) thé hién tirng khu vire san xuat (tén phong, cap sach, chénh ap, duong di
258 3 |India ...) (Cong ty da bd sung HO so téng thé nha may bao gdm layout nha mdy thé hién dudng di nguyén liéu, thanh pham,.. tuy nhién thong tin, ban in
3 den trang, khong phan biét dugc cac hoat dong).
2. Gidi trinh: Trong Danh muc cac dot thanh tra trong 3 ndm gan nhat, c6 dé cap dén dot thanh tra ngay 04/04/2022, nhung khéng c6 thong tin vé
dot thanh tra ngay 28-29/03/2022). D& nghij giai trinh.
63 |Zeiss Plot No. 72 EPIP-1 HFW-H State Drugs Controller, [CAngty TNHH MTV An Khéng dong y d& nghi bd sung cach viét khac theo CPP clia Cong ty. D& nghi cdng ty thuc hién thl tuc thay ddi thong tin theo huéng dan clia Thong
Pharmaceuticals |Jharmajri, Baddi Distt. [Drugs] |Health & Family Welfare |Phat tuw 08/2022/TT-BYT Dang ky thudc.
Pvt Ltd. Solan. (H.P.), India 354/05 g Department Himachal
8 Pradesh, India
o)
i
64 |FLAMINGO Plot No NPH 1, Pharma UK GMP © Medicines & Healthcare [VPDD Flamingo Pé nghi bé sung Gidy GMP mdi con hiéu lyc (do Anh khéng con thudc EU nén khong ap dung diéu khoan gia han dén 31/12/2023 clia EMA), kém
PHARMACEUTICA [SEZ, Krushnoor, M.I.D.C, |22674 Insp S |products Regulatory Pharmaceuticals Limited |theo Bao cdo thanh tra twong (rng dwoc hgp phap hoéa va chirng thye theo quy dinh.
LS LIMITED Nanded, IN-431 709, India |GMP E Agency (MHRA) United [tai Ha NGi
(NANDED OSD 22674/8092 3 Kingdom
<
BLOCK) 057-0003 ~
65 [FLAMINGO NANDED BETA LACTAM UK GMP Medicines & Healthcare |VPDD Flamingo * D& nghi thyc hién cong b6 GMP do nudc s tai cAp cho BETA LACTAM BLOCK.
PHARMACEUTICA |BLOCK, Plot No. NPH 1, 22674 Insp products Regulatory Pharmaceuticals Limited [* D& nghj b8 sung Gidy chirtng nhan GMP do MHRA c&p dugc chirng thie,hop phap héa lanh sy tir ban géc, kém theo Bao cdo thanh tra twong (rng,
00
LS LIMITED Pharma SEZ, Krushnoor, |GMP S |Agency (MHRA) United [tai Ha Noi duoc chirng thue hop phéap hda theo quy dinh (Céng ty cung cip ban gidy chirng nhan GMP in tir EUDRA GMP va hgp phap héa lanh sy - chua cé
(NANDED BETA M.1.D.C, Nanded District, |22674/1204 : Kingdom bdo cdo thanh tra twong &ng)
—
LACTAM BLOCK) [IN 431709, India 3312-0002 <
(o]
66 |M/s. Kniss No. 9, Multi Industrial K Dis.No: Department of Food Congty c6 phan Tan V§  |D& nghi b8 sung Bdo cdo thanh tra twong ng (ban day du) dugc hop phap héa I3nh sy theo quy dinh, trong dé thé hién rd pham vi thanh tra d6i
Laboratories Pvt. |Estate, Gerugambakkam, [73/D1/4/20 |Safety and Drugs An V@i céc thudc beta-lactam la thudc nhém Cephalosporin hay Penicillin
Ltd. Chennai - 600 128, India |22 8' Control Administration,
& |Government of
9 |Tamilnadu, India
67 |Unique Survey No. 101/2 & DCD/D&D/L Food & Drug Control VPDD DKSH Singapore 1. B8 sung:
Pharmaceutical 102/1, Daman Industrial  |A/2019- Administration, Gujarat [Pte. Ltd tai Viét Nam - B6 sung so d6 nha xwdng ban in mau, thé hién rd rang dudng di clia ngudi, nguyén liéu, phan ap (ban ndp trong ho so' la ban in den trang khong
Laboratories (a Estate, Airport Road, 2020/914 State, India thé hién dugrc cac ndi dung nay).
division of J.B. Village Kadaiya, Daman- - Tai thoi diém céng b, gidy chirng nhan GMP d3 hét han hiéu lwc. Dé nghi b6 sung gidy chirng nhan GMP cp nhat, con hiéu luc, dugc hop phap
Chemicals & 396 210, India (cach ghi héa lanh sy va chirng thire theo quy dinh.
Pharmaceuticals |khac: Survey Number - Bdo cao thanh tra GMP gan nhat twong (ng véi pham vi gidy chirng nhan GMP nuwéc s& tai duoc hop phép hod I3nh su va chirng thuc theo quy
Limited) (cach ghi |101/2 & 102/1, Daman ° dinh
khac: Unique Industrial Estate, Airport g 2. Giai trinh: D& nghj giai trinh day chuyén san xuat thuéc dwoc liéu va non-beta chung hay riéng.
Pharmaceuticals [Road, Kadaiya, Daman, :
Laboratories) 396210, India; hodc g
[22]
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68 |[Unique Survey Number 101/2 & |OGYEI/5744 National Institute of VPDD DKSH Singapore B6 sung gidy chirng nhan GMP cap nhat, con hiéu lic, dugc hop phép héa lanh sy va chirng thuc theo quy dinh.
Pharmaceutical 102/1, Daman Industrial  [3-9/2019 Pharmacy and Nutrition |Pte. Ltd tai Viét Nam
Laboratories Estate, Airport Road, (OGYEI), Hungary
(Division of J.B. Kadaiya, Daman, 396210,
Chemicals & India (cach ghi khac:
Pharmaceuticals [Survey No. 101/2 &
Ltd.) (céch ghi 102/1, Daman Industrial °
khac: Unique Estate, Airport Road, g
Pharmaceuticals |Village Kadaiya, Daman- E
Laboratories) 396 210, India; hodc 2
Survey No 101/2 & 102/1, -
Daman Industrial Estate,
Airport Road, Kadaiya,
Nani Daman, 396210
India)
69 |Unique Survey No 101/2 & 102/1, |MI-2017-CL- Therapeutic Goods VPDD DKSH Singapore BG sung:
Pharmaceuticals [Daman Industrial Estate, |04525-1 Administration (TGA), Pte. Ltd tai Viét Nam - Gidy chirng nhan GMP cap nhat, con hiéu lyc, dwoc sao chirng thyc theo quy dinh (hgp phap héa lanh sy, cong chirng ...). Cong ty chi ndp ban in
Laboratories Airport Road, Kadaiya, Australia ndi dung tra clru trén website cia TGA.
(cach ghi khac: Nani Daman, 396210 - Bdo cdo thanh tra twong (rng dwoc hop phap hod lanh sy va chirng thyc theo quy dinh.
Unique India (cach ghi khac:
Pharmaceutical Survey Number 101/2 &
Laboratories (a 102/1, Daman Industrial °
division of J.B. Estate, Airport Road, g
Chemicals & Kadaiya, Daman, 396210, 3
Pharmaceuticals |India; hodc Survey No. ,T
Limited)) 101/2 & 102/1, Daman -
Industrial Estate, Airport
Road, Village Kadaiya,
Daman-396 210, India)
70 |Realcade Survey No. -891-892,Y - (22073454 Food & Drug Control Cong ty TNHH MTV An 1. B8 sung:
Lifescience Pvt.  |Junction, at - Narmada ~ |Administration, India Phat - So d6 téng thé nha may, so d6 khu virc san xudt thé hién rd tirng phong san xuat, cap sach, chénh &p,...
Ltd Canal, Karannagar, Tal - =] - Bao cao thanh tra GMP c6 day du théng tin vé don vi, dia chi, thanh tra vién, pham vi, thoi gian,...
Kadi, City - Karannagar - Ry 2. Pé nghj cong ty théng nhét cach ghi dja chi cia nha may va thyc hién thi tuc thay déi cla cac sdnpham san xuat tai nha may.
382 715, Dist. - Mehsana NS
Gujarat State, India o
71 |Abbvie S.R.L S.R. 148 Pontina Km 52, IT/214/H/20 o Italian Medicines Van phong Dai dién Céng |Cuc Quan ly Dwoc d3 cong b theo ding thong tin trén Gidy chirng nhan GMP. Tredng hop thong tin trén céc tai liéu khac khéng théng nhat, dé
Snc-Campoverde Di 18 S |Agency (AIFA) ty Abbott Laboratories nghi cung cap tai liéu va 1am thd tuc thay d8i, bd sung theo quy dinh.
Aprilia (loc. APRILIA) - ; (Singapore) Private
04011 APRILIA (LT), Italy E Limited
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82A, Constanta, cod
900055, Jud. Constanta,
Romania

TEN CO’ SO’ SAN . GIAY CH. | NGAY e - N < R a P e ey R 2 N
STT XUAT PIA CHI NHAN cAp CO QUAN CAP DN DE NGHI CONG BO NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
72 |[Corden Pharma |Dia chi chinh: Viale Dell'  |IT/45/H/202 AIFA Italian Medicines  |Céng ty TNHH 1. B6 sung:
Societa' Per Industria, 3 - 20867, 0 Agency AstraZeneca Viét Nam - Gidy GMP m¢i dé cap nhat thai han.
Azioni Caponago (MB), Italy Cong ty TNHH Novartis - CPP dé lam r& pham vi thudc hdn dich, nhii twong vo trung thé tich nhd
Céch viét khac: Dia chi nha may san xuat: Viét Nam 2. Dé nghi Cong ty théng nhat cach ghi dia chi va thuc hién thu tuc thay déi d6i véi théng tin sdn phdm theo (néu can thiét) theo Thong tw
(Corden Pharma  |Reparto UP3-Via G. ° Aspen Pharmacare 08/2022/TT-BYT dé thong nhat.
SPA) Galilei, 17-20867- 5 Australia Pty. 3. Khong déng y bd sung pham vi déng géi so cap d6i véi thube vo trung do pham vi sdn xuat thudc vo trung da bao gdm déng géi so cap.
Caponago (MB), Italy :
Cach ghi khac: Viale 2
Dell'Industrial 3 E Reparto -
Via Galilei 17, Caponago
(MB), I- 20867, Italy
73 |Shin Poong 7 Wonsi-ro, Danwon-gu, (2023-D1- « |Gyeongin Regional Food [Shin poong BG sung bao cao thanh tra ban duwoc hop phép héa lanh sy ddy da theo quy dinh.
Pharm. Co., Ltd Ansan-si Gyeonggi-do, 0222 § and Drug Pharmaceutical Co., Ltd
Republic of Korea g' Administration, Korea
8
74 |Hanmi Fine 57, Gyeongje-ro, Siheung- [2022-D1- Gyeongin Regional Céng ty CP Fresenius Kabi |B& sung:
Chemical Co., Ltd. |si, Gyeonggi-do, Republic 1732 «  |Office of Food and Drug |Viét Nam - Appendix 8 clia SMF dugc in mau rd rang hodc ban mém (ban in ndp trong ho so 1a ban in den trang, khdng phan biét dwoc mau twong ng cla
of Korea 8. Safety, Ministry of Food cdc cap sach; nhiéu chi tiét bi mo, nhoe).
:Ic' and Drug Safety, Korea - Ban v& phan b8 chénh 4p, ban vé dudng di cla ngudi, nguyén vét liéu, ban thanh pham trong khu virc san xuét.
3 - Bo cdo thanh tra duoc dich cdng chirng, sao chirng thuc hop phéap héa lanh sy theo quy dinh (Bdo céo thanh tra ndp trong hd so la ban sao tir
ban dich céng chirng, chuwa dugc sao chirng thue, hop phédp hoa lanh sy theo quy dinh).
75 [Withus 103 Je2gongdan 2-gil, 2023-D1- ~ |Gyeongin Regional Saint Corporation Pé nghi cong ty tiép tuc gidi trinh cac yéu cau tai Dot 24 trwdce khi cong bd GCN mdéi. (Dot 24 yéu cau gidi trinh: tai GCN GMP va bao céo thanh tra,
Pharmaceutical Miyang-myeon, Anseong- |0101 § Office of Food and Drug SMF d& cdp day chuyén cephalosporin chi cé vién nang cing, tai danh sach cac dot thanh tra cdng ty cung cdp, dot thanh tra day chuyén
Co., Ltd si, Gyeonggi-do, Republic g' Safety, Korea cephalosporin (dot danh gid ngdy 08-10/05/2019 clia MFDS) cé kiém tra trén vién nang cirng va vién nén.)
of Korea 3
76 [PharmEvo (Pvt.) |A-29, North Western 145/2022- Drug Regulatory PharmEvo (Pvt) Ltd., 1. B6 sung:
Ltd. Industrial Zone, Port DRAP (K) Authority of Pakistan Pakistan - Gidy phép hoat dong Van phong dai dién tai Viét Nam con hiéu lyc (Cong ty PharmEvo (Pvt) Ltd., Pakistan khdng ¢ tu cach phap nhan tai Viét
Qasim, Karachi, Pakistan ~ (Karachi) Nam). Truding hop, Cong ty khéng cé van phong dai dién, d& nghij phdi hop véi co s& dirng tén dang ky thudc thuc hién viéc ndp hd so danh gia
§ dép &ng GMP theo quy dinh).
g - Bao Fa’o thanh tra GMP duoc cong FhCrng, hop phép hdéa lanh §u' theo quy dinh
& - S0 d6 nha xudng ban in rd rang thé hién tirng khu vire san xuat (tén phong, cap sach, chénh ap ...)
o - Bdo cdo danh gia chat lwgng san phadm hang n3m thudc vé trung.
2. Gidi trinh vé viéc pham vi chirng nhan "thudc kem, thudc m&" ghi trén Gidy chirng nhan GMP. Tuy nhién, trong SMF khéng c6 théng tin vé viéc
s&n xuat cac dang thudc nay.
77 |Magistra C&C B-dul Aurel Vlaicu nr. 033/2021/R NAMMD (National Cong ty CP Dwgc phdm  |Khong dong y bd sung thém cach viét do chi 1a cach viét tit va bd sung postcode. D& nghj cong ty thdng nhat cach viét dja chi ciia Cong ty va thuyc
S.R.L 82A, Municipiul (e} Agency for Medicines Pha No hién thi tuc thay d6i théng tin san pham theo quy dinh tai Théng tw 08/2022/TT-BYT.
Hodc: Constanta, Judetul. and Medical Devices),
S.C.Magistra C&C |Constanta, cod postal - Rumani
S.R.L 900055, Romania =]
Céch viét khac: 3
B-dul Aurel Vlaicu nr. E
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AstraZeneca AB

Forskargatan 18,
Sodertalje, 151 36,
Sweden.

5.9.1-2022-
019455

17-03-2022

Swedish Medical
Products Agency (MPA)

Cong ty TNHH
AstraZeneca Viét Nam

1. Khong cong bd dia chi nha may theo dia chi phap ly clia cong ty. Dé nghi cdng ty thuc hién céc tha tuc thay déi dia chi tai san phadm theo dung dia
chi cia nha may san xuat san phadm (néu can thiét).

(do theo theo chinh sach mdi clia EU/EMA, cac nha may da duoc dat dinh danh theo tirng céng ty va dia chi nha may:

+ Tai Gidy phép san xu4t clia cac nha may AZ, dia chi “ Sodertalje, 151 85, Sweden” chi Ia dia chi phap ly “Legally registered address of authorisation
holder”.

Dia chi authorisation holder tai “Sodertalje, 151 85” cla AZ da dwoc dinh danh dija chi riéng 13 “LOC-100014112”".

+ Dia chi nha may tai “Forskargatan 18, Sédertélje, 151 36” clia AZ dd dugc dinh danh dia chi riéng Ia LOC-100000556.

+ Dia chi nha may tai “Gartunavagen, Sodertalje, 152 57” cla AZ d3 duwoc dinh danh dia chi riéng Ia “ LOC-100001070".

Tra clru postcode thi viing Sodertalje gdm nhiéu vung c6 postcode riéng, trong d6 3 postcode 151 85, 15136 va 152 57 la déc 13p v&i nhau. Trong
dd, vung cé postcode 151 36 va 152 57 cach xa nhau.)

2. D& nghj cdng ty b6 sung hd so cap nhat Gidy chirng nhan GMP mdi (Tra clru Eudra, nha may da c6 GCN mé&i ndm 2023).
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AstraZeneca AB

Gartunavagen, Sodertalje,
152 57, Sweden

6.2.1-2021-
050663

11-07-2022

Swedish Medical
Products Agency (MPA)

Cong ty TNHH
AstraZeneca Viét Nam

Khong cong bd dia chi nha may theo dia chi phép ly clia cdng ty. D& nghi cong ty thurc hién cac thu tuc thay déi dia chi tai san pham theo ding dia
chi cia nha may san xuat san phadm (néu can thiét).

(Do theo chinh sach méi cia EU/EMA, céc nha mdy da duwoc dat dinh danh theo tirng cong ty va dia chi nha may:

+ Tai Gidy phép san xuét clia cdc nha méy AZ, dia chi “ Sodertalje, 151 85, Sweden” chi Ia dia chi phap ly “Legally registered address of authorisation
holder”.

Dia chi authorisation holder tai “Sodertalje, 151 85” cla AZ da dugc dinh danh dija chi riéng 13 “LOC-100014112".

+ Dia chi nha mdy tai “Forskargatan 18, Sédertilje, 151 36” cia AZ da duoc dinh danh dia chi riéng 1a LOC-100000556.

+ Dia chi nha may tai “Gartunavagen, Sodertalje, 152 57” cta AZ d3 duwoc dinh danh dia chi riéng la “ LOC-100001070".

Tra clru postcode thi viing Sodertalje gdm nhiéu vung c6 postcode riéng, trong d6 3 postcode 151 85, 15136 va 152 57 1a doc 13p v&i nhau. Trong
d6, vung co postcode 151 36 va 152 57 céch xa nhau.)
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AstraZeneca AB

Gartunavagen, Sodertalje,
152 57, Sweden

6.2.1-2022-
049804

11-07-2022

Swedish Medical
Products Agency (MPA)

Cong ty TNHH
AstraZeneca Viét Nam

1. Khong céng b8 dia chi nha may theo dia chi phap ly clia cong ty. Dé nghi cdng ty thyrc hién céc tha tuc thay déi dia chi tai san phdm theo dung dia
chi cia nha may san xuat san phadm (néu can thiét).

(Do theo chinh sdch mdi ciia EU/EMA, cac nha may da duoc dit dinh danh theo tirng cong ty va dia chi nha may:

+ Tai Gidy phép san xuit clia cac nha may AZ, dia chi “ Sodertalje, 151 85, Sweden” chi Ia dia chi phap ly “Legally registered address of authorisation
holder”.

Dia chi authorisation holder tai “Sodertalje, 151 85” cla AZ da dugc dinh danh dija chi riéng 13 “LOC-100014112".

+ Dia chi nha mdy tai “Forskargatan 18, Sédertilje, 151 36” cia AZ da duoc dinh danh dia chi riéng 1a LOC-100000556.

+ Dia chi nha may tai “Gartunavagen, Sodertalje, 152 57” cta AZ d3 duwoc dinh danh dia chi riéng la “ LOC-100001070".

Tra clru postcode thi viing Sodertalje gdm nhiéu vung c6 postcode riéng, trong d6 3 postcode 151 85, 15136 va 152 57 1a doc 13p v&i nhau. Trong
d6, vung co postcode 151 36 va 152 57 céch xa nhau.)

2. Co s& san xuat da dugc cong b pham vi "déng géi so cap thudc cdm". Khong dong y bd sung pham vi “sdn xudt thudc khong vé trung: pellet,
thuéc cdm, thudc tii. Chirng nhan 16” do tai muc 1.2 va 4.1 SMF thé hién nha may chi thuc hién tir cdng doan déng c6m vao tui, khéng thyc hién
céc cdng doan pha ché khéc.
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Mefar ilag Sanayii
AS.

Ramazanoglu Mah. Ensar
Cad. No: 20, Kurtkoy -
Pendik / Istanbul, Turkey

TR/GMP/20
23/26

19-01-2023

Turkish Medicines and
Medical Devices Agency

Cong ty c6 phan
Pharmatopes Viét Nam

1. Pham vi chirng nhan trén gidy chirng nhan GMP méi rat rong. Trong d6 "Thudc déng khd: bao gdm ca hoat chat cé hoat tinh cao". Dé nghi b6
sung Site Master File cdp nhat cho gidy chirng nhdn GMP méi do pham vi chirng nhan thay d6i trén gidy mai va cung cip tai liéu cla co quan quan
ly Th& Nhi Ky vé "hoat tinh cao".

2. Tai liéu ndp kém cong van khong phai Bao cdo thanh tra ddy d0; chi 1a ban tém tét, thong bao ton tai phat hién trong kiém tra. Yéu ciu cung cap
bao céo thanh tra ban day a0 (thé hién rd pham vi, loai hinh, muc dich thanh tra vién,...), ban dugc chitng thuc, hop phap héa lanh sy theo quy
dinh.
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Mefar ilag San.
AS.

Ramazanoglu Mahallesi
Ensar Caddesi No: 20,
Kurtkoy - Pendik /
Istanbul, Turkey

Turkish Medicines and
Medical Devices Agency

Cong ty CP DP 4T Pharma

Cong ty ndp don dé nghj cap nhat GMP cho co s& san xuat Mefar ilag San. A.S., tuy nhién gidy GMP nop kém hd so |a clia co s& Mepro
Pharmaceuticals. Khéng chap nhan.
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Recordati llag
San. Ve Tic. A.S

Cerkezkoy Organize
Sanayi Bolgesi, Karaagag
Mah. Atatirk Caddesi No:
36 Kapakli/Tekirdag,
Turkey

TR/GMP/20
22/300

08/12/2022

Turkish Pharmaceutical
and Medical Devices
Agency

Cong ty TNHH Duoc
pham Nhat Anh

BG sung:

- Gidy GMP cap nhat theo diing mau clia co quan quan ly Thé dugc hop phap hda chirng thue rd rang.

- Bao cao tuong (rng cé day du théng tin vé pham vi thanh tra, diu va chit ky xac nhan cla co quan cap.

- Site Master File cap nhat c6 So dd nha xudng ban in rd rang cé chi thich bang tiéng Anh hodc tiéng Viét thé hién tén phong, cap sach, chénh ép,
dudng di d8i vai tirng khu vue sdn xuat (building).

- Véan ban clia co quan clia thAm quyén nuwérc s tai xac nhan veé cac cach ghi tén va dia chi co s& san xuat do khdng thdng nhat gitta GMP méi va
GMP c.

Danh sach co s& can b6 sung, gidi trinh
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Puerto Rico (PR) 00771,
United States (USA)

TEN CO’ SO’ SAN . GIAY CH. | NGAY P - A ~ & A Fm S = A N
STT XUAT DIA CHI NHAN cAp CO QUAN CAP DN DE NGHI CONG BO NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
84 |Deva Holding A.S. |Gerkezkdy Organize DE_BW_01_ Co quan tham quyén Cong ty TNHH New Far 1. Céng ty d& nghi gia han theo chinh sich clia EMA. Tra c(ru EUDRA, d3 c6 gidy GMP m&i cap ngay 23/03/2023.
Sanayi Bélgesi, Karaagag |GMP_2019_| 9 |Btrc East; Cong ty ¢ phan Pé nghi cong b theo gidy GMP méi cap nhat.
Mabh., Atatiirk Cad., No.  |0044 g duoc pham Pha No 2. Cong ty dé nghi bd sung cach ghi khac clia dia chi co s trong dé duwoc ghi day dd cac chir viét tat theo xac nhan clia Co quan quan ly Thé Nhi Ky.
32, TR-59510 Kapakli / 8 Tuy nhién gidy GMP d3 hét han hiéu luc. Cuc QLD s& xem xét viéc bé sung sau khi cap nhat gidy GMP mdi cla co sé.
Tekirdag, Turkey 3
85 |Pfizer Biotech No. 290-1, Chung Lun 06395 o |The Republic of China VPDD Pfizer (Thailand) Gidy GMP dang cdng b8 d3 hét han hiéu lyc.
Corporation, Village, Hsinfeng, § Food and Drug Ltd., tai Viét Nam Pé nghi cung cap gidy GMP cap nhat, kém bdo cdo thanh tra tuwong (rng, dwoc sao chirng thyc hop phap héa lanh sy theo quy dinh.
Hsinchu Plant Hsinchu, 30442, Taiwan g Administration (Taiwan)
Q
86 |Scientific 17 Myra street, Kyiv LT/01H/201 State Medicines Control |Cong ty c6 phan BT Viét  |B6 sung:
industrial Centre (03134, Ukraine 8 Agency Under Ministry |Nam - Gidy chirng nhan GMP kém B&o céo thanh tra GMP twong rng con hiéu luc, dugc hop phap héa Ianh sy va chirng thye theo quy dinh.
"Borshchahivskiy o of Health of the - H6 so cdng b8 dap trng GMP nudce s& tai.
Chemical S |Republic of Lithuania
Pharmaceutical 3
Plant" Public g
Joint-Stock -
Company
87 [Amgen State Road 31 Km 24.6, FEI: United States Food and [VPDD Zuellig Pharma Pé nghi b6 sung bao cdo thanh tra GMP dot gan nhat dugc hop phap héa Ianh sy va chirng thyc theo quy dinh.
Manufacturing Juncos, Puerto Rico, 1000110364 o Drug Administration Pte., Ltd
Limited 00777, USA ; 2 |(us. FDA)
(* Cach ghi khac: State El end: 3
Road 31 Km 24.6, Juncos, |06/08/2018 E
Puerto Rico, 00777-4060, c
USA)
88 |MsD Pridco Indus Park, SR 183, |FEI: United States Food and [VPDD Merck Sharp& Cuc QLD d& céng b8 pham vi chirng nhan theo dang bao ché; cé kém theo tén thudc va tén hoat chat chinh. Khéng ddng y b8 sung chi tiét cac dang
International Las Piedras, Puerto Rico  |2650155 Drug Administration Dohme (Asia) Ltd tai Viét |ké&t tinh clia hoat chat. Khong b sung co ché tac dung Gidi phdng cham.
GmbH (Puerto (PR) 00771, United States (U.S. FDA) Nam
Rico Branch) LLC  [(USA) °
(Cach ghi khac: Pridco g
Industrial Park, State :
Road 183, Las Piedras, E
o~
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