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PHU LUC I: DANH SACH CAC CO SO SAN XUAT THUOC, NGUYEN LIEU LAM THUOC TAI NUGC NGOAI
PAP UNG THUC HANH TOT SAN XUAT KHI PANG KY LUU HANH TAI VIET NAM - POQT 2
/2019 cua Cuc Quan ly Duoc)

(Ban hanh kém theo Céng vin s6

/OLD-CL ngay /

. .| Nguyén [ GCN Ngay hét han | Co quan cip
. | Dia chi co sy | T am Vi chung nhan | < S ovp : .
TT| Co s6 san xuat .sﬁn <ut (GCN GMP/ (}iﬁy Yéu cau hoan thi¢n ho so
phép san xuat)
1 |Esseti Farmaceutici [Via Campobello |* Thubc vé trung: EU-GMP [IT/40- 21/10/2019 |CQQL Duoc Y  |Dé nghi bé sung Ho so tong thé nha may day du
SR.L 15-00071 Thudc tiét trung cudi: 1/H/2018 (AIFA) céc phu lyc theo hudng dan cia WHO-

Pomezia (RM),
Italia

dung dich thé tich nho

GMP/PICs-GMP/EU-GMP dugc in trén khé gidy
du 16n dé co6 thé doc rd cac so dd (Danh muyc cac
nha san xuat va co s¢ kiém nghiém theo hop
déng, So d6 t6 chue, Cac ban vé khu vuce san
xudt bao gdm chénh ap, cip sach, duong di cua
nguyén liéu va duong di ctia nhan vién, Ban mo
ta tbng quat qua trinh san xuét ciia mdi dang bao
ché, Ban v& mo ta hé thong xir Iy nuéc, Danh
muc céc thiét bi san xudt va kiém nghiém chinh)




B chi co s Pham vi chimg nhan tglfgf/ﬁ: GCN Ngay hét han | Co quan cap
TT| Co s san xudt | -, ¢ (GCN GMP/ Giay Yéu ciu hoan thién hd so
san xua phép san xuit)
2 |Genzyme Ireland  [IDA Industrial [* Thudc khong vo tring: [EU-GMP [16649/M10|  02/06/2020  |CQQL Duoc Khoéng yéu cau
Limited park, Old Vién nang cimg, thudce 13 Ireland (HPRA)
Kilmeaden bot pha hdn dich udng,
Road, vién nén;
Waterford, * Thubc san xuét vo
Ireland trang: thude bot dong
kho, dung dich thé tich
nho
* Thubc cong nghé sinh
hoc: thudc vo tring chira
hoat chat sinh hoc
3 [PT. Sunthi Sepuri [JL. Raya Serang |[* Thudc khong vo tring: [PIC/S-  [4501/CPO 08/09/2020  |CQQL Duoc Dé nghi bo sung Ho so tong thé nha may day di
Km. 17, Cikupa [Thudc udng dang long GMP B/A/IX/15 Indonesia cac phu lyc theo huéng dan ciia WHO-
Tangerang khong chira khang sinh (NADFC) GMP/PICs-GMP/EU-GMP duoc in trén kho gidy
15710, nhom beta-lactam du 16n dé c6 thé doc 6 cac so dd (Danh muc cac
Indonesia nha san xudt va co s¢ kiém nghiém theo hop
déng, So d6 t6 chire, Cac ban v& khu vuce san
xuit bao gdm chénh ap, cp sach, duong di cia
nguyén liéu va duong di ciia nhan vién, Ban mo
ta tong quat qua trinh san xuét ciia mdi dang bao
ché, Ban v& mo ta hé théng xir Iy nude, Danh
muc céc thiét bi san xuét va kiém nghiém chinh)
4 |M/s Theon Vill. Sainimajra, |* Thudc khong vo tring  [WHO- HFW- 26/07/2021  [CQQL Dugc bang|B6 sung Béo céo ra soat chat lugng ctia san
Pharmaceuticals  |Tehsil Nalagarh, [khong chira khang sinh ~ [GMP H[Drug]23 Himachal Pradesh |pham v tring tuong ting véi san pham du kién
Ltd. Distt. Solan nhom beta lactam: Vién 3/06 -Anbo dang ky Iuu hanh tai Viét Nam dé cong bd cho

(H.P), India

nén, vién nén bao phim

cac dang thude vo tring




B chi co e Pham vi chitng nhén tglcguG)f/[r;) GCN Ngay hét han | Co quan cap
TT| Co s san xudt | -, ¢ (GCN GMP/ Giay Yéu ciu hoan thién hd so
san xua phép san xuit)
5 [Minskintercaps Building 2, 26/3 [* Thudc khong vo trung: 28/02/2020  |Bo Y té Belarus  [Khong yéu cau
uv Inzhenernaya |Vién nang cing, vién 023/2016/G
Str., 220075  |nang mém MP
Minsk, Republic
of Belarus
6 |Glenmark Plot No.2, * Thudc khong v trang: |India- UK-GMP 19/4/2021  [CQQL Duoc Anh |Dé nghi b6 sung Béo cdo thanh tra ciia CQQL
Pharmaceuticals  [Phase-II, Vién nén, vién nénbao  [GMP/WH |33881 Insp (MHRA) (MHRA) Duogc An Do va bdo céo ra soat chit lugng san
Limited Pharma Zone  |phim, vién nang ctng, O-GMP |GMP phim dé xem xét cong b cho cac dang bao ché
Indore Special 17350/5879 khéc va thudc tiém
Economic Zone 877-0006
Pithampur, Dist,
Dhar (M.P.),
Pincode 454
775, India
7 |AstraZeneca 4601 Highway |* Thudc khong vo tring: [EU GMP [IT/GMP/E/|  13/02/2018  [CQQL Dugc Y  [Dé nghi bo sung:
Pharmaceuticals LP|62 East, Mount |Vién nang cting, Vién 6-2015 (AIFA) + Ho so téng thé nha may day du cac phy luc
(formerly Bristol ~ |Vernon, IN, nén, vién nén bao phim, revl theo huéng dan cia WHO-GMP/PICs-GMP/EU-
Myers Squibb 47620, USA Thubc udng dang long, GMP duoc in trén kho gidy dii 16n dé c6 thé doc

Company)

thubc bot pha dung dich
ubng

13 céc so d6 (Danh muc cac nha san xudt va co
s& kiém nghiém theo hop ddng, So d6 td chire,
Céc ban v& khu vic san xudt bao gdm chénh 4p,
cép sach, duong di cua nguyén liéu va duong di
ctia nhan vién, Ban mo ta tong quat qué trinh san
xudt ciia mdi dang bao ché, Ban v& mo ta hé
thong xir Iy nuéc, Danh muc cac thiét bi san xudt
va kiém nghiém chinh)

+ B6 sung GCN GMP ban cap nhat
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B chi co s Pham vi chimg nhan tglfgf/ﬁ: GCN Ngay hét han | Co quan cap
TT| Co s san xudt | -, ¢ (GCN GMP/ Giay Yéu ciu hoan thién hd so
san xua phép san xuit)
8 [Farma Italia S.P.A, | Via Vién nén Arcabose EU GMP [IT/265- 05/06/2019 |CQQL Duoc Y  |Dé nghi bé sung Ho so tong thé nha may day du
Zamgbeletti, 25-[Friulchem 1/H/2016 (AIFA) cac phu luc theo huéng dan cia WHO-
20021 GMP/PICs-GMP/EU-GMP dugc in trén kho gidy
Baranzate (M), du 16n dé co thé doc 16 cac so dd (Danh muc cac
Italia nha san xuat va co s¢ kiém nghiém theo hop
d@)ng, So d6 t6 chuie, Cac ban vé khu vuce san
xuét bao gém chénh ap, c?ip sach, duong di cua
nguyén liéu va duong di ciia nhan vién, Ban mo
ta tong quat qua trinh san xuét ciia mdi dang bao
ché, Ban v& mo ta hé thong xir Iy nuéc, Danh
muc céc thiét bi san xudt va kiém nghiém chinh)
Lamp San Prospero |Via della Pace, EU GMP |IT/168- 02/05/2019  [CQQL Dugc Y
S.P.A, 25/A, 1-41030 1/H/2016 (AIFA)
San Prospero,
Modena, Italia
9 |[Joint stock 53 Krustpils * Thudc khong vo trang: [EU-GMP  [ZVA/LV/2 04/07/2020 |CQQL Duogc Khong yéu cau
Company Grindeks |Street, Riga, LV{vién nang cting (bao gdm 017/016H Latvia
1057, Latvia  |ca thudc chua chat doc té
bao, chat kim té bao);
Thubc ding ngoai dang
long, thude udng dang
long; thubc md, thude gel,
Vién nén; vién nén bao
phim;
10 |Vianex S.A. — Plant|16th km San xuat, dong goi, thir  |[EU-GMP |79257/13- 44086 CQQL Duoc Hy |Dé nghi cung cip Béo céo thanh tra dé 1am rd
Cc Marathonos nghiém: * Thudc vo 10-2017 Lap pham vi san xuét thudc ung thu (khong thé hién
Ave, Pallini trang: thude dong kho, trén Gidy ching nhan)
Attiki, 15351, [dung dich thé tich nho

Greece




B chi co s Pham vi chimg nhan tglcguG)f/[r;) GCN Ngay hét han | Co quan cap
TT| Co s san xudt | -, ¢ (GCN GMP/ Giay Yéu ciu hoan thién hd so
san xua phép san xuit)

11 |Lilly France Zone Xuit xudng: EU-GMP |2018/HPF/ 23/02/2021  |CQQL Dugc Dé nghi cung cip Bao cao thanh tra dé lam rd
Industrielle, 2 |* Thudc san xudt vo tring FR/097 Phap (ANSM) pham vi xuat xuong thudc ung thu (khong thé
rue du colonel  [(thudc hormon): thudc hién trén Gidy ching nhan)

Lilly, déng kho, dung dich thé
Fegersheim, tich nho.
67640, France [* Thudc sinh hoc: San
pham cong nghé sinh hoc
12 |Eczacibasi Monrol |Tubitak Mam  [* Thudc phong xa: EU-GMP/ |049/2017/R|  31/07/2019 |CQQL Duoc Dé nghi bo sung bao céo thanh tra cia CQQL
Nukleer Urunler | Technoparki + Dung dich uéng @) Rumani Duogc dé cong bd cac dang thude.
San. Ve tic A.S. Baris Mah. MON.1YOT-131 (74-
Dr.Zeki Acar 18500 MBQ);
Cad.No:1, + Vién nang cing
Gebze-Kocaeli, [IMON.I'YOT-131 (37- PICs 30/11/2020 CQQL Dugc Tho
41470, Turkey |7400MBq); GMP TR/GMP/2 Nhi Ky
+ Vién nang cling 018/105 d

MON.1YOT-131 (0,37-
36 MBq);

+ Binh phat hat nhan
phong xa - dung dich rira
giai dung cho tiém hodc
nhé mit MON.TEK
99Mo/99m TC




B chi co s Pham vi chimg nhan tglfgf/ﬁ: GCN Ngay hét han | Co quan cap
TT| Co s san xudt | -, ¢ (GCN GMP/ Giay Yéu ciu hoan thién hd so
san xua phép san xuit)
13 |Haupt pharma Donaustaufer ~ [* Thudc vo tring (bao  [EU-GMP |DE_BY_05| 12/07/2019 |CQ Tham quyén [Dé& nghi bd sung Ho so tong thé nha may day du
Amareg GmbH - [Strabe 378, g0m cé khang sinh, thubc _GMO_20 burc c4c phu luc theo huéng dan ctia WHO-
Pic 93055 kim té bao, thudc doc té 17_0024 GMP/PICs-GMP/EU-GMP dugc in trén kho gidy
Regensburg, bao; thudc chira hormon du 16n dé c6 thé doc rd cac so dd (Danh muc cac
Germany hoac hoat chét co hoat nha san xuét va co so kiém nghiém theo hop
tinh hormon; thudc trc d@)ng, So d6 t6 chuie, Cac ban vé khu vuce san
ché mién dich): vién nang xudt bao gdbm chénh ap, cip sach, duong di cua
cting, thuc nuée dung nguyén liéu va duong di ctia nhan vién, Ban mo
ngoai, thudc ban rén, ta tong quat qua trinh san xuét ciia mdi dang bao
thudc dat, vién nén. ché, Ban v& mé ta hé théng xir Iy nude, Danh
muc céc thiét bi san xudt va kiém nghiém chinh)
14 |Laborat6rios Rua Elias * Thudc vo tring: EU-GMP [F019/S1/M | 11/05/2020 |CQQL Duoc B6 |Khéng yéu cau
Vitéria, S.A Garcia, n.° 28, + Thudc san xuat vo H/001/2017 Dao Nha

Amadora, 2700-
327, Portugal

trung: Dung dich thé tich
nho.

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

* Thudc khong v tring:
Vién nang cimg; thudce
ubng dang 1ong; dang bao
ché béan rén; vién dat;
vién nén; thudc bot; thube
cdm; pessaries.




Nguyén GCN Ngay hét han | Co quan c
| Bia chi co s | Tam Vi ching nhan técg G);V[P S ! ’ : :
TT| Co sé san xuat .sﬁn <ut (GCN GMP/ G'iﬁy Yéu cau hoan thién ho so
phép san xuat)

15 |Eisai European * Thudc san xuét vo EUGMP [UK MIA 08/06/2018  |CQQL Duoc Anh |Khéng yéu cau

Manufacturing knowledge trang: dung dich thé tich 32301 Insp (MHRA)

Limited (co s& centre mosquito {nho (dong goi thir cap va GMP/IMP

dong goi thir cap va|way hatfield chirng nhén 16) 32301/7262

Xuét xuong) AL10 9SN, UK |* Thudc khong vo tring: 19-0007

Vién nang ciing, vién nén.




