BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUGQC Déc lap - Ty do - Hanh phiic
Sé: 23/QLD-CL I Néi, ngay t¥ thing 42 ndm 2018
V/v nhéip khéu va lwu hanh thube
chira valsrtan

Kinh gii: Cong ty Torrent Pharmaceuticals Ltd.

Ngay 13/7/2018, Cuc Quén Iy Dugc 34 ¢ cong vin sd 13441/QLD-CL
v& viée xit Iyf thubc chira dwoc chét valsartan, trong dé c6 théng bao thu hdi d01
ol cic 16 thubc Valzaar H, SDK: VN-17796-14, dugc san xuft tir ngudn
nguy®n Héu valsartan chira tap chét N-mtrosodlmethylamme (NDMA) do
Zhejiang Huahai Pharmaceutical Co. Ltd san xuét.

2. Cyc Quan ly Duoc nhan dugc:

- Vin thu khong sb dé ngay 08/8/2018; khong sb dé ngay 04/10/2018 cia
Cong ty Torrent Pharmaceuticals Ltd., vé viéc béo cdo ngudn gbc nguyén liéu
valsartan st dung trong san xuét thudc Valzaar H, SDK: VN-17796-14.

- Van thy khéng sb d& ngay 05/11/2018 cua Cong ty Torrent
Pharmaceuticals Ltd., vé viéc bo cdo ngudn gbc nguyén liéu valsartan va &
nghi duoc tiép tuc nhip khiu va lwu hanh d6i véi thubc Valzaar H, SDK: VN-
17796-14.

- Vian thu s§ 438/BC-18/XNK-CT a2 ngay 25/9/2018 cia Céng ty cb
phin TBYT Pa Néng vé& viéc luu hanh thubc Valzaar H, SDK: VN-17796-14
nhép khiu vé Viét Nam.

- Theo d6, Cdng ty Torrent Pharmaceuticals Lid. da:

+ Cung cip hd so 16, hd so déng géi va phiéu kiém nghiém thé hién 16
thuéc BS11E001 duoc san xuét tir nguyén liéu valsartan khéng chira tap chit N-
nitrosodimethylamine (NDMA) do Sun Pharmaceuticals Insustries Ltd
(Ranbaxy Laboratories Limited) san xuét.

+ Nop hd so ding ky thay ddi nha san xuit nguyén liéu dugc chit
valsartan loai bo co s& san xudt Zhejiang Huahai Pharmaceutical Co. Ltd.

+ D& nghj duoc luu hanh d6i v6i 16 thudc BS11E001 c¢6 ngudn gbe
nguyén liu valsartan do Sun Pharmaceuticals Insustries Ltd (Ranbaxy
Laboratories lelted) sén xuét khéng chia tap chét N-mtrosodnmethylamme
(NDMA) va dé nghi dugc tiép tuc nhap khéu va dua ra lwu hanh thubc Valzaar
H, SPK: VN-17796-14 sir dung ngudn nguyén lidu valsartan khéng chira tap
chit N-nitrosodimethylamine (NDMA).

Sau khi xem xét, Cuc Quan 1y Dugc c¢6 ¥ kién nhu sau:
1. Pong y dé Cong ty Torrent Pharmaceuticals Ltd phdi hqp véi nha nhép
khiu, phan phdi duge tiép tuc phan phdi, lvu hanh va sir dung thudc Valzaar H,



SPK: VN-17796-14, sé 16: BS11E001, han diing 02/2020 (stt dung ngudn
nguyén lidu valsartan khéng chira tap chit N-nitrosodimethylamine (NDMA) do
Sun Pharmaceuticals Insustries Ltd (Ranbaxy Laboratories Limited) san xuét).

2. Ddng ¥ 4 Cong ty Torrent Pharmaceuticals Ltd phdi hop véi nha nhap
khéu, phén phéi duge tiép tuc nhap khau, phan phéi, lru hanh va sit dung thube
Valzaar H, SDK: VN-17796-14. Cic 16 thudc tiép tuc dugc nhap khiu, phén
phéi, lwu hanh va st dung tai Viét Nam phai:

- Pugc sin xult ttr ngudn nguyén lidu khong chira tap chét N-
nitrosodimethylamine (NDMA), N-nitrosodiethylamine (NDEA) (nguyén liéu
ciia nha san xuit Sun Pharmaceuticals Insustries Ltd (Ranbaxy Laboratories
Limited)).

- Pugec san xuit sau ngdy ky cong vén nay.

- Pam béo chit lugng thude an toan, hiéu qua theo ding nhu hé so dang
ky thubc di dwoc phé duyét.

3. Yéu céu Cong ty phdi hop véi céc co s& nhap khéau thude Viét Nam tiép
tuc theo ddi phén img cé hai cia cac thudc néu trén, bdo cédo vé& Cuc Quén ly
Dugc va cac co quan chic ning khi phat hién ¢ diu hiéu khong an toan cho
nguoi st dung.

Cuc Quan ly Dugc théng béo dé cic don vi biét va thuc hién./.
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