BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Déc lap - Tu do - Hanh phic

S6:3447 /QLD-CL Ha Ngi, ngay 04 thang 05 nam 2022

V/v théng bao thu hoi thude vi
pham muc do 3

Kinh gur:
- S& Y té céc tinh, thanh phé) truc thudc Trung wong;
- Chi nhanh cong ty TNHH Zuellig Pharma Viét Nam (Lo 5,
duong sb 2, Khu Chi nhanh Tan Tao, Q. Binh Tén, Tp. Ho
Chi Minh).

Cin clt vao cac quy dinh vé quéan Iy duoc hién hanh cia Viét Nam.

Can ¢t Cong vin s6 575/VKNT-KHTH ngay 30/11/2021 gti kém phiéu
kiém nghiém s6 0342/VKN-KT2021 ngay 30/11/2021 cta Vién kiém nghiém thudc
Tp. H6 Chi Minh, Cuc Quén Iy Duoc d3 ban hanh Céng vin s6 15039/QLD-CL
ngay 22/12/2021 vé viée xt Iy 16 thubc Vién bao duong Neurobion (Pyridoxin HCI
(vitamin B6) 200mg; Vitamin Bl (Thiamin mononitrat) 100mg; Vitamin B12
(Cyanocobalamin) 200mcg), SPK: VN-20021-16, S6 16: D0083217, NSX:
14.11.20, HD: 13.11.23 va S6 16: D0006203, NSX: 15.10.20, HD: 14.10.23 do
Céng ty PT. Merck Tbk (Indonesia) san xut, Chi nhanh cong ty TNHH Zuellig
Pharma Viét Nam nhap khAu. Mau thudc khong dat tiéu chuén chat luong vé chi
tiéu D6 dong déu khoi luong. Theo d6, Cuc Quan Iy Duoc d3 yéu cau Chi nhanh
cong ty TNHH Zuellig Pharma Viét Nam phdi hop véi co quan kiém tra chét
luong, co quan kiém nghiém thubc Nha nuée tién hanh 1dy mau bd sung va gui
mau d3 lay téi Vién kiém nghiém thu6c Trung wong hoic Vién kiém nghiém thubc
Tp. H6 Chi Minh dé kiém tra chat lwong d6i vé6i chi tiéu D6 dong déu khéi lwong.

Ngay 22/04/2022, Cuc Quan ly Duoc nhan duoc Coéng van sb 194/VKNT-
KHTH cta Vién kiém nghiém thuéc Tp. H6 Chi Minh g kém céac phiéu kiém
nghiém s6 0439/VKN-YC2022, 0440/VKN-YC2022 ngay 21/04/2022 bao céo két
qua lay mAu bd sung 461 véi 16 thude vién bao duong Neurobion S6 16: D0083217,
NSX: 14.11.20, HD: 13.11.23 va phiéu kiém nghiém sb 0441/VKN-YC2022,
0442/VKN-YC2022 ngay 21/04/2022 béo cao két qua lay mau bd sung d6i véi 16
thudc Vién bao duong Neurobion S6 16: D0006203, NSX: 15.10.20, HD: 14.10.23,
trong d6 c6 miu thudc khong dat tiéu chuin chét luong vé chi tiéu D6 dong déu
khéi luong.

Nhu vy céc 16 thude Vién bao duong Neurobion (Pyridoxin HCI (vitamin
B6) 200mg; Vitamin Bl (Thiamin mononitrat) 100mg; Vitamin B12
(Cyanocobalamin) 200mcg), SPK: VN-20021-16, S6 16: D0083217, NSX:
14.11.20, HD: 13.11.23 va S6 16: D0006203, NSX: 15.10.20, HD: 14.10.23 néu
trén duoc xac dinh la vi pham murc do 3.



Cuc Quan ly Dugc thong bao:

1. Thu hoi toan qudc Vién bao duong Neurobion (Pyridoxin HCI (vitamin
B6) 200mg; Vitamin Bl (Thiamin mononitrat) 100mg; Vitamin BI12
(Cyanocobalamin) 200mcg), SPK: VN-20021-16, S6 16 D0083217, NSX:
14.11.20, HD: 13.11.23 va S4 16: D0006203, NSX: 15.10.20, HD: 14.10.23 do
Céng ty PT. Merck Tbk (Indonesia) san xuét, Chi nhanh cong ty TNHH Zuellig
Pharma Viét Nam nhap khéu.

2. Chi nhanh cbéng ty TNHH Zuellig Pharma Viét Nam phdi hop véi nha
cung cAp va phan phdi thubc, phai:

+ Trong th&i han 02 ngay ké tir ngay ky Cong vin nay, gii théng bao thu héi
td1 cac co s& ban budn, ban 1€, st dung Vién bao duong Neurobion (Pyridoxin HCI
(vitamin B6) 200mg; Vitamin B1 (Thiamin mononitrat) 100mg; Vitamin B12
(Cyanocobalamin) 200mcg), SPK: VN-20021-16, S6 16: D0083217, NSX:
14.11.20, HD: 13.11.23 va S6 16: D0006203, NSX: 15.10.20, HD: 14.10.23 do
Céng ty PT. Merck Tbk (Indonesia) san xuét, Chi nhanh céng ty TNHH Zuellig
Pharma Viét Nam nhap khiu va tién hanh thu hoi toan b 16 thubec khéng dat tiéu
chuén chét luong néu trén.

+ Gri bao cdo thu hdi vé Cuc Quén Iy Duoc trong vong 33 ngay keé tir ngay
ky Céng vin nay, ho so thu hoi bao gdm s6 luong nhap khiu, ngay nhap khau, sd
lwong thu hoi, cac bﬁing chimg vé viéc thuc hién thu hdi tai cac co s& ban budn, ban
1&, str dung d& mua thudc theo quy dinh tai Thong tw s6 11/2018/TT-BYT ngay
04/05/2018 ctia B& Y té quy dinh vé chit luong thube, nguyén liéu lam thude.

3. S& Y té c4c tinh thanh phd truc thuéc Trung wong, Y té cic nganh thong
bao cho cac co s& kinh doanh, st dung thudc thu hdi 16 thudc khong dat chétlu'c_mg
néu trén, cong bd thong tin vé quyét dinh thu hoi thube trén Trang théng tin dién ti
clia S8, kiém tra va gidm sat cac don vi thuc hién théng bao nay; x@ Iy nhing don
v1 v1 pham theo quy dinh hién hanh; bao cao vé Cuc Quan ly Duoc va cac co quan
chirc ndng co lién quan.

4.8& Y té Tp. H6 Chi Minh kiém tra tra va giam st Chi nhénh cong ty
TNHH Zuellig Pharma Viét Nam thuc hién viéc thu hdi va x Iy thube bi thu hoi
theo quy dinh.

Cuc Quén Iy Duoc thdng bdo dé cac don vi biét va thuc hién /.

Noi nhin: KT. CUC TRUONG
- Nhu trén; z 2
- Cuc trwdng Vii Tuan Cuong (dé bic);

- VKN thuée TU, VKN thude Tp. HCM;

- Cuc Quan'Y —Bd quénc phong ;

- CucYté—Bd Cong an;

- Cuc Y té GTVT —Bo GTVT;

Céac phong PKT, QLKDD, Phap ché-Thanh tra,
Website — Cuc QLD;

- Lwu: Vin thw, CL (PT).
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