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BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc 14p - Tu do - Hanh phiic
Sé: 2997/QLD-CL Ha No¢i, ngay 06 thang 09nam 2024

Vv théng bao thu hoi thude Vi
pham muc d6 2

Kinh gri:
- SO'Y té cac tinh, thanh phd truc thudc Trung wong;
- Cong ty c¢b phan dugc pham Nam Ha
(Pia chi: S6 415, dudng Han Thuyén, phudng Vi Xuyén, Thanh
phé Nam DPinh, tinh Nam Dinh)

Can ctr Vao cac quy dinh vé quan Iy duoc hién hanh caa Viét Nam.

Can ctt Cong van s6 530/VKNTTW-KHTH ngay 04/07/2024 gui kém phiéu
kiém nghiém s6 54L 454 ngay 04/07/2024 cua Vién Kiém nghiém thuéc Trung
wong, Cuc Quan 1y Duoc d3 ban hanh Cong vin sb 2372/QLD-CL ngay
10/07/2024 vé viéc xur ly 16 thude Vién nén Ubiheal 300 (Thioctic acid 300 mg), S6
GDKLH: VD-27692-17, S6 16: 22103; NSX: 17/11/2022; HD: 17/11/2025 do
Cong ty co phan dugc pham Nam Ha san xuat. Mau thudc khong dat tiéu chuan
chat lugng Vvé chi tiéu Do hoa tan, Pinh lugng. Theo d6, Cuc Quan 1y Dugc da:

- Thong bao thu hoi thuc Vién nén Ubiheal 300 (Thioctic acid 300 mg), S6
GDKLH: VD-27692-17, S6 16: 22103; NSX: 17/11/2022; HD: 17/11/2025 trén dia
ban Ha Noi.

- Yéu cau Cong ty c6 phan duoc pham Nam Ha phoi hop véi co quan kiém
tra chat luong, co quan kiém nghiém thudc Nha nuéc tién hanh 1ay 02 mau bo sung
va giri mau da 14y téi Vién kiém nghiém thuéc Trung wong hodc Vién kiém nghiém
thudc Tp. H6 Chi Minh dé kiém tra chét luong dbi voi chi tiéu Do hoa tan, Dinh
luong.

Ngdy 19/08/2024, Cuc Quan Iy Duoc nhan dugc Coéng vin sb
663/VKNTTW-KHTH cua Vién kiém nghiém thuéc Trung wong gui kém phiéu
kiém nghiém s6 54Gt42 ngay 15/08/2024 b4o céo két qua lay mau bo sung doi voi
16 thudc Vién nén Ubiheal 300 S6 16: 22103; NSX: 17/11/2022; HD: 17/11/2025
néu trén 1a khong dat tiéu chuan chét luong vé chi tiéu Pinh luong.

Nhu vay 16 thudc Vién nén Ubiheal 300 (Thioctic acid 300 mg), S6 GPKLH:
VD-27692-17, Sb 16: 22103; NSX: 17/11/2022; HD: 17/11/2025 néu trén dugc xac
dinh la vi pham muc 36 2.

Cuc Quan 1y Dugc thong bao:

1. Thu héi toan qudc Vién nén Ubiheal 300 (Thioctic acid 300 mg), Sé
GDKLH: VD-27692-17, S 16: 22103; NSX: 17/11/2022; HD: 17/11/2025 do
Cong ty c¢b phan duoc pham Nam Ha san xuat.



BM.CL.10.06/02

2. Cong ty c6 phan duoc pham Nam Ha phdi hop voi nha phan phéi thuéc,
phai:

+ Trong thoi han 02 ngay ké tir ngay ky Cong van nay, giri thong bao thu hoi
tdi cac co s& ban buodn, ban 1€, stir dung Vién nén Ubiheal 300 (Thioctic acid 300
mg), S6 GPKLH: VD-27692-17, S6 16: 22103; NSX: 17/11/2022; HD: 17/11/2025
do Coéng ty cb phan dugc pham Nam Ha san xuét va tién hanh thu hoi toan bo 16
thudc khong dat tiéu chuan chit luong néu trén.

+ Guri béo céo thu hdi vé Cuc Quan Iy Duoc trong vong 18 ngay ké tir ngay
ky Cong vin nay, ho so thu hoi bao gdm sé luong san xuat, sé lwong phan phéi,
ngay san xuat, s luong thu hdi, cac bang ching vé viéc thuc hién thu héi tai cac co
s& ban budn, ban 1&, st dung d3 mua thudc theo quy dinh tai Thong tu sb
11/2018/TT-BYT ngay 04/05/2018 cua Bo Y té quy dinh vé chit luong thudc,
nguyén liéu 1am thubc.

3.S6 Y té cac tinh thanh pho truc thuoc Trung wong, Y té cac nganh thong
béo cho cac co sé kinh doanh, sir dung thuéc thu hoi 16 thude khong dat chat luong
néu trén, cdng b thong tin vé quyét dinh thu hoi thudc trén Trang thong tin dién tur
cua S0, Kiém tra va giam sat cac don vi thuc hién théng bao nay; xtr Iy nhitng don
vi vi pham theo quy dinh hién hanh; béo céo vé Cuc Quan ly Dugc va cac co quan
chtrc nang co lién quan.

4.S¢ Y té Ha Noi, So Y té tinh Nam Dinh kiém tra va giam sat Cong ty co
phan duoc pham Nam Ha thuc hién viéc thu hoi va xir ly thude bi thu hoi theo quy
dinh.

Cuc Quan 1y Dugc thong bao dé cac don vi biét va thyc hién ./.

Nlt\'I?}'lnhﬁfii KT. CUC TRUONG

- u tren; A a

- Cuc trudng Vii Tudn Cudng (dé b/c); —,-ITI:I 0 CUC TBHONG

- VKN thudc TU, VKN thuéc Tp. HCM; /o5~ '

- Cuc Quan Y — Bo qubc phong ;

- Cuc Y té - B6 Cong an;

- Cuc Y t¢ GTVT - By GTVT;

- Céc phong BKT, QLKDD, Website —Cuc QLD;

- Cong ty TNHH Dugc pham Thacophar (Quay
401, tang 4, Hapu Medicenter-Sé 1, Nguyén Huy
Tudng, Thanh Xuan, Ha Noi) (dé thuc hién);

- Luu: VT, CL(MC).
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