Bo Y TE CONG HOA XA HOI CHU NGHTA VIET NAM
cuc QUAN LY DuUoC Poc 1ap - Tw do - Hanh phiic

SO:~55 /QLD-CL Ha Noi, ngdy  thang J nam 2020
N!x/ dinh chi luvu hanh thu6c
khong dat tiéu chuan chat luvgng

Kinh giri:
- S0'Y té cac tinh, thanh phd trec thudc Trung wong;
- Vién kiém nghiém thu6c Trung wong;
- Vién kiém nghiém thuéc Tp. H6 Chi Minh;
- CoOng ty TNHH Sinh duoc pham Hera
(Blc: L6 AI'T Khu cbng nghiép Tt Ha, p. T¢ Ha, TX
Huong Tra, Thira Thién Hué).

Can clr vao cac qui ché dugc hién hanh cla Viét Nam.

Can clr Cong van s6 193/VKNTTW-KH ngay 17/03/2020 gti kém phiéu
kiém nghiém sd 50L138 ngay 17/03/2020 cutia Vién kiém nghiém thudc Trung
uwong vé thudc vién nén Alsoben (Misoprostol 200mcg), SPK: VN-8946-09, sO
16: 190020, Ngay SX: 14/03/2019, HD: 13/03/2022 do Coéng ty Unimed
Pharmaceuticals Inc. Korea san xudt, Cong ty TNHH Sinh dugc phdm Hera
nhap khau. Mau thu6c do Vién kiém nghiém thuéc Trung wong lay tai Cong ty
TNHH TM DP Hung Thinh (Quay 208, tang 2, Hapu Medicenter - S6 1 Nguyén
Huy Twdng, Thanh Xuan, Ha Noi). Mau thudc khong dat tiéu chuan chat lwong
vé chi tiéu Binh lwvong, d hoa tan, d déng déu ham luong (vi pham mic dé 2).

Cuc Quan ly Duoc théng béao:

1. Thu héi toan quéc thudc vién nen Alsoben (Misoprostol 200mcg),
SPK: VN-8946-09, s6 16: 190020, Ngay SX: 14/03/2019, HD: 13/03/2022 do
Céng ty Unimed Pharmaceuticals Inc. Korea san xuat, Cong ty TNHH Sinh
dwgc pham Hera nhap khau.

2. Cong ty TNHH Sinh dwoc pham Hera phdi hop v6i nha cung cap va
phan phdi thudc phai:

+ Gui thong bao thu hdi téi cac co sd' ban budn, ban &, st dung Vién nén
Alsoben (Misoprostol 200mcg), SPK: VN-8946-09, S6 16: 190020, Ngay SX:
14/03/2019, HD: 13/03/2022 do Cbong ty Unimed Pharmaceuticals Inc. Korea
san xuat va tién hanh thu héi toan bd 16 thuéc khong dat tiéu chudn chét lvgng
néu trén trong vong 02 ngay ké tir ngay ky Cong van nay.

+ GUi bao cdo thu hdi vé Cuc Quan ly Dugc trong vong 18 ngay ke tr
ngay ky Cong van nay, ho so thu héi bao gdm s6 lugng nhap khau, ngay nhap
khau, s6 lwong thu hoi, cac bang chitng vé viéc thuc hién thu hoi tai cac co sb
ban bubn, ban 18 va st dung da mua thu6c theo quy dinh tai Thong tw so



11/2018/TT-BYT ngay 04/05/2018 cla B0 Y té quy dinh vé chat lwgng thudc,
nguyén liéu lam thuéc.

3. S& Y té céc tinh thanh phd truc thudc Trung uong, Y té cac nganh
thong bao cho cac co s& kinh doanh, st dung thubc thu hoi 16 thuéc khong dat
chat lwgng néu trén, ki€ém tra va gidm sat cac don vi thuc hién thong bao nay; x
ly nhiing don vi vi pham theo quy dinh hién hanh; bao cao vé Cuc Quan ly Dugc
va cac co quan chirc nang co lién quan.

4. S& Y té tinh Thira Thién Hué kiém tra va giam sat Céng ty TNHH Sinh
dwgc pham Hera thuc hién viéc thu hoi va xt ly thudc bi thu hoi theo quy dinh.

5. Vién kiém nghiém thu6c Trung wong, Vién kiém nghiém thu6c Tp. HO
Chi Minh tang cwong 18y mau céc 16 thubc khac dang lvu hanh trén thi treong
ddi vai thudc vién nén Alsoben (Misoprostol 200mcg), SPK: VN-8946-09 do
Coéng ty Unimed Pharmaceuticals Inc. Korea san xuat, bao cao két qua vé Cuc
Quaén ly Duoc.

Cuc Quan ly Duoc thdng bao de cac don vi biét va thuc hién /.

Noi nhan: KT. CUC TRU’QNG
- Nhu trén; PHO CUC TRUONG

- Cuc tredéng Vi Tudn Cudng (d€ bao cao);

- Cuc Quan Y - Bo quoc phong ;

- Cuc Y té - BO6 Cong an;

- Cuc Y té GTVT - BO GTVT;

- Céc phong BDKT, OLKDD, Phap ché-Thanh tra,
Website - Cuc OLD;

- Cong ty TNHH Thuwong mai Dwoc phdm Hung Thinh
(Quay 208, tang 2, Hapu Medicenter - s6 | Nguyén
Huy Tudng, Thanh Xuan, Ha Noi) (dé thuc hién);

- Lun: VT, CL(PT).



