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Kinh gui: a1y ——
- SO'Y té céc tinh, thanh phd truc tHUGn: FOSASOEANG;. .oevreersee
- Vién kiém nghiém thude Trung udng;
- Vién kiém nghiém thudc Tp. Ho Chi Minh;
- Coéng ty TNHH Sinh dugc pham Hera
(D/c: L6 A17 Khu cong nghiép Tu Ha, P. To Ha, TX.
Huong Tra, Thua Thién H ué).

Can ¢ vao céc qui ché duge hién hanh cua Viét Nam.

Can ¢ Cong van sd 193/ VKNTTW-KH ngay 17/03/2020 giri kém phiéu
kiém nghiém s6 S0L138 ngay 17/03/2020 cta Vién kiém nghiém thubc Trung
uong vé thude vién nén Alsoben (Misoprosto] 700mcg) SPK: VN-8946-09, S6
16: 190020, Ngay SX: 14/03/2019, HD: 13/03/2022 do Coéng ty Unimed
Pharmaceuticals Inc. Korea san xut, Cong t},- TNHH Sinh dugc pham Hera
nhap khau. Méau thube do Vién kiém nghiém thudc Trung wong lay tai Cong ty
INHH M DP Hung Thinh (Quay 208, tdng 2, Hapu Medicenter - $6 1 Nguyén
Huy Tudng, Thanh Xuan, Ha N6i). Mau thude khéong dat tiéu chuan chét lugng
ve chi tiéu Dinh lugng, do hoa tan, do déng déu ham luong (vi pham muc do 2).

Cuc Quan ly Dugc thong béo:

LoThu héi toan qude thude vién nén Alsoben (Misoprostol 200meg),
SPK: VN-8946-09, S6 16: 190020, Ngay SX: 14/03/20 9, HD: 13/03/2022 do
Cong ty Unimed Pharmaceuticals Inc. Korea san xut, Cong ty TNHH Sinh
duoc pham Hera nhap khau.

2. Cong ty TNHH Sinh duoc phdm Hera phdi hop véi nha cung cép va
phin phéi thude phai:

= Gui théng bao thu hoi 101 cdc co so ban budn, ban 1€, sir dung Vién nén
Alsoben (Misoprostol 200meg), SPK: VN-8946-09, Sé 16: 190020, Ngay SX:
14/03/2019, HD: 13/03/2022 do Cong ty Unimed Pharmaceuticals Inc. Korea
san xuat va tién hanh thu hoi toan bd 16 thudce khong dat tiéu chuan chat luong
néu wén trong vong 02 ngay ké tir ngay ky Cong vin nay.

+ Gui bdo céo thu hdi vé Cuc Quan ly Duoc trong vong 18 ngay ké tir
ngay ky Cong van nay, hé so thu héi bao g61ﬂ s6 luong nhap khau, ngay nhép
khau, s6 lugng thu héi, cac bang chung vé viéc thuc hién thu héi tai cac co sé
ban budn, ban lé va st dung di mua thudc theo quy dinh tai Théng tu sb



11/2018/TT-BYT ngay 04/05/2018 cua B Y té quy dinh vé chét lugng thudc,
nguyén lidu lam thudc.

3.8¢ Y té céc tinh thanh phé truc thudc Trung wong, Y té céc nganh
thong béo cho céc co so kinh doanh, sir dung thudc thu hdi 16 thude khong dat
chét luong néu trén, kiém tra va giam sat cac don vi thuc hién thong bdo nay; xu
ly nhiing don vi vi pham theo quy dinh hién hanh; bao céo vé Cuc Quan ly Dugc
va cac co quan chic ndng cé lién quan.

4. S& Y té tinh Thira Thién Hué kiém tra va giam sat Céng ty TNHH Sinh
duge pham Hera thuc hién viéc thu hdi va xir ly thude bi thu hdi theo quy dinh.

5. Vién kiém nghiém thubc Trung wong, Vién kiém nghiém thudc Tp. Ho
Chi Minh ting cudng ldy miu cac 16 thube khac dang luu hanh trén thi truong
d6i véi thudc vién nén Alsoben (Misoprostol 200meg), SPK: VN-8946-09 do
Cong ty Unimed Pharmaceuticals Inc. Korea san xudt, bdo céo két qua vé Cuc
Quaén ly Duogc.

Cuc Quan ly Dugc thong bao dé céc don vi biét va thuc hién /.

Noi nhn: KT. CyC TRU'(")"NG
- Nhu trén; PHO CUC TRUONG

- Cuc truong Vi Tuén Cuong (dé bao cao);

- Cuc Quén Y - B quée phong ;

- CucYté-Bo Cong an;

- Cuc Y ¢ GTVT - Bo GTVT:

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

- Cong ty TNHH Thuong mai Dugc pham Hung Thinh
(Quay 208, tang 2, Hapu Medicenter - S6 1 Nguyén
Huy Tuéng, Thanh Xuan, Ha Noi) (dé thyc hién);

- Luu: VT, CL(PT).
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