BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc 1ap- Tw do- Hanh phic
Sb: 16746/QLD-CL Ha Néi, ngay 10 thing 11 nam 2020

V/v chit lugng thude dung dich thude
tiém Protamine Choay 1000 U.A.H/ml

Kinh guri:
- S&'Y té cac tinh, thanh phd truc thudc Trung wong;
- Vin phong dai dién Tedis cong hoa Phap tai Tp. H6 Chi Minh
(P/c: Unit 2B, tang 2-4, toa nha Broadway C - 150 Nguyén Lirong
Bang, 0.7, Tp. Ho Chi Minh);
- Cong ty cb phan duoc pham Trung wong CPC1 (P/c: Sé 87 Phé
Nguyé~n Van Tréi, Thanh Xudn, Ha Noi);
- Cong ty CP XNK Y té Tp. H5 Chi Minh (Yteco) (B/c: 18I
Nguyén Dinh Chiéu, Phuwong 6, Qudn 3, Ho Chi Minh, Viét Nam);
- Cdc co s nhap khau, phan phdi thude.

Cuc Quan ly Dugc nhan duogc van thu s6 99/2020/TD-QA ngay 27/10/2020
va s6 103/2020/TD-QA ngay 03/11/2020 cua Vian phong dai dién Tedis cong
hoa Phap tai Tp. Ho Chi Minh vé viée tu nguyén thu hoi dung dich thudc tiém
Protamine Choay 1000 U.A.H/ml (Protamin sulfat 1000 U.A.H/ml) do Cdng ty
Famar Health Care Service Madrid, S.A.U - Tay Ban Nha san xuat, Cong ty
Sanofi Aventis (Phap) s hitu Gidy phép luu hanh va Cong ty Tedis (Phdp) cung
cap.

- Nguyén nhan thu hdi: Dung dich thudc tiém Protamine Choay 1000
U.A.H/ml ¢6 hoat tinh trung hoa tic dong chdng dong cua Heparin giam khoang
25% so voi hoat tinh ghi trén nhan.

- Cac 16 thudc thu hoi: 17 16 thude (Theo danh sach dinh kém).

Trong d6, ¢6 04 16 hién dang Iuu hanh tai Viét Nam (do Cong ty c6 phan
dugc pham Trung wong CPC1, Cong ty CP XNK Y té Tp. HO6 Chi Minh Yteco
nhap khau): 16 147000A, HD: 10/2020; 16 157880A, HD: 02/2021; 16: 157870A,
HD: 02/2021va 16: 182610A, HD: 09/2021.

Pé dam bao an toan va hiéu qua cho nguoi st dung, Cuc Quan 1y Dugc c6
¥ kién nhu sau:

1. Pong y voi dé xuét ciia Cong ty Sanofi Aventis France va Vin phong dai
dién Tedis cong hoa Phap vé viée tu nguyén thu hoi céc 16 thudc Protamine
Choay 1000 U.A.H/ml khong dat chét luong néu trén.

2. Yéu cau Vin phong dai dién Tedis cong hoa Phép tai Tp. H6 Chi Minh
phéi hop Cong ty c6 phan duoc pham Trung uong CPC1, Cong ty CP XNK Y té
Tp. HO Chi Minh (Yteco) va cic nha phan phdi:



- Gui thong bao thu hdi t6i cac co s& khdm chita bénh, st dung trén toan
qudc va tién hanh thu hoi dbi voi 04 16 dung dich thude tiém Protamine Choay
1000 U.A.H/ml (Protamin sulfat 1000 U.A.H/ml) do Cong ty Famar Health Care
Service Madrid, S.A.U - Tay Ban Nha san xuét: 16 147000A, HD: 10/2020; 16
157880A, HD: 02/2021; 16: 157870A, HD: 02/2021 va 16: 182610A, HD:
09/2021 dang luu hanh trén thi truong Viét Nam.

- Bdo cdo két qua thu hdi vé Cuc Quan 1y Duoc trude ngay 24/11/2020.
Hb so thu hoi bao gom sb lwong san xuat, sd luong phan phdi, ngay san xuét, sb
luong thu hoi, céc béng ching vé viéc thue hién thu hdi tai cic co sé kham chita
bénh, st dung da mua thude theo quy dinh tai Thong tu s6 11/2018/TT-BYT
ngay 04/05/2018 cua B Y té quy dinh vé chit lugng thudc, nguyén liéu 1am
thudc.

3. Yéu cau cac co s& nhap khau, phan phdi thudc phdi hop véi nha san
xuat, Cong ty Sanofi Aventis (Phap):

- Khan truong c¢6 phuong an nhap khau cac 16 thudc Protamin Choay 1000
A.U.H/ml dé kip thoi cung cip cho cac co s& kham chita bénh, tranh tinh trang
thiéu thude.

- Khong nhap khau, cung cip cac 16 thuéc Protamine Choay 1000
U.A.H/ml bi giam hoat tinh trung hoa tic dong chdng dong cuia Heparin (danh
sach 1716 thudc).

- Chi duoc phéan phdi va cung cap vao thi truong céc 16 thude Protamin
Choay 1000 U.A.H/ml dugc Cuc Quan 1y Dugc cap don hang nhap khau thudc
chua c6 sb dang ky luu hanh tai Viét Nam va da duoc kiém nghiém dat tiéu
chuan chét luong.

4. Pé nghi S¢' Y té Tp. Ha Noi kiém tra va giam sat Cong ty co phan duoc
pham Trung uong CPC1, S¢ Y té Tp. H6 Chi Minh kiém tra va giam sat Cong ty
CP XNK Y té Tp. H5 Chi Minh (Yteco) thuc hién theo yéu cau cua Cong vin
nay, xem xét xur ly vi pham theo quy dinh hién hanh.

Cuc Quan 1y Dugc thong béo dé cac don vi biét va thyc hién./.
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DANH SACH CAC LO DUNG DICH THUOC TIEM PROTAMIN
CHOAY 1000 U.A.H/ML KHONG PAT TIEU CHUAN CHAT LUQNG

(Pinh kém Céng vin sé /QLD-CL ngay thang nam 2020)
STT SO LO HAN DUNG
01 147000A 10/2020
02 147010A 10/2020
03 154160A 12/2020
04 156040A 01/2021
05 157870A 02/2021
06 157880A 02/2021
07 160570A 03/2021
08 164580A 04/2021
09 169011A 05/2021
10 169012A 05/2021
11 169020A 05/2021
12 173380A 06/2021
13 177210A 08/2021
14 182410A 09/2021
15 182600A 09/2021
16 182610A 09/2021
17 190630A 01/2022




