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S6:  5-62  /SY-SYT 	 Gia Lai, ngay 	tiding 11 neim 2020 

Kinh giri: 
- Cac co sa kham, chira benh trong toan tinh; 
- Phong Y to buyer', thi xa, thanh pho; 
- Cac ca so• kinh doanh thuoc teen dia ban tinh; 

Sa Y to sao y ban chinh cong van s6 16746/QLD-CL ngdy 10 thang 
11 nam 2020 dm Cuc Quan 15T Duac ye viec chat 'wing thuoc dung dich thuoc 
tiem Protamine Choay 1000 U.A.H/ml. 

31- 
Noi nOn: 
- Nhu ten; 
- Website So; 
- Ltru VT, NVD. 



BO Y TE 
CUC QUAN LY  DUVC 

S6: 16746/QLD-CL 
V/v chdt luong thufic dung dich thu6c 
tiem Protamine Choay 1000 U.A.H/m1 

CQNG HOA XA HO CHU NGHIA VIET NAM 
DO 14p- Tir  do- 1-1#1th phtic 

Ha N:oi, ngayi() thcing ii nom 2020 

Kinh giri: 
- SO Y to cac tinh, thanh pho trirc thuOc Trung uang; 
- Van phOng dai dien Tedis cong hoa Phap tai Tp. H6 Chi Minh 
(D/c: Unit 2B, tang 2-4, taa nha Broadway C - 150 Nguyjn Luying 
Bang, Q.7, Tp. Ha Chi Minh); 
- Cong ty c6 phdn dugc phdm Trung 'rang CPC1 (D/c: sá 87 Pha 
Nguyjn Van Tr& Thanh Xuan, Ha Nov;  
- Cong ty CP XNK Y to Tp. H6 Chi Minh (Yteco) (D/c: 181 
Nguyjn Dinh Chiett,,Phteang 6, Quan 3, 11-'6 Chi Minh, Viet Nam); 
- Cac co set nhap khau, phan phi thu6c. 

Cvc Quan 1ST Dugc nhan dirge van thu s6 99/2020/TD-QA ngay 27/10/2020 
va s6 103/2020/TD-QA ngdy 03/11/2020 dm Van phong dai dien Tedis cong 
hoa Phap tai Tp. H6 Chi Minh ve viec tv nguyen thu h6i dung dich thu6c tiem 
Protamine Choay 1000 U.A.H/ml (Protamin sulfat 1000 U.A.H/m1) do Cong ty 
Famar Health Care Service Madrid, S.A.0 - Tay Ban Nha san xuat, Cong ty 
Sanofi Aventis (Phap) so hair Gidy phep ltru hanh va. Cong ty Tedis (Phap) cung 
cap. 

- Nguyen nhan thu 11.6i: Dung dich thu6c tiem Protamine Choay 1000 
U.A.H/ml c6 hog tinh trung hoa tac dOng ch6ng clang cila Heparin giam khoang 
25% so voi hog tinh ghi tren nhan. 

- Cac 10 thu6c thu h6i: 1710 thu6c (Theo danh sach dinh kern). 

Trong dO, c6 04 18 hien gang luu hanh tai Viet Nam (do Cong ty co phdn 
dugc phdm Trung ucmg CPC1, Cong ty CP XNK Y to Tp. Ho Chi Minh Yteco 
nhap khdu): 10 147000A, HD: 10/2020; 10 157880A, HD: 02/2021; 10: 157870A, 
HD: 02/2021vd lo: 182610A, HD: 09/2021. 

,D'e dam boo an toan va. hieu qua cho ngtred sir dung, Cvc Quan 1ST Dugc c6 
ST kin nhu sau: 

1. D6ng ST voi a xudt dm Cong ty Sanofi Aventis France va Van phong dai 
dien Tedis cong hoa Phap ve vi'ec tv nguyen thu hoi cac 10 thuoc Protamine 
Choay 1000 U.A.H/m1 khong dot chdt lucmg neu tren. 

2. Yeu cdu Van ph6ng dai dien Tedis cong hoa Phap tai Tp. H6 Chi Minh 
plied hgp Cong ty co phan dugc phdm Trung ucmg CPC1, Cong ty CP XNK Y t6 
Tp. H6 Chi Minh (Yteco) va cac nha phan ph6i: 



KT. CIJC TRVCING 
CLJC TRaiNG 

- Giri thong bao thu h6i toi cac co so kham chita benh, sir dung ten toan 
quoc va tien hanh thu h6i d61 voi 04 lo dung dich thu6c tiem Protamine Choay 
1000 U.A.H/m1 (Protamin sulfat 1000 U.A.H/m1) do C6ng ty Famar Health Care 
Service Madrid, S.A.0 - Tay Ban Nha san xuat: lo 147000A, HD: 10/2020; lo 
157880A, HD: 02/2021; lo: 157870A, HD: 02/2021 va lo: 182610A, HD: 
09/2021 dang luu hanh tren thi trixemg Viet Nam. 

- Bac), 	, cao k6t qua thu 116i ye' 	Quail 1ST Dugc truck ngay 24/11/2020. 
Ho so thu hoi bao 	so lugng san xuat, so lugng phan phoi, ngay san xuat, s6 
lucmg thu 	cac bang chirng ve viec thvc hien thu hoi tai the co so kham chira 
b'enh, sir dung da mua thu6c theo quy dinh tai Thong to s6 11/2018/TT-BYT 
ngay 04/05/2018 dm BO Y t6 quy dinh v'e chat lugng thu6c, nguyen lieu lam 
thuoc. 

, 3. Yeu cau cac co. 	nhap khau, phan ph6i thu6c phi hop 	san nha  
xuat, Cong ty Sanofi Aventis (Phap): 

- Khan tnrung cc') phuong an nhap khau cac lo thu6c Protamin Choay 1000 
A.U.H/ml de kip thoi cung cap cho cac co so kham chira b'enh, tranh tinh trang 
thieu thuoc. 

- Khong nhap khau, cung cap cac 18 thu6c Protamine Choay 1000 
U.A.H/ml bi giam hoat tinh trung hoa tac dOng chong (long dm Heparin (danh 
sach 1710 thu6c). 

- Chi dugc phan phi va cung cap vao thi tn.remg cac to thu6c Protamin 
Choay 1000 U.A.H/ml dugc Cuc Quan 1ST Dugc cap don hang nhap khau thu6c 
chua có s6 clang kST luu hanh tai Viet Nam va da clugc hem nghiem dal tieu 
chuan chat lugng. 

4. De nghi So Y t6 Tp. Ha NOi kiem tra va giam sat Cong ty c6 phan dugc 
pham Trung ucmg CPC1, So Y to Tp. 116 Chi Minh ki6m tra va giam sat Cong ty 
CP XNK Y to Tp. Ho Chi Minh (Yteco) thijc hien theo yeu cau cua Cong van 
nay, xem xet xir 1ST vi pham theo quy dinh hien hanh. 

Cuc Quan 1ST Dugc thong bao de cac don vi Wet va thirrc hien". 

Nei nh(tn: 
- Nhu teen; 
- Cuc tru&ng Vu TuAn Clthmg (cle.  b/c); 
- BOnh vin truc thuOc,Trung ucrng; 
- Cuc Quan Y - BO quoc phong ; 
- Cuc Y to - BO Cong an; 
- Cue Y to GTVT - BO GTVT; 
- Cac phong QLKDD, Phap ch6 -Thanh tra, 

Website - Cuc QLD; 
- Luu: VT, CL (PT). 



DANH SACH CAC LO DUNG DICH THUOC TIEM PROTAMIN 

CHOAY 1000 U.A.H/ML KHONG DO' TIEU CHUAN CHAT LONG 

(Dinh kern Cong van so 
	

/QLD-CL ngay thang dam 2020) 

STT SO CO 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 
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