
BO Y TE 
CITC QUAN LY DUVC 

So:#4  q 6 69 /QLD-CL 
V/v thu h6i thu6c Aciclovir 

khong dat lieu chuan chat luting 

Kinh gfri: 
- So.  Y to cac tinh, thanh ph6 trkicth , 
- Cong ty co phan dugc vat toy to Hai Duo-rig 

(D/c: So 102 pho Chi Lang, phtrong Nguyen Trai, thanh 
pho Hai Duang, tinh Hai Duang.). 

coNG Hem xA. HOI CHU NGHIA VIET NAM 
Lnic 14p - Ty. do - H#nh pluic 

Ha Nov, ngay 	thong-4-1- s° Y TE  TINH VINH PHUC 

A/ 	So': ..... 	 
BEN  Ngay:aa. 

	

Chuyk 	  

	

6 so s6. 	 

Can di vao cac qui the dugc hien hanh cua Vila Nam. 

Can cur Cong van s6 154/TTKN-TC.KHTC ngay 27/08/2019 gui kern 
phiL 	nghim s6 LT-335 ngay 27/08/2019 dm Trung tam ki&n nghim 
thu6c, my phAm, thuc phAm tinh flea Binh, Cue Quan ly Dugc da ban hanh 
COng van so 16461/QLD-CL ngay 23/9/2019 ve viec xi ly to thu6c Vien nang 
m'em Aciclovir 400 mg (Aciclovir 400mg), SDK: VD-24375-16, So 16: 050918, 
NSX: 240918, HD: 240921 do Cong ty co phAn dugc 	to y Hai Duang san 
xuAt. Mau thu6c khong dat tieu chuAn chat lugng ve chi tieu D() hoa tan. Theo 
do, Cvc Quan ly Dugc da: 

- Thong bao thu hiM thu(;c Vien nang mem Aciclovir 400 mg (Aciclovir 
400mg), SDK: VD-24375-16, S6 lo: 050918, NSX: 240918, HD: 240921 tren 
dia ban tinh Hoa Binh. 

- Yeu cAu Cong ty co phAn dugc vat to y to Hai Ducmg phi hop viii co 
quan kiem,  tra chat lugng, Ca quan kiem nghim thuOc Nha nu& tin hanh lay 
02 mau be) sung vii gui mau da lay tt i Vien ki&ri nghim thuik Trung uang 
ho4c Vi@-1 kiem nghiem thu6c Tp. Wi Chi Minh d kiem tra chat lugng doi vOi 
chi tieu Do hoa tan. 

Ngdy 15/10/2019, CpC Quan ly Dugc nh4n dugc Van thu so 1790/DHD 
cua Cong ty co ph'an dugc vat to y to Hai Duang bao cap ve viec Cong ty da tiL 
hanh thu hoi tren dia ban tinh Hea Binh vii to thu hoi ten cac dia ban khac. 

Ngay 05/11/2019, Cvc Quan ly Duct nh:an dugc Cong van so 
757/VKNTTW-KH de ngdy 01/11/2019 cila Vien ki&n nghim thuo'c Trung 
uang gUi kern phiL kiem nghim so 49Gt96 vii 49Gt97 ngay 31/10/2019 bao 
cao ke't qua lAy mau - b6 sung d6i viii to thuo'c Vier' nang rn'm Aciclovir 400 mg, 
S6 lo: 050918, NSX: 240918, HD: 240921 neu tren la khong dat tieu chuAn chAt 
lugng va chi - tieu 	Ilea tan. 



Nhu v4y to thu6c Vien nang m&km Aciclovir 400 mg (Aciclovir 400mg), 
SDK: VD-24375-16, So' lo: 050918, NSX: 240918, HD: 240921 neu tren dugc 
xac dinh la vi pham mirc do 2. 

Cvc Quan 1y Dugc thong bao: 

1. Thu h6i toan gui Vien nang mem Aciclovir 400 mg (Aciclovir 
400mg), SDK: VD-24375-16, S6 lo: 050918, NSX: 240918, HD: 240921 do 
COng ty co ph&1 /4.n duce vat toy to Hai Duang san 

2. Cong ty c') phAn dugc vat to y Hai Duang ph6 t 	 i hop 	nha phan 
phi thu6c, phai: 

+ Trong thOi han 48h ke tax ngay 1(3,r,  Cong van nay, tip tjc giri thong bao 
thu h6i dinh kern Cong van nay tai cac co sa ban buon, ban le, sir dung Vien 
nang mem Aciclovir 400 mg, SDK: VD-24375-16, So lo: 050918, NSX: 
240918, HD: 240921 do Cong ty phan duckvat to y te' Hai Duang san xuAt 
va tiep tic tin hanh thu hoi toan bo lo thu6c khong dat lieu chuAn chAt luting 
neu ten. 

+ Gixi bap cao thu hoi day c u ve\  Cvc Quan ly Dugc trong -yang 18 ngay 
ke tir ngdy 1c)'T COng van nay, he) scr thu hoi bao gam so luting san xuat, sQ luting 
phan ph6i, ngay san xua't, so Icrgng thu hoi, cac bang chdng ve viec thvc hien thu 
hoi tai cac ca s 'a ban buon, ban le, sir dijng da mua thuoc theo quy dinh tai 
Thong tu so 11/2018/TT-BYT ngay 04/05/2018 cila Bo Y t6 quy dinh ‘e ch& 
lugng thuOc, nguyen lieu lam thuoc. 

3. SeY Y to cac tinh thanh ph6 true thui5c Trung uang, Y to cac nganh 
thong bao cho cac ca so,  kinh doanh, sir di,mg thuoc thu hoi 10 thuoc khOng dat 
chit lacing neu teen, ki&n tra va giam sat cac dan vi thut hi/0 thong bao nay; xtr 
ly nhfing dan vi vi pham theo quy dinh hien hanh; bao cao ve evc Quail 1)'T Dugc 
va cac co quan cl'rc Wang co lien quan. 

4. So. Y to tinh Hai Duang, Sa Y to tinh Hoa Binh ki'e'm tra va giam sat 
COng ty co phan dugc v4t to y to Hai Duang th-vc hie;n vi& thu hoi 
thu6c bi thu hoi theo quy dinh. 

Cl.ic Quan ly Dugc thong bao de cac dan vi bit va thkrc 

Nrri nhein: 
- Nhu tren; 

Cgc tru6ng 	Tuan CuiIng (de We); 
VKN thu& TI5, VKN thuoc Tp. HCM; 
Cue Quan Y — quo'c phong ; 

- Cvc Y to — Bg Cong an; 
Cpc Y to GTVT 	GTVT; 

- Cac phong DKT, QLKDD, Phap ch&Thanh tra, 
Website —Ctic QLD; 

- Khoa chive, benh vien da khoa tinh flea Binh (T6 10, 
P. D'ang Tien, Tp. Haa Binh) (de thgc hien); 
Luu: VT, CL (HP). 

KT. CIJC TRUbisIG 
PH6 CIJC TRUbNG 
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