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Dinh Ha Nam 

UBND TINH GIA LAI 

SO Y TE 

S6: e.2233/SYT-NVD 
V/v dinh chi luu hanh thu6c 

khong dat tieu chuAn chAt lugng 

LONG HOA XA HOI CHU NGHiA VIVT NAM 
DOc lap — Tv do — Hanh phtic 

Gia Lai, ngayc23thang 11 nam 2020 

Kinh giri: 
- Cac ca s6 kham, chita benh trong toan tinh; 
- Phong Y to huyen, thi xa, thanh pho; 
- Cac co sa kinh doanh thuoc tren dia ban tinh; 

Can cu cac Van ban quy pham phap luat ve Dirac hien hanh; 

Thuy hien Cong van so 16984/QLD-CL ngay 17/11/2020 dm Cue Quan 15T 
Dugc ve viec thong bao thu hoi thuoc vi pham mire d6 3. 

So' Y to Gia Lai thong bao: 

, 1. Dinh chi luu hanh va thu h6i trong toan tinh thu6c khong dat tieu chuan 
chat lugng, cu the nhu sau: 

Thu6c vien nang mem Dacodex (Dextromethorphan hydrobromid 15mg, 
guaifenesin 100mg), SDK: VD-11224-10, SO lo: 030220, ngay san xuat: 
26/02/2020, HD: 26/02/2023 do Cong ty c6 phan Dugc Vat tu y to Hai Duang 
san xudt. Mau thu6c khong dat tieu chuan chat luting ve chi tieu Tinh chat (vi 
pham mirc d6 3). 

, 2. Cac ca sa kinh doanh va sir dung thu6c khan truang kiem tra va thu h6i 
thuoc khong dat tieu chuan neu teen (neu co), dam bao khong con luu hanh tren 
pham vi toan tinh va bao cao ket qua thuc hien ve S6 Y to truac ngay 10/12/2020 
theo qui dinh (co aulu clinh kern). 

3. Cac Doanh nghiep ban buon thu6c tren dia ban tinh c6 trach nhiem sao 
giri Cong van nay cho he th6ng ban le tryc thu6c doanh nghi'ep, Phong Y t6 huyen, 
thi xa, thanh ph6 sao giri den cac ca sa hanh nghe dirge tu nhan teen dia ban quan 
ly va giam sat cac ca sa thvc hien cong van nay. 

De nghi cac dun vi nghiem tuc trien khai thkrc hien, Sa Y to se kiem tra 
giam sat va xir 15/ vi pham theo quy dinh./. 
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BO Y TE 	CONG HOA ,(A.  Ho CHU NGHIA VItT NAM 
CLJC QUAN LV DU C 	 DOc lap - Tir do - Hanh pink 

      

S6: 16984 /QLD-CL 

V/v thong bao thu hoi thu6c vi 
pham mire dO 3 

Ha Noi, ngay 17 thangii aim 2020 

Kinh 
- Sa Y to cac tinh, thanh ph6 trt,rc thuOc Trung ucmg; 
- Cong ty c8 phin Dugc - Vat to y to Hai Duang. 

Can dr vao cac quy dinh ve quan 1ST dugc hien hanh cfra Viet Nam. 

Can cu Cong van s6 564/VKNTTW-KH ngay 31/8/2020 giri kern phieu kiem 
nghiem se) 50L543 ngay 31/8/2020 dm Vien Kiem nghiem thu6c Trung ucmg, Cvc 
Quan 1ST Dugc da ban hanh Cong van s6 14919/QLD-CL ngay 15/9/2020 ve viec xu 
1ST 18 thu6c Vien nang mem Dacodex (Dextromethorphan hydrobromid 15 mg, 
guaifenesin 100mg), SDK: VD-11224-10, S6 16: 030220; NSX: 26/02/2020; HD: 
26/02/2023 do Cong ty co phin Dugc - Vat to y to Hai Duang san xtrit. Mdu thueic 
lay tai Cong ty c6 phin Thucmg mai dich vu Dau to Oat trien GP (Quiy 303, tang 
3 - Hapu Medicenter, Se) 1 Nguyen Huy TuOng, Thanh Xuan, Ha Ne)i) khong dat 
lieu chuin chat luting ve chi lieu Tinh chit. Theo do, Crric Quart 1ST Dugc dd: 

- Thong bao thu h6i thu6c Vien nang mem Dacodex, SDK: VD-11224-10, S6 
18: 030220; NSX: 26/02/2020; HD: 26/02/2023 tai cac ca sa kinh doanh, co.  se( 
kharn benh, chila benh tren clia ban Ha NOi va tai cac ca kinh doanh, ca sa kharn 
benh,,chita benh khong nam teen dia. ban Ha NOi di mua 18 thu6c tren do C8ng ty 
c6 phan Thucmg mai dich vu Dau to phat trien GP cung cap. 

- Yeu ciu Cong ty c6 phin Dugc - Vat to y to Hai Ducmg phloi hop voi ca 
quan kiem tra chat luting, co quan kiem nghiem thuoc Nha ntrOc tien hanh lay 02 
mau b6 sung va gui mk da lay tad Vien kiem nghiem thu6c Trung uang hoc Vien 
kiem nghiem thu6c Tp. 116 Chi Minh de kiem tra chat luting d6i voi chi lieu Tinh 
chit. 

Ngdy 27/10/2020, Cvc Quail 1ST Dugc nhan dugc Cong van so 
686/VKNTTW-KH cua Vien kiem nghiem thutic Trung ucmg giri kern phieu kiem 
nghiem s6 50Gt101 yd. 50Gt102 ngay 27/10/2020 bao cao ket qua l'ay mk b6 sung 
d6i yeti 10 thu6c Vien nang mem Dacodex, SDK: VD-11224-10; S6 10: 030220; 
NSX: 26/02/2020; HD: 26/02/2023 neu tren la khong dat lieu chuin chit luting ye 
chi lieu Tinh chit. 

Nhu VOy 18 thu6c Vien nang mem Dacodex, SDK: VD-11224-10, Se) 10: 
030220; NSX: 26/02/2020; HD: 26/02/2023 neu tren dugc xac dinh la vi pham muc 
dO 3. 

Cvc Quail 1ST Dugc thong bao: 



1. Thu h6i town queic Vien nang m'em Dacodex, SDK: VD-11224-10, S6 16: 
030220; NSX: 26/02/2020; HD: 26/02/2023 do C6ng ty c6 phan Dirac - Vat tu y t6 
Hai Duong san xuat. 

, 2. Cong ty c6 phan Duac - Vat y t6 Hai Duong phi hop \Ted nha phan 
phi thuoc, phai: 

+ Trong thoi han 02 ngay k6 tir ngay kST Cong van nay, giri thong bao thu h6i 
toi cac ca so ban ban, ban le, sir dung Vien nang mem Dacodex, SDK: 
VD-11224-10, S6 16: 030220; NSX: 26/02/2020; HD: 26/02/2023 do Cong ty c6 
phan Dirac - Vat tu y t6 Hai Duong san xuat va tin hanh thu h6i town b6 16 thu6c 
khong dat tieu chuan chat krang neu tren. 

+ Giri bao cao thu h6i ve Cuc Quan 1ST Dirac trong yang 33 ngay k6 tir ngay 
kST C6ng van nay, 116 so thu hoi bao gom so luang san xuat, so hrong, phan phoi, 
ngay san xuat, so luang thu hoi, cac bang chimg ve vi'ec thgc hi6n thu hoi tai cac co 
so ban buon, ban le, sir dung da mua thuoc theo quy dinh tai Thong tir so 
11/2018/TT-BYT ngay 04/05/2018 dm Bo Y t6 quy dinh va chat luong thu6c, 
nguyen lieu lam thu6c. 

3. So Y t6 cac tinh thanh ph6 true thu6c Trung uong, Y to cac nganh thong 
bao cho cac co so kinh doanh, sir dung thu6c thu h6i 16 thu6c khong dat chat luang 
neu teen, cong b6 thong tin v6 quy6t dinh thu hoi thuoc tren Trang thong tin din tir 
dm SO, kiem tra va giam sat cac don vi thuc hi'en thong bao nay; xir 1ST nhang clop 
vi vi pham theo quy dinh hi6n hanh; bao cao ve Cuc Quan 1ST Duac va cac co quan 
chirc nang c6 lien quan. 

4. So.  Y t6 tinh Hai Duong ki'em tra va giam sat Cong ty c6 phan DIWC - V4t 

tu y t6 Hai Duong thuc hiesn vi'ec thu h6i va xir 1ST thuoc bi thu h6i theo quy dinh. 

Cue Quan 1y Mtge thong bao de cac don vi bit va thuc hi'en ./. 

Arai nh 
- Nhu tren; 
- Cuc tnrong Vu TuAn Cuong (de b/c); 
- VKN thu6c T1J, VKN thuec Tp. HCM; 
- Cuc Quan Y — B6 quoc ph6ng ; 
- Cue Y to — BO Cong an; 
- Cue Y to GTVT — B6 GTVT; 
- Cac phong DKT, Phap the-Thank tra, Website —

Cuc QLD; 
- Cong ty co phAn Thucmg m4i dich vu DAu tu phat 

trien GP (Quay 303, tang 3 - Hapu Medicenter, 
S6,1 Nguyen Huy TuOng, Thanh Xuan, HA N6i) 
(de thuc hien); 

- Luu: Van thu, CL (TP). 

KT. CUC TRVONG 
PHO CUC TRVONG 

Ta Minh Hung 
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