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V/v thu h6i thu6c 
Clavophynamox 1000,  khong dot

tieu chuan chat lugng 

Kinh 
- So' Y to ca? 
- COng ty co 

Phtthng 14, 

LONG 116A XA-  HOI CHI) NGHIA VIET NAM 
DO 	- Tty do - H#nh phtic 

Ha Ne)i, ngay 	thong mini 2019 

so Y TE TINH VINH PHUC 

DENNgay:.9244 
Chuyei: 	  

tinh, thanh ph6 truc 
phan dugc f_4.i Nam (d/c: ?-21/88 Thanh Thai, 
Quan 10, Tp. Ho Chi Minh). 

Can cir vao cac qui the ductc hien hanh ctia V* Nam. 

Can eir Cong van so 354/VKNTTW-KH ngay 04/6/2019 gni kern phiL 
kiem nghim so 49L337 ngay 03/6/2019 cila Vien Kiem nghism thu6c Trung 
ucmg, Cue Quan 1S, Dugc da ban hanh Ong van so 9222/QLD-CL ngay 
13/6/2019 N4' viec xir ly lo thut)c Vien nen bao phim Clavophynamox 1000 
(Amoxicillin 875mg, clavulanic acid 125mg), SDK: VN-20275-17, S6 lo: K026, 
NSX: 14/01/2018, HD: 13/01/2020 do Cong ty Flamingo Pharmaceuticals Ltd. 
(India) san xuAt, COng ty co phan duce Dpi Nam nhk) khAu. Mau thu6c khong 
dot tieu chu'an chat ltrong ve chi tieu Do Ilea tan cila amoxicillin va clavulanic 
acid. Theo do Cuc Quan ly Dugc da: 

- Thong bao thu hoi thaw Vier' nen bao phim Clavophynamox 1000 
(Amoxicillin 875mg, clavulanic acid 125mg), SDK: VN-20275-17, So le): K026 
ten dia ban Ha Ni5i. 

- Yeu cAu Cong ty c6' phan duce D4i Nam phi hgp vai ca quan kiem tra 
chat lugng, co. quan kiem nghim thuoc Nha nuac tien hanh lay 02 mail be) sung 
va gui mau da 1ay 	Kim nghiem thuOc TW hoc V*1 Kiem nghiem 
thuoc Tp. Ho Chi Minh de kiem tra chat luvng doi voi chi tieu DO boa tan da 
amoxicillin va clavulanic acid. 

Ngay 09/9/2019, Cuc 	Duvc nhan dugc Cong van so 446NKNT- 
KHTH cua Vien ki6m nghim thu6c Tp. H6 Chi Minh gui kern phieu kiem 
nghim so 13241VKN-YC2019 ngay 09/9/2019 bao coo IC& qua 1A.),  Ing.0 136s sung 

d6i vai thu6c Vien nen bao phim Clavophynamox 1000 St) 10: K026 neu tren 
la khong dot tieu chuAn chat lugng ve chi tieu Do Ilea tan cila amoxicillin va 
clavulanic acid. 

Nhu 4y, lo thu6c Vien nen bao phim Clavophynamox 1000 (Amoxicillin 
875mg, clavulanic acid 125mg), SDK: VN-20275-17, So lo: K026 neu tren dtrgc 
xac dinh la vi pham mire di?' 3. 



Cuc Quan1S,  Dirac thong bao: 
1. Thu hoi toan quo'c to thu'L Vien nen bao phim Clavophynamox 1000 

(Amoxicillin 875mg, clavulanic acid 125mg), SDK: VN-20275-17, So lo: K026, 
NSX: 14/01/2018, HD: 13/01/2020 do COng ty Flamingo Pharmaceuticals Ltd. 
(India) san xudt, Cong ty co ph..'n dirge Dai Nam nhlap khAu. 

2. Gong ty co phan dirge Dai Nam phoi hop vai nha cung cap va phan 
phoi thu6c phai: 

+ Trong thai han 48h ke tir ngay ky Cong van nay, gin thOng bao thu hoi 
tai cac Cu se ban buon, ban le, sir dung Vien nen bao plum Clavophynamox 
1000 (Amoxicillin 875mg, clavulanic acid 125mg), SDK: VN-20275-17, SO lo: 
K026, NSX: 14/01/2018, HD: 13/01/2020 do ,  Clang ty Flamingo 
Pharmaceuticals Ltd. (India) san xua't, Cong ty 	phan dirge Dai Nam nhap 
khAu va tien hanh thu hoi toan b() 10 thuilk khong dat lieu chuA'n chat luvng neu 
tren. 

+ Gui bao cao thu hoi ve Cvc Quan 1,;7 Duvc trong yang 18 ngay k"e. ttr 
nOy ky Cong van nay, ho sathu hoi baogom so luting nh(ap khau, ngay nhAap 
khau, so luting thu hoi, cac bang chimg yeviec thuc lien thu hoi tai cac ca sa 
ban buon, ban le, sir dung da mua thuoc theo quy dinh tai ThOng to so 
11/2018/TT-BYT ngay 04/05/2018 ciia 	Y quy clink ve chAt Luang thuoc, 
nguyen lieu lam thuoc. 

3. Y t" cac tinh thanh ph6 trtrc thuoc Trung trang, Y to cac nganh 
thong bao cho cac cu sa'r kinh doanh, six di,ing thuoc thu hoi to thuoc khong dgt, 
chat Luang neu teen, kiern tra va, giam sat cac dan vi thgc hi*), thOng bao nay; xir 
ty nhfing dun vi vi pham theo quy dinh hi'en hanh; bao cao ye Cijc ()Ilan 13,̀  Duvc 
va cac ca quan chic nang co lien quan. 

4. SO' Y to Tp. H6 Chi Minh ki'etm. tra va giam sat COng ty co phan duac 
Dai Nam thuc hien viec thu hoi va xu ly thu6c bi thu hoi theo quy dinh./. 

Noi tiOn: 
- Nhu tren; 
- Cyc trixo'ng Vu Tuan Cuing (de b/c); 
- VKN thu6c 	VKN thuoc Tp. HCM; 
- Cuc Quail Y — BO quoc phang ; 
- eve Y to — Bo Cong an; 

Ctic Y to GTVT BO GTVT; 
- Cac phong DKT, QLKDD, Phap the-Thank tra, 

Website Cue QLD; 
" 	A 	' - COng ty TNHH Thuong mai va Dirqc pham quoc te 

Nam Khanh (Quay 519, tang 5, Trung tarn Hapu 
Medicenter, so 1, Nguyen Huy Tuang, Thanh Xuan, 
Ha NOi) (de thtrc hien); 

- Lau: VT, CL (HD). 

KT. CIJC TRCONG 
PH6 CIJC TRU'ONG 
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