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Kinh Chuye'n• 	 
- So' Y to cac tinh, thanh phi)" trcrc 	tfan • 	 
- CO'ng ty co phan &rot phAm va sinh hoc y to (Mebiphar 

JSC) (L6 III - 18, clu'o'ng so 13, khu ding nghiep Tan 
Binh, quan Tan Phit, Tp. Ha Chi Minh). 

Can Cu vao cac quy the duvc hien hanh caa Viet Nam. 

Can cir Cong van so 120/BC-TTKN ngay 03/6/2019 gui kem phie'u kiem 
nghi@TI so 226/KN ngay 03/6/2019 dm Trung tam Ki&m nghi@n. tinh Lao Cai, 
Cuc Quan 1T Duvc da ban hanh Cong van so 9308/QLD-CL ngay 17/6/2019 ve 
vie.c xf:r 1.)",  10 thu6c vien nen bao phim AMK 625 (Amoxicillin 500mg; 
Potassium clavulanate (twang duang 125mg acid clavulanic)), SDK: VN-10135-
10, so lo: 99R002, ngay SX: 09/4/2018, HD: 09/4/2020 do Cong ty R.X. 
Manufacturing Co., Ltd. (Thailand) san xuAt, Cong ty co plan dtrac phAm va 
sinh hoc y to (Mebiphar JSC) nhap khAu. Mau thuac khong chat tieu chuAn ch'dt 
lacing AT' chi tieu DO boa tan (Amoxicillin). 

	

Theo do, Cuc Quan D UVC da yeu 	Cong ty phAn duac phArn va 
sinh hoc y to phOi hop vai Ca quan kiem tra chat luting, ca quan ki6m nghirrl 
thuOc Nha nuac tin hanh lay 03 mau b6 sung va giri mAu da lay ten Vin kiem 
nghim thuetc Trung uang hoc Vien kiem nghim thuoc Tp. H6 Chi Minh de 
kiem tra chAt luting d6i vai chi tieu DO hem tan (Amoxicillin). 

Ngay 27/9/2019, Cuc Quan 15/ Duvc nh4n ducyc cong van s#() 485/VKNT-
KHTH ngay 25/9/2019 cila Vi*'n kiem nghiem thu6c Tp. H6 Chi Minh gin kern 
phiL kiem nghiem so 1484/VKN-YC2019 va s6 1485/VKN-YC2019 ngay 
18/9/2019 bao'caokk qua lay mAu b6 sung do'i vai to thut')c vien nen bao phim 
AMK 625;,;:so' le: ,490R002, ngay SX: 09/4/2018, HD: 09/4/2020 neu tren la 

	

khong chat tietPchuan chat luong Ni-;  chi tieu 	hOa tan (Amoxicillin). 

NhIr v4y 10 thu6c vier' nen bao phim AMK 625, SDK: VN-10135-10, so 
10: 99R002, ngay SX: 09/4/2018, HD: 09/4/2020 neu tren &Tx xac dinh la vi 
pham mac dic%) 2. 

Cpc Quan ly Ducc thong bao: 

1. Thu h6i toan qu6c thu6c vien nen bao phim AMK 625, SDK: VN-
10135-10, so 10: 99R002, ngay SX: 09/4/2018, HD: 09/4/2020 do Cong ty R.X. 
Manufacturing Co., Ltd. (Thailand) san xudt, Cong ty co phAn duvc pham va 
sinh hoc y to nh4p khau. 



2. Cong ty c6 phAn duot phA,m va sinh hoc y to phi hop voi nha cung cap 
va phan phoi thuoc phai: 

+ Trong thoi han 48h ke tir ngay ky cong van nay, gui thong bd.() thu ht)i 
tai cac ca so.' ban buon, ban le, sir dung thuoc vien nen bao phim AMK 625, 
SDK: VN-10135-10, s(') 18: 99R002, ngay SX: 09/4/2018, HD: 09/4/2020 do 
COng ty R.X. Manufacturing Co., Ltd. (Thailand) san xuAt, Cong ty 	phAn 
duvc pham va sinh hoc y to nh4p khAu va lien hanh thu hoi than b() to thu6c 
khong dat tieu chuan chat luong neu tren. 

+ Giri bao cao thu,h6i 	Cuc Quan 	 'e" Ductc trong yang 18 ngay k ti 
ngay k cong van nay, ho so thu hoi bao gom so luong nh4p khau, ngay nh4p 
khau, so luong thu hoi, cac bang chfrng ve,v* thuc 	thu hoi tai cac co so' 
ban bu8n, ban le, sir dung 	mua thuOc theo quy dinh tai Thong to so 
11/2018/TT-BYT ngay 04/5/2018 dm Bo Y to quy dinh ve chAt luting thulk, 
nguyen lieu lam thu6c. 

3. SO. Y to cac tinh thanh pht) truc thu(5c Trung uong, Y to cac nganh 
thong bao cho cac co sOr kinh doanh, sir dung thuoc thu hoi to thuoc khOng dat 
ch'At lugng neu tren, kiem tra va giam sat cac don vi thuc hie:n thong bao nay; xu 
ly nhang don vi vi pham theo quy dinh hien hanh; bao tho ye Cuc Quan ly Dtroc 
va cac co quan chirc nAng co lien quan. 

4. Sec Y to Tp. H6 Chi Minh kie'm tra va giam sat Cong ty co 
hoi 

dugc 
phAm va. sinh hoc y to thuc 	thu h6i va xir 131, thuocthu hoi theo quy 
dinh. 

Cuc Quan 1S,  Duvc thong bao cue cac don vi bit va thuc 

Nei nittp: 
Nhu tren; 
Cuc twang VO Tun Cuting b/c); 
VKN thu6c TW, VKN thu6c Tp. HCM; 
Cpc Quan Y — Bo quSc phang ; 
Cuc Y to — BO Cong an; 
Cuc Y t6 GTVT BO GTVT; 
Cac phong DKT, QLKDD, Phap ch4-Thanh tra, Website — 
Cuc QLD; 
Nha thu6c Phuang Lion (se) 67 throng 1\jhac San, pherng 
C6c Lei, Tp. Lao Cai, tinh Lao Cai) (de thuc hiOn); 
Luu: VT, CL (DT). 

KT. CUC TRUbNG 
PHO CIJC TRU'ONG 
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