BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC DPic lap - Tw do - Hanh phiic
sé:/{ 4453 /QLD-CL Ha Ngi, ngdy »g thdng g ndm 2019
Vv thu hdi thube

Clavophynamox 1000 khéng dat
tiéu chuén chét lugng

Kinh gti:
- S&'Y té cac tinh, thanh phé truc thuge Trung vong;
- Cbéng ty ¢b phin duoc Pai Nam (d/c: 74/88 Thanh Thdi,
Phucong 14, Qudn 10, Tp. Hé Chi Minh).

Can ctr vao céc qui ché dwoc hién hanh cia Viét Nam.

Cin cir Céng viin s§ 354/VKNTTW-KH ngady 04/6/2019 gii kém phiéu
kiém nghiém s§ 491337 ngay 03/6/2019 cta Vién Kiém nghiém thudc Trung
wong, Cyc Quan ly Dugc di ban hinh Céng vin s 9222/QLD-CL ngay
13/6/2019 v& viée xu ly 16 thubc Vién nén bao phim Clavophynamox 1000
(Amoxicillin 875mg, clavulanic acid 125mg), SPK: VN-20275-17, Sé 16: K026,
NSX: 14/01/2018, HD: 13/01/2020 do Cong ty Flamingo Pharmaceuticals Ltd.
(India) san xuit, Céng ty ch ph?m dugc Dai Nam nhép khéau. Mu thudc khong
dat tidu chuén chit lugng v& chi tiéu P9 hoa tan ctia amoxicillin va clavulanic
acid. Theo d6 Cuc Quén 1y Duoc da:

- Thong béo thu hdi thudc Vién nén bao phim Clavophynamox 1000

(Amoxicillin 875mg, clavulanic acid 125mg), SPK: VN-20275-17, S5 16: K026
trén dia ban Ha Néi.

- Yéu cdu Céng ty cb phin duge Pai Nam phéi hop vé6i co quan kiém tra
chét lirong, co quan kiém nghiém thudc Nha nuéc tién hanh 14y 02 mau bd sung
va giti miu dd 14y t6i Vién Kiém nghiém thubc TW hoic Vién Kiém nghiém
thuée Tp. H3 Chi Minh dé kiém tra chit lugng dbi v6i chi tidu D6 hoa tan clia
amoxicillin va clavulanic acid.

Ngay 09/9/2019, Cuc Quan 1y Duge nhin dwgc Céng van sb 446/VKNT-
KHTH cta Vién kiém nghiém thubc Tp. Hd Chi Minh giri kém phiéu kiém
nghiém sb 1324/VKN-YC2019 ngay 09/9/2019 bio cdo két qua 14y mAu bb sung
dbi véi 16 thube Vién nén bao phim Clavophynamox 1000 S5 16: K026 néu trén
1a khong dat tiéu chuln chét lugng v& chi tiéu PO hoa tan cia amoxicillin va
clavulanic acid.

Nhu vdy, 16 thudc Vién nén bao phim Clavophynamox 1000 (Amoxicillin
875mg, clavulanic acid 125mg), SPK: VN-20275-17, 88 16: K026 néu trén duge
xac dinh 1a vi pham mtc d6 3.



Cuc Quéan ly Dugc thﬁng bao:

1. Thu hdi toan qudc 16 thubc Vién nén bao phim Clavophynamox 1000
(Amoxicillin 875mg, clavulanic acid 125mg), SPK: VN-20275-17, S 16: K026,
NSX: 14/01/2018, HD: 13/01/2020 do Cong ty Flamingo Pharmaceuticals Ltd.
(India) sén xudt, Cong ty cb phan dugc Pai Nam nhap khiu.

2. Cong ty c6 phan dugc Dai Nam phdi hop véi nha cung chp va phan
phdi thudc phai:

+ Trong thoi han 48h ké tir ngay ky Cong vin nay, gli thong bao thu héi
t6i cdc co s¢ ban budn, ban 18, st dung Vién nén bao phim Clavophynamox
1000 (Amoxicillin 875mg, clavulanic acid 125mg), SPK: VN-20275-17, S6 16:
K026, NSX: 14/01/2018, HD: 13/01/2020 do Céng ty Flamingo
Pharmaceuticals Ltd. (India) san xuét, Cong ty ¢ phén dugc Dai Nam nhép
khiu va tién hanh thu hdi toan bd 16 thude khéng dat tidu chudn chit luong néu
trén.

+ Gui béo cdo thu hdi v& Cuc Quan ly Dugc trong vong 18 ngay ké tir
ngdy ky Coéng van nay, hd so thu hdi bao 20m sb Iuong nhap khau ngay nhép
khdu, sé luong thu hdi, cdc bing chimg v& viée thyuc hién thu hdi tai céc co s¢
ban budn, ban 1¢, sir dung di mua thudc theo quy dinh tai Thong tu 56
11/2018/TT-BYT ngay 04/05/2013 ctia B§ Y té quy dinh vé chét luong thube,
nguyén lidu lam thude.

3.S6 Y té cac tinh thanh phd tryc thude Trung wong, Y te cac nganh
théng béo cho céc co s¢ kinh doanh, sir dung thudc thu hdi 16 thudc khong dat
chét lwong néu trén, kiém tra va gidm sat cac don vi thuc hign thong bdo nay; xir
1y nhitng don vi vi pham theo quy dinh hién hanh; béo céo vé Cuc Quan ly Dugc
va céc co quan chirc ndng cé lién quan.

4. S& Y t& Tp. Hb Chi Minh kiém tra va gidm sit Cong ty cb phin duoc
Pai Nam thyc hién viéc thu hdi va xit Iy thubc b thu hdi theo quy dinh./.
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SO Y TE PONG THAP

S6: 421/SY-SYT
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