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Thu6c vi6n n6n Sabumol 2mg giit

C6ng vln s5 36/QLD-CL ngiy 06tOLt2OZl cta Cuc Qu6n ly

Dugc (BO Y ttil vC thu6c vi6n n6n Sabumol 2^g, sti 161 917t9;lJD:12/2022,

nhd san xu6t Laboratorires Ephac Co., Ltd (Cambodge), mdu nh6n kh6ng c6 s6

ctdng ky n6n li thutic gi6.

SA Y tti y6u ciu:

- Cdc c6ng ty kinh doanh thu5c, nhi thuiSc kh6ng kinh doanh, phdn ph6i,

sri dqng 16 thu6c n6u t4i C6ng vin n6u tr6n vi b6o c6o ktit qui thu hOi (ntiu c6)

vA SO Y t6 tru6c ngdy l9/Ozt2OZl. Luu hii so thu h6i thu5c theo qui dinh.

- Cdc co sd kh6m chira benh rd so6t danh muc thu5c trung thAu, b6o c5o

kiSt qui ttru h6i (n6u c6), kdm bisnpnap *Tryr (ni6u c6n) nhern dam bio dn thu6c

phUc vp kh6m chta.

Trung tim Kii5m so6t BQnh tQt tuy6n truydn cho nh0n ddn tlia phuong

Uitit Ae phOi hqp b6o c6o noi mua thu5c vd kh6ng srft dqng thu5c Sabumol 2mg

gi6 n6u tr6n (n6u c6).

m kitim soSt Duqc PhAm, Thgc pli6m vi Thi6t b! y tti ri so6t,

t6ng cudrng l5y miu ki6m tra chdt lugng, khAn trucrng b5o c6o trulng hqp ph6t

hiQn c6c 16 thu6c kh6ng dqt ti6u chuAn ch6t luqng;

- Thanh tra Y,t6 ti5 chilc thanh tra vi xil ly c6c dcrn v[, co so khdng thgc

hiQn dung quy dinh theo c6ng v6n niy.

- Giao phdng Ki-( hoach, NghiQp vp, Tdi chinh (80 phQn Dugc) ki6m tra,

gi6m s6U dA nghi xir ly cfuc d<rn vi, co s0 kh6ng thUc hiQn b5o c6o thu h6i. TOng

hq,p s(i liQu, b6o c6o Cpc QuAn ly Du-o. c theo qui d!nh.

EC nghi UBND c6c huyQn, thenh ph6 triiSn khai nQi dung c6c COng vdn n6u

tr6n d6n c6c QuAy thu5c d6ng tr6n d[a ban quin ly; tiiSp nhQn, b6o cfuo kiit qui thu

CQNG noA XA Ugl CHU NGHIA Vrpr NAM
D0" I6p - Tg do - Hanh pM.

Ninh Thuin, ngdy|9 thdng1l)ndm 2021

oo#" , s6: A5h
ffHIq Ngay:l8l*lrr
Chuydn:



E
ndi, eOng thsi chi dpo thantr tra, ki6m tra, xti lf co s& vi phAm theo quy dlnlhign Y
henh vC So y tiS trudc ngay rcnYz\Zl.l. !

vdn sd 36/8LD-CL ngay 06/01/2021 c*a Ca,rc Qudn lit(Dinh kdm C6ng
,

Du.oc (80 Y ft).

Nti nhfin:
- UBND cdc huyQn, tp;

- Bqo Ninh Thu{n;
- CUc Quin lf thitruong;
-,C.ty, nhd thu6c trong tinh;
- Linhtlao SdY t6;
: Cic BV tuy6n tinh,
- C6c TTYT huyQn, tp;
- TT Ki6m soit BQnh tit;
- TT Kitim soit DP,TP&TBYT;
- Thanh tra Y t6;
- Website so Y t6;
- Luu: VT, KHNVTC.L;.
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Sti: 36 /QLD-CL
V/v thu6c vi6n n6n Sabumol2mg

cgNG nda xA ugr cHU NGHIA vrpr NAM
EQc lfp - Tg do - HSnh phfic

Hd Nfli, ngdy 06 thdng ot ndm 2021

Kinh gui: SO Y ti5 c5c tinh, thanh ph6 trgc thuQc Trung uo:rg

Cpc Quan Ij'Dugc'nhfn dugc c6ng vIn s6 I5O/CV-TTKN cria Trung tim
ki6m nghiQm duo. c ph6m, mf phlim tinh An Giang gui kdm PhiiSu ki6m nghiQm
s6 +gq[TKN-L-2020 ngity 2}tlll2)20 vG m6u thu6c tr6n nh6n ghi vi6n n6n
Sabumol 2*g,s6 16: 91719;LtD: l2l2022,nhdsan xudt Laboratorires Ephac Co.,
ttd (Cambodge). M6u thu6c do Trung tiim ki6m nghiQm dugc phAm, m! phAm
tinh An Gianglily t?i Nhe thu6c Phuong Ngfln 1s6 tl+Z Trin Hrmg DAo, M9 Quy,
Long Xuy6n, An Giang). Miu thu6c kh6ng c6 th6ng tin vO sO gi6y d[ng k!' luu
henh thu6c, nu6c sin xu6t, co s& nhQp khiu vi kh6ng dat ti6u chuAn ch6t luqng
vO chi ti6u d0 d6ng tl6u hdm lug:ng, ttinh luqng. Nhu vfy mdu thudc tr6n nhdn ghi
vi6n n6n Sabumol 2^g,si5 161 91719;HD: 1212022 n€:utr6n ld thudc gi6.

OC eam bio an todn cho nguoi str dgng vd xir lj'nghiOm vi phpm theo quy
tlinh cua ph6p [uft, Cpc Quin $ Duo. c c6 f kitin nhu sau:

l. Da nghi So Y tr5 cac tinh, 15511, &ti t U. thuQc Trung uqng:

a) Th6ng b5o cho cfc co sd kinh doanh, srl dpng thu5c tr6n dia ban l&6ng
kinh doanh, phen ph6i, sir dung thu6c tri6n nh6n ghi vi6n n6n Sabumol 2mg, sti 16:

91719;ID: l2t2022,nhds6n xu6t Laboratorires Ephac Co., Ltd (Cambodge).

b) PhOi hqp v6i c6c ccy quan tnry€n th6ng th6ng tin t6i c6c ctv sd bu6n b6n,
sri dung thui5c vi nguli d6n bitit dti l,fiOng bu6n b6n, bu dung thu6c tr6n nh6n ghi
vi6n n6n Sabumol 2^g, sti 16: 91719;lJx: 1212022, nhd sin xu6t Laboratorires
Ephac Co., Ltd (Cambodge).

c) 86o c6o Ban chi tlpo 389 tinh, thenh ph6 vd phOi hqrp vor cic co quan
chric ning li6n quan ki6m tra xdc minh, truy tim ngudn gi5c xu6t xri cria thu6c gi6
Sabumol 2mg n6u tr€n.

d) Chi dpo c6c Trung t6m ki6m nghiQm tr6n dla bdn rd so6t, tdng cucmg l6y
m6u ki6m tra chdt hftmg, ktrAn truong b6o c6o truong hgrp phft hiQn c6c 16 thu6c
kh6ng tlpt ti6u chuAn ch6t tuqng;

Tri6n khai viQc thanh tra, ki6m fia cdc co sd kinh doanh dugc, xri phpt
nghiCm c6c tti chirc, c6 nh0n kinh doanh, bu6n b6n thu6c tr6n nhdn ghi vi6n n6n
Sabumol2mg n6u tr6n theo quy tlfnh hiQn hinh. 86o c6o kiSt qui thyc hiQn vO Cpc

Quin lf Duqc.

2. EA nghf So Y ti5 tinh An Giang:

a) KhAn truong ph6i hqrp vqt cdc co quan chric n6ng c6 li6n quan tiiSn hinh
thanh ha, ki6m tra hoqt dQng kinh doanh thuiSc ctra Nhd thu6c Phucrrg Ngen (s5



-q

1942 Trin Hrmg D?o, MI Quy, tong Xuy6n, An Giang) x6c minh thdng tin vi
truy tim ngu6n g6c vd m6u thutic vi6n n6n Sabumol2mgn6u tr6n. B6o c6o Ban
chi tlpo 389 tinh An Giang vi diAu tra vd xu lf t6 chrtc, c6 nhdn vi ph4m theo quy
dinh.

b) C[n cri mric dQ vi ph4m cfra Nhi thui5c Phuong Ngdn, tiiSn hinh xri phpt
vi ph4m hdnh chinh vd 6p dung c6c hinh thric xri phpt bO sung aOi vOi Nhd thuiSc
Phuong Ngdn theo quy dinh.

c) 86o c6o kiSt qu6 thgc hipn v6 Cuc Quin ry Duqc.

Cpc Quin lj,Duqc th6ng b6o tt6 dcrn vi biiSt vi thgc hiQn./.

Noi nhQn:
- Nhu tr€n;
- CT. Vfr Tuin Cuong 1tli5 U/c;;
- TTKN DP, MP tinh An Giang (tri p/h);
- Phdrig PC-TTr (d6 p/h);
- Luu: VT, CL @T).

KT. CUC TRIIOI{G

nh lling

:,*E


