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Kinh grii: C6c c6ng ty il6ng ky, sdn xu6t thu6c luu hanh tai ViQt Nam

^t ,. ). '
DC d6p img nhu cAu sri dpng thu6c tri duo. c liQu c6 d4ng bio ch6 hiQn dai

vi d6p ung kti hoach sdn xu5t cria c6c c6ng ty de d6ng lcf thui5c tu dugc li6u c6

d4ng bdo ctri5 tripn ttai san xu6t trCn dAy chuyAn san xu6t thuiic tAn duo. c dat ti6u
ctruAnGtv{P-WttO.

Cin ct kl5t lufln cria HQi d6ng xdt duyQt thuiic BO Y tii v€ viQc sin xuSt

thui5c ttr dugc liQu c6 nguy€n li€u dAu vio lA cao dugc liQu ho{c cao dugc liQu

ptr5i trg,p voi bQt duqc liQu (sau dAy gqi tit ln thui5c tu duqc liQu) tr6n dAy

chuyAn s6n xu6t thu6c tAn dugc d4t ti6u chuAn GIvP-WHO,
Cgc Quan lj duqc th6ng b6o nhu sau:

l. C6c c6ng ty san x,r6t thu6c ru dugc liQu c6 d4ng bdo chti tuong img
,.. ^dugc sdn xudt tr€n dAy chuy6n s6.n xudt thu6c tAn dugc d4t ti€u chuAn GMP-

WHO d6n h6t ngAy 31/1212013 khi d6p img c6c di6u ki€n sau:

1 .1 . Nguy6n li6u dAu vdo dli san xu6t c6c thu6c tr6n phdi ln cao dugc liQu
,' :.
(bao gOm ci cao l6ng, cao d{c, cao kh6) ho{c cao dugc liQu ph6i hqp v6i bQt

dugc liQu c6 ti6u chuAn chAt lugng nQp trong h6 so ddng ky thu6c dE tluoc thAm

tlinh tl4t y€u cAu.

1.2. Co sd san xu6t phAi bi5 tri k6 ho4ch san xu6t hang thring diii voi vigc

sdn xu6t thui5c tir dugc liQu, thu6c tin dugc theo chirSn dich vd tu6n thtr nghiEm

tuc c6c nguy6n tEc, ti6u chuAn Gle-WUO dC tr6nh sW nhi6m ch6o vd nham hn
vsi c6c san phAm kh6c kh6ng ctng lo4i, tuan thi quy dinh vA vQ sinh dAy
. ). , ,..

chuyOn sdn xuAt tru6c vd sau khi chuy6n mat hang sdn xu6t.

1.3. Co sd sin xu6t phii xAy dung quy trinh vQ sinh t6ng tfr6 a5i v6i nhi
xudng vi ttrir5t Ui (ttuqc ph€ duyQt vi tham dinh) 5p dUng sau c6c dgt san xu6t
theo chi6n dich. Tiiin hanh d6nh gi6 vQ sinh d6y chuy€n s6.,n xuAt sau m5i dqt san

xu6t ntrim dAm b6o kh6ng g6y nhi6m, nhiSm ch6o gita c6c sAn ptrAm ttrui5c tan

duoc vi thu6c dugc liQu.



2. Hucrng d6n tri6n ktrai thyc hign:

2.1. Cdc thu6c dr dugc liQu dd dugc t6p t6 ddng lqi: co so si.'n xrr6t phai

tri6n khai thgc hiQn nghiOm tirc c6c didu kiQn quy dinh t+i di6m 1 n6u tr6n.

2.2. Cdc h6 so d6ng ky thu6c tir dugc liQu nQp m6i hoic ctang chd x6t

duyQt: co sd sfur xu6t phii nQp b6 sung quy trinh vQ sinh t6ng th6 d6i v6i nhi

xucmg vi thitit bi vio h6 so deng ky.

Cpc Quan ly duqc th6ng b6o dC c6c don vi biiit vi thpc hiQn theo dirng c6c

quy dinh hiQn hanh./.

Noi nhfln:
- Mu tr6n
- TT. Cao Minh Quang (de b/c);
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