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dang k! tai So Y td dia phuong

Hd NOi, ngdy ;S thdng ,/1 ruim 2012

Kinh gui : - 56 Y td c6c tinh, thnnh ph6 truc thu6c Trung uctng
- Ciic co sA dang kf, san xudt thudc trong nudc

Can cri Thong ru s6 222009[[T-BYT ngiy 2411112009 cria Bd Y td Quy dinh viec
dang k! thu6c;

Gn cri nhu cdu sri dung, san xuat cric thu6c thuOc Phu luc V - Danh muc thudc
san xudt trong nu6c n6p hd so dang kf tai SA Y td dia phuong duoc ban hl,nh kim theo
Th6ng nr s6 222009ffT-BYT ngdy 2411112009 cria 86 Y td Quy dinh vidc dan-e k,'i
thudc (goi tit ld thudc fiuOc Phu luc V) vd tinh hinh tridn khai 6p dung cec nguyon tac,

ti0u chudn thuc hlnh t6't sAn xuat thu6c theo khuydn c6o cria t6 chric Y td thd gidi
(GI,IP-WHO) cria c6c don vi dd sAn xudt c6c thudc thuQc Phg iuc V.

Dd th6o gd vd giAm b6t kh6 khan cho c6c dcrn vi trong thdi gian tridn khai GMP-
WHO, Cuc Quan lj duo.c th6ng bdo chri truong cta BO Y td d6i vdi vi6c sin xuat c6c
thu6c thuOc Phu luc V dd c6 s6 dang kf 1uu henh hdt hi€u luc nhu sau:

1. D6ng y dd cdc co s& duoc ph6p tidp tuc sAn xudt thudc thu6c Phu luc V vdi so

dang k! cr1 tr6n dly chuydn chua dat GMP-WHO ddn hdt ngdy 3ul2l20l3 no-u diip frn,s

didu kiOn sau:
f.i. Hd so dang kf 1ai cira *rudc thuc hi6n dring theo quy dlnh tai Th6ng ru s6

222;009fl-T-BYT ngity 24lLl2O09 cria Bo Y td Quy dinh vicc dang kj thu6c tai Sd Y td
diaphuong vi ci6 duo.c So Y tdthdm dinh hd so dat ycu ceu.

i.2. Dang tridn khai xAy drmg hodc di c6 du 6n xdy dmg co s6 sAn xudt thu6c
thu6c Phu luc V dat ti6u chudn GMP-WHO duoc co quan thdm quydn phc duyet.

2. Hd so dd nghi cho ph6p tidp tuc si.n xudt grii vd Cuc QuAn I! duo.'c g6rn:

2.1. Cong van dd nghi cho ph6p tidp tuc sdln xuat crfa co s6.

2.2. COng vin cira S0 Y td dd nghi Cuc Quan lf duoc cap sd dang ki d6i v6i thu6c
ouoc marn otnn oat yeu cau.

2.3.Hqp ddng xAy dpg nhn xuong d6i vdi co s6 dang tridn khai xAy durng hoac
b5o c6o nghiOn crlu kha fii de duoc co quan thlim quydn ph€ duyct ddi vdi co sd nr6i c6
du 6n xAy drmg.

2.4.85o c6o nhAn su, trang ttLidt bi san xudt vi kidm nghiQm, co sd vdt chdt cria co
sd sin xuat hien c6 (kdm anh chgp hien ffang nhi xuong).

C,lc Quan ty duo. c - Bo Y td thong b6o dd SA Y td c6c tinh, ttrdnh phd ruc.thu6c
Trung ucrng, c6c dctn vi bidt vd thuc hi€n.
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