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V/v Hudng d6n viQc s6n xu6t vd luu
hdnh thu6c tu duoc ligu.

Nai nhQn:
- Nhu tr6n;
- BT. NguyEn Thi Kim Tiiin (de b/c);
- TT. Cao Minh Quang (d6 b/c);
- CTr. Truong Qu6c Cubng (dO b/c);
- Cuc Qlan y-BQ Qu6c phdng; Cuc Y t6- B0 C6ng an;
Cuc Y t0 giao th6ng VT- B0 GTVT;
- Website Cuc QLD; Tap chi Duo. c-My ph&n- Cuc QLD;
- Lrru: VP, Phdng QL DL & TTDL; DKT (03 ban)

coNG HdA XA Uqr cHir NGHIA VIET NAM
DQc lip - Tqr do - HSnh phtic

Ha NAi, ngdy /3 tnaisf ndm 2012

Kinh giri: - Sd Y tit cic tinh, thanh ph6 tr.uc thugc Trtrng uong
- Cdc co sd dnng ky, san xu6t thutic trong nudc.

C.an cir Th6ng tu s6 ZZtZOOgrct-BYT ngiy 24ll1l2oo9 cta Bg trucmg
B0 Y tC qui dinh vi6c ding h.i thu6c; Cin cu Th6ng tu s6 l6l20l1lTT-BYT
ngity 191412011 cria B0 Y,t6 qui rilnh.nguy€n tdc sAn xudt thu6c tu dugc IiQu vd
l0 trinh 6p dirng nguyda tic, ti6u chuAn thgc hAnh t6t sAn xuAt thu6c (GMP) d6i
voi co sd sin xuAt thudc tu dugc liQu;

OC tlao g0 vi.giim bot kh6,khen cho c6c co sd si,n xuAt thu(ic fi duoc
1i0u, ti6p theo tinh thAn c6ng vin s6 1466/BYT-QLD ngiry 221312011 cta B0 Y
tC v€ vigc hudng dAn tam thcri viQc sdn xuat va luu. hgh thu6c tu duqc liQu,

Cpc. Quan 1y duqc th6ng b6o chri truong cria B.9 Y tC d6i voi viQc sAn xudt cAc

thu6c tu dugc 1i9u dd c6 s6 dang ky luu hinh h6t hieu luc nhu sau:
. 

-.,11. Ti€p tpc gia h4n hiQu hrc s6 ddng lcj d6n h6t ngiry 31/1212013 d6i v6i
c6c thu6c tu dugc ii6u di dugc gia han sii dang hj theo kho.* b vd c muc.1
c6ng vin 1466/BYT-QLD ngiy 221312011 cria B0 Y tC voi di€u kign c6c thu6c
nhy,dugc sirr.xuAt tai c6c co sd.c6 gi6y chimg nhAn dt di6u kiQn kinh doanh
tfu6c duqc cAp theo Th6ng tu s6 rctZOtllTT-BYT \City l9l4l2ol1 cta 86 Y
te c6 phem vi kinh doanh pht hqp v6i dang bio ch€ d6 nghi gia hgn.

2. H6 so dA nghi gia hqn hiQu lirc s5 aarrg ki giim:

- ,:.
a) C6ng vdn dC nehi gia h4n higu 1gc s6 ding $ trong d6 nOu 16 lif do vd

cam k6t bdo dAm ch6t lugng aoi voi c6c thu5c dA nghi gia h4n.

b) Danh mpc c6c thuiSc dA nghi gia h4n higu lr,rc st5 Oang fy.

, c) Ban sao c6ng chrmg hEr LQ Gi6f chrmg nhan di di6u kign kinh doanh

thu6c (tni trudmg hqp do B0 Y tC cap).

3. C6c nQi dung kh6c thuc hipn theo dirng qui dinh t4i c6ng vin s6

1466/BYT-QLD ngdy 22131201i cria B0 Y t6.

qrc Quan Iy duqcth6ng beo dC Sd Y tt! cic tinh, thenh ph5 tr.uc thuQc

trung uong, c6c don vi bi6t vd ttrgc hi€n.
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PE6 CUC TRI.ICTNG

in Thanh


