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V/v san xuit lhu5c n6i ti6t -

hormoa / kh6ag phai nQi ti5t -
hormon trOn dAy chuyi:n san xu6t

thu6c dat GMP-WHO

CQNG IIOA XA HOI CHU NGHIA VIET NAM
DQc IQp - Trg do - H4nh phric

Hd NOi, ncay,/./-l thdnsLf ndm 2012

Kinh gui: C6c c6ng W dang ky, sd,n xuAt thui5c luu hAnh tai Vi-6t Nam

c6c thu5c ttrQp nlal n6i ti5t - fr"r"""irre"i;; "t*r,Affi;I ^. -.:nor ttet -
l:T:"..T q* clu\ cvn_lHo viL,hoic ,a; ;i;i;; i" ,i,a" ,ai iici _h:T"iI= day_chuyAn sdn xujt c6c thu6c khadil;i;Oii6, _ ;;lni^, uuu^L.-^- rrrchuAn GMP-WHO,

Cin cir nhu cAu san xudt thu6c n6i..ri6t _ hormon crra c6c c6ng ty, trong
Pd gruo tri6n krai to rjnh quy o'inh aol vot vi€c san *6t tnuo-.'o6i tict _
hormon tr6n d6v chuvan san xct ri6ng bigt tt 

"o 
og*yeo a", iJ" 

"n"a"i,rrr".hanh t6t san xuit th"6",,- 
srvv rlssJ'' L4e' Lltru uouitrr

Csc euan ir;;e.a th6ng brio nhu sau:

-ur, -l;P^:*"i,rA :n:^*pe ai-i c.ic c6og y d*s9 san xu6t cric thu6c kh6ngp-''ar nor rret - hormon tr6n day chuyen san xu6t thu5c n6i ti6t - hormon dat c6uchuAn clw-wuo vdy'hofc n;4".hr"c ;;;6;"6t'riei'_ rrl#""';# ffichuyan san xuat c6c thu6c k]rOng phni 
"oi 

iie,I ho.-oo d4i ti6u chuan cMp-WHO khi drip img c6c diAu ki6n sau:
I . i . co sd sdn xu6t hang ndm can u6 t-i kt! hoach san xu6t thu6c n6i ti6t _

hormon hoi.c ngugc l4i d6i voi cgc thuiic kh6ng pfra: 
"O.i 

tiet _ i"r*ir rn"onguy6n tic sA.n xu6t thu5c theo chi6n dich.

.! ..1^2. Tro,og qla Un  san xuAt, co so phai tuan.tht nghi6m tuc c6c nguy€ntdc, ti6u chuan GMp-wHo va san xu6t iuut5c noi ti6t -;;;;;5-o;"h ,*nhiSm ch6o vi rinh nhAm, hn lgi ld" ;arr e;4," khric kh6ng cung toai 
"hJ#",l;9:"1*.t* 1r1lr,r* phAm n6i ti6t - tor-orr, kht kh;;;'d*."n0f;,i?*a m

]P9% 
,l.q thAi phai dusc xu iy 

,qua mang rsc hepa H13) ;a;6,rh bri ;;ra,poam nol tlet - hormon v.1o hQ th6ng dudrng 6ng, mang loc xri Iy kti s4ch chom6i truong san xuAt vd thAi ram6i oi*e uJ" rg-oui kh;w" ,e";a; 
-*

i.3. Co sd san xuAt p*i 
1ay 

du,rE q"y uinh ve ,il ,t id;;i nhd xucrng
sau m5i dst san xu6t thu5c n6t tici_ norio; i*, "o*i;.61i?;il#3n "o 

,66a thAm durh quy uinh vQ ,irf, .1. "h;;; riE _ no*ror, g6m nhrrig n6i dungsau:

-;. . -.T?v d;rnS Cuy tri.rti tAy m6u, xri g m6u d6 x6c dinh v6t ngi ti6i _ hormondC *ic dinh vilt n6i titit - hormtn.



- Quy dinh gioi hqn him luong v6t nOi ti6t - hormon vAr phuori.g ph6p thu
ph6t hiQn v5t nQi ti6t - hormon phir hqp.

Co sd sfu: xuAt suu kJri thr;c hien vQ sinh theo quy trinJe vQ sinh (dd ciuqc

ph6 duyet vi thAm dinh) phii thyc .hien viQc 16y-miu ki6m nghipm p.!ei.hr,..".r."
c1c cb6t nQi ti6t - hormon tr6n thitit bi nhe *hg, m6i trulng sau I&i kei 'Lhfc

sh xuAt thu5c n6i ti6t - hormon.

2.Ir,u6ng aan n'ien klai thr;c hiQn:

2.1. Circthut5c nQi ti€t - hormon dd tiugc cAp sO oang ky: co so sir:: xuAt

phai ficn I<J:;i thuc hiqn nghiOm t 9 "i cii6u kiqn quy dinh t"ai ai6* 1 nOu k6n.

2.2. C6c h6 so tidng ky thu6c nQi tiilt - honnon nQp Ffi ho[c.tiang chd

x6t duygt: co s6 sun xuAt pnal 
"Op 

ktsm quy tinh vC sinh t6ng UiA aOi voi nhi
>ruong vir thi6t bi vio h0 so ,iang icy.

CUc Quan ly duqc th6ng b6o ti6 cAc don vi bi6t vh thuc hiQn theo dring

c6c quy dhh hiQn hanh./.
Ncri nhiu:
- Mu t6n
- TT. Cao Minh Quang (de b/c);
- Cuc tlr*g (de b/c);
- Ss y t5 cAc dn}" thanh phi5 Trung U*g;
- Thenh viOn HDXDT; c6p, chuy6n gra TD h6 so DKT;
- T4p chi Dugc vA. m! phAm;

- Website cr;c QLD;
76 nf 
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- Luu V I, V]-UL, (2Li\i-i, qLUL, E/r!l (Uo oar.r.
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