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/hoo Streptokinase vh Streptodomase

Kinh gui: C4c c6ng ty dang kf, san xudt thu6c luu hdnh tai Vi0t Nam.

Can crl vdo tdng hqp, b6o c6o ti c6c cd quan quan lf, chuy€n mOn trong nu6c
vd nudc ngoii v6 viOc Co quan quan lf duo. c, thuc phdm My (FDA) th6ng b6o chua c6
dir tii li6u vd hi€u qui vi an tohn cria thudc c6 thinh phdn phdi hqp Streptokinase vi
Streptodornase;

Cin ctl kdt lu4n cfia HOi ddng x6t duy€t thudc Bo Y td ddi vdi thudc c6 thanh
phdn phdi ho,p Streptokinase vi Streptodomase,

Dd dem bAo srl dung thu6c hqp lf, an totur, hiQu quA, Cuc Quin lf Duo. c th0ng
b6o nhu sau:

l- Ngung tidp nhan vd x6t duyQt don heng nh{p khdu nguy6n li€u Streptokinase,
nguyOn liOu Streptodomase dd sin xudt thudc c6 c4p phdi hqp Streptokinase vd
Streptodomase, don hi.,ng nh{p khdu thu6c thinh phdm vd hd so dd nghi cdp sd dang
kf mdi, dAng kf l+i ddi vdi thu6c c6 thenh phdn ph6i hqp Streptokinase vd
Streptodomase, kd ci c6c dctn hing ho{c h6 so d6 nQp tai Cuc Quin li Duoc tru6c
ngdy kf ban hdnh cdng van ndy.

2- Thudc thanh phdm c6 thinh phdn phdi hgrp Streptokinase vi streptodornase:
- Thu0c nu6c ngoii c6 thanh phdn ph6i hqp Streptokinase vi S'treptodomase dE

nhflp khdu vio Vi€t Nam duo. c luu hinh ddn hdt h4n ding cira thu6c.
- Thudc sAn xudt trong nudc c6 thinh phdn phdi hQp Streptokinase vd

Streptodornase duo. c luu hinh ddn hdt h4n ding cria thudc.
3- Nguy€n li0u, b6n thinh phdm chrl'a thnnh phdn Streptokinase hoec thinh phdn

Streptodomase dd san xudt thu6c dang phdi hqp Streptokinase vh Streptodornase dd
nh{p khdu v}o Vi€t Nam trudc ngiy kf c6ng vf,nndy duo.c dua vio sAn iudt c6c thueic
c6 thinh phdn phdi hQp Streptokinase vi S'treptodornase c6 s6 ding kf luu hdnh cdn
hi€u luc.

Cuc Quan lf Duo. c thOng b6o dd cric dcrn vi bidt vi thuc hiQn./.
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