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- 56 Y td c6c tinh, thenh ph6 trgc thuQc trung uong;

- C6c b€nh vi€n, vi0n c6 giuong bQnh truc thuQc B0 Y td;

- Cic cOng ty dang kf, san xudt thudc luu hdnh tai ViOt Nam.

Can cr1 vdo tdng hqp, b6o c6o tt c6c co quan quin lf, chuy€n m6n trong
nudc vi nu6c ngod.{ vd viec mOt sd nu6c tr€n thd gi6i NhAt Ban, Han Qudc...) da
ngfoig cdp ph6p luu hdnh vi thu hdi c6c thu6c c6 chrla hoat chdt Serratiopeptidase
do khOng chrlng minh duoc hi€u qui didu tri cia thudc;

CEn crl kdt luan cira Hoi ddng x6t duyet thudc B0 Y td ddi v6i thudc c6 chrla
hoat chdt Serratiopeptidase,

Dd dim bAo hi€u qui didu tri cho ngudi sir dung rhu6c, Cuc Quan lf duoc
th6ng b6o nhu sau:

1. Ngung tidp nhan dcrn hdng nhflp khdu nguy€n IiQu, b6n thdnh phdm, thdnh
phdm thueic chfa Serratiopeptidase. Ngtmg tidp nh{n hd so dd nghi cdp sd dang lcf
m6i, dang kf lai ddi vdi thudc c6 chrla hoat chdt Serratiopeptidase.

Kh6ng x6t duyOt don hang nhflp khdu nguyOn li€u, b6n thanh phdrn, thanh
phdm thudc chrla Serratiopeptidase vd hd so dd nghi cdp s6 dang kf m6i, deng kf
lai ddi vdi thu6c c6 chrla ho4t chdt Senatiopeptidase dd nQp tai Cuc Quan If Duo. c
tru6c ngiy kf cOng van nhy.

2. Nhlp khdu nguy0n liQu, b6n thinh phdm chrla Senatiopeptidase:

- Ddi vdi c6c don hnng d6 dugc Crlc Quan lf dugc ph6 duyOt, c6 hqp d6ng
nhQp khdu vi v6n don gui hdng tru6c ngdy lcf cOng v6n niy duo.c ph6p nh{p khdu
vdo Vi€t Nam.

- Nguy€n li€u, b6n thdnh phdm da nhflp khdu vho Vi€t Nam tru6c ngly k!
c0ng vin nly dugc dua vdo sin xu{t c6c thu6c dd duo.c cdp s6 dang kf luu hnnh
cdn hiQu luc.

3. Thu6c thnnh phdm c6 chfa hoat chdt Senatiopeptidase:

- Ngtng nhap khdu thu6c thanh phdm nu6c ngoii (kd cA thudc d5 c6 s6 dang
kf cdn hieu luc vh thu6c nh{p khdu theo gi6y ph6p nhlp k:hdu dd duo. c Cuc Quan lf
Duo. c ph€ duy90, trU truong hgp c6 hqp ddng vd vAn dcrn gui hnng trudc ngiy kf
c6ng vin niy.



- ThuOc nudc ngodi c6 chrla ho4t chdt Serratiopeptidase da nhQp khdu vlo
Vi0t Nam dugc luu hdnh ddn hct h4n dr)ng ctra thu0c.

- Thu6c sin xua't ftong nudc c6 chrla ho4t ch0t Serratigpeptidase duo. c luu
henh ddn hdt h4n dtng cira thudc.

Cuc Quan lf Duo. c thOng b6o dd c6c dcrn vi bidt vi thgc hiqn./.
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- Nhu uOn;
- BT. Nguy6n Kim Ti6n (dd b/c);
- TT. Cao Minh Quang (dd b/c);
- Cr;c QLKCB, Thanh ua BYT (dd phdi hqp);
- Tdng Cuc Hii Quan - BQ TC;
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- Bio hidm )GIVN;
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- Q{c chuy€n gia thdm dinh hd so d6ng kf thu6c;
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