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SO: -4CCi /QLD-DK Hi Noi. ngi! tA thing q nun 2018t/
V/v dang k1i. nhdp khdu dcrn hang
thu5c chua salbutamol ph6i hqp vOi
m6l trong s6 c:ic hoat chdt:
carbocistein, bromhexin, N acetl'l
cystein. ambroxol ditng duimg u6ng

Kinh gui: C6c co sd ddng ky, sdn xu6t thu6c luu hdnh tai Vi6t Nam.

. Qua c4p nh4t th6ng rin v€ tinh hinh su dung thudc tr6n th6 gi6i: hign nay
thu6c chua salbutamol phiii nqp voi mdr trong s6 cdc hoal chAt: carbocistein,
bromhexin, N acetyl cystein,, ambroxol dirng duong u6ng kh6ng dugc c6p ph6p
luu hdnh tai c6c nuoc tham chi6u crja Vi6t Nam v0 ding kj thudc.

Cdn cir k6t lu4n cua HQi d6ng tu u6,n cAp gi6y ddng kli luu hdnh thu6c,
nguy6n liQu ldm thu6c - 86 Y t6 a6i vOi cdc thu6c salburamol pnOi hoo vdi mQt

:. , . ,ttrong sd cec hoat chdt: carbocistein, bromhexin, N acetyl cystein, ambroxol
dirng dudng u6ng, dC dAm b6o su dr,rng thu6c hqp l!, an toirn, hi€u qu6, Cpc

Qu6n lyi Duoc th6ng b6o nhu sau:
).,l. Y€u cdu c6c co sd khi nQp don hirng nh6p khdu thu6c thdnh ph6m chua

c6 s6 deng k1i, h6 so dSng kj luu hdnh thu6c chira salbutamol pirOi hqp vdi mQt
i . ,,atrong so cec hoat chdt: carbocistein, bromhexin, N acetyl cystein, ambroxol

dirng duong ufing phai nQp kem hd so ldm sdng chimg minh an toirn, hiQu qud
cria thu6c ddng kyf .

2. D6i vdi ciic tlon hdng nh4p khdu thu6c thdnh phdm chua c6 s6 dang k;i,
hd so ddng ky thutic chira salbutamol ph6i hgp vdi m6t trong s6 cric hoat chdt:
carbocistein, bromhexin, N acetyl cystein, ambroxol dirng duong u6ng clang cho
xdt duy€t t4i Cgc Qurin l! Duoc: Cuc Quan lj l)uryc chi xdt duy6t don hdng nhqp
khdu thu6c thdnh phAm chua c6 s6 dang k;i, xem x6t trinh.H6i d6ng tu ud,n..6p
s6 deng kli sau khi co sd nQp don hing, co sd ddng ki thu6c nQp bO sung h6 so
l6m sdng chfmg minh an todn, hiQu qui cta thu6c ding ky vir hd so dugc thAm
dinh dat y€u ciu.

3. DOi voi c6c thu6c ch[ra salbutamol ph6i hqrp vdi mdt trong sd cric ho4t
chAt: carbocistein, bromhexin, N acetyl cystein, ambroxol dung duong u6ng
dang con hiQu lWc .6 dang kj: Y€u cAu co so so hiru s6 deng kli cung c6p b6
sung d[ li6u. l6m sdng nhu y6u cdu n6u tai muc I d6 chung minh an todn, hiQu

qud cua thudc. Sau 0l ndm kd tu ngdy k1i c6ng vin nay, nGr.o so kh6ng b6

sung duoc dir liQu chimg minh an toirn, hiOu qud cua thu6c, Cyc Qudn ly Dugc
sE ra quy6t dlnh rrlt t6 deng ky cua c6c thuOc chua salbutamol ptrOl hcro vdi m6t



trong s6 c6c hoat ch6t: carbocistein, bromhexin, N acetyl cystein, ambroxol
A

dung duong u6ng n6u trdn.

Cgc Qu6n ly Dugc th6ng b6o d6 c6'c dcrn vi bii5t vir thgc hiQn./.
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