
.I]OYTE
CUC QUAN Lf DUOC

(]O\G IIOA XA HOI CHU NGHIA VIE'I'NAM
DOc lap - 'l'u do - Hanh phric

%, 6gbl /eLD-DK H() Noi, ngt)v )$thdns f ndm 2018

V/v ddng k:i, nhip khdu dtm hring
thu6c chfta hoat chAt Citicolin dirng

duong u6ng

Kinh grii: C6c co sd dang kf, sdn xuAt thu6c luu hdnh t4i Vi6t Nam.

Qua cfp nhQt th6ng tin vdj tinh hinh sr? dung thu6c tr€n th6 gi6i: hiQn nay thu6c
chria hoat ch6t Citicolin ding duong u6ng kh6ng dugc cAp phdp luu hdnh tai c6c nu6c
tham chi6u cria Vi€t Nam v6 ddng kli thu6c nhu IIoa Kj,, Canada. Anh, ph6p, Uc,
Nhat, Duc.

Cdn cri k6t ludn cira Hdi ddng tu v6n c6p giAy dang kj luu hdnh thu6c, nguy6n
li6u ldm thu6c - Bd Y tC d6i vdi thu6c chria hoat ch6t Citicolin dirng ducrng u5ng, d6
ddm b6o sft dpng thu6c hgp l!, an todn, hi6u qud, Cuc Qudn tj Duoc th6ng b6o nhu
sau:

l. Y€u cAu c6c co so khi n6p tlcm hdng nhdp khdu thu6c thrinh ph6m chua c6 s6
dbng k;i, h6 so dang kj luu hdnh thu6c chira hoat chdt Citicolin dung duong u6ng
phni nQp kdm h6 so l6m sirng chimg minh an todn, hi6u qui cria thu6c d6ng k;i.

2. EOi v6i c6c don hdng nh6p khAu thu6c thdnh phAm chua c6 s6 dang kj, h6
so tldng k)i thudc chria ho4t chAt Citicolin dirng duong u6ng dang cho xdt duyQt t4i
Cgc Qurin lj Duoc: Cgc Quin lj Duqc chi xdt duy€t don hdng nh6p khAu thu6c thdnh
phAm chua c6 s6 dang ky, xem xdr trinh H6i d6ng tu v6n c6p s5 dang ky sau khi co sd
nQp don hdng, co sd cldng kj thu6c n6p b6 sung h6 so l6m sdng chimg minh an todn,
hi6u qud cria thu6c ding ky vd hd so dugc thAm dinh dat y6u cdu.

3. Edi vdi c6c thu6c ch[ra hoat ch6t citicolin dirng duong u6ng dang con hi€u
lr,rc s6 dang ky^: Y€u ciu co.so.sd hirus6 dang ky cung cAp b6 srng air reu l6m sdng
nhu ycu cdu ncu tai muc I d€ chLmg minh an toirn, hi€u qua cua thu6c. Sau 0l n6m k6
tir ngdy kyi c6ng vdn niry, ncu co so kh6ng b6 sung duocd[ li6u chtrng minh an todn,
hiQu qua cira.thu6c, cuc Qudn ly Duoc se ra quyOi dinh rtr s6'dang k! cila cric thu6c
chua hoat ch6t Citicolin ding duong u6ng n€uir-6n.

Cyc Qudn lli Dugc th6ng b6o dd c6c don vi bi€t vd thuc hi6n./.
Noi nhQn:

- Nhu trdn;
- BT. Nguy6n Thi Kim TiCn (dA b/c);
- TT, Truong Qu6c Cuong 1dd blc;:
- CT. Vn Tuin Cuong (d6 b/c);
- C6c Ph6 Cuc truong Cuc eLD;
- Cuc QLKCB.'fhanh tra BYT (de phoi hop):
- T6ng Cuc Hii quan - 86 TC:
- Cuc Quin Y - Bep; Cuc y t6 BCA: Cuc y t6
Ciao Thdng vdn rdi - 86 GTV t:
-'f6ng c6ng ty Duoc Vi6t Nam - C6ng ry c6 phin;
- lrung tdm DI & ADR Qu0c gia:
- 86 m6n Duoc l;i Tnrong DH y IIa Noil
- Ciic chuyEn gia thAm dinh h6 so dang kj thu6c:
- Phdng QLKDD, Phdng eLTTeC (dii thuc hi6n);
- Website Cpc QLD; TC Duoc&Mp;
- l,uu VT, DKT (LA).
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