BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc 1ap - Tw do — Hanh phic

86:/ 444 /QLD-BK 1 N6i, nga 2014
V/v thong nhét 121 cach ghi tén hoat HO NGk DG it el thing T mam 20

chét thudc Cerebrolysin

Kinh gtri: Cong ty Ever Neuro Pharma GMBH
b/c: Mondseestrasse 11, A-4866 Unterach am Attersee, Austria.

Thubc Cerebrolysin do Céng ty Ever Neuro Pharma GMBH déng ky, cong
ty Ebewe Pharma Ges.m.b.H.Nfg.KG - Austria san xuét dugc cip sb ding ky luu
hanh tai Viét Nam c6 thanh phan céng thirc 12 hdn hop céc peptid bdo vé than
kinh duoc chiét xuat tir ndo lon ¢6 trinh tu chudi acid amin DHLW.

Can ctr y kién két luan Hoi dong tu vén cap sb dang ky luu hanh thude hop
ngay 24/7/2014; can cu hd so dang ky (Gidy chimg nhan san pham duoc - CPP)
dé dam bao muc tiéu st dung thude hop ly, an toan, hiéu qua Cuc Quan ly Duogc
thong bao nhu sau:

1. Théng nhét cach ghi tén hoat chét ciia thude Cerebrolysin theo tén khoa
hoc cua peptid dich chiét ndo lon la "Peptld(cerebm;ysm concemme) ' dling voi tén ghi
trén Gidy chimg nhan san pham dugc - CPP duogc cap tai Ao.

2. Yéu cau cong ty stra lai cach ghi tén thude Cerebrolysin va tén hoat chat
trén nhén, to hudéng dan st dung thudc va cac phan hd so tuong tng theo ding
tén hoat chat sau khi da thong nhat néu tai muc 1.

Cuc Quén 1y Duoc thong bao dé cong ty biét va thuc hién./.
KT. CUC TRUONG

Noi nhdn: P )
- Nhu trén; ﬁ,B‘;H»@ "C &? RUONG
- BT. Nguyen Thi Kim Tién (dé b/c); Y N\

- Cuc trudng (dé b/c); Yy

- Cuc QLKCB Thanh tra BYT; Vu BHYT (dé phéi hop)
- B4o hiém x4 hoi VN;

- Céc phong thudc Cuc QLD;

- Luu VT, DKT.




