CUC QUAN LY DUGC Péc 1ap - Tu do - Hanh phiic
s6 6545 /QLD-DK Ha N¢i, ngayo¥2 thing 4 nam 2014
V/v diéu chinh quyét dinh cép
SPK véc xin va sinh phim y t&
Kinh gin:

BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

- S Y t& c4c tinh, thanh phé truc thudc trung uong;

- C4c cong ty dang k¥ ¢6 véc xin, sinh phdm y t&€ dugc dinh
chinh.

Cuc Quan 1y duoc thong bdo diéu chinh mot s6 ndi dung trong Quyét dinh cdp s6

dang ky vic xin va sinh phdm y t&€ nhu sau:

Quyét dinh s6 174/QD-QLD ngay 24/06/2013 ciia Cuc trudng Cuc Quan Iy dugc

ban hanh danh muc 47 vic xin, sinh phdm y t€ dugc cp s6 ding k¥ luu hanh tai Viét

Nam,

NS WM e WD

8.

dot 21, trong 46 c6 mot 6 san phdm
INSUMAN BASAL, SPK; QLSP-0676-13
INSUMAN BASAL, SDK: QLSP-0677-13
INSUMAN COMB 25, SDK: QLSP-0678-13
INSUMAN COMB 25, SPK: QLSP-0679-13
INSUMAN COMB 30, SbK: QLSP-0680-13
INSUMAN COMB 30, SbK: QLSP-0681-13
INSUMAN RAPID, SDK: QLSP-0682-13
INSUMAN RAPID, SDK: QLSP-0683-13

do cong Cong ty TNHH Sanofi- Aventis Viét Nam (Dia chi: 123 Nguyé&n Khodi- Q4-
TP H6 Chi Minh) ding ky, trong Quyét dmh ghi tén hoat chit theo tiéng. Viét 1a
“Insulin nguoi”; nay diéu chinh gilr nguyén tén hoat chat theo ti€ng Anh la “Insulin
human™.

Cuc Quan 1y Duoc thong bdo dé cdc don vi biét./.

Noi nhén: C TRUGNG

- Nhu trén;

- BT. Nguyén Thj Kim Tién (dé b/c);
- TT. Nguyén Thanh Long (d€ b/c);

- Vu Phép ch&, Cuc Y t&€ du phong, Cuc Quan 1§ kham ch&aa&nl"i

Thanh tra B6 Y t&; Vu Trang Thiét bj va Cong trinh Y t&; k

- Vién V& sinh dich t& trung uong, Vién Kiém dinh quﬁc giav

va sinh phim y t&; _

- Téng Cuc Hai quan - B Tai chinh; -

- Website cia Cuc QLD, Tap chi Duge va M§ phim-Cuc QLD; Truong Quéc Cudng

- L

VP, KDD, PKT (4 bén).
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