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V/v dang k¥, nhap khdu thusc chtta phéi Ha Néi, ngay { ) thang  nam 2012
hop Streptokinase va Streptodornase

Kinh giri: ~ Céc cong ty dang ky, san xuét thudc lwu hanh tai Viét Nam.

Can ctt vao téng hop, bdo cdo tir cic co quan quan ly, chuyén moén trong nudc
va nuéc ngoai veé viéc Co quan quan 1y duoe, thuc phdm M§ (FDA) thong bao chuwa c6
du tai liéu vé hiéu qua va an toan cla thudc cé thanh phén phdi hop Streptokinase va
Streptodornase;

Can ctt ket luan clia Hoi dong xét duyét thusc Bo Y & d6i véi thusc ¢6 thanh
phén ph6i hop Streptokinase va Streptodornase,

Dé ddm bao sir dung thuéc hop 1y, an toan, hieu qua, Cuc Quan ly Dugc théng
bdo nhu sau: :

1- Ngung ti€p nhan va xét duyét don hing nhap khdu nguyén liéu Streptokinase,
nguyén liéu Streptodornase dé san xuét thudc cé cdp phdi hop Streptokinase va
Streptodornase, don hang nhap khdu thuSc thanh phdm va hé so dé nghi cdp s6 dang
ky mdi, dang ky lai d6i véi thuSc c6 thanh phdn phéi hop Streptokinase va
Streptodomase, ké c4 cdc don hing hodc hé so da nop tai Cuc Quan 1y Duoc trudc
ngay ky ban hanh céng van nay.

2- Thude thanh phdm c6 thanh phén phéi hop Streptokinase va Streptodornase:

- Thu6c nudc ngoai ¢ thanh phéan phéi hop Streptokinase va Streptodornase da
nhap khéu vao Viét Nam duge Iuu hanh dén hét han dung cta thudc.

- Thudc san xudt trong nuéc c6 thanh phdn phéi hop Streptokinase va
Streptodornase dugc luu hanh dén hét han diing cia thuékc.

3- Nguyén liéu, bdn thanh phdm chita thanh phan Streptokinase hoac thanh phan
Streptodorase dé€ san xuét thu6c dang phéi hop Streptokinase va Streptodornase da
nhap khéu vao Viét Nam trudc ngay ky cong van nay dugc dua vio san xuit cac thusc
co thanh phéan ph6i hop Streptokinase va Streptodornase c6 s§ dang ky luu hanh con
hi¢u Iuc.

Cuc Quan 1y Dugc théng bdo dé cdc don vi biét va thuc hién./.

Noi nhdn:
- Nhu trén;
- BT. Nguyén Kim Tién (dé b/c);
- TT. Cao Minh Quang (d€ b/c);
- Cuc QLKCB, Thanh tra BYT (dé phéi hop);
- Téng Cuc Hai quan — B6 TC;
- Cuc Quan Y — BQP; Cuc Y t€ — BCA; Cuc Y t&
Giao Thong van tai — Bo GTVT;
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- SYT céc tinh, TP truc thuoc TW: -SRI
- Vién, BV c6 giudng bénh truc thuse BYT: guyen Van Thanh

- BHXH Viét Nam;

- Téng céng ty Dugc Viét Nam:

- C4c chuyén gia thdm dinh hé so dang ky thuéc:
- Phong QLKDD, Phong QLTTQC;

- VPC (dé dua len Website); TC Dugc&MP;

- Luu VT, DKT.



