BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC KHOA HQC CONG NGHE Pic lap - Tu do - Hanh phiic
VA DPAO TAO
S6 27 /K2DT-TNLS Ha Néi, ngay [{thang 6 nam 2013

V/v didu kién ddi véi véc xin dang ky
thir nghiém 1am sang

Kinh gti: Céc don vi san xuat, nhan thu, tai trg thi nghi¢m lam sang vac Xin

Nham dam bao su an toan tuyét dbi cho cac doi tugng tham gia nghi¢n
ctru tho nghiém 1am sang vac xin, theo khuyén cao ctiia T6 chie Y té thé gioi
(WHO), trong thoi gian xem xét stra dbi, bd sung Thong tu s6 03/2012/TT-BY'T
ngay 02/02/2012 Huoéng dan vé thir thude trén lam sang Cuc Khoa hoc cong
nghé va Dao tao hudng dan cac don vi san XUAt vic xin, cac 1o chue nhan thu va
cac nha tai tro nghién ctru thtr nghiém lam sang véc xin vé diéu kién doi vai vac
xin dang ky thir nghiém lam sang nhu sau:

1. Duoc san xuét trén day chuyén san xuat dat tiéu chuén vé thue hanh tot

san xuat thude (GMP).

2. Pa dugc nghién ciru ¢ giai doan tién lam sang, ¢ cac tai licu chung

minh tinh an toan dé c6 thé thir nghiém cac giai doan tiép theo.

3. C6 cong thire, dang bao ché va quy trinh bao ché 6n dinh.

4. Co két qua nghién ctru thir 1am sang cac giai doan trudce néu dé nghi thu
thude trén 1am sang giai doan tiép theo.

5. Dat tiéu chuan chat luong theo ho so ding ky thir thude trén lam sang.

6. Nhan thude thur 1am sang co dong chir “San pham dung cho thu 1am
sang. Cam dung cho muc dich khac”.

Ho so dang ky thir nghiém 1dm sang thur nghiém lam sang vic xin phai
bao gdm ban sao co chimg thuc gidy chimg nhén dat tiéu chudn thuc hanh t6t

san xuat thude (GMP) ctia co quan quan ly nha nudce co tham quyén doi voi cac



vic xin dé nghi nghién ctru thir lam sang; cac tai licu nghién ciru tién lam sang
va tai liéu nghién ctru thir nghiém lam sang céc giai doan trude néu d¢ nghi thu

thude trén 1am sang giai doan tiép theo.

Xin thong bao dé cac Don vi biét va thuc hién.
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