cucC QUAN LY DUQC

VAN PHONG Ddc ldp — Tu do — Hanh phtic

CONG HOA XA HOI CHU NGHIA VIET NAM

GIAY BIEN NHAN HO SO PANG KY THUOC
(Pang ky gia han)

Tén Cong ty ding ky:

Cuc Quan ly duge di tiép nhén (cac) hd so diing ky thubc ciia Cong ty nhwsau:
STT Tén thube M3 hd so Ghi chu
1
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7
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9
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Hb so' da ndp bao gom:
Néi dung Ghi chu
I. | 01 bj hd so gbc, bao gdm:
1. | Trang bia theo mAu s6 07/TT
2. | Muc luc
3. | Tém tét v& san phim theo mAu sb 4C/TT
4. | Gidy uy quyén (néu c6) theo méu sb 05/TT
5. | Pon ding ky theo mAu s6 6D/TT
6. | Tém tét lich st s6 ding ky theo mau s 09/TT
7 | Gidy chiing nhan du diéu kién kinh doanh thudc néu do S¢ Y t€ cép
(co so dang ky thube trong nuréc)
- G1ay phép san xuét, kinh doanh thuoc do co quan quan ly nha nudc
8. | c6 thdm quyén nude ngoai cAp va Glay phép thanh l1ap vén phong dai
dién tai Viét Nam (co s& dang ky thudc nude ngodi)
- Hogc Gidy phép hoat dong vé thubc va nguyén liéu lam thube tai
Viét Nam
9. | cPpP
10. | Nhan thube: 1 ban sao mAu nhan da duoe duyét
11. | To hudng dan sir dung: 1 ban sao hudéng dén sir dung da dugce duyét




Giay chiing nhén, vin bang bao hd, hop dong chuyén giao quyén doi

12 tugng s& hiru cong nghiép co lién quan (néu cb)
Glay chirng nhdn GMP cua co sd san xuat bao bi tiép xic truc tlep voi

13. | thuoc theo quy dinh tai Thong tu sb 14/2012/TT-BYT hogc Glay
chimg nhén tuong duong veé diéu kién sén xuét ctia co s& san xuét bao
bi tiép xiic true tlep voi thube (4p dung theo 1§ trinh)

IL. | H3 so khic

1. | Ban sao cdc cong vin cua Cuc Quan ly duge cho phép thay d6i, bd
sung trong qud trinh luu hanh

> | Ban sao ho so, tai lidu da thyuc hién thay dbi, bd sung theo hinh thire
chi yéu céu thong bao

3. | Ban sao tiéu chun va phuong phép kiém nghiém thanh pham (dbi véi
thude khong theo tiéu chudn duoc dién)

4. | Ho so, tai liéu chitng minh thudc da nhap khau hozc san xuat, phan
phm tai Vi¢t Nam

5. | MAu thube

IIL. | 02 bén sao, bao gom:
1. | Pon ding ky
2. | Tiéu chudn va phuong phap kiém nghiém thanh pham (Riéng d6i v6i
vAc xin, huyét thanh chira khang thé, sinh pham y té (trir sinh phim
chén do4n in v1tro) b3 sung thém 01 ban sao dAy du hd so gbe)
IV. Bién lai thu tién do phong KH-TC cip

Ha Ngi, ngay thdng

nam

Chuyén vién tiép nhin hd so




