TEN TO CHUC CONG HOA XA HOQI CHU NGHIA VIET NAM
Poc 1ap — Tw do — Hanh phic

SO e ngay thang nam
Viv: Dang ky hoat dong nghién ciru danh gid.
sinh kha dung/twong dwong sinh hoc cua thuoc

MAu s6 1

PON DANG KY HOAT PONG NGHIEN CUU DANH GIA SINH
KHA DUNG/TUONG PUONG SINH HQC CUA THUOC

Kinh gui: Cuc Khoa hoc cong nghé va Pao tao, Bd Y té

Tén t6 chtrc dang ky:

Nguoi dai dién theo phap luat:
Chtre vu:

Dia chi co quan:

bién thoai:

Fax:

Email:

Lam don dang ky hoat dong nghién ciru danh gia sinh kha dung/tuong dwong sinh
hoc cua thudc véi cac hoat dong cu thé sau:

NoUnhkwb =

Céc gidy to khac kém theo don dang ky nay theo quy dinh ctia Bo Y té bao gom:



1.
3.

Chtng t61 cam két thuc hién cac hoat dong dang ky cua minh véi BO Y té tuan thu
day du cac quy dinh cua phap luat Viét Nam, huéng dan va quy dinh hién hanh lién quan
t61 nghién ctru danh gia sinh kha dung/trong duong sinh hoc cta thude, chiu sy thanh tra,
kiém tra ctia co quan quan 1y c6 tham quyén cta Viét Nam.

Pai dién theo phap luit ciia t6 chirc ding ky
(Ky, ghi ro6 ho tén, chirc vu va dong dau)



TEN TO CHU'C CONG HOA XA HOQI CHU NGHIA VIET NAM
Déc 1ap — Tw do — Hanh phic

SO e, ——— e, ngay thang nam
V/v: Ké khai nhdn sw t6 chire nghién civu danh
sinh kha dung/twong dwong sinh hoc cua thuoc

MAu s6 2

BAN KE KHAI NHAN SU' TO CHU'C NGHIEN CUU PANH GIA
SINH KHA DUNG/TUONG DPUONG SINH HQC CUA THUOC

Kinh gui: Cuc Khoa hoc cong nghé va Pao tao, Bd Y té

Tén t6 chtc dang ky:

Cac nhan sy dang ky hoat dong nghién ctru danh gia sinh kha dung/twrong dwong sinh hoc
ctia thube gdm (cé so yéu Iy lich, bang cdp chuyén mén, chitng chi dao tao kém theo)

STT Ho va tén Vai tr9, chirc nang, nhiém vu trong t6 churc

| B|jw| o] —|—

Pai dién theo phap luét cia to chirc diing ky
(Ky, ghi ro ho tén, chirc vu va dong dau)



TEN TO CHU'C CONG HOA XA HOQI CHU NGHIA VIET NAM
Poc 1ap — Tw do — Hanh phic

SO: e i, ngay thang nam
V/Iv: Ké khai co sé vt chat t6 chire nghién civu

danh sinh kha dung/twong dwong sinh hoc cua

thuée

MAu s6 3

BAN KE KHAI CO SO VAT CHAT TO CHUC NGHIEN CUU
DPANH GIA SINH KHA DUNG/TUONG DUONG
SINH HQC CUA THUOC

Kinh gui: Cuc Khoa hoc cong nghé va Pao tao, Bd Y té
Tén t6 chirc dang ky:

Phong /khu vuc thuc hién giai doan nghién ctru 1am sang:
a) Phong dang ky va kham sang loc nguoi tinh nguyén;
b) Phong nghi ngoi, giai tri cho nguoi tinh nguyén va khu vuc phu tro;
c) Phong danh cho vi¢c phan liéu, chi dinh dung thubc, thu nhap mau;
d) Phong xtr Iy mau, bdo quan mau;
e) Khu vuc bdo quan, dong gbi lai thudc, phan phéi thude, tai lidu;
f) Phong chuan bi thic an tiéu chuan hoa;
g) Phong an cho nguoi tinh nguyén;
h) Khu vuc luu trit, bao quan hd so tai liéu.

Pai dién theo phap luit ciia t6 chirc ding ky
(Ky, ghi ro ho tén, chirc vu va dong dau)



TEN TO CHUC CONG HOA XA HOQI CHU NGHIA VIET NAM
Déc 1ap — Tw do — Hanh phuc

SO e, ——— ngay thang nam
V/v: Ké khai nhdn su t6 chire nghién ciru danh
sinh kha dung/twong dwong sinh hoc cua thuoc

MAu so6 4

BAN KE KHAI TRANG THIET BI TO CHUC NGHIEN CUU
DANH GIA SINH KHA DUNG/TUONG DUONG
SINH HQC CUA THUOC

Kinh gui: Cuc Khoa hoc cong nghé va Pao tao, Bd Y té

Tén t6 chuc dang ky:

Céc danh muc trang thiét bi dang ky hoat dong nghién ctru danh gia sinh kha dung/twong
duong sinh hoc cua thudéec gom

STT Danh muc Ghi cha

1
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Pai dién theo phap luit ciia t6 chirc ding ky
(Ky, ghi ro ho tén, chirc vu va dong dau)



TEN TO CHU'C CONG HOA XA HOQI CHU NGHIA VIET NAM
Poc 1ap — Tw do — Hanh phic

SO: i , ngay thang nam
V/v: Thay doi, b6 sung nhdn si hodc thong tin

ciia t6 chirc nghién ciru danh gid twong dirong

sinh hoc/sinh kha dung cua thuéc

MAu s6 5

THONG BAO THAY POI, BO SUNG

Kinh gui: Cuc Khoa hoc cong nghé va Pao tao, Bd Y té

Tén to chirc:

Nguoi dai dién theo phap luat:

Chtrc vu:

Dia chi co quan: I

Dién thoai:

Fax:

Email:

Thong bao vé viée thay doi, bo sung nhan sw/théng tin hoat dong nghién ctru danh gia
sinh kha dung/twong dwong sinh hoc cua thudce

Néi dung thay doi, b6 sung
1.1 Thong tin cii
1.2 Thong tin méi

Pai dién theo phap luit ciia t6 chirc ding ky
(Ky, ghi ro6 ho tén, chirc vu va dong dau)



BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC KHOA HQC CONG NGHE DPéc 1ap - Tu do - Hanh phiic
VA PAO TAO
S6:  / K2DT-TNLS Ha Noi, ngay  thang nam
V/v thong bao tiép nhan ho so
dang ky
Miu s6 6
THONG BAO

V/v Phiéu tiép nhan hd so ding ky hoat dong nghién ctru danh gia sinh kha
dung/twrong duong sinh hoc cua thude

Cuc Khoa hoc cong nghé va Dao tao, B0 Y té xin thong bao toi td chuc vé viée
chung t6i da tiép nhan dugc don ding ky hoat dong sb ............. ngay..........va cac tai

liéu kém theo.

Dbi chibu vé6i cac quy dinh hién hanh vé dang ky hoat dong nghién ciru danh gia

sinh kha dung/twrong dwong sinh hoc ctia thude, ching t6i xin thong bao t6i tb chuc:

H6 so dang ky day du theo diing quy dinh hién hanh.

Ho so dang ky chua day du, can bo sung cac tai li€u sau:

1.
2.
3.

Noi nhén: PAI DIEN LANH PAO CUC
- Nhu trén;

- Cuc trudng (dé b/c);

- Luu: VT, TNLS (02).



BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC KHOA HQC CONG NGHE Déc 1ap - Tu do - Hanh phiic
'VADAOTAO
So: /K2DT-TNLS Ha Noi, ngay thang  nam

V/v ch?ip thuan hoat dong cua to
chirc nghién ctru danh gia sinh kha
dung/tron duong sinh hoc cta thuoc

MaAu s6 7

Kinh gtri:

Cuc Khoa hoc cong nghé va Pao tao da nhan duoc hd so dang ky hoat dong
nghién ctru dénh gia sinh kha dung/turong duong sinh hoc cua thude.

Sau khi xem xét hd so, Cuc Khoa hoc cong ngh¢ va Pao tao chép thuan vé
mit cha truong cho phép t6 chie thyc hién cac hoat dong nghién ctru danh gia sinh
kha dung/twong dwong sinh hoc cta thudc.

pé nghi td6 chirc thuc hién cac hoat dong nghién ctu danh gid sinh kha
dung/twong duong sinh hoc cua thude theo dung don ding ky cua td chirc v6i Bo Y
té, tuan tha ddy du cac qui dinh ctia phap luat Viét Nam, hudng dan va quy dinh
hién hanh lién quan t6i nghién ctru sinh kha dung/twong duwong sinh hoc cua thudc,
chiu su thanh tra, kiém tra ctia co quan quan 1y c6 thim quyén ctia Viét Nam.

Xin thong bao dé t6 chire duoc biét va thyc hién./.

Noi nhén: PAI DIEN LANH PAO CUC
- Nhu trén;

- Cuc trudng (dé b/c);

- Luu: VT, TNLS (02).



BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC KHOA HQC CONG NGHE DPéc 1ap - Tu do - Hanh phiic
'VADAOTAO
So:  /K2DPT-TNLS Ha Noi, ngay thang  nam

V/v khong chip thuan hoat dong cua
t6 chirc nghién ctru dénh gia sinh
kha dung/tuong duong sinh hoc

ctia thude

Mau so 8

Kinh gtri:

Cuc Khoa hoc cong nghé va bao tao da nhan duoc hd so dang ky hoat dong
nghién ctru dadnh gid sinh kha dung/tuong duong sinh hoc cua thuoc.

Sau khi xem xét ho so, Cuc Khoa hoc cong nghé va Pao tao khong chip
thuan viéc t6 chirc thuc hién cac hoat dong nghién ctiru danh gia tuong duong sinh
hoc/sinh kha dung ctia thudc voi nhiing 1y do sau day:

1.

2.

Xin thong bao dé t6 chire duoc biét va thyc hién./.

Noi nhén: PAI DIEN LANH PAO CUC
- Nhur trén;

- Cuc trudng (dé b/c);

- Luu: VT, TNLS (02).



BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

Ccuc KHOz‘& HQC CONG NGHE Poc lap - Tw do - Hanh phuc
VA PAO TAO
S6: /BB-K2DT Ha Ngi, ngay  thang — ndm 201
Mau sb 9
BIEN BAN

V/v kiém tra hoat dong nghién ciru sinh kha dung/twong dwong sinh hoc cia
thuoc tai don vi ()

1. Thong tin chung vé cong ty:
Tén cong ty:
Hoat dong hd tro
Giam dbc:
2. Théng tin hoat dong doan kiém tra:
2.1 Thoi gian kiém tra:
2.2. Pia diém kiém tra:
2.3 Thanh phin doan kiém tra:
2.3 Dgi dién cong ty:
3. Hoat ddong doan kiém tra:
3.1.
3.2.
4. Két qua kiém tra:
4.1.
4.2.
5. KET LUAN:



Truwéng doan két lugn:
Y kién ciia dai dign Céng ty:
Dot kiém tra két thuc luc ...h... ngay .../.../20....

THU KY TRUONG DOAN KIEM TRA

PAI DIEN LANH PAO CUC

Noi nhan:
- Cuc trudng (dé b/c);
- DPon vi nghién ctru (dé thuc hién);
— Luu: VT, TNLS.



