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QUYET DINH
Ve viec ban hanh Quy trinh thao tac chuan trong He thong quan ly chat 
lu’o’ng theo tieu chuan ISO 9001:2015 ap dung vao hoat dong quan ly nha

nirffc tai Cue Quan ly Diro’c

CUC TRirdNG cue QUAN LY Dl/OC

Can cu Nghi dinh so 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy 
dinh chuc nang, nhiem vu, quyen han va co cau to chuc cua Bo Y te;

Can cu Quyet dinh so 3861/QD-BYT ngay 30/9/2013 cua Bo trudng Bo 
Y te quy dinh chuc nang, nhiem vu, quyen h^n va co cau to chuc cua Cue Quan 
ly Duoc thuoc Bo Y te;

Can cu Quyet dinh so 385/QD-QLD ngay 02/12/2013 cua Cue trudng
^ -V \

Cue Quan ly Duqc ve viec ban hanh Quy dinh chuc nang, nhiem vu, quyen han 
cua Van phong va cac Phong thuoc Cue Quan ly Duoc;

Can cu yeu cau thuc te cong tac quan ly cua Cue Quan ly Duoc;
Xet de nghi cua Chanh Van phong Cue,

QUYET DJNH:

Dieu 1. Ban hanh kem theo Quyet dinh nay Quy trinh thao tac chuan 
trong He thong quan ly chat, luqng theo tieu chuan ISO 9001 : 2015 ap d\mg vao 
hoat dong quan ly nha nude tai Cue Quan ly Duqc:

Quy trinh chuan bi ho so va tham dinh ho so dang ky thuoc t^i Cqc Quan
*? o r

ly Duqc, cac don vi tham dinh va xu ly bien ban tham dinh (met sd QT.DK. 01.04 
thay the cho Quy trinh md so QT.DK. 01.03);

Dieu 2. Quyet dinh nay co hieu luc ke tu ngay ky.
Dieu 3. Cac Ong/Ba Lanh dao Cue, Lanh dao Ban QMS, Chanh Van 

phong, Trudng/Phu trach cac phong thuoc Cue Quan ly Duqc chiu trach nhiem 
thi hanh Quyet dinh nay./.

Nffinhan:
-  Nhu1 Dieu 3;
- Website Cue QLD;
- Lira: VT, VP.
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Cue Quan ly Dirac QT.BK.0L04

c u e  QUAN LY DI/QC

QUY TRINH 
CHUAN BI HO SO VA 
t h Am  DINH HO SO 

DANG KY THUOC TAI 
CUC QUAN LY DlTOC, 

CAC DON VI THAM 
DINHVAxtTLY BIEN 

BAN THAM DINH

Ma s6: QT.DK.01.04 

Ngay ban hanh: %

Lan ban hanh: 04 

Tong so trang: 13

1. Ngudi/bp phcin co lien quan phai nghien curu va thuc hien dung cac noi 
dung cua quy dinh nay.

2. Noi dung trong quy dinh nay co hieu luc thi hanh nhu su chi dao cua 
Cue truomg.

3. Moi dan vi chi dupe phan phoi 01 ban. Khi cac dem vi co nhu cau phcin 
phoi them tai lieu phai de nghi vai Ban ISO. File mem dupe cung cap 
tren mang noi bo de chia se thong tin.

NOI NHAN (ghi ro noi nhan roi danh d a u X 6 ben canh)
Lanh dao Cue 0 Phong Dang ky thuoc

□ Tap chi du’O’c & my pham [Vj Phong Quan ly chat luung thuoc

Ef Van phong Cue 0 Phong Quan ly gia thuoc

[if Phong KHTC i f Phong Quan ly thong tin quang 
cao thuoc

od Phong Phap che & Hoi nhap nr Phong Quan ly my pham

Phong Quan ly kinh doanh du’O’c r a r Phong Thanh tra Du’O’c & My 
pham

ozi Van phong NRA if Trung tarn dao tao va ho tr  ̂
doanh nghiep duo*c & my pham

r f Ban QMS Do*n vi tham dinh: Vien kiem 
nghiem thuoc Trung uong; Vien 
kiem nghiem thuoc TP. Ho Chi 
Minh; Vien kiem dinh Quoc gia 
Vac xin va Sinh pham y te; Vien

? r

cong ngh  ̂Dirĝ c pham Quoc gia; 
Trung tarn Duoc ly lam sang - 
Truong Dai hoc YIla Noi.

Ngay dp dung:
1/13

Ldn ban hhnh:04



Cue Quan ly Dupe QT.DK. 01.04

THEO DOITINH TRANG SUA DOI (tinh trang sua doi so v&i ban truoc do)
STT N gay sira doi Vi tri sira doi

--------------------------------------------------------jy------------------------

Noi dung sua doi G hi chu

1 31/3/2015 Toan bo SOP

Cap nhat quy dinh ve kiem soat 
tai lieu
Thay doi ma so tir QT.QLD.12 
sang QT.BK.01.03

Ket cau lai toan bo 
quy trinh theo huong 
ddn tai
QT.QLD.01.02

2 31/3/2015 Muc 3

Loai bo va cap nhat tai lieu tham 
chieu:
- Bo Thong tu so Quyet dinh 
3121/2001/QB-BYT ngay 
18/7/2001 cua Bo truong Bo Y 
t£ ban hanh quy che dang ky 
thuoc
- Cap nhat mot so van ban va 
quy trinh co lien quan: Thong tu 
s6 44/2014/TT-BYT  ̂ngay 
25/11/2014 cua Bo Y te quy 
dinh viec dang ky thuoc; Thong 
tu s6 ' 23/2013/TT-BYT ngay 
13/8/2013 cua Bo truong Bo Y 
t6 huong dan san xudt gia cong 
thuoc; Thong tu so 05/2010/TT- 
BYT ngay 01/03/2010 cua Bo 
truong Bo Y te huong dan bao 
mat du lieu thu nghiem trong 
diing ky thude; Thbng Lu s6 
04/2008/TT BYT ngay 
12/5/2008 cua Bo tnrong B9 Y 
t.6 huong dan ghi nhan thuoc.

Bo sung quy trinh 
lien quan, Thong tu 
moi ban hanh

3 loan  bo SOP

C^p nhdt quy dinh ve kiem soal 
tai ligu
Thay doi ma so tu QT.BK.01.03 
sang QT.DK.0i.04

Ket cau lai loan bo 
quy trinh theo huong 
dan tai
QT.QLD.01.02

4 30/09/2018 Muc 3

Loai bo va cap nhat tai lieu tham 
chieu:

B6 sung Van ban mbi 
ban hanh:
Chi thi s6 06/CT- 
BYT ngay 
04/12/2012 ve viec 
tang cubng hieu qua 
cong tac thdm dinh 
va cap so dang ky san 
xuat, luu hanli thuoc.

5 30/09/2018 Muc 6 Cap nhat viec luan chuyen ho so 
tham dinh tai cac DVTD

Ngay dp dung:
2/13

Lan ban hanh: 04



Cue Quan ly Duac QT.DK.0LQ4

1. MUCDICH
Quy trinh nham quy dinh thong nhat qua trinh chuan bi ho so dang ky thuoc 

cho cong tac tham dinh va xu ly bien ban sau khi tham dinh.
2. PHAM VIAP DUNG

Ap dung cho viec chuan bi ho so DKT thuoc (bao gom ca ho so lan dau, ho 
so bo sung) de tham dinh va xu ly bien ban sau thim dinh tai Cue Quan ly Duac 
va cac don vi tham dinh theo Chi thi so 06/CT-BYT ngay 04/12/2012 ve viec 
tang cuong hieu qua cong tac tham dinh va cap so dang ky san xuat, liru hanh 
thuoc.

Doi voi viec chuan bi va xu ly bien ban sau tham dinh cua ho so dang ky 
thuoc uu tien se duac ap dung tai Quy trinh QT.BK.06.03 Quy trinh tham dinh, 
xet duyet ho so uu tien.

Doi voi viec chuan bi va xu ly bien ban sau th&m dinh cua h6 so ddng ky
r r

thuoc gia han se duac ap dung tai Quy trinh QT.DK. 16.01 Quy trinh tiep nhan, 
giai quyet ho so gia han so dang ky.
3. TAI LIEU THAM CHIEU

- I nal Dirac so 105/2016/QH13 ngdy 06 thang 04 nam 2016 ve duac.
- Nghi dinh so 54/2017/ND-CP ngay 08 thang 05 nam 2017 cua Chinh phu 

quy dinh chi tiet mot so dieu va bien phap thi hanh Luat duac.
- Thong tu so 44/2014/TT-BYT ngay 25/11/2014 cua Bo Y te Quy dinh 

viec dang ky thuoc.
- Thong tu s6 23/2013/TT-BYT ngay 13/8/2014 cua Bq Truong Bq Y xk 

huong dan hoat dong gia cong thuoc.
- Thong tu so 05/2010/TT-BYT ngay 01/3/2010 cua Bo Truong Bo Y te 

huong din bao mat du li?u thu nghiem trong dang ky thuoc.
- Chi thi so 06/CT-BYT ngay 04/12/2012 ve viec tang cuong hieu qua cong 

tac tham dinh va cap so dang ky san xuat, hru hanh thuoc.
- Ke hoach so 840/KH-BYT ngay 08/08/2014 Trien khai tham dinh ho so 

dang ky thuoc tai cac dan vj theo Chi thi 06/CT-BYT ngay 04/12/2012 cua Bo 
truong Bo Y te
4. TRACH NHIEM THl/C HIEN • • •

r  9

- Lanh dao chat luong, Ban QMS co trach nhiem kiem tra va bao dam 
nhung quy dinh trong quy trinh nay duac thirc hien va tuan thu.

9 r m

- Cac don vi tham dinh, Lanh dao Phong Dang ky thuoc co trach nhiem
r  9

phoi hop, kiem tra va bao dam nhung quy dinh trong quy trinh nay duqc thirc 
hien va tuan thu.

Cac ca nhan lien quan phai tuan thu cac quy dinh cua quy trinh nay

Ngay dp dung:
3/13

Ldn ban lidnh: 04



Cue Quart ly Dirac QT.DK.01.04

5. DINH NGHIA VA CHU* VIET TAT
5.1. Thuat ngu*:

- Ho sa dang ky thuoc la mot bo ho so co du cac phan ho so phap ly va ky 
thuat duac sap xep va chuan bi theo quy dinh tai Thong tu 44/2014/TT-BYT do

r

ca so dang ky hoac san xuat nop tai Cue Quan ly Duac.
? 7 > r

- Bien ban sau khi tham dinh: la bien ban tham dinh ho so dang ky thuoc 
ghi lai y kien cua cac chuyen gia tham dinh cua moi ho sa dang ky thuoc.

+ Bien ban tham dinh lan dau ho so dang ky thuoc phai co day du chu ky cua 
cac chuyen gia tham dinh. Rieng tieu ban lam sang yeu cau it nhat phai co 2/3 
chuyen gia trong nhom tham dinh va ky trong bien ban.

7 7 > r r

+ Bien ban tham dinh bo sung ho sa dang ky thuoc phai co it nhat 01 chu ky 
cua chuyen gia tham dinh.

- Chuyen gia tham dinh: phai dap ung duac tieu chi lira chon chuyen gia va 
duac thanh lap theo Quyet dinh cua Cue Quan ly Duac hoac theo danh sach phe 
duyet cua Cue Quan ly Duac
5.2. Chu viet tat:

- HSDKT: Ho so dang ky thuoc.
- BBTD: Bien ban tham dinh.
- CGTD: Chuyen gia tham dinh.
- CVDM: Chuyen vien dau moi.
- P. DKT: Phong Dang ky thuoc.
- CV.PDKT: Chuyen vien Phong Dang ky thuoc.
- CVPTDN: Chuyen vien phu trach doanh nghiep.
- DVTD: Dan vi tham dinh (Vien Kiem nghiem thuoc Trung uang; Vien 

Kiem nghiem thuoc TP. Ho Chi Minh; Vien Kiem dinh Quoc gia Vac xin va 
Shill pham y te; Vien Cong nglie Dirge pham Quoc gia; Trung tarn Duac ly lam 
sang -  Truong Dai hoc Y Hk Ngi).

- TB: Tieu ban.
- HD: Hoi dong tu van cap Giay dang ky luu hanh thuoc.
- KD: Khong dat.
- BS: Bo sung.

Ngay dp dung:
4/13

Lan ban hanh: 04



Cue Quan ly Duac QT.DK.01.04

6.N0I DUNG QUY TRINH
6.1 So’ do qua trinh chuan bi ho so* dura ra tham djnh va xu* ly bien ban sau khi 
tham dinh:

i ......—Lan ban hanh:04Ngay dp dung:
5/13



Cue Quan ly Du pe QT.DK.01.04

Ngay dp dung:
6/13

Lan ban hanh: 04



Cue Quan ly Dupe QT.DK. 01.04

Ngay dp dung:
7/13

Lan ban hanh: 04



Cue Quart ly Dirge QT.DK.0L04

Ngay dp dung:
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Lan ban hanh: 04



Cue Quan ly Duac QT.DK.01.04

6.2. Mo ta qua trinh chuan bi ho so* dira ra tham djnh, ban giao ho so’ tham
9 9

dinh voi cac dan vi tham dinh, tham dinh tai Cue Quan ly Dirge va xir ly 
bien ban sau khi tham dinh

^  9 > 9 9

6.2.1. Lap danh sack va chuan bi ho so’DKT, bien ban de tham dinh:

- Nguyen tac lap danh muc:
+ Nguyen tac chung: ho so nop trude dua ra tham dinh trade, truong hop 

chua dua ra tham dinh can neu ro ly do trong cot ghi chu.
+ Ho sa uu tien tham dinh theo Quy dinh tai Thong tu so 44/2014/TT- 

BYT duac dua ra tham dinh vao “tuan tham dinh” ke tiep sau khi nhan duac ho 
sa dang ky thuoc day du hoac co cong van de nghi cua Doanh nghiep.

- Can cu danh sach ho so trong so tiep nhan ho sa, hang tuan chuyen vien 
dau moi Dp danh s&ch hd sa DKT can tham dinh va bao cao lanh dao phong phe 
duyet Danh muc ho sa DKT can tham dinh theo bieu BM.DK.01.04/01. Danh

x  A 9

muc ho so DKT can tham dinh phai duac Lanh dao Phong phu trach phe duyet 
mbi duac dua ra tham dinh.

+ Danh sach ho sa dang ky thuoc can tham dinh duac trinh lanh dao 
phong phe duyet theo tirng loai hd so rieng biet: Danh muc hd so dang ky thuoc 
duac lieu; Danh muc hd sa dang ky thuoc hoa duac; Danh muc hd sa dang ky 
vac xin, sinh pham (dang ky lan dau).

- Danh sach chuan b\ hd sa va bien ban toi thicu: 10 hd sa/tuan/tieu ban 
(thuoc liba dupe, thuoc duac lieu); 05 hd sa sinh pham/tuan/tieu ban. Rieng doi 
vdi hd so vac xin va hd sa bo sung se dua tham djnh het so luong hd so vac xin, 
hd so bo sung nhan duac trong tuan.

r \ r 9 9  9

Trong truong hop khong co du so lugiig hd so toi thieu de dua tham 
dinh/tuan thi sc dua het so lid so nhan duac ra lli&m dinli.

- Sau khi Lanh dgo Phong da phe duy$t danh m\ic hd sa can tham dinh, 
chuyen vien dau moi tien hanh lap Bien ban (Lain dinh theo bieu inau 
BM.DK.01.04/02, chuyen chuyen vien dugc phan cong trong nhom ky nhay vao 
bien ban trade khi chuyen hd so ra tham dinh.

r 9

Thai gian toi da de thuc hien toan bo cong doan nay la 02 ngay lam viec
\ r  9 9

6.2.2. Ban giao ho sa dang ky thuoc, bien ban tham dinh vdi Dan vi tham 
dinh:

> 9  x  r

- Tren ca sd danh muc can tham dinh dupe phe duyet, chuyen vien dau moi 
icn danh sach cac ho so ban giao vdi cac DVTD dd th&m dinh theo tirng tuan. 
Hd so duac ban giao luan phien giua cac dan vi

Lan ban hanh:04A'gdy dp dung:
9/13



Cue Quan ly Duac QT.DK. 01.04

- Hang tuan, chuyen vien dau moi tien hanh ban giao ho so DKT, BBTD 
voi can bo dau moi cua DVTD theo lich ban giao da thong nhat giua Phong 
DKT voi DVTD.

- Tren co so kiem nhan thuc te ho so DKT, BBTD, chuyen vien dau moi 
cua Phong Dang ky thuoc va can bo dau moi cua DVTD ky bien ban ban giao 
theo bieu mau BM.DK.01.04/03

Thai gian thirc hien 01 ngay lam viec
9 9

6.2.2.1. Tham dinh tai Dan vi tham dinh
- Cac chuyen gia tham dinh theo nhom, sau khi tham dinh cac chuyen gia 

ghi day du y kien tham dinh, ngay tham dinh vao bien ban, cung nhu ghi ro y 
kien de xuat cua tieu ban vao bien ban (Cap so dang ky, Bo sung, Khdng cap so 
dang ky). Thai gian toi da de thirc hien cong doan nay la 05 ngay lam viec cho 1 
nhom chuyen gia tham dinh.

Doi vdi cac ho so do chuyen gia tham dinh tai DVTD di cong tac, ban 
chua Lham dinh duac trong tuan nhdn hd sa thi co the keo d&i thdi gian tham

9 A

dinh tai DVTD nhung khong qua 10 ngay lam viec ke tu khi nhan ban giao hd 
sa tu Cue Quan ly Duac. Neu sau 10 ngay lam viec chua tra duac ket qua tham 
dinh, de nghi don vi tham dinh luan chuyen hd sa sang nhom chuyen gia khac 
tham dinh de dam bao tien do.

- Sau khi chuyen gia tham dinh xong, can bo duac phan cong cua DVTD 
tap hap hd sa DKT, bien ban da tham dinh, kiem tra so lugng bien ban, chu ky 
cua cac chuyen gia (phai co du chu ky chuyen gia theo Quy che hoat dong 
chuyen gia tham dinh), cac noi dung ghi trong bien ban.

9

Thai gian de thuc. hien cong doan nay Id 01 ngay lam. viec.
- Doi vai cac bien ban tham djnh co de xuat Cap so dang ky ho£c Khdng 

cap so dang ky: Can bd duac phan cong cua DVTD Long hap lai cac bidn ban 
nay trong tuan de xin y kien ket luan cua Lanh dao don vj tham dinh. L&nh dao 
don vi ky va ghi ro ho ten, dong dau (neu co).

Thdi gian de thuc hien cong doan nay la 01 ngay lam viec. Trong truong 
hoy? Lanh dao DVTD di cong tac, ban chua ket luan duac trong tuan nhan ho sa 
thi co the keo dai thdi gian ket luan tai DVTD nhung khong qua 05 ngay lam

9 A

viec ke tu Lanh dao DVTD di cong tac ve.
6.2.2.2. Nhan ban giao HSDKT] BBTD da tham dinh xong vdi D VTD

Can bq dau moi cua DVTD ban giao lai HSDKT, BBTD da tham djnh 
cho Chuyen vien dau moi cua Cue Quan ly Duac va ky bien ban ban giao theo 
bieu mau BM.DK.01.04/03, theo lich dinh ley da duac thong nhat giua Cue QLD 
va DVTD, dong thai nhan 11SDKT, BBTD moi cho dot tham dinh tidp theo.

9

Thai gian de thuc hien cong doan nay Id 01 ngay lam vice.

Ngay dp dung: Lan ban hanh: 04
10/13



Cue Quan ly Duac QT.BK.0L04

6.2.3. Tham dinh ho so’ tai Cue Quan ly Dirac.
' - Doi voi cac ho so co cac tieu ban tham dinh tai cac DVTD: Sau khi luan 

chuyen tham dinh het cac tieu ban tai cac DVTD, CVDM se chia ho so cho cac 
nhom chuyen gia de tham dinh tieu ban Phap che tai Cue QLD.

- CVDM phai phan loai ho so (ho so thuoc hoa duac, ho sa thuoc duac 
lieu, ho sa vac xin, sinh pham...) de lan luot chuyen cho chuyen gia theo cac tieu 
ban co lien quan de tham dinh ho so. CVDM phai ghi nhan (ghi ro ten chuyen 
gia, thdi gian) va thong bao cho chuyen gia de chu dong thdi gian tham dinh ho 
so.

- Chuyen gia tham dinh phai co y kien tham dinh ho so va ghi ro trong 
BBTD ( de xuat Cap so dang ky, Bo sung, Khong cap so dang ky va ghi rd ly 
do).

- CVDM co trach nhiem don doc chuyen gia cua cac tieu ban co lien quan 
tham dinh ho so va bao dam hoan thanli viec tham dinh ho so trong thdi gian tdi 
da thuc hien la 15 ngay lam viec ke tir khi chia chuyen gia hd so tham dinh. Neu 
sau 15 ngay lam viec ma chuyen gia chua tham dinh xong thi CVDM co trach 
nhiem luan chuyen ho so cho chuyen gia khac cung tieu ban tham dinh.
6.2.4. Thu ho sa DKT, bien ban da tham dinh:

Dinh ky hang tuan: Sau khi chuyen gia tham dinh xong, chuyen vien dau 
moi tap hap hd sa DKT theo tuan tham dinh, bien ban da tham dinh xong, kiem 
tra so luong bien ban, chu ky cua cac chuyen gia (Phai co du chu ky chuyen gia 
dieo Quy che hoat dong chuyen gia tham dinh).

Thai gian de thuc hien cong doan nay la 01 ngay lam viec
6.2.5. Ket luan bien ban da tham dinh:

• •

- Chuyen vien dau mdi t&p hop bien ban da tham dinh xong trinh lanh dao 
phong DKT phu trach nhom thuoc ket lu$n (thuoc nude ngoai, thuoc trong nude, 
vac xin, sinh pham). Lanh dao phong DKT phu trach can eu vao y kien cua cac

v r 9 r

chuyen gia tham djnh th\rc hien vi?c ket. luan bien ban dirqc bd sung, cap hoac 
khdng cap.

Thai gian de thuc hien cong doan nay la 15 ngay lam viec ke tu khi 
chuyen vien trinh Lanh dao Phong.

m \  r  r

- Chuyen vien dau mdi tap hop bien ban sau khi da co ket luan cua lanh 
dao phong DKT, lap danh sach chuyen gia da tham dinh de chuyen phong Ke 
hoach tdi chinh thanh toan tien cho chuyen gia.

9

Thai gian de thuc hien cong doan nay la 15 ngay lam viec.
6.2.6. Tra ltd so' DKT\ bien ban da tham dinh

V A. X . 3 ,- Chuyen vien dau moi tra hd sa DKT, bien ban da tham dinh cho tirng 
chuyen vien phu trach doanh nghiep (Bieu mau BM.DK.01.04/04)

Lan ban hanh: 04Ngay dp dung:
11/13



Cue Quan ly Dircrc QT.BK.01.04

1 hoi gian de thuc hien cong doan nay la 01 ngay lam viec.
6.2.7 Thong bao cho co s&

- Can cu y kien cua lanh dao phong DKT, chuyen vien phu trach doanh 
nghiep du thao cong van thong bao cho co so y kien bo sung hoac khong cap.

Thai gian toi da de thuc hien cong doan nay la 60 ngay.
6.2.8. Nhan ho so bo sung

Chuyen vien dau moi nhan ho so bo sung cua cac co so tu* Van phong 
Cue, lap Danh muc ho so bo sung (BM.DK.01.04/05.01) va chuyen cho tirng 
chuyen vien phu trach doanh nghiep.

Chuyen vien phu trach doanh nghiep chuan bi bien ban tham djnh ghep 
vdi ho so bo sung, sau do ban giao lai ho so bo sung + BBTD cho Chuyen vien 
dau moi chuyen cho chuyen gia lham dinh bo sung.

9

Thai gian de thuc hien cong doan nay la 05 ngay
6.2.9. Tham dinh ho so DKT bo sung

Chuyen vien dau moi phan loai ho so tham dinh tai Cue Quan ly Duac 
hay tai cac DVTD de chuyen ho so bo sung cung bien ban tham dinh cho 
chuyen gia tham dinh xem, ghi y kien va ky ten vao bien ban. Nguyen tac 
chung: ho so bo sung trubc dua ra tham dinh trubc.

- Doi vdi cac lid so bo sung co tieu ban phai tham dinh bo sung tai cac 
DVTD, CVDM tien hanh ban giao ho so dang ky thuoc bo sung, bien ban tham 
dinh bo sung vdi DVTD theo hubng dan tai Muc 6.2.2 Quy trinh nay. Thai gian 
de thuc hien cong doan nay la khong qua 10 ngay lam viec /I tieu ban tham dinh

9

bd sung.
- Doi vdi cac ho so bo sung tham dinh tai Cue Quan ly Duac, thuc hien 

theo hudng dan tai Muc 6.2.3 Quy trinh nay. Thdi gian de thuc hien cong doan 
nay Id 15 ngay 1dm viec / /  tieu ban tham dinh bo sung.
6.2.10 Thu ho so DKT bo sung, bien ban da tham dinh

Dinh ky hang tuan: Chuyen vien dau mdi tap hop hd so DKT bd sung, 
bien ban da tham dinh xong, kiem tra cac tieu ban da tham dinh bd sung xong.

Thai gian de thuc hien cong doan nay la 01 ngay lam viec
6.2.11. Ket luan bien ban ho so bo sung da tham dinh:

- Chuyen vien dau mdi tap hop cac bien ban da tham dinh bd sung, trinh 
lanh dao phong Dang ky thuoc ket luan.

Thai gian de thuc hi$n cong doan nay Id 10 ngdv Idrn viec
Chuyen vien dau mdi lap danh sach va chuyen ho so bd sung va bien 

ban tham dinh cho cac chuyen vien phu trach doanh nghiep (BM.DK.01.04/06).

Ngay dp dung: Lein ban hanh: 04
12/13



Cue Quan ly Dugc QT.BK.0LQ4

Thai gian fie thuc hien cong tfoqn nay la 05 ngay lam viec
6.2.12. Trinh Truong phong/Thu ky Hoi dong ket luan

Chuyen vien dau moi tap hgp HSBKT, HSBS va BBTB da dugc Lanh 
dao Phong phu trach nhom ket luan ho so tham dinh dat hoac truong hop trinh 
Hoi dong cho y kien de trinh Truong phong Bang ky thuoc/Thu ky Hoi dong ket

\ r r r r

luan trinh Hoi dong tir van cap Giay dang ky luu hanh thuoc.
Thai gian de thuc hien cong doan nay la 05 ngay lam viec.

6.2.13. Chucin bi bien ban tham dinh de trinh Hoi dong xet duyet thuoc va luu
A

ho SO7
? a r

- Khi co thong bao chuan bi hop Hoi dong xet duyet thuoc, cac chuyen 
vien phu trach doanh nghiep dugc phan cong vao may tinh cac bien ban tham 
dinh da co ket luan cua Lanh dao Phong, Thu ky Hoi dong.

- Chuyen vien dugc phan cong tap hgp cac bien ban tham dinh tu* cac 
chuyen vien phu trach doanh nghiep cung danh muc cac thuoc trinh Hoi dong, 
photo gui bien ban, danh muc, noi dung giai trinh (neu co) va giay moi toi cac

A

thanh vien Hoi dong truac ngay hop 07 ngay.
a r

- Chuyen vien dugc phan cong luu ho so cac bien ban dugc cap sau khi hgp 
Hoi dong xet duyet thuoc.
6. HO SO CUA QUY TRINH

Ho so gom co: Banh sach ho so tham dinh, ho so BKT, bien ban tham dinh, 
cac ho so bo sung neu co, cong van tra loi. Cac ho so lchac phdt sinh neu co. Bo

a r

chuyen vien dau moi luu theo quy dinh.
7. BlfiU MAU, PHI) LIJC

- BM.BK.01.04/01: Banh muc ho so BKT dua tham dinh ;

- BM.BK.01.04/02: Bien ban tham djnh ho so dang ky thuoc ;

- BM.BK.01.04/03 : Banh muc ho so ban giao voi cac BVTB ;

- BM.BK.01.04/04: Banh muc ban giao HSBKT+BBTB voi chuyen vien 
phu trach doanh nghiep dugc phan cong;

- BM.BK. 01.04/05: Banh muc h6 so bo sung chuyen chuyen vien phu 
trach doanh nghiep dugc phan cong de ghep bien ban.

- BM.BK. 01.04/06: Banh muc ban giao HSBKT bo sung+BBTB voi 
chuyen vien phu trach doanh nghiep dugc phan cong.

Lan ban hanh: 04Ngay dp dung:
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BM.BK:01.04 01: DM H6 so DKT dua ra thim dinh
DANH MUC HO SO DANG KY LAN d AU DUA RA THAm  DINH______________________________ ________•__________ •

r

STT MA HO SO TEN THUOC CONG TV DANG KY Phan loai Hoat chat Ngay tiep 
nhan

Tuan tham 
dinh GHI CHU

Ngay tharg nam
Chiryen vien lap danh muc Lanh dao phong



TEN DON VI NHAN:
BM.OK.Ol.04/03: Danh muc ban giao ho so (HSBS) voi DVTD

c u e  quAn ly diToc

DANII MUC BAN GIAO/GIAO NHAN HO SO DANG KY TIIUOC
v A  b i e n  b An  t h Am  DINH

A ?

________________ Tuan tham dinh thang nam________________
STT Ma HS Ten thuoc Cong ty dang ky So file Ghi chu

Ngay thang nam
Ben giao (ky, ghi ro ho ten) Ben nhan (ky, ghi ro ho ten)

Ngay thang nam
Ben giao (ky, ghi ro ho ten) Ben nhan (ky, ghi ro ho ten)



BM.DK.01.04/04: Danh muc ban giao HSDKT+BBTD vai chuyen vien phu trach doanh
nghiep dugc phan cong

Danh muc ban giao HSDKT+BBTD voi chuyen vien phu trach 
_____________________ doanh nghiep_____________________

Ngiroi ban giao:
Ngay ban giao STT MA HO SO TEN THUOC

Ngnoi nhan: 
CONG TY DK GHI CHU



BM.DK.01.04/05: Danh muc h6 scy b6 sung chuyln chuyen vien phu trach doanh nghiep ghep bien ban
______ _______Danh muc ho so* bo sung fle ghep bien ban dira tham dinh

STT MA HS TEN
THUOC CONG TY DK S6 CV din So file So lan bo 

sung
l
2
3
4
5
6
7
8
9

Ngay thang nam
Nguoi ban giao Ngircri nhan



BM.DK.01.04/06: Danh muc ban giao HSBS+BBTD vai chuyen vien phu trach doanh
nghiep dirge phan cong

DA NH  M U C BAN G IA O  H SBS+BBTD  V 6 l  C H U Y E N  V IEN  PH U
T R A C H  D O A N H  N G H IE P

STT MA HO SO TEN THUOC CONG TY DK GHI CHU

Ngay...... thang........nam
Ngircri ban giao Ngiro’i nhan



HN

........ ......1 Lan dau TL1 TL2 TL3
Dot hop
SIT/DM1 - ......-----------

B 0 Y TE
H OI DONG TU  VAN CAP SO DANG KY LUG HANH THUOC

BIEN BAN
TIIAM DINIIIIO SO DANG KY THUOC

(THUOC HOA DUOC)

MAHOSO: TN-

TEN CHUYEN VIEN THU LY:

IIINII TIILTC DANG KY: □  Daug ky Ian diu □  Dang ky lai

TiNH TRANG TlludC:

Cong lliuc/lioat chat da c6 SDK d 
Viet Nam:

SDK 5 nam: □
Khac: □

C6ng thuc/hoat chat cliua co SDK 

a Viet Nam □



A. N 0 I  DUNG VA KET QUA TH A M  DINH 

PHAN I. TIEU BAN PHAP CHE

Tham djnh tuan/ngay thang nam
I. KET QUA THAM DINH HO SO LAN DAU:

(Trucmg hop khong du cho ghi y  kien, de nghi chuyen gia ghi bo sung vao giay, ky ten va dinh kem theo
bien ban nay)

1. Don DK, Tom tat san pham (M ill 7/TT).

2. Noi dung lien quan den cong ty dang ky, co so san xuat va co so san xuat bao bi tiep xuc true 
tiep voi thuoc

3. Noi dung lien quan den liru hdnh cua san pham tai nude xuat xir:

4. Thoi gian duqc cap phep luu hanh lan dau:

5. Noi dung lien quan den nhan thuoc, thong tin san pham (tom  ta t dac tinh san phdm /thdng tin cho 
benh nhan/to’ hit&ng dan s it dung)

6. S(V hitu tri tu^ (n#u cO) vft cAc ndl dung khAc.
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Ma so: TN-
9

Ngay tham dinh Ten chuyen gia Chur ky Be xuat cua Tieu ban

Cap SDK □  

Bo sung EH 

Khong cap SBK EH

II. KET QUA THAM DINH HO SO BO SUNG

1. Tham dinh ho so bo sung lan 1: Ngay ...........  thang........nam

Be xuat cua Tieu ban

Cap SBK □
Bo sung □
Khong cap SBK □

Ky va ghi ro ho va ten:

2. Tham dinh ho so bo sung Ian 2: Ngay ...........  thang........nam

Be xuat cua Tieu ban

Cap SBK □
Bo sung □
Khong cap SBK □

Ky va ghi ro ho va ten:

3. Tham dinh ho so bo sung lan 3: N g a y ...........  th ang........nam

Be xuat cua Tieu ban

Cap SBK □
Bd sung □
Khong cap SBK □

K f  vk gh i ro h o  v^ ICir

3



PHAN II: TIEU BAN DlTOC LY 
Tham dinh tuan/ngay thang nam

I. KET QUA THAM DINH HO SO LAN DAU:
(Trudng hap khong du chd ghi y kien, de nghi chuyen gia ghi bo sung vao giay, ky ten va dinh

kem theo bien ban nay)

1. Tac dung duoc Iy cua thuoc:

2. Noi dung lien quan chi dinh, tac dung, lieu luqng, each dung, DLH, DDH

3. N6i dung li£n quan dicing chi djnh, tac di,ing phi;, th$n trqng, tuenig tac thuoc, nhung luu y 
dac biet va canh bao khi sur dung thuoc □

----------------- ------------------
Ngay tham dinh Ten chuyen gia Chur ky De xuat cua Tieu ban

Cap SDK □  

Bit sung □  

KhOng cap SDK 1__1

4



IT. KET QUA THAM DINH HO SO BO SUNG
1. Tham dinh ho so bo sung lan 1: Ngay .... thang....... nam

Ma so: TN-

Ky va ghi ro ho va ten:

2. Tham dinh ho so bo sung lan 2: Ngay

Ky va ghi rd ho va ten:

3. Tham dinh ho so bo sung lan 3: Ngay

Ky va ghi ro ho va ten:

De xuat cua Tieu ban

Cap SDK □
Bo sung □
Khong cap SDK □

thang....... nam

De xuat cua Tieu ban

Cap SDK □
Bo sung □
Khong cap SDK □

thang....... nam

De xuat cua Tieu ban

Cap SDK □
Bd sung □
Khong cap SDK □

III. KET LUAN CUA LANH DAO DON VI THAM DINH

1. Tham dinh dat: D6 nghi cap SDK EH Ngay ...... thang ........ nam ...
Ky va ghi ro ho ten, dong dan

2. Tham dinh khong dat: Dd nghi khOng c^p SDK EH

3. Nlian xel kliac (n6'u co)

5



PHAN III. TIEU BAN TIEU CHUAN CHAT LUONG

Tham dinh tuan/ngay ... thang .... nam

I. KET QUA THAM DINH HO SO LAN DAU:
(Trildng hap khong du cho ghi y  kien, de nghi chuyen gia ghi. bo sung vao giay, ky ten va dinh kem theo

bien ban nay)
Tham dinh noi dung trong cac phan Dan DK, tom tat tong th l ve cha"t loong, ph^n noi dung chfnh 
ho so TCCL, m lu thuoc

1. Dirge chat:
1.1. Thong tin chung va Dac tmh:

XT Ten dugc chat TCCL Ten va dia chi chi tiet NSX dugc chat Nude SX

1

2

3

4

1.2. Kiem tra Dugc chat (bao gom ca Phieu kiem nghiem):

6



1.3. Chat chu&i: Ma so: TN-

2. Thanh pham:
2.1. Mo ta & thanh pMn thubc:

2.2. Kiem tra ta dugc:

2.3. Kiem tra thanh pham (bao gom ca Phieu kiem nghiem):

2.4. Chat chuan

Ngay tham dinh Ten chuyen gia Chur ky De xuat cua Tieu ban

Cap SDK □  

Bo sung Id 

Khong cap Si)K LH

7



nam

II. KET QUA THAM DINH HO SO BO SUNG

1. Tham dinh ho so bo sung lan 1: Ngay .......... thang

De xuat cua Tieu ban

Cap SDK □
Bo sung □
Khong cap SDK □

Ky va ghi ro ho va ten:

2. Tham dinh ho so bo sung lan 2: Ngay ........... thang........nam

De xuat cua Tieu ban

Cap SDK □
Bo sung □
Khong cap SDK □

Ky va ghi ro ho va ten:

3. Tham dinh ho so bo sung lan 3: Ngay ...........  th ang........nam

D£ xuat cua Ti&i ban

Cap SDK □
Bo sung □
Khong cap SDK □

Ky va ghi ro ho va ten:

III. KET LUAN CUA LANH DAO DON VI THAM DINH

1. Tham dinh dat: D6 nghi cap SDK CH

2. Tham dinh khong dat: nghi klidng c t̂p SDK O

Ngay ...... thang ........ nam .....
Ky, ghi ro hova ten, dong dau

3. N M n  x e t k h a c  (n o n  c o )

8



PHAN IV. TIEU BAN BAO CHE. DO ON DINH Ma so: TN-

Tham dinh tuan/ngay thang nam

I. KET QUA THAM DINH HO SO LAN DAU:
(Truong hop khdng du cho ghi y  kien, de nghi chuyen gia ghi bo sung vao giay, ky ten va dinh kem  theo

bien ban nay)
Tham dinh noi dung trong cac phdn: Don DK, tom tat tong the v6 chat lupng, phan noi dung 
chinh ho so ky thucit bao che", dd 6n  dinh, m lu thuoc

1. Dirge chat:
1.1. San xuat:

1.2. He thong bao bi dong goi (kliong ap dung doi vai thuoc Generic):

1.3. Do on dinh:

2. Thanh pham:
2.1. Mo ta & thanh phan thuoc:

2.2. Phat trien duoc hoc:

9



2.3. San xuat (Cong thric 16, quy trinh san xuat va kiem soat quy trinh, kiem soat cac biroc quan trong va 
san pham trung gian, iMm dinh va/hoac danh gia quy trmh):

2.4. He thong bao bl dong goi (M6 ta he th6ng bao bl dong goi, tieu chuan ky thuat):

2.5. Do on dinh:

Ng&y tham dinh Ten chuyen gia Clift ky De xuat cua Tieu ban

cap SDK □  

Bo sung C ]  

Khong cap SDK 1__1
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Ma so: TN-
II. KET QUA THAM DINH HO SO BO SUNG
1. Tham dinh ho so bo sung lan 1: Ngay ..........  thang.......nam

De xuat cua Tieu ban

Cap SDK □
Bo sung □
Khong cap SDK □

Ky va ghi r5 ho va ten:

2. Tham dinh ho so bo sung lan 2: Ngay ...........  th ang........nam

De xuat cua Tieu ban

Cap SDK □
Bo sung □
Khong cap SDK □

Ky va ghi r5 ho va ten:

3. Tham dinh ho so bo sung lan 3: Ngay ...........  th ang........nam

De xuat cua Tieu ban

C^p SDK □
Bd sung □
Khong cap SDK □

Ky va ghi ro ho va ten:

III. KET LUAN CUA LANH DAO DON VI THAM DINH

1. Tham dinh dat: De nghi c^p SDK d l Ngay ...... thang ........ nam .....
Ky, ghi ro ho va ten, dong dau

2. Tham dinh khong dat: De nghi khdng cap SDK D

3. NMn x6t kli£c (nCu c6 )

11



B- Y KIEN CUA PHONG DANG KY THUOC :

C- KET LUAN CUA HOl DONG TlTVAN CAP SDK THUOC

1. Hoi dong hop ngay

2. H oi dong hop ngay

3. H oi dong hop ngay

4. Hoi dong hop ngay

12



HCM

1......... .....—.. O n dau TL1 TL2 TL3
Dot hop 
STT/DM

:
I

B 0 Y TE
H 0 ID 0 N G  TIT VAN CAP S 0  DANG KY LUXJ HANH TH U 0C

BIEN BAN
THAM DINH HO SO DANG KY THUOC

(TH U 0C HOA Dl/OC)

M A H 0  SO: TN-

TfiN  C H U Y E iN V iE N  TH U LY:

HINH THtTC DANG KY: □  Dang l<y lln dau □  Dang ky lai

TINII TRANG  THUOC:

( (mg thi'rc/hoat chat da co SDK d 
Viet Nam:

SDK 5 nam: □
Khac: □

Cong thirc/hoat chat chira co St)K 
a Viet Nam □



A. N 0 I  DUNG VA KET QUA THAM DIN H

PHAN I. TIEU BAN PHAP CHE

Tham dinh tuan ngay thang nam

I. KET QUA THAM DINH HO SO LAN DAU:
(Trudng hop khdng du cho ghi y  kien, de nghi chuyen gia ghi bo sung vao giay, ky ten va dinh kem theo

bien ban nay)

1. Don DK, Tom tat san pham (M iu 7/TT).

2. Noi dung lien quan den cong ty dang ky, co so 
tiep voi thuoc

san xuat vD co so sail xuat bao bi tiep xuc true

3. Noi dung lien quan den luu hanh cua san pham tai nude xuat xur: (doi veri thuoc san xuat nhwrng  
quyen; san xuat g ia  cong, thuoc chuyen giao cong nghe...).

4. Noi dung lien quan den nhan thuoc, thong tin san pham (tom  td t dac tinh san pham /thong tin cho 
benh n h an /td  hu&ng ddn su: dung)

5. So hfiru tr! tue (neu co) va cac noi dung khac.

2



Ma so:TN-

Ngay tham dinh Ten chuyen gia Chur ky De xuat cua Tieu ban

Cap SDK □

Bo sung □  

Khong cap SDK EH

II. KET QUA THAM DINH HO SO BO SUNG

1. Tham dinh ho so bo sung Ian 1: Ngay ...........  thang........nam

De xuat cua Tieu ban

Cap SDK □
Bo sung □
Khong cap SDK □

Ky va ghi ro ho va ten:

2. Tham dinh ho so bo sung Ian 2: Ngay ...........  th ang........nam

De xuat cua Tieu ban

Cap SDK □
Bo sung □
Khong cap SDK □

Ky va ghi ro ho va ten:

3. Tham dinh ho so  bo su n g  lan 3: Ngay ...........  th ang........nam

De xuat cua Tieu ban

Cap SDK □
Bo sung □
Khong cap SDK □

Ky va gin ro ho vft l&n:
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PHAN II: TIEU BAN DUOC LY 
Tham dinh tuan/ngay thang nam

I. KET QUA THAM DINH HO SO LAN DAU:
(Trudng hop khong du chd ghi y kien, de nghi chuyen gia ghi bo sung vao giay, ky ten vd dinh

kem theo bien ban nay)
1. Tac dung duoc ly cua thuoc:

2. Noi dung lien quan chi dinh, tac dung, lieu luong, each dung, DLH, DDH

3. N6i dung 116n quan chdng chi dinh, t&c dung phu, th^n trqng, luong lac lluidc, uhuiig 
lull y dac biet va canh bao khi sir dung thuoc □

-------------- -̂------------
Ngay tham dinh Ten chuyen gia Chur ky De xuat cua Tieu ban

Cap SDK □

Bo sung LH 

Khbng c^p SDK CH
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II. RET QUA I hI m  dinii ii6  so b6  sung

1. Tham d|nh ho so bo sung lan 1: Ngay ........  thang....... nam........

Ma so: TN-

De xuat cua Tieu ban

Cap SDK □
Bo sung □
Khong cap SDK □

Ky va ghi ro ho va ten:

2. Tham dinh ho so bo sung lan 2: Ngay ........  thang....... nam

De xuat cua Tieu ban

Cap SDK □
Bo sung □
Khong cap SDK □

Ky va ghi ro ho va L̂ n:

3. Tham dinh h6 so bo sung lan 3: Ngay ........  thang....... n&m

De xuat cua Tieu ban

Cap SDK □
Bd sung □
Khong cap SDK □

Ky va ghi ro ho va ten:
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PHAN III. TIEU BAN TIEU CHUAN CHAT LlTONG
T ham  dinh tuan/ngay ... thang .....  nam

I. K ET Q U A  1 HAM  D IN H  HO SO LAN DAU:
(TrUcmg hap khdng du cho ghi y  kien, de nghi chuyen gia ghi bo sung vao giay, ky ten va dinh kem theo 
bien ban  nay)

Tham dinh noi dung trong cac phan Don DK, tom tat tong the v6 chat ltfpng, phan noi dung chmh 
ho so TCCL, mltu thuoc

1. D uoc chat:
1.1. Thong tin chung va Dac tinh:

XT T en duoc chat TC C L Ten va dia chi chi tiet N SX duoc chat Nude SX

1

2

3

4

1.2. Kiem tra Dirac chat (bao gom ca Phi6u kiem nghiem):
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1.3. Chat chuan:
Ma so: TN-

2. Thanh pham:
2.1. Mo ta & thanh phSn thuoc:

2.2. Kiem tra ta dupe:

2.3. Kiem tra thanh pham (bao gom ca Phieu kiem nghiem):

2A . Chat chuan

N gay tham  dinh Ten chuyen gia Chur ky D e xuat cua Tieu ban

Cap SDK

Bo sung

KhOng cdp SDK

7

□
 

□
□



II. KET QUA THAM DINH HO SO BO SUNG

1. Tham djnh ho so bo sung lan 1: Ngay ..........  thang....... nam

De xuat cua Tieu ban

Cap SDK □
Bo sung □
K hong cap SDK □

Ky va ghi ro ho va ten:

2 . Tham dinh ho so bo sung lan 2 : N gay ............  th a n g .........nam

D£ xuat cua Tieu ban

C&p SDK □
Bo sung □
K hong cap SDK □

Ky va ghi ro ho va ten:

3 . Tham dinh ho so bo sung lan 3 : Ngay ............  th a n g .........nam

De xuat cua Tieu ban

Cap SDK □
Bo sung □
K hong cap SDK □

Ky va ghi ro ho va ten:

III. KET LUAN CUA LANH DAO DON VI THAM DINH

1. Tham dinh dat: De nghi cap SDK IH

2. Tham dinh khong dat: D6 nghi khong cap SDK EH

3. Nhain xet khac (neu co)

Ngay ...... thang ........ nam .....
Ky, ghi ro hova ten, dong dau
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Ma so: TN-
P H A N I V . T IE U  B A N  B A P  C H E . D O  O N  D IN H  

Tham  dinh tuan/ngay thang nam

I. K ET Q U A  TH A M  D IN H  HO SO L A N  DAU:
(Trtidng hop khong du cho ghi y  kien, de nghi chuyen gia ghi bo sung vao giay, ky ten va dinh kem  theo

bien ban nay)
Thdm dinh n6i dung trong cac phan: Don DK, tom t k  tong the ve chat lirpng, phan noi dung 
chinh ho sa ky thuat bao che, do on dinh, m lu thuoc
1. D uoc chat:
1.1. San xuat:

1.2. He thong bao bi dong goi (khong ap dung doi voi thuoc Generic):

1.3. Do on dinh:

2. Thanh pham:
2.1. Mo ta & thanh phan thuoc:

2.2. Phat trien duac hoc:
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2.3. San xuat (Cong thiic 16, quy trinh san xuat va kiem soat quy trinh, kiem 
san pham trung gian, tham dinh va/hoac danh gia quy trinh):

soat cac budc quan trong va

2.4. He thong bao bi dong goi (Mo ta he thong bao bi dong goi, tieu chu^n ky thucLt):

2.5. D6 dn dinh:

-----------------X---------------N gay tham  djnh Ten chuyen gia ChO ky De xuat cua Tieu ban

C ap SD K  LH
Bo sung □  

K hong cap SDK  CH

10



nam
M a so: T N -II. KET QUA THAM DINH HO SO B6 SUNG

1. Tham dinh ho so bo sung lan 1: Ngay thang

D e xuat cua Tieu ban

Cap SDK □
Bo sung □
K hong cap SDK □

Ky va ghi ro ho va ten:

2 . Tham dinh ho so bo sung lan 2: Ngay ............  th a n g .........nam

D e xuat cua Tieu ban

Cap SD K □
Bo sung □
K hong cap SDK □

Ky va ghi ro ho va ten:

3 . Tham djnh ho sa bo sung lan 3 : N gay ............  th a n g .........nam

Do xuat cua Tieu ban

CAp SD K □
Bo sung □
K hong cap SDK □

Ky va ghi rd ho va ten:

11



B- Y KIEN CIJA PHONG DANG KY THUOC :

C- KET LUAN CUA IlO l DONG T l/V A N  CAr SDK TIIUOC

1. H o i d on g  hop  n g a y ..........

2 . I lo i  d on g  hop  n g a y

3 . H o i d o n g  hop  n g a y

4 . H p i d on g  hop  n g a y

12



Lan dau TL1 TL2 TL3
Dot hop
STT/D M

..........
________

B0 Y TE
H0ID0NG TIT VAN CAP SO DANG KY LlTU HANH THUOC

BIEN BAN
THAM DINH HO SO DANG KY THUOC

(THUOC DONG DUOC)

Ma ho so: TN-

Ten chuyen vien thu ly:

Hlnh thirc dang ky: □  Dang Icy ldn ddu □  Dang ley lai

Tinh trang thude:

Cong thirc/hoat chat da co SDK o’ Cong thirc/hoat chat chu*a co SDK
Viet Nam: • o’ Viet Nam □

SDK 5 nam: □
Khac: □



N0I DUNG VA KET QUA THAM DINH
(Thamdinh tuan ngay thing nam20....)

A- Y kien cua chuyen gia tham dinh c&c tiku  ban (Truong hap khong du cho ghi y
kien, de nghi chuyen gia ghi bo sung vao giay, ky ten va dinh kem theo bien ban nay)

1. Tieu ban phap che (Dan BK, FSC, GMP, CPP, nhan, SHTT, kiem tra thong tin tren
A

bien ban TD so vai ho sa ):

N gay tham  dinh Ten chuyen gia C hu ky D e xuAl cua T ieu ban
CAp SD K n
Bo sung □
K hong cap SDK n

T ham  dinh Ho so1 bo sung lan 1: 
NgAy:

Tham  dinh Ho so1 b6 sung bin 2:
Ngay:

C Sp SDK: □  B6 sung: □  K h6ng cap SDK: □ C£p SDK: □  ]io  sung: □  K hong cap SDK: □

Chuyen gia 

Chu ky

Chuyen gia 

Chu Icy

2



Ma so: TN-

2- Tieu ban lieu chuan chat liro’ng (Dan xin DK, Tieu chuan, phirang phap KN thanh 
pham- nguyen lieu, phieu KN, mau thu6c):

N gay tham  djnh Ten chuyen gia Chfr ky B e  xuat cua Tieu ban
Cap SD K □
Bo sung □
K hong cap SB K □

T h am  djnh H o sir bd sung lan l:
N gay;_____________________________________

Tham  dinh H o so" bo sung l&n 2:
Ngay;

C S p  SDK: □  Bo sung: □  K hong cap SDK: □ Cdp SDK: □  ]86 sung: □  K hong cdp SDK: □

Chuyen gia Chuyen gia

Ghu ky Chvr ky

3



3- Tieu ban ky thuat bao che, do on djnh (Dan, cong thuc, Quy trinh san xuat, mau 
thuoc, TTDT, do on dinh thuoc):

)

---------------- -5-----
N gay tham  dinh Ten chuyen gia Chir ky --------------------X------- X-------Z r— TS----------------------------D e xuat cua Tieu ban

Cap SDK  C r  
B6 sung □  
K hong cap SDK □

T h am  dinh H o so’ bo sung lan 1: 
N gay:

Th&m djnh Ho so1 bo sung lan 2: 
Ngay:

C ap  SDK: □  Bo sung: □  K hong cap SDK: □ CSp SDK: □  ]56 sung: □  K hong cap SDK: □

Chuyen gia 

Chur ky

Chuyen gia 

CM ky

—

4



4- Tieu ban Dirge ly (Dan, Tom tat dac tinh, to HDSD, nhan, cac tai lieu nghien cuu ve 
dirge ly, xac djnh thuoc da sir dung tai Viet nam hay thuoc moi):

Ma so: TN-

----------------------- -̂---------
Ngay tham dinh Ten chuyen gia Chu ky Be xuat cua Tieu ban

Cap SDK □
Bo sung □
Khong cap SDK □

Tham dinh Ho so1 bo sung lan t: 
Ngay:

Tham dinh Ho so’ bo sung lan 2: 
Ngay;

Cap SDK: □  Bo sung: □  Khong cap SDK: □ CSp SDK: □  ]56 sung: □  Khong cap SDK: □

Chuyen gia Chuyen gia

(' hfr Icy ( 'hfr Icy

5



B- Y kien cua Phong Dang ky thuoc :

C- Ket luan cua Hoi dong Tir van cap sdk thuoc

1. Hoi dong hop ngay

2. Hoi dong hop ngay

3. Hoi dong hop ngay

4. H6i dong hop ng&y



Ldn dau I’Ll TL2 TL3
Dot hop '
STT/DM

Bo Y tc
A. A r Atir vail cap so dang ky lira hanh thuoc

Bien ban
tham djnh ho so* dang ky thuoc 

(Thuoc dong dugc)

Ma ho so*: NN-

Ten chuyen vien thu ly:

Hinh thirc dang ky: □  Dang ky lan dau □  Dang ky lai

Tinh trang thuoc:

Cong thuc/hoat chat da co SDK 6* Viet Cong thtfc/hoat chat chua co SDK o’ Viet
Nam: Nam □

SDK 5 nam: □
Khac: f l

Hoi ddng



Noi dung va ket qua tham dinh
(Tham dinh tuan/ngay thang nam 20 )

r • A •? /s. ** A  X •A- v kien cua chuyen gia tham dinh cac tieu ban (Tnrdng hap khong du cho ghi y kien, de nghj 
chuyen gia ghi bo sung vao giay, ky ten va dinh kern theo bien ban nay)

1. Tieu ban phap che (Dan DK, FSC, GMP, CPP, nhan, SHTT, kiem tra thong tin tren bien ban TD so 
vai ho s a ) :

Ngay tham dinh Ten chuyen gia Chu ky De xuat cua Tieu ban
Cap SDK □
Bo sung □  
Khong cap SDK □

-----------------? ----------------------------------------*--------------------- >5----------------------------^ -----------------------------------------------------------------------------------------------------

Tham dinh 116 sa bo sung lan 1:
Ngay;

--------------------------------------------------------- *--------------------- 35----------------------------\ ------------------------- —

Tham dinh 116 so’ bo sung lan 2: 
Ngay:

Cap SDK: □  Bo sung: □  Khong cap SDK: □
Cap SDK: □  Bo sung: □  Khong cap SDK: □

Chuyen gia Chuyen gia

Chuky Chu ky

2



Ma so: NN-

2- Tieu ban tieu chuan chat lirong (Don xin DK, Tieu chuan, plurong phap KN thanh pham- nguyen 
lieu, phieu KN, mau thuoc):

Ngay tham dinh Ten chuyen gia Chirky De xuat cua Tieu ban
cap SDK u  
Bo sung □  
Khong cap SDK □

Tham dinh Ho so1 bo sung Ian 1:
Ngay:

Tham dinh Ho so bo sung Ian 2: 
Ngay:

Cap SDK: □  Bo sung: □  Khong c3p SDK: □
Cap SDK: □  Bo sung: □  Khong cap SDK: □

Chuyen gia Chuyen gia

Chu ky Chu ky

3



Ma so: NN-

3- Tieu ban ky tliual bao die, do on dhib (Dan, cong thuc, Quy 
on dinh thuoc):

trinh san xuat, mdu thuoc, TTDT, do

------------- >5------------
Ngay tham dinh Ten chuyen gia Chu* ky De xuat cua Tieu ban

Cfip SDK □
Bo sung □  
Khong cap SDK □

Tham dinh Ho so* bo sung lan 1: 
Ngay:_______________________

Tham dinh Ho so1 bo sung lan 2: 
Ngay:

Cap SDK: □  B6 sung: □  Khong cSp SDK: □ C3p SDK: □  136 sung: □  Khong cap SDK: □

Chuyen gia Chuyen gia

Chu: ky Chuky

4



4- Tieu ban Diro’c ly (Dan, Tom tat dac tinh, td HDSD, nhan, cac tai lieu nghien cuu ve dugc ly, xac 
dinh thuoc da su dung tai Viet nam hay thuoc mod):

Ma s6: NN-

Ngay tham dinh Ten chuyen gia Chu ky Be xuat cua Tieu ban
Cap SDK □
Bo sung □  
Khong cap SDK □

Tham dinh Ho so” bo sung lan 1:
Ngay;

Tham dinh IIo so* bo sung lan 2:
Ng&y:

C ap SDK: □  B6 sung: □  Khong c3p SDK: □ CSp SDK: □  ]56 sung: □  Khong cap SDK: □

Chuyen gia Chuyen gia

Clvuky Chuky

5



B- Y kien cua Phong Dang ky thuoc :

C- Ket luan cua Hoi dong Tir van cap sdk thuoc

1. Hoi dong hop ngay

2. Hoi dong hop ngay

3. HAi dOng hop ng&y

4. H<)1 dong hop ngtiy



HN

L&n dau TL1 TL2 TL3
Dot hop
ST'i'/DM

BO Y TE
HOI DONG TUVAN CAP SO DANG KY LUU HANH THU6C

BIEN BAN
TIIAM DINII HO SO HANG KY THUOC

(THUOC HO A DUOC)

MA HO SO: NN-

TEN CH U Y EN  VIEN TH U  LY:

H INH THUG DANG  KY: HD Dang ky landau □  Dang ky lai

TINII I RANG THUOC:

Cong thtic/hoat ch&t da c6 SDK d 
Viet Nam:

SDK 5 nam: EH
Khac: □

Cong thirc/hoat chat chira co SDK 
a Viet Nam EH



A. N 0 I  DUNG VA KET QUA THAM DIN H  

PHAN I. TIEU BAN PHAP CHE

Tham dinh tuan/ngay thang nam

I. KET QUA THAM DINH HO SO LAN DAU:
(TrUctng hep khdng du chd ghi y  kien, de nghi chuyen gia ghi bo sung vao giay, ky ten va dinh kem theo

bien ban nay)

1. Dan DK, Tom tat san pham (M iu 7/TT).

2. Noi dung lien quan den cong ty dang ky, co sd san xuat vD co sd san xuat bao bl tiep xuc true 
tiep vdi thuoc

3. Noi dung lien quan den luu h&nh cua s&n phdm tai nude xuat xir:

4. Thdi gian duqc eap phep Uni hanh lan dau:

5. Noi dung lien quan den nhan thuoc, thong tin san phdm (tom  ta t due tinh sun phdtnlthong tin cho 
henh n h an /td  hu&ng dan sic dung)

6. Sd huu trl tue (neu co) va cac noi dung khac.

2



Ma so: NN-

N gay tham dinh Ten chuyen gia Chut ky De xuat cua Tieu ban

Cap SDK  EU
Bo sung dl 
K hong cap SDK  CH

II. KET QUA THAM DINH HO SO BO SUNG

1. Tham dinh ho so bo sung lan 1: N gay ............  th a n g .........nam

De xuat cua Tieu ban

Cap SDK □
Bo sung □
K hong cap SDK □

Ky va ghi ro ho va ten:

2 . Tham dinh ho so bo sung lan 2 : N gay ............  th a n g .........nam

D e xuat cua Tieu ban

Ctip SD K □
Bo sung □
K hong cap SDK □

Ky va ghi ro ho va ten:

3 . Tham dinh ho so bo sung lan 3 : N gay ............  th a n g .........nam

De xuat cua Tieu ban

Cap SDK □
Bo sung □
K hong cap SDK □

Ky va ghi ro ho va ten:

3



PHAN II: TIEU BAN Dl/OC LY 
Tham dinh tuan/ngay thang nam

I. KET QUA THAM DINH HO SO LAN DAU:
(Trudng hap khong du chd ghi y kien, de nghi chuyen gia ghi bo sung vao giay, ky ten va dinh

kem theo bien ban nay)

1. Tac dung duoc ly cua thuoc:

2. Noi dung lien quan chi dinh, tac dung, lieu luqng, each dung, DLH, DDH

3. Noi dung lien quan chong chi dinh, tac dung phu, than trong, tuong tac thuoc, nhftng luu y 
dac biet va canh bao khi sir dung thude □

----------->5----------
Ngay tham dinh Ten chuyen gia ChO ky De xuat cua Tieu ban

Cap SDK □

B6 sung CH 

Khong cap SDK d l

4



II. KET QUA THAM DINH HO SO BO SUNG
1. Tham dinh ho so bo sung Ian 1: Ngay .... thang....... nam

Ma so: NN-

De xuat cua Tieu ban 

Cap SDK 

Bo sung

Khong cap SDK

Ky va ghi rd ho va ten:

2. Tham dinh ho so bo sung Ian 2: Ngay ........  thang....... nam........

□
□
□

De xuat cua Tieu ban

Cap SDK □
Bo sung □
Khong cap SDK □

Ky va ghi ro ho va ten:

3. Tham dinh ho so bo sung Ian 3: Ngay ......... thang....... nam

De xuat cua Tieu ban

Cap SDK □
Bo sung □
Khong cap SDK r i

Ky va ghi ro ho va ten:

III. KET LUAN CUA LANH DAO DON VI THAM DINH

1. Tham dinh dat: De nghi cap SDK \Z\ Ngay ...... thang ........ nam ...
Ky va ghi ro ho ten, dong dau

2. Tham dinh kh6ng dal. Dc nghi kliOng CcCp SDK O

3. Nhlm x6t lchAc (non co)

5



PHAN III. TIEU BAN TIEU CHUAN CHAT LUQNG

Tham  dinh tuan/ngay ... thang .....  nam

I. KET QUA THAM DINH HO SO LAN DAU:
(Trating hap khong du. chd ghi y  kien, de nghi chuyen gia ghi ho sung vao gidy, ky ten va dinh kem  theo

bien ban nay)
Tham dinh noi dung trong cac phan Dan DK, tom tit tong the v6 chit luang, phin noi dung chrnh 
ho so TCCL, m lu thuoc

1. Duoc chat:
1.1. Thong tin chung va Dac tfnh:

TT Ten dirge chat TCCL Ten va dia chi chi tiet NSX dugc chat Niroc SX

1

2

3

4

1.2. Kiem tra Duoc chat (bao gom ca Phieu kiem nghiem):

6



1.3. Chat chuan:
Ma so: NN-

2. Thanh pham:
2.1. Mo ta & thanh phan thuoc:

2.2. Kiem tra ta du'pc:

2.3. Kiem tra thanh pham (bao gom ca Phieu kiem nghiem):

2.4. Chat chuan

Ngay tham dinh Ten chuyen gia Ch& ky De xuat cua Tieu ban

cap SDK D

Bo sung L J  

Khong cftp vSi>K □

7



nam

II. KET QUA THAM DINH HO SO BO SUNG

1. Tham dinh ho so bo sung lan 1: Ngay.........  thang

Ky va ghi ro ho va ten:

2. Tham dinh ho so bo sung Ian 2: Ngay

Ky va ghi ro ho va ten:

3. Tham dinh ho so bo sung Ian 3: Ngay

Ky va ghi ro ho va ten:

thang

thang

De xuat cua Tieu ban

Cap SDK □
Bo sung □
Khong cap SDK □

n am ........

De xuat cua l ieu ban

Cap SDK □
Bo sung □
Khong cap SDK □

n a m ........

De xuat cua Tieu ban

Cap SDK □
Bo sung □
Khong cap SDK □

III. KET LUAN CUA LANH DAO DON VI THAM DINH

1. Tham dinh dat: De nghi cap SDK D

2. Tham dinh khong dat: D6 nghi khong cap SDK CH

3. Nh^n xet khac (neu c6)

Ngay ...... thang ........ nam .....
Ky, ghi ro hova ten, dong dau

8



PHAN IV. TIEU BAN BAO CHE, DO ON DINH

M a so: NN-

Tham dinh tuan/ngay thang nam

I. KET QUA THAM DINH HO SO LAN DAU:
(Truong hop khong du cho ghi y  kien, de nghi chuyen gia ghi bo sung vao giay, ky ten va dinh kem  theo

bien ban nay)
Tham dinh noi dung trong cac phan: Don DK, tom tat t6ng the ve chat lupng, phan noi dung 
chinh ho so ky thuat bao che, do on dinh, m lu thuoc

1. Dirge chat:
1.1. San xuat:

1.2. He thong bao bi dong goi (khong ap dung doi vdi thuoc Generic):

1.3. Do on dinh:

. Thinh pham:

.1. Mo ta & thanh phan IhuOc

2.2. Phat trien dugc hoc:

9



2.3. San xuat (Cong thtic 16, quy trinh san xuat va kiem soat quy trinh, kiem soat cac budc quan trong va 
san pham trung gian, tham dinh va/hoac danh gia quy trinh):

2.4. He thong bao bi dong goi (Mo ta he thong bao bi dong goi, tieu chuan ky thu&t):

2  ̂ D6 bn dinh:

---------------->v---------------Ngay tham dinh Ten chuyen gia Chut ky De xuat cua Tieu ban

Cap SDK □

Bo sung □  

Khdng (ftp SDK l 1

10

□
 

□



Ma so: NN-
II. KET QUA THAM DINH HO SO BO SUNG
1. Tham dinh h6 so bd sung l&n 1: Ngay ..........  thang nam

Ky va ghi r5 ho va ten:

2. Tham dinh ho so bo sung lan 2: Ngay

Ky va ghi ro ho va ten:

3. Tham dinh ho so bo sung lan 3: Ngay

Dexuat cu a Tieu ban 

Cap SDK 

Bo sung

Khong cap SDK

thang........nam

De xuat cua Tieu ban

Cap SDK □
Bo sung □
Khong cap SDK □

□
□
□

th ang........nam

De xuat cua Tieu ban

Cap SDK □
Bo sung □
Khong cap SDK □

Ky va ghi ro ho va ten:

III. KET LUAN CUA LANH DAO DON VI THAM DINH

1. Tham dinh dat: De nghi cap SDK D  N g a y  ....... th a n g  ..........n a m ......
K y ,  g h i  r o  h o  v a  te n , d o n g  d a u

2. Thdm dinh kliong dat: Dc nghi khong cap SDK \~\

3. NhAn x6(. klulc (n6h  c6 )

11



B- Y KIEN CUA PHONG DANG KY THUOC :

C- KET LUAN CUA HOI DONG TlTVAN CAP SDK THU6c

1. Hoi dong hop n g a y ...............

2. I lo i dong hop ngay

3. Hoi dong hop ngay

4. Hoi dong hop ngay



HCM

Lan dau TL1 TL2 TL3 1
Dot hop J
STT/DM....... ...... ........ ....!

BO Y TE
HOI DONG TIT VAN CAP SO DANG KY LUtJ HANH THUOC

BIEN BAN
THAM DINH HO SO DANG KY TIIUOC

(THIJOC HOA DUOC)

MAHOSO: NN-

TEN CHUYEN VIEN THU LY:

IIINII I in C  DANG KY: CH Dang ky Ian dan □ Dang ky lai

TINH TRANG IHLOC:

Cong thitc/hoat chat da co SDK o' 
Viet Nam:

□
□

SDK 5 nam: 
Khac:

Cong thiic/hoat chat chua c6 SDK 
a Viet Nam CH



A. N 0 I  DUNG VA KET QUA THAM DINH 

PHAN I. TIEU BAN PHAP CHE

Tham dinh tuan ngay thang nam

I. KET QUA THAM DINH HO SO LAN DAU:
(Trudng hop khong du chd ghi y  kie'n, de nghi chuyen gia ghi ho sung vao giay, ky ten va dinh kem theo

bien ban nay)

1. Don DK, Tom tat san pham (Mnu 7/TT).

2. Noi dung lien quan den cong ty dang ky, ca so san xuat vD co sd san xuat bao bi tiep xuc true 
tiep voi thuoc

3. Noi dung lidn quan ddn luu h&nh cua san pham tai nude xuat xtr: (doi voi thuoc san xud't nhuqrng 
quyen; san xu at g ia  cong, thuoc chuyen giao cong nghe...).

4. Noi dung lien quan den nhan thuoc, thong tin san pham (tom  ta t dac tinh san pham /thong tin cho 
benh nhanltd’ hu&ng ddn sue dung)

5. So hfm trl tud (neu co) va cac noi dung khac.

2



Ma so:NN-

Ngay tham dinh Ten chuyen gia Chft ky De xuat cua Tieu ban

Cap SDK □

Bo sung □  

Khong cap SDK CH

II. KET QUA THAM DINH HO SO BO SUNG

1. Tham dinh ho so bo sung lan 1: Ngay ...........  th ang........nam

De xuat cua Tieu ban

Cap SDK □
Bo sung □
Kh6ng cap SDK □

Ky va ghi ro ho va ten:

2. Tham dinh ho so bo sung lan 2: Ngay ...........  th ang........nam

De xuat cua Tieu ban

Cap SDK □
Bd sung □
Khong cap SDK □

Ky ghi io ho vet t6n.

3. Tham dinh ho so ho sung lan 3: Ngay ...........  thang........nam

De xuat cua Tieu ban

Cap SDK □
Bo sung □
Khong cap SDK □

ICy va ghi ro ho va ten:

3



PHAN II; TIEU BAN DUOC LY
Tham  dinh tuan/ngay thang nam 2017

I. K ET QUA TH AM  DINH HO SO LAN DAU:

(TrUdng hop khong du cho ghi y kie'n, de nghi chuyen gia ghi bo sung vao giay, ky ten va dinh
kem theo bien ban nay)

1. Tac dung duoc ly cua thuoc:

2. N oi dung lien quan chi dinh, tac dung, lieu luong, each dung, DLH , DDH

3. Nqi dung lien quan chong chi dinh, tac dung phu, thftn trong, tiumg tac thuoc, nhfrng 
luu y dac biet va canh bao khi six dung thuoc □

----------------------------------^-------------------------------

Ngay tham dinh Ten chuyen gia Chur ky De xuat cua Tieu ban

Cap SDK □

Bo sung □  

KhOng cap SDK CH

4



II. k £ t  q u a  t h a m  d i n h  h o  s o  b o  s u n g

1. Tham dinh ho so bo sung Ian 1: Ngay ....

Ma so: NN-

thang....... nam

De xuat cua Tieu ban

Cap SDK □
Bo sung □
Khong cap SDK □

Ky va ghi ro ho va ten:

2. Tham dinh ho so bo sung lan 2: Ngay ......... thang....... nam

De xuat cua Tieu ban

Cap SDK □
Bo sung □
Khong cap SDK □

Ky va ghi ro ho va ten:

3. Tham dinh ho so bo sung lan 3: Ngay ......... thang....... nam

De xuat cua Tieu ban

Cap SDK □
Bo sung □
Khong cap SDK □

Ky va ghi ro ho va ten:

5



PHAN III. TIEU BAN TIEU CHUAN CHAT LlTONG

Tham dinh tuan/ngay ... thang ....  nam 2017

I. KET QUA THAM DINH HO SO LAN DAU:
(Trtfcmg hap khdng du, cho ghi y  kien, de nghi chuyen gia ghi ho sung vao giay, ky ten vd dinh kem theo 
bien ban nay)

Tham dinh noi dung trong cac phan Dan DK, tom tat tong the v£ chat loong, phan noi dung chfnh 
h6 so TCCL, mSu Ihudc

1. Duoc chat:
1.1. Thong tin chung va Dac tfnh:

TT Ten dirge chat TCCL
:

Ten va dia chi chi tiet NSX duoc chat' * Nude SX

1

2

3

4

1.2. Kiem tra Duoc chat (bao gom ca Phi6u kiem nghiem):

6



1.3. Chat chuan:
Ma so: NN-

2. Thanh pham:
2.1. Mo ta & thanh phan thuoc:

2.2. Kiem tra ta dupe:

2.3. Kiem tra thanh ph^m (bao gom ca Phieu kiem nghiem):

2.4. Chat chuan

-------- -̂-------
Ngay tham dinh Ten chuyen gia Chur ky De xuat cua Tieu ban

Cap SDK D

Bo sung CH 

KhOng cup SDK 1— 1

7



II. KET QUA THAM DINH HO SO BO SUNG
1. Tham dinh h6 so b6 sung l&n 1: Ngay ...........  thang........nam

De xuat cua Tieu ban

Cap SDK □
Bo sung □
Khong cap SDK □

Ky va ghi ro ho va ten:

2 . T h a m  d in h  ho so bo sung lan  2: Ngay .........  thang........nam

De xuat cua Tieu ban

Cap SDK □
Bd sung □
Khong cap SDK □

Ky va ghi ro ho va ten:

3 . T h a m  d in h  h 6  so  bo su n g  lan  3: Ngay .........  thdng........nam

Ky va ghi ro ho va tftn:

D£ xuat cua Tieu ban

Cap SDK 

Bo sung

Khong cap SDK

□
□
□

III. KET LUAN CUA LANH DAO DON VI THAM DINH

1. Tham dinh dat: D i  nghi cap SDK Q

2. Tham dinh khong dat: De nghi khong cap SDK D

3. Nhan xet kliac (neu co)

Ngay ...... thang ........ nam .....
Ky, ghi ro hova ten, dong dau

8



Ma so: NN-

P H A N IV . TIEU BAN BAO CHE, DO ON DINH  

Tham dinh tuan/ngay thang nam 2017

I. KET QUA THAM DINH HO SO LAN DAU:
(TrUctng hop khong du cho ghi y  kie'n, de nghi chuyen gia ghi bo sung vao giay, ky ten va dinh kem  theo

bien ban nay)
Tham dinh noi dung trong cac phan: Don DK, tom tat tdng the ve chat lupng, phan noi dung 
chfnh h6 so ky thuat bao che, dp 6n dinh, m lu thuoc 
1. Duoc chat:
1.1. San xuat:

1.2. He thong bao bi dong goi (khong ap dung doi voi thuoc Generic):

1.3. Dp on dinh:

2. Thanh pham:
2.1. Mo ta & thanh phan thudc:

2.2. Phat trien duoc hoc:
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2.3. San xu£t (Cong thric 16, quy trinh san xuat va kiem soat quy trinh, kidm soat cac bir6c quan trong va 
san pham trung gian, tham dinh va/hoac danh gia quy trinh):

2.4. He thong bao bi dong goi (Mo ta he thong bao bi dong goi, tieu chuan ky thuat):

2.5. DO dn dinli:

Ngay tham dinh Ten chuyen gia Chur ky De xuat cua Tieu ban

Cap SDK □

Bo sung □  

Khong cap SDK HH
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II. KET QUA THAM DINH h 6  SO BO SUNG
1. Tham dinh ho so bo sung lan 1: Ngay ......... thang...... nam

De xuat cua Tieu ban

Cap SDK □
Bo sung □
Khong cap SDK □

Ky va ghi ro ho va ten:

2. Tham dinh ho so bo sung Ian 2: Ngay ...........  th ang........nam

De xuat cua Tieu ban

Cap SDK □
Bo sung □
Khong cap SDK □

Ky va ghi ro ho va ten:

3. Tham dinh ho so bo sung Ian 3: Ngay ........... thang ........ nam

Ky va ghi ro ho va ten:

De xuat cua l  ieu ban

Cap SDK u
Bo sung □
Khong cap SDK □
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B- Y KIEN CUA PHONG DANG KY THUOC :

C- KET LUAN CUA HOI DONG TU VAN CAP SDK THUOC

1. Hoi dong hop ngay

2. Hpi dong hpp ngay

3. H6i dong hop ngay

4. 1161 dong hpp ngay



L£n dau TLl TL2 Tin
Dot hop ..... ....

STT/DM

B 0  Y TE
H 6l DONG TUVAN CAP SO DANG KY LUU HANH THUOC

BIEN BAN
THAM DINH HO SO DANG KY SINH PHAM DIEU TRI

M A  H 6  SO:

TEN C H U Y E N  VIEN T H U  LY:

HINH T H U C  D A N G  KY: CH Dang ky kin dan

TINH T R A N G  THUOC:

□  Dang ky lai

Cong thuc/hoat chat da co SDK a 
Viet Nam:

SDK 5 nam: □
Khac: □

Cong thdc/hoat chat chua co SDK 
a Viet Nam □



N0I D UNG  VA KET QUA THAM  DINH
(Tham dinh tuan/ngay thang nam )

A.Y K IEN  CUA CAC CH UYEN GIA THAM  DINH :

I. Ho so hanh chinh va thong tin san pham
1.1. Don DK, Tom tat san pham (Miu 7/TT).

1.2. Noi dung lien quan den cong ty dang ky, co sd san xuat

1.3. Noi dung lien quan den liru hanh cua san pham tai nude sd tai (doi voi
thude nliap khan; thiidc san xuat nhuqng quyen; san xuat gia cong).

1.4. Noi dung lien quan den nhan thuoc, thong tin san pham (tom tat
dtic tinh san pham/thong tin cho benh nhanltti hu&ng ddn sit dung)



Ma so:

1.5. Sd hftu tri tue (neii co) va cac noi dung khac.

1.6. Cac y kien khac :

Ten chuyen gia Chur ky
------------------------------------7>---------------------------------

Ngay tham dinh De xuat cua Tieu ban

cap SDK Q  

Bo sung □  

Klioug cap SDK CD

THAM DINH h 6  SO b 6  SUNG LAN 1: 
Ngay:

THAM DINH HO SO BO SUNG LAN 2: 
Ngay

C&p SDK: Cl Bo sung: C l Khong cap SDK: Cl
Cap SDK: C l Bo sung: C l Khong cap SDK: EH

( 'liuyfcu gia Chuy6n gia

Clift Clui ky
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II. Ho stf ve qui trinh san xuat, tieu chuan, chat luong:
2.1 Thdnh phdn hoat chat:
2.1.1. Thong tin chung, nguyen lieu dau vao va nguyen li6u tho (ten, cong thdc cau 
tao, phieu kiem nghiem, m6 ta chung nguyen lieu dau: chung, he thong chung goc, 
chung san xu£t.....):

2.1.2. Qui trinh san xuat: cua thanh phdn hoat chat chinh (so do, m6 ta qui trinh san 
xuat, thdm dinh qui trinh san xuat.....):

2.1.3. Dac thili cua hoat clidt:

2.1.4. Kiem tra chat luong cua thanh phan hoat chat (qui trinh phan tich, tham dinh..):



Ma so:

2.1.5. Chuan doi chieu:

2.1.6. Bao bi, dong goi:

2.1.7. Do on dinh cua thanh phan hoat chat (dc cuong nghicn cun, ket qua, ket lu&n, 
di6u kien bao quan):

2.2 Thanh pliant:
2.1.1 Mo ta c6ng thdc cua thanh phim:

2.1.2 Sir plial Liidn phal lri£n sin pham:

2.1.3 San xuat thanh pham (cong thuc 16, mo ta qui trinh, kiem soat cac buoc quan 
trong va trung gian, tham dinh va danh gia qui trinh, he thong nhan dang 16):



2.1.4 Kiem soat ta dugc, chat bao quan, chat on dinh:

2.1.5 Kiem soat thanh pham (tieu chuan , qui trinh phan tich, phieu kiem nghiem, 
tham dinh qui trinh, tmh on dinh...):

2.1.6 Tieu chuan hoac nguyen lieu tham chieu:

2.1.7 He thong bao goi/nap day (tieu chuan bao bi true tiep, gian tiep, thir nghiem 
danh gia nguyen lieu bao bi):

2.3 Do on dinh:
2.3.1 De citong nghien ciiu, ket qua va ket luan:



Ma so:
2.3.2 Mo ta qui trinh dam bao d&y chuyen lanh:

2.3.3 Danh muc trang thiet bi san xuat, kiem dinh:

2.3.4. Cac cau hoi can doanh nghiep tra loti them:

Ten chuyen gia Chu: ky Ngay tham  
djnh

De xuat cua Tieu ban

Cap SDK □  

Bo sung dl 
Khong cap SDK EZI

THAM DINH HU SO BO SUNG I.AN 1: 
Np^y:

THAM DINH HO SO BO SUNG LAN 2: 
Ngay:

C ap SDK: CH Bo sung: d  Khong cap SDK: d Cap SDK: d  Bo sung: d  Khong cap SDK: d

Chuyen gia Chuyen gia 

Chit kyClur ky
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III. Ho so dirge ly:
Tham dinh noi dung trong cac phan: dan dang ky, nhan, Thong tin san pham (tom tat dac 
tinh san pham/Thong tin cho benh nhan/Hudng dan sit dung), ho sa tien lam sang.
3.1 Cac thong tin tren don dang ky, nhan, thong tin san pham:
3.1.1 Don dang ky:

3.1.2. Thong tin san phltm ( Chi dinh, tac dung, lieu lirpng, each dung, chong chi dinh, than 
trong, tuong tac thude, nhung luu y dac biet va canh bao khi su: dung,....):

3.1.3. Nhan:

3.2 116 sa ticn lam sang:
3.2.1 Dune ly (dugc luc hoc khang nguyen, dune luc hoc ta duoc):

3.2.2 Dupe d6ng hoc:
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Ma so:

3.2.3 Doc tmh (doc tmh chung, doc tmh dac biet, doc tmh cua cac ch£t mod trong 
cong thdc):

3.2.4 Nhung v£n de khac can quan tarn:

Ten chuyen gia Chur ky Ngay tham dinh De xuat cua Tieu ban

Cap SDK □  

Bo sung EH 
Khong cap SDK EH

THAM DINII IlO SO BO SUNG LAN 1: 
Ngay:

THAM DINH HO SO BO SUNG LAN 2: 
Ngay:

Cap SDK: EH Bo sung: O  Khong cap SDK: EH Cap SDK: EH Bo sung: EH Khong cap SDK: EH
Chuyen
gia Chuyen gia

Cliii Chd ky
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B- Y KIEN CUA PHONG DANG KY THUOC :

C- KET LUAN CUA HQI DONG T l/V A N  CAP SDK THUOC 

1. Hoi dong hop n g a y ..................

2. Hoi dong hop ngay

3. I lo i dong hop ngay

4. Hoi dong hop ngay
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Ten thuoc: Ma so:

BIEN BAN THAM DINH HO SO LAM SANG SINH PHAM DIEU TRI

1. Tong quan ve nghien cun lam sang:

2 . Tom tat ve lam sang (tom tat nghien cun lam sang cua khang nguyen, nghien 
cun ve an toan, hieu qua):

3. Cac bao cao nghien ciiu (giai doan 1, giai doan 2, giai doan 3, giai doan 4..)

4. Chi dinh, tac dung, lieu luong, each dung:
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5. Chong chi dinh, tac dung phu, than trong, ttfong tac thuoc, nhtfng lull y dac 
biet va canh bao khi s\x dung thudc...:

6. Cac y kien khac lien quan den tinh an toan, hieu qua:

Ten chuyen gia Chur ky Ngay tham ctjnh De xuat cua Tieu ban

Cap SDK □  

Bo sung EH 
Khong cap SDK EH

THAM DINH HO SO BO SUNG LAN 1: 
Ngay:

THAM DINH HO SO BO SUNG LAN 2: 
Ngay:

Cap SDK: □  B6 sung: □  Khong cap SDK: 
□

Cap SDK: □ Bd sung: d  Khong cap SDK: CU

Chuyen
gia Chuyen gia

Chu ky Chu: ky
B- X JU&N. CUA PHOMU.BANG. Ki  IHljOc ;
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Lan dau TL1 TL2 TL3
Dot hop
STT/DM

BO YTE
HOI d 6 n G T l/V A N  CAP SO DANG KY LUU HANH THUOC

BIEN BAN
Th Am  DINH H6 SO DANG K t VAC XIN

MA HO SO:

TEN CHUYEN VIEN THU LY:

HINH THLTC DANG KY: □  D3ng ky Wn dau □ D a i ig k y lu i

llNH TKANG 1HUOC:

Cong thirc/hoat chat da co SDK d 
Viet Nam:

SDK 5 nam: □
Khac: □

Cong thu’c/hoat chat chua co SDK 

d Viet Nam □



N0I D U N G  V A  K E T  Q U A  T H A M  DINH
(Tham dinh tuan/ngay thang nam )

A.Y KIEN CUA CAC CHUYEN GIA THAM DINH :

I. Ho so hanh chinh va thong tin san pham
1.1. Don DK, Tom tat san pham (M iu 7/TT).

1.2. Noi dung lien quan den cong ty dang ky, co so san xuat

1.3. Noi dung lien quan den luu hanh cua san pham tai nude so tai (doi vdi
thuoc nhap khau; thuoc san xuat nhuong quyen; san xuat gia cong).

1.4. Noi dung lien quan den nhan thuoc, thong tin san pham (tom  ta t
d a c  tilth  san  p h a m /th o n g  tin  cho  henh n h a n /td  hu& ng dd n  s u  du n g)



1.5 Sd huu tri tue (neu co) va cac noi dung khac. M a so:

1.6. Cac y kien khac :

Ten chuyen gia C hfrky N gay tham  dinh De xuat cua T ieu  ban

Cap SDK  D 
Bo sung CH 
K hong cap SD K  CH

THAM DINH HO SO BO SUNG LAN 1: 
Ngay:

THAM DINH HO SO BO SUNG LAN 2: 
Ngay:

C ap SDK: □  Bo sung: □  Khong cap SDK: □ Cap SDK: d  Bo sung: CH Khdng cap SDK: CH

Chuyen gia Chuyen gia

Chuky Chuky
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2 .1  T h an h  p h a n  h o a t ch a t:
2.1.1. Thong tin chung, nguyen lieu dau vao va nguyen lieu th6 (t6n, cong thhc c&u 
tao, phieu kiem nghiem, m6 ta chung nguyen lieu dau: chung, he thong chung goc, 
chung san xuat.....):

2.1.2. Qui trinh san xu^t cua thanh phan hoat chat chinh (so d6, mo ta qui trinh san 
xuat, tham dinh qui trinh san xuat.....):

2.1.3. Dac tmh cua hoat cM't:

2.1.4. Kiem tra chat luqng cua thanh phan hoat chat (qui trinh phan rich, tham dinh..):

2.1.5. Chuan doi chieu:



2.1.6. Bao bi, dong goi: Ma so:

2.1.7. Do on dinh cua thanh phan hoat chaft (d& cuong nghidn cdu, ket qua, ket lu&n, 
di6u kien bao quan):

2 2  T h an h  p h a m :
2.1.1 M6 ta c6ng thtic cua thanh phSm:

2.1.2 Su phat trien phat trien san pham:

2.1.3 San xuat thanh pham (cong thdc 16, mo ta qui trinh, ki£m soat cac budc quan 
trong va trang gian, thStm dinh va danli gia qui tiinli, lie th6ng nlian dang 16):

2.1.4 Kiim  soat la dupe, cMt bao quan, chaft 6n dinh:



2.1.5 Kiem soat thanh ph^m (ti6u chuan , qui trinh phan tich, phi6u 
tham dinh qui trinh, tmh on dinh...):

kilm nghiem,

2.1.6 Tieu chuSn hoac nguy6n lieu tham chieu:

2.1.7 He thong bao goi/nap day (tieu chuan bao bi true tiep, gian tiep, thir nghi6m 
danh gia nguyen li6u bao bi):

2.3 D o  on  d in h :
2.3.1 Be cuong nghidn ciiu, ket qua va ket luftn:

2.3.2 Mo ta qui trinh dam bao day chuydn lanh:



2.3.3 Danh muc trang thiet bi san xuat, kiem dinh:
Ma so:

2.3.4. Cac c&u hoi can doanh nghiep tra lbi them:

Ten chuyen gia Chur ky Ngay tham dinh De xuat cua Tieu ban

Cap SDK □  

Bo sung CH 

Khong cap SDK CU

THAM DINH HO SO b 6  SUNG LAN 1: 
Ngay:

THAM DINH h 6  SO B 6 SUNG LAN 2: 
Ngay:

Cap SDK: d  Bo sung: d  Khong cap SDK: d Cap SDK: d  Bo sung: d  Khong cap SDK: d

Chuyen gia Chuyen gia

Chuky Chuky
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3.1 Cac thong tin ve an toan, hieu qua tr£n don dang ky, nhan, tom tat dac tinh..
3.1.1 Don dang ky:

3.1.2. Td hudng dltn s\x dung:

3.1.3. Tom tat dac tmh sail pham (SmTC):

3.1.4. Nhan:

3.2 Ho so ve an toan (tien Dm sang):
3.2.1 Dupe ly (dupe luc hoc khang nguyen, dupe luc hoc ta dupe):



Ma so:
3.2.2 Dirge dong hoc:

3.2.3 D6c tmh (d6c tmh chung, doe tmh dac biet, 
cong thde):

3.2.4 Nliulig van de khae edn quan tarn:

3.3 Lam sang:
3.3.1 Tong quan ve nghien cdu lam sang:

3.3.2 loin tat ve lam sang (tom tat nghi6n eiru U 
curt ve an toan, hieu qua):

6c tmh cua cac chat mod trong

sang cua kliang nguyen, lighien

3.3.3 Cac bao cao nghien cdu (giai doan 1, giai doan 2, giai doan 3, giai doan 4, 
vac xin ket hop...):



3.3.4 Cac y kien khac lien quan d6n tmh an toan, hieu qua vac xin:

3.4 Cac cau hoi can bo sung them:

Ten chuyen gia Chur ky N gay tham  dinh De xuat cua T ieu ban

Cap SD K  □  

Bo sung □  

K hong cap SDK  EU

THAM DINH HO SO BO SUNG LAN 1: 
Ngay:

THAM DINH HO SO BO SUNG LAN 2: 
Ngay:

Cap SDK: □  Dei sung: □  Khong cap SDK: □ Cap SDK: EH Bo sung: El Khong cap SDK: El
Chuydn gia Chuyen gia

Chu ky Chttky
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B - 1  KIEN CUA PHONG PANG KY THUOC : M a so:

C- KET LUAN OJA HOI 1)6n G TU VAN CAP SDK T H U d c

1. Hoi dong hop n gay ................

2. Hoi dong hop ngay

3. Hoi dong hop ngay

4. Ilpi dong hpp ngay





Tieu ban Lam sang
Ma HS:
Ten thuoc:

A- Y kien cua cac chuven gia tham dinh:
1. Tong quan (Tong quart die lieu tien lam sang, ke hoach phat trien cac die lieu 
lam sang, cac phat hien ve doc tinh tien lam sang) :

Dat Khong dat Bo sung

2 .

Dat
Cac thong tin dnac dong hoc tren ngiroi: 
_____ Khong dat Bo sung

3. Ho sa pha II (Moi quan he lieu dung - tac dung: Lieu dung dtictc chon da hop ly
nhat cho giai doan III chua) :

Dat Khong dat Bo sung

4. Ho so p h a ll i :
4. 1. Hieu qua cua thu6c 

Dat Khong dat Bo sung

4.2. Tinh an toan cua thuoc 
Dat Khong dat Bdsung

5. Loi ich / mi ro cua thuoc



6. Sy phu hgp cua ho so lam sang v6i Tom tat dac tfnh (Chi dinh, Lieu dung,An toan)

* Ket luan:

Cap SDK: ___

*Bo sung cua co so:

B6 sung : Khong cap:

Ctfp SDK: Khdng cAp SDK :

Chit ky cua cac chuyen gia
----------- 7f----------

N gay tham  djnh Ten chuyen gia Chfr ky

B- Y kien cua Phong dang ky Thuoc:

C KOI luan cua Iloi dona xct duYel thutfc huu imftv th&ng nflm :



T^n thuoc: HS:
III. Tieu ban Tuong durong sinh hoc: 
1. Ctf sor nghien curu:

1.1. Co so 1km sang (Ten, dia chi co sb nghien curu, ngubi phu 
trach cosb) (*)

1.2. Co sb phan tich (Ten, dia chi co sb nghien curu, ngubi phu 
trach co sb) (*)

1.3. Ten, dia chi bb phan quan ly du lieu thb, cac thong sb 
dugc dong hpc va xir ly thbng ke cac thong sb dugc dbng hoc, 
ngubi phu trach (*)
(*) N eu cac pha lam sang val hoac phan  tich va quan ly d it lieu, x it ly thong ke dugc thitc hien tai cung m ot ccf sd  thi can co thong tin cu 
the ve ngucri phu  trach lam sang, phu  trach phan  tich va ngudi phu  trach phan  quan ly du  lieu va x it ly thong ke).

1.4. Trang chuky:

- Tbn, chu ky va ngay ky cua nghien cun vien chinh, nghien 
ciru vien phu trach 1km sang, nghien ciru vien phu trkch phkn 
tich, ngubi phu trach quan ly sb lieu va xir ly thbng ke
- Danh sach cac nghien cun vien khac tham gia nghien cun

1.5. Cac chung chi GCP va/ hoac GLP (neu co)

2, De cuong nghien ciru :
2.1. Thong tin v6 tac dung dirge ly, dugc dong hoc va tac dung 
phu cua thuoc chua hoat chat nghien cun (theo cac tai lieu 
tham  khao chinh th o n g )

2.2. Muc tieu nghien ciru
2.3. Thiet ke nghien cuu (Cheo/ Song song/ Lap lai- Co danli 
gia su phu hop cua viec lua chon mb hinh nghien curu vdi 
thuoc nghien cun)
2.4. Kieu nghien cun (Doi/ No- Don lieu/ Da lieu)
2.5. Ngku nhien hoa, bang, trinh tu
2.6. Mii hoa
2.7. Tidu chuan hoa nghien ciru:
- Ti6u cliuciii h6a bda kii vk do ubng
- Tieu chukn hoa viec luyen Lkp, cac hoat dbng thl chkt va tu 

the sau khi dung thuoc cua ngubi tinh nguyen
- Quy dinh ve dung thuoc trong NC (Khong dung cac thuoc 

gay anh hubng den ket qua NC)
- Quy dinh ve che do an uong cua ngubi tinh nguyen (Khong 

dung cac thurc an va do uong anh hubng tbi tuan hoan, tieu 
hoa, churc nang gan va than (db ubng chura con, xanthin va mot 
so loai hoa qua co anh hubng tbi sinh kha dung cua thuoc))
2.8. Giam sat ngubi tinh nguyen

3. B£n chfo thii&n cua HOi d6ng dao dtitc
Ten vk dia chi hbi dbng

- vSb db cuimg va lbu db cuong
- Tdn nghien curu vien chinh va ten nha tai tro (co so sanh vbi 

thong tin trong bao cao tom tat NC)
1



- Ngay hop h6i d6ng/ ngay phe duyet (co ki&n tra so vdi ngay
Lien hanh nghien euu) (*)

- Ke't qua xem xet (phe duyet/ tu: chdi) (*)

- Danh sach cac thanh vien hoi dong

Ma HS:

4. Thuoc dung trong nghien cun:
4.1 . Thuoc thd:
- Ten thuong mai, hoat chat, ham lupng, dang bao che', ten 

nha san xuat, dia diem san xuat (Co doi chieu vdi cac thong  
tin  tuong icng ve thuoc dang Icy) (*)
- L6 SX, ngay SX, han dung (Co xem  xet stf phu  hap vai thdi 

gian  tien hanh nghien cuXi)
- Co 16 SX ( > 100.000 dan vi hoac 1/10 cd  Id thuong mai, 

tu y  thuoc gia tri nao lan han- trong trUctng hap cd  Id thuong  
m a i < 100.000 dan vi, cd  lo thuoc thic pha i la cd  lo thuong  
m a i (Cd kiem  tra vdi cd  lo SX  dang ky trong ho so- N eu  cd  lo 
dung  trong nghien ciCu nho han quy dinh pha i cd gidi trinh 
phu. hop).

-  So' li?u so sanh tuang duong dp hoa tan giua cac ham lupng khac 
nhau, bang so sanh c6ng thiic bao che theo ty le, th6ng tin ve tieu 
chu<m chcft luong cac thanh phdn dua vao c6ng thuc bao che cua cac 
ham lupng khac nhau (trong trudng hop ho so nop de xem xet mien 
thic tuang duong sinh hoc in vivo cua cac thuoc cd cong thtic bao 
che theo ty le )

4 .2 . Thuoc do'i chicng :

- Ten thuong mai, hoat chat, ham lupng, dang bao che', ten 
nha san xuat, dia diem san xuat (Co do'i chieu vdi danh muc 
thuoc do'i chung tai V iet N am  hoac xem  xet su  tuan theo 
nguyen tac lua chon thuoc doi chUng quy dinh tai IT U S ) (*)
- L6 SX; Ngay SX; Han dung (Cd so sanh vdi thdi gian tien 

hanh nghien cU u)
- Nguon goc, xuat xu thuo'c do'i chung (trong trudng hop  

thud'c dd'i chung khdng dupe luu hdnh tai V i i t  N a m )

- Tuong duong d6 hoa tan giua thuo'c do'i chung dung trong 
nghien cun va thutfo d6'i chvrng tai Viet Nam (trong trudng 
hap thud'c dd'i chung da dung trong nghien cdu cd dia diem  
sun  xuat khac dia diem  san xua t cua thud'c dd'i chting tai V N )

4.3 . Tvccmg duong ve chat lupng g iu a  thuoc thic va thuoc doi chicng:

- Ke't qua dinh lupng thuo'c thu, thuo'c do'i chung (cd so sanh  
s u  khac nhau ve phan  tram  ham  luong so vdi nhan giica thud'c 
thic va thuo'c dd'i chieng)
- Ke't qua do dong deu ham lupng (do'i vdi cac thud'c phai thic 

do dong deu ham  luong theo quy dinh cua dupe dien hoac 
theo tieu chuan nhd san xud 't)

- KO'L qua do hoa tan (neu co)

- Ke't qua thu tuong duong do hoa tan gifra thuo'c tint va thuo'c 
d6'i chung
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5. Nglfoi tinh nguyen: (Co doi chieu vdi dd cuong NC da dupe ph6 duyet) M§ HSl
5.f. Ngudi khoe manh/ Benh nhan (trong trudng hop thic 
thuoc co doc tin h )
5.2. So lupng (Co danh gia sit phu hep cua viec lua chon soluqng  
ngudi tinh nguyen doi vai dac tinh phan ho cua duqc chat nghien 
citu (mute do hien thien cao hay thdp); mite y nghia thd'ng ke mong 
muon (thong thitdmg 0,05); hieu litc thd'ng ke (hay dd manh nghien 
ctiu) mong muon ( thong thit&ng > 80%); dd lech so vai thud'c do'i 
chutng phu hap vai yeu cau titang duemg sinh hoc- Td'i thieu 12 
ngUdi)
5.3. Sd lieu nhan kh£u hoc
- Gidi tmh
- Chung tpc
- Tudi, chidu cao, can nang (so sanh vod quy dinh ve do tuoi 

v a  chi so 'BM I titang itn g )
- Kiem tra she khoe (Dau hieu sinh ton (huyei dp, nhiet do, 

m ach); K et qua xe t nghiem  (huyei hoc, sinh hoa, m ien d ic h ))
- Mhc do nghien thude- so lupng thuoc hut/ ngay (neu chap  

nhan sit dung ngitdi co nghien th u o c )
- So lupng rut khoi nghien cuu- ly do (*)

6. Tien hanh nghien cun: (Kiem tra sir phu hop vdi de cuong NC da dupe phe duyet) 
6.1. P ha lam sang: ________________________
6.1.1. Ngay thuc hifn cac pha lam sang (K iem  tra thdi gian  
ng h i giUa 02 giai d o a n ) (*)
6.1.2. Dung thude
- Bang ngSu nhien hoa va trinh tu dung thuoc cua nguoi tinh 

nguyen
- Thai gian nhin doi truoc khi dung thuoc va su tuan thu cac 

dieu kien trude, trong va sau khi dung thuoc (So sanh vod de 
atarig  N C  d d  ditac d u y e t).
- So don vi lieu thuoc thir va thuoc chung da dung cho 01 

ngudi tinh nguyen (Don lieu/ Da lieu) (So sanh vod de citong 
nghien citu d d  ditac d u y e t)
- Loai do uong va the tich dd udng dung dd udng thuoc (> 

150m l)
- Thdi gian nghi giua hai giai doan (Kiem  tra s it p h u  hop vod

de citang nghien citu d d  ditac duyet vd thdng tin v i  thdi gian 
ban thdi cua thud'c)
6.1.3. Lay mau (Kiem tra su phu hop vdi dd cuong nghi6n cdu)

- Kieu lay mlu (Mau/ Nude tieu)
- The tich mau lay/ mlu
- So mau lay/ ngudi tinh nguyen
- Tong the tich mau lay/ ngudi tinh nguyen trong ca NC
- Danh sach cac diem lay mau tiong nghien cuu (kiim  tra su 

phu hop vai de cuong nghien citu)
- Cach xir ly va bao quan mau

- Bang nia hoa mSu phan tich (ndu co)
6 .1.L Hd so lam sang:

- Bao cao nliQng sai lpcli klioi dd cuong, vi du vd thdi diem 
la'y mdu... vk each xir ly ede sai ldch nay

3



I - Bao cao cac tac dung phu cua thudc thir va thuoc doi chung 
dung trong nghien cuu (co kem theo cac du lieu goc v6 theo 
doi AE cua ngudi tinh nguyen).

6.2 . P h a  ph an  tick:
6.2.1. Thlm dinh quy tiinh phan tich:
- Chat phan tich (Dupe chat goc/ Chat chuyen hoa)

- Phuong phap phan tich (bao gom ca phuong phap xir ly mau 
trude khi dua vao phan tich va phuong phap do nong dp miu 
phan tich)
- Ket qua thlm dinh:

+ Tinh chon loc/ dac hieu

+ Dp dung (trong ngay/ khac ngay)

+ Dp chinh xac (trong ngay/ khac ngay)
+ Dp phuc hoi (Hipu suat chiet) dupe chat/ noi chuan (neu su: 

dung)
+ Tinh tuyen tinh (6- 8 diem ngoai diem 0 phu toan bp 

khoang nPng dp phan tich mong muon bao gPm ca gidi han 
dinh lupng dudi) (co so sank v&i bang ket qua phan  tich thu 
ditiJc )

+ Gidi han dinh lupng dudi (co so sanh v&i bang ket qua 
p h a n  tich thu dtfcJc )

+ Dp on dinh cua miu thuoc trong huyet tuong (d nhiet dp 
phong; khi bao quan dong lanh (co so sanh v&i khoang th&i 
gian  tic ngay lay m au dau tien den ngay phan  tich m au cuoi 
ciing) : sau 03 chu kv dons/ ra done
+ Dp on dinh cua dung dich goc (dupe chat va npi chuan (neu 

sir dung) a  nhiet dp phong hoac khi bao quan lanh (neu ap 
dunk))

+ Do on dinh cua mau phan tich sau khi pha (co tmh den 
khoang thdi gian miu nam trong autosampler, dupe xem xel 
vdi ca duoc chat va n6i chuan nPu co sir dunu)
+ 20% sac ky do tham dinh quy trinh phan tich

6.2,2. Bao cao phan tich mau ngudi tinh nguypn:
- Ngay tien hanh/ ket thuc (*)
- Bang tong hpp qua trinh phan tich va ket qua
+ Phuong phap phan tich (doi chie'u v&i phiCong phap phan  

tich da duoc tham  d in h )

+ Bang tom tit qua trinh phan tich kem theo danh gia su phu 
hpp cua ket qua phan tich timg ngay va thong tin ve phan tich 
lai mlu neu co.

+ Bang ket qua nong dp chat phan tich trong huyet tuong cua 
thuoc thu/ thuoc chung thu dupe tit timg ca the

1 20%  sac ky dd cua nguon tinh nguyen

- Danh sdcli cac SOPs.
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o . z .j . D a u  c a u  u u y u  u y n g  n y o  i v i a  n o

-'Dinh nghia va each tmh cac thong so (AUC0_t; AUCq. ̂  
Cmax; Tmax; Ke (Xz)/  T1/2)

- Duremg bieu didn nong d6 thuoc trung binh va nong dd thuoc 
cua tung ngudi tinh nguyen theo thdi gian

- Dudng bieu didn gia tri chuyen log cua nong do thude theo 
thdi gian cua tdng ngudi tinh nguyen (danh gia su phu hap cua
viec thie't lap cac diem lay mau dam hao uac luang duac chinh xac 
Cmax va Tmax trong pha hap thu va uac luang chinh xac mite do 
hap thu- thoa man AUC 0.t > 80% AUCO- oo- Thong thudng khoang 
4T1/2)

- Bang cac thong so dugc dong hoc cua thude thd va thuoc 
chdng tren tdng ca the (nong do thuoc trong mau; va 
khoang thdi gian chda cac diem dung trong tmh toan Kg (it 
n h a t 3 diem trong p h a  thdi trit); Tmax ; T1/2; AUQ).t; AUQ. 
<*/, %AUC ngoai suy (AUCt_co/AUC0_co xlOO); ty sd Cmax cua 
thd/ chdng ; ty so AUC0.t cua thu/ chdng ; ty sd AUC0̂  cua 
thd/chung; ty sd Tmax cua thir/ chdng)

- Bang ty sd cac thong sd dugc dong hgc Cmax ; AUCo_t va 
A U Q ^ da chuyen logarit cua thir/ chdng tren tdng ca the

6  3. Phan tick thong ke

6.3.1. Phan tich phuong sai cac gia tri Cmax, AUCO-t va 
AUCO-oo (ngudn bien thien (gom trinh tu, ca the, thuoc, giai 
doan); bac tu do; tdng binh phuong; trung binh binh phuong;
F; P; dd dao dong trong tdng ca the va gida cac ca thd; hieu luc
(power))

6.3.2. So sanh Tmax theo phuong phap thdng ke phi tham sd

6.3.3. Bang tmh khoang tin cay 90% cua ty sd cac thong sd 
dugc dong hoc Cmax , AUCO-t va AUCO-oo tr&n sd li6u da 
chuven logarit:

- Tien chuan chap nhan 0,80- 1/25 vdi cac gia trj InCrnax, 
LnAUC0.t, LnAUCO oo

- Tieu chudn chap nhan 0,75- 1,33 doi vdi rieng gia trj 
LnCmax trong trucmg hgp dac biet ( p h a i co giai trinh phu  
hap va thuyei m inh ve can cu  de duac dp dung tieu chuan  
chap nhan n a y )

6.4. Ket qua va ban luan
6.5. Ket luan (tuong duong sinh hoc/ khong tuong duong sinh 
hoc) (*)

7. B an cam ket co dau va chic kv cua nha d a n s  kvl nha tai
tro've viec thuoc th d  d im s  tro n s  n sh ien  cicu va thuoc dan s
ky lieu M n h  lit m ot

8. Mail fddv dial* Lhuau tinh tmuv&ii tliain pJa lighten l iiu
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9. Ket luan cua Chuyen gia tham djnh
Ma HS

Ten chuyen gia Chftky Ngay tham 
dinh De xuat cua Tieu ban

C4p SDK: □  

Bo sung: Q  

Khong cap SDK: Q

THAM DINH HO SO b6  SUNG LAN 1: THAM DINH HO SO B6  SUNG LAN 2:
NGAY:............. /............... /.................. NGAY:............../.............../..................

Cap SDK: IZ] Itrf sung: IZI Khong cap 
SDK: □

Cap SDK: EH Bo sung: EH Khong cap SDK: EH

Chuyen gia Chuyen gia

Chuky Chuky

10. K i t  luan cua Phong Dang ky thu lc


