MAu Pon diing ky lin dau

A. CHI TIET VE CO SO PANG KY VA CO SO SAN XUAT
1. Co sé dang ky (nguoi sé hitu gidy phép luu hanh)

1.1, TEN CO SO GANG K7 oo
1.2. Dia Chi: oot WEDSIE (61 €O): oo
1.3. S8 diln thoai: oo Yol L2 S
EmMAILL e
1.4. Tén va dia chi van phong dai dién hodc nguoi lién lac & Vi¢t Nam:
1= 2
DT ¢ dinh: o DT di GONg: ..o
8D I E: Il oV TS 4 B TSN
2. Co sb san xuit (¥)
2.1, TEN CO SO SAN XUAL: oo
2.2. Dia Chi: oo WEDSItE (116U CO): oottt
2.3. SO dién thoai: oo Yol L2 S
E-mail: ..o (*) = Nha san xuét cudi cuing chiu trach nhiém xuét
10 840 PhAM ..o
2.4. Céc co s san xuét khac:

Tén va dia chi Vai tro (**)

(**) = “ché bién ban thanh pham”, “dong goi”, “lam com

99 ¢

san xuat dang bao ché

tho”, “hop dong t6 chirc nghién ctru”, nhugng quyén, .
B. CHI TIET VE SAN PHAM

1.

1.1.
1.2.
1.3.

2.

2.1.
2.2.
2.3.

Tén san pham, dang bao ché va ham lwong

TEN thUONZ MAT: s
DANE DAO CHE: oottt ettt ettt
Hoat chat, ham luong hoat CRALL oot
M5 ti san pham

MO tA dANE DAO CHE: .ottt ettt
MO td qUY CACh AONEZ ZOL: ...
Phan loai:

Thudc ban theo don Thudc hudng than

Thudc khong ké don Thudc gdy nghién

Ma ATC:

2.4.
2.5.
2.6.

3.

Ti8U CHUAN ChAL TWONE: .ottt
HAN AUNE: s
DiIEU KiBN DAO QUAN .ottt ottt
Tén generic va cong thire (bao gom hieong hoat chdt va té dioe) cho mot

don vi chia liéu nh6 nhat hodc cho mét don vi dong gbéi nho nhat.

Thanh phan

T (INN)

Ham lwong | Xac dinh duoc chat/ ta dwoc




1
2

C. TAI LIEU KY THUAT

1. Phan II: ACTD - Chét luong

2. Phan III: ACTD - An toan (Tién 14m sang)

3. Phan IV: ACTD - Hiéu qua (Lam sang)

Ghi chG: Nhirng tai liéu (Phan II hodc/va III hodc/va IV) phai ndp tuy thudc vao phan
loai san pham/ nhém san pham.

D. CAC PE NGHI PAC BIET POI VOI THUOC PANG KY

1. Thubc c6 dir liéu yéu cau bao mat [

Co so dang ky thube dé nghi Cuc Quan Iy Duoc xem xét thuc hi¢n bao mat ddi
vé6i cac dir liéu sau day duge ndp kém theo hd so dang ky thude:

ODit liéu thir nghiém doc tinh (Tailiéusb ....)

ODit liéu tht thude trén 1am sang (Tailidus6 ....)

Co so ding ky thudce xin cam két cac dir liéu néu trén dap tng day du cac diéu
kién bao mat dit liéu theo quy dinh cuia phap luat va co s dang ky thudc sé& thuc
hién nghia vu chimg minh khi dugc co quan c6 tham quyén yéu cau.

2. Thuéc dang ky theo quy dinh tai Pidu 15 - Thong tu hudng dan dang ky
thudc (dang ky trude khi hét thoi han bao ho doc quyén)

3. Thubc ding ky theo quy dinh tai khoan 5 Diéu 30 - Thong tu huéng dan ding
ky thudc (dé nghi dugc xem xét cap sé ding ky nhanh) ]

P. CAC TAI LIEU VE SO HUU TRi TUE NQP CUNG HO SO

E. CAC GIAY TO PHAP LY KEM THEO CUA CONG TY PANG KY,
NHA SAN XUAT

G. TUYEN BO CUA CO SO PANG KY
Co so dang ky thude xin cam két:

1. Pa kiém tra, ky dong diu vao nhitng phan lién quan O tat ca cac gidy to nop trong
hd so dang ky thudc nay va xac nhan 1a day 1a cac gidy to hop phap, ndi dung 1a dung
su that. Néu co su gid mao, khong dung su that co s¢ dang ky xin chiu hoan toan trach
nhi¢m va s€ bi xtr phat theo quy dinh cta phép luit.

2. Pam bao thudc duoc san xuat thude theo dung ho so di ndp xin ding ky thude.

3. Thong bao, xin phép theo quy dinh khi c6 bat cir thay d6i nao dbi voi ho so dang ky
thudc khi thuoc da dugc cap so6 dang ky luu hanh.
4. Chiju trach nhién hoan toan vé s hitu tri tué lién quan dén thudc xin ding ky.

Ngay ...... thang ...... nam ......

GIAM DOC CO SO DANG KY THUOC
(Ky truec tiép, ghi ré ho tén, déng ddu)



MAu Pon Ping ky thay ddi

A.CHI TIET VE CO SO PANG KY VA CO SO SAN XUAT
1. Co sé ding ky (nguoi so hiru gidy phép luu hanh)
1.1, TEN CO SO AANG KY: 1oiiiiie ittt nnbee s
1.2. Dia Chi: oo, WeDSIte (161 €O): evvveveeeeeeereeeeeeene.
1.3. SO dién thoai: .oeveeeeeeeeeeeeeeeenen, SO FAX: cveeeeeeeeeeeeeeeeeeeeeeeeeeesee s
Bl e
1.4. Van phong dai dién hodc nguoi lién lac ¢ Viét Nam:
121 SO
DT ¢d dinh: coveeeeeeeeeeeeeeee e, DT di dONE: wovovvevieeeirceeeeeeeees e,
Dia chi IEN 1aC: ....eiviiii e
2. Co sé san xuat (*)
2.1, TN CO SO SAN XUAL: +vrveveveeeeeeeeeesereressesseeeseesssessssseseseseseseseessssesssssssesesseesesseens
2.2. Dia Chi: wvoveeeeeeeeeeeeeee e WeDSIte (1161 CO): eooveveeeeeeeeeeeereeeene,
2.3. SO diln thoai: .oevevvveeeeeeeeereen, SO FAX: cvveeeeeeeeeeeeeeeeetee e
E-Mail: e (*)=N
2.4. Céc co s& san xuat khac:

Tén va dia chi Vai tro (**)

29 ¢

(**) = “ché bién ban thanh pham”, “dong g61”, “lam com san xuat dang bao
ché tho”, “hop dong t6 chtrc nghién ciru”, nhuong quyén, .

B. CHI TIET VE SAN PHAM

1. Tén san pham, dang bao ché va ham lwong

1.1, TEN thUONZ MAL: .vvviiiiiiiiiiiie it e e e e s b e e s ba e e e sbaeeennreee s
1.2. DANE DA0 CHE: oottt ettt
1.3. Hoat chét, ham luong hoat CRAL: oottt
1.4. S6 dang KY: .cvveeeereeeennne, NEAY CAP: v Ngay hét han: .................
2. Mb ti san pham

2.1. MO t4 dang BA0 CHE: ..vvvveviceeceeeseevee sttt
2.2. MO ta quy cAch dONZ ZOT: .oovveiieiieiie e

2.3. Phan loai:

Thudc ban theo don Thudc huéng than
Thuoc khong ké don Thuoc gdy nghién
Ma ATC:

2.4. TiBu chuan Chat TUQNE: ....c.ovveveeveevrieeieeeeese ettt sne st esneeneenes
2.5 Han dUNE: oo
2.6. DibU KieN DAO QUAN: ...ocveeeeeeveeieisieeeeeesess ettt sne st enesnseneenes
3. Tén generic va lwgng hoat chat va ta dwgc

Thanh phan
(INN)

TT Ham lwgng | Cong bd dwoe chit/ ta duge




1
2

C.NOQI DUNG CAC THAY POI LON, THAY POI NHO

P. TUYEN BO CUA CO SO PANG KY
Co s0 dang ky thuoc xin cam két d4 kiém tra, ky, dong d4u vao nhiing phan lién
quan & tat ca cic gidy to ndp trong hd so nay va xac nhan 1a day 1a cac gidy to
hop phap, ndi dung 1a dung su that. Néu co su gia mao, khong dung sy that co
s& dang ky xin chiu hoan toan trach nhiém va sé bi xtr phat theo quy dinh cua
phap luat.
Ngay ...... thang ... ... nam ......
GIAM POC CO SO PANG KY THUOC
(Ky truec tiép, ghi 16 ho tén, dong ddu)



Miu Pon ding ky lai

A. CHITIET VE CO SO PANG KY VA CO SO SAN XUAT
1. Co sé dang ky (nguoi so hitu gidy phép luu hanh)

1.1, TEN CO SO AANG KY: 1ot nnree s
1.2. Dia Chi: oo, WeDSIte (161 €O): vevvvevereeeeereeeeeene.
1.3. SO dién thoai: .oeeeeeeeeeeeeeeeeeeen, SO FAX: cvveeeeeeeeeeeeeeeee e e e eee s e ess s
E-Maill e e
1.4. Van phong dai dién hodc nguoi lién lac & Viét Nam:
1] SRR UPRRPRR
DT ¢d dinh: coeeeeeeeeeeeeeeeeeeeen, DT di dONE: wovvvevveeeeirceeeee e,
Dia chi LIEN 1aC: ... e
2. Co sb san xuat (¥)
2.1, TEN CO SO SAN XUAL cvrveeeveeeeereeeeeeeteteeeeeseseseeeeeesetseeses et s esesee et e e et et enseeeeseseneens
2.2. Dia Chi: wooveevieecree s WEDSIte (161 €O): vovvrvevvreeeeeseeeeeene,
2.3. SO dién thoai: .ooveveeeeeeeeeieeen, SO FAX: oveveeeeeeeeeeeteee e e e,
E-mail: ..o (*) = Nha san xuét cudi cing chiu trach nhiém

xuat 16 san pham
2.4. Céc co sé san xuat khac:

Tén va dia chi Vai tro (**)

99 ¢

(**) = “ché bién ban thanh pham”, “dong g61”, “lam com san xuat dang bao
ché tho”, “hop dong t6 chtic nghién ciru”, nhuong quyén, .

B. CHI TIET VE SAN PHAM

1. Tén san phim, dang bao ché va ham lwong

1.1, TN thUrONZ MAL: ..eoviiiiiiiiee e
1.2. DANZ BA0 CHE: oottt
1.3. Hoat chét, ham luong hoat CRAL: oottt
1.4. S6 dang Ky ¢t voeevvveeeenene, NEAY CAP: wovveeerererereens Ngay hét han: .................
2. Mb ti san pham

2.1, MO ta dang A0 Ch&: ..ot
2.2. MO td quy CACh AONZ ZOL: vvviiiiiii i

2.3. Phan loai:
Thudc ban theo don Thudc hudng than
Thuoc khong ké don Thudc gy nghién
Ma ATC:

2.4. Tieu chuan Chat TUQNE: ....c.ovveveeveevreeeieeeeese ettt esneenenes
2.5 Han dUNG: oo
2.6. DIdU KiBN DAO QUAN: ..v.vevvieeeeeeeeieesce st sttt sttt st
3. Tén generic va lwgng hoat chét va ti dwgc
Thanh phan
T (INN)
1

2

Ham lwgng | Cong bd dwoe chit/ ta duge




C. TAI LIEU KY THUAT

Phan II: Chét luong - ACTD

Ghi chi: Nhitng tai liéu phan Il phdi ndp tuy thudc vao phan loai san pham/
nhém san pham.

D. TAI LIEU VE SO HU'U TRi TUE

D. CAC GIAY TO PHAP LY KEM THEO CUA CONG TY PANG KY,
NHA SAN XUAT

E. TUYEN BO CUA CO SO DANG KY:
Co sd dang ky thude xin cam két:
- b kiém tra, ky dong dau vao nhitng phan lién quan & tit ca cac gidy to ndp
trong ho so ding ky thudc nay va xac nhan 1a day 1a cac gidy to hop phép, noi
dung 14 ding sy that. Néu ¢c6 su gia mao, khong dung sy that co sd dang ky xin
chiu hoan toan trach nhiém va s€ bi xtr phat theo quy dinh cua phap luat.
- Pam bao thudc duogc san xuit thude theo dung ho so da nop xin dang ky thude.
- Thong bao, xin phép theo quy dinh khi 6 bat cir thay d6i nao d6i voi ho so
dang ky thudc khi thude da dugc cap s6 dang ky luu hanh.
- Chju trach nhiém hoan toan vé s hitu tri tué lién quan dén thudc xin ding ky.
Ngay ...... thang ... ... nam ......
GIAM DPOC CO SO PANG KY THUOC
(Ky truec tiép, ghi 16 ho tén, dong ddu)

MAU 2/ACTD

TOM TAT PAC TiNH SAN PHAM
1. Tén thudc
(T T T S) 11 S
1.2 HAM TUHOME. s
1.3. D8N DAO CHE: .ottt ottt ettt
2. Dinh tinh va dinh lwgng
2.1.Cong bd vé dinh tinh

Can phai néu tén hoat chat bang tén chung qudc té (INN), di kém véi dang
mudi hodc hydrat, néu c6

2.2.Cong bd vé dinh luong

Phai trinh bay lugng hoat chét trén mot don vi lidu lwong (d6i voi nhitng san
pham xit phan li€u, tinh trén mot 1an xit), trén mot don vi thé tich hoac don vi
khoi lugng

3. Dang san phim



M0 t4 hinh thirc san pham theo quan sat bang mat thuong (mau sac, dau hi¢u,
v.v). Vi du: vién nén mau trang, tron, 161, canh xién c6 dap s6 100 & mdt mat.

4, Cac dac tinh 1am sang

4.1.Chi dinh diéu tri

4.2.Liéu luong va cach dung

4.3.Chéng chi dinh

4.4.Céanh bao va than trong khi str dung

4.5. Tuong tac véi cac thude khac va cac dang twong tac khac
4.6. Truong hop c6 thai va cho con bu

4.7.Tac dung d6i voi kha nang lai xe va van hanh may moc
4.8. Tac dung khong mong mudn

4.9.Qua lidu

5. Cac dac tinh dwgce ly

5.1.DPac tinh duoc luc hoc

5.2.Diac tinh dugc dong hoc

5.3.S6 liéu an toan tién 1am sang

6. Cac dac tinh duwgc hoc

6.1. Danh muc ta duoc

6.2. Tuong ky

B.3. TUOE thO +.vveveeseeeeee et e e ettt ettt et ettt et et et et e et et et et et ettt et et et ettt et ettt en e

Tubi tho ciia thude trong bao gbi thuong pham. Tudi tho sau khi pha lodng hoic
pha dé st dung theo hudng dan. Tuoi tho sau khi m¢ bao bi lan dau.

6.4.Canh bao dic biét vé bao quan
6.5. Tinh chat va dung luong cua bao bi dong goi
7. Chi s6 hiru s6 diang ky lwu hanh san phim



MAU 3/ACTD
TO THONG TIN CHO BENH NHAN
(PIL)
Tén san pham
Mo ta san pham
Thanh phan cta thudc
Ham luong cta thude
Thudc dung cho bénh gi?
Nén dung thudc nay nhu thé nao va liéu luong?
Khi nao khong nén dung thudc nay?

Tac dung khong mong muén

© 0o N o Ok w0 RE

Nén tranh dung nhimg thudc hodc thyc pham gi khi dang sir dung thudc nay?

[HEN
o

. Can lam gi khi mot 1an quén khong dung thudc?

[HEN
[EEN

. Can bao quan thudc nay nhu thé nao?

[HEN
N

. Nhitng d4u hiéu va triéu ching khi dung thude qua liéu

13. Can phai 1am gi khi dung thudc qué liéu khuyén cio

14, Tén/bivéu tuwong clia nha san xuat/nha nhap khau/chu sé hitu gidy phép ding
ky san pham

15. Nhitng diéu can than trong khi dung thudc nay

16. Khi ndo cin tham van bac sy

17. Ngay xem xét stra d6i lai to thong tin cho bénh nhén.



