MAU 4A/TT. Pon dé nghi cip gidy ding ky lwu hanh thudc, nguyén liéu 1am
thudc

PON PE NGHI CAP GIAY PANG KY LUU HANH THUOC, NGUYEN LIEU
LAM THUOC

A. Chi tiét vé co s& diang Ky va co sé san xuit:
1. Co s¢ dang ky:
1.1. Tén co s& dang ky:

1.2.Diachi': Website (néu cé):

1.3. Dién thoai: ’ Email:

1.4. Tén van phong dai dién tai Viét Nam (do1 véi co s¢ dang ky nudce ngoai):
bia chi:

bién thoai:
2. Co sé san xuat?:
2.1. Tén co s& san xuat:

2.2. Dia chi': Website (néu cé):
2.3. Dién thoai: Email:
Céc co so san xuat khac (néu co) 3

Tén va dia chi Vai tro?

B. Chi tlet vé co s6 dit gia cong/co sé chuyen giao cong nghé san xuit thude; co sé
san xuat thudc dit gia cong/co s¢ san xuit thudc truée chuyén giao cong nghe
1. Co s& dat gia cong thuoc hoac co s& chuyen giao cong nghé san xuit thuoc
1.1. Tén co s& dit gia cong thudc/co sé chuyén giao cong nghé san xuét thude

bia chi: Website (néu cé):
bién thoai: Email:

1.2. Tén van phong dai dién tai Viét Nam (néu co):

1.3. bia chi: bién thoai:

2. Co 6 san xuat thudc dit gia cong hoic co sé san xuit thude trueée chuyén giao
cong nghé
2.1. Tén co s san xuat thudc dat gia cong/co sé san xuat thude trude chuyén giao
cong nghé
2.2. Dia chi: Website (néu cé):
2.3. Dién thoai: Email:
C. Phan loai ho so ding ky:
Thudc hoéa duogc
Thudc duoc lidu
Vic xin
Sinh pham
Nguyén liéu lam thude
hi tiét vé san pham
Tén thubc/nguyén liéu 1am thude:
Hoat chat, nong d6/ham luong? :
Ma ATC:
Dang bao ché:
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Mo ta dang bao ché:
Puong dung:

Tiéu chuan chét luong °:
Tuoi tho:

9. Diéu kién bao quan:

10. Mo ta quy cach dong goi:
11. Phan loai quan ly:

PN

a) Phan loai thudc ké don/khéng ké don (tich vao mot trong céc 6):

O Thudc ké don
O Thudce khong ké don

b) Phén loai thubc gay nghién, huong than, tién chat (tich vao mot trong cac 0):

O Thudc huéng tdm than/ chira duoc chat hudng than

O Thubc gay nghién/ chira duoc chat gay nghién
O Tién chat dung 1am thudc/ thudc chira tién chat

¢) Phan loai thudc kiém soat dic biét khac (tich vao 6 phu hop):

O Thuéc doc
0 Thuodc phong xa

O Thubc cAm dung cho cac bd, nganh
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12.

-Cong thirc bao ché (cho mot don vi lieu hodc don vi dong goi nho nhd't)
a) Duoc chat, dwoc liéu, nguyén liéu lam thuoc:

Tén’ Nong 46/

ham luong ®

Co s& san xuat
(tén, dia chi chi
tiét)

Tiéu chuan®

b) Ta dwoc, vo nang

Ta duoc N6ng do/
ham lugng

Co s& san xuét
(tén, dia chi chi tiét)

Tiéu chuan?

D. Tai liéu ky thuat ®
1. Phan I: Hanh chinh
2. Phén II: Chét lugng
3. Phan III: Tién 1am sang (néu co)




4. Phin IV: Lam sang (néu c6)

A
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. Thuoc cé dir li€u yéu cau bao mat [ ]

Co so dang ky thude dé nghi Cuc Quan 1y Duoc xem xét thuc hién bao mat dbi véi cac
dir liéu sau day duoc nop kém theo hd so diang ky thude:
% Dit liéu thir nghiém doc tinh (Tai lidu s6 ...)
% Dit liéu thtr thudc trén 14m sang (Tai liéu s6 ...)

G. Thudc c6 dé nehi dwoc ap dung hinh thirc tham chiéu

1. Co quan quan 1y duoc di cip phép luu hanh san phim:

STT | Tén co quan quan | Ngay phé duyét !!
1y dugc 1°

Loai hinh cip

Thong tin lién hé 3

phép12

2. B4o cdo thim dinh bao gdm cic nodi dung tdi thiéu dé sir dung trong hinh thirc

tham chiéu két qua tham dinh nhu sau (ddnh ddu X vao cac 6 phu hop):

- Thong tin vé thudc

- Danh sach toan bd cac quy cach, dong g6i duoc phé duyeét:

- Nhém duoc ly

- Thong tin vé co s& san xuat, co s¢ gitr giay phép luu hanh

- D4nh ¢i4 vé thanh phan, quy trinh san xuat

- D4nh ¢i4 vé kiém sodt chit luong

- Danh gia vé do on dinh, c6 két luan vé chat luong san pham

- D4nh ¢i4 tom tit vé dit liéu tién 14m sang chinh

- D4nh gi4 tom tit vé dit 1iéu 14m sang chinh

- Danh g¢i4 vé loi ich, nguy co

- Co s6 cho cac chi dinh dugc phé duyét

H. Cac ndi dung phan loai thudc gia cong so véi thude dit gia cong hoic thudce
chuyén giao cong nghé so véi thudc truée chuyén giao cong nghé* (tich 0 vao ndi

dung phu hgp)
1. Loai dang ky

1.1. Thudc gia cong

1.2. Thubc chuyén giao cong nghé

1.3. Thubc gia cong c6 chuyén giao cong nghé san xuat thude

2. Cong doan gia cong hodc chuyén giao cong nghé

2.1. Toan by cong doan san xuat

2.2. Mot, mdt s6 cong doan san xuat




Ghi rd cong doan gia cong hodc chuyén giao cong nghé:

3. Thubc dit gia cong hodc thube trude chuyén giao cong

nghé
3.1. Chua c6 giay DPKLH 0
3.2. i c6 gidy PKLH hét hiéu lyc 0

33.Paco giéy DKLH con hiéu lyc tai thoi diém ndp ho so |

G. Cac ngi dung khac (tich U vao ndi dung phu hep)

O Hb so uu tién Ve thu tuc hanh chinh '*

O Ho so dé nghi cap gidy ‘dang ky luu hanh thudc méi ¢ chi dinh sir dung phong,
diéu tri bénh truyen nhiém thugc nhom A dé cong b dich theo quy dinh ctia phap
luat vé phong, chéng bénh truyén nhiém
Thudc dé nghi cong bd biét dugc gdc

Thudc dé nghi cong bd sinh pham tham chiéu
Thudc dé nghi coéng bd twong duwong sinh hoc
Dé nghi khac (néu c6, dé nghi ghi chi tiét)

O0odgo

Co so dang ky cam két chiu trach nhiém toan dién trudc phap luat vé tinh chinh xac,
hop phap, trung thyc cua tat ca cac tai li€u trong ho so dé nghi cap giay dang ky luu
hanh.

Ngay... thang... nam...
Dai dién hgp phap cia co so dang ky 1
(Ky truc tiép, ghi ré ho tén, chirc danh, déng dau)

Ghi chu:

(1) Thong tin phai théng nhat voi cac tai lidu trong ho so, trong truong hop c6 thay doi cach
viét tham khao theo hudéng dan vé cach ghi dia chi co s theo quy dinh tai Phu luc I Thong tu
nay.

(2) Co sé san xuat cudi ciing chiu trach nhiém xuat xuong 16 thude




(3) Co s¢ tham gia trong qua trinh san xudt va néu rd vai trd cia timg co s& san xut nhu “san
xuat ban thanh pham” “dong goi so cap” “dong goi thir cap”, “lam cém”...

(4) Dbi véi thude gia cong, thudc chuyén giao cong nghé.

(5) Tham khao hudng dan cach ghi ham luong, ndng do hoat chét tai Phy luc I Thong tu nay.
6) Néu 1a tiéu chuan duogc dién, dé nghi ghi rd tén dwoc dién va phién ban duoc dién hoic
nam phat hanh duoc dién hodc ghi theo “dugc dién phién ban hién hanh”.

(7) Ghi chinh xac dang dung cua dugc chét (mudi ester/cac dang dan chét khac).

(8) Néu liéu dung tinh theo gbe co tac /dung dugc ly cua duge chét (gbc base...), can bd sung
thém thong tin vé ham luong dugc chat dugc quy dbi ra gbc c6 tac dung duoc 1y nay.

Néu dugc chat duge sir dung duéi dang ban thanh phdm da tron thém ta duoc, phai ghi day du
ca cac thanh phan ta dugc co trong cong thirc bao ché cac ban thanh pham c6 chira dugc chit
nay.

(9) Liét ké cac tai liéu ndp trong hd so

(10) Co quan quan Iy duoc quy dinh tai khoan 9 Piéu 2 Thong tu nay va cé bao cdo thim
dinh.

(11) Ngay ban hanh Quyét dinh cip Gidy dang ky luu hanh san pham hoic ngay Gidy ding ky
lwu hanh san pham bat dau c¢6 hiéu lyc.

(12) Ghi 13 loai hinh cap phép (vi du: cap phép luu hanh thudng quy, cap phép luu hanh c6
diéu kién, quy trinh dic biét,...)

(13) Ghi chi tiét vé dia chi va thu dién tir chinh thirc ctia co quan quéan 1y dé lién hé xac minh
trong truong hop can thiét.

(14) Ghi 10 thudc loai nao quy dinh tai tai khoan 5 Piéu 7 Luat Duoc duoc sira doi, bd sung
tai khoan 4 Piéu 1 Luat sira doi, bd sung mot sé diéu cuia Luat Dugc

(15) Céc chirc danh theo quy dinh tai diém b khoan 3 Diéu 22 Thong tu nay


https://thuvienphapluat.vn/van-ban/The-thao-Y-te/Luat-Duoc-2016-309815.aspx
https://thuvienphapluat.vn/van-ban/The-thao-Y-te/Luat-Duoc-sua-doi-2024-so-44-2024-QH15-583839.aspx

MAu 4B/TT. Miu Pon dé nghi gia han gidy ding ky lwu hanh thudc, nguyén liéu
1am thudc

PON PE NGHI GIA HAN GIAY PANG KY LUU HANH THUOC, NGUYEN
LIEU LAM THUOC
I. Thong tin vé thudc, nguyén liéu 1am thudc di dwoc cip gidy ding ky lwu hanh:
1. Co so dang ky:
1.1. Tén co s& dang ky:

1.2. bia chi: Website (néu cé):

1.3. Dién thoai: , Email:

1.4. Tén Van phong dai di¢n tai Viét Nam (do61 vdi co s¢ dang ky nudc ngoai):
- Dia chi:

- Dién thoai:
2. Co s san xuat ':
2.1. Tén co s san xuat:
2.2. Dia chi: Website (néu cé):
Céc co sd san xuat khac (néu c6)?

Tén va dia chi Vai tro

3. Co s¢ dat gia cong thuoc hodc co sé chuyén giao cong nghé san xuat thude
3.1. Tén co s& dat gia cong thude/co s¢ chuyén giao cong nghé san xuat thudc

3.2. Pia chi: Website (néu cé):
3.3. bién thoai: Email:
3.4. Tén van phong dai dién tai Viét Nam (néu c0):

- Dia chi:

- Dién thoai:
4. Co s san xuat thudc dat gia cong hodc co s¢ san xuét thude trude chuyén giao cong
nghé
4.1. Tén co so san xuat thudc dit gia cong/co s san xuat thude trude chuyén giao
cong nghé
4.2. bia chi: Website (néu c6):
4.3. Dién thoai: Email:

5. Tén thube/nguyén lidu lam thude:

6. Hoat chét, néng do/ham luong:

7. Quy cach dong goi:

8. Dang bao ché:

9. Tiéu chuan chét luong:

10. Tudi tho:

11. Piéu kién bao quan:

12. S6 dang ky (SPK):

13. Ngay cap/gia han lan nhat: Ngay hét han:
14. Cong doan gia cong hodc chuyén giao cong nghé thude di cap gidy diang ky luu hanh
(néu co)



15. Tinh hinh dang ky, luu hanh tai Viét Nam:
15.1. Tinh hinh lvu hanh thudc tai Viét Nam (tich /7 vdo 6 twong itng):
0 Thude c6 luu hanh
0 Thudc chua luu hanh
15.2. Tinh hinh ding ky thudc tai Viét Nam:

STT Lan cap GPKLH S6 Quyét dinh Ngay cip Ghi cht
1. Lan dau
2. Gia han lan ...

16. Thude da duoc Cuc Quan ly Dugc phé duyét voi phan loai:

*  Thubc hod duoc |+ Thudc *  Thubc giy nghién/chira | * Thudc gia cong

*  Thudc dugc lidu kl;lOl’lg dugc chat gay nghién « Thudc chuyén giao
ké don £ . A , A A
2. ¢ Thuoc hudng than, chura cong nghé
* Vicxin z X p A
*  Thuoc duogc chat huéng than . Thube sia 5 ,
*  Sinh pham ké don L < Thuoc gla cong co
* Thuoc tién chat, chua chuyén giao cong
* Nguyén li¢u lam tién chat ngh¢ san xuat thudc
thuoc

*  Thudc doc

*  Thuoc cam dung cho cac
bd, nganh

¢ Thubc phong xa

16.1. Thudc da dugc cong bd biét duge gdc, sinh pham tham chiéu (néu cé, ghi
cu thé sé6 Quyét dinh, ngay ban hanh).

16.2. Thubc da dugc cong bd twong duong sinh hoc (néu cd, ghi cu thé s6 Quyét
dinh, ngay ban hanh).
II. Thong tin thay ddi vé tén thudc 3 trong hd so dé nghi gia han gidy PKLH (néu
co):
1. C6 thay dbi vé tén thudc:
2. B4o céo vé thudc c6 cung hoat chit hodc thanh phén duoc liéu, dang bao ché duong
dung, ham lugng hoac néng do trong mot don vi phan lidu, cung co s san Xuét véi

thude dé nghi gia han :

STT Tén thude S6 dang ky L1,J;’a chon thuéc, nguyén liéu lam thude
tiép tuc gia han giay dang ky luu hanh

Tiép tuc gia han Khong gia han




Co sé dang ky cam két chiu trach nhiém toan dién trudc phap luat vé tinh chinh
xac, hop phap, trung thuc cia tit ca cdc tai liéu trong hd so dé nghi gia han gidy ding
ky Iuu hanh.

Ngay... thang... nam....
Dai dién hop phap cia co sé diang ky *
(Ky, ghi ré ho tén, chirc danh, déng dau)

Ghi chu:

(1) Co sé san xuét cudi ciing chiu trach nhiém xuét xuéng 16 thudc;

(2) Co so tham gia trong qua trinh san xudt va néu 3 vai tro ciia ting co s san xut nhu “san
xuét ban thanh phdm”, “déng gbi so cap”, “dong goi thir cap”. ..

(3) Trudng hop co thay doi, bo sung khéc, co so thuc hién theo thi tuc thay ddi, bd sung quy
dinh tai Phu luc II Thong tu nay.

(4) Cac chuc danh theo quy dinh tai diém b khoan 3 Diéu 22 Thong tu nay.



MAU 4C/TT. Pon ding ky thay ddi, bo sung

PON PANG KY THAY POIL, BO SUNG

A. Thong tin vé san pham !
1. Tén thuoc/nguyén li¢u lam thudc:

2. Hoat chit, néng dé/ham luong:
3. Tiéu chuan chét luong:
4. Tudi tho:
5. Diéu kién bao quan:
6. Mo ta quy cach dong goi:
7. Dang bao ché:
8. Cong thurc bao ché (cho mét don vi liéu hodc don vi déng géi nhd nhét)
a) Duoc chat, duwoc liéu, nguyén liéu lam thudc:
Tén’ Nong 46/ Co sO san xuat Tiéu chuan’
ham luong ® (tén, dia chi chi
tiét)

b) Ta duoc, vo nang

T4 dugc Nong do/ Co s& san xuat Tiéu chuan’
ham lugng (tén, dia chi chi tiét)

9. S6 dang ky (SPK):
10. Ngay cap/gia han gan nhat: Ngay hét han:
11. Co s& sdn xuat:
11.1. Tén co sd san xuat:
11.2. Dia chi co s& san xuit:
12. Co sé dang ky thude
12.1. Tén co s& dang ky thude:
12.2. Pia chi:
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B. Phan loai thay déi, b6 sung (TPBS):

Loai TPBS M3 tham chiéu/Tén Ghi chu
Thay d6i 16n O
Thay d6i nho O
(c6 phé duyét)
Thay d6i nho O
(thong bao)
O

C. Chi tiét co s¢ dat gia cong thude hoic co sé chuyén giao cong nghé sin
xuat thuoc; co sé nhan gia cong thuoc hoic co' s nhan chuyén giao cong nghé
san xuat thuoc (co sé san xuat); co’ sé san xuat thuoc dat gia cong hoac co' s&
san xuat thuoc trudc chuyén giao cong nghé¢ da dwgc duyét

1. Co s& dit gia cong thudc hoiic co sé chuyén giao cong nghé san xuat thudc

(néu co)
1.1. Tén co s& dat gia cong thudc/co sé chuyén giao cong nghé san xuat thude

1.2. Dia chi: Website (néu co):
1.3. DPién thoai: Email:

1.4. Tén van phong dai di¢n tai Viét Nam (néu co):

Dia chi:

bién thoai:

2. Co sé nhén gia cong thudc hoic co sé nhin chuyén giao cong nghé sin xuat
thudc (néu co)

2.1. Tén co sO san Xuat:

2.2. bia chi: Website (néu cé):
2.3. Dién thoai: Email:
Céc co s san xuat khac (néu c6)*:

Tén va dia chi Vai tro?

3. Co s6' san xuat thudc dit gia cong hoic co sé san xuit thudc truée chuyén
giao cong nghé (néu co)

3.1. Tén co s& san xuat thudc dit gia cong/co s san xuat thude trude chuyén giao
cong nghé

3.2. Dia chi: Website (néu c6):

3.3. bién thoai: Email:

D. M ta ndi dung thay d@di (kém theo 1y do thay doi)
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- Neéurd thay ddi, bo sung thudoc muc nao kém theo ma thay doi (néu coO) dua
trén phén loai cac thay ddi, bd sung:
- Noi dung da dugc duyét ?
- Nbi dung dé nghi thay ddi, b6 sung?:
P. Cac noi dung khac (tich O vao n¢i dung phu hop)

Thudc dé nghi cong bd biét duge gdc

Thudc dé nghi céng bd sinh phadm tham chiéu
Thudc dé nghi cong bd twong duwong sinh hoc
Thudc dé nghi cong b6 nhém 1C

Dé nghi khac (néu c6, dé nghi ghi chi tiét)

OoooOoogo

E. Tai liéu ky thuat nop kém theo quy dinh
- Cong thic bao ché trong mot don vi nho nhit da duoc phé duyét (bao gdm
cac thong tin vé thanh phan, ham luong, tiéu chuan chat lugng, tén va dia
chi co s& san xudt) ddi véi cac ndi dung thay doi lién quan dén hd so chat
luong.
- Céc tai liéu ching minh, da dugc phé duyét khac co6 lién quan.
G. Tuyén b ciia co s& ding ky

Co s¢ dang ky cam két da kiém tra, ky dong dau vao nhiing phan lién quan
& tat ca cc gidy to nop trong hd so ndy va xac nhan 1a day 1a cac gidy to hop phép,
ndi dung 1a dung su that. Néu c6 su gia mao, khong dung su that co s¢ dang ky
chiu trdch nhiém va s€ bi xtr Iy theo quy dinh cta phap luat.

..... , ngay... thang... nam.....
Dai dién h(rp phap cia co sé ding ky *
(Ky truec tiép, ghi ré ho tén, chirc danh, déng ddu)

Ghi chu:

(1) Trudng hop nhidu thude c6 cing ndi dung thay ddi, bd sung: Thong tin san phdm duoc liét ké trong danh muc
ng voi tiing thube (bao gém cac thong tin quy dinh tai myc A 1,2,3,4,5 cua don).

(2) Co so tham gia trong qua trinh san xudt va néu 13 vai trd cua timg co s& san xuat nhu “san xudt ban thanh
pham”, “déng goi so cip”, “dong goi thir cap”, “lam cém”,...

(3) C6 thé ndp dudi dang bang so sanh kém theo don d& nghi va c¢6 xac nhan cua co so dang ky.

(4) Truong hop thay ddi co s¢ dang ky, phai c¢6 xdc nhan cua co s¢ dang ky cii va co s¢ dang ky moi trong don
dang ky thay doi, bo sung. Truong hop nha san xuit duoc quyen thay ddi co so dang ky theo cong vin thong bao
cua Cuc Quan 1y Dugc thi yéu cau xac nhén cua co s6 san xuit va co s dang ky méi. Cac chic danh theo quy
dinh tai diém b khoan 3 Piéu 22 Thong tu nay
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Maiu 6A/TT. Miu Gidy déing ky hru hanh (Lan dau)

BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUGC DPéc 1ap - Tu do - Hanh phiic

DRUG ADMINISTRATION OF

Independence - Freedom - Happiness

VIETNAM

GIAY DANG KY LUU HANH
MARKETING AUTHORIZATION

Tén thuéc (Name of drug):

Hoat chat, ham lwong (Active Ingredients, strength):

Dang bao che (Dosage form):

Quy cach dong géi (Packing size):

Tiéu chuin chét lwong: Tudi tho (Shelf-life):

(Quality specification):

S6 dang ky (Marketing Authorization number):

S6 quyét dinh cap (Approval decision number):

Ngay cip (Date of issuance):

Hiéu lyc ciia gidy dang ky luu hanh:

(Expiration date of this Marketing authorization):

Co sé dang ky (Applicant):

Tén va dia chi (Name and address)

Co so san xuat (Manufacturer):

- Tén, dia chi va vai trd cta co s& san xuat 1 (name, address and role of manufacturer 1)
- Tén, dia chi va vai tro cta co s san xuat 2 (name, address and role of manufacturer 1)

Co sé dat gia cong (Ordering facility)
- Tén va dia chi (Name and address)

Ha Noi, ngay  thang nam
CUC TRUONG CUC QUAN LY DUQC
GENERAL-DIRECTOR OF THE DRUG ADMINISTRATION OF
VIETNAM

Ghi chu: (Note)

Gidy dang ky lru hanh 1a ban dién tir ¢6 thé tra ctu
trén trang thong tin dién tir cua Cuc Quan ly duoc - B
Y té tai dia chi: https://dav.gov.vn/
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Maiu 6B/TT. Miu Gidy ding ky luu hanh (Gia han)

BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUGC DPéc 1ap - Tu do - Hanh phiic

DRUG ADMINISTRATION OF

Independence - Freedom - Happiness

VIETNAM

GIAY DANG KY LUU HANH
MARKETING AUTHORIZATION
(S6 1an gia han: .....)

Tén thuéc (Name of drug):

Hoat chat, ham lwong (Active Ingredients, strength):

Dang bao che (Dosage form):

Quy cach dong géi (Packing size):

Tiéu chuin chét lwong: Tudi tho (Shelf-life):

(Quality specification):

S6 dang ky (Marketing Authorization number):

S6 quyét dinh cap (Approval decision number):

Ngay cip (Date of issuance):

Hiéu lyc ciia giady dang ky luu hanh:

(Expiration date of this Marketing authorization):

Co sé dang ky ((dpplicant):

Tén va dia chi (Name and address)

Co so san xuat (Manufacturer):

- Tén, dia chi va vai trd cta co s& san xuat 1 (name, address and role of manufacturer 1)
- Tén, dia chi va vai trd cta co s san xuat 2 (name, address and role of manufacturer 1)

Co sé dat gia cong (Ordering facility)
- Tén va dia chi (Name and address)

Ha Noi, ngay  thang nam
CUC TRUONG CUC QUAN LY DUQC
GENERAL-DIRECTOR OF THE DRUG ADMINISTRATION OF
VIETNAM

Ghi chu: (Note)

Gidy dang ky lru hanh 1a ban dién tir ¢6 thé tra ctu
trén trang thong tin di¢n tir cua Cuc Quan ly duoc - B
Y té tai dia chi: https://dav.gov.vn/
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Mau 12/TT. Ly lich khoa hoc

LY LICH KHOA HQC
I. LY LICH SO LUQC
Ho va tén: G161 tinh:
Ngay, thang, nam sinh: Noi sinh:
Qué quan: Dan toc:
Hoc vi cao nhét: Nam, nudc nhan hoc vi:
Chirc danh khoa hoc cao nhit: Nim bd nhiém:

Chtrc vu (hién tai hodc trude khi nghi huu):

Don vi cong tac (hién tai hodc trudc khi nghi huu):
Cho & riéng hodc dia chi lién lac:

Dién thoai lién hé:

Fax: Email:
II. QUA TRINH PAO TAO
1. Pai hoc:
Hé dao tao:
Noi dao tao:
Nganh hoc:
Nudc dao tao: Nam tbt nghiép:
Bang dai hoc 2: Nam tbt nghiép:
2. Sau dai hoc
- Thac si nganh/chuyén nganh: Nim cap bang:
Noi dao tao:
- Tén luan van:
- Tién si chuyén nganh: Nim cap bang:
Noi dao tao:
- Tén luan an:
3. Ngoai ngir:
1. Murc do st dung:
2. Murc do st dung:

I1I. QUA TRINH CONG TAC CHUYEN MON
Thoi gian Pon vi cong tac Cong viéc dim nhiém

IV. QUA TRINH NGHIEN CUU KHOA HOC
1. Cac dé tai nghién ciru khoa hoc da va dang tham gia (thudc danh myc Hoi dong
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chtc danh gido su nha nudc quy dinh):

TT | Tén dé tai nghién
ciru

Niam bt
dau/Nim
hoan
thanh

Pé tai cap (NN, | Trach nhiém

B9,
trueong)

nganh, | tham gia trong
de tai

2. Céc cong trinh khoa hoc da cong bd (thuoc danh muc Hoi déng Chure danh gido

su nha nuoc quy dinh):

TT | Tén cong trinh

Nam cong bo

Tén tap chi

To1 xin cam doan nhitng thong tin ké khai trén day la ding su that va chiu
trach nhiém trude phap luat vé nhitng thong tin trén.

Xac nhén cia co quan

thang  nam

Ngwoi khai ky tén
(Ghi 16 chire danh, hoc vi)
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MAu 13/TT. Phiéu xin y kién cdc thanh vién hdi ddng va cac chuyén gia doc lap

PHIEU XIN Y KIEN CAC THANH VIEN HOI PONG VA CAC CHUYEN GIA
POC LAP

1. P6i véi ho so cip, gia han, thay doi, bé sung gidy ding ky lwu hanh thudc,

nguyén li€u lam thuoc

STT |Ma |Tén | Hoat Tén |Pé xult|Pe xult|PEé xut|Y
ho thuoc | chat, nha | cap/gia chwa khong kién
SO’ nong san han/TPBS | cap/gia cap/gia khac
d¢/Thanh | xuat | GDKLH | han/TDBS | han/TDBS
phan, GDKLH | GDKLH
khoi
lugng
1
2
3
4

2. Pdi v6i hd so cap gidy phép nhap khau thudc chua cé gidy ding ky luu
hanh tai Viét Nam:

STT Mi ho | Tén Hoat Tén Pé xuat | Pé xuit | Péxuat | Y Kién
SO’ thude | chit, nha cap chua khong | khac
nong san GPNK | cép cap
do/Thanh | xuit GPNK | GPNK
phan,
khoi
lwgng

AW I (=
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Miu 14/TT. Bin cam két bio mit thong tin

BAN CAM KET BAO MAT THONG TIN

Cin ctr Thong tu sd 12/2025/TT-BYT ngay 16/05/2025 cia BO Y té quy
dinh viéc dang ky luu hanh thuéc, nguyén liéu lam thudc;

Can ct Quyet dinh so ../QD/BYT ngay ...../.../2025 cha BO Y té vé viéc
thanh lap Hoi dong tu van cap gidy dang ky luu hanh thudc, nguyén liéu 1am thudc
cuaBoY té;2

C:Em cu Quyét dinh sf:) ...... ngay ....../.../2025 cua Cuc Quénqu Duqc/hoéc
don vi to chirc tham djnh vé viéc ban hanh daph sach chuyén gia tham dinh ho so
dang ky luu hanh thudc, nguyén liéu lam thudc;’

00 i e e et a e e e e eanns

(Ho va tén, don vi cong tac)

~ Duogc tham gia lam lam Chi tich/Ph6 Chi tich/Thanh vién Hoi dong tu van
cap gidy dang ky luu hanh thuoc, nguyén li¢u lam thudc.

T6i nhan thirc va cam két nhu sau:

1. Mot thong tin, tai liéu lién quan dén ho so dang ky luu hanh thuoc
nguyén li¢u lam thudc duoc cung cap cho toi déu co tinh bao mat, doc quyén va
dic quyén.

2. T61 ¢o trach nhiém bao mat tuyét d6i, khong tiét 16, khong sao chep,
khong str dung truc tiép hodc gian tiép bat ky thong tin, tai liéu nao lién quan dén
ho so dang ky thudc cho bat ky ca nhan, t6 chirc nao, trir khi duge Bo Y té cho
phép bang vin ban. Viéc thyuc hién cam két nay phi hop véi chinh sach cia Bo Y
té va quy dinh phap luat hién hanh.

3. Toi dong ¥ ap dung day du bién phap bao mat dé bao vé thong tin duoc
cung cap; Tuan tha quy dinh phéap luat hién hanh vé bao mat va tiép can thong tin;
Khéng str dung thong tin mat cho bat ky muc dich nao khac ngoai nhiém vy duoc
giao; Khong loi dung thong tin mat dé mang lai loi ich cho ban than hodc cho bén
thir ba.

4. Sau khi hoan thanh nhiém vu hodc két thuc nhiém ky, t01 s& hoan tra toan
bo thong tin, tai liéu mat da duoc cung cip trong qua trinh thuc hién cong viéc.

T6i d3 doc, hiéu rd va cam két tudn thu nghiém tac cic ndi dung néu trén.
T6i chiu trach nhiém trudec BO Y té va trudc phap luat vé moi hanh vi vi pham
(néu c0) lién quan dén viéc bao mat thong tin trong qua trinh thyc hién nhiém vu./.

......... ,ngay ......thang ...... nam ......
Ngudi cam két

2 No6i dung trong Ban cam két bao mat thong tin cia Thanh vién Hoi dong
3 Noi dung trong Ban cam két bao mat thong tin ctia chuyén gia tham dinh
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MAu 15A/TT. Ban cong bd vé xung ddt loi ich ciia Hoi dong

BAN CONG BO VE XUNG POQT LOQI iCH CUA HQI PONG

1- Ho va tén:

2- Trinh d6 hoc van:

3- Trinh d chuyén mon:

4- Pon vi cong tac:

5- Chtrc vu:

6- Nhiém vu chinh dang dugc phan cong:

7- Cac xung dot loi ich:

7.1. Thanh vién Hoi déng nhan tién, tai san hodc lgi ich khac cta co s
dang ky thude, co sd san xuit thude, nguyén liéu lam thudc, trir trudng hop thu
lao nhén duoc tir hoat dong dao tao, tap huan nang cao kién thuc chuyén mon vé
dugc cho co so diang ky thude, co s¢ san xuat thude, nguyén lidu 1am thube do cac
trung tdm c6 chitc ning dao tao, co s& nghién ciru, co so dao tao, hoi nghé nghiép
lién quan linh vuc y, duogc t6 chiec.:

Co o) Khong O
Néu c0, hay dién thong tin vao bang dudi day:
Tén co s& dang Tén san pham Tur (thang/ndam) | Bén (thang/nam)

ky thudc, co s
san xuat thudc,
nguyén liéu lam
thudc

7.2. Thanh vién Hoi dong thanh 1ap, tham gia quan 1y, diéu hanh doanh
nghiép 13 co sé dang ky thude, co sé san xuét thude, nguyén liéu 1am thude:

Co o) Khong O
Néu c0, hay dién thong tin vao bang dudi day:
Tén co s& dang Tén sadn pham Tu (thang/nam) | Pén (thang/nam)

ky thudc, co so

san xuat thudc,

nguyén liéu lam
thudc

7.3. Thanh vién Hoi dong sir dung nhing thong tin c¢6 dugc trong qua trinh
tham dinh, xem xét ho so dang ky thude, nguyén liéu 1am thude dé vu loi hoic dé
phuc vu loi ich cua td chitc hodc c4 nhan khac, trir truong hop thu lao nhan dugc
tr hoat dong dao tao, tap huin nang cao kién thuc chuyén moén vé duoc cho co s&
dang ky thudc, co so san xudt thudc, nguyén liéu lam thude do céc trung tdm co
chtic ning dao tao, co sé nghién ciru, co sé dao tao, hoi nghé nghiép lién quan
linh vuc y, duoc t chure.
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Co O Khong O
Neu c6, hiy dién thong tin vao bang dudi day:
Tén t6 chirc, ca Tén san pham Tu (thang/nam) | Pén (thang/nam)

nhan lién quan

7.4. Thanh vién Ho1 ddng gop von (tién, co phiéu, cb phan trai phiéu, quyen

Iwa chon c6 phiéu, ...) vao doanh nghiép 1a co so dang ky thudc, co sO san xudt
thudc, nguyén liéu lam thudc, trir trudng hop voén gép dau tu thong qua cac quy
dau tu hodc quy dau tu ty thac hodc cac hinh thic twong tu véi diéu kién cac
khoan dau tu nay dugc quan 1y doc lap.

Co O Khong O

Néu c6, hiy dién thoéng tin vao bang dudi day:
Tén co so ding | SO lugng gop von | Tu (thang/nam) Dén (thang/nam)
ky thubc, co s (tlen co phleu co

san xut thudc, | phan, quyén lya
nguyén liéu lam | chon cb phiéu,
thudc trai phiéu, ...)

7.5. Thanh vién Ho1 déng tu van cho doanh nghiép, td churc, ca nhan khac
& trong nude va nudc ngoai ¢ lién quan dén nghién ctru, phat trién san pham cho
doanh nghiép 13 co so dang ky thudc, co sd san xuat thude, nguyén liéu 1am thube,
ho so dang ky thude, nguyén liéu lam thudc trong vong 03 nam ké tir ngay ky ban
cong bd xung dot loi ich.

Co o) Khong O
Néu c0, hdy dién thong tin vao bang dudi day:
Tén co s& dang Tén sadn pham Tu (thang/nam) | Pén (thang/nam)

ky thudc, co so

san xuat thudc,

nguyén liéu lam
thudc

7.6. Thanh vién Hoi dong c6 vQ hodc chdng, bd, me, con, anh, chi, em rudt
ctia minh dang giit chtrc vu quan 1y vé t6 chitic nhan su, ké toan, lam thu quy, thu
kho ctia doanh nghiép 13 co s¢ dang ky thudc, co so san xuit thudc, nguyén licu
lam thude.

Co O Khong O

Néu co, hdy dién thong tin vao bang dudi day:
Tén co so ding | Néurd thongtin | Tir (thang/nam) | Pén (thang/nim)
ky thubc, co s6 nguoi than
san xuét thudc,
nguyén li¢u lam

thudc ( néu rd
chtrc vu)
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7.7. Thanh vién Ho1 déng co6 vo hoac ché)ng, bd, me, con kinh doanh
va/hoidc ¢o cac loi ich tai chinh trong doanh nghiép 1a co s& ding ky thude, co s
san xuét thudc, nguyén liéu lam thudc.

Co O Khong O
Néu c6, hiy dién thong tin vao bang dudi day:
Tén co so ding | Loiich taichinh | Tir (thang/nam) | Dén (thang/nim)
ky thubc, co so ctiia nguoi than
san xuat thudc, (néu cu thé)
nguyén li¢u lam
thudc

7.8. Thanh vién Ho1 déng cO vo hoac chéng, bd, me, con, anh, chi, em rudt
la nguoi co quyén, loi ich truc tiép lién quan dén viéc thuc hién nhiém vu cta
minh.

Co O Khong O
Néu c6, hily dién thong tin vao bang dudi day:
Tén co so ding | Loiich tai chinh | Tiur (thang/nam) | Pén (thang/nam)
ky thudc, co so cua nguoi than
san xuat thudc, (néu cu thé)
nguyén liéu lam
thude

8- Cam két: T6i cam doan nhiing thong tin trén ddy 14 dung, néu phét hién
c6 thong tin nao khong ding sy that, ca nhan t61 chiu hoan toan trach nhiém trude
phap luat.

T61i cam két khong can thiép hodc tac dong khong dung dén hoat dong cta
co quan, t6 chtrc, don vi, ca nhan c6 thim quyén vi vu loi.

Trong trudng hop co thay do6i thong tin, t6i s& gui ban cap nhat thong tin
m&i nhat vé Vin phong Hoi déng theo quy dinh./.

..... , ngay ..... thang ...... nam... ....
Nguoi cong bo
(ky va ghi ro ho va tén)
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MAu 15B/TT. Ban cong bé vé xung dot lgi ich ciia chuyén gia

BAN CONG BO VE XUNG POT LQI iCH CUA CHUYEN GIA

1- Ho va tén:

2- Trinh d6 hoc van:

3- Trinh d§ chuyén mon:

4- Pon vi cong tac:

5- Chuec vu:

6- Nhi¢m vu chinh dang dugc phan cong:

7- Cac xung dot loi ich:

7.1. Nhan tién, tai san hodc loi ich khac cta co sé dang ky thude, co s san
xuat thudc, nguyén liéu lam thudc, trir truong hop thi lao nhan duge tir hoat dong
dao tao, tip hudn ning cao kién thirc cho co s¢ dang ky thudc, co so san xudt
thudc, nguyén li¢u l1am thudc do céc trung tam, co so nghién ctru, co sO dao tao,
hoi nghé nghiép lién quan linh vuc y, duoc t6 chirc:

Co O Khong O
Neéu ¢, hay dién thong tin vao bang dudi day:
Tén co s& dang Tén san pham Tur (thang/ndm) | Bén (thang/nam)

ky thude, co so

san xuét thudc,

nguyén liéu lam
thude

7.2. Thanh lap, tham gia quan 1y, diéu hanh co s¢ ding ky thudc, co so san
xuat thude, nguyén li¢u lam thuoc:

Co O Khong O

Néu c6, hiy dién thong tin vao bang dudi day:

Tén co s& dang Tén san pham Tur (thang/nam) | Pén (thang/nam)
ky thude, co s
san xuét thudc,
nguyén liéu lam
thudc

7.3. Chuyén gia str dung nhitng théng tin c6 duoc trong qué trinh tham dinh,
xem x¢€t ho so dang ky luu hanh thudc, nguyén li¢u lam thudce dé vu lgi hodc dé
phuc vu loi ich cua t6 chirc hodc ¢4 nhan khac

Co O Khong O
Néu co, hdy dién thong tin vao bang dudi day:



22

Tén co s& dang Tén san pham Tir (thang/nam) | Dén (thang/nim)
ky thudc, co so
san xuat thudc,
nguyén liéu lam
thude /t6 chirc/ca
nhan lién quan

7.4. Chuyén gia gop von (tién, cd phiéu, co phan, quyen Iwra chon co phiéu,
trai phleu ...) vao co s dang ky thudc, co so san xuét thudc, nguyén liéu lam
thude.

Co O Khong O
Néu c6, hiy dién thong tin vao bang dudi day:

Tén co so dang S6 luong gop Vén Tur (thang/nam) | Pén (thang/nam)
ky thuoc, co sé (tlen co phleu cd

san xuat thudc, phan, quyén lya
nguyén liéu lam | chon co phiéu,
thudc trai phieu, ...)

7.5. Chuyén gia tu van cho doanh nghiép, t6 chuc, ca nhan khac & trong
nudc va nudc ngoai co lién quan dén nghién ctru, phat trién san pham cho co s&
dang ky thuoc, co s¢ san xuat thuoc, nguyén li¢u lam thudc, ho so dang ky thuoc,
nguyén liéu lam thuoc.

Co O Khong O

Néu c6, hiy dién thong tin vao bang dudi day:

Tén co s& dang Tén san pham Tur (thang/nam) | Pén (thang/nam)
ky thudc, co s
san xuat thudc,
nguyén liéu lam
thudc

7.6. Chuyén gia c6 vo hodc chong, bd, me, con, anh, chi, em rudt cia minh
dang gilt chlic vu quan 1y vé t6 churc nhan sy, ké toan, lam thu quy, thu kho cua
co s& dang ky thudc, co sé san xuat thudc, nguyén liéu lam thude.

Co O Khong O

Néu c6, hiy dién thong tin vao bang dudi day:

Tén cosd dang | Néurd thongtin | Tir (thang/nam) | Pén (thdng/nim)
ky thudc, co s nguoi than
san xuat thudc,
nguyén liéu lam
thudc




( néu 10 chirc vu)

7.7. Chuyén gia c6 vo hoac chong, bd, me, con kinh doanh va/hodc c6 cac
loi ich tai chinh trong co s& dang ky thudc, co sé san xuat thuoc, nguyén li¢u lam

thudc.

Co

O

Khong

Néu c6, hiy dién thong tin vao bang dudi day:

O

Tén co s¢ dang
ky thude, co so
san xuat thudc,
nguyén liéu lam
thudc

Loi ich tai chinh
cuia nguoi than
(néu cu th¢)

Tur (thang/nam)

Dén (thang/nam)

7.8. Chuyén gia c6 vg hoac chong, bo, me, con, anh, chi, em rudt 1a nguoi
cO quyén, loi ich truc tiép lién quan dén viéc thuc hién nhi€ém vu cia minh.

Co

Khong

Néu c6, hiy dién thong tin vao bang dudi day:

O

Tén co s& dang
ky thuoc, co s&
san xuat thuoc,

Loi ich tai chinh
cua nguoi than
(néu cu thé)

Tt (thang/nam)

Dén (thang/nam)

nguyén liéu lam
thudc

8- Cam két: T6i cam doan nhiing thong tin trén ddy 14 dung, néu phét hién
c6 thong tin nao khong ding sy that, ca nhan t61 chiu hoan toan trach nhiém trude
phap luat.

To61 cam két khong can thiép hodc tac dong khong dung dén hoat dong cua
co quan, to chirc, don vi, c4 nhan c6 thim quyén vi vy loi.

Trong truong hop co thay d6i thong tin, t6i s€ guri ban cap nhat thong tin
mai1 nhat vé Cuc Quan Iy Dugce (Phong Bang ky thudc) hodac don vi to chure tham
dinh theo quy dinh./.

..... , ngay ..... thang ...... nam.......
Ngudi cong bd
(ky va ghi vo ho va tén)
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MAu 16/TT. Bang so sanh thong tin thudc san xuit lwu hanh tai Viét Nam va thude
dwgc nuwdc thugc danh saich SRA hoac EMA cap phép luu hanh

BANG SO SANH THONG TIN THUOC SAN XUAT LUU HANH TAI VIET

NAM VA THUOC PUGQC NUGC THUQC DANH SACH SRA HOAC EMA
CAP PHEP LUU HANH

Thuoc san xuat

Thuoc dwge nuée

TT Néi dung lwru hanh tai Vigeu9¢ danh sach SRA| Ghi
j hoac EMA cap phép | chu
Nam X
luu hanh
1 [Tén thude
2 86 gidy phép luu hanh
3 (Cong thirc bao ché
4 Quy trinh san xuét
5 [Tiéu chuan chat lugng
6 [Phuong phap kiém nghiém
7 [Thanh phan duoc chat:
Tiéu chuan chat luong
7.1|Duge chat 1 o san xuét, Pia
diém san xut
Tiéu chuan chat luong
7.2|Duge chat2 o o san xuét, Pia
diém san xuat
8 [Thanh phan t4 duoc:
Tiéu chuan chat luong
B.1Taduoc 1l 5o san xudt, Dia
diém san xuat
8.2Tadugc2  [Tiéu chuan chat luong
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0 sO san xuat, Pia
1€m san xuat

Chung t6i cam két va chiu trach nhiém trudc phap luat vé tinh chinh xé4c cta cac thong
tin d3 ké khai./.

............... , Ngay........ thang ...... nam..........
GIAM POC CO SO SAN XUAT
HOAC CO SO PANG KY
(Ky tén/dong ddu)

Ghi chu:

Trong qud trinh hew hanh thuéc, thong tin ké khai tai bang ké khai néu trén c6 thay doi, co sé dé nghi cong bo
phdi c6 van ban bdo cdo vé Cuc Qudn Iy Durpc



