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Phu luc

THU TUC HANH CHINH MOI BAN HANH, THU TUC HANH CHINH
DPUQC SUA POI, BO SUNG LINH VU'C THU Y THUQC PHAM VI
CHU'C NANG QUAN LY CUA BQO NONG NGHIEP VA PHAT TRIEN
NONG THON

(Ban hanh kém theo Quyét dinh sé /OD-BNN-TY ngay ~ thang  nam 2022
cua Bo truong Bo NO6ng nghiép va Phat trien néng thon)

PHAN I. DANH MUC THU TUC HANH CHIiNH

1. Danh muc tha tuc hanh chinh méi ban hanh thugc pham vi chirc
niang quan ly cia B¢ NOong nghiép va Phat trién ndng thon

Tén thi tuc Tén VBQPPL Quy | {inh o quan o
STT hanh chinh dinh thi tuc vurc tchu,ghién Ghi cht
hanh chinh : :
A. Thi tuc hanh chinh cap Trung wong
Thong tu sO
13/2022/TT-
BNNPTNT ngay

- , 28/9/2022 cia B
Cap, diéu chinh, cap lai | tuong B  Nong
Giay phép nhap khau, | nghigp va Phét trién
L | xudt khau thudc thd y, | nong thon sira doi, bo
nguyén ligu lam thudc | sung mot sé diéu cua
th( y c6 chua chat ma | cac Thong tu vé quan

Thay | Cuc Thuy

tay, tién chat ly thudc tha y (goi tat
la  Thong tu s
13/2022/TT-
BNNPTNT)

Cap, cap lai, stra doi
Gidy chung nhan du
diéu kién san xuét thudc
th( y c6 chtra chat ma | Thong tur sO
2 | tay, tién chat cing trén | 13/2022/TT- Thiy | CucThay
day chuyén san xuat | BNNPTNT
thudc tha y da dugc cap
Gidy chimg nhan du
diéu kién san xuat
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2. Danh muc thi tuc hanh chinh dwgc sira doi, bo sung thugc pham
vi chire nang quan ly caa B Nong nghiép va Phat trien néng thon

TT

S6 ho so
TTHC

Tén thi tuc
hanh chinh

Tén VBQPPL
quy dinh ngi
dung sira déi,

bd sung,
thay thé

Linh vuc

Co quan
thwc hién

Ghi chu

A. Thi tuc hanh chinh cap Trung wong

1.004881

Cip Gidy chung
nhan luu hanh thude
tha y; Cap lai Giay
chung nhan luu
hanh thuéc tha vy
(trong truong hop
thay d6i thanh phan,
cong thac, dang bao
ché, duong dung,
litu dung, chi dinh
diéu tri cua thubc
tha y; thay doi
phuong phéap, quy
trinh san xuat ma
lam thay do6i chat
lwong san  pham;
danh gia lai chat
lugng, hiéu qua, do
an toan cua thudc
thu y theo quy dinh)

Thong tu  sd
13/2022/TT-
BNNPTNT

Thay

Cuc Thuy

1.003576

Gia han gidy chung
nhan Ivu hanh thuoc
tha y

Thong tu s
13/2022/TT-
BNNPTNT

Thay

Cuc Thuy

1.003587

Cap lai Giay chang
nhan luu hanh thudc
tht y (trong truong
hop bi mat, sai sot,
hu hoéng; thay doi,
b6 sung tén san
pham; tén, dia diém
co so dang ky; tén,
dia diém co s& san
XUat; quy cach dong
goi cua san pham;
hinh  thac  nhéan
thudc; han sir dung
va thoi gian ngung

Thong tu sb
13/2022/TT-
BNNPTNT

Thay

Cuc Thuy
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TT

S6 ho so
TTHC

Tén thi tuc
hanh chinh

Tén VBQPPL
quy dinh noi
dung sira déi,

bé sung,
thay thé

Linh vuc

Co quan
thwc hién

Ghi chu

st dung thudc;
chdng chi dinh diéu
tri; liéu trinh diéu
tri; nhitng thay doi
nhung khong anh
huéng dén  chat
lugng, hiéu qua, do
an toan cua thudc
tha y)

1.002549

Cap Giay chuang
nhan du dieu Kkién
san xuat thuoc tha y

Thong tu so6
13/2022/TT-
BNNPTNT

Thay

Cuc Thuy

1.002409

Cap giay ching nhan
dﬁ? diéu’ kién nhap
khau thuoc thi y

Thong tu so6
13/2022/TT-
BNNPTNT

Thay

Cuc Thuy

2.001872

Cip Gidy chuang
nhan thuc hanh tét
san xuat thubc tha y
(GMP) ddi Vi co so
san xuat thudc tha y
dang dugc pham,
VAC Xin

- Nghi dinh s6
80/2022/Nb-CP
ngay
13/10/2022 stra
ddi, bd sung
mot s6 diéu cua
Nghi dinh sb
35/2016/NDb-CP
ngay 15/5/2016
cua Chinh phu
quy dinh chi
tiét mot so diéu
cua Luat Thuy
(goi tat 1a Nghi
dinh O
80/2022/Nb-
CP);

- Thong tu s6
13/2022/TT-
BNNPTNT.

Thay

Cuc Thuy

1.003026

Gia han Gidy ching
nhan thuc hanh tét
san xuat thudc tha y
(GMP)

- Nghi dinh s6
80/2022/NP-
CP;

- Thong tu s6
13/2022/TT-

Thay

Cuc Thuy
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Tén VBQPPL
o A dinh noi
S0 ho so Tén thi tuc quy CEne - Co quan Lo
TT TTHC hanh chinh dung Stra doi, |Linh vuc thue hién Ghi cha
bo sung, : :
thay the
BNNPTNT.
Cap lai Gidy chung
nhan thuc hanh tot | - Nghi dinh sé
san xuat thuoc tha y | 80/2022/ND-CP;
(trong truong hop bi ) . .
8 | 1.002992 mét,  sai sot, | - Théng tu sb Thuy |CucThuy
hong; thay doi thong 13/2022/TT-
tin ¢6 lién quan deén | BNNPTNT.
to chirc dang ky)
B. Thi tuc hanh chinh cap tinh
) ) ) Co quan
Cap Giay chung | Thong tu  sO quan ly
1 | 1.001686 |nhan du di€u kién | 13/2022/TT- Thay | chuyén
bubn ban thuoc thiy | BNNPTNT nganh tha y

cap tinh



https://dichvucong.gov.vn/p/home/dvc-tthc-thu-tuc-hanh-chinh-chi-tiet.html?ma_thu_tuc=4254
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~ PHAN I1. NQI DUNG CU THE CUA TUNG THU TUC HANH
CHINH LINH VUC THU Y THUQC PHAM VI CHUC NANG QUAN LY
CUA BQ NONG NGHIEP VA PHAT TRIEN NONG THON

A. Thii tuc hanh chinh cip Trung wong

1. Cép, diéu chinh, cip lai Gidy phép nhip khau, xuit khau thuoc
tha y, nguyén liéu lam thuoc thd y c6 chira chat ma tay, tien chat

a) Trinh tu thuc hién

(1) Truong hop cap Gidy phép nhap khau, xuat khau thudc thd vy,
nguyén liéu l1am thudc tha y c6 chtra chat ma tay, tién chat:

Budc 1: Doanh nghiép chuan bi ho so dé nghi cap giy phep nhap khau,
xuat khau thuéc tha y, nguy@n liéu 1am thubc tha y gui truc tiép hodc gui qua
duong buu dién dén Cuc Tha y (B6 Nong nghiép va Phat trién ndng thon) hoac
gui ban dién ti thdng qua hé thdng dich vu cdng truc tuyén caa Bé Nong nghiép
va Phét trién ndng thon trén Cong thdng tin mot cira qudc gia (sau day goi 1a Co
quan cap phép).

Budc 2: Trong thoi han cham nhat 1a 05 ngay 1am viéc, ké tir ngay nhan
du hd so dé nghi cip gidy phép nhap khau, xuat khau thudc thd y ¢ chira chat
ma tdy, tién chat theo quy dinh; Co quan cap phép tién hanh tham dinh va cap
gidy phép nhap khau, xuat khau.

(2) Truong hop cap lai Giay phep nhép khau, xuat khau thubc thua vy,
nguy@n liéu l1am thudc tha y c6 chtra chat ma tay, tién chat:

~ Buéc 1: Doanh nghiép c6 nhu cau dieu chinh, cap lai giay phép do mat,
that lac hoac sai §ét chuan bi ho so dé nghi cap lai dén Cuc Thu y (B6 Nong
nghiép va Phat trien ndng thon).

Budc 2: Trong thoi han cham nhat 1a 05 ngay lam viéc, Cuc Tha y (Bo
Nong nghiép va Phat trién ndng thdn) tién hanh xem xét, diéu chinh hoic cap lai
gidy phép. Truong hop tir chdi cip phép, co quan cap phép tra 10i bang vin ban,
néu ro ly do.

b) Céch thic thuc hién:

- Truc tiép;

- Qua duong buu dign;

- Truc tuyén.

¢) Thanh phan, s6 lugng ho so:

(1) Thanh phan hé so cap Gidy phép nhap khau, xuat khau thudc thi y,
nguyén liéu lam thuoc thu y cé chira chat ma tdy, tién chat:
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- Don dé nghi cap gidy phép nhap khau, xuat khau cua doanh nghiép theo
Mau so 01 tai Phu luc ban hanh kém theo Nghi dinh s6 105/2021/ND-CP;

- Ban chinh mét trong cac van ban sau: Gidy phép xuat khau hoic nhap
khau cua nude 6 hang xuat khau hoac nhap khau (néu co);

- Ban sao ¢ ching thuc cac gidy to sau: Gidy ching nhan dau tu, Gidy
chang nhan ding ky kinh doanh, Gidy ching nhan ding ky doanh nghiép, Giy
ching nhan du diéu kién san xuat, kinh doanh d6i véi hoat dong duoc phép,
Gidy chung nhan du diéu kién nhap khau va Gidy chiing nhan luu hanh thudc
tha y tai Viét Nam, trir truong hop nhap khau vi muc dich nghién cau, st dung
diéu tri bénh cho déng vat hoang da, quy hiém:

- Ban sao hop ddng, don hang lién quan kém theo ban chinh d6i chiéu
(khi cé yéu cau);

- Céc gidy to, tai liéu lién quan khac: Phiéu phan tich chat luong san pham
(CoA) cua nha san xuat hoac Phicu két qua kiém dinh san pham, nhan san pham
doi vai thuoc tha y co chia chat ma tay, tién chat;

~ Céc tai ligu néu trén neu bang tiéng nuéc ngoai thi phai kém theo ban dich
tieng Viét co cong ching theo quy dinh cua Luat Cong chang.

(2) Thanh phan hé so cap lai Gidy phép nhap khau, xuat khau thuoc thi y,
nguyén liéu lam thuoc thu y cé chira chat ma tdy, tién chat:

- Vin ban dé& nghi cap lai, diéu chinh gidy phép nhap khau, xuat khau
thudc tha y, nguyén liéu 1am thudc th( y c6 chira chat ma tdy, tién chat;

- Tai liéu chitng minh noi dung can diéu chinh hoic béo céo giai trinh ly
do mat, that lac.

* S6 lugng: 01 bd.

d) Thoi han giai quyét: 05 ngay lam viéc.
d) béi twgng thuc hién thu tuc hanh chinh:
- T6 chuc;

- Ca nhan.

e) Co quan gidi quyét thi tuc hanh chinh: Cuc Tha y (Bo Nong nghiép va
Phét trien ndng thon).

f) Két qua thuc hién thu tuc hanh chinh:

Gidy phép nhap khau, xuat khau theo Mau s6 02A, 02B tai Phy luc ban
hanh kem theo Nghi dinh s6 105/2021/ND-CP.
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Gidy phép duoc cap cho tung lan xuat khau va c6 gia tri trong thoi han
ghi trén giay phép nhung khong qua 12 thang.

g) Phi, 1€ phi:

Phi kiém tra va cip gidy chiing nhan don hang nhap khau thubc, nguyén
liéu 1am thudc tha y, thude tha y thay san (trir cac don hang nhap khau dé l1am
mau nghién ctu, khao nghiém, kiém nghiém, phi mau dich): 2.000.000 ddng/01
don hang.

h) Tén mau don, mau ty khai:

_ Don d¢ nghi cap gidy phép nhap khau, xuat khau cia doanh nghigp theo
Mau so 01 tai Phu luc ban hanh kém theo Nghi dinh s6 105/2021/ND-CP.

i) Y&u cau, diéu kién thuc hién tha tuc hanh chinh: Khéng

k) Can cur phap ly cua tha tuc hanh chinh:

- Nghi dinh $6 105/2021/ND-CP ngay 04/12/2021 cua Chinh phu quy
dinh chi tiét va huéng dan mot s6 diéu cua Luat Phong, chong ma tay;

- Thong tur s6 12/2020/TT-BNNPTNT ngay 09/11/2020 cua B9 truéng Bo
Nong nghiép va Phat trién nong thon vé quan ly thudc thi y o chua chat ma

tay, tlen chat; ké don, don thudc tha y; sira doi, b sung mot sé diéu cua Thong
tu s6 18/2018/TT-BNNPTNT;

- Thong tu s6 13/2022/TT-BNNPTNT ngay 28/9/2022 ciia B truong Bo
Nong nghiép va Phat trién nong thon stra doi, bo sung mot so dieu cua cac
Thong tu vé quan ly thudce tha y (Thong tur s6 13/2022/TT-BNNPTNT).

- Théng tu s6 101/2020/TT-BTC ngay 23/11/2020 cua Bo Tai chinh quy
dinh mirc thu, ché do thu, nop, quan Iy phi, 1& phi trong cong tac tha y.



Miu s6 01
........................ : CONG HOA XA HQI CHU NGHIA VIET NAM
........................ 2 Déc lap - Tw do - Hanh phuc
SO: oo 3 ngay.... thang.... nam.......

PON PE NGHI CAP GIAY PHEP NHAP KHAU (XUAT KHAU)........... *

Kinh @i v,
TEN dOANN NERIEP: ..oveveeieieeiceeeee ettt ettt et e s te et esaere e 2
Quye¢t dinh hodc Gidy phép thanh IAp SO: .......eeeeiviiiieiieeeeeee e,
Giay chung nhan dang ki kinh doanh SO: .........ccceeeiiiiiiiiiiiiiece e
DO e s LCAP NEAY: v
NOT QA tru SO CHINN: oo s
SO di€n thoal: .......ccvevvveeiiiiiiiiie e, SO Fax: ..ooooviiiiiiiiiicrrrreeeee,
Mat hang, nganh ngh€ kinh doanh: ............cccccoiiiiiiiiic e
Dé nghi oo >cap giay phép cho nhdp khau (xuat khau)
........ 4 Muc dich nhap khau (xuat Khau)®: ..........cccoovieiiiirccee e
TEnN, dia Chi NOT SAN XUAL %1 .ottt ettt e e et e et e et et e s e et e e eneeas
STT Tén thwong Ma CAS Ma HS PVT | S6 lwong [Ham lwong
mai/ Tén hoa hoc
1
2
- Tén ctra khau 1am thi tuc nhap khau (xudt KhAu): .....c.ooovvvveeevieeeeeeeeeseeeen,
- Phuong tién va diéu kién bao dam an toan van chuyén: ..........o.ccoeeeveeuereeveenne.,
- Thoi gian va s6 14n thuc hién nhap (xuat) KhAU: ..o.o.oveveeeeeeeeeeeeeeee e,

- H6 so kém theo gom (Cdc tdi liéu theo quy dinh tai Piéu 20 cua Nghi dinh sg”'
/ND-CP ngay thang ndam 2021 cia Chinh phu quy dinh chi tiet va hudng dan
thi hanh mot so6 diéu cua Ludt Phong, chong ma tuy):

GIAM POC DOANH NGHIEP
(Ky tén va déng dau)

1 Co quan chi quan (noi cdp Quyét dinh thanh I4p doanh nghiép).

2 Tén doanh nghiép.

% Dia danh noi doanh nghiép ding ky hoat dong.

4 Chit ma tay, tién chat, thudc thu y ¢6 chira chit ma tiy, tién chét.

5 Co quan cép phép thuéc Bé Cong an, Bo Cong Thuong, Bé Nong nghiép va Phat trién néng thon.

6 Muc dich: sir dung, kinh doanh, nghién ciru, kiém nghiém, khao nghi¢ém va muc dich khac (néu chi tiét).



MAu s 02A

........................ ' CONG HOA XA HQI CHU NGHIA VIET NAM
........................ 2 Déc lap - Tw do - Hanh phuc

Sb: ...../nam/GPNK-tén viét tat® Ha Noi, ngay.... thang.... nam.......

Cin cir Luat Phong, chéng ma tdy ngay 30 thang 3 nam 2021;
Can cr Nghi dinh sé.../ND-CP ngdy ...thang... nam 2021 cua Chinh phu quy
dinh chi tiét va huong dan thi hanh mot s6 di€u cua Luat Phong, chong ma thy;

Cian ct Quyét dinh so . ngay...thang...ndm ... cua ...} vé viéc quy dinh chirc
nang, nhiém vu, quyén han va co cau t6 chuc cua ...2

Xét don dé nghi cap Gidy phép nhap khau (xuat khau)..*tai ho so so ......
ngdy...thang...ndm... cua >
TREO A8 NENT CUA ..ot s enen e, 6
QUYET PINH:
Diéu 1. Cong ty....... ! try SO Al .ovevverneene, dién thoai: U , 8O fax: .......... ,
Giay phép kinh doanh s0: .......ccccceevveennneen. do: e, cap ngay .... thang.....
nam...... , dugc phép:
1. NhAp KhAU (KUAL KBAU): ©.evoeeeeeeeeee e 4
2. Muc dich nhap khau (Xudt KhAU)Z: .......c.ooevieeiieeceeeeeeeee e,
3. Ctra khau nhap Khau (XUAL KDAU): ..o
4. Phuong tién va diéu kién van chuyén: ................................................................
5. Thoi gian thyc hién nhap khau (xuit khau) du Kién: .....o.coeeveeeeeeeeeeeeeeeeeeeenns
6. Sb 1an thyc hién nhap Khau (Xuat KNAU): .....o.c.ovveieeeeeeeeeeeeeeeeeeeeeee e,
Picu 2.Cong ty ........... "¢6 trach nhiém thuc hién ding quy dinh cua Luat

Phong, chéng ma tiy; Nghi dinh s0... IND-CP ngay . .thang... nam 2021 cua
Chinh phu quy dinh chi tiét va huéng dan thi hanh mot sé diéu cua Luat Phong,
chéng ma tay va ....°

Picu 3. Gidy phép nay cé gia tri dén hét ngay...thang... nam..../.
Noi nhén: THU TRUONG CO QUAN CAP PHEP 2
- Nhu bicu 2; (Ky tén va dong dau)

-Bo Cong an 1

- B6 Tai chinh (Tong cuc Hai quan);
- Chi cyc Hai quan...!%;

- Luu: VT2
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Phu luc
DANH MUC
(Kém theo Gidy phép sé.... ngay... thang...ndm...)

STT| Tén thwong Ma CAS MAHS [PVT|Sblweng| Ham
mai/ Tén hoa hoc lwgng

1 Co quan chil quan (B Cong an, Bo Cong Thuong, B6 Nong nghiép va Phat trién néng thon).

2 Co quan cip phép.

3 Viét tit ciia loai hang nhap khau/xudt khau (chit ma tay gdbm GN, HT; TC; TTY).

4 Chét ma tay (ghi r& chét gdy nghién hodc chit hudng thin), tién chit, thudc thi y ¢6 chira chit ma tiy, tién chét.
5 Ghi theo sé tiép nhan ciia Co quan cip phép.

6 Thu truéng don vi tiép nhan, thdm dinh tryc tiép duge Co quan cip phép giao nhiém vu.

7 Tén doanh nghiép d& nghi cip Gidy phép nhap khiu.

8 Muc dich: sir dung, kinh doanh, nghién ciru, kiém nghiém, khao nghiém va muc dich khac (néu chi tiét).

9 Tén vin ban quy dinh khéc c6 lién quan ciia co quan quan 1y chuyén nganh (chét ma tay, tién chét, thudc thii y c6 chira chét
ma tly, tién chat).

10 Co quan duoc giao nhiém vy dau mdi phdi hop kiém soat.

11 Ghi 15 tén Chi cuc Hai quan noi 1am thi tuc nhap khiu (xuét khau).
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MAu s6 02B
------------------------ ' SOCIALIST REPUBLIC OF VIETNAM
........................ 2 Independent - Freedom - Happiness
Number: /Year/GPNK- Ha Noi, date...... month..... year......
abbreviations®
IMPORT (EXPORT) LICENSE................ 4
Director/General of..........cccccoeeviveiiiicecnnne, 2

Pursuant to the Law on Drug Prevention and Control of March 30, 2021,

Pursuant to the Government’s Decree No. /2021/ND-CP of..., 2021, detailing and
guiding the implementation of a number of articles of the Law on Drug Prevention and
Control

Pursuant to Decision No:... date...month...year... of... on defining functions, tasks,
powers and organizational structure of...?2

Consider the Application for an Import (Export) License........ %in the application file
NoO ........ date...month...year...of..............ccoounn.
At the proposal 0f the .........cccccevveiceceeeceec e, 6

DECISION
Article 1. Company ......... "head office at: ......ccoceevvvreiiccee, telephone:
........................ , fax number: ............................, The business license number:
................ Issuing Office: .................... Issuing date......... month........... year.........,
allowed:
I 00T o Lo A ST 1o 1 SRS 4
2. PUIPOSES: ..ottt sttt ettt st s et e st e et et et te et ereseereaeas

3. Import (EXPOIt) DOIAEr QatE: .....ccviiiiiieiiiee e
4. Means and conditions of transportation: ...........ceeeieiiiieninee e
5. Estimated time of ImpPOrt (EXPOIt): ....oocveeeie e
6. Number of times made impPort (EXPOIT): .....veeieeieece e

Article 2. Company ........... "is responsible for strictly complying with the provisions
of the Law on Drug Prevention and Control; Decree No.... /ND-CP dated ...month...
2021 of the Government detailing and guiding the implementation of a number of
articles of the Law on Drug Prevention and Control and ....°

Article 3. This license is valid until the end of the day...month...year..../.

Recipients: HEAD OF LICENSING AGENCY ?
- As Article 2; (signed and sealed)

- Police;

- Ministry of Finance (General Department of

Customs);

- Customs Branch...;
- Archives: office storage,?
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Annex
LIST OF SUBSTANCES
(Enclosed with License No:... date... month )

Tradenames/ CAS HS : .
Number Chemical name | number | number Unit| Quantity| Content
1
2

1 Managing agency (Ministry of Public Security, Ministry of Industry and Trade, Ministry of Agriculture and Rural
Development)

2 Licensing authorities
3 Abbreviation for import/export goods (drugs include GN, HT; TC; TTY)

4 Narcotic substances (specify narcotic or psychotropic substances), precursors, veterinary drugs containing narcotic
substances, precursors

5 Record according to the receiving number of the Licensing Authority

6 The head of the receiving and appraising unit is assigned the task by the licensing agency
" Name of enterprise applying for import license

8 Purpose: use, busmess, research, testing, testing and other purposes (specify)

9 Name of other relevant regulatory documents of specialized management agencies (narcotics, precursors, veterinary drugs
containing narcotic substances, precursors).
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2. Cap, cap lai, sira d6i Giay chirng nhén da diéu kién san xuat thudc
tha y c6é chiva chat ma tuay, tién chat cung trén day chuyen san xuat thuoc
thu y da dwoc cap Giay ching nhan du diéu kién san xuat

a) Trinh tu thuc hién

(1) Truong hop cap Glay chting nhan du diéu kién san xuat thudc thi y c6
chura chat ma tdy, tién chat cing trén day chuyén san xuét thudc tha y da duoc
cap Gidy chung nhan du diéu kién san xuat:

Budc 1: Co quan, to chtac khi tién hanh cac hoat dong san xuét thudc
thi y c6 chaa chat ma tdy, tién chat gui hd so truc tiép hodc qua duong buu dién
dén Cuc Tha' y (Bo Nong nghiép va Phét trién nong thon) hoac giri ban dién tir
thong qua hé thong dich vu cong truc tuyen cua Bo Nong nghiép va Phat trién
ndng thdn trén Cong thdng tin mot cira qudc gia (Co quan cap phép)

Budc 2: Trong thoi han 05 ngay lam viéc, ké tir ngay nhan du ho so theo
quy dinh, Co quan cap phép tién hanh tiép nhan, thim dinh va cap Giay chuang
nhan du diéu kién san xuat ddi véi day chuyen san xuat thuéc thu y €0 chua chat
ma tly, tién chat; truong hop khong du diéu kién cho phep san XUAt, co quan cap
phep tra o bang van ban néu rd ly do khong cap Giay ching nhan du diéu kién
san xuat.

(2) Truong hop Cap lai, stra doi Glay chting nhan du diéu kién san xuat
thudc tha y co chura chat ma tdy, tién chat cing trén day chuyén san xuat thubc
tha y da duoc cap Gidy ching nhan du diéu kién san xuat:

Budc 1: Co quan, t6 chtrc thi co quan, to chtc 1ap 01 bd hd so giri truc
tiép hodc qua dudng buu dién dén Co quan cap phép hoic gui ban dién tir thong
qua hé théng dich vu cong truc tuyén caa Bo Cong an, Bo Nong nghiép va Phat
trién néng thon tai Cong théng tin mot cira quoc gia.

Buoc 2:

- Truong hop gidy ching nhan bj mt, sai sot, hu hong hogc ¢6 thay doi
ve thong tin: Trong thoi han 05 ngay lam viéc, ké tir ngay nhan du ho so theo
quy dinh, co quan cap phép tien hanh tham dinh va cap lai giay chang nhan.

- Trudng hop co thay doi vé dia diém, quy md, chung loai, loai hinh
nghién ciu, san xuat: Trong thoi han 05 ngdy lam viéc, ké tir ngay nhan di ho
so theo quy dinh, Co quan cap phép tlen hanh tiép nhan, tham dinh, danh gia
thuc té & co s va quyet dinh sira do6i giay chung du diéu kién san xuat ddi véi
day chuyén san xuat thudc tha y c6 chira chat ma tay, tién chat; truong hop
khong du diéu kién cho phép san XUAt, co quan cap phép tra 1o bang vin ban
néu rd ly do khong cap Gidy chiing nhan du diéu kién san xuét.

b) Céach thuc thuc hién:

- Truc tiép;
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- Qua duong buu dién;
- Truc tuyén.
¢) Thanh phan, sé lugng hd so:

(1) Truong hop cap Glay chtng nhan du diéu kién san xuat thudc tha y c6
chua chat ma tly, tién chat cung trén day chuyén san xuét thudc tha y da duoc
cap Gidy ching nhan du diéu kién san xuat:

- Vin ban dé nghi cua to chtc co hoat dong san xuat;
- Ban sao Gidy ching nhan du diéu kién san xut thudc tha y da dugc cap;

- Tai liéu chimg minh quy trinh san xuat, cac nguyeén ligu lam thudc tha'y
la chat gay nghién, chat hudng than, tien chat dung lam thuoc tha y.

(2) Truong hop cap lai dbi voi gidy chang nhan bi mat, sai sot, hu hong
hoac co thay doi vé thdng tin caa co quan, to chic:

- Vin ban d¢ nghi cap lai gidy ching nhan (d6i voi truong hop sai sot
thudc vé co quan cap phép);

- Gidy chtrng nhan du diéu kién san xuat thi y da duogc cp.

(3) Truong hop sira doi gidy chung nhan du dieu kién san xuat chat
ma tay, tién chat va thuoc thi y c6 chira chat ma tdy, tién chat khi c6 thay doi vé
dia diém, quy mo, chung loai, loai hinh nghién cuu, san xuat:

- Cong van dé nghi;

- Ban sao ¢6 chung thuc tai lieu chimg minh ¢6 thay doi.
* S§ luong: 01 bd

d) Thoi han giai quyét: 05 ngay lam viéc

d) béi tuong thuc hién tha tuc hanh chinh: T chic.

e) Co quan giai quyét thi tyc hanh chinh: Cuc Thii y (B Nong nghiép va
Phét trien ndng thon).

f) Két qua thuc hién thu tuc hanh chinh: Gidy ching nhan du diéu kién
san xuat quy dinh tai Phu luc XXV Thong tu so 13/2016/TT-BNNPTNT.

g) Phi, 1€ phi: khong
h) Tén mau don, mau ty khai: Khéng
i) Y&u cau, diéu kién thuc hién tha tuc hanh chinh: Khéng

k) Can cur phap ly cua tha tuc hanh chinh:
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- Nghi dinh s6 105/2021/ND-CP ngay 04/12/2021 cua Chinh phi quy
dinh chi tiét va huéng dan moét so dieu cta Luat Phong, chong ma tay;

- Théng tu s6 12/2020/TT-BNNPTNT ngay 09/11/2020 cua B¢ truéng Bo
Nong nghi¢p va Phat trién ndng thon vé quan ly thudc thi y o chtra chat ma
tay, tlen chat; ké don, don thudc thl y; sira do6i, b6 sung mot sb diéu caa Thong
tu s6 18/2018/TT-BNNPTNT;

- Thong tu s6 18/2018/TT-BNNPTNT ngay 15/11/2018 stra doi, bd sung,
bai bo mot s6 diéu cia Thong tw 13/2016/TT-BNNPTNT ngay 02/6/2016 cua
B& Nong Nghiép va PTNT ve quan ly thuoc tha y;

- Thong tu s6 13/2022/TT-BNNPTNT ngay 28/9/2022 cua Bo trusng B
Nong nghiép va Phat trién ndng thon stra doi, bo sung mot so dicu cua cac
Thong tu vé quan ly thuoc tha y (Thong tu s6 13/2022/TT-BNNPTNT).
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PHU LUC XXV

MAU GIAY CHUNG NHAN DU PIEU KIEN SAN XUAT THUOC THU Y
(Ban hanh kém theo Théng tw s6 13/2016/TT-BNNPTNT ngay 02 thing 6 nam 2016
cua Bé trirong Bé Nong nghiép va Phat trien néng thon)

BO NONG NGHIEP CONG HOA XA HOQI CHU NGHIA VIET NAM
VA PHAT TRIEN NONG THON DPoc 1ap - Tw do - Hanh phc
CUCTHUY s

GIAY CHUNG NHAN
pU PIEU KIEN SAN XUAT THUOC THU Y

Sb: .. /GCN-SXT
TEN AOM VII itriiiiiiii ettt e e e e s s r e e e e e e e e s e bbb rreeeeeeeeeenas
D )T 1 1) A
So dien thoai/Tel: ooovvveeeeeee e, SO Fax/Fax. NO: ..covveeee..

Puoc cdng nhan da diéu kién san xuat thude tha y ddi vai:*)

Giay chung nhan du diéu kién nay c6 hiéu lyc dén: ngay .... thang....ndm....

Ha Néi, ngay .... thang .... nam....
CUC TRUONG

Ghi cha: (*) ghi ré day chuyén san xudt san phdam nhw ddy chuyén san xudt
thuée duroc lidu, hoa chdt, ché pham sinh hoc, ...
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3. Cap Giay ching nhan lwu hanh thudc thi y; Cép lai Giziy chang
nhan hru hanh thudc th( y (trong truong hep thay déi thanh phan, cong
thirc, dang bao ché, dwong dung, liéu dung, chi dinh diéu tri cia thudc tha
y; thay d6i phwong phap, quy trinh san xuat ma lam thay déi chat lwong
san pham; danh gia lai chat lwong, hiéu qua, dé an toan caa thuéc tha y
theo quy dinh)

a) Trinh tu thyc hién:
Buéc 1: Gui hd so

T4 chic, ca nhan nop hd so dang ky cho Cuc Thua y; Trong thoi han 10
ngay ké tir ngay nhan hd so ding ky, Cuc Tha 'y ¢ trach nhiém thong bao cho t6
chttc, ca nhan diang ky biét ¢é hoan thién di voi nhiing trudng hop hd so khong
dat y&u cau.

Budc 2: Tham dinh ho so, cap gidy chang nhan Iuu hanh thudc tha y

Cuc Tha y tiép nhan ho so dang ky luu hanh, tham dinh hd so, to chic
hop Hoi dong khoa hoc chuyén nganh thudc tha y, cip giay chang nhan luu
hanh thudc thi y theo mau quy dinh tai Phu luc IX ban hanh kém theo Thong tu
s6 13/2016/TT-BNNPTNT trong thoi han nhu sau: 20 ngay, ké tir ngay nhan
dugc hd so hop 1& d6i voi hd so dang ky san xuat dé xuat khau, san xuat gia
cong, san chia; 40 ngay, ké tir ngay nhan duoc hd so hop 1& ddi véi hd so dang
ky thuc duoc mién khao nghiém, ché pham sinh hoc dé chan doan; 06 thang, ké
tr ngay nhan dugc hd so hop 1¢, d6i véi hod so dang ky thuéc méi, vac xin,
khang thé, thudc tir duoc liéu.

Ddi véi thude tha y da 6 gidy ching nhan luu hanh tai Viét Nam déng ky
san xuat gia cong, san chia, Cuc Thi y tham dinh ho so dang ky, cap giay ching
nhén luu hanh thudc thd y san xuat gia cong, san chia theo mau quy dinh tai Phu
luc XIII kém theo Thong tur s6 13/2016/TT-BNNPTNT.

D0 véi thude thi'y khong cé gidy ching nhan luu hanh tai Viét Nam san
xuat dé xuat khau, Cuc Thu y tham dinh ho so dang ky, cap giay ching nhan luu
hanh thuoc thd'y chi d€ xuat khau theo mau quy dinh tai Phy luc XIV ban hanh
kém theo Thong tw s6 13/2016/TT-BNNPTNT hoac theo yéu cau cua nudc nhap
Khau.

Budc 3: Trinh Bo Nong nghiép va Phat trien nong thon cdng nhan bo
sung vao Danh muc thuoc tha y dugc phép luu hanh tai Viét Nam;

E?éi v6i thude thi y da co gidy chung nhén luu hanh tai Viét Nam dang ky
san xuat gia cong, san chia, Cuc Thu y khong to chuc hop Hoi dong khoa hoc
chuyén nganh thuoc thu y

b) Cach thuc thuc hién:

- Truc tuyén;

- Dich vu buu chinh;
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- Tryc tiép.
¢) Thanh phan, sb lugng hd so

(1) Béi vei thudc thi y méi dang duoc pham, héa chét, ché pham sinh hoc,
hd so dang ky gom:

- Pon dang ky luu hanh theo mau quy dinh tai Phu lyc | ban hanh kém
theo Thong tu s0 13/2016/TT-BNNPTNT;

- Tém tat dac tinh cua san pham theo mu quy dinh tai Phy luc VIII ban
hanh kém theo Thong tu s613/2016/TT-BNNPTNT,;

- Mau nhan san pham, to huéng dan sir dung;

- Gidy chang nhan GMP hogc gidy chang nhan hé thng quan Iy chat
lugng (1SO) ddi vai mot so loai hoa chat thong dung, Glay chang nhén luu hanh
do co quan nha nudc ¢d tham quyén cua nudc san xuat cap doéi vai thuée nhap
khau (ban chinh hoac ban sao c6 dong dau xac nhan cua doanh nghiép dang ky);

- Quy trinh san xuat;
- Tiéu chuén chat lugng va phuong phap kiém nghiém;

- B40 c40 vé céc s6 lidu chimg minh d6 an toan bao gém ca tai liéu nghién
ctru vé doc tinh (doc tinh cap, doc tinh ban treong dién, trueong dién, doc tinh té
bao, kha nang gay ung thur);

- B40o c4o veé céc sb liéu chirng minh hiéu luc caa san pham bao gém ca
cac tai liéu nghién curu vé duoc ly thuc nghiém; vé duoc luc hoc, dugc dong hoc
va sinh kha dung cua san pham;

- Nhitng nghién citu vé ton du trong tat ca cac loai dong vat duoc chi dinh
dung thuoc @€ xac dinh thoi gian ngung sir dung thuoc;

- Tai liéu nghién ctu vé do on dinh va han str dung cua thudc;

- Tai liéu nghién ctu vé lieu ding va liéu trinh diéu tri doi vai ting loai
dong vat duoc chi dinh;

- Phiéu phan tich chat lugng san pham cua nha san xuét va phiéu phan
tich chét luong san pham caa co quan kiém nghiém thudc tha y duoc chi dinh tai
Viét Nam cap (ban chinh hoic ban sao c6 dong dau xac nhan caa doanh nghiép
dang ky);

- Két qua khao nghiém;

- Bancam két khdng vi pham cac quy dinh cua luat s hitu tri tué theo
mau quy dinh tai Phu luc VII ban hanh kém theo Thong tu so 13/2016/TT-
BNNPTNT;
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- C4c thong tin ky thuat khac (néu co).

_ (2) Doi vsi thudc dang duoc pham, hoa chat, ché pham sinh hoc duoc
mién khao nghiém, ho so dang ky gom:

- Don déng ky luu hanh theo mau quy dinh tai Phu luc | ban hanh kém
theo Thong tu s6 13/2016/TT-BNNPTNT;

- Tém tat dic tinh cua san pham theo mau quy dinh tai Phu luc VIII ban
hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT;

- Mau nhan san pham, to huéng dan sir dung;

- Giay chung nhan GMP hogc Giay ching nhan hé théng quan Iy chat
luong (ISO) dbi véi mot s6 loai hoa chat théng dung, Glay chang nhén luu hanh
do co quan nha nudc ¢ tham quyén cua nudc san xuat cap déi véi thude nhap
khau (ban chinh hoac ban sao c6 dong dau xac nhan cua doanh nghiép dang ky);

- Quy trinh san xuat;
- Tiéu chuan chat lugng va phuong phap kiém nghiém;
- Tai liéu nghién ctru vé d6 6n dinh va han st dung cua thudc;

- Phiéu phan tich chat lugng san pham cua nha san xuét va phiéu phan
tich chat luong san pham cia co quan kiém nghiém thudc tha y duoc chi dinh tai
Viét Nam cap (ban chinh hoic ban sao c6 dong dau xac nhan caa doanh nghiép
dang ky);

-Ban cam két khong vi pham cac quy dinh cua lut sé hitu tri tu¢ theo mau
quy dinh tai Phu luc VII ban hanh kém theo Thong tu so 13/2016/TT-
BNNPTNT;

- Nhitng théng tin vé thudc gbc, thuéc Generic (tén san pham, tén nha san
Xuat, cdng thic, dang bao ché, cdng dung, chi dinh diéu tri, chdng chi dinh, liéu
lwong st dung, thoi gian nging st dung thude, nhimg luu ¥ ddi véi dong vat
duoc chi dinh, véi nguoi sir dung va cac dac tinh ki thuat khac caa san pham);

- C4c thong tin ky thuat khac (néu co).
(3) Bdi véi vac xin, khang thé, ho so dang ky gom:

- Bon dang ky luu hanh theo mau quy dinh tai Phu luc Il ban hanh, kém
theo Thong tu so0 13/2016/TT-BNNPTNT;

- Tém tat dic tinh cua san pham theo mau quy dinh tai Phu luc VIII ban
hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT;

- Mau nhan san pham, to hudng dan st dung;
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- Giay chiing nhan GMP, gidy phép luu hanh san pham do co quan nha
nuéc c6 tham quyén cia nudc san xuat cap ddi vai san pham nhap khau (ban
chinh hoic ban sao c6 dong dau xac nhan caa doanh nghiép);

- Quy trinh san xuét;

- Tiéu chuan chat lugng, phuong phap kiém nghiém vac xin, khang thé;

- B4o céo vé cac sb liéu ching minh do an toan, hiéu luc cua san pham,
bao gom tai liéu nghién ctu vé& ham luong va do dai mién dich ddi véi vic xin;

- Nhitng nghién citu vé ton du trong tat ca cac loai dong vat duoc chi dinh
dé xac dinh thoi gian ngung st dung vac xin, khang thé;

- Tai liéu nghién ctiu vé& do 6n dinh, ho so tom tat san xuat ting 16 cua 3
16 lién tiép va dé xuat han s dung;

- Phuong phap xac dinh lidu dung va liéu trinh sir dung d6i véi ting loai
dong vat duoc chi dinh;

- Phiéu phan tich chat luong san pham cta nha san xuét, phiéu phan tich
chat luong san pham caa co quan kiém nghiém thudc tha y duoc chi dinh tai
Viét Nam (ban chinh hoic ban sao c6 dong du xac nhan caa doanh nghiép);

- B4o céo két qua khao nghiém vé hiéu luc, an toan cua san pham;

- C4c tai liéu lién quan bao gom: xuat xt, lich st va d6 on dinh caa chung
vi sinh vat goc dung dé ché vac xin, khang thé; thong tin va dic tinh cua chung
vi sinh vat gdc dung dé san xuat vac xin, khang thé dbi voi san pham san xuat
trong nudc; cac tai liéu lién quan dén ban quyén va ap dung ching chi san xuat
vac xin, khang thé (néu co);

- Céc théng tin k¥ thuat khac nhu két qua khao nghiém trong pham vi
phong thi nghiém, sé liéu vé viéc san pham da duoc luu hanh tai cac nudc khac
trén thé gisi (néu co).

(4) Pbi véi ché pham sinh hoc dé chan doan (KIT xét nghiém), ho so
dang ky gom:

- Pon ding ky luu hanh theo mau quy dinh tai Phy luc 111 ban hanh, kém
theo Thong tu s6 13/2016/TT-BNNPTNT;

- Tém tit dic tinh caa san pham theo mau quy dinh tai Phy luc VIII ban
hanh kém theo Thong tu $b 13/2016/TT-BNNPTNT;

- Mau nhan san pham; t& huéng dan st dung;

- Giay ching nhan GMP hoidc gidy chiing nhan hé théng quan Iy chat
lugng (ISO) hoic gidy ching nhan khac tuong duong,gidy phép luu hanh san
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pham do co quan nha nudc cd tham quyén cia nudc san xuat cap dbi véi san
pham nhap khau (ban chinh hodc ban sao c6 dong dau xac nhan cua doanh
nghiép dang ky);

- Phiéu phan tich chat lwong ché pham sinh hoc cia co s¢ san xuét, phiéu
phan tich chat lugng ché pham sinh hoc do co quan kiém nghiém thuéc th y
duogc chi dinh tai Viét Nam cap (ban chinh hoic ban sao c6 dong dau xac nhan
cua doanh nghiép dang ky);

- B40 c40 Vé céc so liéu chimg minh do nhay phan tich;

- B40 c40 vé cac sb liéu chimg minh tinh dic hiéu caa san pham;

- Quy trinh san xuat;

- Tiéu chuan chat lugng, phuong phap kiém nghiém ché pham sinh hoc;

- Tai liéu nghién ctiru vé& do 6n dinh, hd so tom tat san xuat ting 16 cua 3
16 lién tiép va de xuat han su dung;

- Béo céo két qua khao nghiém, bao gom noi dung khao nghiém ve do
nhay phan tich, tinh dac hiéu caa san pham;

- Céc tai liéu lién quan bao gdom: xuat xt, lich sir ciia chung vi sinh vat
goc dung dé san xuat ché pham sinh hoc; cac tai liéu lién quan dén ban quyén va
ap dung ching chi san xuat ché pham sinh hoc (néu co);

- Céc thong tin ky thuat khac (néu co).
(5) Pdi vai thude tha y tir duoc liéu, ho so dang ky gom:

- Pon dang ky luu hanh theo mau quy dinh tai Phu luc I ban hanh kem
theo Thong tu s0 13/2016/TT-BNNPTNT;

- Tém tat dic tinh cua san pham theo mau quy dinh tai Phu luc VIII ban
hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT,;

- MAu nh&n san pham, to huéng dan st dung;

- Giay chang nhan GMP, glay chuang nhan luu hanh do co quan nha nuéce
c6 tham quyén cua nudc san xuat cap doi vai thude nhap khau (ban chinh hoac
ban sao c6 doéng dau xac nhan caa doanh nghiép ding ky);

- Quy trinh san xuat;
- Tiéu chuén chat lugng va phuong phap kiém nghiém;
- B40 c40 vé céc so lieu chimg minh d6 an toan va hiéu qua cua san pham;

- Nhitng nghién ctu vé ton du trong tat ca cac loai dong vat duoc chi dinh
dung thuoc @€ xac dinh thoi gian ngung sir dung thuoc;
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- Tai liéu nghién ctru vé do 6n dinh va han str dung cua thudc;

- Tai liéu nghién ctu vé liéu dung va liéu trinh diéu tri ddi vai ting loai
dong vat duoc chi dinh;

- Phiéu phan tich chat lugng san pham cia nha san xuit va phiéu phan
tich chat lwgng san pham cua co quan kiém nghiém thudc tha y duoc chi dinh tai

Viét Nam cép (ban chinh hoic ban sao c6 dong dau xac nhan cua doanh nghiép
dang ky);

- Bancam két khong vi pham cac qui dinh cua luat s hljru tri tué theo
mau quy dinh tai Phu luc VII ban hanh kém theo Thong tu so 13/2016/TT-
BNNPTNT;

- C4c thong tin ky thuat khac (néu co).

~ (6) Boi voi thuoe tha y da co gidy chimg nhan luu hanh tai Viét Nam san
Xuat gia cong, san chia, ho so dang ky gom:

- Pon ding ky san xuat gia cong, san chia theo mau quy dinh tai Phy luc X
ban hanh kém theo Thong tu s6 13/2022/TT-BNNPTNT;

- Tom tat thong tin san pham (tén, thanh phan, dang bao ché, quy céch
dong goi, cong dung, cach dung, han st dung);

- MAau nhan san pham, to huéng dan sir dung (nhin di ding ky, nhin gia
cong, san chia);

- Hop ddng san xuat gia cong, san chia thudc tha y giita co s¢ dat gia
cong, san chia va co s nhan gia cong, san chia (ban chinh hoac ban sao c6 dong
dau xac nhan cua doanh nghiép);

- Quy trinh san xuét cua bén dat gia cdng, san chia;

- Tiéu chuan chat luong va phuong phap kiém nghiém nguyén, phu ligu
ban dau, ban thanh pham va thanh pham cua bén dat gia cong, san chia;

- Phiéu phan tich chat lwong san pham cia co s¢ nhan gia cong, san chia
(ban chinh hoac ban sao c¢6 dong dau xac nhan cua doanh nghiép).

(7) Boi véi thude thi y khdng c gidy ching nhan luu hanh tai Viét Nam
san xuat dé xuat khau, ho so dang ky gom:

- Don déing ky san xuat dé xuat khau theo mau quy dinh tai Phy lyc XI
ban hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT;

- Tém tat dic tinh cua san pham theo mau quy dinh tai Phu luc VIII ban
hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT;

- Mau nhan san pham, to huéng dan st dung;
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-,Giéy chttng nhan GMP cua co s& san xuat (ban chinh hodc ban sao c6
dong dau xac nhan cua doanh nghiép dang ky);

- Quy trinh san xuat;
- Tiéu chuén chat lugng va phuong phap kiém nghiém;

- Phiéu phan tich chat lugng san pham cua co s san xuat, phiéu phan tich
chat luong san pham caa co quan kiém nghiém thudc tha y duoc chi dinh tai
Viét Nam cap (ban chinh hoic ban sao c6 dong dau xac nhan cua doanh nghiép
dang ky);

- Ban cam két thubc san xuat dé xuat khau khéng tiéu thu ¢ Viét Nam;

- Ban cam két khdng vi pham céc quy dinh cua ludt s¢ hitu tri tug theo
mau quy dinh tai Phu lyc XII ban hanh kém theo Thong tu s6 13/2016/TT-
BNNPTNT.

Luu y:

- Ho so ding ky thudc thl y san xuat & nudc ngoai phai duoc viét bang
tiéng Viét hoac tiéng Anh. Truong hop hé so viét bang tiéng Anh, cac thong tin
trong to hudng dan sir dung thudc, tom tat dac tinh san pham bat budc phai viét
bang tiéng Viét.

- H6 so dang ky thude thu y dbi véi hinh thiac nop hd so qua dich vu buu
chinh hoic truc tiép phai dugc soan thao trén kho gidy A4, dong chac chan. Ho
so phai cd trang bia va Muc luc, dugc sap xép theo dung trinh ty ctia Muc luc,
c6 phan céch giita cac phan. Cac phan phan cach phai duoc danh so thir tu dé dé
tham khao; mdi thubc tha y phai c6 ho so dang ky riéng.

* S4 luong ho so: 01 bo
d) Thoi han giai quyét:

- 20 ngay ké tir ngay nhan duoc hd so hop 1& ddi véi hd so dang ky san
Xuat dé xuat khau, san xuat gia cong, san chia;

- 40 ngay ké tir ngay nhan duoc ho so hop 1€ ddi v6i ho so dang ky thude
duoc mien khao nghiém, ché pham sinh hoc dé chan doan;

- 06 thang ké tir ngay nhan dugc ho so hop 18 ddi vai ho so ding ky thudc
mai, vac xin, khang the, thuoc tir duoc liéu.

d) Béi tugng thuc hién tha tuc hanh chinh: Té chirc, ca nhan
¢) Co quan thuc hién tha tuc hanh chinh: Cuc Thay
f) Két qua thuc hién thu tuc hanh chinh:
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- Gidy chung nhan luu hanh thudc thi y theo mau quy dinh tai Phy luc 1X
ban hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT.

Thai han cia Gidy ching nhan: 05 nam;

- Giay ching nhan luu hanh thudc thd y san xuét gia cdng, san chia theo
mau quy dinh tai Phu luc XIII ban hanh kém theo Thong tu s6 13/2016/TT-
BNNPTNT.

Thoi han ctia Gidy ching nhan c6 hiéu lyc bang thoi gian higu lyc cia
Hop dong san xuét gia cdng, san chia thUOc tha y cong vai thoi han st dung cua
san pham va tdi da 1a 05 nam ké tir ngay cap.

- Gidy chimg nhan lvu hanh thudc thi y dé xuat khau theo mau quy dinh
tai Phu luc XIV ban hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT.

Thoi han cia Gidy ching nhan: 05 nim
g) Phi, I¢ pht:

- Phi tham dinh cp s6 dang ky luu hanh cho mét loai thudc thi y, thudc
tha y thay san khi nop ho so dang ky luu hanh:

+ Pang ky mai: 1.350.000 dong/loai thudc;

+ B6 sung, thay d6i ddi véi thude da dang ky (thay d6i thanh phan cong
thuc, dang bao ché, duong dung, liéu dung, chi dinh diéu tri, quy trinh san xuat):
450.000 @ong/lan.

- Phi th:?un dinh va chimg nhan mau dich tu do (FSC), giéy ching nhan
san pham thuoc (CPP), cac giay chung nhan thuoc tha y dé xuat khau: 180.000
dong/1 loai.

h) Mau don, mau to khai hanh chinh:

- Pon déng ky luu hanh theo mau quy dinh tai Phu luc | ban hanh kém
theo Thong tu s0 13/2016/TT-BNNPTNT;

- Bon dang ky luu hanh theo mau quy dinh tai Phu luc Il ban hanh, kém
theo Thong tu s0 13/2016/TT-BNNPTNT;

- Pon dang ky luu hanh theo mau quy dinh tai Phu luc 111 ban hanh kem
theo Thong tu s0 13/2016/TT-BNNPTNT;

- Bancam két khdng vi pham cac quy dinh cua luat s hljru tri tué theo
mau quy dinh tai Phu luc VII ban hanh kém theo Thong tu so 13/2016/TT-
BNNPTNT;

- Tom tat dic tinh cua san pham theo mau quy dinh tai Phu luc VIII ban
hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT;
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- Pon dang ky san xuat gia cong, san chia theo mau quy dinh tai Phy luc X
ban hanh kém theo Thong tu s6 13/2022/TT-BNNPTNT;

- Bon dang ky san Xué\t’ dé xuét khau theo mau quy dinh tai Phu luc XI
ban hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT;

- Bancam két khdng vi pham cac quy dinh cua luat s hitu tri tu¢ theo
mau quy dinh tai Phu luc XII ban hanh kém theo Thong tu so 13/2016/TT-
BNNPTNT.

i) Yéu cau, diéu kién thuc hién tha tuc hanh chinh: Khong
k) Can ctr phap ly cua thu tuc hanh chinh:
- Luat s6 79/2015/QH13 ngay 19/6/2015 cua Quéc hoi:

- Nghi dinh s6 35/2016/ND-CP ngay 15/5/2016 cua Chinh pha quy dinh
chi tiet mot so dieu cua Luat Tha y;

- Thong tu ‘sé 13/2016/TT-BNNPTNT ngay 02/6/2016 cua Bo Nong
Nghiép va PTNT vé quan ly thuoc thu y;

- Thong tu s6 18/2018/TT-BNNPTNT ngay 15/11/2018 stra doi, bo sung,
bai bo mot s6 diéu cua Thong tu s6 13/2016/TT-BNNPTNT ngay 02/6/2016 cua
B Nong Nghiép va PTNT veé quan ly thuoc tha y;

- Thong tu sb }3/2()22/TT-BNNPTNT ngéy 28/9/2022 cua Bo Nong
Nghiép va PTNT stra doi, bo sung cac Thong tu vé quan ly thuoc tha y;

- Thong tu s6 101/2020/TT-BTC ngay 23/11/2020 caa Bo Tai chinh quy
dinh muc thu, ché d6 thu, nop, quan ly phi, 1€ phi trong cong tac tha y.
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PHU LUC |

MAU DON DANG KY LUU HANH THUOC THU Y
(Ban hanh kém theo Théng te s6 13/2016/TT-BNNPTNT ngay 02 thing 6 niam 2016
cua B Nong nghiép va Phét trién ndng thon)

TEN TO CHUC, CANHAN  CONG HOA XA HOI CHU NGHIA VIET NAM
_______ Poc lap - Tw do - Hanh phtc

Sb:........ /DK-CT (Dia danh), ngay .... thang .... nam ....
PON DANG KY LUU HANH THUOC THU Y
Kinh gui: Cuc Thay

Can ctr Thong tu sO 13/2016/TT-BNNPTNT ngay 02/6/2016 cua Bo Nong
nghiép va Phat trién ndng thon quy dinh vé quan ly thuoc tha y;
Cén cr Thong tu sO 18/2018/TT-BNNPTNT ngay 15/11/2018 cua B¢ Nong
nghiép va Phat trién ndng thdn stra doi, bo sung, bai bo mét so diéu Thong tw s6
13/2016/TT-BNNPTNT ngay 02/6/2016 cua B6 Nong nghiép va Phat trién ndng
thon quy dinh vé quan ly thuoc tha y.
TO CHUC, CA NHAN PANG KY LUU HANH:
1= OSSPSR
D )T ¢ 1) ST
S6 dien thoai: ............oooovviviiiiinnnn, SO FaX w.cvvvrrvcierieeiesesieiesinas
EMAIL e
CAC Chi NNANN (NEU CO): .o
CO SO SAN XUAT
1= ST
DA ChLL oo
S6 dien thoai: ........cceeeviiiiiiiiiiiinnn, SO FaX covverreeereierirneineeeseeeenns
EMAIL oo e
Chung t6i ding ky luu hanh san pham thudc tha y sau day:
1. Tén thuong mai:
2. Dang bao ché:
3. Hoat chét, ham lugng hoat chat:
Khi dugc phep Iru hanh, ching toi cam doan chép hanh dting cac quy dinh cua
phap luat Viét Nam veé thuoc thi y va cac dieu luat khac co lién quan.
PAI DIEN TO CHUC, CA NHAN
(Ky, ghi ré ho tén va déng dau)
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PHU LUC II

MAU PON PANG KY LUU HANH VAC XIN, KHANG THE DUNG
TRONG THU Y
(Ban hanh kém theo Théng tw s6 13/2016/TT-BNNPTNT ngady 02 thing 6 nam 2016
cua B Nong nghiép va Phét trién ndng thon)

TENTO CHUC,CANHAN ~ CQONG HOA XA HQI CHU NGHIA VIET NAM
------- Poc lap - Tw do - Hanh phuc

Sb: ... /BK-CT (Dia danh), ngay .... thang .... nam ....

DPON PANG KY LUU HANH VAC XIN, KHANG THE DUNG
TRONG THU Y

Kinh gui: Cuc Thay

Cén cu Thong tu 5O 13/2016/TT-BNNPTNT ngay 02/6/2016 cua Bo
NO6ng nghiép va Phat trién néng thon quy dinh vé quan ly thuoc tha y;

Cin ¢t Thong tu s6 18/2018/TT-BNNPTNT ngay 15/11/2018 cia Bo
N6ng nghiép va Phat trién ndng thon sta d6i, bd sung, bai bé mot sé diéu Théng
tu s6 13/2016/TT-BNNPTNT ngay 02/6/2016 cia Bo Nong nghiép va Phat trién
ndng thon quy dinh vé quan ly thudc thi y.

TO CHUC, CA NHAN PANG KY LUU HANH:

12T ST
DA ChLL oo
S6 dien thoai: ......ocoevveveeiieei, SO FaX oo,
1= U T
CAC Chi NhANN (NEU CO): ...t
CO SO SAN XUAT

11
D ) T- W ) S
So dien thoai: .......o..oeevveiiiii, SO FaX covvvievveeireieeeee e,
BNl e
Chung t6i ddng ky luu hanh san pham vac xin, khang thé sau day:

1. Tén thuong mai:

2. Dang bao ché:

3. Hoat chit, ham luong hoat chét;

Khi duge phép luu hanh, chiung t6i cam doan chép hanh dtng cac quy dinh cua
phap luat Viét Nam veé thuoc tha y va cac dieu luat khac cé lién quan.

PAI DIEN TO CHUC, CA NHAN
(Ky, ghi r ho tén va déng dau)
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PHU LUC 111

MAU PON PANG KY LUU HANH CHE PHAM SINH HOC BE CHAN POAN
(Ban hanh kém theo Théng tw s6 13/2016/TT-BNNPTNT ngay 02 thing 6 nam 2016
cia B Nong nghiép va Phat trién nong thon)

TEN TO CHUC, CANHAN CONG HOA XA HQI CHU NGHIA VIET NAM
------- Poc l1ap - Tw do - Hanh phuc

Sb: ... /BK-CT (Dia danh), ngay .... thang .... nam ....

PON PANG KY LUU HANH CHE PHAM SINH HQC PE CHAN POAN
Kinh gui: Cuc Thay

Cén ct Thong tu s6 13/2016/TT-BNNPTNT ngay 02/6/2016 cua B Nong
nghiép va Phat trién ndng thon quy dinh vé quan ly thuoc tha y;

Can cr Thong tu sé 18/2018/TT-BNNPTNT ngay 15/11/2018 ciia Bo Nong
nghiép va Phét trién ndng thon stra doi, bo sung, bai bo mot sé diéu Thong tu s6
13/2016/TT-BNNPTNT ngay 02/6/2016 ciia Bo Nong nghiép va Phat trién ndng
thon quy dinh vé quan ly thudc thi y.

TO CHUC, CA NHAN PANG KY LUU HANH:

1 S URROUROUSS
DA ChLL oo
S6 dien thoai: ............oooovviviiiiinnnn, SO FaX w.vvvvervrrieieiieeiesee e,
EMaIL oo e
CAC Chi NNANN (NEU CO): ..t
CO SO SAN XUAT

L= PSPPSR
2 ) T- 1o ) S
S6 dign thoai: .....coeeveeeeeeeeeieeeeen, SO FaX covvvrevrrerreneiesieeseeeeeeneens
EMAIL e
Chung t6i ding ky luu hanh ché pham sinh hoc dé chan doan sau day:
............. (tén san pham)............

Khi duoc phép luu hanh, chiing t6i cam doan chép hanh dting cac quy dinh cua
phap luat Viét Nam vé thudc tha y va cac diéu luat khac co lién quan.

PAI DIEN TO CHUC, CA NHAN
(Ky, ghi r ho tén va déng ddu)
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PHU LUC VII

MAU GIAY CAM KET PANG KY LUU HANH
(Ban hanh kém theo Théng tw s6 13/2016/TT-BNNPTNT ngay 02 thdng 6 ndm
2016 cia B Nong nghiép va Phat trién ndng thon)

TEN TO CHUC, CANHAN CONG HOA XA HQI CHU NGHIA VIET NAM
_______ Poc 1ap - Tw do - Hanh phuc

S6: ... /DK-CT (Dia danh), ngay .... thang .... nam ...
GIAY CAM KET

Kinh gtri: Cuc Thuy

Can cu Luat so httu tri tug;

Cén ctr Thong tu sO 13/2016/TT-BNNPTNT ngay 02/6/2016 cua B Nong
nghiép va Phat trién ndng thon quy dinh vé quan ly thuoc tha y;

Can cur Thong tu s6 18/2018/TT-BNNPTNT ngay 15/11/2018 cua Bo Nong
nghiép va Phat trién néng thon stra ddi, bd sung, bai bo mot sé didu Thong tu 0
13/2016/TT-BNNPTNT ngay 02/6/2016 cua Bo Nong nghiép va Phat trién ndng
thon quy dinh vé quan ly thuoc tha y.

TO CHUC, CA NHAN PANG KY LUU HANH:

1 S URROUROUSS
D )T 1 1) LA
S6 dien thogi: ..........ccooeivviiiiiiinnnn, SO FaX w.vvvveevrriciesieessee e,
EMAIL e
CAC Chi NNANN (NEU CO): .ot
CO SO SAN XUAT

L= PSPPSR
DA ChLL oo
S6 dien thoai: ........ceeeeviiiiiiiiiiiinnn, SO FaX covvvrrrrrerrineiereneeseeeeneneens
EMaIL oo e
Chlng tdi cam két khdng vi pham cac quy dinh vé so hitu tri tug doi voi san
pham xin dang ky luu hanh dudi day:

Tén san pham Thanh phan Cong dung

Chding tdi xin hoan toan chiju trach nhiém trugc phap luat Vit Nam va quéc té
néu vi pham vé quyén so hitu tri tué. '
PAI DIEN TO CHUC, CA NHAN
(Ky, ghi r ho tén va déng ddu)
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PHU LUC VIII

MAU TOM TAT DAC TINH CUA SAN PHAM
(Ban hanh kem theo Thong tur so 13/2016/TT-BNNPTNT ngay 02 thang 6 nam
2016 cua Bé Nong nghiép va Phat trien ndng thén)
TOM TAT PAC TINH SAN PHAM
. Tén cua san pham
. Dang bao ché caa san pham
. Buong dung thuée
. Thanh phan, ham luong hoat chét va ta dugc cd trong cong thic caa san pham
. Bic tinh duoc lyc hoc, duge dong hoc cia san pham
. Chi dinh diéu tri

. Liéu luong st dung, cach dung va duong ding

0O N O »n B~ LW N PP

. Nhirng canh bao khi st dung
a) Luu y khi stir dung;
b) Tuong tac véi thudc khac, cac dang tuong tac khéc;

¢) Tac dung khong mong muon khi sir dung theo chi dan va lieu ding da duoc
khuyen céo cua san pham;

d) Tac dung khong mong muon trong truong hop sir dung qua lieu va cach xr ly
(néu co);

d) Thong tin vé viéc st dung san pham cho gia sic mang thai, gia stc cho sita va
gia cam dé trang;

e) Chéng chi dinh.

9. Canh béo cho nguoi sir dung thude dé phong, tri bénh cho dong vat

10. Thoi gian nging st dung thude

11. Nhirng théng tin vé sir dung thubc

a) Han st dung (truéc khi mé san pham lan dau; sau lan dau mé san pham);
b) Biéu kién bao quan san pham:

¢) Tinh chat va dung luong cua bao bi dong goi san pham;

d) Chi dan d4i véi viéc loai bo cac phan cua san pham khong duoc st dung.
12. Tén va dia chi caa nha san xuat.

DAl DIEN TO CHUC, CA NHAN
(Ky, ghi rd ho tén va dong dau)



31
PHU LUC IX

MAU GIAY CHUNG NHAN LUU HANH THUOC THU Y
(Ban hanh kém theo Théng tw sé 13/2016/TT-BNNPTNT ngay 02 théng 6 nim 2016
cua B Nong nghiép va Phét trién ndng thon)

BO NONG NGHIEP CONG HOA XA HOI CHU NGHIA VIET NAM
VA PHAT TRIEN NONG THON SOCIALIST REPUBLIC OF VIETNAM
MINISTRY OF Pgc l1ap - Tw do - Hanh phuc
AGRICULTURE AND RURAL Independence - Freedom - Happiness
DEVELOPMENT mmmeeeccceeeeee
CUCTHUY
DEPARTMENT OF ANIMAL
HEALTH

GIAY CHUNG NHAN LUU HANH THUOC THU Y
MARKETING AUTHORIZATION
S6/ No: ...
Tén san pham /Name of product: ...

Thanh phan hoat chat /Active Ingredients: ...

Cong dung /Indications: ....

Dang bao ché /Dosage form: .........

Quy cach dong goi/Packing Size: .....

Han dung /Shelf-life: ..... thang

Tén co s dang ky luu hanh/ Name of Marketing Authorization Holder:
bia chi/Address:

S6 dién thoai/Tel: S6 Fax/Fax. No:
Tén co s& san xuat /Name of Manufacturer:

bia chi/Address:

S6 dién thoai/Tel: S Fax/Fax. No:

Gidy chang nhan luu hanh nay c6 hiéu luc dén:
This marketing authorisation is valid until

Ha Noi, ngay thang nam
Hanoi Date month vyear
CUC TRUONG
DIRECTOR GENERAL
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PHU LUC X

MAU DON DANG KY LUU HANH THUOC THU Y SAN XUAT GIA
CONG, SAN CHIA
(Ban hanh kém theo Théng twr s6 13/2022/TT-BNNPTNT ngay 28 thang 9 nim 2022
cua B Nong nghiép va Phét trién ndng thon)

TEN CO SO PAT GIACONG, CONG HOA XA HQI CHU NGHIA VIET NAM

SAN CHIA Poc lap - Tw do - Hanh phuc
Sb: ... /BDK-CT (Dia danh), ngay .... thang .... nam ....

PON DANG KY LUU HANH THUOC THU Y SAN XUAT GIA CONG,
SAN CHIA

Kinh gui: Cuc Thay

Cén ct Thong tu 5O 13/2016/TT-BNNPTNT ngay 02/6/2016 cua Bo Nong
nghiép va Phat trién ndng thon quy dinh vé quan ly thuoc tha y;

Cin cir Thong tu sd 18/2018/TT-BNNPTNT ngay 15/11/2018 cua Bo
Nong nghiép va Phat trién nong thon sira doi, bo sung, bai bo mot sé diéu Thong
tu s6 13/2016/TT-BNNPTNT ngay 02/6/2016 cia Bo Nong nghiép va Phat trién
néng thon quy dinh vé quan ly thudc tha y.

CO SO PAT GIA CONG, SAN CHIA:

121 1
DA ChLL oo
S6 dien thoai: ..........ooveiiiieieill SO FaX covvveeeeeeeeeeeeee e,
0=V R
CO SO NHAN GIA CONG, SAN CHIA:

1] SO
2 ) T- 1o ) S
S6 dien thoai: ...........coeeiiuiiiiil YO T G
BNl e

Gidy chang nhan du diéu kién san xuat cua co so san xuat gia cong, san chia

(SOteueenennnnn. ngdy thdng nim cap)
Chung t6i dang ky luu hanh thubc thi y san xuét gia cong, san chia sau dy:
.......... (tén san pham)................,s6 dang ky: ..................
Céc cong doan san xuit gia cong: .........
Khi duoc phép luu hanh, chiing t6i cam doan chip hanh ding cac quy dinh cua
phap luat Viét Nam vé thude thu y va cac diéu luat khac co lién quan.
PAI DIEN CO SO
(Ky, ghi r ho tén va déng ddu)
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PHU LUC XI

MAU PON PANG KY SAN XUAT THUOC THU Y BE XUAT KHAU
(Ban hanh kém theo Thong tw s6 13/2016/TT-BNNPTNT ngay 02 thing 6 nam 2016
cua B Nong nghiép va Phét trién ndng thon)

TEN CO SO SAN XUAT  CONG HOA XA HOI CHU NGHIA VIET NAM
------- Poc l1ap - Tw do - Hanh phuc

S6: ........ /BDK-CT (Dia danh), ngay .... thang .... nam ....

PON PANG KY SAN XUAT THUOC THU Y PE XUAT KHAU
Kinh gui: Cuc Thay

Cén clr Thong tu 5O 13/2016/TT-BNNPTNT ngay 02/6/2016 cua B Nong
nghiép va Phat trién ndng thon quy dinh vé quan ly thuoc tha y;

Can ct Thong tu sb 18/2018/TT-BNNPTNT ngay 15/11/2018 cia B
Nong nghiép va Phat trién nong thon sira doi, bo sung, bai bo mot sé diéu Thong
tu s6 13/2016/TT-BNNPTNT ngay 02/6/2016 cia Bo Nong nghiép va Phat trién
noéng thon quy dinh vé quan ly thudc tha y.

TO CHU'C, CA NHAN PANG KY LUU HANH:
1. et e e e e e ettt e e e e e e e et e e eeeeeeeaee e e et e raeaeaeeet et ——rarereerree

EMaIL oo e
CO SO SAN XUAT

1 SR ORRUROUR
DA ChLL oo
S6 dien thoai: ........cceeeviiiiiiiiiiiinnn, SO FaX covvvrrrrrerrineiereneeseeeeneneens
EMAIl: e
Chung t6i ding ky san xuat thudc tha y dé xuat khau sau day:

Khi duoc phép san xuat, chung t6i cam doan san pham chi dung cho muyc dich
xuat khau.

PAI DIEN CO SO
(Ky, ghi rd ho tén va déng dau)
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PHU LUC XII

MAU GIAY CAM KET SAN XUAT THUOC THU Y PE XUAT KHAU
(Ban hanh kém theo Thong tw sé 13/2016/TT-BNNPTNT ngay 02 théng 6 nim 2016
cua B Nong nghiép va Phét trién ndng thon)

TEN CO SO SAN XUAT  CONG HOA XA HQOI CHU NGHIA VIET NAM
------- Poc l1ap - Tw do - Hanh phuc

SO: ........ /BDK-CT (Dia danh), ngay .... thang .... nam ....

GIAY CAM KET
Kinh gui: Cuc Thay
Can cur Luat s httu tri tué;

Céan Cu Thong tu 5O 13/2016/TT-BNNPTNT ngay 02/6/2016 cua Bo Nong
nghiép va Phat trién ndng thon quy dinh vé quan ly thuoc tha y;

Can cit Thong tu s 18/2018/TT-BNNPTNT ngay 15/11/2018 cua Bo
Nong nghiép va Phat trién nong thon sira doi, bo sung, bai bo mot sé diéu Thong
tu s6 13/2016/TT-BNNPTNT ngay 02/6/2016 cia Bo Nong nghiép va Phat trién
néng thon quy dinh vé quan ly thuéc tha y.

TO CHU'C, CA NHAN PANG KY LUU HANH:

121 1
DA ChLL oo
S6 dien thoai: ..........ooveiiiieieill SO FaX covvveeeeeeeeeeeeee e,
0=V R
CO SO SAN XUAT

121
2 ) T- 1o ) S
S6 dién thoai: ..........coovveeeeiiii..l, YO T G
BNl e
Chung t6i cam két khong vi pham cac quy dinh vé s hitu tri tué dbi véi san
pham xin dang ky san xuat dé xuat khau duoi day:

Tén thuong mai Thanh phan Cong dung

Chuing t6i xin hoan toan chiu trach nhiém truéc phap luat Viét Nam va quéc té
néu vi pham vé quyén so hitu tri tué.
PAI DIEN CO SO
(Ky, ghi r ho tén va déng ddu)
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PHU LUC XIII

MAU GIAY CHUNG NHAN LUU HANH THUOC THU Y SAN XUAT
GIA CONG, SAN CHIA
(Ban hanh kém theo Thong tw sé 13/2016/TT-BNNPTNT ngay 02 théng 6 nim 2016
cua B Nong nghiép va Phét trién ndng thon)

BO NONG NGHIEP CONG HOA XA HQI CHU NGHIA VIET NAM
VA PHAT TRIEN NONG THON SOCIALIST REPUBLIC OF VIETNAM
MINISTRY OF AGRICULTURE Doc lap - Tw do - Hanh phic
AND RURAL DEVELOPMENT Independence - Freedom - Happiness
CUCTHUY
DEPARTMENT OF ANIMAL
HEALTH

GIAY CHUNG NHAN LUU HANH THUOC THU Y
(Thudc san xuat gia cong, san chia)
MARKETING AUTHORIZATION
S6/No: ...
Tén san pham /Name of product: ...

Thanh phan hoat chat /Active Ingredients: ...

Co6ng dung /Indications: ....

Dang bao ché /Dosage form: .........

Quy cach dong goi/Packing Size: .....

Han dung /Shelf-life: ....

Tén co so dang ky luu hanh/ Name of Marketing Authorization Holder:
bia chi/Address:

S6 dién thoai/Tel: S6 Fax/Fax. No:
Tén co s& gia cong, san chia /Name of Manufacturer:
bia chi/Address:

Sé dién thoai/Tel: S6 Fax/Fax. No:

Gidy chirng nhan luu hanh nay c6 hiéu luc dén:
This marketing authorisation is valid until
Ha Noi, ngay thang nam
Hanoi Date month year
CUC TRUONG

DIRECTOR GENERAL
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PHU LUC XIV

MAU GIAY CHUNG NHAN LUU HANH THUOC THU Y BE XUAT KHAU
(Ban hanh kém theo Théng tw s6 13/2016/TT-BNNPTNT ngay 02 thing 6 nim 2016
cia Bé Nong nghiép va Phat trién ndng thdn)

BO NONG NGHIEP CONG HOA XA HQI CHU NGHIA VIET NAM
VA PHAT TRIEN NONG THON SOCIALIST REPUBLIC OF VIETNAM
MINISTRY OF AGRICULTURE AND Pic I4p - T do - Hanh phic
RURAL DEVELOPMENT Independence - Freedom - Happiness
cpctT0Yy T
DEPARTMENT OF ANIMAL
HEALTH

GIAY CHUNG NHAN LUU HANH THUOC THU Y PE XUAT KHAU
MARKETING AUTHORIZATIONFOR EXPORT ONLY
S&/No: ...

Tén san pham /Name of product: ...

Thanh phan hoat chat /Active Ingredients: ...

Dang bao ché /Dosage form: .........

Quy cach dong goi/Packing Size: .....

Tén co sé dang ky luu hanh/ Name of Marketing Authorization Holder:

bia chi/Address:

S dién thoai/Tel: S6 Fax/Fax. No:
Tén co s& san xuat/Name of Manufacturer:

bia chi/Address:

S dién thoai/Tel: S6 Fax/Fax. No:

Gidy chang nhan luu hanh nay c6 hiéu luc dén:

This marketing authorisation is valid until
Ha Noi, ngay thang nam
Hanoi Date month year

CUC TRUONG
DIRECTOR GENERAL
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4. Gia han Giay chieng nhan luu hanh thuéc thay
a) Trinh tu thuc hién:

Budc 1: Trudc thoi han 03 thang tinh dén ngay hét han cua Gidy chiing
nhén luu hanh thudc tha y; t6 chuc, ca nhan ¢é nhu cau gia han nop ho so déng
ky gia han vé Cuc Thuy.

Budc 2: Trong thoi han 20 ngay, ké tir ngay nhan dugc ho so hop 18, Cuc
Thu'y tham dinh h6 so va gia han Giay chiing nhan luu hanh thuoc thdly néu ho so
dat yéu cau; trurong hop khéng gia han phai tra lo1 bang van ban va néu rd ly do.

b) Céch thic thyc hién:

- Truc tuyén;

- Dich vu buu chinh;

- Tryc tiép.

¢) Thanh phan, sé luong ho so:
* Thanh phan hd so:

- Pon gia han Giay chang nhén luu hanh theo mau quy dinh tai Phu luc V
ban hanh kem theo Thong tu s6 13/2016/TT-BNNPTNT,;

- Ban sao Giay ching nhan luu hanh thudc thi y con hiéu luc;

- Giay chiing nhan GMP hoic Gidy ching nhan ISO hodc Gidy chimg
nhan du diéu kién san xuat thudc thi y hoic Gidy chiing nhan da diéu kién nhap
khau thudc thua y; Glay chung nhan luu hanh do co quan nha nudc €O tham
quyén ciia nudc san xuat cap déi véi thude nhap khau (ban chinh hoic ban sao
c6 dong dau xéac nhan cua doanh nghiép dang ky);

- Phiéu phan tich chit lugng san pham cua co s& san xuét hoic cua co
quan kiém nghiém thudc tha y duoc chi dinh tai Viét Nam cap trong thoi han 12
thang tinh dén ngay nop ho so dbi véi duoc pham, hoa chat, ché pham sinh hoc;
phiéu phan tich chat luong san pham cia co sé san Xuat va cia co quan kiém
nghiém thubc th y dugc chi dinh tai Viét Nam cép trong thoi han 12 thang tinh
dén ngay nop ho so déi vai vac xin, khang thé (ban chinh hoic ban sao c6 dong
dau xé&c nhan cua doanh nghiép dang ky);

- Hop ddng san xuét gia cong, san chia thubc tha y gilra bén dat gia cong,
san chia va bén nhan gia cong, san chia d6i véi thubc san xuat gia cong, san chia;

- Bdo c4o theo ddi do 6n dinh san pham & diéu kién bao quan;

- Béo c4o qué trinh luu hanh thudc theo mau quy dinh tai Phy luc VI ban
hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT.
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Luu y:

- Hb so ding ky thudc thl y san xuét & nudc ngoai phai duoc viét bang
tiéng Viét hoic tiéng Anh. Truong hop hd so viét bang tiéng Anh, céc thong tin
trong t& hudng dan sir dung thude, tom tit dic tinh san pham bét buoc phai viét
bang tiéng Viét.

- H6 so dang ky thudc tha y ddi véi hinh thic nop hd so qua dich vu buu
chinh hoic truc tiép phai dugc soan thao trén kho gidy A4, dong chic chan. HO
so phai c6 trang bia va Muc luc, dugc sip xép theo dung trinh tu cua Muc lyc,
c6 phan céch giita cac phan. Cac phan phan cach phai duoc danh sé tht te dé dé
tham khao; mdi thudc tha y phai c6 ho so dang ky riéng.

* S lwong hd so: 01 bd

d) Thoi han giai quyét: 20 ngay ké tir ngay nhan duoc ho so hop 8.
d) Béi tugng thuc hién tha tuc hanh chinh: Té chirc, ca nhan

¢) Co quan thuc hién tha tuc hanh chinh: Cuc Thay

f) Két qua thuc hién tha tuc hanh chinh:

- Giay chang nhan luu hanh thudc thli y theo mau quy dinh tai Phu luc IX
ban hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT; Giay chung nhan xuat
khau thuoc tha y.

Thoi han cua Gidy chting nhan: 05 nim

- Giay ching nhan luu hanh thudc thi y san xuét gia cong, san chia theo
mau quy dinh tai Phu luc XIII ban hanh kém theo Thong tu so 13/2016/TT-
BNNPTNT.

Thoi han caa Giay chang nhan c6 hiéu luc bang thoi gian hiéu luc cua
Hop dong san xuét gia cong, san chia thUOc tha y cong vai thoi han st dung cua
san pham va téi da 1a 05 nam ké tir ngay cap.

- Gidy chung nhan luu hanh thuoce tha y dé xuat khau theo mau quy dinh
tai Phu luc XTIV ban hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT.

Thoi han cia Gidy chung nhan: 05 nam.
g) Phi, I phi:

Phi tham dinh cap s6 déng ky luu hanh cho mot loai thuoc thd y, thudc tha'y
thay san khi nop ho so dang ky Iuu hanh: 675.000 dong/loai thuoc.

h) Mau don, mau t& khai hanh chinh:

- Pon gia han Giay Chlﬁ:r]g nhan luu hanh theo mau quy dinh tai Phu luc V
ban hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT;
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- Béo céo qua trinh luyu hanh thudc theo mau quy dinh tai Phy luc VI ban
hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT.

i) Yéu cau, diéu kién thuc hién tha tuc hanh chinh: Khong
k) Can ct phép ly caa tha tuc hanh chinh:
- Luat s6 79/2015/QH13 ngay 19/6/2015 cua Quéc hoi:

- Nghi dinh s6 35/2016/ND-CP ngay 15/5/2016 cua Chinh phu quy dinh
chi tiet mot so dieu caa Luat Thu y;

- Théng tu ‘sé 13/2016/TT-BNNPTNT ngay 02/6/2016 cua Bo Nong
Nghiép va PTNT vé quan ly thuoc thu y;

- Thong tu s6 18/2018/TT-BNNPTNT ngay 15/11/2018 stra doi, bd sung,
bai bo mot sb diéu cia Thong tw 13/2016/TT-BNNPTNT ngay 02/6/2016 cua
B Nong Nghiép va PTNT ve quan ly thuoc tha y;

- Thong tu s6 13/2022/TT-BNNPTNT ngay 28/9/2022 cua Bo Nong
Nghiép va PTNT stra doi, bo sung cac Thong tu vé quan ly thuoc tha y;

- Thong tu s6 101/2020/TT-BTC ngay 23/11/2020 caa Bo Tai chinh quy
dinh muec thu, che d6 thu, nop, quan ly phi, I¢ phi trong cong tac thu y.
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PHU LUC V

MAU PON GIA HAN GIAY CHUNG NHAN LUU HANH THUOC THU Y
(Ban hanh kém theo Théng tw s6 13/2016/TT-BNNPTNT ngay 02 thing 6 nim 2016
cia Bé Nong nghiép va Phat trién ndng thdn)

TEN TO CHUC, CANHAN  CONG HOA XA HQI CHU NGHIA VIET NAM
------- Poc lap - Tw do - Hanh phuc

Sb:........ /DK-CT (Pia danh), ngay .... thang .... nam ....

PON GIA HAN GIAY CHUNG NHAN LUU HANH THUOC THU Y
Kinh gui: Cuc Thay

Cén ctr Thong tu sO 13/2016/TT-BNNPTNT ngay 02/6/2016 cua B Nong
nghiép va Phat trién ndng thon quy dinh vé quan ly thuoc tha y;

Can ctr Thong tu s6 18/2018/TT-BNNPTNT ngay 15/11/2018 cia Bo Nong
nghiép va Phaét trién ndng thon stra doi, bo sung, bai bo mot sé diéu Thong tu s6
13/2016/TT-BNNPTNT ngay 02/6/2016 cia Bo Nong nghiép va Phat trién ndng
thon quy dinh vé quan ly thudc thi y.

TO CHUC, CA NHAN PANG KY LUU HANH (PAT GIA CONG, SAN
CHIA):

1 SR ORRUROUR
DA ChLL oo
S6 dign thoai: .....ooeeeeeeeeeeieieeeeeen, SO FaX covvvrrrrrerrineiereneeseeeeneneens
EMAIL e
CAC Chi NNANN (NEU CO): ...t
CO SO SAN XUAT (NHAN GIA CONG, SAN CHIA):

L= PSPPSR
2 ) T- 1o ) S
S6 dign thoai: .....ooeeeeeeeeeeieieeeeeen, SO FaX covvvrrrrrerrineiereneeseeeeneneens
EMaIL oo e
Chung t6i dang ky gia han luu hanh cac san pham thudc tha y sau day:

S6 GCN luu hanh, ngay,

TT | Tén san pham S6 dang ky luu hanh théng, nim cAp

PAI DIEN TO CHUC, CA NHAN
(Ky, ghi rd ho tén va déng dau)
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PHU LUC VI

MAU BAO CAO QUA TRINH LUU HANH THUOC THU Y
(Ban hanh kém theo Thong tw sé 13/2016/TT-BNNPTNT ngay 02 théng 6 nim 2016
cua B Nong nghiép va Phét trién ndng thon)

BAO CAO QUA TRINH LUU HANH THUOC THU Y
(T khi dwoc cAp gidy chitng nhan lwu hanh dén khi ding ky gia han)
1. Tén tb chirc, ca nhan ding ky luu hanh:
bia chi:
Sé dién thoai:
S Fax:
2. Tén san pham, s6 dang ky da duoc cap:
3. Dang bao ché cua san pham:
4. Hoat chat, ham luong hoat chét:

5. Luu hanh trén thi truong:

Co Khdng

Vi pham chat luong

Co Khéng

Néu c6 thi ghi r6:
S6 lan sai pham:
Loai vi pham:

6. Vi pham quy ché, quy dinh lién quan dén ding ky luu hanh thudc tha y

Co Khéng

Néu c6 thi ghi r6:
S lan sai pham:
Loai vi pham:

7. Thay d6i trong thoi gian gidy phép luu hanh con hiéu luc
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Co Khéng

Néu c6 thay ddi thi phai giri kém theo ban sao cong vin cho phép

8. Thay doi khi dang ky lai (gidy phép luu hanh gan hét hoac hét hiéu luc)

Co Khéng

Néu c6 thay doi thi phai ghi rd noi dung thay ddi so véi hd so ding ky da duoc
duyét:

Néu khong co thay doi thi phai cam két khdng c6 bat ky su thay doi nao so Véi
hé so dang ky da duoc duyét.

9. Nhiing y kién khéc tir khach hang vé san pham thudc thi y khi luu hanh trén
thi truong:

PAI DIEN TO CHUC, CA NHAN
(Ky, ghi 18 ho tén va déng dau)



43
PHU LUC IX

MAU GIAY CHUNG NHAN LUU HANH THUOC THU Y
(Ban hanh kém theo Thong tw sé 13/2016/TT-BNNPTNT ngay 02 théng 6 nim 2016
cua B Nong nghiép va Phét trién ndng thon)

BO NONG NGHIEP CONG HOA XA HOI CHU NGHIA VIET NAM
VA PHAT TRIEN NONG THON SOCIALIST REPUBLIC OF VIETNAM
MINISTRY OF Pgc l1ap - Tw do - Hanh phuc
AGRICULTURE AND RURAL Independence - Freedom - Happiness
DEVELOPMENT mmmeeeccceeeeee
CUCTHUY
DEPARTMENT OF ANIMAL
HEALTH

GIAY CHUNG NHAN LUU HANH THUOC THU Y
MARKETING AUTHORIZATION
S6/ No: ...
Tén san pham /Name of product: ...

Thanh phan hoat chat /Active Ingredients: ...

Cong dung /Indications: ....

Dang bao ché /Dosage form: .........

Quy cach dong goi/Packing Size: .....

Han dung /Shelf-life: ..... thang

Tén co s dang ky luu hanh/ Name of Marketing Authorization Holder:
bia chi/Address:

S6 dién thoai/Tel: S6 Fax/Fax. No:
Tén co s& san xuat /Name of Manufacturer:

bia chi/Address:

S6 dién thoai/Tel: S Fax/Fax. No:

Gidy chirng nhan luu hanh nay c6 hiéu luc dén:
This marketing authorisation is valid until

Ha Noi, ngay thang nam
Hanoi Date month vyear
CUC TRUONG
DIRECTOR GENERAL
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PHU LUC XIII

MAU GIAY CHUNG NHAN LUU HANH THUOC THU Y SAN XUAT
GIA CONG, SAN CHIA
(Ban hanh kém theo Théng tw sé 13/2016/TT-BNNPTNT ngay 02 théng 6 nim 2016
cua B Nong nghiép va Phét trién ndng thon)

BO NONG NGHIEP CONG HOA XA HQI CHU NGHIA VIET NAM
VA PHAT TRIEN NONG THON SOCIALIST REPUBLIC OF VIETNAM
MINISTRY OF AGRICULTURE Doc lap - Tw do - Hanh phic
AND RURAL DEVELOPMENT Independence - Freedom - Happiness
CUCTHUY
DEPARTMENT OF ANIMAL
HEALTH

GIAY CHUNG NHAN LUU HANH THUOC THU Y
(Thudc san xuat gia cong, san chia)
MARKETING AUTHORIZATION
S6/No: ...
Tén san pham /Name of product: ...

Thanh phan hoat chat /Active Ingredients: ...

Co6ng dung /Indications: ....

Dang bao ché /Dosage form: .........

Quy cach dong goi/Packing Size: .....

Han dung /Shelf-life: ....

Tén co so dang ky luu hanh/ Name of Marketing Authorization Holder:
bia chi/Address:

S6 dién thoai/Tel: S6 Fax/Fax. No:
Tén co s& gia cong, san chia /Name of Manufacturer:
bia chi/Address:

Sé dién thoai/Tel: S6 Fax/Fax. No:

Gidy chirng nhan luu hanh nay c6 hiéu luc dén:
This marketing authorisation is valid until
Ha Noi, ngay thang nam
Hanoi Date month year
CUC TRUONG

DIRECTOR GENERAL
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PHU LUC XIV

MAU GIAY CHUNG NHAN LUU HANH THUOC THU Y BE XUAT KHAU
(Ban hanh kém theo Théng tw s6 13/2016/TT-BNNPTNT ngady 02 thing 6 nam 2016
cia Bé Nong nghiép va Phat trién ndng thdn)

BO NONG NGHIEP CONG HOA XA HQI CHU NGHIA VIET NAM
VA PHAT TRIEN NONG THON SOCIALIST REPUBLIC OF VIETNAM
MINISTRY OF AGRICULTURE AND Pic l4p - T do - Hanh phic
RURAL DEVELOPMENT Independence - Freedom - Happiness
cpctT0Yy T
DEPARTMENT OF ANIMAL
HEALTH

GIAY CHUNG NHAN LUU HANH THUOC THU Y PE XUAT KHAU
MARKETING AUTHORIZATIONFOR EXPORT ONLY
S&/No: ...

Tén san pham /Name of product: ...

Thanh phan hoat chat /Active Ingredients: ...

Dang bao ché /Dosage form: .........

Quy cach dong goi/Packing Size: .....

Tén co sé dang ky luu hanh/ Name of Marketing Authorization Holder:

bia chi/Address:

S dién thoai/Tel: S6 Fax/Fax. No:
Tén co s& san xuat/Name of Manufacturer:

bia chi/Address:

S dién thoai/Tel: S6 Fax/Fax. No:

Gidy chang nhan luu hanh nay c6 hiéu luc dén:

This marketing authorisation is valid until
Ha Noi, ngay thang nam
Hanoi Date month year

CUC TRUONG
DIRECTOR GENERAL
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5. CAp lai Giay ching nhan lwu hanh thudc thi y (trong truwong hop
bi mat, sai sét, hw héng; thay d6i, bé sung tén san pham; tén, dia diém co sé
dang ky; tén, dia diém co' s& san xuat; quy cach dong goi cua san phém;
hinh thirc nhan thuéc; han sir dung va thoi gian ngirng sir dung thuéc;
chéng chi dinh diéu tri; liéu trinh diéu tri; nhitng thay doi nhung khong
anh hwéng dén chat lwong, hiéu qua, dé an toan caa thudc tha y).

a) Trinh tu thyc hién:

Budc 1: T6 chiic, ¢ nhan nop ho so dang ky cap lai Gidy ching nhan luu
hanh thubc tha y cho Cuc Tha'y.

Budc 2: Trong thoi han 15 ngay, ké tir ngay nhan dugc hd so hop 18, Cuc
Thi y tham dinh hd so va cap lai Gidy chitng nhan lwu hanh thudc tha y néu hd so
dat yéu cau; truong hop khong gia han phai tra 10i bang van ban va néu rd ly do.

b) Céach thtrc thuc hién:

- Truc tuyén;

- Dich vu buu chinh;

- Tryc tiép.

¢) Thanh phan, sé luong ho so:

* Thanh phan ho so:

- Pon dé nghj cap lai giay ching nhan luu hanh thudc thd y theo miu quy
dinh tai Phy luc IV ban hanh kém theo Thong tu s 13/2016/TT-BNNPTNT;

- Tai liéu chang minh ndi dung thay d6i;

- Mau nhén cii, méi;

- Gi4y chting nhan Iuu hanh thube thi y da dugc cap (ban chinh hoic ban
sao c6 dong dau xac nhan, caa doanh nghiép dang ky) trir truong hop bi mat.

Luuy:

- Ho so dang ky thudc thi y san xuat ¢ nu6c ngoai phai duoc viét bang
tieng Viét hoac tieng Anh. Truong hop ho so viet bang tieng Anh, cac thong tin
trong to hudng dan st dung thuoc, tom tat dac tinh san pham bat budc phai viet
bang tieng Viét.

- Hb so dang ky thudc tha y d6i véi hinh thirc nop hd so qua dich vy buu
chinh hodc tryc tiep phai duoc soan thao trén kho giay A4, dong chac chan. HO
so phai c0 trang bia va Muc luc, dugc sap xep theo ding trinh ty cua Muc Juc~,
co phan cach gitra cac phan. Cac phan phan cach phai dugc danh so thir ty dé de
tham khao; moi thuoc tha y phai ¢6 ho so dang ky riéng.
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* S§ luong ho so: 01 bo

d) Thoi han giai quyét: 15 ngay ké tir ngay nhan duoc hd so hop 8.

d) Béi tugng thuc hién tha tuc hanh chinh: Té chirc, ca nhan

¢) Co quan thuc hién tha tuc hanh chinh: Cuc Thay

f) Két qua thuc hién thu tuc hanh chinh:

- Gidy chung nhan luu hanh thudc th( y theo mau quy dinh tai Phu luc 1X
ban hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT;

- Giay chirng nhan luu hanh thudc thl y san xuat gia cdng, san chia theo
mau quy dinh tai Phu luc XIII ban hanh kém theo Théng tu s6 13/2016/TT-
BNNPTNT;

- Gidy ching nhan luu hanh thudc tha y dé xuat khau theo mau quy dinh
tai Phu luc XIV ban hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT.

g) Phi, I€ phi: Khdng co

h) Mau don, mau to khai hanh chinh:

Pon dé nghi cap lai gidy chiing nhan luu hanh thudc thi y theo mau quy
dinh tai Phu luc IV ban hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT

i) Y&u cau, diéu kién thuc hién thi tuc hanh chinh: Khéng

k) Can ctr phap ly cua thu tuc hanh chinh:

- Luat s6 79/2015/QH13 ngay 19/6/2015 ctua Quéc hoi:

- Nghi dinh s6 35/2016/ND-CP ngay 15/5/2016 cua Chinh pha quy dinh
chi tiét mot sé diéu cua Luat Tha y;

- Thong tu sb 13/2016/TT-BNNPTNT ngay 02/6/2016 cua Bo Nong
Nghiép va PTNT vé quan ly thuéc thi y;

- Thong tu s6 18/2018/TT-BNNPTNT ngay 15/11/2018 sira d6i, bd sung,
bdi bo mot sé diéu cua Thong tu 13/2016/TT-BNNPTNT ngay 02/6/2016 cua
Bo Nong Nghiép va PTNT vé quan Iy thubc tha y;

- Thong tu s6 13/2022/TT-BNNPTNT ngay 28/9/2022 cua Bo Néng
Nghiép va PTNT sta doi, bd sung cac Thong tu vé quan ly thude tha y;
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PHU LUC IV

MAU BON BE NGHI CAP LAI GIAY CHUNG NHAN LUU HANH THUOC THU' Y
(Ban hanh kém theo Thong tu so 13/2016/TT-BNNPTNT ngay 02 thang 6 nam 2016
cua Bo truong Bo NO6ng nghiép va Phat trien néng thon)

TEN TO CHUC, CANHAN CONG HOA XA HQI CHU NGHIA VIET NAM
——————— Poc l1ap - Tw do - Hanh phuc
SO e, (Dia danh), ngay .... thang .... nam ....

' ~ DONPE NGHI CAP LAl )
GIAY CHUNG NHAN LUU HANH THUOC THU Y

Kinh gui: Cuc Thay

Can ctr Thong tu s6 13/2016/TT-BNNPTNT ngay 02 thang 6 nam 2016 cua Bo
tredng Bo Nong nghiép va Phét trién ndong thon quy dinh vé quan ly thuoc tha y.

TO CHUC, CA NHAN PANG KY LUU HANH:

1] O
D )T 1 1) A
S6 dien thoai: ...........oveiviieeiiil, SO FaX covvieereiieeieeeeeess e,
BN e
CAC Chi NNANN (NEU CO): ...t
CO SO SAN XUAT

121
DA ChLL oo
S6 dien thoai: ......ocovvveveeiieei, SO FaX covvveeeeeeeeeeeeee e,
0=V R
Chung t6i dé nghi cap lai gidy ching nhan luu hanh thude thi y sau day:

Ly do dé nghj cap lai gidy chiang nhan luu

TT | Ténsanpham | S6 PKLH \
hanh

Chiing t6i cam két giir nguyén céc ndi dung khac ding nhu ho so dang ky luu
hanh thuoc tha y.

PAI DIEN TO CHUC, CA NHAN
(Ky, ghi rd ho tén va déng dau)
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PHU LUC IX

MAU GIAY CHUNG NHAN LUU HANH THUOC THU Y
(Ban hanh kém theo Thong tw sé 13/2016/TT-BNNPTNT ngay 02 théng 6 nim 2016
cua B Nong nghiép va Phét trién ndng thon)

BO NONG NGHIEP CONG HOA XA HOI CHU NGHIA VIET NAM
VA PHAT TRIEN NONG THON SOCIALIST REPUBLIC OF VIETNAM
MINISTRY OF Pgc l1ap - Tw do - Hanh phuc
AGRICULTURE AND RURAL Independence - Freedom - Happiness
DEVELOPMENT mmmeeeccceeeeee
CUCTHUY
DEPARTMENT OF ANIMAL
HEALTH

GIAY CHUNG NHAN LUU HANH THUOC THU Y
MARKETING AUTHORIZATION
S6/ No: ...
Tén san pham /Name of product: ...

Thanh phan hoat chat /Active Ingredients: ...

Cong dung /Indications: ....

Dang bao ché /Dosage form: .........

Quy cach dong goi/Packing Size: .....

Han dung /Shelf-life: ..... thang

Tén co s dang ky luu hanh/ Name of Marketing Authorization Holder:
bia chi/Address:

S6 dién thoai/Tel: S6 Fax/Fax. No:
Tén co s& san xuat /Name of Manufacturer:

bia chi/Address:

S6 dién thoai/Tel: S Fax/Fax. No:

Gidy chang nhan luu hanh nay c6 hiéu luc dén:
This marketing authorisation is valid until

Ha Noi, ngay thang nam
Hanoi Date month vyear
CUC TRUONG
DIRECTOR GENERAL
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PHU LUC XIII

MAU GIAY CHUNG NHAN LUU HANH THUOC THU Y SAN XUAT
GIA CONG, SAN CHIA
(Ban hanh kém theo Thong tw sé 13/2016/TT-BNNPTNT ngay 02 théng 6 nim 2016
cua B Nong nghiép va Phét trién ndng thon)

BO NONG NGHIEP CONG HOA XA HQI CHU NGHIA VIET NAM
VA PHAT TRIEN NONG THON SOCIALIST REPUBLIC OF VIETNAM
MINISTRY OF AGRICULTURE Doc lap - Tw do - Hanh phic
AND RURAL DEVELOPMENT Independence - Freedom - Happiness
CUCTHUY
DEPARTMENT OF ANIMAL
HEALTH

GIAY CHUNG NHAN LUU HANH THUOC THU Y
(Thudc san xuat gia cong, san chia)
MARKETING AUTHORIZATION
S6/No: ...
Tén san pham /Name of product: ...

Thanh phan hoat chat /Active Ingredients: ...

Co6ng dung /Indications: ....

Dang bao ché /Dosage form: .........

Quy céch dong goi/Packing Size: .....

Han dung /Shelf-life: ....

Tén co so dang ky luu hanh/ Name of Marketing Authorization Holder:
bia chi/Address:

S6 dién thoai/Tel: S6 Fax/Fax. No:
Tén co s& gia cong, san chia /Name of Manufacturer:
bia chi/Address:

Sé dién thoai/Tel: S6 Fax/Fax. No:

Gidy chirng nhan luu hanh nay c6 hiéu luc dén:
This marketing authorisation is valid until
Ha Noi, ngay thang nam
Hanoi Date month year
CUC TRUONG

DIRECTOR GENERAL
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PHU LUC XIV

MAU GIAY CHUNG NHAN LUU HANH THUOC THU Y BE XUAT KHAU
(Ban hanh kém theo Théng tw s6 13/2016/TT-BNNPTNT ngay 02 thing 6 nim 2016
cia Bé Nong nghiép va Phat trién ndng thdn)

BO NONG NGHIEP CONG HOA XA HQI CHU NGHIA VIET NAM
VA PHAT TRIEN NONG THON SOCIALIST REPUBLIC OF VIETNAM
MINISTRY OF AGRICULTURE AND Pic I4p - T do - Hanh phic
RURAL DEVELOPMENT Independence - Freedom - Happiness
cpctT0Yy T
DEPARTMENT OF ANIMAL
HEALTH

GIAY CHUNG NHAN LUU HANH THUOC THU Y PE XUAT KHAU
MARKETING AUTHORIZATIONFOR EXPORT ONLY
S&/No: ...

Tén san pham /Name of product: ...

Thanh phan hoat chat /Active Ingredients: ...

Dang bao ché /Dosage form: .........

Quy cach dong goi/Packing Size: .....

Tén co sé dang ky luu hanh/ Name of Marketing Authorization Holder:

bia chi/Address:

S dién thoai/Tel: S6 Fax/Fax. No:
Tén co s& san xuat/Name of Manufacturer:

bia chi/Address:

S dién thoai/Tel: S6 Fax/Fax. No:

Gidy chang nhan luu hanh nay c6 hiéu luc dén:

This marketing authorisation is valid until
Ha Néi, ngay thang nam
Hanoi Date month year

CUC TRUONG
DIRECTOR GENERAL
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6. Cap Giay chirng nhan dia diéu kién san xuat thuéc thay
a) Trinh tu thuc hién:

~ Buéc 1: To chirc, c& nhan san xuét thudc thi y nop hd so ding ky cap
Giay chang nhan du dieu kién san xuat thuoc thu y cho Cuc Thay.

Budc 2: Trong thoi han 15 ngay, ké tur ngay nhan dugc hé so hop 18, Cuc
Tha y kiém tra diéu kién cta co s san xuat, néu du diéu kién thi trong thoi han
05 ngay lam viéc, ké tir ngay két thic viéc kiém tra phai cip Giay chiing nhan
du diéu kién san xuat thube tha y; truong hop khong cap phai tra 10i bang vin
ban va néu ro ly do.

Thyc hién kiém tra, danh gia tryc tuyén trong trudng hop do thién tai hoac
phai ap dung quy dinh vé phong chéng dich bénh ‘nguy hlem ma khdng thé thuc
hién kiém tra, danh gia truc tlep tai hién trudong dé cap gidy chung nhéan du diéu
kién budn ban, nhap khau thudc thi y. Viéc danh gia truc tiép tai hién truong s&
duoc thuc hién sau khi cac dia phuong kiém soat duoc thién tai, dich bénh theo
quy dinh; thuc hién thu héi ngay gidy chimg nhan d6i voi truong hop to chuc, ca
nhan vi pham quy dinh phap luat va xtr ly vi pham theo quy dinh cta phap luat

b) Céch thtic thuc hién: Truc tiép.
¢) Thanh phan, sé luong hd so
* Thanh phan ho so:

- Don ding ky cap giay chimg nhan du dieu kién san xuat thudc thd y theo
mau quy dinh tai Phu luc XIX ban hanh kém theo Thong tu so 13/2016/TT-
BNNPTNT,;

- Ban thuyét minh chi tiét vé co so vat chat, ky thuat san xuét thudc thi y
theo mau quy dinh tai Phu luc XXI ban hanh kém theo Thong tu s6 13/2016/TT-
BNNPTNT,;

- Danh muyc céc loai thudc thi y, nguyén liéu san xuat;

- Gidy ching nhan dang ky doanh nghiép (ban chinh hogc ban sao c6
dong dau xac nhan cua doanh nghiép dang ky);

- Chiig chi hanh nghe san xuat thuoc tha y doi véi ngudi tryc tiép quan
ly san xuat (ban chinh hoac ban sao c6 dong dau xac nhan caa doanh nghiép
dang ky).

* S lwong hd so: 01 bd
d) Thoi han giai quyét: 20 ngay ké tir ngay nhan ho so hop 1é
d) Béi twong thuc hién tha tuc hanh chinh: Té chic, ca nhan

¢) Co quan thuc hién tha tuc hanh chinh: Cuc Tha y.
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f) Két qua thuc hién tha tuc hanh chinh:

- Gidy chung nhén du diéu kién san xuat thudc thi y theo quy dinh tai Phu
luc XXV Thong tu s6 13/2016/TT-BNNPTNT.

- Giay chirng nhan ¢4 thoi han 05 nam.
g) Phi: Kiém tra diéu kién san xuat thuéc tha y, thudc thd y thay san.

- Co s¢ méi thanh 1ap c6 1 day chuyén (hoic 1 phan xudng); Hodc co so
dang hoat dong c6 2 day chuyén (hoac 2 phan xuong) tro 1én: 1.025.000
dong/lan.

- Co s& méi thanh 1ap co tur 2 day chuyén (hoic 2 phan xuong) tro 1én:
1.300.000 dong/lan.

- Co so dang hoat dong ¢6 1 day chuyen (hoac 1 phan xuong): 700.000
dong/lan.

h) Mau don, miu t& khai hanh chinh:

- Pon dang ky cap gidy ching nhan du dieu kién san xuat thudc thi y theo
mau quy dinh tai Phu luc XIX ban hanh kém theo Thong tu s6 13/2016/TT-
BNNPTNT.

- Ban thuyét minh chi tiét vé co s¢ vat chat, ky thuat san xuat thuoc thi y
theo mau quy dinh tai Phu luc XXI ban hanh kém theo Thong tu s6 13/2016/TT-
BNNPTNT

i) Y&u cau, diéu kién thuc hién tha tuc hanh chinh:
- C6 Giay chting nhan ding ky doanh nghiép;

- Phai c6 khoang cach an toan véi khu dan cu, cong trinh cong cong, bénh
vién, bénh xa tha y, co s chan doan bénh dong vat, cac nguon gay 6 nhiem khac;

- Phai c6 thiét ké pht hop véi quy md va loai thudc san xuat, tranh sy xam
nhap cua cac loai con trung va dong vat khac; co vi tri ngan cach cac nguon lay
nhieém tr bén ngoai;

- Nén nha khéng ngam nudc, dé vé sinh, khir tring, tiéu doc; tudng tran
duoc lam bang vat liéu bén, chac, dé vé sinh;

- C6 hé théng cip va xir Iy nude, khi bao dam cho san xuat; c6 hé théng
thoat nudc, xir ly nudc, khi tai, chat thai bao dam

- Kho chwra nguyén ligu, phu li¢u thanh pham phai c6 dién tich phd hop
VGi quy mo san xuat va dam bao céac diéu kién: tranh su xam nhap cta con tring
va dong vat khac;

- C6 thiét bi kiém tra chat luong phu hop;
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- Ngudi tryc tiép quan 1y san xuat, kiém nghiém thuéc tha y phai c6
Chang chi hanh nghé tha y vé san xuat, kiém nghiém thuoc tha y;

- Ngudi truc tiép san xuat thude thd y phai dugc tap huan, bdi dudng vé
chuyén mén phu hop;

- C6 kho riéng dé bao quan nguyeén liéu, phu liéu, thudc thanh pham:;
- C6 kho riéng bén ngoai dé bao quan dung méi va nguyén liéu d& chay no;

- Trang thiét bi, dung cu phai duoc b tri, lap dat phi hop véi quy md va
loai thudc san xuét; c6 huéng dan van hanh; c6 ké hoach bao tri bao dudng: c6
quy trinh vé sinh va bao dam dat yéu cau vé sinh, khdng gay nhiém hoic nhiém
chéo gitra c4c san pham.

k) Can ctr phap ly cua thu tuc hanh chinh:
- Luat s6 79/2015/QH13 ngay 19/6/2015 ctua Qudc hoi:

- Nghi dinh s6 35/2016/ND-CP ngay 15/5/2016 cia Chinh Phu quy dinh
chi tiet mot so dieu cua Luat Thu y;

- Nghi dinh s6 123/2018/ND-CP ngay 17/9/2018 cua Chinh Phu sua doi,
bo sung mot so Nghi dinh quy dinh vé diéu kién dau tu, kinh doanh trong linh
vuc nong nghiép;

- Thong tw s 13/2016/TT-BNNPTNT ngdy 02/6/2016 cia Bo Nong
Nghiép va PTNT vé quan ly thuoc tha y;

- Thong tu sb 18/2018/TT-BNNPTNT ngay 15/11/2018 cua Bo Nong
Nghiép va PTNT sira d6i, bo sung, bdi bo mot sé diéu cua Théng tu
13/2016/TT-BNNPTNT ngay 02/6/2016 cuia Bo Nong Nghiép va PTNT vé quan
ly thubc tha y;

- Thong tu sb }3/2()22/TT-BNNPTNT ngéy 28/9/2022 caa Bo Nong
Nghiép va PTNT stra doi, bo sung cac Thong tu vé quan ly thuoc tha y;

- Thong tu s6 101/2020/TT-BTC ngay 23/11/2020 cua Bo Tai chinh quy
dinh muc thu, ché d6 thu, nop, quan ly phi, 1€ phi trong cong tac tha y.
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PHU LUC XIX

MAU DON PANG KY, GIA HAN KIEM TRA PIEU KIEN SAN XUAT
THUOC THU Y
(Ban hanh kém theo Théng tw s6 13/2016/TT-BNNPTNT ngay 02 théng 6 nim 2016
cia Bé truéng B Nong nghiép va Phat trién ndng thon)

CONG HOA XA HOI CHU NGHIA VIET NAM
Pgc l1ap - Tw do - Hanh phuc

DPON PANG KY, GIA HAN KIEM TRA
PIEU KIEN SAN XUAT THUOC THU Y

Kinh gui: Cuc Thay

Cin ctr Thong tu s6 13/2016/TT-BNNPTNT ngay 02 thang 6 nam 2016 cua Bo
trudng Bo Nong nghiép va Phat trién nong thon quy dinh veé quan ly thuoc tha y.

Tén co so:

bia chi co so:

S6 dién thoai: Fax:
Cht co so:

bia chi thuong tra:

Céc loai san pham dang ky san xuat luu hanh:
0 Thube duoc ligu o Ché pham sinh hoc
0 Hoéa chat o Cac loai khac

Pé nghi quy Cuc tién hanh kiém tra cap gidy chiing nhan du diéu kién san xuat
thuoc tha y cho co sé ching toi.

Ho so giri kém (doi véi dding ky kiém tra lan dau):

a) Pon dang ky kiém tra diéu kién san xuat thudc tha y;

b) Ban thuyét minh vé co sd vat chat, ki thuat san xuat thudc thi y;
¢) Danh muc céc loai thudc thi y, nguy@n liéu san xuat;

d) Giay chiing nhan diang ky doanh nghiép (ban chinh hoic ban sao c6 dong dau
xac nhan cua doanh nghiép dang ky);
d) Chung chi hanh nghé san xuat thudc th y (ban chinh hoic ban sao c¢6 dong
dau xac nhan cua doanh nghiép dang ky).
....... , ngay ... thang .... nam .....
Dai dién co so
(ky tén va dong dau néu co)
Ghi cht: (1) Giri co quan quan 1y chuyén nganh tha'y cap tinh néu co sé déing ky kiém tra | co s¢
budn ban thudc thi y; giri Cuc Thl'y néu co s¢ dang ky kiém tra la co sé nhdp khau thugc tha y.
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PHU LUC XXI

MAU BAN THUYET MINH CHI TIET VE CO SO VAT CHAT, KY THUAT
SAN XUAT THUOC THU Y
(Ban hanh kém theo Thong tw sé 13/2016/TT-BNNPTNT ngay 02 théng 6 nim 2016
cua Bé trirong Bé Nong nghiép va Phat trien néng thon)

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc Lap - Tw do - Hanh phac

BAN THUYET MINH CHI TIET VE CO SO VAT CHAT, KY THUAT
SAN XUAT THUOC THU Y

Kinh gui: Cuc Thay
Tén co 5O dANG KY KIGM T ..vvvveieeeeeeceeeee ettt

DA ChLL oo
SO dien thoai: «.vvveee e Fax: ..o, Email: ...
Loai san pham dang ky san xuét:

0 Thude duoc liéu o Ché pham sinh hoc

o Hoa chat o Cac loal khac

Xin giai trinh diéu kién san xuat thudc thl y, cu thé nhu sau:
. bia diém san xuat

. Nha xudng san xuat

. Trang thiét bi, dung cu dung trong san xuat

. Hé thong kho

. Khu vuc xtr ly tiét trung

. Khu vuc can, cap phat nguyén liéu

. Khu vuc pha ché, san chia, bao quan ban thanh pham

. Khu vuc hoan thién san pham

© 00 N O O A W N =~

. Khu vuc vé sinh

10. Hé théng thu gom va xtr Iy nudc thai, chat thai
11. Bao bi

12. Ghi nhan

13. Khtr trung, tiéu doc

14. Nhan sy tham gia san xuat
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15. Vé sinh ca nhan

16. Vé sinh phong ho lao dong

17. Nudc st dung trong co sé

18. Thyc hién quy dinh vé ho so 16

19. Thuc hién quan ly chat luong:

- Phong kiém nghiém

- Cén bo nhan vién phong kiém nghiém

- Trang thiét bi

- Céc quy dinh vé kiém tra nguyén liéu, thanh pham, luu mau va kiém tra mau

., ngay... ... thang .... nam....
Chi co s¢ dang ky kiem tra
(Ky tén, dong dau)
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PHU LUC XXV

MAU GIAY CHUNG NHAN DU PIEU KIEN SAN XUAT THUOC THU Y
(Ban hanh kém theo Thong tw sé 13/2016/TT-BNNPTNT ngay 02 théng 6 nim 2016
cua Bé trirong Bé Nong nghiép va Phat trien néng thon)

BO NONG NGHIEP CONG HOA XA HOQI CHU NGHIA VIET
VA PHAT TRIEN NONG NAM
THON DPoc 1ap - Tw do - Hanh phic
CUCTHUY s

GIAY CHUNG NHAN
PU PIEU KIEN SAN XUAT THUOC THU Y

Sb: ... /GCN-SXT
TEN AOM VII otriiiiiiii et e e e e e r e e e e e e e e s e saabrrrreeeeeeeaenas
D )T 1 1) A
So dien thoai/Tel: ooovoveee e, SO Fax/Fax. NO: ..covveee..

Puoc cdng nhan da diéu kién san xuat thude tha y ddi vai:*)

Giay chung nhan du diéu kién nay c6 hiéu lyc dén: ngay .... thang....ndm....

Ha Noi, ngay .... thang .... nam....
CUC TRUONG

Ghi cha: (*) ghi rd day chuyén san xudt san phdam nhw ddy chuyén san xudt
thuée dueoc lidu, hoa chdt, ché pham sinh hoc, ...
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7. Cap giay chirng nhan dua diéu kién nhap khau thuéc tha y
a) Trinh tu thuc hién:

~ Buéc 1: To chic, ca nhan nhap khau thuoc thi y nop ho so dang ky cap
Giay chang nhan du dieu kién nhap khau thuoc thi y cho Cuc Thay.

Budgc 2: Trong thoi han 10 ngay, ké tir ngay nhan dugc hd so hop 1€, Cuc
Tha y kiém tra diéu kién caa co sé nhap khau thudc tha y, néu da diéu kién thi
trong thai han 03 ngay 1am viéc, ké tir ngay két thic viéc kiém tra phai cap Giay
chting nhan da diéu kién nhap khau thuéc tha y; truong hop khong cip phai tra
161 bang van ban va néu rd Iy do.

Thyc hién kiém tra, danh gia tryc tuyén trong trudng hop do thién tai hoac
phai ap dung quy dinh vé phong chéng dich bénh ‘nguy hlem ma khdng thé thuc
hién Kiém tra, danh gia truc tlep tai hién trudong dé cap gidy chung nhéan du diéu
kién budn ban, nhap khau thudc thi y. Viéc danh gia truc tiép tai hién truong s&
duoc thuc hién sau khi cac dia phuong kiém soat duoc thién tai, dich bénh theo
quy dinh; thuc hién thu héi ngay gidy chimg nhan d6i vai truong hop to chuc, ca
nhan vi pham quy dinh phap luat va xtr ly vi pham theo quy dinh cta phap luat

Trong truong hop co s& san xuat thude tha y di co6 Giay chang nhan thuc
hanh tbt san xuat thuéc (GMP) hoic c6 Giay ching nhan du diéu kién san xuat
thudc thi y do Cuc Tha y cap con hiéu luc khdng phai lam tha tuc cap Giay
chung nhan du diéu kién nhap khau thuéc tha y dbi véi cac dang thudc thi y
dang duoc phép san xuat.

b) Céch thtic thuc hién: Truc tiép
¢) Thanh phan, s6 luong hd so
* Thanh phan hd so:

- Pon ding ky cap, gia han giay ching nhan du diéu kign budn ban, nhap
khau thuoc thl y theo mau quy dinh tai Phy luyc XX ban hanh kém theo Thong tu
s6 13/2016/TT-BNNPTNT;

- Ban thuyét minh chi tiét vé co so vat chat, ky thuat budn ban, nhap khau
thuéc thd y theo mau quy dinh tai Phy luc XXII ban hanh kém theo Thong tu
$013/2016/TT-BNNPTNT;

- Gidy ching nhan ding ky doanh nghiép hogc gidy chiing nhan dang ky
kinh doanh (ban chinh hoac ban sao c6 dong dau xac nhan cta doanh nghiép
dang ky);

- Chiing chi hanh nghé buon ban, nhap khau thudc tha y (ban chinh hozc
ban sao c6 dong dau x&c nhan cua doanh nghiép dang ky).

* S lwong hd so: 01 bd
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d) Thoi han giai quyét: 13 ngay ké tir ngay nhan duoc hd so hop 16
d) Béi twong thuc hién tha tuc hanh chinh: Té chic, ca nhan

e) Co quan thuc hi¢n thu tuc hanh chinh: Cuc Tha'y (B6 Nong nghiép va
Phét trien ndng thén).

f) Két qua thuc hién tha tuc hanh chinh:

- Gidy chung nhan du diéu kién nhap khau thudc thi y theo mau quy dinh
tai Phu luc XXVII Thong tu s6 13/2016/TT-BNNPTNT.

- Giay chirng nhan ¢4 thoi han 05 nam.

g) Phi: Kiém tra diéu kién nhap khau thudc thi y, thudc thd y thiy san:
450.000 dong/lan.

h) Mau don, mau t& khai hanh chinh:

- Don dang ky cép, gia han gidy ching nhan du diéu kién budn ban, nhap
khéu thuoc tha y theo mau quy dinh tai Phu luc XX ban hanh kém theo Thong tu
s0 13/2016/TT-BNNPTNT.

- Ban thuyet minh chi tiét vé co s& vat chat, ky thuat budn ban, nhap khau
thudc thi y theo mau quy dinh tai Phu luc XXII ban hanh kém theo Théng tu s6
13/2016/TT-BNNPTNT

i) Y&u cau, diéu kién thuc hién tha tuc hanh chinh:

- C6 Giay chiing nhan diang ky kinh doanh hodc Gidy chiing nhan dang ky
doanh nghiép;

- Co dia diém, co s& vat chat, k§ thuat phd hop;

_ - Nguoi quan 1y, nguoi truc tiép ban thudc thi y phai ¢6 Chimg chi hanh
ngheé tha y;

- C6 kho du diéu kién bao quan thudc; cé kho riéng dé bao quan nguyén
lieu, phu liéu, thuc thanh pham; c6 kho riéng bén ngoai dé bao quan dung moi
va nguyén lidu d& chay no; Tranh su xam nhap cua cac loai con tring va dong
vat khac; nén, tuong, tran khdng ngdm nudc, dé vé sinh, khir trung, tiéu doc;
tuong tran duoc 1am bang vat liéu bén, chic, d& vé sinh;

- C6 quat théng gid, hé thdng diéu hoa khong khi dé bao dam diéu kién
bao quan ghi trén nhan caa san pham; ¢ nhiét ké, am ké theo di diéu kién bao
quan cua san pham. DI voi co s nhap khau vac xin, ché pham sinh hoc phai c6
kho riéng bao quan, c6 may phat di¢n dy phong, c6 trang thiét bi, phuong tién
van chuyen bao dam diéu kién bao quan ghi trén nhan san pham trong qua trinh
van chuyén, phan phéi;
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- Co du quay, ta, gia ké dé chira, dung va trung bay san pham phai dam
bao chic Chan de V¢ sinh va tranh duoc nhiing tac dong bat loi cua anh séang,
nhiét do, d6 am, nam méc, dong vat gim nham va con tring gay hai:

C6 trang thiét bi dé bao dam diéu kién bao quan ghi trén nhan cua san
pham; c6 nhiét ké, am ké theo ddi diéu kién bao quan san pham. Déi véi co so
budn bén vac xin, ché pham sinh hoc phai ¢ tu lanh, ta méat hogc kho lanh; c6
nhiét ké dé kiém tra diéu kién bao quan; c6 may phat dién du phong, vét dung,
phuong tién van chuyén phan phdi vic xin bao dam diéu kién bao quan ghi trén
nhan san pham:

- C6 gidy ching nhan luu hanh thudc thi y tai Viét Nam hodc gidy phép
nhap khau thuoc thu y theo quy dinh;

- C6 hd so kiém soat chit lwong va theo ddi xuat, nhap ddi véi ting loai
thudc.

k) Can cu phap ly cua tha tuc hanh chinh:
- Luat s6 79/2015/QH13 ngay 19/6/2015 ctua Quéc hoi:

- Nghi dinh s6 35/2016/ND-CP ngay 15/5/2016 cua Chinh pha quy dinh
chi tiet mot so dieu caa Luat Thu y;

- Nghi dinh s6 123/2018/ND-CP ngay 17/9/2018 cua Chinh phu sira doi,
bo sung mot so Nghi dinh quy dinh vé diéu kién dau tu, kinh doanh trong linh
vuc néng nghiép;

- Thong tu ‘sé 13/2016/TT-BNNPTNT ngay 02/6/2016 cua Bo Nong
Nghiép va PTNT vé quan ly thuoc thu y;

_ Théng tu s& 18/2018/TT-BNNPTNT ngay 15/11/2018 cua Bo Nong
Nghiép va PTNT vé saa doi bo sung, bdi bo mot sé diéu cua Thong tu sd
13/2016/TT-BNNPTNT ngay 02/6/2016 ciia B Nong Nghiép va PTNT vé quan
ly thudc thi y.

- Thong tu s6 13/2022/TT-BNNPTNT ngay 28/9/2022 cua Bo Nong
Nghiép va PTNT stra doi, bo sung cac Thong tu vé quan ly thuoc tha y;

- Thong tu s6 101/2020/TT-BTC ngay 23/11/2020 caa Bo Tai chinh quy
dinh maec thu, che d6 thu, nop, quan ly phi, I¢ phi trong cong tac thu y.
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PHU LUC XX

MAU BON BANG KY CAP, GIA HAN GIAY CHUNG NHAN pU DPIEU
KIEN BUON BAN, NHAP KHAU THUOC THU Y
(Ban hanh kém theo Théong tw s6 13/2016/TT-BNNPINT ngay 02 thing 6 nam 2016
cua B Nong nghiép va Phét trién ndng thon)

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phuc

PON PANG KY CAP, GIA HAN GIAY CHUNG NHAN PU PIEU KIEN
BUON BAN, NHAP KHAU THUOC THU Y
Kinh gtri: ©

Cén ctr Thong tu 5O 13/2016/TT-BNNPTNT ngay 02/6/2016 cua Bo Nong
nghiép va Phat trién ndng thon quy dinh vé quan ly thuoc tha y;

Cin ct Thong tu sb 18/2018/TT-BNNPTNT ngay 15/11/2018 cia Bo
N6ng nghiép va Phat trién ndng thon sta d6i, bd sung, bai bé mot sé diéu Théng
tu s6 13/2016/TT-BNNPTNT ngay 02/6/2016 cia Bo Nong nghiép va Phat trién
néng thon quy dinh vé quan ly thudc tha y.

Tén co so:

bia chi co so:

S6 dién thoai: Fax:

Chu co so:

bia chi thuong tra:

Cac loai san pham kinh doanh:

o Thudce dugc pham o Vic xin, ché pham sinh hoc
o Hoa chat 0 Céc loai khac

Pé nghi quy don vi tién hanh kiém tra cip giay chiing nhan dua diéu kién budn
ban, nhap khau thuoc thu y cho co s& chlng toi.

Ho so giri Kém (doi Vi dding ky kiém tra lan dau):
a) Pon ding ky kiém tra diéu kién budn ban, nhap khau thuéc thi y;

b) Ban thuyét minh vé co sd vat chét, k§ thuat bubn ban, nhap khau thubc tha y;
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¢) Gidy chiing nhan dang ky doanh nghiép hogc giay ching nhan ding ky kinh
doanh (ban chinh hoac ban sao c6 dong dau x&c nhan cua doanh nghiép dang
ky);

d) Chung chi hanh nghé budn ban, nhap khau thudc thi'y (ban chinh hogc ban
sao c¢6 dong dau xac nhan cua doanh nghiép dang ky).

....... , ngay ... thang .... nam .....
Pai dién co sé
(ky tén va déng ddu néu co)

Ghi chi: (1) Giri co quan quan 1y chuyén nganh tha y cdp tinh néu co so dang ky kiém tra 1a co s¢
budn ban thudc thi y; giri Cuc Tha'y néu co s¢ dang ky kiém tra la co sé nhdp khau thugc tha y.
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PHU LUC XXII

MAU BAN THUYET MINH CHI TIET VE CO SO VAT CHAT, KY THUAT
BUON BAN, NHAP KHAU THUOC THU Y

(Ban hanh kém theo Thong tw sé 13/2016/TT-BNNPTNT ngay 02 théng 6 nim 2016
cua B Nong nghiép va Phét trién ndng thon)

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc Lap - Tw do - Hanh phac

BAN THUYET MINH CHI TIET VE CO SO VAT CHAT, KY THUAT
BUON BAN, NHAP KHAU THUOC THU Y

Kinhgiri: @ ...

Tén co 8O NG KY KIBM TrA: ..oveeeieeee et
DA ChLL oo
S6 dién thoai: ..eeveceveeeee... Fax: ...l Email: ...oovoiiiiiiiiieeee,
Loai hinh dang ky Kinh doanh: ...
Xin giai trinh diéu kién budn ban, nhap khau thuéc thi y, cu thé nhu sau:

1. Co s& vat chat: (m6 ta két ciu, dién tich quy md co s, cac khu vuc trung
bay/bay ban)

2. Trang thiét bi: (néu day du tén, s6 luong thiét bi phuc vu bao quan thudc tha'y
nhu td, quay, k&, am ke, nhiét ke, ta lanh,.....)

3. Ho s0 s6 sach: (GCN dang ky kinh doanh, chung chi hanh nghé, s6 sach theo
déi mua ban hang,...)

4. Danh muc cac mat hang kinh doanh tai co s&

....ongay ....thang ....nam .....
Chu co sé dang ky kiem tra
(Ky tén, dong dau néu co)

Ghi chi: (1) Giri Cuc Tha'y néu co sé ding ky kiém tra la co sé nhdp khau thusc tha y; giri co quan
quan 1y chuyén nganh tha'y cap tinh, néu co sé dang ky kiém tra la co sé budn béan thuéc tha y.
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) ) Phu luc XXVII
MAU GIAY CHUNG NHAN PU PIEU KIEN NHAP KHAU THUOC THU Y
(Ban hanh kém theo Théng tw so 13/2016/TT-BNNPTNT ngdy 02 thang 6 nam 2016
Ciia BJ trieong B Nong nghiép va Phdt trién néng thén)

~ BONONG NGHIEP CONG HOA XA HQI CHU NGHIA VIET NAM
VA PHAT TRIEN NONG THON Pjc 1ap - Tw do - Hanh phic
CUCTHUY

~ GIAY CHUNG NHAN
DU PIEU KIEN NHAP KHAU THUOC THU Y

SO:........ /GCN-KDT
) 4 BT 2] P
DI CNI: o,
S dién thoai/Tel: ...ooovveeiieiiiieiin, SO Fax/Fax . NO:.....uoeeseeeeen,
Gl CO SO et
Dia chi thuong tril: ... ..o

Puoc cng nhan du diéu kién nhap khau thude tha y dbi véi: O

Gidy chtrng nhan du diéu kién nay cé hiéu luyc dén: ngay....... thang.....nam.....
.......... ngay ....thang .... nam ....

CUC TRUONG

Ghi cha: (*) ghi rd logi san phdm dwoc phép nhdp khdu nhw vdc xin, digc
pham, hoa chdt, ...
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8. Cap Giay chirng nhan thuc hanh tét san xuat thuéc tha y (GMP)
ddi véi co sé san xuat thudc th( y dang dwoc pham, vic xin
a) Trinh tu thuc hién:

Budc 1: To chuc, ca nhan giri 01 bo hd so dang ky cap Gidy chitng nhan
GMP t6i Cuc Thu y theo mét trong cac hinh thuc: truc tuyén hoic qua dich vu
buu chinh hoic truc tiép.

Budc 2: Trong thoi han 10 ngay ké tir ngay tlep nhan hd so ding ky, Cuc
Tha y tham dinh hd so, yéu cau sira ddi, bd sung néu hd so khong dat

Budc 3: Trong thoi han 30 ngay !(é ter ngay nhén du hd so hop 1, Cuc
Thi y ra quyet dinh thanh 13p Doan ki€ém tra GMP, dong thoi thdng bao lich
Kiém tra cho co so va tien hanh kiém tra

Budc 4: Trong thoi han 10 ngdy ke tr ngay két thic kiém tra, néu co so
dat yéu cau Cuc Tha 'y cap Giay ching nhan GMP, néu co s¢ khong dat yéu cau
phai tra 161 bang van ban va néu rd 1y do khong dat.

b) Céch thic thyc hién:

- Tryc tuyén;

- Qua dich vu buu chinh;

- Tryc tiép.

¢) Thanh phan, sé luong ho so:
* Thanh phan ho so:

- Ban chinh Pon ding ky kiém tra GMP theo phu luc XXVl Thong tu sd
13/2022/TT-BNNPTNT;

- Ban chinh So dd t6 chirc va nhan su cia co sé;

- Ban chinh Chuong trinh, tai liéu dao tao, danh gia két qua dao tao GMP
tai co so;

- Ban chinh Danh muc thiét bi san xuat, bao quan va thiét bi kiém tra chat
lwong;

- Ban chinh Danh muc cac quy trinh thao tac chuan;
- Ban chinh Danh muc cac mit hang dang san xuat hoac du kién san xuat;

- Ban chinh hozc ban sao c6 chung thuc hoic ban sao c¢6 dong dau xéac
nhan cta doanh nghiép Bao cao danh gia tac dong moi truong dugc co quan
quan 1y nha nudc vé moi truong phé duyét;

- Ban chinh Bién ban ty thanh tra GMP;
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Ho so dang ky kiém tra GMP phai c6 trang bia va muc luc, duoc sap xép
theo dung trinh tu ctia muc luc, ¢6 phan cach gitra cac phan.

d) Thoi han giai quyét:

- Thqém dinh h(k), s0, yéu c‘ﬁu stra doi, b6 sung néu hd so khong dat yéu cau:
10 ngay ke tur ngay tieép nhan ho so dang ky;

- Cap giay chung nhan: 40 ngay ké tir ngay nhan da hé so hop Ié.
d) Béi tugng thuc hién tha tuc hanh chinh:

- T6 chuc;

- Ca nhan.

¢) Co quan thuc hién tha tuc hanh chinh: Cuc Tha y

f) Két qua thuc hién tha tuc hanh chinh:

- Giay ching nhan GMP theo quy dinh tai Phy luyc XXX Théng tu sd
13/2016/TT-BNNPTNT.

- Giay chitng nhan GMP ¢4 gi4 tri trong thoi han 05 nam
g) Phi, 1€ phi:

- Phi tham dinh tiéu chuan va diéu kién san xuat thuoc thd'y, thudc thi y
thuy san (co so dang ky GMP): 18.000.000 dong.

h) Mau don, mau to khai hanh chinh:

Pon ding ky kiém tra GMP theo phu luc XXVIII Théng tu sb
13/2022/TT-BNNPTNT.

i) Y&u cau, diéu kién thuc hién tha tuc hanh chinh:

(1) bia diém: Phai c¢6 khoang cach an toan véi khu dan cu, cong trinh
cbng cong, bénh vién, bénh xa thu y, co s¢ chan doan bénh dong vat, cac nguon
gay 6 nhiem khac;

(2) Nha xuong:

- Phai c6 thiét ké pht hop véi quy md va loai thudc san xuat, tranh sy xam
nhap cua cac loai con trung va dong vat khac; cé vi tri ngan cach cac nguon lay
nhiém tir bén ngoai;

- Nén nha khéng ngam nudc, dé vé sinh, khir tring, tiéu doc; tudng tran
duoc lam bang vat liéu bén, chac, dé vé sinh;

- C6 hé théng cap va xir Iy nuée, khi bao dam cho san xuat; c6 hé théng
thoat nudc, xtr Iy nudce, khi tai, chat thai bao dam
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(3) Kho chura dyng nguyén ligu, phu liéu, thudc thanh pham c6 dién tich
phu hop véi quy moé san xuat va bao dam cac diéu kién sau day:

- C6 kho riéng dé bao quan nguyén liéu, phu liéu, thuc thanh pham:;

- C6 kho riéng bén ngoai dé bao quan dung méi va nguyén liéu dé chay
no; Tranh sy Xxam nhap cua cac loai con trung va dong vat khéc;

- Nén, tuong, tran khdng ngdm nuéc, dé vé sinh, khir triung, tiéu doc;
tuong tran duoc lam bang vat liéu bén, chac, dé vé sinh;

- C6 gi4, ké dé nguyén ligu, phu ligu, bao bi, thudc thanh pham; co thiét
bi, phuong tién d¢ bao dam Diéu kién bao quan.

(4) Trang thiét bi, dung cu phai dugc bb tri, lap dat phu hop vai quy md
va loai thudc san xuat; c6 huéng dan van hanh; ¢ ké hoach bao tri bao dudng:
c6 quy trinh vé sinh va bao dam dat yéu cau vé sinh, khong gay nhiém hoac
nhi&m chéo gitra cac san pham.

(5) Kiém tra chat lugng thudc tha y:

- Khu vyc kiém tra chét luong phai tach biét voi khu vyc san xuat; duoc
bo tri phu hgp dé tranh nhiém chéo; cac khu vuc tien hanh phép thir sinh hoc, vi
sinh;

- Mau, chét chuan phai dugc bao quan tai khu vuc riéng, bao dam diéu
Kién bao quan;
- Phai c6 du trang thiét bi phi hop.

(6) Nguoi tryc tiep quan ly san xuat, kiém nghiém thudc thi y phai c6
Chirng chi hanh nghé thu y vé san xuat, kiém nghiém thuoc tha y.

(7) Nguoi truc tiép san xuat thudc thd y phai duoc tap huan, bdi dudng vé
chuyén mén phu hop.

k) Can cu phap ly cua tha tuc hanh chinh:
- Luat s6 79/2015/QH13 ngay 19 thang 6 nim 2015 caa Qudc hoi;

- Nghi dinh s6 35/2016/ND-CP ngay 15/5/2016 cua Chinh pha quy dinh
chi tiet mot so Biéu caa Luat Tha y;

- Nghi dinh s6 123/2018/ND-CP ngay 17/9/2018 cia Chinh phu sua doi,
bo sung mot so6 Nghi dinh quy dinh vé diéu kién dau tu, kinh doanh trong linh
vuc ndng nghiép;

- Nghi dinh s6 80/2022/ND-CP ngay 13/10/2022 cia Chinh phu sira doi,
bo sung mot so dieu Nghi dinh s6 35/2016/ND-CP ngay 15/5/2016 cua
Chinh phu quy dinh chi tiét mot so Piéu caa Luat Tha y;
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- Théng tu s6 13/2016/TT-BNNPTNT ngay 02/6/2016 cua Bo Nong
Nghiép va PTNT vé quan ly thuoc thu y;

- Thong tu s6 18/2018/TT-BNNPTNT ngay 15/11/2018 stra doi, bd sung,
bai bo mot sb diéu cta Thong tw 13/2016/TT-BNNPTNT ngay 02/6/2016 cua
Bo Nong Nghiép va PTNT ve quan ly thuoc tha y;

- Thong tu sb 13/2022/TT-BNNPTNT ngay 28/9/2022 cua Bo Nong
Nghiép va PTNT stra doi, b6 sung cac Thong tu vé quan ly thuoc tha y;

- Thong tu s6 101/2020/TT-BTC ngay 23/11/2020 cua Bo Tai chinh quy
dinh maec thu, ché d6 thu, nop, quan ly phi, I€ phi trong cong tac thu y.
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PHU LUC XXVIII

MAU PON PANG KY, GIA HAN PANG KY KIEM TRA GMP
(Ban hdanh kém theo Théng tw sé 13/2022/TT-BNNPTNT ngay 28/9/2022 ciia Bg
trieong Bé Nong nghiép va Phat trién ndng thon)

TEN TO CHUC CONG HOA XA HQI CHU NGHIA VIET NAM
_______ Poc lap - Tw do - Hanh phuc

S6: ... /DK-CT (Pia danh), ngay ...... thang ...... nam ...
PON PANG KY, GIA HAN PANG KY KIEM TRA GMP

Kinh gtri: Cuc Tha y

Can ctr Thong tu §6 13/2016/TT-BNNPTNT ngay 02 thang 6 nam 2016 cua Bo Nong
nghiép va Phat trien ndng thon quy dinh vé quan ly thuoc thi'y

Can clr Thong tu s6 18/2018/TT-BNNPTNT ngay 15 thang 11 ndm 2018 cua B9 N@ng
nghiép va Phat trién ndng thon stra doi, bo sung, bai bé mot so dieu cua Thong tu s6
13/2016/TT-BNNPTNT ngay 02 thang 6 nam 2016 cua B Nong nghi¢p va Phat trién
nong thon quy dinh vé quan ly thuoc thu y

1. Tén co s0:

2. bia chi nha may:

3. Giay chung nhan dang ky doanh nghiép:

4. Chirng chi hanh nghé tha y:

a) Ctia nguoi phu trach ki thuat: sé....... ngay.... thang.... nim .... cap
b) Cua nguoi phu trach phong kiém nghiém thudc tha y: sb........ ngay....
thang.....nam....cap

5. bién thoai: Fax: E.mail:

bé nghi Cyc Thi y tién hanh kiém tra, tai kiém tra cp gidy ching nhan thyuc hanh t6t
san xuat thu{)c theo GMP-WHO (ASEAN) cho co sé chiing toi dbi voi cac day chuyén
san xuat thuoc thu y sau:
- Thuéc dung dich udng
- Thudc bot tiém, dung dich tiém, hdn dich tiém. ..
(Ghi rd: non-beta lactam hogc beta-lactam)
Ho so giri kém gom:

PAI DIEN TO CHUC
(Ky, ghi rd ho, tén va déng daul chir ky
s6 néu co)
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PHU LUC XXX

MAU GIAY CHUNG NHAN GMP
(Ban hanh kém theo Théng twe s6 1312016/ TT-BNNPTNT ngay 02 thing 6 nam 2016
ciia B Nong nghiép va Phét trién nong thon)
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9. Gia han Gidy chirng nhén thuc hanh tot san xuat thudc thi y (GMP)
a) Trinh tu thuc hién:

Buge 1: Trude 03 thang tinh dén ngay hét han cua Gidy chang nhan
GMP; t6 chiic, ca nhan c6 nhu cau tiép tuc san xuat thudc thi y ndp don dang ky
gia han Gidy chang nhan t6i Cuc Thu y theo mét trong cac hinh thuc: truc tuyén
hoac qua dich vu buu chinh hoac truc tiép.

Budc 2: Trong thoi han 10 ngay ké tir ngay tlep nhan hd so ding ky, Cuc
Thi y tham dinh hd so, yéu cau sira ddi, bd sung néu ho so khong dat

Bugc 3: Trong thdi han 30 ngay ké tir ngdy nhan da hd so hop 1€, Cuc
Tha y ra quyét dinh thanh 1ap Poan kiém tra GMP, dong thoi théng béo lich
Kiém tra cho co s& va tién hanh kiém tra

Budc 4: Trong thoi han 10 ngdy ke tr ngay két thic kiém tra, néu co so
dat yéu cau Cuc Tha 'y cap Giay ching nhan GMP, néu co sé khong dat yéu cau
phai tra 161 bang van ban va néu rd 1y do khong dat.

b) Céach thtrc thuc hién:

- Truc tuyén;

- Qua dich vu buu chinh;

- Tryc tiép.

¢) Thanh phan, s6 lugng ho so:

* Thanh phan ho so gom céac ban chinh tai liéu sau:

- Pon ding ky tai kiém tra GMP theo phu luc XXVIII Thong tu sd
13/2022/TT-BNNPTNT;

- B4o céo hoat dong, nhimg thay di ciia co so trong 05 nam trién khai GMP;
mo ta thong tin co s& da co bién phap bao vé méi truong theo quy dinh cua
phap luat;

- B4o céo khic phuc céc ton tai trong kiém tra lan truéec;
- B4o céo vé huan luyén, dao tao cua co sd;

- Danh muc thiét bj hién c6 cua co so;

- Danh muc c&c mat hang dang san xuét;

- Danh muc céc quy trinh thao tac chuan;

- Bién ban tu thanh tra va danh gia cua co s¢ trong dot tu thanh tra gan
nhat (trong vong 03 thang) veé trien khai GMP.
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* S§ luong ho so: 01 bo
d) Thoi han giai quyét:

- Tham dinh hd 50, yéu cﬁu‘ stra doi, b6 sung néu hd so khéng dat yéu
cau:10 ngay ké tir ngay tiep nhan ho so dang ky;

- Cap giay chung nhan: 40 ngay ké tir ngay nhan da hé so hop Ié.
d) DBéi tugng thuc hién tha tuc hanh chinh: Té chirc, ca nhan

¢) Co quan thyc hién thu tuc hanh chinh: Cuc Thi'y (Bo Nong nghi¢p va
Phét trien ndng thén).

f) Két qua thuc hién thu tuc hanh chinh:

- Giéy chung nhan GMP theo quy dinh tai Phu luc XXX Thong tu s6
13/2016/TT-BNNPTNT.

Gidy chirng nhan GMP ¢4 gi4 tri trong thoi han 05 nim

@) Phi, I¢ phi: Phi tham dinh tiéu chuan va dieu kién san xuat thudc tha y,
thuoc tha y thay san (co s dang ky GMP): 18.000.000 dong.

h) Mau don, mau to khai hanh chinh:

Pon ding ky tai kiém tra GMP theo phu luc XXVIII Thong tu sb
13/2022/TT-BNNPTNT.

i) Y&u cau, diéu kién thyc hién tha tuc hanh chinh:
(1) Dia diém:

- Phai c6 khoang cach an toan véi khu dan cu, cong trinh cong cong, bénh
vién, bénh xa tha y, co s& chan doan bénh dong vat, cac nguon gay 6 nhiem
khéc;

(2) Nha xudéng:

- Phai c6 thiét ké pht hop véi quy md va loai thudc san xuat, tranh sy xam
nhap cua cac loai con trung va dong vat khac; co vi tri ngan cach cac nguon lay
nhieém tr bén ngoai;

- Nén nha khéng ngam nudc, dé vé sinh, khir trung, tiéu doc; tudng tran
duoc lam bang vat liéu bén, chac, dé vé sinh;

- C6 hé théng cip va xir Iy nudée, khi bao dam cho san xuat; c6 hé théng
thoat nudc, xir Iy nudc, khi tai, chat thai bao dam

(3) Kho chura dung nguyen liéu, phu liéu, thudc thanh pham c6 dién tich
phU hop véi quy mo san xuat va bao dam cac diéu kién sau day:
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- C6 kho riéng dé bao quan nguyeén liéu, phu liéu, thuc thanh pham;

- C6 kho riéng bén ngoai dé bao quan dung mdi va nguyén liéu d& chéay né;
tranh sy xam nhap cua cac loai con trung va dong vat khéac;

- Nén, tuong, tran khdng ngidm nuéc, dé vé sinh, khir tring, tiéu doc;
tuong tran duoc lam bang vat liéu bén, chac, dé vé sinh;

- C6 gia, ké dé nguyeén ligu, phu ligu, bao bi, thudc thanh pham; cd thiét
bi, phuong tién d¢ bao dam Diéu kién bao quan.

(4) Trang thlet bi, dung cu phai duoc bd tri, Iap dat phu hop véi quy mo
va loai thudc san xuét; c6 hudng dan van hanh; c6 ké hoach bao tri bao dudng;
c6 quy trinh vé sinh va bao dam dat yéu cau vé sinh, khong gay nhiém hoac
nhi&m chéo gitra cac san pham.

(5) Kiém tra chat lugng thudc tha y:

- Khu vyc kiém tra chét luong phai tach biét voi khu vyc san xuat; duoc
bo tri phu hgp dé tranh nhiem chéo; cac khu vuc tien hanh phép thir sinh hoc, vi
sinh;

- Mau, chat chuan phai duoc bao quan tai khu vuc riéng, bao dam Piéu
Kién bao quan;
- Phai c6 du trang thiét bi phi hop.

(6) Nguoi tryc tiep quan ly san xuat, kiém nghiém thudc thi y phai c6
Chutng chi hanh nghé thd y vé san xuat, kiem nghiém thuoc tha y.

(7) Nguoi truc tiép san xuat thudc thd y phai duoc tap huan, bdi dudng vé
chuyén mén phu hop.

k) Can ctr phap ly cua thu tuc hanh chinh:
- Luat s6 79/2015/QH13 ngay 19 thang 6 nam 2015 cua Québc hi;

- Nghi dinh s6 35/2016/ND-CP ngay 15/5/2016 cua Chinh pha quy dinh
chi tiet mot so bBiéu cua Luat Tha y;

- Nghi dinh s6 123/2018/ND-CP ngay 17/9/2018 cua Chinh phu sira doi,
bo sung mot so6 Nghi dinh quy dinh vé diéu kién dau tu, kinh doanh trong linh
vuc ndng nghiép;

- Nghi dinh s6 80/2022/ND-CP ngay 13/10/20 cua Chinh phu sira doi, bo
sung mot so dieu Nghi dinh s6 35/2016/ND-CP ngay 15/5/2016 cua Chinh phu
quy dinh chi tiet mot so Bieu cua Luat Tha vy,

- Thong tu ‘sé 13/2016/TT-BNNPTNT ngay 02/6/2016 cua Bo Nong
Nghiép va PTNT vé quan ly thuoc thu y;
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- Thong tu s6 18/2018/TT-BNNPTNT ngady 15/11/2018 stra doi, bo sung,
bai bo mot sb diéu cua Thong tw 13/2016/TT-BNNPTNT ngay 02/6/2016 cua
Bo Nong Nghiép va PTNT ve quan ly thuoc tha y;

- Thong tu sb 13/2022/TT-BNNPTNT ngay 28/9/2022 cua B Nong
Nghiép va PTNT stra doi, bo sung cac Thong tu vé quan ly thuoc tha y;

- Thong tu s6 101/2020/TT-BTC ngay 23/11/2020 cua Bo Tai chinh quy
dinh maec thu, ché do thu, nop, quan ly phi, I¢ phi trong c6ng tac thu y.
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PHU LUC XXVIII

MAU PON PANG KY, GIA HAN PANG KY KIEM TRA GMP
(Ban hdanh kém theo Théng tw sé 13/2022/TT-BNNPTNT ngay 28/9/2022 ciia Bg
trieong Bé Nong nghiép va Phat trién ndng thon)

TEN TO CHUC CONG HOA XA HQI CHU NGHIA VIET NAM
_______ Poc lap - Tw do - Hanh phuc

S6: ... /DK-CT (Pia danh), ngay ...... thang ...... nam ...
PON PANG KY, GIA HAN PANG KY KIEM TRA GMP
Kinh gtri: Cuc Tha y
Can ctt Thong tu sb 13/2016/TT- BNNPTNT ngay 02 thang 6 nam 2016 cua B

Nong nghiép va Phat trién néng thon quy dinh vé quan ly thuéc thi y

Can ctr Thong tu sq 18/2018/TT-BNNPTNT ngay 15 thang 11 nam 2018 cua Bo
Nong nghiép va Phat trién ndng thon sira doi, bo sung, badi bo mét so dieu cua Thong
tu s0 13/2016/TT-BNNPTNT ngay 02 thang 6 nam 2016 cua Bo Nong nghiép va Phat
trién nong thon quy dinh vé quan ly thuoc tha y
1. Tén co s0:

2. bia chi nha may:
3. Giay chung nhan dang ky doanh nghiép:
4. Chirng chi hanh nghé tha y:

a) Ctia nguoi phu trach ki thuat: sé....... ngay.... thang.... nim .... cap
b) Cua nguoi phu trach phong kiém nghiém thudc tha y: sb........ ngay....
thang.....nam....cap

5. bién thoai: Fax: E.mail:

bé nghi Cyc Thi y tién hanh kiém tra, tai kiém tra cp gidy ching nhan thyuc hanh t6t
san xuat thu{)c theo GMP-WHO (ASEAN) cho co sé chiing toi dbi voi cac day chuyén
san xuat thuoc thu y sau:
- Thuéc dung dich udng
- Thudc bot tiém, dung dich tiém, hdn dich tiém. ..
(Ghi rd: non-beta lactam hogc beta-lactam)
Ho so giri kém gom:

PAI DIEN TO CHUC

(Ky, ghi rd ho, len va dong daul chi ky
s6 néu co)
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PHU LUC XXX

MAU GIAY CHUNG NHAN GMP
(Ban hanh kem theo Thong tur so6 13/2016/TT- BNNPTNT ngay 02 thang 6 nam 2016
cua Bo Nong nghlep va Phat trien nong thon)
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10. Cap lai Gidy chitng nhan thuc hanh tot san xuat thudc tha y
(trong truwdong hep bi mat, sai s6t, hw héng; thay déi thong tin co lién quan
dén t6 chirc ding ky)

a) Trinh tu thyc hién:

Budc 1: T6 chirc, ca nhan nop 01 bo ho so cap lai Giay chimg nhén thuc
hanh tot san xuat thuoc thu y (GMP) toi Cuc Thu y theo mot trong cac hinh
thuc: truc tuyén hoac qua dich vu buu chinh hoac truc tiep.

Bud6c 2: Truong hop ho so khong day du va hop 18, trong thoi han 03
ngay lam vi¢c ke tu ngay nhan ho so, Cuc Thu y c6 véan ban huéng dan to
chutc, ca nhan hoan thién ho so.

Budc 3: Trong thoi han 05 ngay 1am viéc ké tir ngay nhén di ho so hop
1€, Cuc Thu y cap lai Giay ching nhan GMP hodc ¢6 van ban tra 6 va néu ro
1y do trong truong hop khodng cap.

b) Céach thtrc thuc hién:

- Truc tuyén;

- Qua dich vu buu chinh;

- Truyc tiép.

¢) Thanh phan, s6 lugng ho so
* Thanh phan hd so:

- Ban chinh Pon d& nghi cap lai GMP theo phu luc XXXI Théng tu sd
13/2016/TT-BNNPTNTP (ban chinh):

- Tai ligu chimg minh noi dung thay doi trong truong hop thay doi théng
tin ¢o lién quan dén to chirc dang ky (ban chinh hoac ban sao co6 chang thuc
hoac ban sao c6 dong dau xac nhan cua Doanh nghiép);

- Giay chitng nhan GMP da duoc cp, trir trudng hop bi mat.

* S6 lugng hd so: 01 bod

d) Thoi han giai quyét:

- Hudng dan hoan thién ho so: 03 ngay lam viéc ké tir ngay nhan ho so;

- Cap Giay chting nhan GMP: 05 ngay lam viéc ké tir ngay nhan da hd so
hop Ié€.

d) Béi tugng thuc hién tha tuc hanh chinh:

- T6 chuc;
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- Ca nhan.
¢) Co quan thuc hién tha tuc hanh chinh: Cuc Thay.
f) Két qua thuc hién thu tuc hanh chinh:

Gidy chang nhan GMP theo quy dinh tai Phu luc XXX Thong tu sd
13/2016/TT-BNNPTNT.

g) Phi, I¢ phi: khdng
h) Mau don, mau to khai hanh chinh:

Pon dé nghi cap lai GMP theo phu luc XXXI Théng tu s6 13/2016/TT-
BNNPTNT.

i) Y&u cau, diéu kién thuc hién thu tuc hanh chinh: Khong
k) Can ctr phap ly cua thu tuc hanh chinh:
- Luat s6 79/2015/QH13 ngay 19/6/2015 ctua Qudc hoi:

- Nghi dinh s6 35/2016/ND-CP ngay 15/5/2016 ctua Chinh Phu quy dinh
chi tiet mot so dieu cua Luat Thu y;
- Nghj dinh s6 80/2022/ND-CP ngay 13/10/2022 sita doi, bo sung mot s6
dieu cua Nghi dinh s6 35/2016/ND-CP ngay 15/5/2016 cua Chinh Phu quy dinh
chi tiet mot so dieu cua Luat Thu y;

- Thong tw s 13/2016/TT-BNNPTNT ngay 02/6/2016 cia Bo Nong
Nghiép va PTNT vé quan ly thuoc tha y;

- Thong tu s6 18/2018/TT-BNNPTNT ngay 15/11/2018 sira d6i, bd sung,
bdi bo mot sé diéu cua Thong tu 13/2016/TT-BNNPTNT ngay 02/6/2016 cua
B Nong Nghiép va PTNT vé quan Iy thude tha y.

- Thong tu sb }3/2()22/TT-BNNPTNT ngéy 28/9/2022 caa Bo Nong
Nghiép va PTNT stra doi, bo sung cac Thong tu vé quan ly thuoc tha y.
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PHU LUC XXXI

MAU PON BE NGHI CAP LAI GIAY CHUNG NHAN GMP, GIAY CHUNG
NHAN BU PIEU KIEN SAN XUAT,,BUON BAN, NHAP KHAU THUOC
THUY
(Ban hanh kém theo Théng tw s6 13/2016/TT-BNNPTNT ngay 02 thang 6 nam 2016
cua B¢ truong Bo Nong nghiép va Phét trien néng thén)

TEN TO CHUC, CANHAN CONG HOA XA HQI CHU NGHIA VIET NAM
——————— Poc l1ap - Tw do - Hanh phuc

PON PE NGHI CAP LAl

Giay chiing nhan GMP, giay chitng nhén di diéu kién san xuat, buon ban,
nhap khau thuoc thay

Kinh giri: 0 L,

Cén cir Thong tu s 13/2016/TT-BNNPTNT ngay 02 thang 6 ndm 2016 ctia Bo
tredng Bo Nong nghiép va Phat trién ndong thon quy dinh vé quan ly thuoc tha y.

TO CHUC, CA NHAN PANG KY:

12T SO
D )T 1 1) A
SO dieN thoal: .....veeieee et S6 Fax: ............

Chiing t6i dé nghi dugc cap lai chimg nhan GMP, giay chiing nhan du dieu kién
san xuat, buén ban, nhap khau thuoc tha y: So.....ngay.....thang....nam .......

Ly do dé nghi cép lai:

- Bi MAt, 321 SOt, DU HONG ...vveeceeeeeees e

- Thay doi thong tin c6 lién quan dén to chirc dang ky.

Ho so guri kém:

a) CAc tai liéu lién quan dén su thay ddi, bd sung (néu co);

b) Giay chiing nhan GMP, gidy chiing nhan du dién kién san xuat, budn ban,
nhap khau thuoc thu y da dugc cap, tru treong hop bi mat.

PAI DIEN TO CHUC, CA NHAN
(Ky, ghi r ho tén va déng ddu)

Ghi chu: (1) Guri Cuc Tha'y néu co sé dé nghi cdp lai gidy chiing nhdn GMP, gidy chiing nhén dii
diéu kién san xudt, nhdp khau thugc tha y; giri co quan quan 1y chuyén nganh tha'y cap tinh néu co dé
nghi cap lai gidgy ching nhdn dii diéu kién budn ban thudc tha y.
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PHU LUC XXX

MAU GIAY CHUNG NHAN GMP
(Ban hank kém theo Thong tw s6 13/2016/TT-BNNPTNT ngay 02 thang 6 nam 2016
cua B trirong Bé Nong nghiép va Phat trién ndng thon)
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B. Thii tuc hanh chinh cép tinh

1. C4p Giay chieng nhan da diéu kién budn ban thudc tha y

a) Trinh tu thyc hién:

Budgc 1: To chirc, c& nhan budn ban thudc thd y nop hd so ding ky cap
Gidy chung nhan du diéu kién budn béan thube tha y cho co quan quan ly chuyén
nganh thl y cap tinh;

Budgc 2: Trong thoi han 05 ngay 1am viéc, ké tir ngdy nhan dugc hd so
hop 18, Co quan quan ly chuyén nganh th y cip tinh kiém tra diéu kién cua co
s budn béan thude thi y, néu da diéu kién thi trong thoi han 03 ngay lam viéc,
ké tir ngay két thic viéc kiém tra phai cap Gidy chung nhan du diéu kién buén
ban thudc thu y; truong hop khéng cap phai tra 10i bang van ban va néu rd 1y do.

Thuc hién kiém tra, danh gia truc tuyén trong trueong hop do thién tai hoac
phai &p dung quy dinh vé phong, chéng dich bénh nguy hiém ma khdng thé thuc
hién Kiém tra, danh gia truc tiép tai hién truong dé cap gidy chung nhan du diéu
kién budn ban, nhap khau thudc tha y. Viéc danh gia truc tiép tai hién truong s&
duoc thuc hién sau khi cac dia phuong kiém soat duoc thién tai, dich bénh theo
quy dinh.

b) Céch thic thyc hién:

- Truec tiép;

- Qua duong buu dién.

¢) Thanh phan, s6 luong hd so

* Thanh phan ho so:

- Pon ding ky cap, gia han giay chang nhan da diéu kién budn ban, nhap
khau thudc thi y theo mau quy dinh tai Phy luc XX ban hanh kém theo Thong tu
13/2016/TT-BNNPTNT;

- Ban thuyét minh chi tiét vé co s& vat chat, ki thuat budn ban, nhap khau
thudc thd y theo mau quy dinh tai Phu lyc XXII ban hanh kém theo Thong tu 86
13/2016/TT-BNNPTNT;

Gidy chung nhan ding ky doanh nghiép hoic Gidy chung nhan diang ky
kinh doanh (ban chinh hoic ban sao c6 dong dau xac nhan cua doanh nghiép
dang ky);

- Chung chi hanh nghé tha y d6i véi nguoi quan 1y, ngudi truc tiép budn
ban thudc tha y (ban chinh hoic ban sao c6 dong dau xéac nhan cua doanh nghiép
dang ky).

* S lwong hd so: 01 bd

d) Thoi han giai quyét: 08 ngay, ké tir ngay nhan dugc hd so hop 1¢
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d) Béi tugng thuc hién tha tuc hanh chinh: Té chirc, ca nhan.

¢) Co quan thyc hién tha tuc hanh chinh: Co quan quan ly chuyén nganh
tha y cap tinh;

f) Két qua thuc hién tha tuc hanh chinh:

Gidy chung nhan du diéu kién budn ban thudc thi y theo quy dinh tai
Phu luc XXVI Thong tu s6 13/2016/TT-BNNPTNT.

Gidy chang nhan c6 thoi han 05 nam

g) Phi, 1€ phi:

Kiém tra dicu kién co s budn béan, nhap khau thudc thd y, thuoc thi y
thuay san: 230.000/lan

h) Mau don, mau to khai hanh chinh:

- Don ding ky cap, gia han gidy chiang nhan da dieu kién budn ban, nhap
khau thuoc tha y theo mau quy dinh tai Phu luc XX ban hanh kém theo Thong tu
13/2016/TT-BNNPTNT.

- Ban thuyét minh chi tiét vé co so vat chat, ky thuat budn ban, nhap khau
thuoc tha y theo mau quy dinh tai Phu luc XXII ban hanh kém theo Thong tu so
13/2016/TT-BNNPTNT.

i) Y&u cau, diéu kién thuc hién tha tuc hanh chinh:

- C6 Giy chiing nhan diang ky kinh doanh hodc Gidy chiing nhan dang ky
doanh nghiép;

- C6 dia diém, co sd vat chat, k§ thuat pho hop;

_ - Nguoi quan Iy, nguoi truc tiép ban thudc thi y phai ¢6 Chimg chi hanh
nghe tha y;

- C6 du quay, ta, gia ké dé chira, dung va trung bay san pham phai dam
bao chac chan, dé vé sinh va tranh duoc nhiing tac dong bat loi cua anh sang,
nhiét do, d6 am, nam moc, dong vat gam nham va con trung gay hai;

- CO trang thiét bi dé bao dam diéu kién bao quan ghi trén nhan cua san
pham; c6 nhiét ké, am ké theo dai diéu kién bao quan san pham. Béi véi co sd
budn ban vic xin, ché pham sinh hoc phai c6 ta lanh, ta mét hoic kho lanh; c6
nhiét ké dé kiém tra diéu kién bao quan; c6 may phat dién du phong, vat dung,
phuong tién van chuyén phan phéi vic xin bao dam diéu kién bao quan ghi trén
nhan san pham;

k) Can ctr phap ly cua thu tuc hanh chinh:
- Luat s6 79/2015/QH13 ngay 19/6/2015 ctua Qudc hoi:
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- Nghi dinh s6 35/2016/ND-CP ngay 15/5/2016 cua Chinh phu quy dinh
chi tiet mot so dieu caa Luat Thu y;

- Thong tu s6 13/2016/TT-BNNPTNT ngay 02/6/2016 cia Bo Néng
Nghiép va PTNT vé quan ly thuéc thi y;

- Nghi dinh s 123/2018/ND-CP ngay 17/09/2018 caa Chinh phu sira doi,
bd sung mot sé Nghi dinh quy dinh vé diéu kién dau tu, kinh doanh trong linh
vuc ndng nghiép.

- Thong tu s6 13/2022/TT-BNNPTNT ngay 28/9/2022 cua Bo Néng
Nghiép va PTNT stra doi, bd sung cac Thong tu vé quan ly thude tha y;

- Théng tu s6 101/2020/TT-BTC ngay 23/11/2020 cua Bo Tai chinh quy
dinh mirc thu, ché do thu, nop, quan Iy phi, 1& phi trong cong tac tha y.
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PHU LUC XX

MAU PON BDANG KY CAP, GIA HAN GIAY CHUNG NHAN bU PIEU
KIEN BUON BAN, NHAP KHAU THUOC THU Y
(Ban hanh kém theo Théng tur s6 13/2016/TT-BNNPINT ngay 02 thing 6 nam 2016
cua B Nong nghiép va Phét trién ndng thon)

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phuc

PON PANG KY CAP, GIA HAN GIAY CHUNG NHAN PU PIEU KIEN
BUON BAN, NHAP KHAU THUOC THU Y
Kinh gtri: ©

Can ctr Thong tu sO 13/2016/TT-BNNPTNT ngay 02/6/2016 cua B Nong
nghiép va Phat trién ndng thon quy dinh vé quan ly thuoc tha y;

Céan ct Thong tu s6 18/2018/TT-BNNPTNT ngay 15/11/2018 cua Bo Nong
nghiép va Phat trién néng thon stra d6i, bo sung, bai bo mot sé diéu Thong tu s6
13/2016/TT-BNNPTNT ngay 02/6/2016 ciia Bo Nong nghiép va Phat trién ndng
thon quy dinh vé quan ly thudc thi y.

Tén co so:

bia chi co so:

S6 dién thoai: Fax:

Chu co so:

bia chi thuong tra:

Cac loai san pham kinh doanh:

o Thudce dugc pham o Vic xin, ché pham sinh hoc
o Hoa chat 0 Céc loai khac

Pé nghi quy don vi tién hanh kiém tra cip giay chiing nhan dua diéu kién budn
ban, nhap khau thuoc thu y cho co s& chlng toi.

Ho so giri Kém (doi Vi dding ky kiém tra lan dau):
a) Pon ding ky kiém tra diéu kién budn ban, nhap khau thuéc thi y;

b) Ban thuyét minh vé co sd vat chét, k§ thuat bubn ban, nhap khau thubc tha y;
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¢) Giay chung nhan dang ky doanh nghiép hoac gidy chiing nhan dang ky kinh
doanh (ban chinh hoac ban sao c6 dong dau xac nhan cua doanh nghiép dang
ky);

d) Chung chi hanh nghé budn ban, nhap khau thudc thi'y (ban chinh hogc ban
sao c¢6 dong dau xac nhan cua doanh nghiép dang ky).

....... , ngay ... thang .... nam .....
Pai dién co sé
(ky tén va déng ddu néu co)

Ghi chi: (1) Giri co quan quan 1y chuyén nganh tha y cdp tinh néu co so dang ky kiém tra 1a co s¢
budn ban thudc thi y; giri Cuc Thl'y néu co s¢ dang ky kiém tra la co sé nhdp khau thugc tha y.
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PHU LUC XXII

MAU BAN THUYET MINH CHI TIET VE CO SO VAT CHAT, KY THUAT
BUON BAN, NHAP KHAU THUOC THU Y

(Ban hanh kém theo Thong tw sé 13/2016/TT-BNNPTNT ngay 02 théng 6 nim 2016
cua B Nong nghiép va Phét trién ndng thon)

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc Lap - Tw do - Hanh phac

BAN THUYET MINH CHI TIET VE CO SO VAT CHAT, KY THUAT
BUON BAN, NHAP KHAU THUOC THU Y

Kinhgiri: @ ...

Tén co 8O NG KY KIBM TrA: ..oveeeieeee et
DA ChLL oo
S6 dién thoai: ..eeeeeeeee.... Fax: ...l Email: ...coovoiiiiiiiiieeee,
Loai hinh dang ky Kinh doanh: ...
Xin giai trinh diéu kién budn ban, nhap khau thuéc thi y, cu thé nhu sau:

1. Co s& vat chat: (m6 ta két ciu, dién tich quy md co s, cac khu vuc trung
bay/bay ban)

2. Trang thiét bi: (néu day du tén, so luong thiét bi phuc vu bao quan thudc tha'y
nhu td, quay, k&, am ke, nhiét ke, ta lanh,.....)

3. Ho s0 s6 sach: (GCN dang ky kinh doanh, chung chi hanh nghé, s6 sach theo
déi mua ban hang,...)

4. Danh muc cac mat hang kinh doanh tai co s&

....o,ngay ....thang ....nam .....
Chu co sé dang ky kiem tra
(Ky tén, dong dau néu co)

Ghi chi: (1) Giri Cuc Tha'y néu co sé ding ky kiém tra la co sé nhdp khau thusc tha y; giri co quan
quan Iy chuyén nganh tha'y cap tinh, néu co sé dang ky kiém tra la co sé budn béan thuéc tha y.



. , Phu luc XXVI
MAU GIAY CHUNG NHAN DU PIEU KIEN BUON BAN
THUOC THU Y
(Ban hanh kém theo Théng tw sé 13/2016/TT-BNNPTNT ngady 02 thang 6 nam 2016
Ciia B triwong B Nong nghiép va Phdt trién néng thén)

SO NONG NGHIEP CONG HOA XA HQI CHU NGHIA VIET NAM
VA PHAT TRIEN NONG THON Poc 1ap - Tw do - Hanh phic
TINH.........oooo,

CHI CUC........

GIAY CHUNG NHAN
pU PIEU KIEN BUON BAN THUOC THU Y

So:........ /GCN-KDT
I T o0 2t
Daa CNI:
S6 dién thoai/Tel: ......ooeveveenin... SO Fax/Fax . NO: «oveeeieeeeie e
Gl CO SO ettt
Dia chi thuong trlic. . ..o e

Gidy ching nhan du diéu kién nay c6 hiéu luc dén: ngay....... thang.....nam.....
.......... ngay .... thang .... nam ....

CHI CUC TRUONG

Ghi chl: (*) ghi rd logi san phdm dwoc phép buén ban nhi véc xin, dwoc pham, hoa chdt, ...
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