BO NONG NGHIEP VA MOI TRUONG CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phuc

S6:753  /QD-BNNMT Ha Ngi, ngay 06 thang 3  nim 2026

QUYET PINH
Veé viéc cong bé thi tuc hanh chinh dworc sira d6i, bo sung Iinh vuc tha y
thu¢c pham vi chirc ning quéan ly cia B¢ Nong nghi€ép va Moi truong

BO TRUONG BQ NONG NGHIEP VA MOI TRUONG

Can cir Nghi dinh s6 35/2025/NP-CP ngay 25/02/2025 ciia Chinh phii quy
dinh chirc ndng, nhiém vu quyén han va co cdu t6 chirc ciia B6 Néng nghiép va
MOi truong;

Can cir Nghi dinh s6 63/2010/ND-CP ngay 08/6/2010 ciia Chinh phii vé
kiém sodt thii tuc hanh chinh; Nghi dinh so 48/2013/NP-CP ngay 14/5/2013 ciia
Chinh phii vé viéc sira doi, b6 sung mét s6 diéu cia cac Nghi dinh lién quan dén
kiém sodt thii tuc hanh chinh va Nghi dinh sé 92/2017/NP-CP ngay 07/8/2017
ciia Chinh phii sika doi, bé sung mét s6 diéu ciia cac Nghi dinh lién quan dén kiém
soat thu tuc hanh chinh,

Can cir Théng twe s6 02/2017/TT-VPCP ngay 31/10/2017 ciia Vin phong
Chinh phii huwéng ddn vé nghiép vu kiém sodt tha tuc hanh chinh;

Theo dé nghi cua Cuc truong Cuc Chan nuoi va Thu y.

QUYET PINH:

Piéu 1. Cong bd kém theo Quyét dinh nay thi tuc hanh chinh dugc stra doi,
bé sung linh vuc thd y thudc pham vi chirc ning quan ly caa Bo Néng nghiép va
MBoi trudong (chi tiét tai Phu luc kém theo).

Céc tha tyc hanh chinh cong bd tai Quyét dinh nay dugc quy dinh tai Théng
tu s6 15/2026/TT-BNNMT ngay 03 thang 03 nam 2026 ctia Bo truang Bo Nong
nghiép va Mbi trudng sira ddi, bd sung mot sé diéu ciia cac Thong tu quy dinh vé
quan Iy thubc tha y.

Picu 2. Quyét dinh nay co hiéu luc thi hanh ké tir ngay ky.

Bii bo cac nodi dung sau tai Quyét dinh s6 705/QD-BNNMT ngay 09 thang
4 nam 2025 cia Bo trudng Bo Nong nghiép va Moéi truong vé viée cong bd chuan
hoa thu tuc hanh chinh linh vgc Chan nuéi va Tha y thudc pham vi chirc nang
quan ly nha nudc ctia Bo Nong nghi¢p va Moi truong:

- S6 thir tw 7, 8, 9, 13, 14, 15 tai Phan I Myc A Phu luc IT;



- S6 thirtyr 7, 8, 9, 13, 14, 15 tai Phan I Muc B Phy luc 1I.

Piéu 3. Chanh Vin phong Bo, Vu trudng Vu Phap ché, Cuc truong Cuc
Chan nuéi va Thu y, Thu truéng cac co quan, don vi ¢o lién quan chiu trach nhi¢m
thi hanh Quyét dinh nay./.

Noi nhgn: KT. BQ TRUONG
- Nhu biéu 3; A
- B truong (dé bao céo);

- B0, co quan ngang B9, co quan thuoc Chinh phu;
- UBND céc tinh, thanh phé truc thudc Trung vong;
- S& NN&MT céc tinh, thanh phé truc thudc TW;

- Cuc Kiém soat TTHC, Vin phong Chinh phu;

- B6 Nong nghiép va Maéi truong: cac Tha truéng;
cac Vu, Vian phong Bo, Cong thong tin dién tir Bo;
- B4o Nong nghiép va Mai truong;

- Lién doan thuong mai va Cong nghiép Viét Nam;
- Luu: VT, CNTY, VPB (KSTTHC).




THU TUC HANH CHINH PUQC SUA POI, BO SUNG LINH VUC THU Y

(Ban hanh kém theo Quyét dinh s6

Phu luc

THUQC PHAM VI CHUC NANG QUAN LY CUA
BO NONG NGHIEP VA MOI TRUONG

/OD-BNNMT ngay

B¢ truong Bo Nong nghiép va Moi truong)

PHAN I. DANH MUC THU TUC HANH CHINH
I. DANH MUC THU TUC HANH CHINH PUQC SUA POI, BO SUNG,

/

12026 cua

THAY THE LINH VU'C CHAN NUOI VA THU Y THUQC PHAM VI CHUC
NANG QUAN LY CUA BQ NONG NGHIEP VA MOI TRUONG
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PHAN II. NOI DUNG CU THE CUA TUNG THU TUC HANH CHINH
LINH VUC CHAN NUOI VA THU Y THUQC PHAM VI CHUC NANG
QUAN LY CUA BQ NONG NGHIEP VA MOI TRUONG

THU TUC HANH CHINH CAP TRUNG UONG

1. Cap Gidy chimng nhan lwu hanh thudc tha y; Cip lai Gidy ching
nhén lru hanh thudc thi y (trong trweong hop thay déi thanh phin, cong thirc,
dang bao ché, dwong dung, liéu ding, chi dinh diéu tri ciia thudc tha y; thay
d6i phwong phap, quy trinh san xuat ma lam thay doi chat lwong sin pham;
danh gia lai chat lwong, hi¢u qua, dd an toan ciia thudc thii y theo quy dinh)

Trinh ty thuc hién:

Buéc 1: Giri ho so

T6 chirc, ca nhan ¢6 nhu cau dé nghj cép Gidy chtng nhan luu hanh thude
thu y; Cap lai Gidy chimg nhan luu hanh thudc tha y (trong truong hop thay do6i
thanh phan, cong thiic, dang bao ché, dudong dung, heu dung, chi dinh diéu tri ciia
thudc tha y; thay doi phuong phap, quy trinh san xudt ma lam thay d6i chat lugng
san pham danh gia lai chat lugng, hiéu qua, d6 an toan cua thudc tha y theo quy
dinh) chuan bi h6 so va nop dén Cuc Chin nudi va Thi y.

Trong thoi han 10 ngay ké tir ngay nhan hd so ding ky, Cuc Chin nudi va
Tha y ¢6 trach nhiém thong bao cho to chirc, ca nhan dang ky biét dé hoan thién
d6i v6i nhimg truong hop hd so khong dat yéu cau.

Buéc 2: Tham dinh ho so, cap Gidy ching nhin luu hanh thudc thi y

Cuc Chan nudi va Tha y tiép nhan hd so dang ky luu hanh, tham dinh ho
s0, to chirc hop Hoi dong khoa hoc chuyén nganh thudc thu y, cip Gidy ching
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. Cuc truong Cuc Chan nu6i va Tha y quyet
dinh thanh vién va noi dung hop ctia Hoi dong khoa hoc chuyén nganh thudc tha
y. Hoi d6ng khoa hoc chuyén nganh thudc thu y hop it nhat mot 1an trong ba thang
dé danh gia két qua tham dinh ho so, két qua kiém nghiém, khao nghiém va dé
nghi Cuc truong Cuc Chin nudi va Tha y cdp Gidy chimg nhan luu hanh thude
thi y. Truong hop khong cép, tra 10i bang van ban va néu rd 1y do.

Déi voi thude thu y da co Gidy chimg nhan luu hanh tai Viét Nam dang ky
san xuat gia cong, san chia, Cuc Chan nuéi va Thi y tham dinh hd so dang ky,
cap Gidy chimg nhan luu hanh thudc thu y san xuat gia cong, san chia theo mau
quy dinh tai Phy luc XIII kém theo Thong tu s6 13/2016/TT-BNNPTNT; truong
hop khong cap, tra 16i bang van ban va néu 13 1y do.

Péi voi thude tha y khong co Gidy ching nhan luu hanh tai Viét Nam san
xudt dé xuat khau, Cyc Chan nudi va Thu y tham dinh ho so ding ky, cap Gidy
ching nhén luu hanh thude tha y dé xuét khau theo mau quy dinh tai Phy luc XIV
ban hanh kém theo Théong tu s6 13/2016/TT-BNNPTNT hoic theo yéu cau cua
doanh nghiép dé xuat khau; trudng hop khong cép, tra 16i bang vin ban va néu rd



1y do.

Cach thirc thuc hién:

- Truc tuyén;

- Dich vu buu chinh;

- Tryc tiép.

Thanh phén, s6 lwong ho so:

(1) Déi véi thu‘é'c thit y méi dang dwoc pham, héa chit, ché pham sinh
hoc, ho so dang ky gom:

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

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

- Mau nhén san pham, t& huéng dan st dung;

- Gidy chirmg nhan GMP hoic van ban ctia co quan nha nude c6 tham quyén
clia nudc san xuat xac nhan co sé san xuat dap tng tiéu chuan GMP dbi voi thude
nhap khau hodc Gidy ching nhan hé thong quan 1y chat luong (ISO) ddi v6i hoa
chat, ché pham sinh hoc nhap khau (trir vac-xin, khang thé, KIT xét nghiém) (ban
chinh hodc ban chup c6 déng du xac nhan ciia doanh nghiép ding ky);

Giéy ching nhan hodc van ban cua co quan tham quyén nudc san xuat hodc
nudc xuat khau cap xac nhan san pham dugc phép luu hanh hoic st dung tai quoc
gia do hodc gidy chirg nhan hodc van ban cla co quan nha nudc ¢ tham quyén
quoc gia khac xac nhan san pham dugc phep luu hanh hodc sir dung tai quoc gia
d6 d6i v6i san pham chua duoc cip phép luu hanh, sir dung tai nude san xuat (ban
chinh hozc ban chup c6 dong dau xac nhan ciia doanh nghiép dang ky);

- Quy trinh san xuét;
- Tiéu chuan chét luong va phuong phap kiém nghiém;

- Bao cdo vé céac so liéu chirng minh do an toan bao gom ca tai liéu nghién
ctru vé doc tinh (ddc tinh cap, ddc tinh ban truong dién, truong dién, doc tinh té
bao, kha nang gay ung thu);

- Bao cdo vé cac s6 liéu chung minh hi¢u lyc ctia san pham bao gom cé cac
tai liéu nghién ctru vé dugc 1y thuc nghiém; vé duogc lyc hoc, dugc dong hoc va
sinh kha dung cua san pham;

- Nhitng nghién ctru vé ton du trong tat ca cac loai dong vat dugc chi dinh
dung thuoc dé xac dinh thoi gian ngumg stir dung thudc;

- Tai li¢u nghién ctru v€ do 6n dinh va han str dung cua thuoc;

- Ta1 liéu nghién ctru vé li€u dung va li€u trinh di€u tri d61 véi tirng loai
dong vat duoc chi dinh;



- Phiéu phan tich chét luong san pham cua nha san xuét va phiéu phan tich
chat lugng san pham cua co quan kiém nghiém thudc tht y dugc chi dinh tai Viét
Nam cép (ban chinh hodc ban chup c6 dong dau x4c nhan cua doanh nghiép dang
ky);

- Két qua khao nghiém;

- Ban cam két khong vi pham cac quy dinh cua luat s& hitu tri tu¢ theo mau
quy dinh tai Phu luc VII ban hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT;

- Cac thong tin ky thuat khac (néu c6).

(2) Péi véi thubc dang dwoc pham, héa chit, ché phim sinh hoc dwoc
mién khdo nghiém, hé so ding ky gom:

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

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

- Miu nhén san pham, t& huéng dan st dung;

- Gidy chimg nhan GMP hoic van ban ctia co quan nha nude c6 tham quyén
ctia nudc san xuat xac nhan co sé san xuat dap tng tiéu chuan GMP dbi voi thude
nhap khau hodc Gidy chimg nhan hé thong quan 1y chét luong (ISO) dbi v6i hoa
chat, ché pham sinh hoc nhap khau (trir vic-xin, khang thé, KIT xét nghiém) (ban
chinh hodc ban chup c6 dong diu xac nhan ctia doanh nghiép ding ky);

Giéy ching nhan hodc van ban cua co quan thAm quyén nudc san xuat hogc
nudc xuat khau cap xac nhan san pham duogc phép luu hanh hoic st dung tai quoc
gia do hodc gidy chting nhan hodc vian ban cta co quan nha nudc ¢ tham quyén
quoc gia khac xac nhan san pham dugc phép luu hanh hodc st dung tai quoc gia
d6 d6i voi san pham chua dugc cap phep luu hanh, s dung tai nude san xuat (ban
chinh hoac ban chup ¢6 dong dau xac nhan cua doanh nghié¢p dang ky);

- Quy trinh san xuét;

- Tiéu chuan chét luong va phuong phap kiém nghiém;

- Tai liéu nghién ctru vé do 6n dinh va han st dung ctua thudc;

- Phiéu phan tich chat luong san pham cia nha san xuét va phiéu phan tich
chat lug'ng san pham cua co quan kiém nghiérp thuoc thu y dugc chi dinh tai Viét
Nam cap (ban chinh hodc ban chup c6 dong dau xac nhan ctia doanh nghié¢p dang
ky);

- Ban cam két khong vi pham cac quy dinh cia lqélt s& hitu tri tué theo mau
quy dinh tai Phu luc VII ban hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT;

- Nhitng thong tin vé thudc gbc, thuéc Generic (tén san pham, tén nha san
xuat, cong thuc, dang bao ché, cong dung, chi dinh di€u tri, chong chi dinh, lieu
lugng sur dung, thoi gian ngung st dung thuoc, nhiing luu y doi1 voi dong vat duoc



chi dinh, v&1 ngudi str dung va cac dac tinh k¥ thuat khac cua san phém);
- Cac thong tin k¥ thuat khac (néu cb).
(3) Déi véi vic xin, khdng thé, ho so ding ky gom:

- bon dér}g ky luu hanh theo mau quy dinh tai Phu lyc II ban hanh, kém
theo Thong tu s6 13/2016/TT-BNNPTNT;

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

- Mau nhin san pham, t& huéng dan st dung;

- Gidy chimg nhan GMP hoic van ban ciia co quan nha nudc c6 tham quyén
clia nudc san xuat xac nhan co sé san xuat dap tng tiéu chuan GMP dbi voi thude
nhap khau (ban chinh hodc ban chup c6 dong dau xac nhan ctia doanh nghiép ding
ky);

Glay ching nhan hodc van ban cua co quan tham quyén nudc san xuat hodc
nudc xuat khau cap xac nhan san pham dugc phép luu hanh hodc st dung tai quoc
gia do hodc gidy chtng nhan hodc vian ban cta co quan nha nudc ¢ tham quyén
quoc gia khac xac nhan san pham dugc phép luu hanh hodc str dung tai quoc gia
d6 d6i v6i san pham chua duoc cap phép luu hanh, su dung tai nude san xuét (ban
chinh hodc ban chup c6 dong diu xac nhan ctia doanh nghiép ding ky);

- Quy trinh san xuat;

- Ti€u chuan chat lugng, phuong phap kiém nghiém vac xin, khang thé;

- Bao cédo vé cac so liéu chirng minh d¢ an toan, hiéu luc cia san pham, bao
gom tai liéu nghién ctru vé€ ham lugng va d§ dai mién dich do6i véi vac xin;

- Nhitng nghién ctru vé ton du trong tat ca cac loai dong vat dugc chi dinh
deé xac dinh thoi gian ngung stir dung vac xin, khang thé;

- Tai li€u nghién ctru vé do 6n dinh, ho so tom tat san xuat tirng 16 cua 3 16
lién tiép va dé xuat han stir dung;

- Phuong phép xac dinh liéu dung va liéu trinh sir dung doi véi timg loai
dong vat duoc chi dinh;

- Phiéu phan tich chét lugng san pham cta nha san xuét, phiéu phan tich
chat luong san pham cua co quan kiém nghiém thuoc tha y dugc chi dinh tai Viét
Nam (ban chinh hodc ban chyp c6 dong dau xac nhan ciia doanh nghiép dang ky);

- B4o céo két qua khao nghiém vé hiéu lyc, an toan cua san phém;

- Cac tai liéu lién quan bao gdm: xuét xt, lich str va d6 6n dinh ctia chung
vi sinh vat goc dung dé ché Vac xin, khang thé; thong tin va déc tinh cua chung vi
sinh vat gbc dung dé san xuét vic xin, khang thé d6i voi san pham san xuat trong

nudc; cac tai liéu lién quan dén ban quyén va ap dung chimg chi san xuat vac xin,
khang thé (néu co);

- Céc thong tin k¥ thuat khac nhu két qua khao nghiém trong pham vi phong



thi nghiém, sb lidu vé viéc sén phém da duge luu hanh tai cac nude khac trén thé
gio1 (néu co).

(4) Doi véi ché phim sinh hoc dé chin dodn (KIT xét nghigm), ho so
dang ky gom:

- Bon dér}g ky luu hanh theo mau quy dinh tai Phuy luc III ban hanh, kém
theo Thong tu s6 13/2016/TT-BNNPTNT;

- Tém tat ddc tinh cua san pham theo mAu quy dinh tai Phy luc VIII ban
hanh kém theo Thong tu so 13/2016/TT-BNNPTNT,;
- MAu nhén san pham; t& huéng dan st dung;

- Gidy chimg nhan GMP hoic van ban ciia co quan nha nudc c6 tham quyén
clia nudc san xuat xac nhan co sé san xuat dap ung tiéu chuan GMP hoic Gidy
chtng nhan hé théng quan 1y chét lugng (ISO) dbi véi thude nhap khau (ban chinh
hodc ban chup c6 dong dau xac nhan ciia doanh nghiép dang ky);

Glay ching nhan hodc van ban cua co quan tham quyén nudc san xuat hodc
nudc xuat khau cap xac nhan san pham dugc phép luu hanh hodc str dung tai quéc
gia d6 (ban chinh hodc ban chup c6 déng dau xac nhan ciia doanh nghiép dang

ky);

- Phiéu phan tich chat lugng ché pham sinh hoc cila co s& san xuét, phiéu
phan tich chat lugng ché pham sinh hoc do co quan kiém nghiém thubc thi y duoc
chi dinh tai Viét Nam cap (ban chinh hodc ban chup c6 déng ddu x4c nhan cua
doanh nghiép dang ky);

- Bdo cao vé cac so liéu chimg minh d6 nhay phan tich;

- B4o céo vé cac sb lidu chirng minh tinh dac hiéu cua san phém;

- Quy trinh san xuét;

- Tiéu chuan chét luong, phuong phap kiém nghiém ché pham sinh hoc;

- Tai liéu nghién ctru vé do 6n dinh, ho so tom tat san xuat tirng 16 cua 3 16
lién tiép va dé xuat han stir dung;

- Bao céo két qua khao nghiém, bao gdm ndi dung khao nghiém vé d6 nhay
phan tich, tinh dac hiéu ctia san pham;

- Céc tai li€u lién quan bao gom: xuat xu, lich str ciia chung vi sinh vat goc
dung dé san xuat ché pham sinh hoc; cac tai li¢u lién quan dén ban quyén va ap
dung chig chi sadn xuat ché pham sinh hoc (néu co);

- Cac thong tin ky thuat khac (néu c6).
(5) Déi véi thudc thii y tiv dwoc liéu, ho so ding ky gom:

-bon ding ky Iuu hanh theo mau quy dinh tai Phy luc I ban hanh kém theo
Thong tu s6 13/2016/TT-BNNPTNT;

- Tém tat dic tinh cua san phém theo mau quy dinh tai Phu luc VIII ban
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hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT;
- MAu nhén san pham, t& huéng dan st dung;

- Gidy chimg nhan GMP hoic van ban ctia co quan nha nudc c6 tham quyén
ctia nudc san xuat xac nhin co sé san xuat dap ung tiéu chuan GMP hoic Gidy
chtng nhan hé théng quan 1y chét lugng (ISO) dbi véi thude nhap khau (ban chinh
hodc ban chup c6 déng dau xac nhan cia doanh nghiép dang ky);

Giéy ching nhan hodc van ban cua co quan tham quyén nudc san xuat hodc
nudc xuat khau cap xac nhan san pham duogc phép luu hanh hoic st dung tai quoc
gia do hodc gidy chtng nhan hodc van ban cta co quan nha nuéc ¢ tham quyén
quoc gia khac xac nhan san pham duoc phép luu hanh hodc str dung tai quoc gia
d6 d6i v6i san pham chua duogc cap phép luu hanh, sir dung tai nude san xuat (ban
chinh hodc ban chup c6 dong ddu xac nhan ciia doanh nghiép ding ky);

- Quy trinh san xuat;
- Ti€u chuan chat lugng va phuong phép kiém nghiém;
- Béo céo vé céc so6 ligu chirng minh d§ an toan va hiéu qua cta san pham;

- Nhing nghién ctru vé ton du trong tat ca cac loai dong vat duogc chi dinh
dung thubc dé xac dinh thoi gian ngimg str dung thudc;

- Tai liéu nghién ctru vé do 6n dinh va han sir dung cua thudc;
- Tai liéu nghién ctru vé lidu dung va liéu trinh diéu tri dbi véi timg loai
dong vat duoc chi dinh;

- Phiéu phan tich chat luong san pham cta nha san xuét va phiéu phan tich
chat lu’gng san pham cua co quan kiém nghiérp thuoc thu y dugc chi dinh tai Viét
Nam cap (ban chinh hodc ban chup c6 dong dau xac nhan cua doanh nghiép dang
ky);

- Ban cam két khong vi pham céc qui dinh cta luat s¢ hiru tri tu¢ theo mau
quy dinh tai Phu luc VII ban hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT;

- Cac thong tin k¥ thuat khac (néu c6).

(6) Déi véi thuéc thii y di cé Gidy chirng nh@n lwu hanh tai Viét Nam
sdn xudt gia cong, san chia, ho so ding ky gom:

- BPon dang ky san Xuét gla cong, san chia theo mau quy dinh tai Phu luc X
ban hanh keém theo Thong tu s6 13/2022/TT-BNNPTNT;

- Tom tit thong tin san pham (tén, thanh phan, dang bao ché, quy cach dong
g061, cong dung, cach dung, han sir dung);

- MAu nhin san pham, t& hudng dan st dung (nhin di dang ky, nhin gia
cong, san chia);

- Hop dong san xuat gia cong, san chia thudc thi y gitra co s dit gia cong,
san chia va co s¢ nhan gia cong, san chia (ban chinh hoac ban chup c6 dong dau
xac nhan cua doanh nghiép dang ky);
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- Quy trinh san xuét clia bén dit gia cong, san chia;
‘ - Ticu chuér} chét luong va phuong phap kiém nghiém nguyén, phu liéu ban
dau, ban thanh pham va thanh pham cua bén dat gia cong, san chia;
- Phiéu phan tich chat luong san pham ctia co so nhdn gia céng, san chia
(ban chinh hoac ban chup c6 dong dau x4c nhéan cua doanh nghi¢p dang ky).
(7) Déi voi thuéc thity khéng cé Gtay chirng nhdn luu hanh tai Viét Nam
sdn xudt dé xudt khau, hé so ding ky gom:

- bon dang ky san X}lat dé xuét khau theo mau quy dinh tai Phu luc XI ban
hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT;

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

- Mau nhén san pham, t& huéng dan st dung;

-,Giéy chtng nhan GMP cua co sd san xuat (ban chinh hodc ban chup c6
dong dau xé&c nhén ctia doanh nghiép dang ky);

- Quy trinh san xuét;

- Tiéu chuan chét luong va phuong phap kiém nghiém;

- Phiéu phan tich chét luong san pham cua €O SO san xudt, phiéu phén tich
chat lu’gng san pham cua co quan kiém nghién’q thuoc thu y dugc chi dinh tai Viét
Nam cap (ban chinh hodc ban chup c6 dong dau xac nhan cua doanh nghiép dang
ky);

- Ban cam két thudc san xuat dé xuat khau khong tiéu thu & Viét Nam;
- Ban cam két khong vi pham céac quy dinh cua ludt s¢ hitu tri tu¢ theo mau
quy dinh tai Phu luc XII ban hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT.
Luu y:
- H6 so dang ky thuéc thii y san xudt trong nuwéc phdi bang tiéng Viét;
. Hb so a"dqg ky thubc thii y san xqét o n,wo"c‘ ngodj phdi dwoc viét bang
tieng Viét hodc tiéng Anh. Truong hop ho so viét bang tieng Anh, cdac thong tin

trong to hudng dan sir dung thuéc, tém tdt déc tinh san pham bdt budc phdi viét
bang tiéng Viét.

- Ho6 so dang ky thudc thii y déi véi hinh thirc ngp ho so qua dich vu buu
chinh hodc truc tiep phai dwoc soan thao trén kho gidy A4, dong chac chan. Ho
so phai co trang bia va Muc luc, duwoc sap xép theo dung trinh tu cua Muc luc, cé~
phan cach giita cac phan. Cdac phan phan cach phai dwoc danh so thi tw de dé
tham khao,; moi thuoc thu y phai co ho so dang ky riéng.

S6 luong ho so: 01 bo

Thoi han giai quyét:

- 10 (muoi) ngay ké tir ngay nhan duoc hd so hop 18 ddi véi hd so ding ky
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san xuét dé xuat khau, san xuit gia cong, san chia;

- 30 (ba muoi) ngay ké tur ngay nhan duoc hd so hop 18 dbi voi ho so ding
ky thuéc dugc mién khao nghiém, ché pham sinh hoc dé chan doan;

- 04 (bon) thang keé tir ngay nhan dugc hé so hop 1& ddi véi ho so dang ky
thudc méi, vic xin, khang thé, thude tir duge liéu.

Poi twong thure hién thi tuc hanh chinh: T6 chirc, c4 nhan.

Co quan giai quyét thii tuc hanh chinh: Cuc Chan nudi va Thu y.

Két qua thuce hién thi tuc hanh chinh:

Gidy chimg nhan luu hanh thudc thu y theo mau quy dinh tai Phu luc IX
ban hanh kem theo Thong tu s6 13/2016/TT- BNNPTNT; Gidy chimg nhan luu
hanh thudc thu y san xuét gia cong, san chia theo mau quy dinh tai Phy luc XIII
ban hanh kem theo Thong tu s6 13/2016/TT-BNNPTNT; Gidy chimg nhan luu
hanh thuoc thu y dé xuat khau theo mau quy dinh tai Phu luc XIV ban hanh kém
theo Thong tu s6 13/2016/TT-BNNPTNT hodc van ban tra 161.

Thoi han hiéu lyc:

- Thoi han Gidy chimg nhan luu hanh thudc thu y; Gidy ching nhan luu
hanh thudc thi y dé xuat khau: 05 nam.

- Thot han cua Glay chtng nhan luu hanh thubc tha y san Xuat gia cong,
san chia c6 hiéu luc bang thoi gian hiéu luc caa Hop dong san xuat gia cong, san
chia thuoc tha y cong vai thoi han str dung ctia san pham va toi da 1a 05 nam ké
tor ngay cap

Phi, 1¢ phi (néu c6):

- Phi thdm dinh c4p s6 ddng k¥ luu hanh cho mot loai thude tha y, thude
tht y thuy san khi nop ho so dang ky luu hanh:

+ Piang ky méi: 1.350.000 dong/loai thudc;

+ B0 sung, thay doi d6i voi thuoc da dang ky (Thay doi thanh phan, cong
thire, dang bao ché, duong dung, liéu dung, chi dinh diéu tri cua thude thu y; thay
do6i phuong phap, quy trinh san xuat ma lam thay d6i chat lugng san pham; danh

gia lai chat luong, hiéu qua, do an toan cta thudc tha y theo quy dinh): 450.000
dong/lan.

- Phi thim dinh va chimg nhan mau dich ty do (FSC), Gidy chimg nhan san pham
thuoc (CPP), cac Giay ching nhéan thudc thi y dé xuat khau: 180.000 dong/1 loai.

Tén miu don, mau to khai:

- bon dang ky luu hz‘mh thudc tha y theo mau quy dinh tai Phu luc I ban
hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT;

- Pon dang ky luu hanh vic xin, khang thé dung trong tha y theo mau quy
dinh tai Phu luc Il ban hanh, kém theo Thong tu s6 13/2016/TT-BNNPTNT;

- Pon dang ky luu hanh ché pham sinh hoc dé chan doan theo mau quy dinh
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tai Phu luc III ban hanh kém theo Thong tu 6 13/2016/TT-BNNPTNT;

- Ban cam két khong vi pham céac quy dinh caa luat s¢ hitu tri tu theo mau
quy dinh ta@ Phu luc VII ban hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT
do1 véi thudc thu y dang ky Iuu hanh;

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

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

- Pon ding ky san xut thude thty dé xuét khau theo mau quy dinh tai Phu
luc XI ban hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT;

- Ban cam két khong vi pham céac quy dinh cua luat s¢ hitu tri tu¢ theo mau
quy dinh ta@ Phu luc XII b,an h:émh kém theo Thong tu s6 13/2016/TT-BNNPTNT
doi vai thuoce tha y dé xuat khau.

Yéu cau, diéu kién thuc hién thi tuc hanh chinh (néu c6): Khong

Can cr phap ly cua thu tuc hanh chinh:

-Luat Thuy;

- Luat s6 146/2025/QH15 sira doi bd sung mot s6 dicu ciia 15 Luat trong
linh vyc Nong nghi¢p va Moi truong ;

- Thong tu sO 13/2016/TT-BNNPTNT ngay 02/6/2016 cua B4 Nong nghiép
va Phat trién ndng thon vé quan 1y thuoc tha y;

- Thong tur s0 18/2018/TT-BNNPTNT ngay 15/11/2018 stra doi, b sung,
béi bo mot s6 diéu cua Thong tu s6 13/2016/TT-BNNPTNT ngay 02/6/2016 cua
Bd Nong nghiép va Phat trién nong thon vé quan ly thude thu y;

- Thong tu sO 13/2022/TT-BNNPTNT ngay 28/9/2022 cua B Nong nghiép
va Phat trién nong thon stra doi, bo sung cac Thong tu vé quan 1y thudce thi y;

- Thong tu s6 15/2026/TT-BNNMT ngay 03/3/2026 cia B truong Bo
Nong nghiép va Mot truong stra doi, bo sung mot so dicu cua cac Thong tu quy
dinh vé quan ly thudc thu y;

- Thong tu s6 101/2020/TT-BTC caa Bo Tai chinh Quy dinh muc thu, ché
do thu, ndp, quan 1y phi, I¢ phi trong cong tac thl y.



14

) PHU LUCI ’
MAU DON PANG KY LUU HANH THUOC THU Y
(Ban hanh kém theo Théng tw sé 13/2016/TT-BNNPTNT ngay 02 thing 6 ndm
2016 ciia Bé Nong nghiép va Phat trién néng thén)

TEN TO CHUC, CA NHAN CONG HOA XA HQI CHU NGHIA VIET NAM
------- Poc lap - Tu do - Hanh phuc

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

PON PANG KY LUU HANH THUOC THU Y
Kinh gui: Cyuc Chédn nu6i va Thu y
Can cu Thong tu sO 13/2016/TT-BNNPTNT ngay 02/6/2016 cua Bo Nong
nghi€¢p va Phat trién nong thon quy dinh vé quan 1y thuoc thua y;

Can ctr Thong tu s6 18/2018/TT-BNNPTNT ngay 15/11/2018 ctia B4 Nong
nghiép va Phat trién nong thon stra doi, bd sung, bai bo mot sé diéu Thong tu sb
13/2016/TT-BNNPTNT ngay 02/6/2016 ctia B6 Nong nghiép va Phat trién nong
thon quy dinh vé quan 1y thude tha y.

TO CHUC, CA NHAN PANG KY LUU HANH:

<) 1 PP USP

DA ChI oo

SO dién thoai: «..ovveeeieeeeeeieeei SO FAX e,

EMail: oo e

CAC chi NHAND (U CO): veveeeeeeeeee e,

CO SO SAN XUAT

TN ettt e et e e et e et e e e eaaeeeen

DA Chi: o ——

SO dién thoai: «..ovveeeeeieeeeieeiein, SO FAX e,

EMail: ..o e e

Chung t6i dang ky luu hanh san pham thudc thu y sau day:

1. Tén thuong mai:

2. Dang bao ché:

3. Hoat chat, ham luong hoat chat:

Khi dugc phép luu hanh, ching t6i cam doan chap hanh dung cac quy dinh
ctia phap ludt Viét Nam vé thudc thi y va cac diéu luat khac o lién quan.

DPAI DIEN TO CHUC, CA NHAN
(Ky, ghi ro ho tén va dong dau)
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PHU LUC II

MAU DON DANG KY LUU HANH VAC XIN, KHANG THE DUNG
TRONG THU Y
(Ban hanh kém theo Théng tw sé 13/2016/TT-BNNPTNT ngay 02 thing 6 nidm
2016 ciia Bé Nong nghiép va Phat trién néng thén)

TEN TO CHUC, CA NHAN CONG HOA XA HQI CHU NGHIA VIET NAM

------- Doc lap - Tuw do - Hanh phuc
SH: ........ /BDK-CT (Dia danh), ngay .... thang .... nam ....
PON DANG KY LUU HANH VA,C XIN, KHANG THE DUNG
TRONG THU Y

Kinh gui: Cuc Chdn nu6i va Thu y
Can cur Thong tu 5O 13/2016/TT-BNNPTNT ngay 02/6/2016 cua Bo Nong
nghi€¢p va Phat trién nong thon quy dinh vé quan 1y thuoc thua y;

Can ctr Thong tu s6 18/2018/TT-BNNPTNT ngay 15/11/2018 ctia B4 Nong
nghiép va Phat trién nong thon sira doi, bd sung, bai bo mot sd diéu Thong tu sd
13/2016/TT-BNNPTNT ngay 02/6/2016 ctia B0 Nong nghiép va Phat trién nong
thon quy dinh vé quan 1y thube tha y.

TO CHUC, CA NHAN PANG KY LUU HANH:

T I oot e et e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e ———————————————————

DA ChI oo

SO dién thoai: ...ovveeeeeieeieeieeieei, SO FAX e,

Email: oo

CAC chi NHAND (U CO): e

CO SO SAN XUAT

OT1: ettt e e e e e e e e e e e e rrraaaaaaaeans

DA ChI: e ————

SO dién thoai: «..ovveeeieieeeeieeiein SO FAX e,

EMALL: oo

Chung t6i dang ky luu hanh san pham véc xin, khang thé sau day:

1. Tén thuong mai:

2. Dang bao ché:

3. Hoat chat, ham luong hoat chat:

Khi dugc phép luu hanh, ching t6i cam doan chap hanh dung cac quy dinh
ctia phap luat Viét Nam vé thudc thi y va cac diéu luat khac co lién quan.

DPAI DIEN TO CHUC, CA NHAN
(Ky, ghi ro ho tén va dong dau)
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PHU LUC III }) q
MAU DON DANG KY LUU HANH CHE PHAM SINH HOC PE CHAN DOAN
(Ban hanh kém theo Théng tw sé 13/2016/TT-BNNPTNT ngay 02 thing 6 nidm
2016 ciia Bé Nong nghiép va Phat trién néng thén)

TEN TO CHUC, CA NHAN CONG HOA XA HOI CHU NGHIA VIET NAM
------- Doc lap - Tuw do - Hanh phuc

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

PON PANG KY LUU HANH CHE PHAM SINH HQC PE CHAN POAN
Kinh gui: Cuc Chdn nu6i va Thu 'y
Cén cir Thong tu s6 13/2016/TT-BNNPTNT ngay 02/6/2016 ctia Bd Nong
nghi€¢p va Phat trién nong thon quy dinh vé quan 1y thuoc thua y;

Can ctr Thong tu s6 18/2018/TT-BNNPTNT ngay 15/11/2018 ctia B4 Nong
nghiép va Phat trién nong thon stra doi, bd sung, bai bo mot sé diéu Thong tu sb
13/2016/TT-BNNPTNT ngay 02/6/2016 ctua Bo Nong nghiép va Phat trién nong
thon quy dinh vé quan 1y thudc tha y.

TO CHUC, CA NHAN DANG KY LUU HANH:

I ettt e et e e s e

DA ChI oo

SO dién thoai: «..ovveeeieeeeeeieeei SO FAX e,

EMail: oo

CAC chi NHAND (U CO): et

CO SO SAN XUAT

I ettt ettt ettt

DA ChI: e ————

SO dién thoai: ...ovveeeeeieeieeieeiein, SO FAX e,

EMail: oo

Chung t6i dang ky luu hanh ché pham sinh hoc dé chan doan sau day:

............. (tén san pham)............

Khi dugc phép luu hanh, ching t6i cam doan chap hanh dung cac quy dinh
ctia phap ludt Viét Nam vé thudc thi y va cac diéu luat khac o lién quan.

DPAI DIEN TO CHU'C, CA NHAN
(Ky, ghi ro ho tén va dong dau)
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. ’ PHU LUC VII
MAU GIAY CAM KET DANG KY LUU HANH
(Ban hanh kém theo Théng tw sé 13/2016/TT-BNNPTNT ngay 02 thing 6 nidm
2016 ciia Bé Nong nghiép va Phat trién néng thén)

TEN TO CHUC, CA NHAN CONG HOA XA HQI CHU NGHIA VIET NAM

------- Poc lap - Tu do - Hanh phuc
Sb: ........ /BDK-CT (Pia danh), ngay .... thang .... nam ....
GIAY CAM KET

Kinh gui: Cuc Chdn nu6i va Thu 'y

Can ctr Luat sé hiru tri tué;

Can ctr Thong tu s6 13/2016/TT-BNNPTNT ngay 02/6/2016 ctia Bo Nong
nghiép va Phat trién nong thon quy dinh vé quan 1y thudc tha y;

Can ctr Thong tu s6 18/2018/TT-BNNPTNT ngay 15/11/2018 ctia 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 ctua Bo Nong nghiép va Phat trién nong
thon quy dinh vé quan 1y thudc tha y.

TO CHUC, CA NHAN DPANG KY LUU HANH:

I ettt ettt

DA ChI: e ———

SO dién thoai: «..ovveeeieieeieeieeiein, SO FAX e,

EMail: oo s

CAac chi NhANN (DU CO): w.veeeeeeeeeeeeeeeeeeeeee e,

CO SO SAN XUAT

I ettt et e e

DA ChI e

SO dién thoai: ...ovveveeeieeeeieeiein, SO FAX e,

EMail: oo et

Chuiing t6i cam két khong vi pham cac quy dinh vé sé hitu tri tué d6i véi
san pham xin dang ky luu hanh duéi day:

Tén san pham Thanh phan Cong dung

Chuing t61 xin hoan toan chiu trach nhi¢m trudc phap luat Viét Nam va quoc
t€ néu vi pham vé€ quyén s¢ hiru tri tug.

DPAI DIEN TO CHU'C, CA NHAN
(Ky, ghi ro ho tén va dong dau)
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. - PHU LUC VIII q
MAU TOM TAT DAC TINH CUA SAN PHAM
(Ban hanh kém theo Théng tw sé 13/2016/TT-BNNPTNT ngay 02 thing 6 nidm
2016 ciia Bé Nong nghiép va Phat trién néng thén)

TOM TAT PAC TiNH SAN PHAM
1. Tén cta san pham

2. Dang bao ché ctia san pham

3. Pudng dung thude

4. Thanh phan, ham luong hoat chat va ta dugc co trong cong thiic clia san
pham

5. bac tinh dugc luc hoc, duge dong hoc cua san phém
6. Chi dinh diéu tri

7. Liéu luong st dung, cach dung va duong dung

8. Nhirng canh bao khi sir dung

a) Luu y khi str dung;

b) Twong tac v6i thude khac, cac dang twong tac khéc;

c¢) Tac dung khong mong muon khi st dung theo chi dan va liéu dung da
dugc khuyén cdo cua san pham;

d) Tac dung khong mong mudn trong truong hop st dung qua lidu va cach
xu Iy (n€u ¢o);

d) Thong tin vé viéc str dung san pham cho gia stic mang thai, gia stc cho
stra va gia cam dé¢ trung;

e) Chong chi dinh.

9. Canh bao cho ngudi str dung thude dé phong, tri bénh cho dong vat

10. Thoi gian ngimg sir dung thudc

11. Nhiing thong tin vé sir dung thude

a) Han str dung (trudc khi mé san pham lan dau; sau 1an ddu mé san pham);

b) Piéu kién bao quan san pham;

¢) Tinh chét va dung luong cuia bao bi dong goi san pham;

d) Chi dan d6i véi viéc loai bo cac phan cua san pham khong duoc sir dung.

12. Tén va dia chi cua nha san xuat.

DPAI DIEN TO CHUC, CA NHAN
(Ky, ghi ro ho tén va dong dau)
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. ’ 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 thing 6 nidm
2016 ciia Bé Nong nghiép va Phat trién néng thén)

BO NONG NGHIEP VA MOI CONG HOA XA HQI CHU NGHIA VIET NAM

TRUONG SOCIALIST REPUBLIC OF VIETNAM
MINISTRY OF AGRICULTURE Poc lap - Tw do - Hanh phiic
AND ENVIRONMENT Independence - Freedom - Happiness
CUC CHANNUOIVATHUY e
DEPARTMENT OF ANIMAL
HEALTH AND PRODUCTION

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

Dia chi/Address:

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

Dia chi/Address:

S6 dién thoai/Tel: S6 Fax/Fax. No:

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

Ha No¢i, ngay thang nam
Hanoi Date month year

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 tw sé 13/2022/TT-BNNPTNT ngay 28 thing 9 ndm
2022 ciia Bé Nong nghiép va Phat trién néng thén)

TEN CO SO PAT GIA CONG, CONG HOA XA HQI CHU NGHIA VIET NAM
SAN CHIA Doc 1ap - Tw do - Hanh phuc

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

DON DANG KY LUU HANH THUOC THU Y SAN XUAT
GIA CONG, SAN CHIA
Kinh gui: Cuc Chén nu6i va Tha y

Can ctr Thong tu s6 13/2016/TT-BNNPTNT ngay 02/6/2016 ciia Bo Nong
nghiép va Phat trién nong thon quy dinh vé quan 1y thudc thi y;

Can ctr Thong tu s6 18/2018/TT-BNNPTNT ngay 15/11/2018 ctia B& Nong
nghiép va Phat trién nong thon stra doi, bd sung, bai bo mot sé diéu Thong tu sb
13/2016/TT-BNNPTNT ngay 02/6/2016 cua Bo Nong nghiép va Phat trién nong
thon quy dinh vé quan 1y thudc tha y.

CO SO PAT GIA CONG, SAN CHIA:

I ettt e et e e
DA ChI: e ————
SO dién thoai: «..ovveeeeeieeeeieeei, SO FAX e,
EMail: oo
CO SO NHAN GIA CONG, SAN CHIA:
I ettt ettt
DA ChI: e ———
SO dién thoai: «..ovveeeieieeieeieeei, SO FAX e,
EMail: oo
Gidy chimg nhan du diéu kién san xudt cta co s& san xuét gia cong, san
chia (86:............ ngay thang nim  cap)
Chung t6i dang ky luu hanh thudc thu y san xuét gia céng, san chia sau déy:
.......... (tén san pham)................,s6 dang ky: ..................
Céc cong doan san xuét gia cong: .........

Khi dugc phep luu hanh, ching t61 cam doan chap hanh ding cac quy dinh
cua phap luat Vi¢t Nam vé thuoc thu y va cac dieu luat khac cé lién quan.

PAIDIEN COSO
(Ky, ghi ro ho tén va dong dau/ chit ky so neu co)
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. PHU LUC XI q ’ q
MAU DON DANG KY SAN XUAT THUOC THU Y DE XUAT KHAU
(Ban hanh kém theo Théng tw sé 13/2016/TT-BNNPTNT ngay 02 thing 6 nidm
2016 ciia Bé Nong nghiép va Phat trién néng thén)

TEN CO SO SAN XUAT CONG HOA XA HQI CHU NGHIA VIET NAM
------- Poc lap - Tu do - Hanh phuc

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

PON DANG KY SAN XUAT THUOC THU Y PE XUAT KHAU
Kinh gui: Cuc Chdn nu6i va Thu 'y
Cén cir Thong tu sb 13/2016/TT-BNNPTNT ngay 02/6/2016 ctia Bd Nong
nghi€¢p va Phat trién nong thon quy dinh vé quan 1y thuoc thua y;

Cin ctr Thong tu s6 18/2018/TT-BNNPTNT ngay 15/11/2018 ctia Bo Nong
nghiép va Phat trién nong thon stra doi, bd sung, bai bo mot sé diéu Thong tu sb
13/2016/TT-BNNPTNT ngay 02/6/2016 ctua Bo Nong nghiép va Phat trién nong
thon quy dinh vé quan 1y thudc tha y.

TO CHUC, CA NHAN PANG KY LUU HANH:

OT1: et e e e e e e e e e et aaaaaaaeans
DA ChI: e ————
SO dién thoai: ...ovveeeeeieeeeieeiein . SO FAX e,
23 872§ | USRS
CO SO SAN XUAT

T I ettt e e et e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e aaaaaaaaaaaaans
DA ChI oo
SO dién thoai: «..ovveeeieieeieeieeiei SO FAX v,
|23 8723 | AR

Chung t6i dang ky san xuat thudc thu y dé xuat khau sau day:

Khi duoc phép san xuat, ching tdi cam doan san pham chi dung cho Muyc
dich xuat khau.

DAI DIEN CO SO
(Ky, ghi ro ho tén va dong dau
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- | PHU LUC XII o
MAU GIAY CAM KET SAN XUAT THUOC THU Y BE XUAT KHAU
(Ban hanh kém theo Théng tw sé 13/2016/TT-BNNPTNT ngay 02 thing 6 nidm
2016 ciia Bé Nong nghiép va Phat trién néng thén)

TEN CO SO SAN XUAT CONG HOA XA HQI CHU NGHIA VIET NAM

------- Déc 1ap - Tw do - Hanh phic
Sb: ........ /DK-CT (Dia danh), ngay .... thang .... nam
GIAY CAM KET

Kinh gui: Cyuc Chén nu6i va Tha y

Can ctr Luat sé hiru tri tué;

Can Ct Thong tu sO 13/2016/TT-BNNPTNT ngay 02/6/2016 cua B6 Nong
nghi¢p va Phat trién nong thon quy dinh vé quan 1y thuoc thu y;

Can cir Thong tu s6 18/201 8/TT-BNNPTNT ngay 15/11/2018 cua B§ Nong
nghiép va Phat trién nong thon sura doi, bo sung, bai bé mot s6 di€u Thong tu s6
13/2016/TT-BNNPTNT ngay 02/6/2016 cua Bo Nong nghiép va Phat trién nong
thon quy dinh vé quan 1y thuoc thu y.

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

SO dién thoai: «..ovveeeieieeeeieeiein SO FAX e,
EMALL oo
CO SO SAN XUAT

1S5 5 S
DA ChI e
SO dién thoai: ...ovveeeeeeieeieeieiein, SO FAX e,
EMALL oo

Chung t6i cam két khong vi pham cac quy dinh vé so hitu tri tué déi véi
san pham xin ding ky san xuat dé xuat khau dudi day:

Tén thuong mai Thanh phan Cong dung

Chung t6i xin hoan toan chiju trach nhiém trudc phap luat Viét Nam va qubc
té néu vi pham vé quyén s¢ hitu tri tué.

DPAI DIEN CO SO
(Ky, ghi ro ho tén va dong 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 Théng tw sé 13/2016/TT-BNNPTNT ngay 02 thing 6 nidm
2016 ciia Bé Nong nghiép va Phat trién néng thén)

BO NONG NGHIEP VA MOI CONG HOA XA HQI CHU NGHIA VIET NAM

TRUONG SOCIALIST REPUBLIC OF VIETNAM
MINISTRY OF AGRICULTURE Poc 1ap - Tu do - Hanh phiic
AND ENVIRONMENT Independence - Freedom - Happiness
CUC CHANNUOIVATHUY e
DEPARTMENT OF ANIMAL
HEALTH AND PRODUCTION

GIAY CHUNG NHAN LUU HANH THUOC THU Y
(Thuoc san xuat gia cong, san chia)
MARKETING AUTHORIZATION
S6/No: ...
Tén san pham /Name of product: ...
S6 dang ky/ Registration number-:.....
Thanh phan hoat chat /Active Ingredients: ...
Cong dung /Indications: ....
Dang bao ché /Dosage form: .........
Quy cach dong goi/Packing Size: .....

Han dung /Shelf-life: ....

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

S6 dién thoai/ Tel: S6 Fax/Fax. No:

Tén co s& gia cong, san chia /Name of Manufacturer:

Dia chi/Address:

S6 dién thoai/Tel: S6 Fax/Fax. No:

Gidy chimg 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



24

’ PHU LUC XTIV q ’ q
MAU GIAY CHUNG NHAN LUU HANH THUOC THU Y DE XUAT KHAU
(Ban hanh kém theo Théng tw sé 13/2016/TT-BNNPTNT ngay 02 thing 6 nidm
2016 ciia Bé Nong nghiép va Phat trién néng thén)

BO NONG NGHIEP VA MOI CONG HOA XA HQI CHU NGHIA VIET NAM

TRUONG SOCIALIST REPUBLIC OF VIETNAM
MINISTRY OF AGRICULTURE Poc lap - Tw do - Hanh phiic
AND ENVIRONMENT Independence - Freedom - Happiness
CUC CHANNUOIVATHUY e
DEPARTMENT OF ANIMAL
HEALTH AND PRODUCTION

GIAY CHUNG NHAN LUU HANH THUOC THU Y PE XUAT KHAU
MARKETING AUTHORIZATION FOR EXPORT ONLY
S6/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 s& dang ky luu hanh/ Name of Marketing Authorization Holder:

Dia chi/Address:

S6 dién thoai/Tel: S6 Fax/Fax. No:
Tén co so san xudt/Name of Manufacturer:

Dia chi/Address:

S6 dién thoai/Tel: S6 Fax/Fax. No:

Gidy chimg nhan luu hanh nay c6 hiéu luc dén:

This marketing authorisation is valid until

Ha No¢i, ngay thang nam
Hanoi Date month year
CUC TRUONG
DIRECTOR GENERAL
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2. Cép lai Gidy chirng nhin lwu hanh thudc thi y (trong truwdng hop bi
sai s6t, thay doi vé: tén san phim; tén, dia diém co sé ding ky; tén, dia diém
co’ ¢ sian xuat; quy cach dong goi clia san pham; hinh thirc nhin thudc; han
str dung; thoi gian ngirng sir dung thudc; chong chi dinh diéu tri; liéu trinh
diéu tri; nhirng thay d6i nhung khong anh huéng dén chat hrong, hiéu qua,
dd an toan ciia thude thi y)

Trinh ty thyc hién:

Budrc 1: Giri hd so:

Té chirc, c4 nhan c6 nhu cau dé nghi cip lai Gidy chimg nhan luu hanh
thudc thi y (trong truong hop bi sai sét; thay d6i vé: tén san pham; tén, dia diém
co s& ding ky; tén, dia diém co s¢ san xuit; quy cach dong goi ctia san pham;
hinh thtrc nhin thubc; han st dung; thoi gian ngimg sir dung thudc; chéng chi
dinh diéu tri; liéu trinh diéu tri; nhiing thay doi nhung khong anh hudng dén chét
luong, hi¢u qua, do an toan cua thudc thu y) chuan bi hd so va nop dén Cuc Chan
nubi va Thay.

~ Cuc Chan nudi va Thi y tiép nhan va kiém tra thanh phén, tinh hop 1¢ ctia
ho6 so theo quy dinh.

Bude 2: Tham dinh ho so, cap Gidy lai chirng nhan luu hanh thudc thi y

Trong thoi han 10 (muo1) ngay, ké tur ngay nhan dugc hé so hop 1¢, Cuc
Chén nudi va Tha y tham dinh hd so va cap lai Glay ching nhén luu hanh thude
tha y néu ho so dat yéu cau; trudng hop khong cép, tra 101 bang vin ban va néu rd
1y do.

Cach thire thuc hién:

- Truc tuyén;

- Dich vu buu chinh;

- Tryc tiép.

Thanh phén, so lwong ho so:

- Pon dé& nghi cép lai Gidy chtng nhan luu hanh thudc tha y theo mau quy
dinh tai Phu luc IV ban hanh kém theo Thong tu s6 15/2026/TT-BNNMT;

- Tai liéu lién quan dén ndi dung thay doi;

- Mau nhén cil, méi;

- Ban cam két khong vi pham céc qui dinh cta luét s¢ hitu tri tu¢ theo mau
quy dinh tai Phu luc VII ban hanh kém theo Thong tu Thong tu s6 13/2016/TT-
BNNPTNT doi véi truong hgp thay doi tén san pham.

Luu y:

- Ho so dding ky thudc thii y san xudt trong niede phdi bang tiéng Viét;

- Ho6 so dang ky thuoc thu y san xudt o nuoc ngoai phai dwoc viet bang
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tiéng Viét hodc tiejng Anh. Truong hop hof so viét bang tiéng Anh, cdc thong tin
trong to hudng dan sw dung thuoc, tom tat dac tinh san pham bat bugc phai viét
bang tiéeng Viét.

- Ho6 so ddng ky thuéc thii y doi véi hinh thirc r{ép hé so qua dich vy buu
chinh hodc tryc tiép phai dirgc soan thdo trén kho gidy A4, dong chac chan. Ho
so phdi ¢é trang bia va Muc luc, dwoc sdp xép theo diing trinh tu cua Muc luc, co
phan cdch giita cac phan Cdc phan phan cach phai dwoc danh SO thir tw dé dé
tham khéo; méi thuoc thii y phdi cé hé so dang ky riéng.

S6 lugng ho so: 01 bo.

Thoi han giai quyét: 10 (muoi) ngay ké tir ngay nhan dugc ho so hop 18.

Poi twong thue hién thii tuc hanh chinh: T6 chuc, c4 nhan.

Co quan gidi quyét thi tuc hanh chinh: Cuc Chin nuéi va Thu y.

Két qua thye hién thi tuc hanh chinh:

Giéy ching nhan luu hémh thude tha y theo mau quy d,inh tai Phu luc IX
ban hanh kem theo Thong tu s6 13/2016/TT-BNNPTNT; Gidy chung nhén luu
hanh thudc thu y san xuat gia cong, san chia theo mau quy dinh tai Phu luc XIII
ban hanh kem theo Thong tu s6 13/2016/TT-BNNPTNT; Gidy chung nhan luu
hanh thudc thu y deé xuat khau theo mau quy dinh tai Phu luc XIV ban hanh kem
theo Thong tu s6 13/2016/TT-BNNPTNT hodc van ban tra 1o1.

Phi, 1€ phi: Khong co.

Tén mau don, miu to khai:

- Pon dé nghi cép lai Gidy ching nhan luu hanh thudc thi y theo mau quy
dinh tai Phu luc IV ban hanh kém theo Thong tu s6 15/2026/TT-BNNMT.

- Ban cam két khong vi pham céc qui dinh cta luét s hitu tri tu¢ theo mau
quy dinh tai Rhu luc VII ban hanh kérp theo Th()ng tu Thong tu s6 13/2016/TT-
BNNPTNT doi1 véi trudong hop thay doi tén san pham.

Yéu cau, diéu kién thuc hién thi tuc hanh chinh: Khong.

Can cir phap ly cua thu tuc hanh chinh:

-Luat Thuy;

- Luat s6 146/2025/QH15 sira doi bd sung mot s6 dicu ciia 15 Luat trong
linh vyc Nong nghi¢p va Moi truong ;

- Thong tu sO 13/2016/TT-BNNPTNT ngay 02/6/2016 cua B4 Nong nghi¢p
va Phat trién ndng thon vé quan 1y thuoc tha y;

- Thong tu s6 18/2018/TT-BNNPTNT ngay 15/11/2018 sira 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 Phat trién ndng thon vé quan 1y thudce thu y;

- Thong tu sO 13/2022/TT-BNNPTNT ngay 28/9/2022 cua B Nong nghiép
va Phat trién nong thon stra doi, bo sung cac Thong tu vé quan ly thudc thu y;
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- Thong tu sd 15/2026/TT-BNNMT ngay 03/3/2026 cua B trusng B
Nong nghiép va Moi truong stra doi, bo sung mot so di€u cua cac Thong tu quy
dinh vé quan ly thuoc thu y;
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. _ ~ PHULUCIV
MAU DON BE NGHI CAP LAI GIAY CHUNG NHAN LUU HANH
THUOC THU Y
(Ban hanh kém theo Théng tw sé 15/2026/TT-BNNMT ngay 03 thdang 3 nam 2026
cua Bo truong Bo Nong nghiép va Moi truong)

TEN TO CHUC, CA NHAN CONG HOA XA HQI CHU NGHIA VIET NAM
Déc lap - Tu do - Hanh phiic

Sb: ... v eeeeneeae, NQAY ... thang ... nam ...

) PON DE NGHI CAP LAI
GIAY CHUNG NHAN LUU HANH THUOC THU Y
Kinh giri: Cuc Chan nudi va Tha y
Can cir Thong tu s6 13/2016/TT-BNNPTNT ngay 02 thang 6 nim 2016 ciia Bo truong Bo

Nong nghiép va Pht trién nong thon quy dinh v& quén 1y thudc thi y va cic Thong tu stra doi, bo
sung Thong tu s6 13/2016/TT-BNNPTNT.

TO CHUC, CA NHAN PANG KY LUU HANH:

L] TSSOSO PO OP TP OPPROPPIO
5T 11 SR
SO dien thoai: «...vveeeeeeeeeeeeeeeei Lo T O
EMAIL e
Cac chi NhANN (MU CO): ovvvrvveireeeeereesere s ess s ss e
CO SO SAN XUAT

L= OSSOSO TP TP OPPRPPRIO
3 1 o) 4 SRR
SO dien thoai: «..ovveeeeeeeeeeeeeeeei Lo T TP
EMAIL e

Chiing i dé nghi cap lai gidy chimg nhan luu hanh thudc tha y sau day:

TT Tén san phdm S6 PKLH Ly do dé nghi cap lai gidy chimg nhan luu hanh

Chiing t6i cam két giit nguyén cac ndi dung khac dang nhur hd so dang ky lwu hanh thude tha y.

DPAI DIEN TO CHUC, CA NHAN
(Ky va ghi ré ho tén, dong dau)
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. ’ PHU LUC VII
MAU GIAY CAM KET DANG KY LUU HANH
(Ban hanh kém theo Théng tw sé 13/2016/TT-BNNPTNT ngay 02 thing 6 nidm
2016 ciia Bé Nong nghiép va Phat trién néng thén)

TEN TO CHUC, CA NHAN CONG HOA XA HQI CHU NGHIA VIET NAM

------- Poc lap - Tu do - Hanh phuc
Sb: ........ /BDK-CT (Pia danh), ngay .... thang .... nam ....
GIAY CAM KET

Kinh gui: Cuc Chdn nu6i va Thu y

Can ctr Luat s6 hiru tri tué;

Can ctr Thong tu s6 13/2016/TT-BNNPTNT ngay 02/6/2016 ctia Bo Nong
nghiép va Phat trién nong thon quy dinh vé quan 1y thudc thd y;

Can cit Thong tu s6 18/2018/TT-BNNPTNT ngay 15/11/2018 ciia 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 ctua Bo Nong nghiép va Phat trién nong
thon quy dinh vé quan 1y thudc tha y.

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

I ettt e ettt et

DA ChI e

SO dién thoai: «..ovveeeieieeeeieeiein SO FAX e,

EMail: oo

Cac chi NhANN (DU CO): w.vuveeeeeeeeeeeeeeeeee e,

CO SO SAN XUAT

I ettt ettt

D1a Chi: e ————

SO dién thoai: ...vvveeeeeieeieeieeein . SO FAX e,

EMail: oo e

Chung t6i cam két khong vi pham cac quy dinh vé s¢ hitu tri tué doi voi
san pham xin dang ky luu hanh dudi day:

Tén san pham Thanh phan Cong dung

Chuing t61 xin hoan toan chiu trach nhi¢m trudc phap luat Viét Nam va quoc
t€ néu vi pham vé€ quyén s¢ hitru tri tug.

DAI DIEN TO CHUC, CA NHAN
(Ky, ghi ro ho tén va dong ddu)
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. ’ 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 thing 6 nidm
2016 ciia Bé Nong nghiép va Phat trién néng thén)

BO NONG NGHIEP VA MOI CONG HOA XA HQI CHU NGHIA VIET NAM

TRUONG SOCIALIST REPUBLIC OF VIETNAM
MINISTRY OF AGRICULTURE Poc 1ap - Ty do - Hanh phic
AND ENVIRONMENT Independence - Freedom - Happiness
CUC CHANNUOIVATHUY
DEPARTMENT OF ANIMAL
HEALTH AND PRODUCTION

GIAY CHUNG NHAN LUU HANH THUOC THU Y
MARKETING AUTHORIZATION

S0/ No: ...
Tén san pham /Name of product: ...
Sb ding ky/ Registration No:.....
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:
Dia chi/Address:

S6 dién thoai/Tel: S6 Fax/Fax. No:
Tén co so san xudt /Name of Manufacturer:

Dia chi/Address:

S6 dién thoai/Tel: S6 Fax/Fax. No:

Gidy chimg 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 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 thing 6 nidm
2016 ciia Bé Nong nghiép va Phat trién néng thén)

BO NONG NGHIEP VA MOI  CONG HOA XA HOI CHU NGHIA VIET NAM

TRUONG SOCIALIST REPUBLIC OF VIETNAM
MINISTRY OF AGRICULTURE Poc lap - Ty do - Hanh phiic
AND ENVIRONMENT Independence - Freedom - Happiness
CUC CHANNUOIVATHUY e
DEPARTMENT OF ANIMAL
HEALTH AND PRODUCTION

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: ...

Sb dang ky/ Registration number-.....

Thanh phan hoat chat /Active Ingredients: ...
Cong dung /Indications: ....

Dang bao ché /Dosage form: .........

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

Han dung /Shelf-life: ....

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

S6 dién thoai/Tel: S6 Fax/Fax. No:

Tén co s& gia cong, san chia /Name of Manufacturer:

Dia chi/Address:

S6 dién thoai/Tel: S6 Fax/Fax. No:

Gidy chimg 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 XTIV q ’ q
MAU GIAY CHUNG NHAN LUU HANH THUOC THU Y DE XUAT KHAU
(Ban hanh kém theo Théng tw sé 13/2016/TT-BNNPTNT ngay 02 thing 6 nidm
2016 ciia Bé Nong nghiép va Phat trién néng thén)

BO NONG NGHIEP VA MOI  CONG HOA XA HQI CHU NGHIA VIET NAM

TRUONG SOCIALIST REPUBLIC OF VIETNAM
MINISTRY OF AGRICULTURE Poc 1ap - Tw do - Hanh phic
AND ENVIRONMENT Independence - Freedom - Happiness
CUC CHANNUOIVATHUY .
DEPARTMENT OF ANIMAL
HEALTH AND PRODUCTION

GIAY CHUNG NHAN LUU HANH THUOC THU Y PE XUAT KHAU
MARKETING AUTHORIZATION FOR EXPORT ONLY
S6/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 s& dang ky luu hanh/ Name of Marketing Authorization Holder:

Dia chi/Address:

S6 dién thoai/Tel: S6 Fax/Fax. No:
Tén co so san xudt/Name of Manufacturer:

Dia chi/Address:

S6 dién thoai/Tel: S6 Fax/Fax. No:

Gidy chimg 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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3. Gia han Gidy chirng nhin lwu hanh thudc tha y

Trinh ty thuc hién:

Budrc 1: Giri hd so

Trude thoi han 03 thang tinh dén ngay hét han cta Giay ching nhan luu
hanh thudc thd y, to chirc, c4 nhan ¢6 nhu ciu dé nghi gia han Gidy chtng nhan
lwu hanh thude tht y chuan bi hd so va nép dén Cuc Chin nudi va Thi y.

Cuc Chin nudi va Thi y tiép nhan va kiém tra thanh phan, tinh hop 1¢ cta
hé so theo quy dinh.

Budéc 2: Tham dinh ho so, cAp gia han Gidy chirng nhan luu hanh thude
thua y

Trong thoi han 14 (muoi bon) ngay, ké tir ngay nhan dugc hd so hop 1é,
Cuc Chan nu6i va Thu y tham dinh ho so va gia han Giay chung nhén luu hanh
thude th y néu ho so dat yéu cau; truong hgp khong cap, tra 161 bang van ban va
néu rd 1y do.

Cach thire thuc hién:

- Truc tuyén;

- Dich vu buu chinh;

- Tryc tiép.

Thanh phin, s6 lwong ho so:

- Pon gia han Giéy chﬁ’r}g nhan luu hanh theo mau quy dinh tai Phu luc V
ban hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT;

- Gidy chung nhan du diéu kién nhap khau thuoc thi y; Gidy ching nhan
GMP hoic vin ban ctia co quan nha nude ¢ thim quyén cia nudc san xuit xac
nhan dap tng tiéu chuan GMP hodc Gidy chirng nhan hé thong quan 1y chét lugng
(ISO) ddi voi hoa chat, ché pham sinh hoc nhap khau (trir vic-xin, khang thé, KIT
xet nghiém); Gidy ching nhan hodc van ban cua co quan thAm quyén nudc san
xuat hodc nudc xuat khau cap xac nhan san pham duoc phép luu hanh hodc su
dung tai quoc gia d6 hoac gidy ching nhan hodc van ban cua co quan nha nudc
c6 tham quyén qudc gia khac xac nhan san pham dugc phép luu hanh hodc st
dung tai qudc gia do dbi véi san pham chua dugc cap phép luu hanh, st dung tai
nudc san xuat (d6i voi thude tha y nhap khau) (ban chinh hodc ban chup c6 dong
dau xac nhan cta doanh nghiép);

Gidy chimg nhan GMP hoic Gidy chting nhan du diéu kién san xuat thudc
th y (d61 vai thude thl y san xuat trong nudc) (ban chinh hodc ban chup c6 dong
dau xac nhan cua doanh nghié¢p);

- Phiéu phan tich chat lugng san pham ctia co s san xuat hodc ciia co quan
kiém nghiém thudc tha y duoc chi dinh tai Viét Nam cép trong thoi han 12 (muoi
hai) thang tinh dén ngay nop hd so dbi v6i duoc pham, hoa chét, ché pham sinh
hoc; phiéu phan tich chat lvgng san pham ciia co s san xuét va clia co quan kiém
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nghiém thuég tht y duoc chi dinh tai Viét Nam cap trong thoi han 12 (muoi hai)
thang tinh dén ngay ndp ho so doi voi véc-xin, khang thé (ban chinh hodc ban
chup c6 dong dau xac nhan cta doanh nghiép dang ky);

- Hop ddng san xuét gia cong, san chia thubc thu y gitra bén dat gia cong,

san chia va bén nhén gia cong, san chia ddi véi thudc san xuét gia cong, san chia
(ban chinh hodc ban chup c¢6 dong dau xac nhan cta doanh nghiép);

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

- Béo c4o qua trinh luu hanh thubc theo miu quy dinh tai Phy luc VI ban
hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT.

Luu y:

- H6 so dang ky thuéc thii y san xudt trong nuwée phdi bang tiéng Viét;

- H6 so ding ky thuée thii y san xudt & nuwde ngodi phdi dwoc viét bang
tieng Viét hodc tiéng Anh. Truong hop ho so viét bang tieng Anh, cdc thong tin

trong to hudng dan sir dung thudc, tom tat ddc tinh san phdm bdt budc phdi viét
bang tiéng Viét.

- Ho6 so dang ky thudc thii y déi véi hinh thirc nép ho so qua dich vy buu
chinh hodc trye tiép phdi dwoc soan thdo trén khé gidy A4, déng chdc chéin. Ho
so phai co trang bia va Muc luc, duoc Scfp xé’p theo dung trinh ty ciia Muc luc, co
phdn cdch giita cdc phdn. Cdc phan phén cach phdi dwoc ddnh sé thir tw dé dé
tham khéo; méi thuoc thii y phdi c6 hé so dang ky riéng.

Sd lugng ho so: 01 bo.

Thoi han giai quyét: 14 (mudi bon) ngay ké tir ngdy nhan dugc ho so hop

Poi twong thue hién thii tuc hanh chinh: T6 chire, ¢4 nhan.

Co quan thyc hién tha tuc hanh chinh: Cuc Chéan nuéi va Tha y.

K¢ét qua thyce hién thi tuc hanh chinh:

Gidy chimg nhan luu hanh thudc thu y theo mau quy dinh tai Phu luc IX
ban hanh kém theo Thong tu 5O 13/2016/TT-BNNPTNT; Gidy chimg nhan luu

hanh thuéc thu y san xuét gia cong, san chia theo mau quy dinh tai Phy luc XIII
ban hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT; hodc van ban tra 101.

Thoi han hiéu luc:

- Thoi han Gidy chimg nhén luu hanh thude tha y: 05 nam

- Thoi han cua Glay chu‘ng nhan luu hanh thudc thd y san Xuat gia cong,
san chia c6 hiéu luc bang thoi gian hiéu luc ciia Hop dong san xuat gia cong, san
chia thuog tha y cong véi thoi han st dung ctia san pham va toi da 1a 05 nam ké
tor ngay cap.

Phi, 1¢ phi: Phi tham dinh cép s6 déng ky luu hanh cho mét loai thudc tha
y, thudc tht y thuy san khi ngp ho so dang ky Iuu hanh do6i voi truong hop gia
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han: 675.000 déng/loai thude.

Tén miu don, mau to khai:

- Pon gia han Giéy chl'l’r}g nhan luu hanh theo mau quy dinh tai Phu luc V
ban hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT;

- Bao cdo qua trinh 1u'u hanh thudc theo mau quy dinh tai Phu luc VI ban
hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT.

Yéu ciu, diéu kién thuc hién thi tuc hanh chinh: khong

Can cr phap ly cua thu tuc hanh chinh:

-Luat Thuy;

- Luat s6 146/2025/QH15 stra d6i bd sung mot sd dicu cia 15 Luat trong
linh vuc Nong nghiép va Moi truong ;

- Thong tu sO 13/2016/TT-BNNPTNT ngay 02/6/2016 cua B Nong nghiép
va Phat trién nong thon vé quan 1y thudce thu y;

- Thong tu s6 18/2018/TT-BNNPTNT ngay 15/11/2018 sira doi, bo sung,
béi bo mot so di€u cua Thong tu s6 13/2016/TT-BNNPTNT ngay 02/6/2016 cua
B§ Nong nghiép va Phat trién nong thon vé quan 1y thudce thi y;

- Thong tu sO 13/2022/TT-BNNPTNT ngay 28/9/2022 cua B6 Nong nghiép
va Phat trién nong thon stra doi, bd sung cac Thong tu vé quan 1y thudce thi y;

- Thong tu s6 15/2026/TT-BNNPTNT ngay 03/3/2026 cua B truong Bo
Nong nghiép va Moi truong stra doi, bo sung mot so di€u cua cac Thong tu quy
dinh vé quan ly thuoc thu y;

- Thong tu s6 101/2020/TT-BTC caa Bo Tai chinh Quy dinh muc thu, ché
do thu, ndp, quan 1y phi, 1€ phi trong cong tac thu y.
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~ ’ PHU LUCV ,

MAU PON GIA HAN GIAY CHUNG NHAN LUU HANH THUOC THU Y
(Ban hanh kém theo Théng tw sé 13/2016/TT-BNNPTNT ngay 02 thing 6 nidm
2016 ciia Bé Nong nghiép va Phat trién néng thén)

TEN TO CHUC, CA NHAN CONG HOA XA HQI CHU NGHIA VIET NAM

------- Poc lap - Tu 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 Chdn nu6i va Thu 'y

Can cu Thong tu 5O 13/2016/TT-BNNPTNT ngay 02/6/2016 cua Bo Nong
nghi€¢p va Phat trién nong thon quy dinh vé quan 1y thuoc thua y;

Can cu Thong tu 56 18/201 8/TT-BNNPTNT ngay 15/11/2018 cua B§ Nong
nghiép va Phat trién nong thon stra doi, bo sung, bai bo mot s6 diéu Thong tu s6
13/2016/TT-BNNPTNT ngay 02/6/2016 cua Bo Nong nghiép va Phat trién nong
thon quy dinh vé quan 1y thuoc thu y.

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

K<) 1 U PPRP
DA ChI oo
SO dién thoai: «..ovveeeieeeeeieeein SO FAX e,
Email: ..o e e
Cac chi NhANN (MU CO): w.vevveeeeeeeeeeeeeeeeeee e,
CO SO SAN XUAT (NHAN GIA CONG, SAN CHIA):

<) 1 TSP
DA ChI: e —————
SO dién thoai: «..ovveeeeeieeieeieeiein, SO FAX v,
Email: oo
Chung t6i dang ky gia han luu hanh cac san pham thudc thu y sau day:

TT Tén san pham S6 dang ky luu hanh S6 GCN Iuu hanh, ngdy, thang,
nam cap

DPAI DIEN TO CHUC, CA NHAN
(Ky, ghi ro ho tén va dong dau)



37

PHU LUC VI

MAU BAO CAO QUA TRINH LUU HANH THUOC THU Y
(Ban hanh kem theo Thong tw so 13/2016/TT-BNNPTNT ngay 02 thang 6 nam
2016 cua Bo Nong nghiép va Phat trién nong thon)

BAO CAO QUA TRINH LUU HANH THUOC THU Y
(Tir khi dwoge cap gidy chimg nhan luu hanh dén khi ding ky gia han)
1. Tén to chirc, ¢4 nhan dang ky luu hanh:
Dia chi:
S6 dién thoai:
S6 Fax:
2. Tén san pham, s6 dang ky da duoc cap:
3. Dang bao ché cta san pham:
4. Hoat chat, ham luong hoat chét:
5. Luu hanh trén thi trudng:
Co6 o Khong o
Vi pham chat luong
C6 o Khong o
Néu c6 thi ghi rd:
S 1an sai pham:
Loai vi pham:
6. Vi pham quy ché, quy dinh lién quan dén dang ky luu hanh thudc thu y
Co6 o Khong o
Néu c6 thi ghi rd:
S 1an sai pham:
Loai vi pham:
7. Thay d6i trong thoi gian gidy phép luu hanh con hiéu lyc
Co o Khong o
Néu c6 thay d6i thi phai gtri kém theo ban sao cong van cho phép
8. Thay d6i khi dang ky lai (gidy phép luu hanh gan hét hoic hét hiéu luc)
Co6 o Khong o

Néu c6 thay d6i thi phai ghi rd ndi dung thay doi so v6i hd so dang ky da
dugc duyét:

Néu khong c6 thay ddi thi phai cam két khong c6 bat ky sy thay ddi nao so
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v6i hod so ding ky dd dugc duyét.

9. Nhitng v kién khéc tir khach hang vé san pham thudc thd y khi lvu hanh
trén thi truong:

PAI DIEN TO CHUC, CA
NHAN ,
(Ky, ghi ro ho tén va dong ddu)
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. ’ 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 thing 6 nidm
2016 ciia Bé Nong nghiép va Phat trién néng thén)

BO NONG NGHIEP VA MOI  CONG HOA XA HOI CHU NGHIA VIET NAM

TRUONG SOCIALIST REPUBLIC OF VIETNAM
MINISTRY OF AGRICULTURE Poc lap - Ty do - Hanh phiic
AND ENVIRONMENT Independence - Freedom - Happiness
CUC CHANNUOIVATHUY e
DEPARTMENT OF ANIMAL
HEALTH AND PRODUCTION

GIAY CHUNG NHAN LUU HANH THUOC THU Y
MARKETING AUTHORIZATION

S0/ No: ...
Tén san pham /Name of product: ...
Sb dang ky/ Registration No:.....
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:

Dia chi/Address:

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

Dia chi/Address:

S6 dién thoai/Tel: S6 Fax/Fax. No:

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

Ha No¢i, ngay thang nam
Hanoi Date month year
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 thing 6 nidm
2016 ciia Bé Nong nghiép va Phat trién néng thén)

BO NONG NGHIEP VA MOI CONG HOA XA HQI CHU NGHIA VIET NAM

TRUONG SOCIALIST REPUBLIC OF VIETNAM
MINISTRY OF AGRICULTURE Poc lap - Ty do - Hanh phiic
AND ENVIRONMENT Independence - Freedom - Happiness
CUC CHANNUOIVATHUY e
DEPARTMENT OF ANIMAL
HEALTH AND PRODUCTION

GIAY CHUNG NHAN LUU HANH THUOC THU Y
(Thudc san xuit gia cong, san chia)
MARKETING AUTHORIZATION

S6/No: ...

Tén san pham /Name of product: ...

S6 dang ky/ Registration number-:.....

Thanh phan hoat chat /Active Ingredients: ...
Cong dung /Indications: ....

Dang bao ché /Dosage form: .........

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

Han dung /Shelf-life: ....

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

S6 dién thoai/ Tel: S6 Fax/Fax. No:

Tén co s& gia cong, san chia /Name of Manufacturer:

Dia chi/Address:

S6 dién thoai/Tel: S6 Fax/Fax. No:

Gidy chimg 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. Cap Gidy phép khao nghiém thudc thi y

Trinh ty thuc hién:

Budrc 1: Giri hd so

T6 qchl'rc, ‘cé nhan co n,hu cau dé nghi cap Gidy phép khao nghiém thudc
th1 y chuan bi ho so va ndp dén Cuc Chan nuoi va Tha y.

~ Cuyc Chan nudi va Tha y tiép nhan va kiém tra thanh phan, tinh hop 1¢ cua

ho so theo quy dinh.

Budéc 2: Tham dinh ho so, cap Gidy phép khio nghiém thudc tha y

Trong thoi han 17 (muodi bé}/) ngay, ké tur ngéy nhér} duoc ho so day du,
hqp’ 1€, Cuc C,hén‘nu()i va Thu y tham dinh ho so va cép Giay phép khao nghiém
thudc thu y néu ho so dat yéu cau; truong hop khong cap, trd 161 bang van ban va
néu rd 1y do.

Cach thire thuc hién:

- Truc tuyén;

- Dich vu buu chinh;

- Tryc tiép.

Thanh phan, s6 lwong ho so:

- Pon ding ky cap Gidy phép khao nghiém thudc thii y theo mau quy dinh
tai Phu luc XV ban hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT;

- Bo cao két qua danh gia co s¢ du diéu kién khao nghiém
- Tai li€u k¥ thuat cta tirng loai thudc khao nghiém bao gém:

+ Tom tat dic tinh cua san pham theo miu quy dinh Phy luc VIII ban
hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT;

+ Thong tin k§ thuat vé chat lugng cua san pham;

+ Thong tin k¥ thuat vé d6 an toan va hiéu lyc cua san phém;

+ Phiéu phan tich chét lvgng san pham ctia nha san xuét (ban chinh hoic
ban chup c6 dong dau xac nhéan cua co sé dang ky);

+ Phiéu phan tich chat luong san phdm cta co quan kiém nghiém thudc
tht y dugc chi dinh tai Viét Nam cap (ban chinh hodc ban chyp c6 dong dau
xac nhén cua co s¢ dang ky);

+ Pé cuong khao nghiém;

+ Hop ddng khao nghiém gitta co sé dang ky va co so khao nghiém (ban
chinh hodc ban sao c6 dong dau xac nhan cta co s¢ dang ky).



42

Thoi han gidi quyét: 17 (muoi bay) ngay ké tir ngay nhan duoc hd so day
du, hop €.

Poi twong thuwe hién thi tuc hanh chinh: T6 chire, ca nhan.

Co quan giai quyét thii tuc hanh chinh: Cuc Chan nu6i va Thu vy.

Két qua thue hién thii tuc hanh chinh:

Gidy phép khao nghiém thudc thu y theo mau quy dinh tai Phy luc XVI ban
hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT hodc vin ban tra 10i.

Gidy phép khao nghiém c6 thoi han 05 nim.

Phi, I¢ phi:

- Tham dinh ho so khao nghiém thudc thi y, thude tha y thiy sén: 1.350.000
dong/1 loai thudc.

- Tham dinh két qua khao nghiém thudc th y, thudc thu y thuy san:
1.350.000 dong/1 loai thuoc.

Tén mau don, miu to khai:

- Pon ding ky cap Gidy phép khao nghiém thudc thl y theo mau quy dinh
tai Phu luc XV ban hanh keém theo Thong tu s6 13/2016/TT-BNNPTNT;

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

Yéu ciu, diéu kién thuc hién thi tuc hanh chinh:

- Nguoi phu trach ky thuat cua t6 chtrc khao nghiém phai c6 Chung chi
hanh nghé thu y.

- Nguoi lao dong co trinh do chuyén mon phu hop va da dugce tap huan vé
khéo nghiém thuoc thu y.

- Khong tryc tiép dung tén ding ky hodc khong dugc nhan ty quyén dimg
tén dang ky thuoc thl y tai Viét Nam.

- Noi chin nuéi, nuéi trong thity san dap tng cac diéu kién sau day:

+ Co chuéng hoic ao, bé nuoi dong vat vai dién tich ddm bao mat do nudi
phu hop véi yéu cau khao nghiém,;

+ C6 s6 luong dong vat dap tng khao nghiém theo quy dinh cua Bo Nong
nghiép va Moéi truong; ¢ noi riéng biét d€ nudi dong vat thi nghiém, c6 h¢ thong
xur 1y chat thai, nudce thai, cé khi vuc dé xur Iy xac dong vat, bénh pham.

~+ Noi san xuét, ché bién va kho chira thirc an chan nudi phai tich biét voi
noi dé hoa chat doc hai va cd bién phap phong chong con trung, dong vat gay hai.

- Cor‘s()r phai tur thuc hién hoac c6 hop déng thué co s& kiém nghiém thude
tht y du diéu kién dé phuc vu viéc khdo nghi¢m theo quy dinh.

Can ctr phap ly cua thu tuc hanh chinh:

- Luat Thay;



43

- Luat s6 146/2025/QH15 stra ddi bd sung mot s6 diéu cua 15 Luat trong
linh vyc Nong nghi¢p va Moi truong ;

- Nghi dinh s 35/2016/ND-CP ngay 15/5/2016 cta Chinh phu quy dinh
chi tiét mot sb diéu cta Luat thu y;

- Nghi dinh sé 123/2018/ND-CP ngay 17/9/2018 cua Chinh Phu stra doi,
bo sung mot $6 Nghi dinh quy dinh vé diéu kién dau tu, kinh doanh trong linh vuc
nong nghiép.

- Nghi dinh s 80/2022/ND-CP ngay 13 thang 10 nim 2022 ctia Chinh phu
stra d6i, b6 sung mot sd didu ctia Nghi dinh sé 35/2016/ND-CP ngay 15 thang 5
nam 2016 cta Chinh pha quy dinh chi tiét mot s6 diéu ctia Luat thi y, c6 hiéu lyc
thi hanh ké tir ngay 13 thang 10 nam 2022;

- Nghi dinh s6 32/2026/ND-CP ngay 21 thang 01 nim 2026 ctia Chinh phu
stra d6i, bo sung mot so diéu ciia cac Nghi dinh trong linh vuc chin nudi va thi y.

- Thong tu s6 13/2016/TT-BNNPTNT ngay 02/6/2016 ctiia Bo Nong nghiép
va Phat trién nong thén vé quan 1y thude tha y;

- Thong tur s 18/2018/TT-BNNPTNT ngay 15/11/2018 sira doi, bo sung,
béi bo mot s6 di€u cua Thong tu 13/2016/TT-BNNPTNT ngay 02/6/2016 cua Bo
Nong nghi¢p va Phat trién nong thon vé quan ly thudc thu y;

- Thong tu s6 15/2026/TT-BNNPTNT ngay 03/3/ 2026 cua B truong Bo
Nong nghiép va Moi truong stra doi, bo sung mot so di€u cua cac Thong tu quy
dinh vé quan 1y thuoc thu y;

- Thong tu s6 101/2020/TT-BTC caa Bo Tai chinh Quy dinh muc thu, ché
do thu, ndp, quan 1y phi, 1€ phi trong cong tac thu y.
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PHU LUC VIII

MAU TOM TAT DAC TiNH CUA SAN PHAM
(Ban hanh kem theo Thong tu so 13/2016/TT-BNNPTNT ngay 02 thang 6 nam
2016 cua Bo Nong nghiép va Phat trién nong thon)

TOM TAT PAC TiNH SAN PHAM

1. Tén cua san pham

2. Dang bao ché ctia san pham

3. Puong dung thude

4. Thanh phan, ham luong hoat chit va ta dugc co trong cong thirc ctia san

pham

5. Bac tinh dugc luc hoc, duge dong hoc cua san phém

6. Chi dinh diéu tri

7. Liéu luong str dung, cach dung va dudng ding

8. Nhirng canh bao khi stir dung

a) Luu y khi st dung;

b) Twong tac v6i thude khac, cac dang tuong tac khéc;

¢) Tac dung khéng mong mudn khi st dung theo chi dan va liéu dung da
duoc khuyén cdo cua san pham;

d) Tac dung khong mong mudn trong truong hop st dung qua lidu va cach
xu Iy (n€u ¢o);

d) Thong tin vé viéc str dung san pham cho gia stic mang thai, gia stc cho
stra va gia cam dé¢ tring;

e) Chong chi dinh.

9. Canh bao cho nguoi str dung thube dé phong, tri bénh cho dong vat

10. Thoi gian ngimg sir dung thudc

11. Nhiing thong tin vé st dung thude

a) Han str dung (trudc khi mé san pham lan dau; sau 1an ddu mé san pham);

b) Piéu kién bao quan san pham;

¢) Tinh chit va dung luong ctia bao bi dong goi san pham;

d) Chi dén dbi véi viéc loai bd cac phan ciia san pham khong dugc sir dung.

12. Tén va dia chi cua nha san xuét.

DPAI DIEN TO CHUC, CA NHAN
(Ky, ghi ro ho tén va dong dau)
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PHU LUC XV

MAU PON PANG KY KHAO NGHIEM THUOC THU Y
(Ban hanh kem theo Thong tu s6 13/2016/TT-BNNPTNT ngay 02 thang 6 nam
2016 cua Bo Nong nghiép va Phat trién nong thon)

TEN CO SO SAN XUAT CONG HOA XA HQI CHU NGHIA VIET NAM
------- Poc lap - Tu do - Hanh phuc

Sb: ......./PK-KN (Dia danh), ngay ... thang ... nam ...

PON PANG KY KHAO NGHIEM THUOC THU Y
Kinh gui: Cuc Chdn nu6i va Thu 'y
Co so dang ky khao nghiém thudc thi y: ...........coooone....
Dia chi:
S dién thoai:
Co s& khao nghiém thudc thi y: .......oooveveiieeineennn..
Dia chi:
S dién thoai:

Pé nghi dugc khao nghiém thudc (vic xin...) sau day:

Céac chi tiéu, nd1 dung

dang ky khao nghiém Ghi chd

TT |Tén thubc| Thanh phan| Puong ding

a) Thoi gian du kién bét dau:

b) Thoi gian dy kién két thac:

c) bia diém:

Chung t61 cam két chdp hanh dang cic quy dinh cua Nha nudc vé khao
nghiém thudc tha y.

Hoé so kém theo: PAI DIEN CO SO
- Hop dong khao nghiém; (Ky va déng dau)
- Pé cuong khao nghiém;

- H6 so k¥ thuét cua san pham.
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PHU LUC XVI

MAU GIAY PHEP KHAO NGHIEM THUOC THU Y
(Ban hanh kem theo Thong tu so 13/2016/TT-BNNPTNT ngay 02 thang 6 nam
2016 cua Bo Nong nghiép va Phat trién nong thon)

BO NONG NGHIEP CONG HOA XA HQI CHU NGHIA VIET NAM
VAMOITRUONG Péc 1ap - Tu do - Hanh phuc
CUC CHANNUOIVATHUY .

GIAY PHEP KHAO NGHIEM THUOC THU Y

So:....... [ovein..
Tén thudc dugce phép khao nghiém:
Thanh phan hoat chét:
Dang bao ché:
Duong dung:

Tén, dia chi co s& san xuat:

Tén, dia chi co s& dang ky khao nghiém:

Tén co s& khao nghiém:

Dia diém tién hanh khao nghiém:

Tén co s& giam sat khao nghiém:

Loai dong vat khao nghi¢m:

Quy mo khéo nghiém:

Céc chi tiéu khao nghiém:

S6 luong thudc nhap khau dé khao nghiém (néu co):

Gidy phép khao nghiém nay c6 hiéu luc dén: ngay .... thang.... nam.....

Ha Noi, ngay ... thang ... nam
CUC TRUONG
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5. Cap lai Gidy phép khao nghiém thudc thu y (trong trwdong hop bi sai
s6t hodc thay déi tén thude thi y, thong tin ciia to chire, ¢4 nhan ding ky khao
nghiém thudc thu y)

Trinh ty thyc hién:

Cach thirce thuc hién:

- Buéc 1: Giri ho so

T4 chirc, ca nhan c6 nhu cau dé nghi cap lai Gidy phép khao nghiém thudc
tha y (trong trudng hop sai sot hodc thay ddi tén thude thu y, thong tin ctia to chie,
c4 nhan ding ky khao nghiém thudc tha y) chuan bi ho so va ndp dén Cuc Chan
nubi va Thay.

~ Cuyc Chan nudi va Tha y tiép nhan va kiém tra thanh phan, tinh hop 1¢ cua
ho so theo quy dinh.

- Buée 2: Tham dinh hd so, cép lai Gidy phép khao nghiém thudc thi y

Trong thoi han 05 (nam) ngay lam viéc, ké tur ngay nhan dugc hd so hop
1¢, Cyc Chan nudi va Thu y tham dinh ho so va cap lai Gidy phép khao nghiém
thudc thu y néu ho so dat yéu cau; truong hop khong cap, trd 161 bang van ban va
néu rd 1y do.

Cach thire thuc hién:

- Truc tuyén;

- Dich vu buu chinh;

- Tryc tiép.

Thanh phan, s6 lwong ho so:

- Pon d& nghi cap lai Gidy phép khao nghiém thudc tha y theo mau quy
dinh tai Phu luc XVII ban hanh kém theo Thong tu s6 15/2026/TT-BNNMT;

Thoi han giai quyét: 05 (nim) ngay lam viéc ké tir ngay nhan duoc hod so
day du, hop 6.

Poi twong thuwe hién thii tuc hanh chinh: T6 chire, ¢4 nhan.

Co quan giai quyét thii tuc hanh chinh: Cuc Chan nu6i va Thu vy.

Két qua thye hién thi tuc hanh chinh:

Gidy phép khao nghiém thudc tha y theo mau quy dinh tai Phy luc XVI ban
hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT hodc vin ban tra 10i.

Phi, 1€ phi: Khong.

Tén miu don, mau to khai:

- Pon d& nghi cap lai Gidy phép khao nghiém thudc thu y theo mau quy
dinh tai Phu luc XVII ban hanh kém theo Thong tu s6 15/2026/TT-BNNMT

Yéu ciu, diéu kién thuc hién thi tuc hanh chinh: Khong.

Can cr phap ly cua thu tuc hanh chinh:
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-Luat Thuy;

- Luat s6 146/2025/QH15 stra d6i bd sung mot sd diéu cia 15 Luat trong
linh vyc Nong nghi¢p va Moi truong ;

- Nghi dinh s 35/2016/ND-CP ngay 15/5/2016 ctia Chinh phu quy dinh
chi tiét mot sb diéu cta Luat tha y;

- Nghi dinh s6 123/2018/ND-CP ngay 17/9/2018 ctia Chinh Phu stra doi,
bd sung mot ) Nghi dinh quy dinh vé diéu kién dau tu, kinh doanh trong linh vyc
nong nghiép.

- Nghi dinh sb 80/2022/ND-CP ngay 13 thang 10 nim 2022 ctia Chinh phu
stra d6i, bo sung mot sd diéu ctia Nghi dinh s6 35/2016/ND-CP ngay 15 thang 5
nam 2016 ctia Chinh phu quy dinh chi tiét mot s6 diéu ciia Luat thu y, c6 hiéu luc
thi hanh ké tir ngay 13 thang 10 nam 2022;

- Nghi dinh s6 32/2026/ND-CP ngay 21 thang 01 ndm 2026 ctia Chinh phu
stra ddi, bo sung mot sb diéu cua cac Nghi dinh trong linh vuc chan nuéi va tha y.

- Thong tu s6 13/2016/TT-BNNPTNT ngay 02/6/2016 ctiia B Nong nghiép
va Phat trién nong thén vé quan 1y thude tha y;

- Thong tu s0 18/2018/TT-BNNPTNT ngay 15/11/2018 sira doi, bo sung,
bai bé mot s6 diéu cua Thong tu 13/2016/TT-BNNPTNT ngay 02/6/2016 ciia B
Nong nghi¢p va Phat trién nong thon vé quan 1y thudc thi y;

- Thong tu s6 15/2026/TT-BNNPTNT ngay 03/3/ 2026 cua Bo truong Bo
Nong nghiép va Moi truong stra d6i, bd sung mot s6 diéu cua cac Thong tu quy
dinh vé quan 1y thubc thu y.
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. ‘ PHU LUC XVII
MAU PON BE NGHI CAP LAI GIAY PHEP KHAO NGHIEM
THUOC THU'Y
(Ban hanh kém theo Théong tw s6 15/2026/TT-BNNMT ngay 03 thing 3 ndm
2026 cua Bo Nong nghiép va Moi truong)

TEN TO CHUC, CA NHAN CONG HOA XA HQI CHU NGHIA VIET NAM
Doc lap - Tw do - Hanh phuc

Sb: ... vrvvereee e, NEAY ... thang ... nam ....

_ PON DE NGHI CAP LAL
GIAY PHEP KHAO NGHIEM THUOC THUY

Kinh giri: Cyuc Chan nudi va Tha y

Can ctt Thong tuqué 13/2016/TT-BNNPTNT ngay 02 thang 6 nam 2016 cua Bg trudng Bo
Nong nghiép va Phat trién nong thon quy dinh vé quan ly thudc thi y va cac Thong tu sira doi, bo
sung Thong tu s6 13/2016/TT-BNNPTNT.

TO CHUC, CA NHAN PANG KY:

DA ChL: oot sr e re e e e e e ens
SO GI8N thOBL: « - eeeee e SO FAX oo

Chiing toi dé nghi dugc cap lai gidy phép khao nghiém thudc thi y:

DAI DIEN TO CHUC, CA NHAN
(Ky va ghi ro ho tén, dong dau)
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PHU LUC XVI

MAU GIAY PHEP KHAO NGHIEM THUOC THU Y
(Ban hanh kem theo Thong tu so 13/2016/TT-BNNPTNT ngay 02 thang 6 nam
2016 cua Bo Nong nghiép va Phat trién nong thon)

BO NONG NGHIEP CONG HOA XA HQI CHU NGHIA VIET NAM
VAMOITRUONG Péc 1ap - Tu do - Hanh phuc
CUC CHANNUOIVATHUY .

GIAY PHEP KHAO NGHIEM THUOC THU Y

So:....... [.....
Tén thudc dugce phép khao nghiém:
Thanh phan hoat chét:
Dang bao ché:
Duong dung:

Tén, dia chi co s& san xuat:

Tén, dia chi co s& dang ky khao nghiém:

Tén co s& khao nghiém:

Dia diém tién hanh khao nghiém:

Tén co s& giam sat khao nghiém:

Loai dong vat khao nghi¢m:

Quy mo khéo nghiém:

Céc chi tiéu khao nghiém:

S6 luong thudc nhap khau dé khao nghiém (néu co):

Gidy phép khao nghiém nay c6 hiéu luc dén: ngay .... thang.... nam.....

Ha Noi, ngay ... thang ... nam
CUC TRUONG
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6. Cap Gidy phép nhap khau thudc thi y, nguyén liéu lam thudc tha y

Trinh ty thuc hién:

- Buéc 1: Giri ho so

Té chire, ca nl}én c6 nhu c:é\u dé n\ghi cap Gidy Phép nhap khau thudc tha y,
nguyén liéu lam thuoc tha y chuan bi ho so va ndp dén Cuc Chan nuéi va Thu y.

~ Cuyc Chan nudi va Tha y tiép nhan va kiém tra thanh phan, tinh hop 1¢ cua

ho so theo quy dinh.

- Bude 2: Tham dinh hd so, cAp Gidy phép nhap khau thudc thi y, nguyén
liéu lam thuoc thu y

, Trong thoi han 0§ (ndm) ngay lam viéc, Cuc Chan r}u()i va Thu y xem xé&t

cap Gidy phép nhap khau; truong hop khong cap, tra 161 bang van ban va néu rod
1y do

Cach thire thuc hién:

- Truc tuyén;

- Dich vu buu chinh;

- Tryc tiép.

Thanh phén, s6 lwong ho so:

1. Ho so nhp khiu thubc thit y chwa ¢6 Gidy chirng nhin leu hanh dé
phong, chong dich bénh dong vit khdn cap, khdac phuc hdu qua thién tai, gom:

- bon dang ky nhap khég thubc thu y theo mau quy dinh tai Phu luc XXXII
ban hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT.

- Ban sao Gidy ching nhan dang ky kinh doanh hoac Gidy chimng nhan dang
ky doanh nghiép hodc Glay phép dau tu cua doanh nghiép voi nganh nghé phu
hop ctia t6 chtrc, c4 nhan dé nghi cAp Gidy phép nhap khau thude thu y;

- Gidy chirmg nhan GMP hoic van ban ctia co quan nha nude c6 tham quyén
ctia nudc san xuat xac nhan co sé san xuat dap tng tiéu chuan GMP dbi voi thude
nhap khau hodc Gidy ching nhan hé théng quan 1y chat luong (ISO) d6i v6i thude
tht y tr duogc liéu, hoa chét, ché phém sinh hoc (tru véc-xin, khang thé, KIT xét
nghiém) (ban chinh hodc ban chup c6 déng dau xac nhan ctia doanh nghiép ding
ky);

- Gidy chtng nhan hodc vin ban cta co quan thim quyén nudc san xuat
hodc nudc xuat khau cép xac nhan san pham duoc phép luu hanh hodc st dung
tai quoc gia d6 hodc gidy chirng nhén hodc van ban cta co quan nha nudce c6 tham
quyén qudc gia khac xac nhan san pham dugc phép luu hanh hodc sir dung tai
quoc gia do d6i voi san pham chua duoc cap phép luu hanh, st dung tai nudc san
xuat (ban chinh hodc ban chup c6 dong dau xac nhan ctia doanh nghiép diang ky);

- Phiéu phan tich qhét lwong san pham (CoA) ctia nha san xuét (ban chinh
hoac ban chup c6 dong dau xac nhan cua doanh nghi¢p dang ky);
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- Nhén san pham.

2. Ho so nhgp khdu mdu thuéc thit y dé kiém nghiém, khdo nghiém, ding
ky lwu hanh, gom:

- DBon déing ky nhap khau thudc thu y theo mu quy dinh tai Phy lyc XXXII
ban hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT;

- Ban sao Gidy ching nhan dang ky kinh doanh hoac Gidy ching nhén dang
ky doanh nghiép hoac Gidy phép dau tu cta t6 chirc, ca nhan dé nghi cap Gidy
phép nhap khau thudc tha y d6i voi td chirc 1an dau nhap khau;

- Gidy chtrng nhan GMP hoic vin ban ciia co quan nha nude c6 thim quyén
clia nudc san xuat xac nhan co sé san xuat dap tng tiéu chuan GMP dbi voi thude
nhap khau hoic Gidy ching nhan h¢ thong quan 1y chat luong (ISO) d6i véi thude
tha y tir duge liéu, hoa chat, ché pham sinh hoc (trir vac-xin, khang thé, KIT xét
nghiém) (ban chinh hodc ban chup c6 dong dau xac nhan ciia doanh nghiép ding
ky);

- Gidy chtng nhan hodc vin ban cta co quan tham quyén nudc san xuat
hodc nudce xuat khau cép xac nhan san pham duoc phép luu hanh hodc st dung
tai quoc gia do hoac giay chimg nhén hodc van ban cua co quan nha nude co tham
quyén quoc gia khac xac nhan san pham dugc phép luu hanh hodc suir dung tai
quoc gia do d6i voi san pham chua duoc cap phép luu hanh, str dung tai nudc san
xut (ban chinh hodc ban chup c¢6 dong dau xac nhan cia doanh nghiép dang ky);

- Phiéu phan tich c,hét luong san pham (CoA) ctia nha san xuét (ban chinh
hodc ban chup c6 dong dau xac nhan cia doanh nghiép dang ky);

- Tom té‘g dic tinh san pham theo mau quy dinh tai phu luc VIII ban hanh
kém thong tu s6 13/2016/TT-BNNPTNT.

3. Ho so nhdp khiu thudc thii y dé tham gia trung bay trién lim, hi cho,
nghién ciru khoa hoc, phong bénh cho dong vat quy hiém gom:

- bon dang ky nhap khég thubc thu y theo mau quy dinh tai Phu luc XXXII
ban hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT;

- Ban sao Gidy ching nhan dang ky kinh doanh hoac Gidy ching nhan dang
ky doanh nghiép hodc Gidy phep dau tu cta t6 chire, ca nhan dé nghi cap Gidy
phép nhap khau thude tha y d6i voi to chire 1an dau nhap khau;

- Ban sao tai liéu chimg minh muc dich nhap khau thudc tha y;

- Phiéu phan tich c}lét lwong san pham (CoA) ctia nha san xuét (ban chinh
hodc ban chup c6 dong dau xac nhéan cia doanh nghiép dang ky);

- Tom té‘g dac tinh san phém theo mau quy dinh tai phu lyc VIII ban hanh
kém thong tu s6 13/2016/TT-BNNPTNT;

- Nhan san pham.
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4. Hoé so nhdp khdu thuéc thit y dé chita bénh déi véi djng vit tam nhdp
tdi xudt, qud cdnh lanh tho Viét Nam; tam nhdp tadi xuat gia cong xudt khau
theo hop dong da ky véi té chire, cd nhén nwéc ngoai, gom:

- Pon dang ky nhép khag thudc thu y theo mau quy dinh tai Phu luc XXXII
ban hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT;

- Phiéu phan tich Chét luong san pham (CoA) ctia nha san xuat (ban chinh
hodc ban chup c6 dong dau xac nhan ctia doanh nghiép dang ky);

- Ban sao tai liéu chting minh muc dich nhap khau thudc tha y;
- Nhén san pham.

5. Hé so nhdp khiu nguyén li¢u, thuoc thi y, vi sinh vit dé nghién ciru
san xudt thuoc thu y, chdn dodn, xét nghiém, kiém nghiém vé thu y

- bon dang ky nhap khél} thubc tha y theo mau quy dinh tai Phu luc XXXII
ban hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT;

- Ban sao Gidy ching nhan dang ky kinh doanh hoac Gidy ching nhan dang
ky doanh nghiép hodc Gidy phep dau tu ctia tO chirc, ca nhan dé nghi cap Gidy
phép nhap khau thudc thi y dbi vai to chirc 1an dau nhap khau;

- Phiéu phan tich chat luong san pham (CoA) ctia nha san xuat (ban chinh
hodc ban chup c6 dong dau xac nhan cua doanh nghi€p dang ky);

- Tom tat ddc tinh san pham theo mu quy dinh tai phy luc VIII ban hanh
kém thong tu s6 13/2016/TT-BNNPTNT

- Nhan san pham.

6. Hé so nhdp khdu thudc thit y vién tre' ciia cdc to chire quoc té va cdc
hinh thirc nhap khau phi mau dich khac

- bon dang ky nhap khég thubc thu y theo mau quy dinh tai Phu luc XXXII
ban hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT;

- Ban sao Gidy ching nhan dang ky kinh doanh hoac Gidy chimg nhan dang
ky doanh nghiép hodc Glay phép dau tu cua doanh nghiép v6i nganh nghé phu
hop ctia t6 chtrc, c4 nhan dé nghi cAp Gidy phép nhap khau thude thu y;

- Gidy chirg nhan GMP hoic van ban ctia co quan nha nude c6 tham quyén
ctia nudc san xuit xac nhan co s¢ san xuat dap tng tiéu chuan GMP dbi voi thude
nhap khau hodc Gidy ching nhan hé thong quan Iy chat luong (ISO) d6i véi thude
thi y tir duoc liéu, hoa chat, ché pham sinh hoc (trir vac-xin, khang thé, KIT xét
nghiém) (ban chinh hodc ban chup c6 déng dau xac nhan ctia doanh nghiép ding
ky);

- Gidy chtng nhan hodc vin ban cta co quan thim quyén nudc san xuat
hodc nudc xuat khau cép xéac nhan san pham duoc phép luu hanh hodc st dung
tai quoc gia d6 hodc gidy chimg nhén hodc véan ban cta co quan nha nudce c6 tham
quyén qubc gia khac xac nhan san pham dugc phép luu hanh hodc st dung tai
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quéc gia d6 d6i v6i san pham chuwa duoc gép phép luu hanh, st dung tai nudc san
xuat (ban chinh hodc ban chup c6 dong dau xac nhan ctia doanh nghiép dang ky);

- Phiéu phan tich Chét luong san pham (CoA) ctia nha san xuat (ban chinh
hodc ban chup c6 dong dau xac nhan ctia doanh nghiép dang ky);

- Nhan san pham.
7. Hé so nhdp khdu nguyén ligu lam thudc thii y:

(1) Ho so nhdp khau nguyén liéu lam thudc thi 'y (trie hé so nhdp khau
nguyén liéu lam thudc thii y la dung méi, td dwoc) gom:

- bon dang ky nhap khag thubc tha y theo mau quy dinh tai Phu luc XXXII
ban hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT;

- Gidy ching nhan GMP hodc van ban cua co quan nha nudce c6 tham quyen
clia nudc san xuat xac nhan co sé san xuat dap ung tiéu chuan GMP hoic Glay
chtng nhan hé théng quan 1y chat lugng (ISO) ddi voi nguyén lidu 1 hoa chat,
ché phém sinh hoc (ban chinh hoac ban chup c6 dong d4u xac nhan cua doanh
nghiép dang ky);

- Giay ching nhan hodc van ban cua co quan tham quyén nudc san xuat
xac nhan nguyén liéu nhap khau duge luu hanh hodc st dung tai nude san xuat
(ban chinh hoac ban chup c6 dong dau xac nhan cua doanh nghiép dang ky);

- Phiéu phan tich Chéf[ luong san pham (CoA) ctia nha san xuét (ban chinh
hodc ban chup c6 dong dau xac nhan cua doanh nghiép dang ky);

- Ban sao Gidy chtng nhan du diéu kién nhap khau thudc tha y cua co s
dé nghi cap phep nhap khéu do Cuc Chan nudi va Thi y cap doi voi co so nhép
khau nguyén li¢u lam thuoc thu y lan dau nhap khau;

- Béo cdo s6 luong, muc dich sir dung nguyén liéu khang sinh, dia chi co
s mua nguyén liéu khang sinh ctia 16 nguyén liéu khang sinh nhap khau lan trudc,
khi ndp ho so dang ky nhap khau nguyén liéu khang sinh 16 hang tiép theo vé Cuc
Chan nudi va Thi y theo mau quy dinh tai Phu luc XXXIV ban hanh kém theo
Thong tu 13/2016/TT-BNNPTNT.

(2) Ho so nhdp khau nguyén liéu lam thudc thii y la dung moéi, ta dwoc hé
SO gom:

- Don dang ky nhap khau thudc thi y theo miu quy dinh tai Phu luc XXXII
ban hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT;

- Phiéu phan tich chét lwong san pham (CoA) ctia nha san xuét (ban chinh
hodc ban chyp c6 dong dau xac nhan cua doanh nghiép dang ky) (ban chinh hoac
ban chup c6 dong dau xac nhan cua doanh nghiép dang ky);

- Ban sao Gidy ching nhéan du diéu kién nhap khau thuéc thi y cua co s¢

dé nghi cap phép nhap khau do Cuc Chan nudi va Thu y cap ddi véi co sé nhap
khau nguyén liéu lam thudc thu y 1an dau nhap khau.
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8. Ho so nhdp khéu vic xin, vi sinh vit c6 tén trong Danh muc thudc thii
Y dwgc phép luu hanh tgi Viégt Nam hodc da c6 Gidy chirng nhdn lwu hanh tai
Viét Nam gom:

- Pon dang ky nhép khau véc xinZ vi sinh vat theo mau quy dinh tai Phu luc
XXXIII ban hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT,;

- Ban sao chup Gidy ching nhan du diéu kién nhap khéu thudc tha 'y cua
co s& dé nghi cap phép nhap khau do Cuc Chin nudi va Tha ycap ddi véi to chirc
1an dau nhap khau.

* S luong ho so: 01 b

Thoi han gidi quyét: 05 ngay lam viéc ké tir ngdy nhan duoc ho so day du,
hop I¢.

Poi twong thue hién thii tuc hanh chinh: T6 chirc, ¢4 nhan.

Co quan thuc hién thu tuc hanh chinh: Cyc Chan nuéi va Thu y.

Két qua thwe hién thi tuc hanh chinh: Gidy phép nhap khau hodc vin
ban tra 101.

Gidy phep nhap khau thudc, nguyén liéu 1am thudc tha y co gia tri toi da 01
(mot) nam ké tir ngay cap.

Phi, 1¢ phi: Phi kiém tra va cép Gidy chung nhan don hang nhap khau
thudc, nguyén li¢u lam thudc tha y, thude tha y thuy san (trir cac don hang nhép
khau dé lam méu nghién ctu, khao nghiém, kiém nghiém, phi mau dich):
2.000.000 ddng/01 don hang.

Méu don, méu to khai hanh chinh:

- bon dang ky nhap khég thubc thu y theo mau quy dinh tai Phu luc XXXII
ban hanh kém theo Thong tu s6 13/2016/TT-BNNPTNT.

- bon dang ky nhap khau véc xin, vi sinh vat theo mau quy dinh tai Phu luc
XXXIII ban hanh kém theo Thong tu 13/2016/TT-BNNPTNT;

- Tom té‘g dac tinh san phém theo mau quy dinh tai phu lyc VIII ban hanh
kém thong tu s6 13/2016/TT-BNNPTNT;

- MAu Béo c4o kinh doanh, str dung nguyén li¢u khang sinh, danh sach co
s& mua nguyén liéu khang sinh theo mau quy dinh tai Phu luc XXXIV ban hanh
kém theo Thong tu 13/2016/TT-BNNPTNT.

Yéu ciu, diéu kién thuc hién thi tuc hanh chinh: khéng

Can ctr phap ly cua thu tuc hanh chinh:

-Luat Thuy;

- Luat s6 146/2025/QH15 stra doi bd sung mot s6 diéu cta 15 Luat trong
linh vyc Nong nghi¢p va Moi truong ;

- Thong tu s6 13/2016/TT-BNNPTNT ngay 02/6/2016 cia Bo Nong nghiép
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va Phat trién nong thén vé quan 1y thudc thi y;

- Thong tu s 18/2018/TT-BNNPTNT ngay 15/11/2018 sira doi, bo sung,
bai bo mot s6 dieu cua Thong tu s6 13/2016/TT-BNNPTNT ngay 02/6/2016 cua
B¢ Nong nghiép va Phat trién ndng thon vé quan 1y thudce thu y;

- Thong tu s6 13/2022/TT-BNNPTNT ngay 28/9/2022 ciia Bo Nong nghiép
va Phat trién ndng thon stra doi, bo sung cac Thong tu vé quan ly thudc thu y;

- Thong tu s6 15/2026/TT-BNNPTNT ngay 03/3/ 2026 cua Bo truong Bo
Nong nghi€p va Moi trudng sira doi, bo sung mét so6 diu cua cac Thong tu quy
dinh vé quan ly thudc thu y;

- Thong tu s6 101/2020/TT-BTC ctia Bo Tai chinh Quy dinh muc thu, ché
do thu, ndp, quan ly phi, 1¢ phi trong cong tac thu y.
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PHU LUC XXXII

MAU PON PANG KY NHAP KHAU THUOC THU Y NGOAI DANH
MUC THUOC THU Y PUOC PHEP LUU HANH TAI VIET NAM
(Ban hanh kém theo Théng tw sé 13/2016/TT-BNNPTNT ngay 02 thing 6 nidm
2016 ciia Bé Nong nghiép va Phat trién néng thén)
TEN TO CHUC, CANHAN CONG HOA XA HQI CHU NGHIA VIET NAM
------- Doc 1ap - Tw do - Hanh phuc

SO v DKNK (Dia danh), ngay ... thang ... nam
Tel:

Fax:

Email:

bia chi:

PON PANG KY NHAP KHAU THUOC THU Y
Kinh gui: Cyuc Chén nu6i va Tha y
Can cir nhu cau nhap khau thude tha 'y, nguyeén ligu lam thudc tha y, vic

xin, ché pham sinh hoc, vi sinh vat, hoa chat dung trong thu y ngoai Danh muc
thudc thi y dugc phép luu hanh tai Viét Nam, cho muc dich:

OSTAUNG .o 0 Qua biéu, ting
oKinhdoanh ... 0 Tham dy héi chg trién 1am
0 Kiémnghiém .........ccooovieiiniiiniiil 0 Hang mau

oKhdonghiém ........................l o Dung cho vét nudi nhip khau
0 Khac

Chung t6i dé nghi nhap khau cac loai thudc, nguyén liéu lam thudc tha y
sau day:

Ténsan | S616SX déivoi [Nhasan| Nuée |Ponvi|, >° | Thanh
TT 2 A 1A A 5 A , lu(_)’ng A
pham nguyén liéu xuat |sanxuat| tinh ~ tien
nhép
1 2 3 4 5 6 7 8

Téng gié tri don hang (Bdng chi):

Cra KhAU NNAD: ..ot
Thoi gian nhap khau du kién:

DPAI DIEN TO CHUC, CA NHAN
(Ky, ghi ro ho tén va dong dau)
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PHU LUC XXXIII

MAU PON BDANG KY NHAP KHAU VAC XIN, VI SINH VAT PA CO TEN
TRONG DANH MUC THUOC THU Y PUGC PHEP LUU HANH TAI VIET NAM
(Ban hanh kém theo Théng tw s6 13/2016/TT-BNNPTNT ngay 02 thdng 6 ndm
2016 ciia Bé Nong nghiép va Phat trién néng thon)
TEN TO CHUC, CA NHAN CONG HOA XA HQI CHU NGHIA VIET NAM
------- Poc lap - Tu do - Hanh phuc

SO: i DKNK (Dia danh), ngay ... thang ... nam ....
Tel:

Fax:

Email:

bia chi:

PON PANG KY NHAP KHAU VAC XIN, VI SINH VAT
Kinh gui: Cyuc Chén nu6i va Tha y
Can cu nhu cé}u nhap khau viac xin, vi sinh vat dung trong thi y d c6 tén
trong Danh muc thudc tht y dugc phép luu hanh tai Viét Nam, cho muc dich:

OSTAUNG ..., 0 Qua biéu, tdng

oKinhdoanh .......................l 0 Tham dy héi cho trién 1dm

o Kiémnghiém .........ccoooeeieeiiiniin.. 0 Hang mau

oKhaonghiém ......................L 0 Dung cho vét nudi nhap khau
0 Khéc

Chung t6i dé nghi nhap khau cac loai véc xin, vi sinh vat ding trong thu y
sau day:

1| Ten i opi | Nhisin | Nuoe | 88 |Ponvi| | >° | Thanh
P xudt |san xudtl DKLH | tinh | 208 | tién
nhép
1 2 3 4 5 6 7 8

Tong gid tri don hang (Bang chik): ........cccoevuviiiiiiiiiiii i
Cha khaAu nhap: ..o
Thot gian nhdp khaudu kién: ...

DPAI DIEN TO CHUC, CA NHAN
(Ky, ghi ro ho tén va dong dau)
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PHU LUC XXXIV

MAU BAO CAO KINH DOANH, SU DUNG NGUYEN LIEU KHANG
SINH, DANH SACH CO SG MUA NGUYEN LIEU KHANG SINH
(Ban hanh kém theo Théng tw s6 13/2016/TT-BNNPTNT ngay 02 thdng 6 ndam
2016 ciia Bé Nong nghiép va Phat trién néng thén)
TEN CONG TY CONG HOA XA HQI CHU NGHIiA VIET NAM
------- Poc lap - Tu do - Hanh phuc

Sb: .../ Tel: ooon.... (Dia danh), ngay ... thang ... nam ...
Fax:
Email:
bia chi:
1. BAO CAO KINH DOANH, SU DUNG NGUYEN LIEU KHANG SINH
: S0 Sé luwong Téng sé| Ton
A So lo Nha . luong . /i
T ]:en .. | (Batch | sdn N u’o’cA’ ton kho nhép .| Tong sé xudt . kfz.o \
nguyén li¢u No) ude 5an xudt| v truwde trong ky trong ky|cuoi ky
4 (Kg) (Kg) | (Kg)
(Kg)
1.
2.
3.
GIAM POC
(Ky tén, déng dau)
TEN CONG TY CONG HOA XA HQI CHU NGHIA VIET NAM
------- Poc 1ap - Tw do - Hanh phuc
Sb: .../ (Dia danh), ngay ... thang ... nam ....
Tel: .............
Fax: .............
Email:
Dia chi:
I1. DANH SACH CO SO MUA NGUYEN LIEU KHANG SINH
. Dia chi, £ 1a \

TT bJYgay .| Tén 56 dién Tén Solo me Nuwéc sin| S6 lwong ]’Vlyc .
an, sw . . ~ 1., | (Batch sdn x dich sw
dung co' SO f{toguA nguyén liéu No) udt xudt (Kg) dung

lién hé

1.

2.

3.

4.

GIAM BOC

(Ky tén, dong dau)
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. - PHU LUC VIII q
MAU TOM TAT DAC TINH CUA SAN PHAM
(Ban hanh kém theo Théng tw sé 13/2016/TT-BNNPTNT ngay 02 thing 6 nidm
2016 ciia Bé Nong nghiép va Phat trién néng thén)

TOM TAT PAC TiNH SAN PHAM
1. Tén cta san pham

2. Dang bao ché ctia san pham

3. Pudng dung thude

4. Thanh phan, ham luong hoat chat va t4 dugc co trong cong thiic clia san
pham

5. bac tinh dugc luc hoc, duge dong hoc cua san phém
6. Chi dinh diéu tri

7. Liéu luong st dung, cach dung va duong dung

8. Nhirng canh bao khi stir dung

a) Luu y khi str dung;

b) Twong tac v6i thude khac, cac dang twong tac khéc;

c¢) Tac dung khong mong muoén khi str dung theo chi dan va liéu dung da
dugc khuyén cdo cua san pham;

d) Tac dung khong mong mudn trong truong hop st dung qua lidu va cach
xu Iy (n€u ¢o);

d) Thong tin vé viéc str dung san pham cho gia stic mang thai, gia stc cho
stra va gia cam dé¢ trung;

e) Chong chi dinh.

9. Canh bao cho ngudi str dung thude dé phong, tri bénh cho dong vat

10. Thoi gian ngimg sir dung thudc

11. Nhiing thong tin vé sir dung thudc

a) Han str dung (trudc khi mé san pham lan dau; sau 1an ddu mé san pham);

b) Piéu kién bao quan san pham;

¢) Tinh chit va dung luong ctia bao bi dong goi san pham;

d) Chi dan d6i véi viéc loai bo cac phan cua san pham khong duoc sir dung.

12. Tén va dia chi cua nha san xuét.

DPAI DIEN TO CHUC, CA NHAN
(Ky, ghi ro ho tén va dong dau)
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