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BO NONG NGHIEP 'CONG HOA XA HOI CHU NGHIA VIET NAM
VA PHAT TRIEN NONG THON Poc lap — Tw do — Hanh phic
$é: 413 /2022/TT-BNNPTNT Ha Noi, ngay A8 thang 9 nam 2022
: CONGTHONG TIR BIEN TY CHRR FHU
‘ \/AN PHONG CHINH PHU THONG TU | BENg“:"b%Mdfidﬁ' A
l CONG V§%abg,wo sung mot s6 diéu cia cic Théng tw Ve Iy thifiéc thi y
x Gid .....CoNgay ... JMO ........

IKmh chuyenm gn-cte-Nghi dinh s6 15/2017/ND-CP ngay 17/02/2017 cia Chinh phi
quy dinh chic ndng, nhiém vy, quyén han va co cdu t8 chirc ciia B6 Néng
nghiép va Phat trién néng thon;

Cdn cu Ludt Thu y;
Can cie Ludt Chan nudi;
Céin cir Ludit Phong, chong ma tuy ndm 2021;

Cdn cie Nghi dinh 56 1 05/2021/ND-CP ngay 04/12/2021 cua Chinh phu quy
dinh chi tiét va huéng ddn thi hanh mét sé | didu ciia Ludt phong, chong ma tiy;

_ Can cu Nghz dinh sé 113/2017/ND- cpr ngay 09/10/2017 cua Chinh phu
quy dinh chi tiét va huémg dan thi hanh mét sé | diéu ciia Ludt Hoa chdt,

Theo dé nghi ctia Cuc truomg Cuc Thit y,

Bé trucng Bé Nong. nghzep va Phdt trién nong thén ban hanh Thong tu
stra dbi, b6 sung mét s6 diéu ciia cdc Thong twe vé qudn Iy thuéc thi y.

Didu 1. Sira d6i, bd sung mdt s6 didu ctia Thong tu s6 12/2020fTT -

BNNPTNT ngay 09/11/2020 cia B§ truéng Bo Nong nghlep va Phat trién
nong thon ve quan ly thudc thi y cé chu’a chiat ma tiy, tién chat ké don,
don thudc thii y; stra d6i, bb sung mot s6 diéu caa Théong tw s0 18/2018/TT-

BNNPTNT
. Sira dbi, b sung khoan 1 Piéu 1 nhu sau:
«1. Nhap khiu, xuét khiu, qué canh lanh thé Viét Nam, san xuét, budn

‘ban, sir dung, giao nhén, vin chuyen bao quan thube tha Yy, nguyén liéu lam
thudc thu y cé chira chit ma tuy, tién chit; k& don, don thubc thd y trén lanh

thd Viét Nam.”
2. B6 sung khoan 4 vao sau khoan 3 Piéu 1 nhur sau:

“a4. Danh muc thubc thi y chira chit ma tuy, tién chét; Danh muc chét ma
tiy, tién chét 1a nguyén liéu 1am thudc thi y ¢ chira chét ma thy, tién chét.”

3. Stra dbi, bb sung khoan 1 Piéu 2 nhur sau:

“1. Tb chirc, c4 nhan trong nudc, nuoc ngoal c6 lién quan dén nhap khiu,
xuét khiu, quéa canh lanh thé Viét Nam, san xuat, buén béan, st dung, giao nhan



van chuyen bao quan thudc thi y, nguyén liéu lam thudc tha y c6 chira chét mel
tiy, tién chit; ké don, don thudc thd y trén lanh th6 Viét Nam.”

4. Stra dbi, bd sung khoan 1 Pidu 3 nhu sau:

“1. Thuoc tht y ¢6 chira chét ma tiy, tién chat la thubc tht y ¢6 chira cha'f
ma tiy, tién chit thuéc Danh muc chét ma tiy va tién chit do Chinh phii quy
dlnh ?»”

5. B sung khoan 1a vao sau khoan 1 Piéu 3 nhu sau:

“la. Nguyén liéu lam thuéc thu y co chira chét ma tuy, tién chit 13 dugc
chét gdy nghién, dugc chét hudng thin va tién chét dung lam thubc thd y co

chira chat ma tay, tién chit quy dinh tai khoan 1 Piéu nay.” i

6. Sira ddi, bd sung tén Chuong II nhu sau: l
“Chwong 11

QUAN LY THUOC THU Y CO CHUA CHAT MA TUY, TIEN
CHAT, NGUYEN LIEU LAM THUOC THU Y CO CHUA CHAT |
MA TUY, TIEN CHAT”

7.Bé sung Diéu 3a vao trude Diéu 4 nhu sau: |

“Dleu 3a. Danh mue thuoc thu y ¢6 chira chat ma tuy, tién chit; Danh
muc chit na tuy, tién chit 13 nguyén li¢u lam thudc thi y ¢6 chwra chit
‘ma tuy, tién chat : ‘

1. Danh muc thudc thu y c6 chia chét ma ty, tién chét tai Phy luc XI ban
hanh kém theo Thong tu nay. : }
2. Danh myc chét ma thy, tién chit 13 nguyén liéu lam thudc tha y c6 chua
chét ma tay, tién chét tai Phu luc XII ban hanh kém theo Théng tu ndy.” |

8. Stra d01 bd sung Piéu 4 nhu sau: ‘

“Diéu 4. Nhip khiu thudc thi Y ¢o6 chwa chat ma tiy, tién chat
nguyén liéu [am thuoe thu y ¢6 chira chit ma tiy, tién chit”

1. To chirc, ca nhén duoc déng ky cap gidy phép nhap khiu thubc thd y
c6 chita chét ma tay, tién chét bao gom

a) Té chir, ca nhan dugc cap Glay ching nhén du diéu kién nhip khau
thubc thia y hodc Glay chimg nhan du diéu kién san xuét thudc thi y cé chua
chét ma thy, tién chat |

b) To chirc, c4 nhan dang ky nhép khiu l4n dau thubc thu y c¢é chira chat
ma tdy, tién chit nghién ciru khoa hoc, phong, trj bénh cho dong vat quy, hiém
co giay chung nhén dang ky kinh doanh hogc gidy ching nhan dang ky doanh
nghiép hodic gidy phép dau tu hodc cé quyét dinh thanh ldp don vi do co quan
quan ly nha nuée ban hanh..

2. Té chirc, ca nhan nhap khéu thubc thi y quy dinh tai khoan 1 Piéu 3



Théng tu nay thuc hién theo quy dinh tai diém a, diém d khoan 1 va khoan 2
Piéu 20 Nghi dinh s6 105/2021/ND-CP ngay 04/12/2021 cia Chinh phu quy
dinh chi tiét va huong din mot sb didu cia Luat Phong, chéng ma tiy (sau diy
viét tit 1a Nghi dinh s6 105/2021/ND-CP).

3. Quy dinh vé nhép khiu nguyén liéu lam thube thi y ¢ chua chét
ma tiy, tién chat.

a) Viéc nhép khiu nguyén lidu lam thubc thii y c¢6 chira chit ma tay chi
cho phép thuc hién dbi vdi co 5O san xudt thudc thu y nhap khéu nguyén lidu aé
phuc vu hoat dong san xuét thudc ctia chinh co s& dé;

b) Trudng hop khéng sir dung hét nguyén liéu lam thudc thi y co chira
chét ma tay dé nhap khiu, co s nhap khau dugc phép chuyén nhuong cho co s&
san xuét thudc thu y dap tmg quy dinh tai khoan 1 Dleu 7 Thong tu nay va phai
théng bao bing van ban cho Cyc Thi y trude khi chuyén nhuong;

c) Hé s0, trinh ty, thu tuc nhap khau nguyén liéu 1am thudc thé y c6 chira
chit ma tay, tién chét thuc hién theo quy dinh tai diém a, diém d khoan 1 va
khoan 2 Diéu 20 Nghi dinh sé 105/2021/ND-CP.

4. Cyc Thu y la co quan c6 thdm quyen chp Giby phép nhap khiu thubc
tha y, nguyén liéu lam thudc thu y ¢6 chita chit ma tiy, tién chit.

5. Gidy phep nhép khau thuoc thd y, nguyén liéu lam thudc tha y c6 chua
chét ma tuy, tién chit theo M3u sé 02A, MAiu s6 02B tai Phu luc ban hanh kém

theo Nghi dinh s6 105/2021/ND-CP.

6. Gidy phep nhdp khau thuc thd ¥, nguyén liéu lam thudc tht y c6 chira

chét ma tdy, tien chét dugc cip cho timg J4n nhép khéu va c6 gia tri trong thoi
han ghi trén gidy phép nhung khéng qué 12 thang ke tir ngay cap. Truong hop
hét thoi han ghi trong gidy phép nhung viéc nhap khéu chua thuc hién duogc thi
doanh nghiép @& nghi Cuc Thu y gia han, khéng gi6i han sb 14n gia han. '

7. Viéc clp, diéu chinh, cép lai Gidy phép nhép khau thudc thu y,
nguyen liéu 1am thubc thi y c6 chira chét ma tiy, tién chat do mat, that lac hoéc
sai sot, thuc hién theo quy dinh tai dlem d khoan 3 Pidu 20 Nghi dinh sb

105/2021/Nb-CP.”
9. Stra ddi, bd sung khoan 2 Diéu 5 nhu sau:

“2. Hb so, trinh ty, thi tuc xuat khéu thubc tha y c6 chira chét ma tay, tién
chét thuc hién theo quy dinh tai diém a, diém d khoan 1 va khoan 2 Piéu 20
Nghi dinh s6 105/2021/ND-CP.”

10. Bb sung khoan 3a vao sau khoan 3 Piéu 5 nhu sau:

“3a. Gidy phép xuat khiu thudc thu y c6 chia: chit ma tiy, tién chit theo
Miu sé 02A, MAu sb 02B tai Phu luc ban hanh kém theo Nghi dinh sd

105/2021/ND-CP”.



11. Stra ddi, bd sung khoan 4 Piéu 5 nhur sau:

“4, G1ay phép xut khiu thudc tht y ¢ chira chat ma tuy, tlen chét duoc
cép cho timg 1an xuét khiu va c6 gid trj trong thoi han ghi trén gidy phép nhu'ng
khéng qud 12 thang. Truong hop hét thoi han ghi trong gidy phép nhu'ng viéc
xut khau chua thyc hién dugc thi doanh nghiép d& nghi Cuc Thu y gia han|
khéng giéi han sb 14n gia han”

12. B4 sung khoén 4a vao sau khoan 4 Piéu 5 nhu sau:

“4a. Viéc cap, diéu chinh, cap lai Gidy phep xuit khiu thudc thi y cé
chira chit ma tiy, tlen chét do mét, that lac hodc sai s6t, thuc hién theo quy dmh
tai diém d khoan 3 Piéu 20 Nghi dinh s6 105/2021/ND-CP.”

13. Bb sung Piéu 5a vao trudc Piéu 6 nhu sau:

“Piéu 5a. Mién trir, thu hoi Glay phép xuit khau, Glay phép nhap
Khau thubc thi y, nguyén liu lam thude thi y c¢6 chira tién chat

: 1. Mién trir cip Gidy phép xuét khéu, Glay phép nhap khau thubc tha y coE
“chira tién chét theo quy dinh tai khoan 1 Piéu 13 Nghi dinh sé 113/2017/ND-CP,
ngdy 09/10/2017 quy dinh chi tiét va huong dan thi hanh mot sé diéu cua Luat

Hoéa chét (sau day viét tit 1a Nghi dinh s6 113/2017/ND-CP).

2. Viée thu hdi G1ay phép xut khéu, nhép khiu thubc thu y, nguyén liéu
lam thubc thil y c6 chira tién chit theo quy dinh tai khoan 2 Piéu 13 Nghj dinh

s6 113/2017/ND-CP.

3. Cuc Tha y 1a co quan thu héi Glay phép xuét khau Glay phép
nhép khéu thubc thu y, nguyén liéu lam thudc thu y ¢0 chira tidn chét. T4 chirc,
c4 nhén bj thu hdi Gidy phép c6 trach nhiém gui Gidy phép phai thu héi den Cuc
Tha y trong thoi han 05 ngay lam viéc ké tir ngdy nhén dugc quyét dinh
thu hdi.”

14. Sira d8i, bd sung Pidu 6 nhu sau:

“Pidu 6. Qua canh lanh thé Viét Nam déi véi thudce thi y cé chira chat
ma tl'ly, tién chit, nguyén li¢u lam thuée thi y c6 chira chit ma tiy,
tién chat : |

Hb so, trinh tu, thi tuc cap phép qua canh lanh thé Viét Nam déi véi
thudc thl y c6 chia chét ma tuy, tién chit, nguyén liéu lam thudc tha y cé chira

chit ma thy, tién chat thuc hién theo quy dinh tai Piéu 22 Nghi dinh s6
105/2021/ND-CP.”

15. Stra @i, bd sung khoan 1 Piéu 7 nhu sau:

«], San xudt thudc thi y c6 chira chit ma thy, tién chét

a) Viéc san xuét trong nudc céc loai thube thu y ¢6 chua chit ma tay,
tlen chét chi duge thuc hién tai co s¢ dugc Cuc Thi y cdp Gidy ching nhin dua
‘diéu kién san xuét thude thu y con hiéu luc;

i
|



b) Hb so, trinh tu, tha tuc cap G1ay chtng nhén du didu kién san xuit
thude thu y c6 chira chit ma tuy, tién chat cung trén day chuyen san xuét thubc
tha y dd dugc cép G1ay ching nhén du diéu kién san xuét thuc hién theo quy
dinh tai diém a va diém c khoan 2 Piéu 16 Nghi dinh- 56 105/2021/ND-CP;

¢) Hd so, trinh tu, thi tuc cap lai Glay chimg nhén du diéu kién san xuét
thuoc tha y ¢d chira chit ma tay, tién chét do1 voi truong hop Giéy chimg nhin bi
mét, sai sét, hu héng hodc cé thay dbi vé théng tin clia tb chirc, ca nhan trong
Gidy chimg nhin thuc hién theo quy dinh tai khoan 3 Piéu 16 Nghi dinh s6

105/2021/ND-CP;

d) Hb so, trinh ty, thu tuc sira d6i Glay chimg nhén da didu kién san xuét

thude tha y €6 chira chét ma tay, tién chét 601 véi trudmg hop c6 thay déi vé quy
md, dia diém, ching loai san phim sin xuét thuc hién theo quy dinh tai khoan 4

Piéu 16 Nghi dinh s6 105/2021/ND-CP.”

16. Stra @i, bd sung Piéu 9 nhu sau:

“ Pidu 9. Sit dung thudc thi y ¢é chira chéit ma tay dé tri bénh
dong vat

1. Ngudi ¢6 chimg chi hanh nghé tha y v& chin doan, kham chita bénh,
phiu thudt dong vat, xét nghiém bénh, tiém phong cho dong vit duoc phép sur
dung thubc thi y c6 chira chét ma tay d8 tri bénh dong vat theo don; trudng hop
khéng sir dung hodc su dung khéng hét, trong vong 10 ngay phai tra lai cho co s&
d3 ban thubc tha y.

2. Co s& ban thube tha y tiép nhan va 14p bién ban nhén lai thuoc thi y co
chtta chit ma tay do khéng str dung hodc sir dung khéng hét tir ngudi sir dung
quy dinh tai khoan 1 Didu nay theo miu tai Phy luc VI ban hanh kém theo
Thong tu nay. Bién ban dugc 1ap thanh 02 ban (01 ban luu tai co s& ban thude,
01 ban giao cho ngudi tra lai thudc). Chu clra hang cén cu didu kién cu thé dé
quyét dinh tai sir dung hodc tiéu hiy theo quy dinh tai khoan 3, khoan 4 Diéu 40
Théng tu s6 13/2016/TT-BNNPTNT ngay 02/6/2016 cua B9 trudng BO Nong
nghiép va Phat trién ndng thén vé quan ly thudc thi y”.

17. Stra ddi, bd sung Piéu 11 nhu sau:

“Piéu 11. Van chuyén thuoe thu y c6 chiwra chit ma tiy, tién chit,
nguyén li€u lam thudc thi y c6 chira chit ma tay, tién chat.

1. Thubc thu yco chira chdt ma tiy, tién chit, nguyén lidu 1am thudc thi y cé
chira chét ma tay, tién chét trong qua trinh van chuyén phai dugc déng géi va ghi
nhén san phim day da ndi dung theo quy dinh cia phap luat, trong d6 ghi rd tén
chét, nong d6, ham luong, khéi luong, nguon goc, xudt xtt.

2. C4 nhan, co quan, tb chirc c6 thube th y ¢ chira chét ma tay, tién chit,
nguyén liéu lam thude thay c6 chita chét ma tay, tién chét phai chiu trach nhiém
vé su an toan va viéc thit thoat hang hda trong qua trinh vén chuyén.”



18. B4 sung hoat chit “Toltrazuril, Amprolium, Clopidol” vao cudi
khoan 1 Diéu 14.

19. B sung khoan 7 vao sau khoan 6 biéu 14 nhu sau:

“7. Thubc thi y c6 chira hoat chit thudc nhém thubc phong tri ndi, ngoai
ky sinh trung.”

20. Stra ddi, bd sung Diéu 20 nhu sau:

“Pidu 20. Ké don thudc thi y

1. Pon thudc thu y dugc 14p thanh 03 ban: 01 ban luu tai co s& kham
bénh, chita bénh, phiu thuat dong vat, xét nghlem bénh dong vét; 01 ban gui cho
co s& nudi dong vat; 01 ban luu tai co s& cap, ban thudc thi y. Trudng hop don
thudc dugc ké va ban béi chinh co s¢ khém bénh, chita bénh, phiu thuat dong
vat, xét nghlem bénh dong vat, don thudc dugc 1ap thanh 02 ban: 01 ban luu tai
‘co s& ngudi ké don; 01 ban giri cho co s& nuéi dong vit.

2. Ké don thubc véi sb luong thuoc st dung khong vuot qua 07 (bay)
ngdy hodc theo huong din ciia nha san xuét va theo quy dinh tai cac Pidu 13,
Pidu 17 va Diu 18 Thong tu nay.

3. Co sd, ca nhdn kham bénh, chira bénh, phéu thuat dong vét, xét nghiém
bénh dong vat pha1 gli danh sach sb dang ky chimg chi hanh nghe clia nguoi ké
don thudc thii y c6 chira chit ma tiy, tién chét ctia co s& minh dén co quan quan ly
chuyén nganh tha y cip tinh tai dja phuong noi dang ky hoat dong.”

21. Stra ddi, bd sung diém d khoan 4 Piéu 23 nhu sau:

“d) Thyc hién béo céo dinh ky 6 thang (sb liéu tinh tir ngay 15 thang 12
nim trude ky béo cdo dén ngay 14 thang 6 cia ky bao cao), bdo cdo nam (s lidu
tinh tir ngay 15 thang 12 nam trude kj bdo cdo dén ngay 14 théang 12 cia ky bao
c40) vé& Cuc Thi y va Chi cuc Thu y ving thudc dia ban quan 1y theo biéu miu
tai Phu luc II ban hanh kém theo Théng tu nay.”

22. B6 sung diém d vao sau diém d khoan 3 Diéu 24 nhu sau:

“d) Cung cAp sb hiéu chimg chi hanh nghé va tén don vi cp chimng chi
hanh nghé cia ngu’orl ké don cho Co quan quén ly chuyén nganh thu y cap tinh
noi hanh nghe néu ching chi hanh nghé do Co quan quan 1y chuyén nganh thu y
tinh, thanh phé khac cap.”

Pidu 2. Bai bé, thay thé, bd sung mot s6 Phu luc ciia Thong tw s0
12/2020/TT-BNNPTNT ngay 09/11/2020 ciia B§ trlro’ng Bo Nong nghlep va
Phat trién nong thén vé quin ly thuoc tha y ¢6 chu'a chat ma tiy, tién chat
ké don, don thudc tha y; sira dbi, bé sung mot s6 diéu caa Thong tw sb
18/2018/TT-BNNPTNT

1. B&i bo Phy lyc L. Mau don dang ky xuét, nhap khiu thudc thi y ¢6 chia
chét ma tdy, tién chét, nguyén liu thubc thii y c¢6 chira chat ma tiy.



2. Thay thé Phu luc VII bang Phy luc VII tai Phu luc I ban hanh kém
theo Thong tu nay.
3. Thay thé Phy luc X. Danh muc cic hoat chét thubc thu y thudc nhém

khang sinh quan trong bang Phu luc X. Danh muc céc hoat chét thudc tha y
thudc nhém khéng sinh quan trong tai Phu luc I ban hanh kém theo Théng tu

nay.
4. B sung Phu luc XI. Danh muc thudc thii y ¢ chira chét ma tﬁy, tién
chit tai Phu luc I ban hanh kém theo Thong tu nay.

5. B6 sung Phy luc XII. Danh myc chét ma tay, tién chit 1a nguyén liéu
lam thudc thi y ¢é chira chit ma tuy, tién chét tai Phu luc I ban hanh keém theo
Thoéng tu nay.

Pidu 3. Sira ddi, bd sung mot s6 didu ciia Théng tw sb 13/2016/TT-

BNNPTNT ngay 02/6/2016 cia B trwéng Bo Nong nghiép va Phat trién
nong thén vé quan ly thude thi y

1. Bi bé cum tir “khéng thé” tai diém g khoan 3 Didu 3.

2. Bo sung cum tur “théng tin va dic tinh cua ching vi sinh vat gbc ding
8 san xuét vic xin, khang thé d6i véi san pham san xuét trong nuéc’ ’ trude cum
tir “céc tai liéu lién quan dén ban quyen va ap dung ching chi san xut véc xin,
khang thé (néu cd)” tai didm n khoan 3 Diéu 3.

3. Bai bo diém p khoan 3 Pidu 3.

4. Bii bo diém d, diém d khoan 6 Diéu 3. |

5.Bb sung cum tlr “ddi v&i hinh thic ndp hd so qua dich vu buu chinh
hodc tryc tiép” vao sau cum tir “hd so ding ky thudc” ta1 diém a khoan 2

Diéu 6.
6. B6 sung khoan 3 vao sau khoan 2 Piéu 6 nhu sau:

“3. Hinh thirc ndp hd so theo mgt trong c4c hinh thitc: tryc tuyén hodc qua
dich vu buu chinh hodc truc tiép.”

7. B6 sung cum tir “tinh dén ngay ndp hd so” vao sau cum tir “trong thoi
han 12 thang” tai khoan 4 Piéu 10.

8. B4 sung khoan 6 vao sau khoan 5 Piéu 20 nhu sau:

“6. Thuc hién kiém tra, _danh gia truc tuyén, trong trudmg hop do thién tai
‘hodc phai ap dung quy dinh v& phong, chdng dich bénh nguy h1em ma khéng thé
thye hién kiém tra, danh gia truc tiép tai hién trudng de cap gidy ching nhan du
diéu kién san xuét thubc tha y. Viéc danh gia tryc tiép tai hién truong s& duge
thuc hién sau khi cac dia phuong kiém soat dugc thién tai, dich bénh theo quy
dinh; thuc hién thu hdi ngay gidy chimg nhén déi véi trudng hop td chic, ca
nhan vi pham quy dinh phéap luat va xir ly vi pham theo quy dinh cua phap luat.”

9. Bd sung khoan 5 vao sau khoan 4 Diédu 21 nhu sau:



“5 Thyc hién kiém tra, danh gia truc tuyén trong truong hop do thién tai
hodc phai 4p dung quy dinh vé phong, chéng dich bénh nguy hlem ma khong thé
thuc hién kiém tra, danh gia tryc t1ep tai hién truong dé cip g1ay chung nhén du
diéu kién budn ban, nhap khiu thudc thi y. Viéc danh gia tryc tiép tai hién
trudng sé& dugce thuc hién sau khi cac dia phu’(mg kiém soat dugc thién tai, dich
bénh theo quy dinh; thuc hién thu hdi ngay glay chimg nhan d6i véi trudng hop
t§ chirc, c4 nhan vi pham quy dinh phép luét va xir ly vi pham theo quy dinh cua
~ phap luat.”

10. B4 sung cum tir “Péi véi thude thi y phai ké don gh1 ky hiéu Rx tai
- g0c bén trai cla tén thudc va dong chit “Thuéc ké don” vao cudi diém e khoan 1
Diéu 27.

11. Thay thé cum tir “Trong thoi han 10 ngay dbi véi duoc pham hoa
chat ché pham sinh hoc” bing cum tir “Trong thoi han 15 ngay 601 véi duge
phim, héa chét, ché phim sinh hoc” tai diém a, diém b khoan 2 Diéu 39.

Didu 4. Sira dbi, b sung, thay thé mot s6 Phu luc ciia Thong tw $0
13/2016/TT-BNNPTNT ngay 02/6/2016 ciia Bo trwong By Nong nghi€p va
Phat trién nong thén vé quén ly thudc thi y

1. Thay the Phu luc X. Pon dang ky luu hanh thudc thi y san xuat gia
cong, san chia bing Phu luc X. Pon ding ky luu hanh thudc thi y san xuét gia
cdng, san chia tai Phu luc II ban hanh kém theo Thong tu nay.

2. Stra d01 bd sung tén Phu luc XX va tén miu don tai Phu luc XX thanh:
“Don ding ky cip, gia han gidy chimg nhan du didu kién budn ban, nhap khiu
thudc tha y”.

3. Bb sung cum tur “Phan 1. Cac chi tiéu chung” vao sau cum tur
“T1, NHOM CHI TIEU DANH GIA” tai Phy lyc XXIIL.

4. Thay thé Phu luc XXVIII. MAu don ding ky, gia han dang ky kiém tra
GMP bing Phu luc XXVIIIL. MAu don ding ky, gia han dang ky kiém tra GMP
tai Phu luc II ban hanh kém theo Thong tu nay.

Diéu 5. Quy dinh chuyén tiép

1. Déi véi cac hd so d& nghi cép phép nhap khéu thudc tha ¥, nguyén liéu
lam thubc thd y ¢é chia chat ma tuy, tién chit; hd so de nghj céap Gidy chimng
nhén du didu kién san xudt thubc thi y; hd Y dé nghi cép Gidy chimg nhén da
diéu kién bubn ban, nhap khiu thudc thi y; hd so ding ky luu hanh thudc tha y
duge tiép nhan trudc ngay Thdng tu ndy c6 hi¢u luc thi hanh thi thyc hién theo
quy dinh cta phap luét tai thoi diém ndp hd so.

2. C4c san phim thubc thi y da duge san xuét, nhap khau truéc ngay
Théng tu nay ¢6 hiéu luc thi hanh dugc tiép tuc luu hanh véi nhin san pham da
déang ky dén hét han sir dung san pham. Céc san phim thudc tha y san xudt, nhap
khéu sau ngay Théng tu nay c6 hiéu luc thi hanh phai ghi théng tin vé thude ké don
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trén trén nhidn gdc san pham hoic trén nhin phu hoic trén Hudéng dan sit dung
san pham.

Diu 6. Picu khoan thi hanh,
1. Théng tu ndy c6 hiéu lyc thi hanh ké tir ngay thang nam 2022.

2. Cuc trudng Cuc Tha y, Tha trudng cac don vi thude B va cac td chirc,
ca nhén ¢o lién quan chiu trdch nhi€ém thi hanh Théng tu nay.

Trong qua trinh thuc hién Thong tu nay, néu c6 vudng mic hoic cén sira
déi, bd sung, dé nghi céc co quan, t6 chirc, cd nhan phan anh kip thoi vé B Nong
nghiép va Phat trién ndng thdn (qua Cuc Thu y) dé xem xét, giai quyét./.

Noi nigin: - KT. BO TRUONG
- Van phong Chinh phu; THU TRUONG -
- Céac B, Co quan ngang B¢; .

- Lanh dao By Nong nghiép va PTNT;

- UBND céc tinh, thanh pho truc thude Trung wong;

- Cuc Kiém tra van ban QPPL (B3 Tu phap);

- Cdng bao Chinh phu;

- Cdng thong tin dién tir Chinh phu;

- Cdng thong tin dién tir B6 NN&PTNT;

- Cac don vj thudc B Nong nghiép va PTNT;

- Cuc Tha y, cac don vi thuéc Cuc Thi y;

- S& Noéng nghiép va PTNT, Co quan quan ly chuyén
nganh thi y c4c tinh, thanh phé truc thudc Trung uong;
- Cac Hiép héi, doanh nghiép co lién quan;

- Luu: VT, TY.




Phu luec I

THAY THE, BO SUNG MOT SO PHY LUC
CUA THONG TU SO 12/2020/TT-BNNPTNT
(Ban hanh kém theo Thong twsé 43 /2022/TT-BNNPINT ngéy o8 thing 9 nam 2022
cua Bo truéng B Nong nghiép va Phdt trién nong thoén)

1. Phu luc VIL
2. Phu luc X. Danh muc céc hoat chét thude thi y

thuoc nhom khang sinh quan trong.

3. Phu luc XI. Danh muc thubc thit y ¢6 chira chit ma tay, tién chét.
4. Phu luc XII. Danh muc chit ma tay, tién chit 13 nguyén liéu lam thubc tha y ¢b

chira chét ma tiy, tién chit.
Phu luc VII

MAU 1. PON THUOC AP DUNG CHO KE
PE PIEU TRI, PIEU TRI DU PHONG

PON THUOC THU Y
CHO PONG VAT

Tén, dja chi, di¢n thoai cia co s¢ kham, chira bénh (néu co):
Ma 56 chimg chi himh nghé ciia ngudi ké dom:
Dia chi cua nguoi ké don:
Dién thoai cua nguoi ké don:
PON THUOC

Ho tén chi co s& chan nu6i/NTTS: ............

a . » - aAcr X ’
Tén trang trai/ co s& chan nudi/NTTS (néu co):.........

Pia chi (1) coevnerneneeiei e
Dién thoaiz...........ceen... FAX: (néu cd) ..
Loai dong vat (2):.. .S6 lugng ddng vat (con) (3)iocvrirrernenn.

don thudc:..

Lira tudi (4):...ovvivvneenne Giéng (néu cin)

ChaAn BOAN:. ... e e e et e e

Thubc didu tri (5): .vveveeeernenns

Thoi gian ngimg sir dung thudc: ..........

L07 dAN (6): v eeveve vee e e e e e e s bt st et e e e sn s

Ngay ...... thdng ...... nam20... ...
Ngudi ké don/BSTY khédm bénh
(Ky, ghi ro ho tén)
Ngay hen khdm lai:

S6 luong ao/ bé/ hd/ chuong nudi cb dong vat bi bénh dugc ké

HUGNG DAN CACH GHI CAC MUC
TRONG PON THUOC

Pon thubc thi y dugc thé hién trén gidy
tring, chit viét rd rang

1. Pia chi: Ghi tén dia chi cia trang trai,
noi nudi dong vat: sé nha, dwong phd, tb
dan  phd thon/4p/ban,
'xﬁlphuémg/thi trdn, quan/huyén/thj
xd/thanh phé thugc tinh, tinh/thanh phd.
2. Lodi ddng vat: Ghi tén loai dfng vat.

hoac

3. 8§ lugng dong vat (con): Ghi sb
lrgng dong vat duge ké don

4. Lira tudi: Ghi giai doan, 46 tudi hoic
trong lucmg dong vat hodc gh1 giai doan
nudi giong, thuong phim dbi v&i dong
vét thuy san.

5. Thubc dicu tri: ghi du thong tin theo
quy dinh tai Diu 18 Théng tr sb
12/2020/TT-BNNPTNT.

6. Loi din:
- Ché 46 dinh dudng cho dong vat.




MAU 2. PON THUOC AP DUNG CHO KE PON THUOC THU Y |
TAI CO SO SAN XUAT THUC AN CHAN NUOI PE PHONG BENH CHO PONG VAT

Tén, dia chi, dién thoai ciia co s& kham, chira bénh (néu cé):
Md 56 chimg chi hanh nghé ctia nguoi ké don:

‘1Pia chi cua nguoi ké don:
Dién thoai cua nguci ké don:

Ap dung tai co s& san xuét thire dn chan nuéi (7); ......ovev.e.

Ngudi ké don/BSTY kham bénh
(Ky, ghi rd ho tén)

PON THUOC
Thudc phong b&nh (1): «oeoovvvviieieeeeeeeeeeee et
Muc dich sir dung (2):......
Loai dong vat (3)......... Gibng (néucln):...........evuv..
LA 8T (A): .o
Tén thire an chan nudi: .....ccoevvereeeeee. Khéi lugng (5):veeeennen...
Lot ddn (6): ......cccooevieiiiviie o it et it et e e e

......................................................................

Ngay ..... thang .... ndm 20.....

HUONG DAN CACH GHI CAC
MUC TRONG PON THUOC !

Don thude thi y duge thé hign trén
gidly tring, chir viét rd rang.
1. Thubc phong bénh: ghi du théng
tin theo quy dinh tai Diéu 18 Thong
t s6 12/2020/TT-BNNPTNT. |
2. Muc dich st dung: Ghi rd phong
bénh gi.

3. Loai dong vat: Ghi tén loai dong
vat.

4. Ltra tudi: Ghi giai doan, dd tué‘i
hodc trong lu'qng dong viat dugc su
dung sin pham thire 4n chin nudi co
chira thudc thu y.

5. Khdi lugng: Ghi kh6i hrong ciia 15
thitc an chin nudi san xuit ¢4 chia
thudc theo don. |

6. Loi dan: B6 sung cac dan do, lwu § y
khéc (néu c6). |

7. Co s& san xuét thie an chin nu01
ghl day du tén, dla chi, sb dién thoa1
cuia co s& san xuit thire an chin nu01
sir dung don thudc.

-




Phu luc X

DANH MUC CAC HOAT CHAT THUOC THU Y THUQC
NHOM KHANG SINH QUAN TRONG

STT Nhom Tén hoat chit
1. Aminocyclitols Spectinomycin
2. Cyclic . Bacitracin, Enramycin
polypeptides
3. Pleuromutilins Tiamulin, Valnemulin




Phuy luc XI

DANH MUC THUOC THU Y CO CHUA CHAT MA TUY, TIEN CHAT
(Puge cip Gidy chirg nhin lwu hanh tai Viét Nam)

I. DANH MUC THUOC THU Y CO CHUA CHAT MA TUY, TIEN CHAT SAN XUAT TRONG NUGC

TT | Tén thude Hoat chéit chinh | Dang déng géi | Khéi lrong/ Thé tich Cong dung S6 ding ky
CONG TY CO PHAN VB PHARMA
1. | MULTICID | Acid Formic, | Chai, hii 10ml, 20ml, 50ml], | Lam gidm d¢ pH cua nudec, VBP-78
Amonium  Formiate, 100ml, 500ml, 1000ml | taic ddng truc tiép vao da
Acid Lactic, Acid ' day lam giam 46 pH va cho
Propionic, Amonium phép hoat ddng chinh xac
propionate cua céc enzyme da day.
2. |MULTICID | Acetic acid, Formic | Chai,lo,can |10ml, 20ml, 50ml, | Uc ché vi khuén giy bénh, | VBP-216
PLUS acid, Lactic acid, 100ml, 200ml, 250ml, | ting cudng su phat trién cua
Propionic acid, Citric 500ml, 1 lit, 2 Iit, 5 lit. | hé vi sinh dudng rudt, ting
acid kha ning hdp thu thic an
cho vat nudi
3. | AFolaccit C | Vitamin C, acid Citric, { G6i, hdp 5g, 10 g 20 g, 30 g, | Phong bénh thiéu vitamin C, | BN.TS4-20
acid Formic, acid 50 g, 100 g, 500g, |ting cudng sic dé khang,
Lactic, extract 1 kg, 5kg, 10kg. giam stress, han ché bénh
dudng rudt & ca




CONG TY €O PHAN PAU TU LIEN DOANH THUOC THU Y VIET ANH

4 |ALLCID  [Acid formic, Acid | Lo, chai 10, 100, 250, 500ml; | Uc ché su phat trién ctia nim VA-285
" | LIQUID propionic, Ammonium 1,5, 10, 20L men, cac vi sinh vét c6 trong
formate, Acid lactic nuéce, thirc dn chan nudi gitp
dong vat dé hip thu, chéng
diy hoi, kho tiéu trén trau,
bo, ngura, lon, dé, ciru, ga, vit,
ngan, ngdng, chim
CONG TY TNHH SAN XUAT-THUONG MAI A.S.T.A
5 Chelatox Propionic acid, Formic | Chai, Can 5, 10, 20, 50, 100, 250, Ngz‘in’ ngua su hinh thanh ASTA-125
) acid, Lactic acid, Malic 500ml; 1;2;5, 10 lit ddc to cia mam bénh dudng
acid, Tartaric acid, rudt, cai thién hé mién dich,
Phosphoric acid, Ctric ting strc dé khéng trén trau,
acid, Sorbitol, Copper b0, d&, clru, lon, gia cAm
sulphate ,
6 Fast Grow | Vitamin Bl, B2, B6, | Chai, Can 1;2;5, 10,20, 50, 100, Cupg cép vitamin, khoédng ASTA-138
) Aspartic acid, Citric 250,280, 500ml; 1; 1,1; | chat; kich thich su san sinh
acid, Malic  acid, 2; 5; 101 enzyme, ting cudong hé
Phosphoric acid, mién dich trén bo, dé, ciru,
Tartaric acid, Copper lon, gia cAm
sulfate, Potassium
chloride, Yeast
CONG TY TNHH THUONG MAI VA SAN XUAT THUOC THU Y GAU VANG
7. | Thongkhi | Bromhexine, G6i, hop, lon, | 5,3, 10,30,50, 100, |Két hop v6i khang sinh d&é | HCM-X17-27
Tartaric acid 200, 250,500 g; 1,2, |ting cudng hiéu qua tri cac

quan

x0, thing

5,10, 15, 25 kg

bénh dudng ho hép.




CONG TY TNHH THUOC THU Y NAM THAI

8. |Digicofin- | Caffeine, Natri | Ong, lo 2; 5, 10, 20, 50, 100ml | Suy tudn hoan cip tinh, sy NT-81
NT Salicylate, Ephedrine séng bi de doa, Dau bung, '
Hydrochloride, Phiu thuét, Bénh tim mach
Digitoxin do nhiém tring, Dy phong
sau khi gdy mé néu lugng
thubc gdy mé wvugt qud
ngudng cho phép
CONG TY TNHH TM & SX THUOC THU Y NAPHA
9. |ACF Acid formic Chai 5, 10, 20, 50, 100, 250, | Tri Nosema, ia chay, u tril_ng HCM-X24-101
500ml; 1; 2; 5 lit. phén, chi 1é6n(Varoa), ve khi
quan (tracheamites) trén ong
mat
10. | BIOTONIC | Citric acid; Lactic acid; | Chai, can 5; 10; 20; 50; 100; | Giadi doc gan, tri bénh do | HCM.TS34-51
LIQUID Formic acid; 250; 500ml; 1; 2; 5; | thiéu Vitamin trén tdm, c.
Methionine;  Lysine; 10; 20 lit
Vitamin B1, B5, B6,
PP, C
CONG TY CO PHAN THUONG MAI VA SAN XUAT THUOC THU Y THINH A
11. | Ox Virin-F | Hydrogen Peroxide, Chai, can 10, 20, 50, 100, 200, Séat tring chuf*)ng trai, khu | HCM-X11-305
Acetic Acid 250, 500ml, 1, 2,5, 10, giét md, khu hwu trir thirc in,

20 it

xe van chuyén, dung cu, thiét

bi chin nudéi, khi tring




duong 6ng nuoc va khi
trung khong khi chudng nubi,
khir tring moi trudmg nudi.

II. DANH MUC THUOC THU Y CO CHUA CHAT MA TUY, TIEN CHAT NHAP KHAU

TT| Tén thubc Hoat chét chinh D‘*'“gé‘ii"“g Khéi lwgng/ Thé tich Céng dung Sé ding ky
CONG TY VIRBAC (PHAP)
1. | Zoletil 50 Tiletamine base, | Lo 5g Gay mé trong tha y VB-22
Zolazepam ‘
CONG TY VIC-ANIMAL HEALTH LTD (BELARUS)
2. | Productive | Axit formic, Axit lactic, | Chai, can, thing | 30, 50, 100, 250, 300, | Uc ché su phat trién cia| VAH-18
Acid SE Axit axetic, Axit citric, 500ml; 1, 2, 5, 10, 20, | hé vi sinh vat gdy bénh
Axit propionic 25, 50, 100, 200 lit trong thic an, nudc uodng
va dudng tiéu hoéa phong
tiéu chay trén !tréu, bo, dé,
clry, lon, gia cAm
CONG TY INTRACARE B.V. (HA LAN)
3. |Intra Aqua | Zinc, Copper, Lactic | Lo, thing, can | 1,2,5,10,20,25,2001lit | Tri nhiém truing dudng IBV-13
Acid Mineral |acid, Formic acid, tiéu héa do vi sinh vit

Propionic acid

gdy bénh nhay cam véi
axit. Chi dinh trong

trudng hop thiéu




khoéng chit (ddng va

kém), ting mién dich
trén tréu, bo, bé, nghé,
nguya, dé, ciru, lon va
gia cAm.

CONG TY INTERCHEME WERKEN "DE ADELAAR" B.V (HA LAN)

4. | Stimosol Oral | Yeast extract; Vitamin | Hop, Chai 50, 500ml, 11 Phong va tri bénh thiéu ICW-76
Bi; B2; B6; Citric Vitamin nhoém B, Kkich
acid; Malic acid; thich hé théng mién dich
Phosphoric acid; trén bé, nghé, dé, cir,
Tartaric acid; Copper lon, gia cim.
sulphate;  Potassium
sulphate
5. |Intrasan pH | Acetic acid, Formic acid, | Chai, can 100ml, 500ml, 11, 51 Giam vi khuén giy bénh, | ICW-148
| Oral Lactic acid, Citric acid, hd trg hé vi khudn c6 lgi,
Propionic acid gidam d6 pH cua dudng
rudt, cai thién kha néng
tieu héa thic an, hd trg
kich hoat cac enzym tiéu
hoéa & gia cAm va heo
CONG TY ANTEC INTERNATIONAL/GLOBAL-TALKE, S.L. (ANH)
6. |FarmFluidS | Acetic acid, Tar acid, | Lo, Chai, | 10, 20, 25; 50, 100, Thubc sat trung ATI-4
Dodecyl benzene, | Thung 250, 500ml; 1; 2; 2,5;

Sulphonic acid

5; 10, 25; 50, 2001t




CONG TY EVANS VANODINE (ANH)

7. | Fam-30® Iodine, Sulfuric acid, | Chai, thung 1; 5; 25; 2501 Thudc sat tring dung PFU-70
Phosphoric acid trong chan nuéi, thu y
CONG TY TROY LABORATORIES PTY (AUSTRALIA)
8. |Ketamil Ketamine HCL Lo 10, 50ml Giy mé trén tru, bd,| TROY-3
Injection ngua, heo, dé, chd, méo
CONG TY PHARMADIX CORP (PERU)
9. | Ket-A-100® | Ketamine (as | Chai, lo 10, 20, 30, 100, 250, | Giy mé trén tréu, bo, PCP-10
hydrochloride) 500m! ngua, ctru, heo, cho, méo,
gia cam
CONG TY Y.S.P INDUSTRIES (M) SDN. BHD (MALAYSIA)
10. | COUGHLIN | Sulpyrine, DI-Methyl | Lo 100ml Diéu trj viém phdi lgn YSPM-21
Injection Ephedrine,
Chlorpheniramine
Maleate
CONG TY PT. BIOPLAGEN INDONESIA (INDONESIA)
) . . . N s ..« A | INDOTY07-01
11. | Bioplagen Hydrogen peroxide, Chai, lo, can 1,2,5, 10, 20 lit Sat trung bé mat va mdi
Perox® Acetic Acid

trudng chin nudi, phuong
tién vén chuyén, bé chira
nudc, hé théng phéan phdi
nudec, chuE‘)ng trai chén
gia suc, gia cAim
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CONG TY NOVUS DEUTSCHLAND GMBH (GERMENY)

12. | MERA™
CID

Formic acid, Propionic
acid, Silicic acid,
Amonium formate,
Amonium propionate

Bao, hop, x0,
thung

500g; 1, 2, 5, 10, 20,
25, 40, 50kg

B sung a xit hitu co, kim
ham su phét trién cia vi
khuin va nim méc trong
thirc dn.

GER.TS1-1




11

Phu luc XII

DANH MUC CHAT MA TUY, TIEN CHAT LA NGUYEN LIEU LAM
THUOC THU Y CO CHUA CHAT MA TUY, TIEN CHAT

1. Danh muc chit ma tay 13 nguyén liéu lam thubc tha y
1. Ketamine '

2. Tiletamine

3. Zolazepam

IL. Danh muc tién chit Ia nguyén li¢u 1am thube thi y
Acetic acid

Formic acid

Ammonium formate

Tartaric acid

Ephedrine

Sulfuric acid

Acetone

Acetyl chloride

T



Phu luc II
THAY THE MOQT SO PHU LUC
CUA THONG TU SO 13/2016/TT-BNNPTNT
(Ban hanh kém theo Thong tu s6  /2022/TT-BNNPTINT ngay thang  ndm 2022
cua B¢ trucong Bo Nong nghzep va Phdt trién néng thén)

1. Phu luc X. Pon ding ky luu hanh thudc thi y san xuét gia cong, san chia.
2. Phy lyc XXVIIL Mau don ding ky, gia han ding ky kiém tra GMP.

Phu luc X

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

TEN CO SO DAT GIA CONG HOA XA HQI CHU NGHIA VIET NAM
CONG, SAN CHIA Poc lap - Tw do - Hanh phiic

S6iiiinnnn /DK-CT (Pia danh), ngay.......thdng... ... niin ...

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

Kinh giri: Cyc Thay

Cin cir Thong tu sb 13/2016/TT-BNNPTNT ngay 02 thang 6 nam 2016 cua B0
tredng B Nong nghi¢p va Phat trién n6ng thon quy dinh vé quan ly thudc thu y ‘

CO SO DAT GIA CONG, SAN CHIA.
Tén U U
bia chi e eeeeeireiaaeeeens et ettt e ee e rees e —————
Sé dién thoai RN SOFaX. . oo,
Email et et et iereeiaaneereteeeeieste ittt aeeanaes
G1ay chirg nhén luu hanh sén pham cla bén dit gia cong, san chia do Cuc Thi y clp
T ngay thang nam cip)

CO SO NHAN GIA CONG, SAN CHIA:
Tén PR
Pia chi T e e r e eeeeeneteetiarers e e !

S6 dién thoai SO PPPPRT SOFaX. .o it
Email LS O PO

Gidy chimg nhan du didu kién san xudt cia co s san xudt gia cong, san chia

(1 N ngay thang nim cép) '
Chung t6i dang ky Iuu hanh thudc tha y san xuét gia cong, san chia sau day:

........... (tén san pham)..............., sO ddng ky: ........... X/




Khi dugc phép Iru hanh, ching t6i cam doan chip hanh dtng cic quy dinh cla
phap luét Viét Nam vé thubc thii y va céac diéu luét khéc c6 lién quan. b
PAI DIEN CO SO
(Ky, ghi ré ho tén va dong dau/
chit ky s6 néu co)



Phu lue XXVIII
MAU PON PANG KY, GIA HAN PANG KY KIEM TRA GMP

TEN TO CHUC CONG HOA XA HQI CHU NGHIA VIET NAM

Poclap - Ty do - Hanh phie

T /PK-CT (Dia danh), ngay.......thdng... ... ndm ....

PON PANG KY, GIA HAN PANG KY KIEM TRA GMP

Kinh gtti: Cuc Thu y

Cin cir Thong tu s6 13/2016/TT-BNNPTNT ngay 02 thang 6 nam 2016

cia B§ trudng B6 Nong nghiép va Phét trién noéng thén quy dinh vé quan ly
thubc tht y ,

ngay...

1. Tén co s6:

2. Pia chi nha may:

3 vGia?’ly chirng nhan ding ky doanh nghiép:

4. Ching chi hanh nghé tha y:

a) Cla nguol phu trach k¥ thuét: s6.......ngdy.... thang.... nim .... cap

b) Cua nguodi phu 'trach phong kiém nghiém thubc tha y: sb........ 3
. thang.....ndm....cap

5. bién thoai: - Fax: E.mail:

bé nghl Cuc Thu y tién hanh kidm tra, tai kidm tra cép gidy chimg nhén |

thuc hanh tdt san xuét thudc theo GMP-WHO (ASEAN) cho co s& chung tdi
dbi véi cac day chuyén san xudt thudc thi y sau:

- Thudc dung dich udng

- Thudc bdt tiém, dung dich tiém, hén dich tiém. ..
(Ghi ré: non-beta lactam hodc beta-lactam)
Hd so gii kém gdm:

.
ceey

PAI DIEN TO CHU'C
(Ky, ghi rd ho, tén va dong ddw/ chif
ky 56 néu cd)
T
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