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BO NONG NGHIEP VA MOI TRUONG CONG HOA XA HQI CHU NGHIA VIET NAM
Pgc l1ap - Tw do - Hanh phuc

Sé: [ooio.. ITT-BNNMT Ha Ngi, ngay  thdng  nam

THONG TU
Quy dinh vé quan ly thudc tha y

Can cir Lugt Thi'y s6 79/2015/QH/13 duoC sita doi, bo sung tai Lugt so
146/2025/QH15 sita doi bo sung mét so dieu cua 15 Ludt trong linh vuc NOng
nghiép va Moi truong;

~ Can cik Lugt Chat hrong san pham, hang héa so 05/2007/QH12 durgc sua
d‘o”i,rbo” sung tai Lugt so 78/2025/QH15 swa doi, bo sung mét so diéu cua Lugt
Chat luong san pham, hang hoa,;

~ Can cir Lugt Quang cao so 16/2012/QH13 dugt sua, doi bé sung tai Lugt
so 75/2025/QH15 swa doi, bo sung mot so dieu cua Ludgt Qudng cao;

Can cir Ludt Phong chong ma tdy sé 120/2025/QH15;

Can cir Nghi dinh sé 35/2025/NP-CP ngdy 25 thang 02 nam 2025 cua
Chinh phu quy dinh chitc nang, nhiém vu, quyén han va co cau to chuc cua Bo
Nong nghiép va Méi truong;

Can cir Nghi dinh s6 35/2016/NP-CP ngay 15/5/2016 cuia Chinh phu quy
dinh chi tiét mét sé diéu cua Lugt Thi y dwoC sira doi, b sung tai Nghj dinh s6

123/2018/NP-CP; Nghi dinh s¢ 80/2022/NP-CP va Ngh; dinh sé 32/2026/ND-
CP;

Can cir Nghi dinh sé 13/2020/NP-CP ngay 21/01/2020 cua Chinh phu huéng
dan chi tiét Ludt chan nuoi duoc Sira doi, bé sung béi duoc sua doi, bé sung tai
Nghi dinh s6 46/2022/ND-CP;

Can cir Ngh; dinh so 37/2026/ND-CP ngay 23/01/2026 ciia Chinh phu quy
dinh chi tiet mgt so diéu va bién phap de t6 chirc, huong dan thi hanh Ludt chat
luong san pham, hang hoéa;

Can cir Nghi dinh S6 342/2025/ND-CP ngay 26/12/2025 ciia Chinh pha quy
dinh chi tiet mgt so diéu cua Ludt Qudng cao;

Can cir Nghi dinh s6 28/2026/ND-CP ngay 19/01/2026 cua Chinh phu quy
dinh cac danh muc chat ma tay va tién chat;

Can cir Nghi dinh S~5 163/2026/ND-CP ngay 15/5/2026 cua Chinh phu quy
dinh chi tiet va huong dan thi hanh mgt so dieu cua Lugt Phong, chong ma tay.

Can cir Nghi dinh §5 26/2026/ND-CP ngay 17/01/2026 cua Chinh phu quy
dinh chi tier va huéng ddq thi hanh Mot so dieu cua Lugt Hoa chat ve qudn ly hoat
dong hoa chat va héa chat nguy hiém trong san pham, hang héa.


https://thuvienphapluat.vn/van-ban/Bo-may-hanh-chinh/Nghi-dinh-35-2025-ND-CP-nhiem-vu-quyen-han-co-cau-to-chuc-Bo-Nong-nghiep-va-Moi-truong-645010.aspx
https://vanban.chinhphu.vn/?pageid=27160&docid=216717
https://vanban.chinhphu.vn/?pageid=27160&docid=218256
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Theo dé nghi cua Cuc truong Cuc Chan nudéi va Thu y;

Bo truong Bo Nong nghiép va Moi truong ban hanh Thong tw quy dinh vé
qudan ly thuoc tha y.

Chwong 1
QUY PINH CHUNG
Piéu 1. Pham vi diéu chinh va déi tweng ap dung
1. Pham vi diéu chinh
Thong tu nay quy dinh chi tiét cac noi dung, gom:

a) Déng ky luu hanh, khao nghiém, xuat khau, nhap khau, kiém nghiém, kiém
tra chat luong; ghi nhan thuoc thu' y; quang cao thuoc thi y; Danh muc thudc thu
y cam st dung tai Viét Nam.

b) Quy dinh vé nhap khau, xuat khau, van chuyen qua canh 1anh tho Viét
Nam, san xuat, budn bén, sir dung, giao nhan, van chuyén, bao quan thuéc tha y
c6 chira chat ma tly, tién chat; Danh muc thubc tha y chira chat ma tuy, tién chat;
Danh muc chat ma tly, tién chat 12 nguyén liéu 1am thudc thd y c¢6 chaa chat ma
tdy, tién chat

¢) Ké don, don thudc thl y;
2. Boi tuong ap dung

Thong tu nay ap dung doi Vdi cac co quan nha nudc, t6 chtic, ca nhan co
hoat dong lién quan dén khoan 1 Diéu nay.

Piéu 2. Giai thich tir ngir

Trong quy dinh ndy, nhitng tir ngit dudi day duoc hiéu nhu sau:

1. Thudc mai 1a thude c6 cong thire bao ché chaa hoat chat méi, thude co su
ket hop mc’ri cua cac hoat chat, thuoc cd dang bao ché mai, thuoe cd chi dinh maéi
hoac thuoc c6 duong dung mai.

2. Hoat chat méi 1a hoat chat lan dau ding ky luu hanh tai Viét Nam.

3. Thudc thi y ¢6 chira chat ma tdy, tién chat Ia thudc thi y ¢6 chira chat ma
tay, tien chat thugc Danh myc chat ma tay va tién chat do Chinh phu quy dinh.

4. Nguyén ligu lam thudc thd y c6 chira chat ma tdy, tién chat la duoc chat
gay nghién, dugc chat husng than va tien chat ding lam thuoc thd y c6 chwra chat
ma tay, tién chat quy dinh tai khoan 1 bBicu nay.

5. Tén biét duoc la tén thuong mai do co s& san xuét thudc dit ra, khac véi
tén goc hoac tén chung quoc té.

6. Nhan thudc 1a ban in, ban vé& cua chit, hinh v&, hinh anh, dau hiéu duoc in,

dap tryc tiép trén bao bi thwong pham cua thudc hodc duge déan, dinh, gin chac
chan trén bao bi thuong pham cuaa thuoc.
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7. Ghi nhén thudc la viéc the hién ndi dung co ban, can thiét va chu yeu vé thuoc
Ién nhan thudc gitip ngudi ding nhan biét, lya chon va sir dung dung thudc va lam
can ctr dé cac co quan chire nang thuc hién kiém tra, quan ly.

8 Nhan gbc cua thude 1a nhgn thé hlcn,|an dau duoc in hodc dan, dinh, gan
chac chan trén bao bi thuong pham cua thudc sau khi hoan thanh thao tac dong
goi trong day chuyén san xuat.

9. Nhan phy la nhan thé hién nhiing ngi dung bét budc dich tir nhan géc bang
tieng nuéc ngoai ra tieng Viét va bo sung nhiing noi dung bat buge bang tieng
Viét theo quy dinh caa phap luat ma nhan goc cua thuoc con thiéu.

10. Bao bi thuong pham cua thudc 12 bao bi chira dung thuc, luu thong cing
Vi thuoc, gom:

a) Bao bi tryc tiép 1a bao bi chtra dung tiép xuc truc tiép véi thudce;

b) Bao bi ngoai la bao bi dung dé bao géi mot hosic mot s6 don vi thuoc ¢d
bao bi truc tiep.

11. Tén va dia chi cua td chic, ca nhan chiu trach nhiém vé thuéc 13 tén va
dia chi cua to chtrc, ca nhan san xuat, xuat khau, nhap khau, uy thac xuat, nhap
khau thuoc.

12. Quy cach déng gbi cua thude 1a lugng thude duoc thé hién bang khéi
luong tinh, thé tich thuc hay so6 Iuvgng theo s6 dém trong mot don vi dong goi.

13. S6 16 san xuat 1a mot day ky hiéu bang sb, bang chir hoac su két hop ca
sb va chir dugc nha san xuat gan cho mot nhdm san pham nham muc dich nhan
dién va truy xuat nguén géc caa mot 16 thudc bao gom tat ca cac cong doan cua
qué trinh san xuat, kiém tra chat lwong va phan phéi 16 thudc do.

14. Ngay san xuat 1a mbc thoi gian hoan thanh san Xuat, dong chai, dong goi
hoac cac hinh thirc khac dé hoan thién cong doan cudi ciing caa 16 thudc.

15. Han str dung (hay han dung) cua thuQc la mbc thoi gian dugc an dinh cho
mot loai hang hoa ma sau thoi han nay san pham khong dugc phép ban, luu thong
trén thi treong hoac sir dung.

16. Xuat xtr cua thude 1a nude hodc vung 1anh thé noi san xuat ra toan bo
thuoc hodc noi thuc hién cong doan ché bién co ban cuoi cung doi véi thuoc trong
treong hop 6 nhicu nudc hoac vung lanh tho tham gia vao qua trinh san xuat
thude do.

17. Huéng dan sir dung 1a thong tin lién quan dén céch sir dung, cac diéu
kién can thiét dé sir dung, bao quan hang ho4; canh béo nguy hai; cach xir ly khi
xay ra su ¢b nguy hai dé huéng dan cho nguoi ding sir dung thuée hiéu qua an
toan, hop ly.

T& huong dan sir dung 12 tai ligu di kém theo bao bi thuong pham cua thuoc
trong d6 ghi hudng dan su dung va nhitng noi dung khac theo quy dinh.
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18. Kiém tra nha nudc vé chat lugng thudc tha y 1a viéc co quan nha nudc
xem xét, danh gia chat luong thudc thi y san xuat, nhap khau, luu hanh d3 dugc
&p dung cac bién phap quan ly chat lugng cta cac té chirc, c& nhan san xuat, kinh
doanh.

19. Thudc dat chat lugng 1a thudc dat tiéu chuan chat luong da diang ky theo
tiéu chuan Duoc dién, Quy chuan ky thuat qudc gia vé thudc tha y, Tiéu chuan
qudc gia vé thudc thi y hodc tiéu chuan co sé cua nha san xuat va da duoc co quan
quan 1y 6 tham quyén phé duyét.

20. Thudce khong dat chat luong 1a thude khong dat tiéu chuan chat luong da
dang ky vdi co quan quan ly c6 tham quyén.

21. L6 san xuat 1a mot lugng thude tha y nhat dinh, dong nhat vé chét luong
duoc san xuat trong mot chu ky hozc mot khoang thoi gian lién tuc trén cing mot
day chuyén céng nghé va sir dung chung mét ngudn nguyén liéu dau vao gidng
hét nhau va duoc ghi trén nhan bao gdi bang cling mot ky hiéu cua 8.

22. L6 hang nhap khau 1a mét lwgng nguyén liéu thuéc tha y, thudc thi y
nhit dinh cia mot hoac nhiéu 16 san xuat caa mot loai san pham do cling mét co
& san xuat, cing mot to chirc nhap khau, duoc nhap khau cuing mot chuyén hang
va c6 cing mot bo ho so nhap khau.

23. St dung thudc tha y c6 chira khang sinh dé diéu tri du phong cho dong
vat 12 viéc st dung thudc thi y cho mot nhom dong vat co nguy co mac bénh khi
trong nhém c6 mot hoac nhiéu dong vat duoc chan doan, xét nghiém véi két luan
mac bénh, nghi mac bénh hoac dé phong, tri nhiém tring truéc va sau phau thuat
cho dong vat.

24. Sir dung thuoc thi y dé diéu tri bénh cho dong vat 1a viéc sir dung thudc
thi y cho dong vat cé, dau hiéu lam sang cua bénh hodc duoc chan doan, xét
nghiém vai ket luan mac bénh.

Chuong 11

PANG KY LUU HANH, KHAO NGHIEM, KIEM NGHIEM , NHAP
KHAU, XUAT KHAU THUOC THU Y

Muc 1
PANG KY LUU HANH THUOC THU Y
Piéu 3. Quy dinh chung

1. Ngon ngit st dung trong ho so dang ky: Ho so dang ky thudc thd y san xuat
trong nudc phai viét bang tiéng Viét; ho so dang ky thudc thi y nhap khau phai
duoc viét bang tiéng Viét hoac tiéng Anh. Truong hop ho so viét bang tiéng Anh,
cac thdng tin trong t& hudng dan sir dung thude, tdm tit dac tinh san pham bat
budc phai viét bang tiéng Viét.

2. Hinh thtrc nop hd so: T6 chuc, cé nhan nop 01 bo hd so truc tiép hodc qua
dich vu buu chinh hodc qua méi trudng mang (Cong thdng tin mot cira qubc gia,
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Cong Dich vy cong quédc gia hoac Ung dung dinh danh qudc gia). Quy dinh vé
nop ho so nhu sau:

a) Truong hop nop hd so truc tiép hoic qua dich vu buu chinh: cac loai Gidy
chu:ng nhan GMP, Giéy Chu:ng nhan ISO, van ban cia co quan tham quyén nudc
san xuat hodc xuat khau, Phiéu kiém nghiém chit luong san pham (CoA), Giay
chirng nhan luu hanh san pham (CFS, CPP, MA), hop ddng san xuat gia cong, san
chia thudc thai y kém trong hd so dang ky phai 1a ban chinh hoic ban sao ching
thuc hodc ban chup khoéng chuang thuc kém ban chinh dé di chiéu céc gidy to
khac nop ban chinh;

b) Truong hop nop ho so qua moi tredng mang: Cac thanh phan ho so phai
duoc scan, chup tur ban chinh, ky so.

3. Quy dinh chung dbi voi tai lieu chat luwong: Tiéu chuan chat lugng,
phiéu kiém nghiém va ho s0 nghién cttu do 6n dinh phai 1a ban chinh c6 dau
X4c nhan cua co s& san xuat, truong hop ¢6 nhiéu co s¢ tham gia qua trinh san
xuat thanh pham, chap nhan dau cua co s& chiu trach nhiém vé kiém tra chat
lugng thude hoac xuat xudng 16. Truong hop co sé san xuat khong st dung con
dau ma st dung chit ky sd, co s¢ dang ky phai thuc hién dong dau xac nhan va
chiu trach nhiém trugc phap luat vé tinh chinh xac, hop phap, trung thyc cua
tai lidu nay; truong hop co tir 02 co sé tro 1én tham gia san xuat thudc thi 16
thubc san xuat phai co phiéu kiém nghiém cua co s san xuat hoic cua co so
dong goi cudi cling hoic caa co sé chiu trach nhiém xuat xudng.

Phiéu kiém nghiém phai bao gom céc théng tin nhu tén, dia chi co s san
xuat, s phiéu kiém nghiém, tén va chix ky ciia nguoi duoc giao trach nhiém,
ngay phét hanh phiéu kiém nghiém. Trudng hop Phiéu kiém nghiém khong thé
hién chit ky cia nguoi duoc giao trach nhiém thi chap nhan Phiéu kiém nghiém
c6 dau xac nhan cua co s san xuat. Co s¢ ding ky phai chiu hoan toan trach
nhiém trudc phap luat vé tinh chinh xac, hop 1& cua Phiéu kiém nghiém; théng
tin vé mau thudc bao gom: tén san pham; s6 16; ngay san xuét, han ding; tiéu
chuan chat lugng ap dung; chi tiéu chét lugng; yéu cau chat luong; két qua
kiém nghiém; két luan vé chat lugng 16 san pham gém:

Phiéu kiém nghiém chat luong san pham caa nha san xuét va Phiéu kiém
nghiém chit luong san pham dugc cap boi to chic kiém nghiém, thir nghiém
thudc thii y duoc chi dinh hoac thira nhan tai Viét Nam di véi thude tha y 6 chira
chat ma tly, véc xin tha y nhuge doc; Phiéu kiém nghiém hozc thir nghiém déi voi
cac loai thudc tha y khac duoc cap bai to chie t6 chirc kiém nghiém, thir nghiém
thudc tha y duoc céng nhan hoac chi dinh hoic thira nhan tai Viét Nam (sau day
goi phiéu Kiém nghiém chat luong san pham)

4. Pt tén thubc tha y
Khuyén khich cac co sd dang ky str dung tén thudc theo tén chung qudc té (INN).

~ Truong hop khong dét tén thyéc theo tén INN, co s¢ dang ky thudc thad y ¢6
thé dat tén thwong pham cho thudc. Tén thuong pham cua thuoc tha y phai bao



6

dam nguyén tac sau day: khong ghi qua tac dung diéu tri caa thudc; khong ghi sai
tac dung diéu trj va tac dung duoc ly cua thude; khong vi pham thuan phong, my
tuc, truyén théng cua Viét Nam; khong gay xung dot voi cac ddi tugng so httu tri
tué cua ca nhan, té chirc khac dang duoc bao ho; khong duogc dit tén thude giéng
nhau néu thudc cé thanh phan hoat chit khac nhau; khong dugc dat tén thude
khéac nhau trong truong hop thudc cé cling cong thic bao ché, cung quy trinh
san xuat cua ciing mot nha san xuét. Déi voi thude tha y xuat khau, tén san pham
dugc dat theo yéu cau cua nudc nhap khau hodc cua co s xuat khau.

5. Phuong thirc danh gia su phi hop san pham thuéc tha y

a) Viéc danh gia su phd hop cua san pham thudc thi y c¢6 muc do rai ro
trung binh duoc thuc hién theo phuong thirc 1 quy dinh tai Thong tu 14/2026/TT-
BKHCN ngay 09/4/2026 cua Bo truang Bo Khoa hoc va Cong nghé quy dinh vé
cong bd hop chuan, cong bb hop quy va phuong thirc danh gia su phd hop véi
tiéu chuan, quy chuan ky thuat (sau day viét tit 1a Thong tu 14/2026/TT-
BKHCN);

b) Viéc danh gia sw phil hop cua san pham thude thdy c6 mire d6 rui ro cao
dugc thuc hién theo phuong thirc 5 doi vdi san pham san xuat trong nudc; thuc
hién theo phuong thac 7 ddi voi san pham nhap khau quy dinh tai Thong tu
14/2026/TT-BKHCN . Truong hop co s¢ san Xuat thude thu y di co giay ching
nhéan thuc hanh t6t san xuat thUOg (GMP) hogc giay chuang nhan du Q1eu Kién san
xuat thuoe thi y do co quan ¢6 tham quyén cap con hiéu luc, khdng can phai danh
gi4 qua trinh san xuat vai phuong thic 5.

Piéu 4. Ho so’ ding ky lwu hanh thudc tha y

1. Thudc thi y moi san xuat trong nudc hogc lan dau nhap khau vao Viét
Nam dé budn ban phai dang ky Iuu hanh gom:

a) Thudc thi y dang dugc pham;

b) Vic-xin dung trong thu y;

c) Ché pham sinh hoc (khang thé, KIT xét nghiém, men vi sinh) dung trong
thay;

d) Hoa chat dung trong tha y;

2. Ho so dang ky luu hanh vac-xin, ché pham sinh hoc (khang thé), dugc
pham (khang sinh) dung trong thu y.

a) Pon ding ky luu hanh theo mau quy dinh tai Phu luc | ban hanh kém theo
Thong tu nay;

b) Tai liéu ky thuat gdm: Toém tit dic tinh san pham theo mau quy dinh tai
phu luc V ban hanh kém Théng tu nay; tiéu chuan chét lugng san pham; b4o cao
ching minh d6 an toan, hiéu luc cua san pham (nghién ctiu vé ham lugng va do
dai mién dich ddi véi vac-xin); nghién ctu vé tén du trong tit ca cac loai dong vat
duoc chi dinh ding thude dé xac dinh thoi gian nging sir dung thudc; bao céo két
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qua nghién ciru d6 on dinh caa 03 16 lién tiép va dé xuat han sir dung cua thudc,
vé lieu dung va liéu trinh diéu tri doi vai tung loai dong vat duogc chi dinh; mau
nhan, to hudng dan sir dung thuoc tha y;

Tai liéu vé xuat xa, lich sir va do 6n dinh caa chung vi sinh vat dung dé san
Xuat vic-xin, khang thé; thong tin va dic tinh caa chung vi sinh vat dung dé san
Xuat vic-xin, khang thé déi vai san pham san xuét trong nuéc, tai liéu lién quan
dén ban quyén (néu cd);

c) Phiéu kiém nghiém chét luong san phdm cua co s& san xuit va td chirc
kiém nghiém, thir nghiém theo quy dinh tai khoan 3 Piéu 3 Thong tu nay;

d) Két qua khao nghiém dbi véi thude thu y phai khao nghiém theo quy dinh;

d) Glay ching nhan GMP hodc van ban cta co quan nha nudc co tham quyen
ctia nudc san Xuit xac nhan co s& san xuat dap ung tiéu chuan GMP ddi vai thude
nhap khau.

e) Gidy chtng nhan hodc van ban ciia co quan thAm quyén nudc san Xuat
hodc nude xuat khau cap xac nhan san pham dugc phép luu hanh hogc sir dung
tal qUOC gia d6 hoic giay ching nhan hoic vin ban cua co quan nha nudc co tham
quyen quéc gia khac xac nhan san pham duogc phép luu hanh hoac su dung tai
qUOc gia d6 ddi voi san pham chua duoc cip phép luu hanh, sir dung tai nuéc san
XUA.

3. Ho so dang ky luu hanh cac loai thude tha y khac trir cac loai thude thiy
quy dinh tai khoan 2 Biéu nay gom:

a) Pon ding ky luu hanh theo mau quy dinh tai Phuy lyc | ban hanh kem theo
Thong tu nay;

b) Tai liéu ky thuat bao gom: Tém tat dac tinh san pham theo mau quy dinh
tai phu luc V ban hanh kém Théng tu ndy; tiéu chuan chat luong san pham; bao
cao nghién ctru do 6n dinh cua 03 16 lién tiép va dé xuat han str dung cua thudc;
bao c4o chimg minh do nhay phan tich, tinh dic hiéu cua san pham d6i vai KIT
xét nghiém; mau nhan, to huéng dan st dung thude tha y;

c) Phiéu kiém nghiém chat luong san phdm cua co s& san xuat va to chuc
kiém nghi€ém, thir nghiém theo quy dinh tai khoan 3 Piéu 3 Thong tu nay;

d) Glay ching nhan GMP hodc vén ban ctia co quan nha nudc c6 thim quyen
clia nuGc san Xuat xac nhan co s¢ san xuat dap ung tiéu chuan GMP hoic Gidy
ching nhan hé thong quan 1y chét lugng (ISO);

e) Glay ching nhén hodc van ban cua co quan tham quyén nudc san Xuat
hoac nu’0’c xuat khau cap xac nhan san pham duoc phep luu hanh hoic su dung
tal qUOc gia d6 hoic giay ching nhan hoic vin ban cua co quan nha nudc co tham
quyen qudc gia khac xac nhan san pham dugc phep luu hanh hogc su dung tal
qUOC gia do dbi voi san pham chua duoc cap phép luu hanh, sir dung tai nudc san
Xuat d6i voi thude tha y nhap khau.
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4. Ho so dang ky luu hanh thuoc duge pham ¢6 thanh phan hoat chat va ham
luong tuong duong véi thudc dugce phép luu hanh tai My, Nhat Ban, Uc, Canada
va Chau Au

a) Pon ding ky luu hanh theo mau quy dinh tai Phuy lyc | ban hanh kem theo
Thong tu nay;

b) Tai liéu ky thuat bao gdm: Tém tit dic tinh san pham theo mau quy dinh
tai phu luc V ban hanh kém Théng tu ndy; tiéu chuan chét luong san pham; bao
cao nghién ctru do 6n dinh cua 03 16 lién tiép va dé xuat han sir dung cua thudc;
mau nhan, t& huéng dan sir dung thude thi y;

c) Phiéu kiém nghiém chét luong san phdm cua co s& san xuit va td chirc
kiém nghi€m, thir nghiém theo quy dinh tai khoan 3 Pi€u 3 Thong tu nay;

d) Glay ching nhan GMP hodc van ban cua co quan nha nudc 6 thim quyen
ctia nudc san Xuat Xac nhan co s san xuat dap g tiéu chuan GMP ddi vai thude
nhap khau:

e) Glay ching nhan hodc van ban cua co quan tham quyén nudc san Xuat
hoac nu:0’c xuat khau cap xac nhan san pham duoc phep lvu hanh hoac su dung
tal qUOC gia d6 hoic giay ching nhan hoic vin ban cua co quan nha nudc co tham
quyen qudc gia khac xac nhan san pham dugc phep luu hanh hoac su dung tal
qUOc gia do d6i voi san pham chua duoc cap phép luu hanh, sir dung tai nudc san
Xuat dbi v6i thude tha y nhap khau.

g) Thong tin vé thude duge phép luu hanh tai My, Nhat Ban, Uc, Canada va
Chau Au (tén san pham tén co s& san xuat, cong thie, dang bao ché, cong dung,
chi dinh diéu tri, chdng chi dinh, liéu lwong sir dung, thoi gian ngimg sir dung thude,
nhitng luu y dbi véi dong vat dugc chi dinh, véi nguoi st dung).

5. Gia han Gidy chting nhan luu hanh thudc tha y

a) Pon gia han Gidy chang nhan luu hanh thubc tha y theo mau quy dinh tai
Phu lyc 11l ban hanh kém theo Thong tu nay.

b) Gidy chirng nhan GMP hoic van ban ciia co quan nha nuéc c6 tham quyén
ctia nudc san xuat xac nhan dap tng tiéu chuan GMP hoic Gidy chiing nhan hé
théng quan ly chét luong (ISO) dbi véi hoa chat, ché pham sinh hoc nhap khau
(trir vic-xin, khang thé, KIT xét nghiém);

¢) Giay chiing nhan hoic van ban cua co quan tham quyén nudc san Xuat
hodc nudc xuat khau Cép X&c nhan san pham dwgc phép luu hanh hoic st dung
tal qUOc gia d6 hoac gidy chizng nhan hodc van ban cua co quan nha nudc c6 tham
quyen quoc gia khac xac nhan san pham duoc phép luu hanh hoac su dung tai
qUOC gia do d6i vai san pham chua dugc Cap phép luu hanh, str dung tai nudc san
Xuat (d6i voi thude thi y nhap khau); Hop ddng san xuat gia cong, san chia thudc
thd y gitra bén dat gia cong, san chia va bén nhan gia cong, san chia dbi vai thube
san Xuit gia cong, san chia d6i véi thudc san xuat, gia cong;
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d) Phiéu kiém nghiém chit lugng san pham cia co sd san xuat hoic cua co
quan kiém nghiém thudc tha y duoc cong nhan hoac chi dinh tai Viét Nam cap
trong thoi han 12 muoi hai thang tinh dén ngay nop hd so ddi véi dugc pham hoa
chat, ché pham sinh hoc (trir thuc tha y €6 chtra chat ma tay); phiéu kiém nghiém
chat luong san pham cua co sé san xuat va cia co quan kiém nghiém thuéc tha y
dugc cong nhan hoic chi dinh tai Viét Nam cap trong thoi han 12 (mudi hai) thang
tinh dén ngay nop hd so ddi véi vic-xin vo hoat, khang thé; phiéu kiém nghiém
chat luong san pham cua co sé san xuat va cia co quan kiém nghiém thuéc tha y
dugc chi dinh tai Viét Nam cap trong thoi han 12 (muoi hai) thang tinh dén ngay
nop ho so di véi thude thi y ¢d chira chat ma tdy, vic xin tha y nhuge doc.

e) Bdo cao qua trinh luu hanh thudc theo mau quy dinh Phy lyc IV ban hanh
kem theo Thong tu nay.

6. Cap lai Gidy chirmg nhén luu hanh thudc tha y

a) HO so ding ky cAp lai Gidy chang nhan luu hanh thude tha y doi véi
treong hop quy dinh tai diém a khoan 1 Biéu 82 Luat Thu y thuc hién nhu dang
Ky mai;

b) Ho so ding ky cAp lai Gidy ching nhan luu hanh thude tha y doi voi
truong hop quy dinh tai diém b khoan 1 biéu 82 Luat Thd y gom: Pon dé nghi
cap lai Giay chang nhan luu hanh thudc thu y theo mau quy dinh tai Phuy luc 11
ban hanh kém theo Thong tu nay; tai li¢u lién quan dén ndi dung thay doi; mau
nhan cii, maoi.

T6 chirc, ¢ nhan c6 the giri ho so ding ky lai quy dinh tai Khoan nay cling
v6i ho6 so gia han Giay chung nhén Iuu hanh thuoc thd'y quy dinh tai Khoan 5
bicu nay.

7. Ho so dang ky thu0c th( y san xuat dé xuit khau theo dé nghi cua té chirc
xuat khau, hd so dang ky gom:

a) Pon dang ky san xuat dé xuat khau theo mau quy dinh tai Phu luc VII ban
hanh kem theo Thong tu nay;

b) Tai li¢u ky thuat san pham gom: Tom tat dac tinh san pham tai phy luc V
ban hanh kém Thong tw nay; tiéu chuan chat lugng san pham; mau nhan va to
huong dan su dung san pham;

¢) Phiéu kiém nghiém chat lwgng san pham ciia nha san xuat va phiéu kiem
nghiém chat lugng san pham cua co quan kiém nghiém thuoc thu y dugc cong
nhan hoac chi dinh tai Viét Nam cap.

“Piéu 5. Tham quyén, trinh ty, thia tuc cAp Gidy chiing nhan luu hanh
thuoc thuy

1. Cyc Chén nudi va thi y ¢ap, ¢ap lai, gia han Giay chimg nhan luu hanh
thuoc tha y.

2. Trinh tu, thu tuc cap Giay chitng nhan luu hanh thubc tha y
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~T6 chirc, ca nhan giri 01 bd ho so dang ky cap Gidy chimg nhan luu hanh
thuoc thi'y téi Cuc Chan nudi va Tha y theo mét trong cac hinh thuc: truc tuyen
hoac qua dich vu buu chinh hoac truc tiep.

Trong thoi han 07 (bay) ngay, ke tr ngdy nhan hd so, Cuc Chin nudi va
Tha y c6 trach nhiém théng bao cho to chuc, ca nhén dang ky biét ¢é hoan thién
d6i vai nhitng trudong hop hd so khong dat yéu cau.

Cuc Chin nudi va Thi y ¢ trach nhiém tham dinh hd so va tra 10i két qua
trong thoi han nhu sau: 10 (muoi) ngay ke tir ngay nhan duoc hd so hop 1€ )
véi ho so dang ky thudc san xuét dé xuat khau; 30 (ba muoi) ngay, ké tir ngay
nhan dugc hd so hop 18 d6i véi hd so ding ky thude khong phai khao nghiém:; 75
(bay muoi lim) ngdy, ké tir ngay nhan duoc hd so hop 18 dbi véi hd so ding ky
thudc phai khao nghiém.

Mau Gidy chang nhan luu hanh thuéc thl y theo theo Mau 1A quy dinh tai
phu luc VI ban hanh kém theo Théng tu nay. Gidy ching nhan luu hanh thubc thi
y dé xuét khau theo mau quy dinh tai Phu luc V111 ban hanh kém theo Théng tu
nay hoic theo yéu cau cua doanh nghiép dé xuat khau.

3. Cap lai Giay chitng nhan luu hanh thudc tha y

a) Doi vai cap lai Giay chiing nhan luu hanh thuoc thi y quy dinh tai diém a
khoan 1 Biéu 82 Luat Tha y: ho so, trinh tu thu tuc theo quy dinh tai khoan 2 Diéu
4 Thong tu nay;

b) Ddi vai cap lai Giay chimg nhan luu hanh thudc thi y quy dinh tai diem
b khoan 1 biéu 82 Luat thu y:

T6 chuic, ca nhan guai 01 bo ho so dang ky cap lai Gidy chang nhan luu hanh
thudc tha y quy dinh tai diém b khoan 1 Diéu 82 Luat thd y dén Cuc Chin nudi
va Thi y theo mot trong cac hinh thirc: truc tuyén hodc qua dich vu buu chinh
hoic truc tiép.

Trong thoi han 05 (nim) ngay 1am viéc, ké tir ngdy nhan duoc hd so hop 1€,
Cuc Chan nudi va Thu y tham dinh hd so va cap lai Gidy chiing nhan luu hanh
thudc tha y theo Mau 1C quy dinh tai phu luc VI ban hanh kém theo Thong tu nay
néu hd so dat y8u cau; truong hop khdng cap, tra 11 bang vin ban va néu rd ly
do.

Thudc thu y nhap khau duge phép tiép tuc nhap khau va luu hanh dén hét
han dung ctia thube v6i cac ndi dung cii trude khi ndi dung thay d6i, bo sung duoc
phé duyét hodc cong b trong trudng hop thude duoc giao hang tai cang di cua
nudc xuat khau trude ngay phai ap dung ndi dung thay d6i, b sung mai theo quy
dinh.

4. Gia han Giay chting nhan luu hanh thuéc thi y

T6 chirc, ca nhan giri 01 b ho so gia han Gidy chiing nhan luu hanh thudc
thd y dén Cyc Chén nudi va Thu y theo mét trong cac hinh thirc: tryc tuyen hoac
qua dich vu buu chinh hoac tryc tiép
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Trong thoi han 12 (mudi hai) ngay, ké tir ngay nhan duoc ho so day du, hop
18, Cuc Chin nudi va Tha y tham dinh ho so va gia han Gidy chiing nhan luu hanh
thUOC tha y theo Mau 1B quy dinh tai phu luc VI ban hanh kém theo Thong tu nay
néu hd so dat yéu cau; truong hop khodng gia han, tra 1i bang vin ban va néu rd
ly do.

Muc 2
KHAO NGHIEM THUOC THU Y
Piéu 6. Quy dinh chung vé khao nghiém thuéc tha y
1. Y&u cau ddi véi dong vat dugc khao nghiém
a) CO loai, tinh biét, lta tudi, trong lwong phil hop vai chi dinh sir dung thuéc.
b) Khoe manh vé 1am sang ddi véi vac-xin, khang thé.

¢) Khdng c6 khang thé tuong tng véi loai vac-xin, khang thé duoc khao
nghiém.

2. Chi tiéu khao nghiém
a) Doi voi thude thi y dang dugc pham, hoa chét, ché pham sinh hoc

Chi tiéu an toan: dong vat khong chét va phét trién binh thuong; doi véi moi
truong nuoi trong thay san: DO, pH, dg trong; chi tiéu du lwgng doi véi san pham
dong vat: thoi gian ngung st dung thuoc trudc khi thu hoach, giét mo.

Chi tiéu hiéu luc: dong vat khdng con triéu ching lam sang cua bénh; ty 1€
dong vat khoi bénh sau khi khao nghiém.

b) Bdi vai vac-xin, khang thé

Chi tiéu an toan di vai cac loai dong vat duoc chi dinh sir dung theo ho so
ky thuat cua thuoc.

Chi tiéu hiéu lyc d6i V6i cdc loai dong vat dugc chi dinh str dung (ty Ié dong
vat ¢c6 ham luong khang the dat ngudng bao ho sau khi tiém; ty 1€ bao ho)

3. Quy mo khao nghiém

a) Doi véi dong vat trén can: Gia cam toi thieu 300 con; lon ti thiéu 40 con;
trdu, bo, dé, ctru, ngua, c,hé, meo toi thiéu 20 con; so lugng vat nudi khac do Cuc
Chan nu6i va Tha y quyét dinh va ghi trong giay phép khao nghiém;

b) D4i véi dong vat thuy san: ¢4 toi thieu 1000 con, s6 luong vat nudi khac
do Cuc Chén nudi va Thu y quyéet dinh va ghi trong giay phép khao nghiém; tien
hanh khao nghiém trong di¢u kién phong thi nghiém va tai vung nudi tur 3 ao, long
nudi tro I1én.

4. Giy phép khao nghiém va béo céo két qua khao nghiém thudc thi y

a) MAu giay phép khao nghiém thuéc thi y theo mau quy dinh tai Phu luc X
ban hanh kém theo Thong tu nay.
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b) Co so ding ky khao nghiém bao c4o Cuc Chin nudi va Tha y két qua
khao nghiém cham nhat sau 15 (muoi lam) ngay, ké tir ngay két thdc qua trinh
khao nghiém. Bao céo cin ¢t vao dé cuong khao nghiém, bao gém nhiing noi
dung quy dinh tai Phu luc XII ban hanh kém theo Thong tu nay va c¢6 xac nhan
cua don vi giam sat khao nghiém.

5. Cac trudng hop thudce thd'y mién khao nghiém

a) Thudc tha y dang hoa chat; ché pham sinh hoc (KIT xét nghiém, men vi
sinh vat, enzyme); duoc pham (duoc liéu, vitamin, khoang chat, axit amin); thuéc
thi y san xuat dé xuat khau; thubc duoc pham cé thanh phan hoat chat va ham
lwong twong dwong véi thude duge phép luu hanh tai My, Nhat Ban, Uc, Canada
va Chau Au; thudc thi y nhap khau da dugc phép luu hanh tai My, Nhat Ban, Uc,
Canada va Chau Au.

b) Cuc Chéan nu6i va Thu y trinh B trudng B Nong nghiép va Méi truong
xem xét, quyét dinh bd sung cac truong hop thudc tha y duoc mién khao
nghiém.

Piéu 7. CAp Giay phép khao nghiém thudc thay
1. Cuc Chan nudi va Tha y cap, cap lai Gidy phép khao nghiém thuéc thi'y
2. Ho so cap Gidy phép khao nghiém thubc thd y gom

a) Pon dang ky cap Giay phép khao nghiém thudc thi y theo mau quy dinh
tai Phu luc I1X ban hanh kém theo Thong tu nay

b) Tai liéu k§ thuat caa ting loai thudc khao nghiém gom: Tom tat dic tinh
san pham theo mau quy dinh Phy luc V ban hanh kém theo Thong tu nay; Thong
tin ki thuat vé chat luong caa san pham; Thong tin ki thuat vé do an toan va hiéu
lyc cta san pham:

¢) Phiéu kiém nghiém chat luong san pham ciia co s¢ san xuat; Phiéu kiém
nghiém chat lugng san pham cua co quan kiém nghiém thuoc thu y dugc cong
nhan hoac chi dinh tai Viét Nam cap theo quy dinh;

d) Gidy chizng nhan GMP hoic van ban cua co quan nha nudc ¢ tham quyén
Clia nudC san xuat xac nhan dap tng tiéu chuan GMP (do6i véi thuoc thd y nhap
khau);

d) Giay chung nhan hoic vin ban cia co quan thim quyén nudc san xuat
hodc nudc xuat khau Cép X&c nhan san pham dwgc phép luu hanh hoic st dung
tal qUOc gia do hodc gidy chizng nhan hogc van ban cua co quan nha nudc c6 tham
quyen quoc gia khac xac nhan san pham duoc phép luu hanh hoac su dung tai
qu00 gia do d6i vai san pham chua dugc cap phép luu hanh, st dung tai nude san
Xuat (d6i vai thude tha y nhap khau);

e) bé cuong khao nghiém; Hop dong khao nghiém gitra co s¢ dang ky va co
so khao nghiém (ban chinh hoac ban sao c6 dong dau xac nhan cua co s¢ dang ky).

3. Trinh tu, thu tuc cap Giay phép khao nghiém thuéc tha y
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a) To chuc, c& nhan giri 01 bo ho so dang ky khao nghiém thudc thi y dén
Cuc Chan nudi va Thu y theo mot trong cac hinh thuc: tryc tuyen hoac qua dich
vu buu chinh hoac truc tiep;

b) Trong thoi han 17 (muoi bay) ngay, ké tir ngay nhan duoc hd so day du,
hop I¢, Cyc Chan nu6i va Tha y tham dinh hd so, danh gia diéu kién cua o SO
khao nghiém va Cap Gidy phep khao nghiém thudc tha y néu hd so dat yéu cau;
truong hop khéng cép, tra 11 bang van ban va néu rd ly do.

c) Cép lai Gidy phép khao nghiém thudc tha y

Truong hop bi sai s6t hoic thay ddi tén thudc tha y, thong tin cua té chuc,
c4 nhan dang ky khao nghiém thuéc tha y: T6 chirc, c& nhan giri 01 bo hd so cap
lai Gidy phép khao nghiém thudc th( y dén Cuc Chan nudi va Tha y theo mot
trong cac hinh thuc: truc tuyén hoac qua dich vu buu chinh hoac truc tiép.

Pon dé nghi cap lai Gidy phép khao nghiém theo mau quy dinh tai Phy luc
XI ban hanh kém theo Théng tu nay. Trong thdi han 05 (ndm) ngay 1am viéc, ké
tir ngay nhan dugc hd so dy du, hop 18, Cuc Chin nuéi va Thi y tham dinh hd
so va cap lai Gidy phép khao nghiém thudc tha y; trudng hop khéng cap, tra loi
bang van ban va néu rd 1y do.

Truong hop thay d6i dia diém khao nghiém, to chirc, ca nhan nop don dé
nghi thay d6i kém theo Pé cwong khao nghiém tai dia diém khao nghiém mai dén
Cuc Chin nuéi va Tha y theo mét trong céc hinh thirc: truc tuyén hoic qua dich
vu buu chinh hodc truc tiép. Trinh tu thuc hién theo quy dinh tai diém b khoan
nay.

Muc 3
NHAP KHAU THUOC, NGUYEN LIEU THUOC THU Y

Piéu 8. Ping ky nhap khau thudc tha y, nguyén liéu thudc thay

1. Cuc Chan nudi va Thu y cap Gidy nhap khau thudc thi y, nguyén liéu
thudc thi y.

2. Hd so nhap khau thudc tha y

a) Thudc thu y chua c6 Gidy chiang nhan luu hanh dé phong, chéng dich
bénh dong vat khan cap, khac phuc hau qua thién tai, gom:

Pon ding ky nhap khau thubc thi y theo mau quy dinh tai Phu luc X111 ban
hanh kém theo Thong tu nay.

Gidy chang nhan hogc van ban clia co quan tham quyen nu6c san xuat hogc
nuoc Xuat khau cap xac nhan san pham duoc phép luu hanh hodc sir dung tai qUOc gia
d6 hoic gidy chu:ng nhan hodc van ban cua co quan nha nwoc co tham quyen qUOc gla
khac xac nhan san pham duoc phép luu hanh hoac su dung tai qudc gia d6 ddi voi san
pham chua duoc cap phép luu hanh, sir dung tai nuoc san Xuat;

Phiéu kiém nghiém chit luong san pham (CoA) cua co s& San XUat;
Nhan san pham.
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b) Hd so nhap khau mau thubc tha y dé kiém nghiém, khao nghiém, ding
ky luu hanh, gom:

Pon diang ky nhap khau thude tha y theo mau quy dinh tai Phu luc X111 ban
hanh kém theo Thong tu nay;

Gidy ching nhan hoic vin ban cia co quan tham quyén nudc san xuét hoic
nudc xuat khau cap xac nhan san pham duoc phép luu hanh hoac str dung tai qudc
gia do hoac giéy ching nhan hoic vin ban cia co quan nha nuéc ¢o tham quyén
qUOc gia khac xac nhan san pham dugc phép luu hanh hoic su dung tai qUOc gia
d6 d6i vai san pham chua dugc cip phép luu hanh, sir dung tai nudc san Xut;

Phiéu kiém nghiém chit lugng san pham (CoA) cua co s& San Xuat;
Tom tit dac tinh san pham theo mau quy dinh tai Phu luc V ban hanh kém
theo Thong tu nay.

¢) H6 so nhap khau thudc thi y dé tham gia trung bay trlen I&m, hoi cho,
nghién cau khoa hoc, phong, tri bénh cho dong vat quy hiém, gom:

Pon ding ky nhap khau thudc thd y theo mau quy dinh tai Phu luc XI11 ban
hanh kém theo Thong tu nay;

Phiéu kiém nghiém chit lwong san pham (CoA) ctia co s& San Xuat;

TOm tat dac tinh san pham theo mau quy dinh tai Phu luc V ban hanh kém
theo Thong tu nay.

d) H6 so nhap khau thudc thi y dé chita bénh dbi véi dong vat tam nhap tai
XUat, qué canh lanh thé Viét Nam; tam nhap tai Xuat, gia cong xuat khau theo hop
ddng da ky véi to chic, ca nhan nudc ngoai, gom:

Pon dang ky nhap khau thudc thd y theo mau quy dinh tai Phu luc XI11 ban
hanh kém theo Thong tu nay.

Phiéu kiém nghiém chat lwong san pham (CoA) cia co s& San Xuat;

Nhan san pham.

Ban sao tai liéu chitng minh muyc dich nhap khau thubc tha y;

) HO so nhap khau nguyén ligu, thudc tha'y, vi sinh vat dé nghién ciru san

xuat thuoc tha y, chan doan, xét nghiém, kiem nghiém veé thu y

Pon ding ky nhap khau thudc thd y theo mau quy dinh tai Phu luc XI11 ban
hanh kém theo Thong tu nay;

Phiéu kiém nghiém cht luong san pham (CoA) cua co s san Xuit ;

Tom tit dac tinh san pham theo mau quy dinh tai Phu luc V ban hanh kém
theo Thong tu nay;

e) HO so nhap khau thudc thir y vién trg ciia cac to chirc quéc té va cac hinh
thirc nhap khau phi mau dich khéc.

Pon ding ky nhap khau thudc thd y theo mau quy dinh tai Phu luc XI11 ban
hanh kém theo Thong tu nay;

Gidy ching nhan hoac van ban ciia co quan tham quyen nudc san xuat hogc
nuoc xuat khau cap xac nhan san pham dwoc phép luu hanh hodc su dung tai quoc
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gia do hogc giéy ching nhan hoic vin ban cia co quan nha nudc ¢6 tham quyén
quoc gia khac xac nhan san pham dugc phép luu hanh hoac su dung tai quoc gia
d6 d6i vai san pham chua dugc cap phép luu hanh, sir dung tai nudc san Xut;

Phiéu kiém nghiém chét lugng san pham (CoA) cua co s¢ san Xuat.

9) Hb so nhap khau nguyén liéu thUOC tha y (trir hd so nhap khau nguyén
lieu thube tha y la dung moi, ta duoc gom tai lidu quy dinh tai diém a, diém c
khoan nay), gém:

Pon ding ky nhap khau thuéc thi y theo mau quy dinh tai Phu luc XIII
ban hanh kém theo Thong tu nay;

Gidy chung nhan hogc van ban cua co quan tham quyén nu6c san Xuat Xac
nhan nguyén liéu nhap khau duoc luu hanh hoac sir dung tai nudc san xuat;

Phiéu kiém nghiém chat luong san pham (CoA) ciia nha san xuat;

Bé&o c4o sé luong, muc dich st dung nguyén liéu khang sinh, dia chi co
s6 mua nguyén liéu khang sinh cua 16 nguyén li¢u khang sinh nhap khau lan
trudc, khi nop ho so dang ky nhap khau nguyén liéu khang sinh 16 hang tiep
theo vé Cuc Chan nudi va Thu y theo mau quy dinh tai Phu luc XV ban hanh
kém theo Thong tu nay.

~ h) Ho so nhép khau véc-xin, vi sinh vat da c6 Gidy ching nhan luu hanh
thuoc tha y tai Vit Nam gom: Don déng ky nhap khau vac-xin, vi sinh vat theo
mau quy dinh tai Phu luc XIV ban hanh kém theo Thong tu nay;

i) Cac loai giay ching nhan; van ban ciia co quan thdm quyen nudc san
xuat hogc xuat khau, CoA kem trong ho so dang ky co thé nop ban chinh hoac
ban chup c6 dong dau x&c nhan cta doanh nghiép dang ky.

3. Trinh tu thuc hién

a) To chuc, ca nhan giri 01 bo ho so dang ky nhap khau thudc thi y, nguyén
Iiéu’ thuoc thd y dén Cuc Chan nudi va Thu y ;heo mot trong cac hinh thac: truc
tuyén hoac qua dich vu buu chinh hoac truc tiep;

b) Trong thoi han 05 (nam) ngay lam viéc, ke tir ngay nhan dugc ho so day

du, hop 1¢, Cuc Chén nudi va Thi'y xem xét cap giay phép nhap khau; truong hop
khong cép, tra loi bang van ban va néu rd Iy do.

4. Giay phep nhap khau thudc, nguyén liéu thube thi y c6 gia tri toi da 1a
01 (M6t) nam ké tir ngay cap, khong dai hon thoi han cua Glay ching nhan luu
hanh thudc thi y da duoc cp ddi véi trudng hop nhap khau quy dinh diém h
khoan 2 Biéu nay.

5. Pbi véi truong hop cb tir hai doanh nghiép tro 1én dé nghi nhap khau
cuing mot loai thude tha y quy dinh tai diém a khoan 2 Biéu ndy, Cuc Chin nudi
va Tha y xem xét trinh Lanh dao Bo quyét dinh dua trén co sé cac tiéu chi: (i)
chat lugng, an toan, hiéu luc cua thudc; (i) ning luc nhap khau, bao quan va phan
phdi cua doanh nghiép; (iii) kha nang cung wng kip thoi; (iv) gia va hiéu qua kinh
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té; (v) truong hop cac doanh nghiép dap tng tuong duong cac tiéu chi trén thi
thuc hién phan bo sé lwong nhap khau phu hop véi nhu cau thuc té.

Muc 4
KIEM NGHIEM THUOC THU Y
Piéu 9. Co sé kiém nghiém thuéc tha y

1. Co so kiém nghiém thudc tha y khi thuc hién hoat dong kiém nghiém
thuoc thd y phuc vu cdng tadc quan 1y nha nuéc va lam dich vu phai dugc cong
nhan hoac chi dinh theo quy dinh ctia phap luat.

2. Co s kiém nghiém thudc tha y ¢é trach nhiém sau:

a) Tra két qua kiém nghiém chat luong thuéc tha y hoic két qua danh gia
su pho hop, trong thai han 05 (ndm) ngay lam viéc d6i voi nguyén liéu thude tha
y, duoc pham, hoa chat, ché pham sinh hoc kiém tra chi tiéu cam quan, vat ly, hoa
hoc; 14 (muoi bén) ngay ddi voi nguyén lidu thude tha y, duge pham, hoa chat,
ché pham sinh hoc kiém tra chi tiéu d6 nhiém khuan, vo khuan; 21 (hai muoi mét)
ngay doi vai vac-xin, khang thé kiém tra chi tiéu v tring hoc thuan khiet, an
toan; 60 (sau muoi) ngdy d6i vai vac-xin, khang thé kiém tra chi tiéu hiéu luc ké
tir ngay tiép nhan mau thudc;

~ b) Luu giit mau thuoc tha y cua 16 thudc thi y kiem nghiém chat lugng theo
dieu kién bao quan trén nhan dén khi thuoc tha y hét han st dung.

Piéu 10. Quy dinh vé 4p dung phwong phap kiém nghiém thuéc thi y

1. Viéc kiém nghiém thudc thi y phai tién hanh theo phuong phap kiém
nghiém da dang ky hoac chi dinh theo quy dinh cua phép luat.

2. Pbi véi thube thi y chua c6 phuong phap kiém nghiém duogc dang ky,
chi dinh hodc chi dinh tam thoi, viéc danh gia chét luong dua vao thura nhan két
qua kiém nghiém chat luong cta co quan tham quyén nuéc xuat khau cap hoac
cua phong thir nghiém duoc cdng nhan bai to chic danh gia c6 tham gia ky két
thoa thuan thira nhan I1an nhau (MRA) trong khuén khé T6 chirc Cong nhan phong
thi nghiém Chau A-Thai Binh Duong (APLAC); T6 chiic Cong nhan phong thi
nghiém quéc té (ILAC) hoac caa phong tha nghiém tham chiéu caa T chuc
Tha y thé gisi (OIE).

Muc 5
KIEM TRA CHAT LUQNG THUOC THU Y
bieu 11. Kiém tra chit lweng thuéc tha y

1. Viéc kiém tra chit luong thudc tha y thuc hién theo quy dinh cua phép
luat vé chat lugng san pham, hang hoa va phap luat khac co lién quan.
2. Thudc thi y dat chat luong theo tiéu chuan cia co s¢ san xuat dang ky

cong bd va_phai bao dam chat lugng theo yéu cau ky thuat tai quy chuan ky thuat
qudc gia vé thude thi y. Béi véi thude tha y dang dugce pham, héa chat c ham
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lwong hOatqchét trong muc gidi han £10% so v6i ham lugng ghi trén nhan, doi
vai san pham thuoc thu y ¢6 chira men vi sinh, ham lwong men vi sinh cao hon
90% so v&i ham lugng ghi trén nhan.

3. Thudc th y qua kiém tra khong bao dam chat luong theo quy chuan k§y
thuat tuong (ng, tiéu chuan &p dung di ding ky, cong bo. Trong thoi han 05
ngay lam viéc, ké tir ngay nhan dugc thong bao két qUa klem tra, truong hop
khong ddng y véi két qua kiém tra, to chic, ca nhan c6 quyén khiéu nai bing
van ban gui co quan kiém tra.

Co quan kiém tra sir dung miu luu hoac lay lai mau (khi can thiét) dé
kiém nghiém chi tiéu bi khiéu nai tai t6 chirc kiém nghiém, thir nghiém dugc
chi dinh hodc c6ng nhan, thira nhan theo quy dinh tai khoan 3 Piéu 3 Thong tu
nay. Két qua kiém nghiém nay 1a cin ctir dé dua ra két luan cudi cung;

Truong hop 16 hang ¢é két qua kiém nghiém bi khiéu nai ma da hét han
st dung, thi két qua kiém nghiém lan dau la can cir dé dua ra két luan cuoi
cung.

Viéc th nghi@m mau th,uéc Ehl] y phuc vu quan ly nha nudc phai thuc hién
trudc khi 16 san pham duoc lay mau thir nghiém hét han sir dung.

Viéc thong béo ket qua kiém tra lan dau cho to chirc, ca nhan phai bao dam
truge khi 16 san pham hét han st dung it nhat 15 ngay (khong ap dung doi voi
trrong hop kiém tra dot xuat theo quy dinh phap luat vé thanh tra, kiém tra).

Picu 12. Kiém tra co sé san xuat thuoc thd y tai nwéc xuat khau

1. Can cir theo didu wdc quoc té hogc thoa thuan, hop tac vé thudc thi y voi
co quan quan ly thd y cta cac nudc, Cuc Chan nudi va Tha y quyét dinh viéc
thanh lap doan, ke hoach va noi dung kiém tra thuc té co so san xuat thuoc tha y
tai nudc xuat khau vao Viét Nam.

2. Kinh phi thuc hién kiém tra: do ngan sach nha nuéc bd tri hang nim theo
quy dinh hién hanh va nguon kinh phi khac theo quy dinh cta phéap luat.

CHUONG III
QUAN LY THUOC THU Y CO CHUA CHAT MA TUY, TIEN CHAT,
NGUYEN LIEU THUOC THU Y CO CHUA CHAT MA TUY, TIEN CHAT
Piéu 13. Nhap khau, xuit khau thudc tha y, qua canh lanh tho Vit
Nam doi véi thuoc thu y c6 chira chat ma tdy, tién chat, nguyén ligu lam thuoc
tha y c6 chwra chat ma tuay, tieén chat
1. Quy dinh chung vé nhap khau, xuat khau thuoc thi y, nguyén ligu thuoc
tha y c6 chara chat ma tay, tién chat:
a) Viéc nhap khau thudc tha y ¢0 chira chat ma tuy, tién chat chi duogc thuc
hién bo1 co sd co Giﬁy chiing nh,e_in dﬁ’diéu kién nhap khé}l thuoc tha y hoég Giay
chirng nhan du di€u kién san xuat thuoc thl y c6 chira chat ma thy, tién chat;

b) T chirc, ca nhan ding ky nhap khau lan dau thude thi y c6 chira chét
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ma tuy, tién chit dé nghién ctru khoa hoc, phong, tri bénh cho dong vat quy, hiém
co gidy chimg nhan dang ky kinh doanh hoac gidy chimg nhan dang ky doanh
nghiép hodc gidy phép dau tu hodc cd quyét dinh thanh 1ap don vi do co quan
quan ly nha nudc ban hanh.

¢) Viéc nhap khau ‘nguyén licu thude tha y c6 chira chat ma tay, tién chat
chi cho phép thuc hién dbi v0i cO SO san xuét thudc thi y nhap khau nguyén liéu
dé phuc vu hoat dong san xuét thude cta chinh co s¢ do;

d) Thudc thi y c6 chira chat ma tdy, tién chat dé xuat khau phai c6 Giay
chirng nhan luu hanh tai Viét Nam.

2. Hb so, trinh tu thuc hién

a) Hb so, trinh tu Cap Gidy phép nhép khau, xuat khau thudc thi y, nguyén
lieu thube thu y co chira chat ma tay, tién chét theo quy dinh tai khoan 1, khoan 2
Piéu 33 Nghi dinh 163/2026/ND-CP ngay 15/5/2026 ctia Chinh phi quy dinh chi
tiét va hudng dan thi hanh mot sé diéu ctia Luat phong, chdng ma tay (sau day
viét tat 1a Nghi dinh s 163/2026/ND-CP).

b) Piéu chinh, cap lai, gia han gidy phép nhap khau xuit khau thudc thi y
va nguyén liéu 1am thudc thl y c6 chira chat ma tiy, tién chit thuc hién theo quy
dinh tai khoan 3, khoan 4 Diéu 32 ctia Nghi dinh 163/2026/ND-CP.,

C) Uy ban nhan dan cp tinh 13 co quan co tham quyen cap gidy phép nhap
khau, xuat khau thudc tha y c6 chira chat ma tay, tién chat.

Trong thoi han cham nhat la 03 (ba) ngay lam viéc ke tir ngay cap glay
phép, co quan c6 tham quyén cap phép c6 trach nhiém giri gidy phép nhap khau,
xuit khau cho Chi cuc Hai quan noi lam thu tuc hai quan, Cuc Hai quan va Cuc
Canh sat diéu tra toi pham vé ma tuy dé theo doi, kiém tra va thuc hién thong bao
tién xuét khau theo quy dinh.

d) H6 so, trinh tu, th tuc cap phép qué canh lanh thd Viét Nam ddi voi thude
tht y 6 chira chat ma tay, tién chit, nguyén liéu lam thudc thi y co chira chat ma
tay, tién chat thuc hién theo quy dinh tai Diéu 37 Nghi dinh s6 163/2026/ND-CP.

3. Mién trr, thu hdi Gidy phép XUat khau, Gidy phép nhap khau thuéc thu
y, nguyén lidu lam thudc tha' y c6 chia tién chat

a) Mién trir cip Gidy phép xuat khau, Gidy phép nhap khau thudc tha y cé
chuaa tién chat thuoc Danh muc IVB quy dinh tai Nghi dinh 28/2026/ND-CP ¢6
nong do dudi 1% (<1%) khdi lugng cua hdn hop chat, thude tha'y cé tién chat thudc
Danh muc IVC quy dinh tai Nghi dinh 28/2026/ND-CP c6 ndng d6 dudi 5% (<5%)
khéi lwong ctia hdn hop chat.

b. Trinh ty thi tuc thu hoi Gidy phép xuat khau, nhap khau thuoc thd y,
nguyén li¢u thuoc tha y c6 chua tien chat theo quy dinh tai khoan 2, khoan 3 va
khoan 4 bBicu 22 Nghi dinh s6 28/2026/NDb-CP.

4. Quy dinh luu trit hd so nhap khau, xuat khau thudc thd y c6 chira chat
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ma tdy, tién chat, nguyén ligu thudc thd'y ¢6 chira chat ma tiy dudi dang van ban
giay hoac dién tir bao gom:

@) SO theo ddi xuat, nhap, ton kho thudc thd y ¢ chaa chat ma tdy, tien
chat, nguyén liéu thuoc tha y c6 chira chat ma tly theo mau tai Phu luc XVII1 ban
hanh kém theo Thong tu nay;

~ b) Phiéu xuat kho thudc thi y c6 chira chat ma tiy, tién chét, nguyén ligu
thuoc tha y cé chira chat ma tdy theo mau tai Phu luc XIX ban hanh kéem theo
Thong tu nay;

¢) Chirng tir, tai liéu lién quan dén viéc nhap khau, mua ban, chuyén nhuong
(d6i véi co so nhap khau); chung tir, tai liéu lién quan dén viéc xuat khau, mua
ban (d6i voi co s xuat khau) thudc thd y c6 chira chat ma tly, tién chat, nguyén
lidu thubc tha y c¢é chira chat ma tay.

Piéu 14. San xuit, ding ky lwu hanh thudc thi y cé chira chit ma tay,
tién chat
1. San xuat thudc thi y c¢6 chira chit ma tay, tién chat

a) Viéc san xuét trong nudc cac loai thudc tha y c6 chira chat ma tay,
tién chat chi duogc thuc hién tai co s& ¢d Giay chirng nhan du dicu kién san xuat
thudc tht y co chura chat ma tuy, tién chat con hiéu luc;

b) HO so, trinh tu, thu tuc cdp Gidy chimg nhan du diéu kién san xuat thudc
tht y c¢6 chira chat ma tay, tién chat ciing trén day chuyén san xuat thudc thi y da
duoc cip Gidy ching nhan du diéu kién san xuat thue hién theo quy dinh tai diém
¢ va diém d khoan 1 Piéu 30 Nghi dinh s6 163/2026/ND-CP;

c) Ho6 so, trinh tu, tha tuc diéu chinh, cép lai Giéy chung nhan du diéu kién
san xuat thuoc thii y c6 chira chit ma tay, tién chat d6i v4i truong hop Gidy chung
nhan bi mét, sai sét, hu hong hodc c6 thay doi vé thong tin cua t chirc, c4 nhan
trong Gidy chimg nhén thuc hién theo quy dinh tai diém b va diém c khoan 2 Piéu
30 Nghj dinh s6 163/2026/ND-CP;

~d) Ho so, trinh ty, thu tuc sira doi Gidy chang nhan du dieu kién san xuat

thuoc tha y ¢6 chira chat ma tdy, tién chat doi voi truong hop c6 thay doi ve quy
md, dia diem, chung loai san pham, quy trinh san xuat thuc hién theo quy dinh tai
diém d khoan 2 Biéu 30 Nghi dinh s6 163/2026/ND-CP.

2. HO so, trinh ty, thu tuc dang ky luu hanh thudc thd y ¢ chia chat ma
tdy, tien chat thuc hién theo quy dinh tai Dicu 4 va Biéu 5 Thong tu nay.

3. Co 6 san xuat phai luu tri ho so san xuét thudc thi y, nguyén liéu thuoc
tha y co6 chura chat ma tay, tien chat dudi dang van ban giay hoac dién tir bao gom:

a) SO theo ddi pha ché, san xuét thudc thi y ¢6 chira chat ma tly, tien chat
theo mau tai Phu luc XX ban hanh kém theo Thong tu nay;

b) Céc tai liéu quy dinh tai diém a, b khoan 4 Piéu 13 Thong tu nay;
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¢) Chung tu, tai lidu lién quan dén viéc mua bén thudc thd y c6 chira chat
ma tay, tién chat; nguyén liéu thuoc thu y co chira chat ma tuy, tién chat.

Pidu 15. Budn ban, sir dung, bao quan, van chuyén thudc thi y ¢6 chira
chat ma tiy, tién chat duwgc phép luu hanh tai Viét Nam

1. Budn ban thudc tht y ¢ chira chit ma tay, tién chat duoc phép luu hanh
ta1 Viét Nam

a) Co s& budn ban thudc thi y c6 chtra chat ma tdy, tién chat phai c6
Gidy chung nhan du diéu kién budn ban thubc thi y theo quy dinh cua phap
luat vé tha y. Co s bubn ban thudc tha y chi duoc phép ban lai thude thi y c6
chaa chat ma tdy, tién chit cho nguoi st dung c6 don thudc theo quy dinh tai
Thong tu nay, phong kham tha y dugc phép hanh nghé kham bénh, chan doan
bénh, phau thuat dong vat, xét nghiém bénh dong vat va co sé budn béan thudc thu
y khéc c6 Gidy chiing nhan dua diéu kién budn béan thudc thi y do co quan c6 tham
quyén cap.

b) Co s& budn ban phai luu trir hd so budn ban thude thd y co chira chat ma
tay, tién chat duoc luu trir dudi dang van ban gidy hoic dién tir bao gom: CAc tai
liu quy dinh tai diém a, b khoan 4 Piéu 13 Thong tu nay; Hop ddng, hoa don,
chung tir lién quan dén viéc mua ban thudc thi y cé chaa chat ma tly, tién chat;
Pon thudc thd y ¢ chira chat ma tly, tién chat luu tai co s¢ sau khi ban; Bién ban
nhan thuéc thi y c6 chira chat ma tdy, tién chat theo mau quy dinh tai Phu luc
XXI ban hanh kém theo Thong tu nay.

2. Str dung thudc tha y c6 chira chat ma tiy dé tri bénh dong vat

a) Nguoi ¢6 ching chi hanh nghé thi y vé chan doan, kham chita bénh, phau
thuat dong vat, xét nghiém bénh, tiém phong cho dong vat duoc phép sir dung thudc
th('y c6 chtra chat ma tiy dé tri bénh dong vat theo don; trudng hop khong st dung
hodc st dung khong hét, trong vong 10 (mudi) ngay phai tra lai cho co s& di ban
thudc tha y.

b) Co s6 ban thude thi y tiép nhan va lap bién ban nhan lai thude thi y c6
chtra chit ma tay do khong str dung hoic sir dung khong hét tir nguoi sir dung quy
dinh tai khoan 1 Diéu nay theo mau tai Phu luc XXI ban hanh kém theo Thong tu
nay. Bién ban duoc 1ap thanh 02 ban (01 ban luu tai co s& ban thude, 01 ban giao
cho nguoi tra lai thudc). Chi cira hang can ctr diéu kién cu thé dé quyét dinh tai
st dung hoac tiéu huy theo quy dinh.

3. Bao quan thudc tht y, nguyén liéu thude thu y co chtra chat ma tuy, tién
chat

a) Co s& nhap khau, san xuat phai bao quan thuéc tha y, nguyén liéu thudc
th('y c6 chaa chat ma tdy, tién chat tai kho, ta riéng, c6 bién hiéu, khéa chic chan
va khéng duoc dé cling cac thude, nguyén lidu thudce khéc, thirc an chan nudi, thic
an thuy san, nguy@n liéu san xuat thirc an chan nudi, thirc dn thuy san va cac san
pham khéc.
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b) Co s& budn ban thude thu y phai bao quan luu gitr thude thi y cd chia
chat ma tly, tién chat riéng bi¢t, duoc dé trong ti c6 khoa va co6 bién hi¢u.

¢) Pbi voi ca nhan, co so st dung thude thu y: Thude tha y co chira chat
ma tay, ti€n chat phai dugc luu gitr riéng biét, khong duoc dé that thoat trong qua
trinh sur dung.

4. Van chuyén thudc tha y c6 chira chat ma tay, tién chat, nguyén liéu lam
thudc thu y c6 chira chat ma tay, tién chat

a) Thuéc thi y c6 chtra chat ma tdy, tién chat, nguyén liéu 1am thude tha y 6
chira chéat ma tdy, tién chat trong qua trinh van chuyén phai dugc dong goi va ghi
nhan san pham day da noi dung theo quy dinh cua phap luat, trong d6 ghi ro tén
chat, ndng d6, ham luong, khdi luong, ngudn gbc, Xuat xi.

b) C4 nhan, co quan, to chirc c6 thude tha y co chira chat ma tay, tién chat,
nguyen liéu lam thudc tha y ¢6 chira chit ma tay, tién chat phai chiu trach nhiém
vé su an toan va viéc that thoat hang héa trong qua trinh van chuyén.

5. Thoi han luu trir hd so thude tha y, nguyén lidu thude tha y ¢6 chira chat
ma tly, tién chat

a) Co s& nhap khau, xuit khau, san xuét, budén bén, st dung thudc tha Y,
nguyén liéu thudc thu y c6 chira chat ma tay, tién chat phai luu trir ho so lién quan
dudi dang vin ban gidy hoic ban dién tir theo ddi trong thdi gian it nhat 02 (hai)
nam ké tir ngdy thudc, nguyén liéu thude hét han sir dung; don thudc tha y c6 chira
chat ma tay, tién chét luu gitr theo quy dinh tai Piéu 24 Thong tu nay.

b) Hét thoi han luu trit h so, ngudi dimg dau co s¢ nhap khau, xuat khau,
san xuat, buon ban thudc th y quy dinh tai di€ém a khoan nay 1ap hi dong dé huy,
12p bién ban huy va luu bién ban tai co s6.

Piéu 16. Danh muc thudc tha y ¢é chira chit ma tiy, tién chit; Danh
muc chat ma tuay, tién chat la nguyén liéu lam thuoc tha y cé chira chat ma
tuy, tien chat

1. Danh muc thudc thd y cé chta chat ma tly, tién chat tai Phu luc XVI
ban hanh kém theo Thong tu nay.

2. Danh muc chit ma tly, tién chat 1a nguyén liéu 1am thubc tha y c6 chaa
chat ma tay, tién chat tai Phu luc XVII ban hanh kém theo Thong tu nay.

Chuong 1V
NHAN THUOC THU Y
Piéu 17. Nhirng loai thudc tha y phai ghi nhan

1. Thudc tha y luu thong trong nudc; thude thi y xuat khau, nhap khau phai
ghi nhan theo quy dinh tai Thong tu nay, trir nhitng truong hop quy dinh tai khoan
2 cua Diéu nay.
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2. Truong hop t6 chic, ca nhan nuéc ngodi nhap khau thube thi y cua Viét
Nam yéu cau ghi nhan theo hgp déng mua ban va chiu trach nhiém vé yéu cau
ctia minh thi to chirc, ca nhan xuat khau thude duoc thuc hién theo hop dong véi
diéu kién nhiing yéu cau nay khdng lam sai léch ban chat cua thubc, khong vi
pham phép luat Viét Nam va phap luat caa nuéc nhap khau.

Piéu 18. Trach nhiém vé ghi nhan thudc thay

1. Di véi thude tha y san xuét tai Viét Nam dé luu thong trong nuéc, to
chuc, ca nhan san xuat thuoc phai chiu trach nhiém vé viéc ghi nhan.

2. Bdi véi thude tha y san xuit tai Viét Nam dé xuat khau, t6 chirc, ca nhan
xuat khau thuoc phai chiu trach nhiém ve viéc ghi nhén.

3. Trong trudng hop thudc tha y da c6 Gidy ching nhan luu hanh tai Viét
Nam khong xuat khau duge ma dua tro lai luu thong trong nudc thi to chuc, ca
nhan dua thudce ra luu thong phai ghi nhan theo quy dinh tai Biéu 20 caa Thong
tu nay.

4. Trong trudng hop t6 chic, ca nhan chiu trach nhiém ghi nhn thuéc theo
quy dinh tai Biéu 41 Nghi dinh s6 37/2026/ND-CP yéu cau t6 chirc, ca nhan khac
thuc hién viéc ghi nhan thi té chirc, ca nhan d6 van phai chiu trach nhiém vé nhan
thubc caa minh.

5. Thudc nhap khau vao Viét Nam ma trén nhin chua thé hién hozc thé hién
chua di nhitng ndi dung bét budc bang tieng Viét thi phai c6 nhan phu the hién

nhing noi dung bat budc bang tiéng Viét va gitr nguyén nhan g6c. Noi dung ghi
bang tiéng Viét phai tuong tng véi ndi dung ghi trén nhan goc.

6. To chuc, ca nhan san xuat, kinh doanh thudc phai tuan thi cac quy dinh
cua phap Iua:[ vé s& htru tri tué va chiu trach nhiépq trudc phap luat vé van de so
htru tri tué doi vai cac noi dung ghi trén nhan thuoc.

Piéu 19. Quy dinh vé ghi nhan thudc
1. Vi tri, kich thuéc, mau sic caa chit, ky hiéu va hinh anh trén nhan thudc
a) Vi tri nhan thuéc tha y

Nhan thudc th y phai dugc thé hién (in, dan, dinh, gin) trén bao bi
thuong pham cua thudc & vi tri khi quan sat c6 thé nhan biét duoc dé dang, day
da cac noi dung quy dinh cua nhan ma khong phai thao roi céc chi tiét, cac
phan cua thudc, theo quy dinh tai Piéu 36 Nghi dinh s6 37/2026/ND-CP.

b) Kich thudc nhan thuée thi y

T6 chuc, c& nhan cd trach nhi@m ghi nhén thuérc tu xac dinh kich thudc
cua nhan nhung phai bao dam ghi day du ndi dung bat bugc theo quy dinh tai
biéu 21 cta Thong tu nay va nhan bict dé dang bang mat thuong.

¢) Mau séc caa chit, ky hiéu va hinh anh trén nhan thuéc
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Mau sic cua chit, chit s6, hinh v&, hinh anh, dau hiéu, ky hiéu, ghi trén nhan
thudc phai rd rang. P6i véi nhitng noi dung bat budc theo quy dinh thi chit, chix
s6 phai c6 mau tuong phan so véi mau nén cia nhan theo quy dinh tai Piéu 38
Nghi dinh sé 37/2026/ND-CP.

2. Ngon ngix trinh bay trén nhan thuéc

@) Nhiing noi dung bt bugc thé hién trén nhan thudc thd y phai duoc ghi
bang tieng Viét theo quy dinh tai khoan 1, khoan 2 va khoan 3 bicu 39 Nghi dinh
37/2026/ND-CP, tru truong hop quy dinh tai khoan 2 bieu 20 Thong tu nay.

b) Nhitng noi dung sau cé thé ghi bang cac ngdn ngit khac c6 gbc chir céi
La-tinh: Tén biét dugc, t&n gbc hoic tén chung quéc té cua thudc; Tén chung québc
té hoac tén khoa hoc cac thanh phan, thanh phén dinh luong cua thuoc trong
truong hop khdng dich dugc ra tiéng Viét hodc dich duoc ra tleng Viét nhung
khong c6 nghia; Tén va dia chi doanh nghi¢p nudc ngoai san xuit, nhuong quyén
san xuat thudc.

¢) Noi dung ghi trén nhan thudc thi y ke ca nhan phu va to huéng dan sik dung
phai dam bao trung thuc, r6 rang, chinh xac, phan anh dung ban chat caa thuoc.

Piéu 20. N$i dung ghi trén nhan thuéc thay

1. Noi dung bét bugc phai thé hién trén nhan thudc thd y. Nhan thuoc thi y
phai ghi day da nhiing noi dung sau:

a) Tén thudc tha y;

b) Thanh phan hoat chat, thanh phan dinh luong cua hoat chat (ham lwong
hoac nong dg);

¢) Chi dinh, cach ding, chng chi dinh; thoi gian ngiing sir dung thude dé
khai thac triang, thit, sira doi vai tirng loai dong vat duoc chi dinh;

d) Dang bao ché, sé dang ky lwu hanh, sb 16 san xuat, ngay san xuét, han
st dung, cum tir "Chi dung trong tha y*";

d) Céc dau hiéu can chu y: Doi véi thude thi y doc thude bang A ghi thém
cum tur (chir mau den): "Khoéng dung qué liéu quy dinh"; doi véi thuoc tha y doc
thuoc bang B ghi thém cum tu (cht mau do): "Khong dung qua lidu quy dinh".
Déi vai thude thi y phai ké don ghi ky hiéu Rx tai goc bén trai cia tén thudc va
dong chit “Thudc ké don™;

e) Tén va dia chi cua to chuc, ca nhan chiu trach nhiém vé thudc tha y;

g) Xuat xir cia thude tha y: Doi voi thudc san xuat tai Viét Nam dé luu
thong trong nude, da ghi dia chi ctia noi san xuat ra thuoc do thi khong bat budc
phai ghi xuat xir,

h) Hudng dan st dung thude, hudng dan bao quan

~ Trong trudng hop khong thé hién duoc tat ca ndi dung néu trén thi trén nhén
thuoc phai ghi cac noi dung tén thuoc, xuat xir va tén t6 chic ca nhan chiu trach
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nhiém. N~hﬁ:ng noi dung bat budc khac phai dugc ghi trong nhan phy hoac trong to
hudng dan sir dung thuoc va trén nhan thuoc phai chi ra noi ghi cac ndi dung do.

2. Céc noi dung khac thé hién trén nhan thubc tha y

Ngoai nhiing néi dung bat budc quy dinh tai khoan 1 Biéu nay, c6 thé ghi
thém céc noi dung khac 1én nhan, vi du sb hiéu tidu chuan chat lugng. Nhiing noi
dung nay phai dam bao trung thuc, chinh xac, khong duoc 1am hiéu sai ban chét,
cong dung cua thude, khong duoc 1am hiéu sai noi dung khac caa nhan.

3. Noi dung ghi trén nhan nguyén li¢u lam thudc tha y. Nhan nguyén liéu
lam thuoc tha y phai cé nhirng noi dung sau:

a) Tén nguyén li¢u; ham luong hodc nong do (néu co); tiéu chuan cua
nguyén liéu; khoi lwong tinh hodc thé tich; So 16 san xuat, ngay san xuat; Han
dung, dieu kién bao quan; So dang ky luu hanh (néu c0);

b) Tén, dia chi co s& san xuat;

Xuat x cua nguyén ligu (doi voi nguyén liéu san xuat tai Viét Nam dé luu
thong trong nudce, da ghi dia chi ciia noi san xuat thi khdng bat bugc phai ghi xuat
Xua);

¢) Tén, dia chi co s¢ nhap khau doi véi nguyén ligu nhap khau; Céc dau
hiéu can chuy.

4. Noi dung ghi trén nhan vi thuoc thi y. Nhan trén vi thubc thl y it nhat
phai c6 nhirng noi dung sau:

a) Tén thudc tha y; thanh phan hoat chat, ham luong;
b) S6 16 san xuat, han dung, sé dang ky luu hanh;

c) Tén co s& san xuat: Tén co s san Xuat co thé viét tit nhung phai bao
dam nhan dién dugc tén co s san Xxuat.

Vi thuoc phai dugc chira trong bao bi ngoai c6 nhan thé hién day du noi
dung quy dinh tai khoan 1 biéu nay.

d) Noi dung ghi nhan trén bao bi truc tiép co kich thudc nho

Nhan thudc tha y trén bao bi truc tiép c6 kich thudc nho, o thiét ké hinh
dang dic biét khdng thé trinh bay du cac noi dung bat budc theo quy dinh tai
khoan 1 Diéu nay, thi téi thiéu phai c6 cac noi dung sau: tén thudc tha y; hoat
chat, ham luong: thudc thi y & dang phdi hop c6 it hon hodc bang 3 hoat chét thi
phai ghi du hoat chat, ham luong cua ting hoat chat; thé tich hodc khéi luong; s6
16 san xuat, han duing, s6 dang ky luu hanh; tén co s& san Xuat o thé viét tat nhung
phai dam bao nhan dién duoc;

Cac bao bi truc tiép chta dung cac loai thudc tha y trén phai dugc chia
trong bao bi ngoai c6 nhan thé hién day du ndi dung quy dinh tai khoan 1 biéu
nay.
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Piéu 21. Ghi nhin dién tir thudc tha y

1. T6 chuc, ca nhan chiu trach nhiém ghi nhan thudc thi y duoc st dung
nhén dién te dé thé hién mot phan noi dung bat budc. Cac noi dung sau bt
budc phai thé hién trén nhan vat ly:

a) Tén thuéc;

b) S6 dang ky; dang bao ché;

c) Tén va dia chi cua to chuc, ca nhan chiu trach nhiém vé thubc; xuat
Xt hang hoa; théng tin canh béo.

2. Ngon ngit trinh bay ctia nhan dién tir phai bang tiéng Viét. Noi dung
thé hién trong nhén dién tir phai bao d¢am tinh chinh xéc, trung thuc, day du, dé
tiép can va khong gay nham lan cho nguoi tiéu dung.

3. T6 chic, ca nhan chiu trach nhiém ghi nhan thudc tha y tao nhén dién
tu theo mot trong hai cach sau: ké khai trén hé théng nhan dién tir quéc gia theo
quy dinh tai Dleu 54 Nghi dinh 37/2026/ND-CP hoac tu ké khai nhung phal
bao dam két ndi, ddng bo thong tin dit licu trén Co sé dit liéu nhan dién ta qudc
gia phuc vu cbng tac quan ly nha nudc.

4. Huéng dan ki thuat doi véi nhan dién tir thudc thi y thuc hién theo
quy dinh tai Diéu 55 Nghi dinh 37/2026/ND-CP.

5. T6 chuc, c& nhan sir dung nhan dién ti c6 trach nhiém bao dam viéc
lru trir toan bo ndi dung nhén dién tir da cong bd trong thai gian toi thiéu 1a 12
thang ké tur thoi diém san pham hét han su dung. No6i dung luu trir phai bao
dam truy xuat dugc lich suir thay d6i (néu co) va san sang cung cap cho co quan
c6 tham quyén khi duoc yéu cau. Truong hop hé thong khéng truy cap duoc
hoic théng tin sai léch, té chuc, ca nhan phai chiu trach nhiém theo quy dinh
cua phap luat.

Piéu 22. Cach ghi nhan thudc thay

1. Tén thudc tha y

a) Tén thudc thi y do t6 chuc, ca nhan san xuat, kinh doanh thuéc thi y
ty dat. Chix viét tén thudc trén nhan phai ¢am nét, noi bat.

Trudng hop biét dugc 1a don chét thi phai ghi tén géc hoic tén chung quéc
té ngay sau tén biét duoc;

b) Tén thudc co thé dugc dat theo: tén goc; tén chung québc té (tén INN);
tén biét duoc.

2. Thanh phan hoat chat, ham luong hoic nong do

a) Ghi thanh phan tit ca cac hoat chat va ta duoc dung dé san xuit va ton
tai trong thudc thanh pham ké ca truong hop hinh thirc céc loai nguyén liéu trén
da bi thay d6i trong qué trinh san xuat theo quy dinh tai khoan 1 Diéu 48 Nghi
dinh s6 37/2026/ND-CP;

b) Ghi tat ca hoat chét va ta dugc, ham luong hodc nong do cua ting hoat
chat. Tén hoat chat ghi theo tén géc hoic tén chung québc té;

c) Bon vi do luong
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Ghi don vi do dinh luong trén nhan thubc thi y bang tén day du hoac ky
hiéu caa don vi do. CO thé str dung cac don vi hoat luc theo quy dinh qudc té
cho mot sb hoat chat dic biét.

3. Quy cach dong goi

a) Ghi quy cach dong géi cua thude 1a ghi sé luong, khdi lugng tinh, thé
tich thuc cua thudc chira dung trong bao bi thuong pham cua thuéc;

b) Quy cach déng goi cua thude phai ghi theo sé dém tu nhién;

c) Céch ghi cu thé dbi voi mot s6 loai, dang thude tha y nhu sau: thudc thi
y dang vién: ghi s luong vién, ham luong hoat chat cua vién; thuc th( y dang bot:
ghi khéi luong tinh; thude thi y dang léng: ghi thé tich thuc hodc khéi lwong tinh;
thudc kich duc cho dong vat va mot s hoat chat khac: ghi don vi Quéc té 1U (hoic
ul);

d) Truong hop trong mot bao bi thuong pham cua thudc ¢6 nhiéu don vi
dong goi thi phai ghi dinh luong cua timg don vi dong géi va sb luong don vi
dong goi.

4. Chi dinh, c&ch dung, chdng chi dinh va thoi gian nging st dung thude

a) Chi dinh diéu tri cho timg loai dong vat ghi trén nhan phai phi hop voi
cdng dung caa thudc;

b) Cach dung phai ghi rd duong ding, liéu ding, thoi gian ding thubc;

c) Chéng chi dinh thi phai ghi 1 cac truong hop khong duoc ding thudc.
Truong hop khéng ¢ chong chi dinh thi ghi ré 14 khong co;

d) Chi dinh, cach dung, chdng chi dinh cd thé ghi theo mét trong hai cach
nhu sau: ghi truc tiép trén bao bi thuwong pham cua thudc hoic trong truong hop
nhan trén bao bi ngoai khong du dién tich dé ghi noi dung cua chi dinh, cach dung,
chéng chi dinh thi trén nhan phai c6 dong chir “Chi dinh, cach dung, chéng chi
dinh: xin doc trong t& hudng dan sir dung” va phai ¢ to huéng dan sir dung kém
theo bao bi thuong pham cua thuéc;

d) Thoi gian ngung st dung caa thudc: ghi chi tiét thoi gian ngung st dung
thudc d6i véi ting loai dong vat duoc chi dinh st dung thude. Truong hop khéng
c6 thoi gian ngung sir dung thudc thi ghi rd 12 khdng co.

Thoi gian nging str dung thudc phai trong ang véi thoi gian ghi trong hd
so dang ky luu hanh.

5. Dang bao ché, s6 ding ky luu hanh, s6 16 san xuat, ngay san xuat, han
dung, diéu kién bao quan

a) Dang bao ché caa thudc tha'y ghi: thudce vién, thude bot, thue dung dich
tiém, thudc hon dich tiém, thudc bot pha tiém, thudc dung dich udng, hdn dich
uéng va cac dang bao ché khac;

b) S6 ding ky luu hanh 1a ky hiéu duoc Cuc Chin nudi va Tha y cip cho
mét san pham thude tha y dé ching nhan thudc d6 da ding ky lwu hanh tai Viét
Nam;
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c) S6 16 san xuat, ghi nhu sau: S6 16 san xuat hoac Sé 16 SX. Cau trdc cua
s6 16 san xuat do co sé san xuat tu quy dinh;

d) Cach ghi ngay, thang, nam dbi véi ngay san xuét, han sir dung, cu thé
nhu sau: ngdy san xuat, han sir dung (han dung) trén nhan duoc ghi day du hoic
ghi tit bang chir in hoa la: NSX, HSD hodc HD theo thir ty ngay, thang, nam cua
ndm duong lich. MJi sb chi ngay, chi thang, chi nam ghi bang hai chir so duoc
phép ghi sé chi nam bang bén chir s6. Sb chi ngay, thang, nam ctia mot méc thoi
gian phai ghi cung mot dong; truong hop khong ghi dugc chir "NSX", "HSD"
hodc "HD" cung ve¢i chir so chi ngay, thang, nam thi phai hudng dan trén nhan;
truong hop trén nhan ghi ngay san xuat, han sir dung bang tiéng nudc ngoai thi
trén nhan phu phai ghi: ngay san xuat, han st dung hoac viét tit bang chit in hoa
NSX, HSD hoac HD xem “Mfg Date” “Exp Date” trén bao bi;

Déi vai thude tha y dugc san chia, dong goi lai co tic dong dén bao bi truc
tiép phai thé hién ngay san chia, dong géi lai va han st dung phai duogc tinh tir
ngay san xuat dugc thé hién trén nhan géc.

d) Pieu kién bao quan la cac yeu to ve khi hau dé khong lam bién doi chat
luwong thuoc. Phai ghi rd diéu kién can thiét dé bao quan thuoc trén nhan thuoc.
Vi du: Bao quan ¢ noi kho thoang, nhiét ¢ khong quéa 30°C.

6. Céc dau hiéu can luu y

a) Thuoc tiém, thudc bot pha tiém ghi rd dudng ding cua thude. Puong
dung cua thuoc co the viet tat: tiém bap (tb), tiém dudi da (tdd), tiém tinh mach
(tm); hodc duong tiém truyéen khéc.

b) Thuéc nho mat, tra mat ghi dong chir “Thubc nhé mat™;

¢) Thudc dung ngoai da ghi dong chir “Thubc dung ngoai”;

d) D6i v6i mot s6 loai hod chat diing trong thi y can chdi ¥ phai ghi cac chi
tiéu chat lugng déc trung va neu la hoa chat de chay, no, doc hai, an mon phai ghi
thém nhiing canh bao twong ung, neu la hoa chat chira trong binh chiu ap luc can
ghi thém so hiéu binh, dung luong nap, canh bao nguy hai;

d) Trén nhan thudc th y phai ghi nhirng canh bo (néu ¢6) nham dam bao
Su an toan cho ngu:(‘yi khi str dung, dong vat, moéi truong, chat lugng thuoc trong
qua trinh van chuyeén, bao quan va su dung.

e) Cach ghi cac dau hiéu luu y

Qéc chit, dau hiéu luu ¥y phai dugce in 13 rang, ddm nét dé co 'Ehé nhan bi‘é't
du:o’c‘dé dang; truong hop mot loai thuoc thd y ¢é nhiéu dau hiéu can luu y, can
ghi day du cac dau hié¢u luu y do.

7. Tén, dia chi t6 chirc, c& nhan chiu trach nhiém vé thubc tha y thuc hién
theo quy dinh tai Didu 44 Nghi dinh 37/2026/ND-CP.
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8. Xuat xur cua thude thu y ghi theo quy dinh tai Bieu 47 Nghi dinh
37/2026/ND-CP. Xuat xtr cua thuoc phai dugc ghi trén bao bi ngoai va bao bi truc
tiep cua thuoc.

9. Huéng dan sir dung thudc tha y

a) Thu,(‘)c ghi nhan theo quy dinh tai Thong tw nay phai c6 to husng dan st
dung bang tieng Vi¢t. Kich thudc, mau sac cua chir ghi trén to husng dan st dung
phai du 16n, ro rang dé dé dang nhan biét cac noi dung bang mat thuong.

b) Noi dung to huéng dan sir dung thude theo quy dinh tai Phu luc XVIII
ban hanh kém theo Thong tu nay.

10. Céach ghi nhén phu

Nhan phu phai dugc gan trén bao bi ngoai cua thudc tha y va khong duoc
che khuat noi dung bat budc caa nhan géc. Noi dung ghi trén nhan phu khong
duoc l1am hiéu sai léch ndi dung cua nhan gbc va to chuc, ca nhan ghi nhan phai
chiu trach nhiém truéc phéap luat vé tinh chinh xac, trung thuc ddi vai ndi dung
ghi thém. Cach ghi nhan phu nhu sau:

a) Trudng hop nhan phu ¢6 dién tich du rong thi ghi toan bo ngi dung bt
bude theo quy dinh tai khoan 1 Bicu 20 Thong tu nay;

b) Truong hop nhan phu co dién tich nho khong thé ghi day du nhiing
noi dung bat bugc thi it nhat phai ghi cac ndi dung sau: tén thuéc; hoat chat
ham luong hoic néng do; tén to chuc, ca nhan chiu trach nhiém Ve thuéc; sb
dang ky luu hanh; quy cach dong gbi; ngay san xuat, han dung, sé 16 san xuat;
xuat xi caa thudc.

Cac noi dung bat budc khac con thiéu phai ghi trong to huéng dan su
dung. Khi d6 trén nhan phu phai ghi dong chir: “Cac thong tin khac dé& nghi
xem trong t& huéng dan sir dung kém theo” va coi phan ghi trén to huéng dan
str dung da duoc chi ra trén nhan phu 1a mot phan cua nhan phu;

¢) Trudng hop nhan géc sir dung ngén ngwr c6 ngudn gbc chir cai La-tinh
ma cac noi dung dudi day da c6 trén nhan goc thi dugc phép khdng dich sang
tiéng Viét va khdng can thé hién trén nhan phu: tén biét duoc, tén géc hoic tén
chung quéc té cua thudc; tén chung qudc té hoic tén khoa hoc cua ting thanh
phan cua thudc trong truang hop khong dich dugc ra tiéng Viét hosc dich duoc
ra tleng Viét nhung khong c6 nghia; t€n va dia chi doanh nghi¢p nudc ngoai
san xuat, nhuong quyén san xuat thudc.

Chwong V

DANH MUC THUOC THU Y CAM SU'DUNG TAI VIET NAM;
KE PON VA PON THUOC THU Y

Piéu 23. Danh muc thuéc thi y cam sir dung

1. Danh muc thudc thi y cAm sir dung tai Viét Nam trong nudi trong thuy
san quy dinh tai Phu luc XXVI Thong tu nay.
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2. Danh muc thuéc th y cam st dung tai Viét Nam ddi voi dong vat trén
can quy dinh tai Phu luc XXVII Thong tu nay.
Piéu 24. Ké don va don thudc thu y
1. Nguyén tac ké don

, a) TAt cé céac loai thude tha y phéi‘ dugc ké don khi sur dung, trir cac loai
thudc thu y dugc quy dinh tai khoan 2 Picu nay.

b) Viéc ké don thudc thi y phai dua trén két qua kham bénh hodc chan doan
hoac xét nghiém bénh, bado ddm hop 1y, an toan, hi¢u qua va phu hop véi1 mure do
bénh.

c) Nguoi ké don chi duoc ké don dbi véi cac loai thude tha y dugc phép
luu hanh, st dung tai Viét Nam.

2. Cac loai thuéc‘ thi y khong phai ké don duoc sir dung theo huéng dan
cua nha san xuat, bao gom:

a) Thudc thi y ¢6 chira hoat chat thuge nhém thudc phong, tri bénh cau tring
bao gom: Decoquinate, Diclazuril, Halofuginone, Lasalocid, Maduramicin,
Monensin, Narasin, Nicarbazin, Robenidine, Salinomycin, Semduramicin,
Toltrazuril, Amprolium, Clopidol va cac dang muoi caa cac hoat chat néu
trén.

b) Thuéc thi'y dung cho muc dich sat trung, khw trung, tiéu doc trong hoat
dong chan nuodi, nudi trong thay san.

¢) Viac-xin, khang thé dung trong tha y.

d) Hodc mén sir dung trong nudi tréng thuy san.

@) Thubc thd y diing cho muyc dich tang cuong strc dé khang, hd trg diéu tri bénh.

e) Thao duogc, duoc liéu dung trong tha y.

g) Thudc thd y ding cho muc dich phong, tri ndi, ngoai ky sinh tring.

3. Nhitng ¢4 nhan sau duoc ké don thudc tha y:

a) C6 chtng chi hanh nghé chan doan, kham bénh, chita bénh, phau thuat
dong vat, xét nghiém bénh dong vat.

b) La béc si thi y hodc ngudi c6 trinh do dai hoc chuyén nganh tha y, chan
nudi - tha y va cé ching chi hanh nghé vé chan doan, kham bénh, chira bénh, ,phéu
thuat dong vat, xét nghiém bénh dong vat khi ké don thuoc thi y c6 chira chat ma
tay, tien chat.

4. C4c loai thuoc do ngudi ¢6 ching chi hanh nghé chan doan, kham bénh,
ch}i:a bénh, phau thuat dong vat, xet nghiém bénh dong vat truc tiép sir dung dé
diéu tri ké don.

a) Thuoc tiém c6 tac dung giam dau, trir thuoc khang viém khong chura
thanh phan steroid.
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b) Thudc hit hodc tiém dé gay mé.

¢) Thuéc giam dau (opioid, opiates), thudc chong co giat, an than, gay ngu
(barbiturat), thudc an than (benzodiazepin) va thudc tam than (psychoses).

d) Thubc tiém c6 chira selen.
&) Céac thudc tiém tac dung 1én hé théng than kinh giao cam va pho giao cam.

e) Céc kich thich t§ va cac hodc mén dung dé tiém, bao gom: cac hodc mdn
tuyén thuong than; Steroid vo thuong than; Ho6c mén gigi tinh ¢6 chuaa steroid
déng hoa.

g) Céc san pham thudc thua y tiém tinh mach.
5. Ké don thudc thl y trong san xuét thic an chin nudi

Ké don thudc tha y dé dieu tri, diéu trj du phong cho dong vat duoc thuc
hién theo quy dinh tai khoan 1, 2, 3 va khoan 4 Biéu nay. Pon thuoc theo tai Phu
luc XXIII ban hanh kém theo Thong tu nay.

6. Ké don thudc th y cé tng dung cdng nghé thdng tin

a) Pon thudc thi y dugc ké trén may tinh, thiét bi dién tir va luu trén phan
mém tai co s& kham, chira bénh, phau thuat dong vat, xét nghiém bénh dong vat.
Déi véi don thudc b chira chat ma tay, tién chét can phai in ra cho chia dong vat
giir 01 ban va Iuu 01 ban tai co s& cap, ban thuée.

b) Co sa, ca nhan kham bénh, chira bénh’, phau thu;fxt dong vat, xét nghiém
bénh dong vat phai bao dam viéc luu don thude thu y d€ quan ly, trich xuat di
liéu khi can thiét.

7. Noi dung ké don, don thudc tha y va luu don thudc

a) Ghi du, rd rang va chinh xéac cac noi dung cua don thudc theo mau tai
Phu luc XXIII ban hanh kém theo Thong tu nay;

~ b) Don thudc thdi y ¢6 gié tri sir dung 01 Ian va phai c6 dau hiéu dé nhan
biét ngay sau khi da st dung.

¢) Luu don thubc

T6 chuc, ca nhan hanh nghé kham bénh, chira bénh dong vat, phau thuat
dong vat, xét nghiém bénh dong vat, co sé san xuat thire dn chin nudi, co sd budn
ban thudc thi y, co s& chan nudi, nudi tréng thuy san phai luu don thude trong
thoi gian 02 (hai) nim ké tir ngay ké don.

Viéc Iuu don thudc thuc hién mot trong cac hinh thic sau day: Luu ban
chinh hoic ban sao don thubc; luu don thude trén phan mém phai dam bao truy
xuat dugc. Thong tin bao gdm: tén va dia chi co sd kham bénh, chira bénh dong
vat (néu c6); ho va tén caa nguoi ké don thudc; tén, dia chi co s san xuat thirc an
chan nudi sir dung don thudc; ho tén, dia chi caa chi dong vat, loai dong vat; tén
thudc, ham lugng, s6 luong, lidu dung, dudng dung.
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Chuong VI
QUANG CAO THUOC THU Y

Piéu 25. Ndi dung quang céo thudc thay

1. Quang céo thudc thi y bét bugc phai c6 cac ndi dung sau trir truong hop
quy dinh tai khoan 2 Biéu nay:

a) Tén thudc, thanh phan, ham lugng hoat chét caa thudc;

b) Tinh ning, cdng dung va nhimg diéu can luu y khi st dung, bao quan;

c) Tén, dia chi cua to chirc, c4 nhan dang ky, chiu trach nhiém dua san pham
ra thi truong;

d) Canh bao vé muac do nguy hiém, doc hai va chi dan phong ngira tac hai
cua thuoc (néu co).

2. Noi dung quang céo thudc tha y trén bang, bién, pand, ké gia ké hang, cac
vat dung khac, vt thé trén khong, dudi nudc, vat thé di dong, thiét bi dién tu, thiét bi
dau cudi va cac thiét bi vién thong khac, phuong tién giao thong, ngudi chuyén tai san
pham quang céo khong nhat thiét phai chira day du cac noi dung bat budc.

3. N¢i dung quang cao thudc tha y thuc hién theo quy dinh tai khoan 12
biéu 1 Luat Quang cao s6 75/2025/QH15.

Piéu 26. Ho so, trinh tw, thii tuc cap Giay xac nhan ngi dung quang céo
thuoc tha y

1. HO so bao gom

a) Pon dé nghi x4c nhan noi dung quang céo thudc thi y theo mau tai Phu
luc XXIV ban hanh kém theo Thong tu nay;

b) Ban sao chup Gidy chiing nhan luu hanh thudc thd y; tom tat dac tinh
cua san pham;
¢) San pham quang cao (noi dung, hinh thac qUang cao dugc thé hién bang

hinh anh, &m thanh, tiéng n6i, chit viét, biéu twong, mau sic, &nh sang va céc hinh
thirc tuong ty);

2. Trinh tu, thu tuc thuc hién

T6 chuc, ca nhan nop 01 bo hd so dé nghi cap gidy xac nhan quang cao
thudc thi y dén Co quan quan ly chuyén nganh chén nudi va tha y cap tinh theo
mét trong cé&c hinh thic: truc tuyén hoac qua dich vu buu chinh hodc truc tiép.

a) Co quan quan ly chuyén nganh chén nu6i va thu y cap tinh tra loi ngay
tinh day du cta ho so dbi véi trudng hop nop truc tlep tra 1oi tinh day du cua ho
so trong 01 ngay lam viéc d6i véi truong hop nop ho so qua méi trudng mang
hoac qua dich vy buu chinh bang vin ban;

b) Trong thoi han 05 (nam) ngay lam viéc ké tir khi nhan day du hd so hop
I, Co quan quan ly chuyén nganh chan nudi va thd y cap tinh cap Giay xac nhan
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noi dung quang céo thuéc thi y theo me*}u tai Phu luc XXV ban hanh kem theo
Thong tu nay. Truong hop khong cap Giay xac nhan néi dung quang céo co quan
nha nudc co tham quyeén phai tra loi bang van ban va néu rd ly do.

Chuwong VI
TO CHUC THUC HIEN VA PIEU KHOAN THI HANH
Piéu 27. Tréach nhiém
1. Trach nhiém don vi thugc B
a) Cuc Chan nudi va Thu y

T chirc trién khai, huéng dan, giam sat, danh gia, kiém tra viéc thuc hién
Thong tu nay;

Chi dao, huéng dan chuyén mén, nghiép vu lién quan dén quan Iy thudc
tha y; kiém tra chat luong thuoc tha y tai co s san xuat, nhap khau, budn ban,
su dung, Iuu thong trén thi truong;

T6 chuc thong tin, tuyén truyén vé nhap khau, xuat khau, van chuyén qué canh,
san xuat, buén ban, sir dung, giao nhan, van chuyen bao quan thuéc tha y, nguyeén li¢u
thude tha y; thude thd y ¢b ¢ chira chat ma tdy, tién chat; nguyén liéu 1am thude thd
y ¢6 chaa chat ma tdy, tién chit; ké don, don thudc tha y;

Cap gidy chung nhan dé xuat khau thuéc tha y theo dé nghi cua doanh
nghiép.
~ Hudng dan vige dao tao mdi, dao tao bo sung noi dung chuyén mon ve don
thuoc va ké don thudce thu y cho nguoi dugc cap ching chi hanh nghé tha y;
Trinh Bo Nong nghiép va Moi truong stra doi, bo sung Danh muyc thuée thi
y ¢0 chtra chat ma tay, tien chat; Danh muc nguyén li¢u lam thuoc thd y co chtra
chat ma tly, tién chat; Danh muc thuoc thd y cam st dung ban hanh kem theo
Thong tu nay.
b) Cuc Thuy san va Kiém ngu
~ To chuc thong tin, tuyén truyen vé sir dung thudc thi y cho cac co s¢ nudi
trong thuy san;
T6 chue kiém tra viéc sir dung thude thi y tai cac co sé nudi trong thuy san.
2) Trach nhiém UBND cac tinh
a) T6 chuc trién khai, huéng dan, giam sat, kiém tra thuc hién Thong tu nay
trén dia ban don vi quan ly;
b) Quan ly danh sach va chir ky mau cua ngudi ké don thude thi'y ¢6 chia
chat ma tuy, tién chat;

c) T6 chiic tap huan, thong tin, tuyén truyén cac quy dinh cua phap luat vé
san xuat, nhap khau, buén ban, s dung, giao nhan, van chuyen bao quan thubc thu
y, thudc th y c6 chira chat ma tay, tién chat; ké don, don thudc thu y trén dia ban,
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don vi quan ly;

d) Kiém tra, thanh tra viéc san xuat, nhap khau, buén ban, st dung,
bao quan, giao nhan, van chuyén thubc thl y, nguyén liéu thude tha y; thudce tha y
cd chira chat ma tdy, tién chat; nguyén liéu 1am thudc thi' y ¢6 chira chat ma tay, tién
chit; ké don, don thudc thd y theo quy dinh tai Thong tu nay thudc pham vi dia
ban, don vi quan ly;

&) Thuc hién kiém tra chat luong thue tht v trén dia ban quan 1y theo quy dinh.
e) Thuc hién bao cdo dinh ky 6 thang (s liéu tinh tir ngay 15 thang 12 ndm
truge Ky béo cdo den ngay 14 thang 6 cua ky bao cdo), bao cao nam (so liéu tinh
tir ngay 15 thang 12 nam trudc ky bao cao dén ngay 14 thang 12 cua ky bao cao)
vé Cuc Chan nu6i va Thu y va Chi Cuc Chan nuéi va Tha y mién thudc dia ban
quan ly;
3) Trach nhiém cia c4c té chirc, ca nhan
a) Co s& san xuat, nhap khau thudc tha y

Co s& san xuét thudc tha y phai dam bao cac diéu kién quy dinh tai Diéu
90, khoan 2 Piéu 91 ctia Luat Thay, Piéu 12, Biéu 13 Nghi dinh s6 35/2016/ND-
CP ngay 15/5/2016 ctia Chinh phu (duoc stra doi bo sung tai Diéu 18 Nghi dinh
s6 32/2026/ND-CP).

Co s& nhap khau thudc tha y phai dam bao cac diéu kién quy dinh tai Diéu
94, khoan 2 Piéu 95 cta Luat Tha y, Piéu 18 Nghi dinh s6 35/2016/ND-CP ngay
15/5/2016 cua Chinh pht (duoc sta ddi bd sung tai Piéu 25 Nghi dinh sb
32/2026/ND-CP);

Chi dugc ban nguyén lidu thude thi y cho cac co s du diéu kién kinh doanh
nguyén li¢u thude tha y, co sO du diéu kién san xuét thudc thu y, khong dugc ban
nguyén liéu thudc thi y cho céac dai 1y, cira hang budn ban thudce thi y, ngudi dan
hoiic cac co s& chin nudi, nudi trong thuy san dé st dung.

Chi duoc ban thudc tha y c6 chira chat ma tdy, tién chat cho co s¢ budn ban
thudc thi' y c6 Gidy chiing nhan du diéu kién buén béan thude tha y theo quy dinh,
phong kham thu y duoc phép hanh nghé khdam bénh, chan doén bénh, phau thuat
dong vat, xét nghiém bénh dong vat;

Luu ho so theo quy dinh tai Thong tu nay; dinh ky ngay 25 thang cubi hang
quy va ngay 20 thang 12 hang nam hoic khi ¢ yéu cau dot xuat bao céo két qua
san xuat, nhap khau thudc thi y c6 chtra chat ma tly, tién chat vé Cuc Chan nuoi
va Thi y va Chi Cyc Chin nuéi va Tha y mién thudc dia ban quan Iy theo biéu
mau tai Phy luc XXII ban hanh kém theo Thong tu nay.

b) Co s& budn ban thude tha y

Co s6 budn ban thude tha y phai dam bao cac diéu kién quy dinh tai Diéu
92, khoan 2 Piéu 93 ciia Luét Thi y, Piéu 17 Nghi dinh s6 35/2016/ND-CP ngay
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15/5/2016 ctua Chinh phu (dugc sira d6i, b sung tai Piéu 23 Nghi dinh sd
32/2026/ND-CP).

, C;hi dugc ban lai thuéc tha y cho co so bug“)n ban thudc thi y khac da dugc
cap Giay chung nhan du dicu kién budn ban thuoc thl y, phong kham thu y duoc
phép hanh nghe kham bénh, chan doan bénh, phau thuat dong vat, xet nghiém
bénh dong vat, nguoi st dung khi ¢c6 don thuoc theo quy dinh cia Thong tu nay;

Nhan lai thudc thi y c6 chira chat ma tly, tién chat chua sir dung, chua hét
han sir dung dQ chu dong vat hoac nguoi dai dién cua chu dong vat tra lai theo
quy dinh tai Biéu 15 Thong tu nay;

Luu don thudce theo quy dinh tai Diéu 24 Théng tu nay;

Luu h?) so theo quy dinh tai Thong tu nay; dinh ky ngay 20 hang thang hoac
khi co yéu cau dot xuat bao cao Co quan quan ly chuyén nganh thu y cap tinh vé
s0 luong, muc dich st dpng thuoc tht y da nhap, ban, dia chi co s6 mua thu6~c tha
y, S0 lugng thu hoi thuoc thd y ¢ chtra chat ma tay, tién chat theo biéu mau tai
Phu luc XXII ban hanh kém theo Thong tu nay.

c) Co s& khdm bénh, chita bénh dong vat, phau thuat dong vat, xét nghiem
bénh dong vat

Chi cap, ban thudc thu y khi c6 don thubc thu y theo quy dinh tai
Thong tu nay;

Nhan lai thudc tha y c6 chira chat ma tly, tién chét do cha dong vat hoic
nguoi dai dién cua chu dong vat tra lai;

Luu don thudc tht y theo quy dinh tai Diéu 24 Thong tu nay;

Dinh ky ngay 20 hang thang hoic khi c6 yéu cau dot xuat bao cdo Co quan
quan ly chuyén nganh thu y dia phuong vé sb lugng, muc dich st dung, dia chi
co sé mua thudc thd y c6 chira chat ma tay, tién chat theo biéu mau tai Phu luc
XXII ban hanh kém theo Thong tu nay.

Cung cap sé hiéu chuang chi hanh nghé va tén don vi cap chiing chi hanh
nghe cua ngudi ké don cho Co quan quan ly chuyén nganh tha'y cap tinh noi hanh
nghe neu ching chi hanh nghé do Co quan quan ly chuyén nganh tha'y tinh, thanh
pho khac cap.

d) Co s san xuat thirc an chin nudi cd chia thude thi y

~ Chitron vao thirc an chin nudi céc loal thudc tha y phai ké don khi c6 don
thuoc cia nguoi ké don theo quy dinh tai Thong tu nay;

Luu don thude thi y theo quy dinh tai Diéu 24 Thong tu nay.

e) Nguoi ké don thudc thi y

Quyét dinh va chiu trach nhiém vé liéu dung, cach str dung, thoi gian sur
dung do1 vai céc loai thude thu y dugce ké trong don;

Huéng dan viéc s dung thudc cho cha dong vat hoiac nguoi dai dién cua
chu dong vat;

Tham du cac khoa dao tao, tap huan noi dung chuyén mdn vé don thude va ké
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don thudc tha y do co s¢ dao tao, co quan th y c6 tham quyén t6 chuc.

g) Trach nhiém cua ngudi s dung thude tha y:

- Su dung‘thuég tha y theo dung don da duoc keé; tra lai thuéc thu y c6 chaa
chat ma tay, tien chat khi khéng sur dung hoac st dung khéng hét theo quy dinh
tai Thong tu nay;

Ghi chép viéc str dung thudc thd y cé chtra chat ma tdy, tién chat, khang
sinh cho dong vat tai co so;

Thong bao kip thoi cho nguoi ké don thudc, co quan quan ly chuyén nganh
thd y gan nhat khi dong vat c6 dau hiéu bat thuong sau khi sir dung thuoc;

Luu don thudc thi y theo quy dinh tai Diéu 24 Thong tu nay.

h) T6 chirc, c& nhan thyc hién tu van, hudng dan k§ thuat chuyén mon,
nghiép vu trong cong tac thu y, chan nudi, nudi trong thuy san, so che, che bien,
béo,quén dong vat, san pham dong vat co trach nhiém thuc hién viéc st dung
thuoc thu y theo quy dinh ctia Thong tu nay.

i) Co s dao tao vé chin nudi, thi y, nudi trong thay san, bénh hoc thuy san

cd trach nhiém dao tao sinh vién, hoc vién tai co sé vé cac quy dinh lién quan dén
ké don, don thudc thi y.

Diéu 28. Piéu khoan thi hanh

1. Thong tu nay c6 hiéu luc thi hanh trngay thang  nam

2. Thong tu nay thay thé cac van ban sau:

a) Thong tu sb 13/2016/TT-BNNPTNT ng?y 02/6/2016 cua Bo truong B
NOng nghiép va Phat trién nong thon quy dinh vé quan ly thuoc tha y;

b) Thong tu s6 18/2018/TT-BNNPTNT ngay 15/11/2018 cua B¢ trudng Bo
Nong nghiép va Phat trién ndng thon stra doi, bo sung, bai bo mot so dicu cua
Thong tu s6 13/2016/TT-BNNPTNT ngay 02/6/2016 cua B¢ trusng Bo Bo Nong
nghiép va Phat trién ndng thon quy dinh vé quan ly thuoc tha y;

c) Thong tu s6 12/2020/TT-BNNPTNT ngay 09/11/2020 cua B6 trusng Bo
NOng nghiép va Phat trien ndng thon quy dinh ve quan ly thuoc thu'y cd chura chat
ma tdy, tien chat; ké don, don thuoc thu y; stra doi, bo sung mét so dieu cua Thong
tu s0 18/2018/TT-BNNPTNT;

d) Thong tu sd 13/2022/TT-BNNPTNT ngay 28/9/2022 cua B tru:ong Bo
Nong nghi¢p va Phat trién nong thdn stra doi, bo 'sung mot s6 diéu cua cac Thong
tu vé quan ly thude tha'y, c6 hiéu lyc thi hanh ké tir ngay 12 thang 11 nam 2022;

d) Thong tu s6 09/2024/TT-BNNPTNT ngay 28/6/2024 cia Bo trudong Bo
Nong nghiép va Phat trién ndng thon sira doi, bo sung mot sé diéu cua Thong tu
s6 13/2016/TT-BNNPTNT ngiy 02 thang 6 nam 2016 cua B¢ truong Bo Nong
nghiép va Phat trién néng thon quy dinh vé quan Iy thubc tha y;

e) Thong tu sb 18/2024/TT-BNNPTNT ngay 29/112024 cua B NN va
PTNT ban hanh Danh muc thudc thu y dugc phép luu hanh tai Vi¢t Nam,
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Danh muc thudc tha y cAm st dung tai Viét Nam va stra ddi, bd sung mat s6 diéu
ctia Thong tu s6 01/2024/TT- BNNPTNT ngay 02 thang 02 nam 2024 cua B9
truong Bo Nong nghi¢p va Phat trlen néng thon ban hanh bang ma sé HS d6i voi
Danh myc hang héa thu¢c thAm quyén quan ly nha nu6e cua B4 Nong nghiép va
Phat trién nong thon va Danh muc hang hoa xuét, nhip khau phai kiém tra chuyén
nganh trong linh vuc ndng nghiép va phat trién nong thén;

g) Thong tu sb 15/2026/TT-BNNMT ngay 03/3/2026 cua Bo truong Bo
Nong nghiép va Moi trudng stra doi, bo sung mot so diéu cua cac Thong tw quy
dinh vé quan ly thuoc tha y, c6 hiéu luc thi hanh tir ngay 03 thang 3 nam 2026;

3. Bai bo mot s diéu, khoan cua cac Thong tu

a) Diéu 27 Thong tu s6 09/2025/TT-BNNMT ngay 19/6/2025 cua Bo trudng
B¢ ndng nghiép va Moi truong quy dinh phan quyén, phan cap va phan dinh tham
quyén trong linh vuc quan 1y nha nudc vé chian nudi va tha y.

b) Diéu 14 Thong tu s6 22/2026/TT-BNNMT ngay 19/5/2026 cua BY truong
Bo Nong nghi¢p va Moi truong sura d6i, bo sung mot s6 Thong tu lién quan phan
cap, cat giam, don gian hda thi tuc hanh chinh thuéc pham vi quan 1y nha nudc
cua Bo NOng nghiép va Moi truong.

Pieu 29. Quy dinh chuyén tiép

HO so thu tyc hanh chinh lién quan dén quan Iy thudc thu y da duogc co
quan c6 tham quyén tiép nhan truoc ngay Thong tu nay c6 hiéu luc thi hanh thi
co quan c6 tham quyén da tiép nhan hé so tiép tuc thuc hién theo quy dinh cia
phap luat tai thoi diém tiép nhan ho so.

Trong qua trinh thuc hién, néu c¢6 vudng mac hoac can stra doi, bo sung, de
nghi cac co quan, t6 chirc, ca nhan phan anh kip thoi vé B Nong nghiép va Maéi
treong dé xem xét, giai quyet./.

Noi nhdn: BO TRUOGNG

- Tha twéng Chinh phu va cac Phé Tha twéng Chinh phu;
- Hoi dong Dan toc; cac Uy ban caa Quéc hoi;

- Toa &4n nhan dan tdi cao;

- Vién kiém sat nhan dan ti cao;

- Uy ban Trung wong Mit tran t6 quéc Viét Nam;

- Vin phong Qudc hdi;

- Van phong Chinh phu,

- Cac B9, co quan ngang bd, co quan thugc Chinh phu;

- Bo truong, cac Thur truéng Bo NN&MT;

- UBND céc tinh, TP truc thudc Trung uong;

- Cyc Kiém tra vin ban va Quan ly xtr ly vi pham hanh
chinh (B Tu phap);

- Cdng béo Chinh phu; Cong thong tin dién tir Chinh phi;
- S6 NN&MT céc tinh, TP truc thudc Trung wong;

- Céc co quan, don vi truc thugoc B6 NN&MT;

- Cong thong tin dién tir B NN&MT;

- Luu: VT, CNTY.

Trinh Viét Hung


https://thuvienphapluat.vn/van-ban/Xuat-nhap-khau/Thong-tu-01-2024-TT-BNNPTNT-bang-ma-so-HS-hang-hoa-xuat-khau-phai-kiem-tra-linh-vuc-nong-nghiep-598631.aspx
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Phu luc |

MAU PON PANG KY LUU HANH THUOC THU Y
(Ban hanh kem theo Thong twso | [TT-BNNMT ngay thang nam  cuaBo
truong 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

ST /DK-CT (Dia danh), ngay ... thang .... nam
DON PANG KY LUU HANH THUOC THU Y
Kinh guti: Cuc Chan nu6i va Tha y

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

110 TSRS
T W 1) S
S dien thoai: ...........ovvveeeennn, LY 3 SO
EMAILL oo e e e e n e
O T o TR A L A (Tl
CO SO SAN XUAT

110 TSRS
T W ) SR
S6 dién thoai: .................c..oeeeeii, X 5 GO
EMAILL e n s e st
Sb Gidy chirng nhan du diéu kién san xuét. ... cap ngay......... 1

Chiing t6i dang ky lwu hanh san pham thudc tha y sau day:

1. Tén thuong mai:

2. Dang bao ché:

3. Hoat chét, ham luong hoat chit:

Chung t6i cam két: khdng vi pham cac quy dinh v& s& hitu tri tué ddi vai san pham xin dang ky
luu hanh. Chlng t6i xin hoan toan chiu trach nhiém truéc phap luat Viét Nam va qubc té néu vi
pham vé quyén s hitu tri tué.

Khi dugc phep luu hanh, ching t6i cam doan chip hanh diing cac quy dinh cua phép luat Viét Nam
ve thuoc thu y va cac Bieu luat khac cd lién quan.

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

1Coso xuat XUAt trong nuée ghi. s6 sb glay Chung nhan Thuc hanh tét san xudt GMP (d6i voi duoc pham va vic
xin) hoic gidy ching nhan du diéu kién san xuét.



Phu luc Il
MAU PON PE NGHI CAP LAI GIAY CHUNG NHAN LUU HANH THUOC
THUY
(Ban hanh kém theo Thong twsé | ITT-BNNMT ngay thang  nam
cua Bo truong Bo Nong nghiép va Méi truong)

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

Sb:........ vt veeeee e, NEAY ... thdng ... nam ....

, PON PE NGHI CAP LAl )
GIAY CHUNG NHAN LUU HANH THUOC THU Y

Kinh giri: Cuc Chan nudi va Thay

- 1o 1) S

S6 dién thoai: .........vvvveeeeeeeeennn., SO FaX cvvvvevvvreesieessssisssssss s

EMAIL e

CAC Chi NNANN (NEU CO): .o
CO SO SAN XUAT

1T W 0 OO
SO AN thO@i: «.vve e, SO FAX wveeeveeerereseeresereereeereseenereseenenns
0 07T SRR

Chung t6i dé nghi cap lai gidy chiing nhan luu hanh thudc thi y sau day:

Ly do dé nghi cap lai gidy ching nhan luu

TT | Ténsanpham | S5 PKLH \
hanh

~ Ching toi cam két: khong vi pham cac quy dinh vé s¢ hitu trf tug doi véi san pham xin dang
doi tén; gitr nguyén cac noi dung khac dung nhu ho so dang ky luu hanh thuoc tha .
PAI DIEN TO CHUC, CA NHAN
(Ky va ghi rd he tén, dong dau)



Phu luc 11

MAU PON GIA HAN GIAY CHUNG NHAN LUU HANH THUOC THU Y
(Ban hanh kem theo Thong tuwso | [TT-BNNMT ngay thang  nam
cua Bo truong Bé Nong nghiép va Méi truong)

TEN TO CHUC, CA NHAN

So: ..., /DK-CT

CONG HOA XA HQOI CHU NGHIA VIET NAM

Poc lap - Tw do - Hanh phuc

(Pia danh), ngay .... thang .... nam ....
PON GIA HAN GIAY CHUNG NHAN LUU HANH THUOC THU Y
Kinh gui: Cuc Chan nu6i va Thi y

TO CHUC, CA NHAN PANG KY LUU HANH (PAT GIA CONG, SAN CHIA):
1 S
T I 1) S

SO AN thoai: «vvveeeeee e S6 Fax

BT e ettt e ettt e et et e eteete et eate et eeneane et eane et eareneneeenrerean

CAC Chi NNANN (NEU COY: .ovorveeeeeeeeeeeee et ssssensanas

CO SO SAN XUAT (NHAN GIA CONG, SAN CHIA):

1] SO
8 T I 1) S

SO AN thoai: «.vvveee e S6 Fax

BT e ettt ee et et e et ee e te et eateatt et eant et earerenenenreees

Chung t6i dang ky gia han Iuu hanh cac san pham thudc tha y sau day:

TT

Tén san pham

S6 dang ky luu hanh

S6 GCN luu hanh, ngay, thang,
nam cap

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




Phu luc IV
MAU BAO CAO QUA TRINH LUU HANH THUOC THU Y
(Ban hanh kem theo Thong tuwso | [TT-BNNMT ngay thang  nam
cua Bo truong Bé Nong nghiép va Méi truong)
BAO CAO QUA TRINH LUU HANH THUOC THU Y
(Tir khi dwoc cap gidy chieng nhan lwu hanh dén khi ding ky gia han)
1. Tén t6 chirc, ca nhan dang ky luu hanh:
bia chi:
S6 dién thoai:
S Fax:
2. Tén san pham, s diang ky da duoc cap:
3. Dang bao ché caa san pham:
4. Hoat chat, ham luong hoat chat:
5. Luu hanh trén thi truong:

Co Khong

Vi pham chat luong

Co Khong

Néu c6 thi ghi ro:
S6 lan sai pham:

Loai vi pham:
6. Vi pham quy ché, quy dinh lién quan dén dang ky lyu hanh thudc tha' y
Cé Khéng

Néu c6 thi ghi ro:

S6 lan sai pham:

Loai vi pham:

7. Thay ddi trong thoi gian gidy phép luu hanh con hiéu luyc

Cé Khéng

Néu co thay ddi thi phai giri kém theo ban sao cong vin cho phép
8. Thay d6i khi ding ky lai (gidy phép luu hanh gan hét hoac hét hiéu huc)

Co Khong

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

Néu khong c6 thay doi thi phai cam két khdng co bat ky su thay doi ndo so véi hd so dang ky da
dugc duyét.

9. Nhirng y kién khac tir khach hang vé san pham thudc tha y khi Iuu hanh trén thi truong:

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




Phu luc V
MAU TOM TAT PAC TINH CUA SAN PHAM
(Ban hanh kém theo Thong twsé | [TT-BNNMT ngay thang  nam
cua Bg truong Bo Nong nghiép va Méi truong)

TOM TAT PAC TINH SAN PHAM
1. Tén ctia san pham
2. Dang bao ché caa san phim
3. Puong dung thudc
4. Thanh phan, ham luong hoat chat va ta dugc cd trong cong thire cua san pham
5. Pic tinh dugc lec hoc, duoc dong hoc caa san pham
6. Chi dinh biéu tri
7. Liéu lugng sir dung, cach dung va duong ding
8. Nhirng canh béo khi st dung
a) Luu y khi st dung;
b) Tuong tac vai thude khéc, cac dang twong tac khac;

¢) Téc dung khong mong muodn khi sir dung theo chi dan va liéu dung da duoc khuyén céo cua
san pham;

d) Tac dung khéng mong mudn trong truong hop sir dung qué lidu va cach xt ly (néu co);

d) Thong tin vé viéc st dung san pham cho gia stic mang thai, gia stic cho sira va gia cam dé
tring;

e) Chéng chi dinh.

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

10. Thoi gian ngumg str dung thube

11. Nhiing thdng tin vé st dung thubc

a) Han sir dung (trude khi mé san pham lan dau; sau lan dau mé san pham);
b) Diéu kién bao quan san pham;

¢) Tinh chat va dung lugng ctia bao bi déng goi san pham;

d) Chi dan déi vai viéc loai bo céc phan caa san pham khong duoc st dung.
12. Tén va dja chi ciia nha san xuat.

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



Phu luc VI

MAU 1A. GIAY CHUNG NHAN LUU HANH THUOC THU Y
(Ban hanh kem theo Thong tuwso | [TT-BNNMT ngay thang

cua Bg truong Bo Nong nghiép va Méi truong)

BO NONG NGHIEP CONG HOA XA HQI CHU NGHIA VIET NAM
VA MOI TRUONG SOCIALIST REPUBLIC OF VIETNAM
MINISTRY OF AGRICULTURE Poc lap - Tw do - Hanh phic
AND ENVIRONMENT Independence - Freedom - Happiness
CUCCHANNUOIVATHUY = e

DEPARTMENT OF ANIMAL
HEALTH AND PRODUCTION

_______ Ha Ngi, ngay thang nam

S6: GCN-CNTY-TACN&TTY

GIAY CHUNG NHAN LUU HANH THUOC THU Y
MARKETING AUTHORIZATION

Tén san pham /Name of product: ...

Thanh phan hoat chat, ham luong /Active Ingredients, strength: ...
Cong dung /Indications: ....

Dang bao ché /Dosage form: .........

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

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

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

S6 dién thoai/Tel: S6 Fax/Fax. No:

Co s& san xuat /Manufacturer:

Hanoi Date month year

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

Giay chting nhan luu hanh nay c6 hiéu luc dén:
This marketing authorisation is valid until

Noi nhan: CUC TRUONG

DIRECTOR GENERAL



MAU 1B. GIAY CHUNG NHAN LUU HANH THUOC THU Y (GIA HAN)
(Ban hanh kem theo Thong tuwso | [TT-BNNMT ngay thang  nam
cua Bg truong Bo Nong nghiép va Méi truong)

BO NONG NGHIEP CONG HOA XA HQI CHU NGHIA VIET NAM
VA MOI TRUONG SOCIALIST REPUBLIC OF VIETNAM
MINISTRY OF AGRICULTURE Poc lap - Tw do - Hanh phic
AND ENVIRONMENT Independence - Freedom - Happiness
CUCCHANNUOIVATHUY = s

DEPARTMENT OF ANIMAL

HEALTH AND PRODUCTION
_______ Ha Ngi, ngay thing nam

Sé: GCN-CNTY-TACN&TTY Hanol Date - month year

GIAY CHUNG NHAN LUU HANH THUOC THU Y
MARKETING AUTHORIZATION

Thanh phan hoat chit, ham luong /Active Ingredients, strength: ...
Cong dung /Indications: ....

Dang bao ché /Dosage form: .........

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

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

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

S6 dién thoai/Tel: S6 Fax/Fax. No:

Co s& san xuat /Manufacturer:

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

Giay chting nhan luu hanh nay ¢6 hiéu lyc dén:
This marketing authorisation is valid until

Noi nhan: CUC TRUONG
DIRECTOR GENERAL



Phu luc VI
MAU 1C. CAP LAI GIAY CHUNG NHAN LUU HANH THUOC THU Y
(Ban hanh kem theo Thong tuwso | [TT-BNNMT ngay thang  nam
cua Bg truong Bo Nong nghiép va Méi truong)

BO NONG NGHIEP CONG HOA XA HQI CHU NGHIA VIET NAM
VA MOI TRUONG SOCIALIST REPUBLIC OF VIETNAM
MINISTRY OF AGRICULTURE Poc lap - Tw do - Hanh phic
AND ENVIRONMENT Independence - Freedom - Happiness
CUCCHANNUOIVATHUY = e

DEPARTMENT OF ANIMAL

HEALTH AND PRODUCTION
_______ Ha Ngi, ngay thang nam

Sé: GCN-CNTY-TACN&TTY Hanoi Date - month year

GIAY CHUNG NHAN LUU HANH THUOC THU Y
MARKETING AUTHORIZATION

Tén san pham /Name of product: ...

Thanh phan hoat chit, ham luong /Active Ingredients, strength: ...
Cong dung /Indications: ....

Dang bao ché /Dosage form: .........

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

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

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

S6 dién thoai/Tel:

Co s& san xuat /Manufacturer:

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

S6 dién thoai/Tel:

Co so san xuét san chia/gia cong/phdi tron
Dia chi/Address:
SO dién thoai/Tel:

Giay ching nhan luu hanh nay c¢6 hiéu luc d&én:

This marketing authorisation is valid until

Gidy chiing nhan nay thay thé cho Giay chting nhan luu hanh thudc tha y sb:
This Marketing Authorization replaces Marketing Authorization No.

Noi nhan: CUC TRUONG
DIRECTOR GENERAL
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Phu luc VII
MAU PON PANG KY SAN XUAT THUOC THU Y BE XUAT KHAU
(Ban hanh kem theo Thong tuwrso | [TT-BNNMT ngay thang  nam
cua Bg truong Bg Nong nghiép va Méi truong)

TEN CO SO SAN XUAT CONG HOA XA HQI CHU NGHIA VIET NAM
------- Doc lap - Tw do - Hanh phuc
Sb: ... /PDK-CT (Pia danh), ngay .... thang .... nam ....

PON PANG KY SAN XUAT THUOC THU Y PE XUAT KHAU
Kinh guti: Cuc Chan nu6i va Tha y

SO AN thoai: «.vvveee e SO FAX oot eeeeeeeeeeeeseee e
BT ettt e e et et e eteate et eate et eaneane et eaneereeareneeeeenreeean
CO SO SAN XUAT

DA CNLL e bbbt ee
SO dien thoai: «..o.vveeeee e, SO FAX covvrrvreeereeeeeeeeeseesesesees e
L3 T ST
Gidy chiing nhan du diéu kién san xuat cta co sé san xuat gia cong, san chia
(T ngdy thang nim cip)

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

Khi duoc phép san xuat, chling t6i cam doan san pham chi diing cho muc dich xuét khau, khong
tiéu thi trong nuéc; khong vi pham céc quy dinh vé s¢ hitu tri tu¢ doi vei san pham xin dang
ky Iuu hanh xuat khau va cac dieu luat khac cé lién quan.

DAIDIEN COSO
(Ky, ghi rd ho tén va dong dau)
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Phu luc VIII
MAU GIAY CHUNG NHAN LUU HANH THUOC THU Y PE XUAT KHAU
(Ban hanh kem theo Thong tuwrso | [TT-BNNMT ngay thang  nam
cua Bg truong Bg Nong nghiép va Méi truong)

BO NONG NGHIEP CONG HOA XA HQI CHU NGHIA VIET NAM
VA MOI TRUONG SOCIALIST REPUBLIC OF VIETNAM
MINISTRY OF AGRICULTURE Poc lap - Tw do - Hanh phic
AND ENVIRONMENT Independence - Freedom - Happiness
CUCCHANNUOIVATHUY = s

DEPARTMENT OF ANIMAL

HEALTH AND PRODUCTION
_______ Ha Ngi, ngay thdang nam

Sé:  IGCN-CNTY-TACN&TTY Hanoi Date - month year

GIAY CHUNG NHAN LUU HANH THUOC THU Y PE XUAT KHAU
MARKETING AUTHORIZATIONFOR EXPORT ONLY

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 so dang ky luu hanh/ Name of Marketing Authorization Holder:

bia chi/Address:

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

bia chi/Address:

S6 dién thoailTel: S6 Fax/Fax. No:

Gidy chting nhan luu hanh nay ¢6 hiéu lyc dén:
This marketing authorisation is valid until
Noi nhgn:

CUC TRUONG
DIRECTOR GENERAL



Phu luc IX

MAU PON PANG KY KHAO NGHIEM THUOC THU Y
(Ban hanh kem theo Thong tuwso |

cua Bo truong Bé Nong nghiép va Méi truong)

ITT-BNNMT ngay  thdng

nam

TEN CO SO SAN XUAT CONG HOA XA HQI CHU NGHIA VIET NAM
------- Poc lap - Tw do - Hanh phuc
Sb: ... /DK-KN (Pia danh), ngay ... thang ... nam ...
PON PANG KY KHAO NGHIEM THUOC THU Y
Kinh gtri: Cyc Chan nudi va Tha y
Co s¢ dang kY khao Ngiém thuSC tU Vi w..e.evveeeceeeeeeeeeeeeesseees s
bia chi:
S6 dién thoai:
Co 50 KNA0 NGNIEM thUSC thU Y2 ..ot
bia chi:
S dién thoai:
Dé nghi duoc khao nghiém thudc (vac-xin...) sau day:
TT | Ténthuéc = Thanhphin | Pusngdung |~ A€ Citieu, noi dungdang | oy g
ky khao nghiém
1.
2.
3.

a) Thoi gian duy kién bt dau:
b) Thoi gian du kién két thic:
¢) Dia biém:

Chung t6i cam két chap hanh dung cac quy dinh caa Nha nude vé khao nghiém thude thi y.

Ho so kém theo:

- Hop ddng khao nghiém;

- Pé cuong khao nghiém;

- Ho so k§ thuat ciia san pham.

DAI DIEN CO SO
(Ky va dong dau)




Phu luc X
MAU GIAY PHEP KHAO NGHIEM THUOC THU Y
(Ban hanh kém theo Thong twsé | [TT-BNNMT ngay thang  nam
cua Bo truong Bé Nong nghiép va Méi truong)

BO NONG NGHIEP CONG HOA XA HQI CHU NGHIA VIET NAM
VAMOITRUONG Poc lap - Tw do - Hanh phuc
CUCCHANNUOIVATHUY e

, Ha Ngi, ngay .... thang .... nam....
So: GP-CNTY-TACN&TTY

GIAY PHEP KHAO NGHIEM THUOC THU Y

Tén thudc dugc phép khao nghiém:

Thanh phan hoat chat:

Dang bao ché:

Duong dung:

Tén, dia chi co s& san XUat:

Tén, dia chi co s¢ dang ky khao nghi¢m:

Tén co sd khao nghiém:

Dia Piém tién hanh khao nghiém:

Tén co so gidm sat khao nghiém:

Loai dong vat khao nghiém:

Quy md khao nghiém:

Céc chi tiéu khao nghiém:

S6 lugng thudc nhap khau dé khao nghiém (néu c):
Giay phép khao nghiém nay c6 hiéu lyc dén: ngay .... thang.... nam .....

Noi nhan: CUC TRUONG



Phu luc XI

MAU PON PE NGHI CAP LAI GIAY PHEP KHAO NGHIEM
(Ban hanh kem theo Thong tuwso | [TT-BNNMT ngay thang  nam
cua Bo truong Bé Nong nghiép va Méi truong)

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

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

' DPON DE NGHI CAP LAL
GIAY PHEP KHAO NGHIEM THUOC THUY

Kinh gtri: Cyc Chén nudéi va Thu y

85T 11 RSP

S8 QBN thOGL: . eevveeeeee e YO S22 SO

Chung t6i dé nghi duoc cap lai gidy phép khao nghiém thude tha y:

Tén san pham: ......... gidy phép khao nghiém sé: ......... QLT-KN ngay ...... thang .... nam

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



Phu luc XII
MAU BAO CAO KET QUA KHAO NGHIEM THUOC THU Y
(Ban hanh kém theo Thong twsé | [TT-BNNMT ngay thang  nam
cua Bg truong Bo Nong nghiép va Méi truong)

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

Sb: ... /BC-KN (Pia danh), ngay ... thang .... nam ...

_ BAOCAOKETQUA
KHAO NGHIEM THUOC THU Y
(Tén thuoc khao nghiém)

1. Tén don vi san xuat thudc khao nghiém

2. Tén don vi dang ky khao nghiém

3. Tén don vi khao nghiém

4. Tén don vi giam sat khao nghi¢ém

5. Ho va tén nguoi ¢6 chang chi hanh nghé cua co s¢ khao nghiém.
6. Thoi gian, dia Diém

a) Thoi gian bat dau

b) Thoi gian két thic

¢) Dia biém

7. Muyc dich, ngi dung khao nghi¢m.

a) Muc dich

b) Noi dung khao nghiém.

8. Nguyén vt liéu:

a) Tén san pham

b) Thanh phan

¢) Céc cong dung cua san pham

d) Céc nguyén vat liéu khac phuc vu qua trinh khao nghiém
9. bong vat khao nghiém:

a) Loai, s6 luong, gigi tinh, lta tudi dong vat khao nghiém

b) Tinh trang sizc khoe, két qua kiém tra khang thé (d6i véi vac-xin, khang thé) caa dong vat trudc
khi tham gia khao nghiém.

10. Cac phuong phap gay bénh thuc nghiém trén dong vat (néu cd)

11. Qué trinh khao nghiém

a) Lich dung thuéc khao nghiém trén dong vat

b) Loai, s6 luong, nhom dong vat (tudi, giéng, trong luong. .....) dugc ding thube

¢) Loai, sé luong, nhém dong vat (tudi, gidng, trong luong......) dbi chung khong dung thube
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d) S theo ddi (hang ngay) s6 dong vat dugc khao nghiém trong thoi gian dung thube

d) S6 theo ddi ghi chép chi tiét s6 6m, chét lién quan dén bénh ma thude khao nghiém c6 chi dinh
biéu tri

e) Thoi gian va s6 lan lay méau dong vat khao nghiém dé xac dinh hiéu gia khang thé trong huyét
thanh hoac s6 luong dong vat dé cong cuong doc doi vai khao nghiém vac-xin, khang thé

g) Céac hoat dong cd lién quan khéc trong qua trinh khao nghiém

12. Két qua

a) Chi tiéq an toan’: Tinh hinh suc khoe, dich bénh chung cta cac nhém dong vat tham gia khao
nghiém, so om, chét

b) Chi tiéu hiéu luc (Céc cong dung cua thude da duoc khao nghiém, sé dong vat khoi bénh, ket
qua kiém tra huyet thanh, ty 1¢ bao ho, ....)

¢) Cac két qua khac néu trong dé cuong va hd so ding ky
d) Nhimg thay doi (néu c6) trong qua trinh khao nghiém
13. Két luan

14. Y kién, dé nghi caa céc bén tham gia khao nghiém
15. X&c nhan cua don vi gidm sat

PAI DIEN CO SO PANG KY PAI DIEN CO SO THUC HIEN
KHAO NGHIEM KHAO NGHIEM
(Ky tén, dong dau) (Ky tén, dong dau)

XAC NHAN CUA CO QUAN GIAM SAT
(Ky tén, dong dau)

Ghi cht: Mdu chi ghi cdc Piéu Khoan can thiét lién quan dén khao nghiém, don vi c6 thé bé sung
cac ngi dung c6 lién quan khac.



Phu luc X111
MAU PON PANG KY NHAP KHAU THUOC THU Y NGOAI DANH MUC
THUOC THU Y PUQC PHEP LUU HANH TAIl VIET NAM
(Ban hanh kém theo Thong twsé | ITT-BNNMT ngay thang  nam
cua Bo truong Bé Nong nghiép va Méi truong)

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

SOt e DBKNK (Pia danh), ngay ..... thang ..... nam ....
Tel:

Fax:

Email:

bia chi:

PON PANG KY NHAP KHAU THUOC THU Y
Kinh gtri: Cyc Chan nudi va Tha y
Cin ct nhu cau nhap khau thudc tha y, nguyén liéu 1am thude thd y, vac-xin, ché pham sinh hoc,

vi sinh vat, héa chat dung trong thi' y chua c6 Gidy chiing nhan Iuu hanh tai Viét Nam, cho muc
dich:

o Str dung o Qua biéu, ting
o Kinh doanh 0 Tham dy hdi cho trién 1am
o Kiém nghiém o Hang mau
o Khao nghiém 0 Dung cho vat nudi nhap khau
o Khac
Chung t6i d& nghi nhap khau cac loai thudc, nguyén liéu 1am thude thi y sau day:
N SOI0SX | \hasan | Nusc | Ponvi| L SO | Thanh
TT Tén san pham doi véi X , z . luong A
A A Xuat san xuat | tinh . tien
nguyén liéu nhap
1 2 3 4 5 6 7 8

TONg Gid tri don hang (BANG ChE): ...oevveerveeeeeeeeeseesesesesssssessesssssssssssessssssssssssssssssssssssssseas
CUA KNAU NNAD: oot sssenssnes
Thoi gian NhAP KhAU AU KIEN: .......eeeeeveeseeceeeceeeseeee s s

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



Phu luc X1V
MAU PON PANG KY NHAP KHAU VAC-XIN, VI SINH VAT PA CO TEN TRONG
DANH MUC THUOC THU Y PUQC PHEP LUU HANH TAI VIET NAM
(Ban hanh kém theo Thong twsé | [TT-BNNMT ngay thang  nam
cua Bg truong Bé Nong nghiép va Méi truong)

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

SOt i DBKNK (Pia danh), ngay ..... thang ..... nam ....
Tel:

Fax:

Email:

bia chi:

PON PANG KY NHAP KHAU VAC-XIN, VI SINH VAT
Kinh gtri: Cyc Chan nudi va Tha y

Cin ctr nhu cau nhap khau vac-xin, vi sinh vat diing trong thi y da dugc cap phép luu hanh tai
Viét Nam, cho Muc dich:

o Sir dung o Qua biéu, ting

o Kinh doanh o Tham dy hdi cho trién 1am

o Kiém nghiém 0 Hang mau

o Khao nghiém o Dung cho vat nudi nhap khau
o Khac

Chung t6i d& nghi nhap khau cac loai vac-xin, vi sinh vat ding trong thu y sau day:

TT Tén san phim Nha san Nuoc S6 Don vi lui(r)l Th@nh
P xuat san xuat | PKLH tinh v 9 tién
nhap
1 2 3 4 5 6 7 8

TONg Gid tri don hang (BANG ChiE): ....ovvveeveeeeeeeeeseeseseseeeeeessesssssesssssssssssessssssssssssssssssssas
CUA KNAU NNAP: .voorveeeeeeeeeeseeses s ss s ss s s sens s senseees
Thoi gian NhAP KNAU QU KIEN: <......vveeeeeeereeeeceeeeeeseseeese st ssssa

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



(Ban hanh kém theo Théng twr s6

Phu luc XV

MAU BAO CAO KINH DOANH, SU DUNG NGUYEN LIEU KHANG SINH,
DANH SACH CO SO MUA NGUYEN LIEU KHANG SINH

/

ITT-BNNMT ngay

cua Bg truong Bé Nong nghiép va Méi truong)

thang

nam

TEN CONG TY CONG HOA XA HQI CHU NGHIA VIET NAM
------- Poc lap - Tw do - Hanh phuc
S6 .../ Tel:.......... Fax............ (Pia danh), ngay ..... thang ..... nam ...
Email:
bia chi:
I. BAO CAO KINH DOANH, SU DUNG NGUYEN LIEU KHANG SINH
: lu’s;?‘l So Tén Ton
Tén Sé16 | Nha | Nwsc | N9 | meng | s 229 ko
o i ton kho . Tong | so xuat pa
TT | nguyén | (Batch sdn K nhap s cuoi
i £ £ Y% So trong N
ligu No) Xuat Xuat g trong kp (Kg) Ky
ky (K K
Kg) | 9K (Kg)
1.
2.
3.
GIAM POC
(Ky tén, dong dau)
TEN CONG TY CONG HOA XA HOI CHU NGHIA VIET NAM
------- Poc lap - Tw do - Hanh phuc
S .../ (Dia danh), ngay ..... thang ..... nam ...
Tel:.......... Fax:...........
Email
bia chi:
II. DANH SACH CO SO MUA NGUYEN LIEU KHANG SINH
R Dja
Noay Ichiss | Ten | Sé16 | Nha | Nwsc  S§ | M
ban, Tén " A , ) dich
TT ) . | dién nguyén (Batch sdn sdn luong .
/3 co’ SO T L 7 y: ¢ Sip
thogi lieu No) Xuat | xuat (Kg)
dung N dung
: lién h¢ :
1.
2.
3.
4,
GIAM POC

(Ky tén, déng dau)
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Phu luc XVI
DANH MUC THUOC THU Y CO CHUA CHAT MA TUY, TIEN CHAT
(Pwoc cap Gidy ching nhan lwu hanh tai Viét Nam)

(Ban hanh kém theo Thong twsé |

ITT-BNNMT ngay

thang  nam

cua B¢ truong Bo Nong nghiép va Moi truong)

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

1T | Tén thudc Hoat chat chinh Dang dong géi | Khéi lwgng/ Theé tich Cong dung S6 ding ky
CONG TY CO PHAN VB PHARMA
1 MULTICID | Acid Formic, Chai, hii 10ml, 20ml, 50ml, Lam giam d6 pH cua nuéec, tac VBP-78
Amonium Formiate, 100ml, 500ml, 1000ml | dong truc tiép vao da day lam
Acid Lactic, Acid giam do pH va cho phép hoat
Propionic, Amonium dong chinh xac cia cac
propionate enzyme da day.
5 | MULTICID | Acetic acid, Formic Chai, lo, can 10ml, 20ml, 50ml, Uc ché vi khuan gay bénh, VBP-216
PLUS acid, Lactic acid, 100ml, 200ml, 250ml, | ting cudng su phét trién caa hé
Propionic acid, Citric 500ml, 1 lit, 2 lit, 5 lit. | vi sinh duong rudt, tang kha
acid nang hap thu thirc in cho vat
nuoi
3 A Folaccit C | Vitamin C, acid Citric, | Goi, hop 59,109,209, 30g, Phong bénh thiéu vitamin C, BN.TS4-20

acid Formic, acid
Lactic, extract

50 g, 100 g, 500q,
1 kg, 5kg, 10kg.

tang cudng stc dé khang, giam
stress, han ché bénh duong
rudt ¢ ca




CONG TY TNHH SAN XUAT-THUONG MAI AS.T.A

" Chelatox Propionic acid, Formic | Chai, Can 5, 10, 20, 50, 100, 250, Ngén l’lglzl’a su hinh thanh doc ASTA-125
acid, Lactic acid, Malic 500ml; 1; 2; 5, 10 lit to caa mam bénh duong rudt,
acid, Tartaric acid, cai thién hé mién dich, ting
Phosphoric acid, Ctric sire dé& khang trén trau, bo, dé,
acid, Sorbitol, Copper cuu, lon, gia cam
sulphate
5 Fast Grow | Vitamin B1, B2, B6, Chai, Can 1; 2;5, 10, 20, 50, 100, Cu,ng cép vitamin, khoang 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 cuong hé mién
Phosphoric acid, dich trén bo, dé, curu, lon, gia
Tartaric acid, Copper cam
sulfate, Potassium
chloride, Yeast
CONG TY TNHH THUOC THU Y NAM THAI
g | Digicofin- | Caffeine, Natri Ong, lo 25,10, 20, 50, 100ml | Suy tuan hoan cap tinh, sy NT-81
NT Salicylate, Ephedrine song bi de doa, Pau bung,

Hydrochloride,
Digitoxin

Phau thuat, Bénh tim mach do
nhiém triing, Du phong sau khi
gay mé néu luong thudc gay

mé vuot qua ngudng cho phép

CONG TY TNHH TM & SX THUOC THU Y NAPHA
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7 BIOTONIC | Citric acid; Lactic acid; | Chai, can 5; 10; 20; 50; 100; Giai doc gan, tri bénh do thiéu | HCM.TS34-
" | LIQUID Formic acid; 250; 500ml; 1; 2; 5; Vitamin trén tom, ca. 51
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
8 Ox Virin-F | Hydrogen Peroxide, Chai, can 10, 20, 50, 100, 200, Sat trung chuéng trai, khu giét HCM-X11-
' Acetic Acid 250, 500ml, 1, 2,5, 10, | mé, khu luu trit thirc an, xe van 305
20 lit chuyén, dung cu, thiét bi chin
nudi, khir tring duong dng nuéc
va khir tring khéng khi chudng
nudi, khir tring moi truong
nuoi.
I1. DANH MUC THUOC THU Y CO CHUA CHAT MA TUY, TIEN CHAT NHAP KHAU
TT | Tén thudc Hoat chét chinh Danggé(‘ilong Khéi lweng/ Thé tich Cong dung S6 diang ky
CONG TY VIRBAC (PHAP)
1 Zoletil 50 Tiletamine base, Lo 5¢ Gay mé trong thu y VB-22
Zolazepam

CONG TY VIC-ANIMAL HEALTH LTD (BELARUS)
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2 Productive Axit formic, Axit lactic, | Chai, can, thing | 30, 50, 100, 250, 300, | Ut ché su phét trién cua VAH-18
Acid SE AXit axetic, Axit citric, 500ml; 1, 2, 5, 10, 20, | hé vi sinh vat gay bénh
Axit propionic 25, 50, 100, 200 lit trong thtre 3n, nude udng
va duong tiéu hda phong
tiéu chay trén trau, bo, deé,
ctru, lon, gia cam
CONG TY INTRACARE B.V. (HA LAN)
3 Intra Aqua Zinc, Copper, Lactic Lo, thung, can | 1,2,5,10, 20, 25,200 lit | Tri nhiém trung dudng IBV-13
Acid Mineral | acid, Formic acid, tiéu hoda do vi sinh vat
Propionic acid gay bénh nhay cam vai
axit. Chi dinh trong
treong hop thiéu
khoéang chat (d6ng va
kém), tang mién dich
trén trau, bo, bé, nghé,
ngua, dé, cuu, lgn va
gia cam.
CONG TY INTERCHEME WERKEN "DE ADELAAR" B.V (HA LAN)
Stimosol Oral | Yeast extract; Vitamin | Hop, Chai 50, 500ml, 1I Phong va tri bénh thiéu ICW-76

4.

B1; B2; B6; Citric
acid; Malic acid;
Phosphoric acid,;
Tartaric acid; Copper
sulphate; Potassium
sulphate

Vitamin nhom B, kich
thich hé théng mién dich
trén bé, nghé, dé, cuu,
lon, gia cam.
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5 Intrasan pH Acetic acid, Formic acid, | Chai, can 100ml, 500ml, 1I, 51 Giam vi khuan gay bénh, ICW-148
Oral Lactic acid, Citric acid, hd trg hé vi khuan co loi,
Propionic acid giam d6 pH cua duong
rudt, cai thién kha nang
tiéu hda thire an, ho tro
kich hoat cac enzym tiéu
hoa & gia cam va heo
CONG TY ANTEC INTERNATIONAL/GLOBAL-TALKE, S.L. (ANH)
6 Farm Fluid S Acetic acid, Tar acid, Lo, Chali, 10, 20, 25; 50, 100, Thudc sat trung ATI-4
Dodecyl benzene, Thung 250, 500ml; 1; 2; 2,5;
Sulphonic acid 5: 10, 25; 50, 200lit
CONG TY EVANS VANODINE (ANH)
7 Fam-30® lodine, Sulfuric acid, Chai, thung 1; 5; 25; 250l Thudc sét tring dung PFU-70
Phosphoric acid trong chan nudi, thu y
CONG TY TROY LABORATORIES PTY (AUSTRALIA)
g | Ketamil Ketamine HCL Lo 10, 50ml Gay mé trén trau, bo, TROY-3
Injection ngua, heo, dé, cho, meo
CONG TY Y.S.P INDUSTRIES (M) SDN. BHD (MALAYSIA)
9 COUGHLIN | Sulpyrine, DI-Methyl | Lo 100ml Piéu tri viém phoi lon YSPM-21
Injection Ephedrine,

Chlorpheniramine
Maleate




CONG TY PT. BIOPLAGEN INDONESIA (INDONESIA)

10. Bioplagen Hydrogen peroxide, Chai, lo, can 1,2,5,10, 20 lit Sat tring bé mit va moi INDO.TY07-01
Perox® Acetic Acid truong chin nuoi, phuong
tién van chuyén, bé chua
nuéc, hé théng phan phéi
nuéc, chudng trai chin
gia stc, gia cam

CONG TY NOVUS DEUTSCHLAND GMBH (GERMENY)

11 MERA™ Formic acid, Propionic | Bao, hop, x0, |500g; 1, 2, 5, 10, 20, | B6 sung a xit hljru co, kim | GER.TS1-1
CID acid, Silicic acid, thung 25, 40, 50kg hdm su phat trién cua vi
Amonium formate, khuan va nam méc trong
Amonium propionate thire an.




Phu luc XVII

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

(Ban hanh kém theo Thong twsé | [TT-BNNMT ngay thang  nam
cua Bo truong Bo Nong nghiép va Méi truong)

I. Danh muc chat ma tdy 1a nguyén liéu 1am thuéc tha y
1. Ketamine

2. Tiletamine

3. Zolazepam

I1. Danh muc tién chat 14 nguyén liéu lam thuéc tha y
1. Acetic acid

2. Formic acid

3. Ammonium formate

4. Tartaric acid

5. Ephedrine

6. Sulfuric acid

7. Acetone

8. Acetyl chloride
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Phu luc XVIII

MAU SO THEO DOI XUAT, NHAP, TON KHO THUOC THU Y, NGUYEN
LIEU THUOC THUY CO CHUA CHAT MA TUY, TIEN CHAT
(Ban hanh kém theo Thong twsé | ITT-BNNMT ngay thang  nam
cua Bg truong Bé Nong nghiép va Méi truong)

[ S o0 2o TR

3 ) T= o AU

SO THEO DOI XUAT, NHAP, TON KHO THUOC THU Y, NGUYEN LIEU
THUOC THU Y CO CHUA CHAT MA TUY, TIEN CHAT

(Bt ddu sir dung tir.... dén.....)

SO THEO DOI XUAT, NHAP, TON KHO THUOC THU Y, NGUYEN LIEU
THUOC THU Y CO CHUA CHAT MA TUY, TIEN CHAT

Tén nguyén lidu/Tén thudc, Nong dd/ hAm THQNG: c....vvvvceeeeeeeeeeeeeeeee e
DOn VI TINN Lo
\ $6 chitng Sé lwgng Solo,han | o cha
Ngay Ca o dung
- Noi xuat, nhap tr xuat,
thang : ha _
nhap Nhap Xudt | Con lai
) (2) 3 4) ) (6) ) (8)

* S0 duoc danh sb trang tir 01 dén hét, va dong dau giap lai

* MGi thude phai danh mot sb trang riéng, sé trang nhiéu hay it tdy loai thudc xuat,
nhap nhiéu hay it.



Phu luc XIX

MAU PHIEU XUAT KHO THUOC THU Y, NGUYEN LIEU THUOC THU Y
CO CHUA CHAT MA TUY, TIEN CHAT

(Ban hanh kém theo Thong twsé | [TT-BNNMT ngay
cua Bg truong Bo Nong nghiép va Méi truong)

thang  nam

PHIEU XUAT KHO THUOC THU Y, NGUYEN LIEU THUOC THU Y cO
CHUA CHAT MA TUY, TIEN CHAT

XUét cho co s6™:

bia chi:
<1~ .| Ténnha
. £ A R ) £ Solosan| p :
Tén thuoc, nong do/ | Ponvi | So lwong £ san xuat, | Ghi
STT . . X xuat, han . i
ham lwgng tinh xuat N nwéc san | chu
dung £
xuat

Ngay.... thang.... nam....
Nguoi nhan DPai dién co sé **
(Ky, ghi rd ho tén) (Ky, ghi rd ho tén, chitc danh dong
ddu (néu co)

Nguoi giao
(Ky, ghi rd ho tén)

*Mdu nay c6 thé sir dung dé:
1. Xuét ndi bo co s6.
2. Xut cho co s khéc:

- Ghi rd tén ngudi nhan thudc,s6 CMTND/ Thé can cudc/ Ho chiéu/ S dinh danh ca nhan/ Céc gidy to trong
duong khac

- Co s6 ¢6 thé dung héa don tai chinh thay cho mau nay nhung t6i thiéu phai co du cac thong tin quy dinh tai
mau nay hoic kém theo Phiéu bao 16.

** Nguoi dai dién phap luat hoic ngudi phy trach chuyén mén dugc iy quyén hoic cip phé ciia nguoi dai dién
phép luat dugc iy quyeén



Phu luc XX

MAU SO THEO DOI SAN XUAT, PHA CHE THUOC THU Y CO CHUA
CHAT MA TUY, TIEN CHAT
(Ban hanh kém theo Théng tw s6

/ [TT-BNNMT ngay
Bo truong Bo NOng nghiép va Mai trirong)

thang

nam

cua

SO THEO DOI SAN XUAT, PHA CHE THUOC THU Y CO CHUA CHAT MA
TUY, TIEN CHAT

(Bdt dau sir dung tir

dén......... )

SO THEO DOI SAN XUAT, PHA CHE THUOC THU Y CO CHUA CHAT MA
TUY, TIEN CHAT

R p Cong thic | S6 hrgng thudc [S6 lweng thude o Con
. z Tén thuoc - P . 2 N 2 Ho vatén | Ho vatén .
Ngay | So ndne dé. ham pha ché (cho|thanh pham thu| thanh pham i .u’(‘)'i ha | newsi ki&m Ghi
thang [thi tu lgu’(r.n, 0116 san dwoc theo ly | thu dwgc trén g chép 5 Sodt cha
g phim) thuyét thu té
® | @ @) (4) () (6) @) (8) 9)

* S6 dugc danh s6 trang tir 01 dén hét, va dong dau giap lai gitra cAc trang.




Phu luc XXI

MAU BIEN BAN NHAN THUOC THU Y CO CHUA CHAT MA TUY, TIEN
CHAT TAI CO SO BUON BAN THUOC THU Y
(Ban hanh kém theo Thong twsé | ITT-BNNMT ngay thang nam  cua
B¢ trurong Bo NOng nghiép va Mai trirong)

CONG HOA XA HOQI CHU NGHIA VIET NAM
boc lap - Tw do - Hanh phac

BIEN BAN NHAN THUOC THU Y CO CHUA CHAT MA TUY, TIEN CHAT

1. Tén ngwoi giao:
- bia chi:

- S6 CMTND/ Thé can cudc/ Ho chiéu/ S6 dinh danh ca nhan/ Céc gidy to twong
duong khac:

Noi cap: Ngay cap:
2. Tén co sé ban thudc:

- Chu co so béan thuébc:

- Pia chi:

3. Danh muc mat hang nhan:

Tén thudc, dang bao ché, nong

TT | d¢/ ham lwong, quy cich déng Bt‘;'r‘]‘h“ Sé lwgng| Ly do nhan lai | Ghi chu
goi

1

2

4. Thoi gian giao nhan: (Cac) mat hang trén dugc giao, nhan vao....gio....phut
ngay...... thang....ndm....

5. Pia diém giao nhan (Ghi chi tiét dia chi thuc té giao nhan):
Bién ban nay duoc hai bén théng nhat va Iap thanh 02 ban, mdi bén git 01 ban.

vieieopngay  thdng  ndm.....
BEN GIAO BEN NHAN
(Ky va ghi rd ho tén) (Ky va ghi rd ho tén)



Phu luc XXII

MAU BAO CAO KINH DOANH, SU DUNG VA DANH SACH CO SO MUA THUOC THU Y
CO CHUA CHAT MA TUY, TIEN CHAT
cua Bg truong Bo Nong nghiép va Moi truong)

(Ban hanh kém theo Thong twsé | ITT-BNNMT ngay  thdng

nam

TEN CO SO

Email:

bia chi:

(Dia danh), ngay

CONG HOA XA HOI CHU NGHIA VIET NAM

Poc lap-Tw do-Hanh phuc

I. BAO CAO KINH DOANH, SU DUNG THUOC THU Y CO CHUA CHAT MA TUY, TIEN CHAT

STT Thanh A N A . Tong sé xuat | Ton kho
2 . So lwgng ton So lwgng nhap . PR
phan, So 16 kho ky trwéc trong ky trong ky cuoi ky
Tén san ham Nhasin | Nuoc Ky trwot ongry (Chai, lo: (Chai, lo:
B Batch 2 , <. | (Chai, lg: 50ml; | (Chali, lg: 50ml; | Tong so
pham lugng (Batc XUt san xuit 50ml; 50ml;
100ml,..Goi: 100ml,..Goi: . .
No) 1000..) 100g..) 100ml,..Géi: | 100ml,..Goi:
G- G- 100g,..) 100g,..)
1.
2.
3.




II. DANH SACH CO SO MUA THUOC THU Y CO CHUA CHAT MA TUY, TIEN CHAT

TT| Ngay ban, sir Tén cosé | Diachi, sé dién | Tén san pham S6 16 Nhasan | Nuwéc san S6 lwong (Chai, | Muc dich
dung thoai lién hé Xuét Xuét lo: 50ml; str dung
(Batch No) 100ml,..Go6i:
100g,..)
1.
2.

PAI DIEN CO SO

( Churc v, ho va tén, ky tén, déng dau)




Phu luc XXI1I

PON THUOC AP DUNG CHO KE PON THUOC THU Y
PE PIEU TRI, PIEU TRI DU PHONG CHO PONG VAT

(Ban hanh kém theo Thong twsé |

/TT-BNNMT ngay

thang nam  cua

B¢ trurong Bo NOng nghiép va Mai trirong)

Tén, dia chi, dién thoai cua co s¢ kham, chira bénh (néu co):
Ma s6 chitng chi hanh nghé ciia nguoi ké don:
Dia chi cua nguoi ké don:
Dién thogi cua nguoi ké don:

PON THUOC
Ho tén chu co s& chan nuoi/NTTS: ...,
Tén trang trai/ co s& chan nudi/NTTS (néu co):...covveverene..

Diachi (1) oo e
bién thoai:.................. FAX: (néu co) ..
Loai dong vat (2):...S6 lugng dong vat (con) (3) ....................

SO 1u(yng ao/ bé/ hd/ chuong nuoi cé dong vat bi bénh dugc ké
don thudc:.

Ltra tudi (4)
Chan doan:

Thudc U T (5): weneeeee et

Thoi gian ngimg str dung thude: ..........cooooeiiiiiiii..

LOT AN (6): oonvv e et ee et e et e et e et e et e e

Ngay thang

Nguoi ké don/BSTY khédm bénh
(Ky, ghi ro6 ho tén)

Ngay hen kham lai:

2 1. K& don ddi voi céc loai thuoe thi y nhu sau:
a) Thuoc tha y c6 mot hoat chat

Ghi theo tén chung quéc té (INN, generic). Vi du:

HUONG DAN CACH GHI CAC

MUC TRONG PON THUOC

Pon thudc thu y dugc thé hién trén
gidy trang, chir viét rd rang

1. Bia chi: Ghi tén dia chi cua trang
trai, noi nudi dong vat: sé nha, duong
phd, to dan phé hoic thon/ap/ban,
xad/phuong/thi tran, quan/huyén/thi
x&/thanh phé thudc tinh, tinh/thanh
phd.

2. Loai dong vat: Ghi tén loai dong vat.
3. S6 lugng dong vat (con): Ghi sb
luong dong vat dugc ké don

4. Lira tudi: Ghi giai doan, do tudi hodc
trong luong dong vt hodc ghi giai
doan nudi giéng, thuong pham ddi vai
dong vat thiy san.

5. Thudc didu tri: ghi du théng tin theo
quy dinh tai Diéu 18 Thong tu sb
12/2020/TT-BNNPTNT.

6. Loi dan:

- Ché d6 dinh dudng cho dong vat.

7. Chéng chi dinh

8. Mot s6 luu y?

thudc co hoat chat 1a Amoxicilline,

ham lwong 500mg, ghi tén thuc nhu sau: Amoxicilline 500mg.

Ghi theo t&n chung qudc té va tén thuong mai. Vi du: thubc cd hoat chat 1a Amoxicilline,
ham lugng 500mg, tén thwong mai 1a A, ghi tén thudc nhu sau: Amoxicilline (A) 500mg.

b) Thudc thl y c6 nhiéu hoat chét: ghi theo tén thuong mai va tén cac hoat chat chinh.

2. Ghi tén thudc, ndng d6 hozc ham lwong hoat chét caa thude, khdi lugng, sé luong
hozc thé tich thude, liéu dung, duong dung, thoi diém ding néu can, thoi gian nging sir dung

cia mdi loai thuéc.

3. Viét s6 0 (khong) phia trude dbi voi sb lugng thudce chi cé mat chix s6 (nho hon 10).

4. Noi dung sira chira caa don thudc tha y phai ¢é
canh néi dung stra.

chir ky cta ngudi ké don ¢ ngay bén

5. Gach chéo phan giy con trong tir phia dudi noi dung ké don dén phia vi tri chix ky
ctia nguoi ké don theo hudng tir trén xudng dudi, tir trai sang phai; ky tén, ghi (hodc dong dau)

ho tén nguoi ké don.
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Phu luc XXIV
MAU PON PE NGHI XAC NHAN NQI DUNG QUANG CAO THUOC THU Y

(Ban hanh kém theo Thong twsé | [TT-BNNMT ngay thang  nam
cua Bo truong Bé Nong nghiép va Méi truong)

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

SO: ...,

PON PE NGHI XAC NHAN NOI DUNG QUANG CAO THUOC THU Y
Kinh giri: @

Tén td chirc, c4 nhan d& nghi X4¢ Nhan NOI dUNG QUANG CAO: ....veeevereeeeeeeeeeeee s
DA CNLL ot ee
Sodienthoai: .oovveveeeeeei Fax:....ooooiiiiiiiii, E-mail: ..o
S6 QIAY PNED NOAL AONG: ..vovvveveeeeeeeeeeeeeeeeeeseeees e sssees s ssssessssses s nssss s ssssnnsenns
Ho tén va s6 dién thoai ngudi chiu trach nhiém dang Ky ho SO% .vvveuvveeereesereeeiensieesssenee
Kinh @& nghi ......... xem xét va xac nhan ndi dung quang cao ddi véi thude thi y sau:
TT Tén thudc thay Gidy chitng nhan ding ky Phuong tién quang cao
1
2

Cac tai liéu guri kém:

Chuing t6i cam két s& quang cao ding noi dung dugc xac nhan, tuan thi cac quy dinh ciia vin ban
quy pham phap luat trén va cac quy dinh khac cta phap luat vé quang cdo. Néu quang cao sai noi
dung duoc xac nhan ching téi sé chiu trach nhiém trudc phap luat.

Pai dién t6 chic, ca nhan
(ky tén va dong dau neu co)

Ghi chi: (1) Co quan dugc Chi tich Uy ban nhan dén cép tinh giao giai quyét tha tuc hanh chinh.
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Phu luc XXV
MAU GIAY XAC NHAN NQI DUNG QUANG CAO THUOC THU Y
(Ban hanh kém theo Thong twso | [TT-BNNMT ngay thang  nam
cua Bg truong Bg Nong nghiép va Moi truong)

TEN CO QUAN CHU QUAN CONG HOA XA HQI CHU NGHIA VIET NAM
TEN CO QUAN XAC NHAN Pac lap - Tw do - Hanh phuc
NOI DUNG QUANGCAO s
THUOC THU Y

(Pia danh), ngay .... thang .... nam ....

GIAY XAC NHAN NQI DUNG QUANG CAO THUOC THU Y

Sé: [oviiiniinns -ky hiéu viét tat ciia co quan c6 tham quyen
(Tén co quan cé thdm QUYEn)................. xdc nhan:

Tén t6 chuc, A nhan dé nghi Xac Nhan Ni dUNg QUANG CAO: ........evvveerveeeereeeeeeeeneseenereenne

DA CNLL bbb en
SO AieN thoai: «.ovveeeeeeeeeeeeee Fax: ...ooooooiiiiii E-mail: ...
C6 ngi dung qudng cao © cac thuéc th('y trong bang duwdi day phir hop Véi quy dinh hién hanh.
TT Tén thuéc thuy Gidy chiing nhan luu hanh Phuong tién quang cao
1
2

T6 chiic, ca nhan c6 trach nhiém quang céo thude thi y ding ndi dung da duoc xac nhan.

THU TRUONG DPON VI
(Ky tén, dong dau)

Ghi chu: (1). Noi dung quang cao duogc dinh kém Gidy xac nhan nay.
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Phu luc XXVI

DANH MUC THUOC THU Y CAM SU DUNG TAI VIET NAM

TRONG NUOI TRONG THUY SAN

(Ban hanh kém theo Thong twsé | [TT-BNNMT ngay

cua Bo truong Bo Nong nghiép va Méi truong)

thang

STT Tén hoa chét, khang sinh

1 Aristolochia spp. va cac ché pham tir Aristolochia
spp.

2 | Chloramphenicol

3 | Chloroform

4 | Chlorpromazine

5 | Colchicine

6 | Dapsone

7 | Dimetridazole

8 | Metronidazole

9 | Ronidazole

10 | Ipronidazole

11 | Céac Nitroimidazole khac

12 | Malachite Green/ Leucomalachite Green
Nitrofuran va cac dan xuat

13 | (Furazolidone, Furaltadone, Nitrofurantoin,
Nitrofurazone, Nifursol)

14 | Clenbuterol

15 | Diethylstilbestrol (DES)

16 | Glycopeptides

17 | Trichlorfon (Dipterex)

18 Gentian Violet (Crystal violet)/ Leuco Crystal
violet

19 | Trifluralin

20 | Cypermethrin

21 | Deltamethrin

22 | Enrofloxacin

23 | Ciprofloxacin

24 | Nhom Fluoroquinolones

nam
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Phu luc XXVII

DANH MUC THUOC THU Y CAM SU DUNG TAI VIET NAM

POI VOI PONG VAT TREN CAN

(Ban hanh kém theo Thong twsé | [TT-BNNMT ngay thang  nam

cua Bo truong Bo Nong nghiép va Méi truong)

STT Tén hoéa chat, khang sinh
1 | Chloramphenicol
Nitrofuran va cac dan xuat (Furazolidone, Furaltadone,
2 i . . .
Nitrofurantoin, Nitrofurazone, Nifursol)
3 | Dimetridazole
4 | Metronidazole
5 | Trichlorfon (Dipterex)
6 | Ofloxacin
7 | Carbadox
8 | Olaquidox
9 | Bacitracin Zn
10 | Malachite Green/ Leucomalachite Green
11 | Gentian Violet (Crystal violet)/ Leuco Crystal violet
12 | Clenbuterol
13 | Salbutamol
14 | Ractopamine
15 | Diethylstilbestrol (DES)




9

Phu luc XXVIII
NQI DUNG TO HUONG DAN SU DUNG THUOC THU Y
((Ban hanh kém theo Thong twsé | [TT-BNNMT ngay thang  nam
cua Bg truong Bg Nong nghiép va Moi truong)

NQI DUNG TO HUONG DAN SU DUNG THUOC THU Y

1. Tén thuéc tha y.

2. Thanh phan, cang thirc cho mot don vi chia liéu nho nhét hodc cho mot don vi déng gdi nhé nhét. Trong cong
thirc phai ghi tat ca hoat chat va ta duoc bang tén gc hoac tén chung qudc té. Ghi rd ham lugng hoic nong do
cua ting hoat cht, khong bt budc ghi ham lwong hoac nong d6 cua ta duoc, khong bit budc ghi tén thanh phan
ta duoc bay hoi hodc mat di trong qua trinh san xuat (d6i voi nhitng nguyén liéu 1am thudc thd y nhap khau
khéng ¢ tén tiéng Viét thi ghi tén nguyén liéu, theo nudc xuat khau va tén La-tinh).

3. Dang bao ché caa thudc.
4. Quy cach dong goi.
5. Chi dinh.

6. Liéu dung, cach dung, dudng dung (ghi 1o luong thubc cho mot lan dua vao co thé dong vat dugc chi dinh
hay luong thuoc dung trong mot ngay).

7. Ghi rd liéu dung cho ting loai, timg lra tudi cua dong vat duoc chi dinh dung thuéc.
8. Ghi 16 dudng dung, thoi Biém ding thude, cach dang thue dé dat hiéu qua cao nhit.

9. Chéng chi dinh (néu co): phai ghi 16 cac truong hop khong duoc ding thude dbi véi ting loai, timg lia tudi
dong vat.

10. Than trong khi duing thudc thd y: phai ghi ré cac phong ngtra, than trong khi sir dung thuée.
11. Céc khuyén céo dac biét dbi voi moi truong, ngudi sir dung thude va dong vat duoc chi dinh dung thudc.
12. Tén, dia chi cua to chirc, c& nhan chiu trach nhiém vé thuéc.
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