BO NONG NGHIEP CONG HOA XA HOI CHU NGHIA VIET NAM

VA PHAT TRIEN NONG THON Pégc 1ap - Tw do - Hanh phic
S6: /2016/TT-BNNPTNT Ha Ngi,ngdy  thdng  nam 2016
Duw thao 09 A
: THONG TU
ngay 08.3.16 . A
Quy dinh vé quan ly thuoc thu y

Can cu Lugt Thu y nam 2015;
Can cir Ludt Can cir Ludt chdt heong san pham, hang hod nam 2007,

Can cu Nghi dinh 132/2008/ND-CP ngay 31/12/2008 cua Chinh phu quy
dinh chi tiét thi hanh mét sé diéu cia Ludt chdt liwong, san pham hang hoa;

Can cir Nghi dinh s6 89/2006/ND-CP ngay 30/8/2006 cia Chinh phu quy
dinh vé nhan hang hoa;

Can cir Nghi dinh s6 199/2013/NB-CP ngay 26 thang 11 nam 2013 cua
Chinh phu quy dinh chite ndng, nhiém vu, quyén han va co cau té chirc cia Bé
N6ng nghiép va Phat trién nong thon;

Can cir Nghi dinh sé ...../2016/ND-CP ngay... . thing... nam 2016 cua
Chinh phu hwéng dan mét sé Piéu cua Ludt Thit y nam 2015;

Theo dé nghi cua Cuc truéng Cuc Tha y;

Bé trueng B Nong nghiép va Phat trién néng thén ban hanh Théng tw quy
dinh vé quan Iy thuoc thi y,

Chuong I
QUY DINH CHUNG
Pi¢u 1. Pham vi diéu chinh va d6i twong ap dung
1. Pham vi diéu chinh

Thong tu nay quy dinh noi dung ghi nhan, kiém nghiém, khao nghiém, san
xuat, budn ban, nhap khau, luu hanh, kiém tra chat luong thudc thi y.

2. Béi tugng ap dung

T6 chtic, ca nhan trong nudc, to chire, ca nhan nudc ngoai co hoat dong
lién quan dén ghi nhan, kiém nghiém, khao nghiém, san xuat, budn ban, nhap
khau, luu hanh, kiém tra chét luong thudc thl y tai Viét Nam phai tuan theo Quy
dinh nay va nhiing quy dinh cua cac van ban phap luat khac co lién quan.

Piéu 2. Giai thich tir ngir

Trong quy dinh ndy, nhiing tir ngir dudi day dugc hiéu nhu sau:



1. Tén biét duoc 1a tén thuong mai do co s san xuat thudc dat ra, khac
véi tén gbc hoic tén chung quéc té.

2. Nhan thudc 1a ban viét, ban in, ban vé cua chit, hinh v&, hinh anh, dau
hiéu dugc in chim, in ndi truc tiép trén bao bi thuong pham cua thubc hodc duoc
dan, dinh, gin chic chin trén bao bi thuong pham cua thubc dé thé hién cac
thong tin can thiét va cha yéu vé thubc giup ngudi ding lya chon va sir dung
dung thudc va lam cin ctr dé cac co quan chirc ning thuc hién kiém tra, giam
sat, quan ly.

3. Nhan gdc cua thudc 1a nhan thé hién lan dau duoc in hodc dén, dinh,
gan chin chan trén bao bi thuong pham cua thudc sau khi hoan thanh thao tac
dong goi trong ddy chuyén san Xuat.

4. Nhan phu 1a nhan thé hién nhitng noi dung bat budc dich tir nhan gbc
bang tiéng nudc ngoai ra tiéng Viét va bo sung nhitng noi dung bat budc bang
tiéng Viét theo quy dinh cua phap luat ma nhan gdc cua thude con thiéu.

5. Bao bi thuong pham cua thubc 1a bao bi chira dung thude, luu thong
cuing véi thude va gom hai loai:

a) Bao bi tryc tiép 1a bao bi chira dung tiép xuc tryc tiép vai thubce;

b) Bao bi ngoai 1a bao bi dung dé bao géi mot hoac mot so don vi thude
c6 bao bi tryc tiép.

6. Tén va dia chi cua to chuc, ¢ nhan chiu trach nhiém vé thubc 1 tén va
dia chi cua to chirc, ca nhan san xuat, xuat- nhap khau, uy thac xuat nhap khau
thuéc.

7. Quy cach déng goi cua thude 1a lugng thude duge thé hién bang khoi
lugng tinh, thé tich thuc hay s6 lugng theo sé dém.

8. S6 16 san xuit 1a ky hiéu bang sé hoac bang chit, hoic két hop ca sé va
chit nham nhan biét 16 thudc va cho phép truy xét toan bo lai lich cia mot 16
thudc bao gém tat ca cac cong doan cua qua trinh san xuat, kiém tra chat luong
va phan phai 16 thudc do.

9. Ngay san xuét 1a mdc thoi gian hoan thanh san xuat, ché bién, dong
chai, dong géi hoac cac hinh thirc khac dé hoan thién cong doan cudi cling cua
16 thudc.

10. Han st dung (hay han dung) cua thudc 1a méc thoi gian dugc an dinh
cho mét 16 thudc ma sau thai han nay thude khong duoc phép sir dung.

11. Xuét xt cuaa thude 1a nude hoac ving 1dnh thd noi san xuat ra toan bo
thudc hoic noi thuc hién cong doan ché bién co ban cudi cung ddi véi thude
trong trudng hop ¢ nhidu nuéc hodc ving 13nh tho tham gia vao qua trinh san
xuat thude do.



12. "Hudng dan sir dung, huéng dan bao quan thudc" 1a thong tin lién
quan dén cach sir dung, cac diéu kién can thiét dé sir dung, bao quan hang hoé;
canh béo nguy hai; cach xu ly khi xay ra su ¢6 nguy hai va dé huéng dan cho
ngudi ding sir dung thude hiéu qua an toan, hop 1y.

T& "Hudng dan s dung, huéng dan bao quan thudc" 12 tai lidu di kém
theo bao bi thuong pham cua thudc trong d6 ghi huéng dan su dung va nhiing
noi dung khac theo quy dinh.

13. Kiém tra nha nudc vé chit lugng thudc tha y 1a viée co quan nha nudc
xem x¢ét, danh gia chét luong thude tha y, san Xuét, nhap khau, lwu hanh di duge
ap dung cac bién phap quan 1y chat luong cua cac to chirc, c4 nhan san xuét,
kinh doanh.

14. L6 san xuat: LA mot luong thudc thd y nhat dinh, dong nhat vé chat
luong duoc san xuat trong mot quy trinh don 1é hoac mot loat cac quy trinh va
duogc ghi trén nhan bao go6i bang cing mot ky hiéu cua 10.

15. L6 hang thudc thi y: La mot luong thude tha y nhat dinh cia mot hoac
nhiéu 16 san xuat do cling mot co s& san xuat, cing mot to chac nhap khau, duoc
nhap khau ciing mot chuyén hang va ¢ cting mot bo ho so nhap khau.

16. San xuat thudc thd y bao gom cac hinh thirc san xuét, gia cong, san chia
dong goi thude thl y.

Chuong I1
GHI NHAN THUOC THU Y

Pi¢u 3. Nhirng loai thudc thi y phai ghi nhin

1. Thudc luu thong trong nuéc; thude xuat khau, nhap khau phai ghi nhan
theo quy dinh ctia Thong tu nay, trir nhitng truong hop quy dinh tai khoan 2 cua
Piéu nay.

2. Truong hop to chuc, ca nhan nudc ngoai nhap khau thudc caa Viét
Nam yéu cau ghi nhan theo hgp dong mua ban va chiu trach nhiém vé yéu cau
ctia minh thi té chirc, ca nhan xuat khau thude dugc thuc hién theo hop ddng 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 4. Trach nhiém vé ghi nhan thudc thi y

1. Thudc tha y san xuat tai Viét Nam dé luu thong trong nuéc thi to chuc,
ca nhan san xuat thudc phai chiu trach nhiém vé viéc ghi nhan.

2. Thudc thi y san xuat tai Viét Nam dé xuét khau thi to chic, ca nhan
san xuat, xuat khau thubc phai chiu trach nhiém vé viéc ghi nhan.

3. Trong trudng hop thudc thi y khéng xuat khau duoc ma dua trd lai luu
thong trong nudc thi té chirc, ca nhan dua thude ra luu thong phai ghi nhan theo
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quy dinh tai Diéu 6 ctia Thong tu nay.

4. Trong truong hop t6 chic, c& nhan chiu trach nhiém ghi nhan thudc
theo quy dinh tai Biéu 10 cua Nghi dinh 89/2006/ND-CP yéu cau t6 chuc, cé
nhan khac thuc hién viéc ghi nhan thi té chuc, ca nhan d6 van phai chiu trach
nhiém vé nhan thubc cia minh.

5. Thudc nhap khau vao Viét Nam ma nhan géc khong phu hop véi quy
dinh cta Thong tu nay thi té chuc, ca nhan nhap khau phai ghi nhan phu theo
quy dinh tai khoan 3 Diéu 6 caa Théng tu nay trudc khi dua ra luu théng va phai
giir nguyén nhan gdc.

6. Cac to chuc, ca nhan san xuat, kinh doanh thudc phai tuan thi cac quy
dinh ctia phép luat vé sa hitu tri tué va chiu trach nhiém trudc phap luat vé van
dé so hitu tri tué d6i voi cac noi dung ghi trén nhan thudc.

Piéu 5. Vi tri, mau sic ciia chir, ky hiéu va hinh anh trén nhén thudc
1.Vi tri nhan thudc tha y

Nhan thubc thi y phai dugc thé hién (in, dan, dinh, gin) trén bao bi
thuong pham cua thudc & vi tri khi quan sat co thé nhan biét duoc dé dang, day
da cac ndi dung quy dinh caa nhan ma khdng phai théo roi cac chi tiét, cac phan
cua thude, theo quy dinh tai Khoan 1 Diéu 6 cua Nghi dinh 89/2006/ND-CP.

2. Kich thuéc nhan thudce tha y

T6 chirc, ca nhan c6 trach nhiém ghi nhan thudc tu x4c dinh kich thudc
ctia nhan nhung phai bao dam ghi day du noi dung bat budc theo quy dinh tai
Piéu 8 ciia Thong tu nay.

3. Mau sic cta chix, ky hiéu va hinh anh trén nhan thudc

Mau sic cua chix, chir s6, hinh v&, hinh anh, dau hiéu, ky hiéu, ghi trén
nhan thudc phai rd rang. Di voi nhitng ndi dung bat budce theo quy dinh thi chi,
chir s6 phai ¢6 mau tuong phan so véi mau nén cia nhan, theo quy dinh tai Piéu
8 cua Nghi dinh 89/2006/ND-CP.

Piéu 6. Ngon ngir trinh bay trén nhin thudc

1. Nhitng noi dung bat bugc thé hién trén nhan thudc tha y phai duoc ghi
bang tiéng Viét, trir truong hop quy dinh tai Khoan 4 Biéu nay.

2. Thubc thu y dugc san xuat va luu théng trong nudc, ngoai viéc thuc
hién quy dinh tai khoan1 Biéu nay, noi dung thé hién trén nhan cé thé duoc ghi
d6ng thoi bang ngdn ngir khac. Noi dung ghi bang ngdn ngit khac phai tuong
tng ndi dung tiéng Viét. Kich thudc chir ghi bang ngdn ngir khac khong dugc
|6n hon kich thudc chir cia noi dung ghi bang tiéng Viét.

3. Thudc thi y nhap khau vao Viét Nam ma trén nhan goc chua thé hién
hoac thé hién chua da nhitng noi dung bat budc bang tiéng Viét thi phai



c6 nhan phu thé hién nhitng ndi dung bat budc bang tiéng Viét va giir nguyén
nhan géc cua thudc.

4. Nhirng ndi dung sau c6 thé ghi bang cac ngdn ngit khac c6 goc chir cai
La-tinh:

a) Tén biét duoc, tén gbc hoic tén chung qudc té cua thudc;

b) Tén chung qudc té hoic tén khoa hoc c4c thanh phan, thanh phan dinh
lwgng cua thude trong trudng hop khong dich duoc ra tiéng Viét hoac dich duoc
ra tiéng Viét nhung khong co nghia;

c) Tén va dia chi doanh nghiép nudc ngoai san xuat, nhuwong quyén san
Xuat thudc.

5. Noi dung ghi trén nhan thubc tha y ké ca nhan phu va to huéng dan su
dung phai dam bao trung thuc, rd rang, chinh xac, phan anh dung ban chat cua
thudc.

Picu 7. Noi dung ghi trén nhin thudc thu y.

Noi dung bat budc phai thé hién trén nhan thudc thi y
Nhan thubc tha y phai ghi day da nhiing noi dung sau:
a) Tén thudc tha y;

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

¢) Quy céach dong goi;

d) Chi dinh, cach ding, chéng chi dinh; Thoi gian nguing st dung thude
(néu c6) dé khai thac trang, thit, sita dbi vai ting loai dong vat duoc chi dinh:;

d) Dang bao ché, s6 dang ky luu hanh, s6 16 san xuat, ngay san xuat, han
su dung, cum tir "Chi dung trong tha y*;

e) Cac dau hiéu can cha y

- Pbi véi thude tha y doc thudc bang A ghi thém cum tir (chir mau den):
"Khong dung qua liéu quy dinh".

- Pbi voi thude thi y doc thudc bang B ghi thém cum tir (chit mau do):
"Khong dung qua liéu quy dinh".

f) Tén va dia chi caa to chac, ca nhan chiu trach nhiém vé thudc tha y;
g) Xuat x cua thude tha y:

(Dbi véi thude san xuat tai Viet Nam dé luu thong trong nude, di ghi dia
chi ctia noi san xuat ra thuc d6 thi khong bat budc phai ghi xuat xa ).

h) Huéng dan sir dung thudc, huéng dan bao quan.



Trong truong hop khong thé hién duoc tat ca noi dung néu trén thi trén
nhan thudc phai ghi cac ndi dung néu tai cac cac diém a, b, ¢, d, e, f, g cua khoan
nay. Nhitng noi dung bat budc khac phai dugc ghi trong nhan phu hoic trong to
huéng dan sir dung thude va trén nhan thudc phai chi ra noi ghi cac ndi dung do.

Cac noi dung khéc thé hién trén nhan thudc tha y

Ngoai nhitng noi dung bt budc quy dinh tai khoan 1 Diéu 8 Théong tu
nay, c6 thé ghi thém cac ndi dung khac 1&n nhan, vi du sb hiéu tiéu chuan chat
lrong. Nhitng noi dung nay phai dam bao trung thuc, chinh xac, khéng duoc
lam hiéu sai ban chat, céng dung cua thudce, khong dugc 1am hiéu sai noi dung
khéc cua nhan.

Noi dung ghi trén nhan nguyén liéu 1am thudc tha y
Nhan nguyén liéu lam thudc tha y phai c6 nhitng noi dung sau:
a) Tén nguyén liéu;

b) Ham luong hodc néng d6 (néu co);

c) Tiéu chuan caa nguyén liéu;

d) Khdi luong tinh hoic thé tich;

d) S6 16 san xuat, ngay san Xuat;

e) Han dung, diéu kién bao quan;

f) S6 ding ky luu hanh (néu cd);

g) Tén, dia chi co s& san xuat;

h) Xuat xtr caa nguyén liéu;

(Dbi voi nguyén lidu san xuat tai Viét Nam dé luu thong trong nude, da
ghi dia chi ctia noi san xuét thi khong bat budc phai ghi xuat xt).

i) Tén, dia chi co s& nhap khau (dbi véi nguyén liéu nhap khau);
k) Cac dau hiéu can chl .

4. Noi dung ghi trén nhan vi thubc tha y

Nhan trén vi thudc tha y tdi thiéu phai c¢6 nhitng noi dung sau:
a) Tén thudc tha y;

b) Hoat chat, ham luong: thudc thd y & dang phdi hop c6 it hon hoic bang
3 hoat chat thi phai ghi du hoat chat, ham lugng cua tirng hoat chat;

c) S6 16 san xuat, han ding, s6 dang ky luu hanh;

d) Tén co s& san xuat. Tén co s& san xuat co thé viét tit nhung phai bao
dam nhan dién duogc tén co s san Xuat.



Vi thudc phai dugc chira trong bao bi ngodi c6 nhén thé hién day du noi
dung quy dinh tai khoan 1 Diéu 7 Thong tu ndy.

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

a) Nhan thudc tha y trén bao bi truc tiép co kich thudc nho, co thiét ké
hinh dang dic biét khong thé trinh bay du cac noi dung bét budc theo quy dinh
tai khoan 1 Diéu 7 Thong tu nay, thi ti thiéu phai c6 cac noi dung sau:

- Tén thudc tha y;

- Hoat chat, ham lwong: thubc thi y & dang phdi hop cé it hon hoic bang
3 hoat chét thi phai ghi du hoat chat, ham lugng cua tirng hoat chat;

- Thé tich hoic khéi luong;

- S6 16 san xuat, han ding, s6 dang ky Iuu hanh;

- Tén co s& san Xuat c6 thé viét tat nhung phai dam bao nhan dién dugc.

b) Cac bao bi truc tiép chira dung céc loai thude tha y trén phai dugc chira
trong bao bi ngoai c6 nhan thé hién day da noi dung quy dinh tai khoan 1 Diéu 8
Thong tu nay.

Picu 8. Cach ghi nhin thudc thu y

Tén thudc thi y

a) Tén thudc thi y do t6 chuc, ca nhan san xuat, kinh doanh thuéc tha y tu
dat. Tén thudc khong dugc 1am hiéu sai léch vé ban chat va cong dung cua
thudc. Chir viét tén thudc trén nhan phai dam nét, ndi bat.

Truong hop biét duoc 1a don chat thi phai ghi tén goc hoic tén chung
qudc té ngay sau tén biét duoc.

b) Tén thudc cé thé duoc dat theo: tén gbc; tén chung qudc té (tén INN);
Tén biét duoc.

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

a) Ghi thanh phan tat ca cac hoat chat va ta duoc dung dé san xuat va ton
tai trong thudc thanh pham ké ca truong hop hinh thirc céc loai nguyén liéu trén
da bi thay doi trong qua trinh san xuat theo quy dinh tai khoan 1 Diéu 18 Nghi
dinh 89/2006/ND-CP.

b) Ghi tat ca hoat chat va ham lwong hoic nong do cua tirng hoat chat cho
mot don vi chia liéu nho nhat hodc cho mot don vi dong goéi nhé nhat. Tén hoat
chat ghi theo tén géc hoic tén chung qudc té.

¢) Truong hop tén cua thanh phan duoc ghi trén nhan thude tha y dé gay
su chti y d6i voi hang héa thi thanh phan d6 bat budc phai ghi dinh lugng.

d) Ngoai nhiing ndi dung trén, riéng d6i véi thude tha y thuy san ghi thém

cong thic cau tao hoic thanh phan ciu tao.
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d) Pon vi do luong

Ghi don vi do dinh luwong trén nhan thudc thi y bang tén diy du hoic ky
hiéu cua don vi do.

Quy cach dong goi

a) Ghi quy cach dong géi cua thude 1a ghi sé luong, khdi lugng tinh, thé
tich thuc caa thudce chira dung trong bao bi thuong pham cua thuée.

b) Quy cach déng goi cua thude phai ghi theo sé dém ty nhién.

¢) Cach ghi cu thé dbi véi mot sé loai, dang thudc thil y nhu sau:

- Thuéc tha y dang vién: Ghi sé luong vién, ham lwong hoat chat/vién;

- Thuéc tha y dang bot: Ghi khéi luong tinh;

- Thuéc tha dang long: Ghi thé tich thuc;

- Thuéc kich duc cho ca dé va mot sb hoat chat khac: Ghi don vi Québc

té U (hozc UI).

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

4. Chi dinh, cach dung, chéng chi dinh va thoi gian ngiing st dung thude
(néu co)

a) Chi dinh diéu tri cho timg loai dong vat ghi trén nhan phai phi hop voi
cong dung cuaa thude.

b) Cach dung phai ghi rd dudng ding, liéu dung, thoi gian ding thuéc.

¢) Néu thudc c6 chéng chi dinh thi phai ghi 18 cac truong hop khong dugc
ding thuéc.

d) Chi dinh, cach dung, chéng chi dinh cé thé ghi theo mét trong hai cach
nhu sau:

- Ghi tryc tiép trén bao bi thuong pham cua thudc;

- Truong hop nhin 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, chdng chi dinh: xin doc trong td hudng dan st dung” va phai
c6 to huong dan sir dung kém theo bao bi thuong pham cua thuéc.

d) Thoi gian ngung s dung (néu c6) cua thudc: Ghi chi tiét thoi gian
ngung str dung thude dbi vai timg loai dong vat duoc chi dinh str dung thude.

Thoi gian ngirng sir dung thudc phai twong ang véi thai gian ghi trong HO
so dang ky luu hanh.



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

a) Dang bao ché cua thudc tha y ghi: thudc vién, thuéc bot, thudc dung
dich tiém, thudc hdn dich tiém, thuc bot pha tiém, thudc dung dich udng...

b) S6 dang ky luu hanh 1a ky hiéu duge Cuc Thi y cip cho mét san pham
thudc thu y dé chiing nhan thube d6 da dang ky luu hanh tai Viét Nam. Ghi 1a
SDK: XX-XXXX-XX

c) Sb 16 san xuat, ghi nhu sau:

- S6 16 san xuat; XXXX; hodc S6 16 SX: XXXX. CAu trdc cua s6 16 san
xuat do co s¢ san xuat tu quy dinh.

d) Cach ghi ngay, thang, nam d6i v4i ngay san xuat, han st dung, han bao
quan cu thé nhu sau:

- Ngay san xuat, han str dung trén nhan duoc ghi day da hoac ghi tat bang
chir in hoa la: NSX, HSD, theo thir tu ngay, thang, nam cta nam duong lich.
MJi s6 chi ngay, chi thang, chi nam ghi bang hai chit s6, duoc phép ghi sé chi
nam bang bon chir s6. S6 chi ngdy, thang, ndm ciia mot moc thoi gian phai ghi
cung mot dong.

- Quy dinh cach ghi ngay, thang, nam dbi véi ngay san xuat, han sir dung
tai Biéu 16 Nghi dinh 89/2006/ND-CP

- Truong hop khong ghi duoc chit "NSX", "HSD" cung véi chit s6 chi
ngdy, thang, nim thi phai huéng dan trén nhan.

- Truong hop trén nhan ghi thoi gian san xuat "NSX" va han st dung
"HSD" bang tiéng nudc ngoai thi phai huéng dan trén nhan.

- Truong hop trén nhan ghi ngay san xuat, han dung bang tiéng nudc
ngoai thi trén nhan phu phai ghi: ngay san xuat, han dung hozc viét tat bang chir
in hoa NSX, HSD xem “Mfg Date” “Exp Date” trén bao bi.

d) biéu kién bao quan 1a cac yéu té vé khi hau dé khdng 1am bién do6i chat
luong thudc. Phai ghi rd diéu kién can thiét dé bao quan thudc trén nhan thudc.
Vi du: Bao quan ¢ noi kho thoang, nhiét o khong qué 30°C.

6. Céc dau hiéu can luu y

a) Thudc tiém, thudc bot pha tiém ghi & duong dung cua thude. Puong
ding cua thudc co thé viét tat: tiém bap (tb), tiém dudi da (tdd), tiém tinh mach
(tm).

b) Thubc nhé mét, tra mét ghi dong chir “Thudc tra mat”.
¢) Thudc dung ngoai da ghi dong chir “Thubc dung ngoai”.
d) Thudc dong éng dé ubng ghi dong chir “Khong duoc tiém”.



d) Ddi voi mot sb loai hod chat dung trong tha y can chl v phai ghi cac
chi tiéu chat luong dic trung va néu 1a hoa chat dé chay, nd, doc hai, an mon
phai ghi thém nhiing canh bao twong tng, néu I1a hoa chat chira trong binh chiju
ap luc can ghi thém sé hiéu binh, dung lwgng nap, canh b4o nguy hai.

e) Trén nhan thudc tha y phai ghi nhitng canh bao (néu c6) nham d¢am bao
su an toan cho ngudi khi sir dung dé diéu tri bénh cho gia stc, gia cam.

f) Cach ghi céc dau hiéu luu ¥

- Céc chir, diu hiéu luu ¥ phai duoc in rd rang, ddm nét dé co thé nhan
biét duoc dé dang;

- Truong hop mot loai thube thd y c6 nhiéu dau hiéu can luu ¥, can ghi
day du cac dau hiéu luu y do.

7. Tén, dia chi té chuc, ca nhan san xuat chiju trach nhiém vé thubc

a) Tén va dia chi to chuc, ca nhan san xuat, chiu trach nhiém vé thudc

khéng duoc viét tat.

b) Cach ghi tén va dia chi cua to chirc, ca nhan chiu trach nhiém vé thubc
nhu sau:

- Thudc tha y duoc san xuat trong nude thi ghi tén, dia chi ciia co s& san
xuét thudc do;

- Thudc thi y nhap khau dé luu hanh tai Viét Nam thi ghi:

+ Tén, dia chi cua to chirc, c& nhan san xuat, nudc san Xuat;

+ Tén, dia chi cua to chac, ca nhan nhap khau.

Tén cua co so san xuat khong duoc nho hon tén ciia co sd nhap khau.

- Thudc thi y dugce dong goi tir ban thanh pham caia nha san xuat khac thi
ghi tén, dia chi co s& dong goi va tén co s& san xuat ban thanh pham.

Tén cia co sé dong goi phai ghi & ciing mot chd va co kich thudc bang
Vi tén co so san xuat ban thanh pham.

- Thudc tha y dugc san xuat nhuong quyén hodc cho phép caa mot to
chirc, ca nhan khac thi phai ghi:

“San xuat theo nhuong quyén cua: (ghi tén co sd nhugng quyén) tai: (ghi
tén co s& nhan nhuong quyén)” va dia chi cua co sé nhan nhuong quyeén:

Tén cua co so nhan nhuong quyén khéng dugc nho hon tén cia co s
nhuong quyén.

- Thudc thi y san xuat gia cong thi ghi: “San xuat tai: (ghi tén bén nhan
gia cong) theo hop dong véi: (ghi tén bén dat gia cong)” va dia chi cua bén nhan
gia cong;
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Tén ctia bén nhan gia cong khong dugc nho hon tén cta bén dat gia cong.

- Truong hop thude thu y duoc san xuat ngay tai noi dang ky kinh doanh
thi trén nhan ghi tén va dia chi co s¢ san xuit theo diang ky kinh doanh.

- Truong hop thude thi v dugc san xuat tai cac dia diém khac ngoai noi
dang ky kinh doanh thi trén nhan phai ghi dja chi cia noi san xuit ra san pham,
hang hoa do.

¢) Trudng hop trén nhén c6 ghi tén, dia chi co s¢ phan phdi thi tén, dia chi
cta co s& phan phdi phai ghi & ciing mot chd véi tén, dia chi ciia co s san xuat
va ¢6 kich thude khong dugc 16n hon tén cia co s San Xuat.

d) Tén cua to chuc, ca nhan chiu trach nhiém vé thudc phai ghi tén day du
clia co s& duoc ghi trong cac van ban phap 1y lién quan dén viéc thanh lap co s
d6. C6 thé ghi thém tén giao dich nhung kich thuéc khong dugc 16n hon tén day
du.

d) Dia chi co s san xuat, co s& dong goi, co sé nhan nhuong quyén, co
s& nhan gia cong: ghi s6 nha, duong phd (thon, x6m), xa (phudng, thi tran),
huyén (quan, thi x&, thanh phd thuoc tinh), tinh (thanh phé truc thudc trung
uong).

8. Xuat x& cua thube tha y

a) Doi vai thudc nhap khau: Ghi “san xuat tai” hodc “xuit Xt~ kém tén
nuéc hay ving 1anh tho san xuét ra thude do.

b) B6i voi thude san xuat tai Viét Nam dé luu thong trong nudc da ghi dia
chi ctia noi san xuat ra thuc d6 thi khdng bat budc ghi xuat xir caa thudc.

c) Xuét xt cua thubc phai dugc ghi trén bao bi ngoai va bao bi tryc tiép
cua thudc.

9. Huéng dan sir dung thudc tha y

a) Thudc ghi nhin theo quy dinh tai Thong tu nay phai c6 Td hudng dan
st dung bang tiéng Viét, ¢d thé in noi dung cua To hudng dan sir dung thude 18n
bao bi dong géi hodc nhan trung gian thay cho to huéng dan di kem.

Kich thudc, mau sic cua chix ghi trén to hudng dan st dung phai du 16n,
rd rang dé dé dang nhan biét cac noi dung bang mat thuong.

b) To hudng dan sir dung thude phai bao gom nhitng noi dung sau:

- Tén thuéc tha y;

- Thanh phan, cdng thirc cho mét don vi chia liéu nho nhat hoic cho mot
don vi déng goi nho nhat. Trong cong thic phai ghi tat ca hoat chat va ta duoc
bang tén gbc hoac tén chung qudc té. Ghi ré ham luong hoic néng do cua ting
hoat chat, khéng bat budc ghi ham luong hoic nong do cua ta duoc;
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Dbi véi nhitng nguyén liéu 1am thube tha y nhap khau khéng cé tén tiéng
Viét thi ghi t&n nguyén liéu theo nudc xuét khau va tén La-tinh.

- Dang bao ché cua thuéc;

- Quy céach dong gou;

- Chi dinh;

- Liéu dung, cach dung, dudng dung:

+ Ghi 16 luong thudc cho mét lan dua vao co thé dong vat duoc chi dinh
hay luong thudc ding trong mot ngay;

+ Ghi rd liéu dung cho ting loai, ting lta tudi cua dong vat dugc chi dinh
ding thuéc;

+ Ghi 16 duong ding, thoi diém dung thude, cach ding thude dé dat hiéu
qua cao nhat.

- Chéng chi dinh (néu co): phai ghi 18 cac truong hop khong duoc ding
thudc d6i voi ting loai, ting lta tudi dong vat;

- Than trong khi dung thuéc tha y: phai ghi rd cac phong ngura, than trong
khi sir dung thudc; cac khuyén cao dic biét doi vai moi trudng, ngudi st dung
thude va dong vat duoc chi dinh ding thudc;

- Tuong tac cua thudc voi cac thudc khac va cac loai tuong tac khac (néu
c6) ¢ thé anh hudng dén tac dung cua thudc;

- Tac dung khéng mong mudn (néu co6): phai ghi rd cac tac dung khong
mong muon c6 thé gap phai khi sir dung thude .

Ghi 16 cac truong hop phai ngung st dung thude, cac truong hop phai
thdng bao cho bac sy thu y.

- Tém tit dic tinh duoc luc hoc, duoc dong hoc (d6i vai thude méi va biét
dugc );

- Qua liéu va cach xu tri (néu c6): cac biéu hién khi sir dung thudc qué
lidu va phwong phéap khic phuc, cap cau;

- C4c dau hiéu luu y va khuyén cdo: phai ghi cac dau hiéu luu y theo quy
dinh tai khoan 6 Piéu 9 Thong tu nay.

- Piéu kién bao quan: ghi rd diéu kién can thiét dé bao quan thuéc;

- Han dung cua thudc: ghi nhu quy dinh tai khoan 5 Piéu 9 Thong tu nay
hoac ghi la khoang thoi gian ké tir ngay san xuét (vi du: Han dung: 24 thang ké
tir Ngay san Xuat).

Ghi thoi han st dung cua thude ké tir khi mé nap bao bi truc tiép ddi voi
thudc chua phan liéu.
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- Tén, dia chi cta t6 churc, ca nhan chiu trach nhiém veé thuéc.

10. Céch ghi nhan phu

Nhan phu phai duoc gan trén bao bi ngoai cua thudc tha y va khong duoc
che khuat noi dung cua nhan géc. Noi dung ghi trén nhan phu khong dugc 1am
hiéu sai Iéch noi dung cua nhan géc va té chuc, ca nhan ghi nhan phai chiu trach
nhiém trugc phap luat vé tinh chinh xac, trung thuc ddi voi noi dung ghi thém.
Céch ghi nhan phu nhu sau:

a) Truong hop nhan phy ¢6 dién tich da rong thi ghi toan b ndi dung bat
budc theo quy dinh tai khoan 1 Diéu 8 Thong tu nay.

b) Truong hop nhén phu c6 dién tich nho khong thé ghi day du nhiing noi
dung bat budc thi it nhat phai ghi cac noi dung sau:

- Tén thubc;

- Hoat chit, ham lugng hoic ndng do;

- Tén t6 chuc, ca nhan chiu trach nhiém vé thudc;

- S6 dang ky luu hanh;

- Quy cach dong goi;

- Ngay san xuat, han dung, sb 16 san xuét.

- Xuét x&r cua thuéc.

Céc noi dung bat bugc khac con thiéu phai ghi trong To hudng dan sur
dung. Khi d6 trén nhan phu phai ghi dong chir: “Cac thong tin khac dé nghi xem
trong to huéng dan sir dung kém theo” va coi phan ghi trén to huong dan su
dung da duoc chi ra trén nhén phu la mét phan caa nhén phu.

¢) Truong hop nhan goc st dung ngon ngit ¢6 nguon goc chit cai La-tinh
ma cac ndi dung dudi day da co trén nhan goc thi dugc phép khong dich sang
tieng Viét va khong can thé hién trén nhan phu:

- Tén biét duoc, tén gdc hoic tén chung québc té cua thudc;

- Tén chung québc té hoac tén khoa hoc cua timg thanh phan cua thudc
trong truong hop khong dich duoc ra tieng Viét hoac dich dugc ra tieng Viét
nhung khong c6 nghia;

- Teén va dia chi doanh nghiép nuéc ngoai san Xuit, nhuong quyén san
xuat thuoc.
CHUONG III
KIEM NGHIEM THUOC THU Y

Piéu 9. Hé thong kiém nghiém thudc tha y

1. Co s¢ kiem nghiém cua Nha nuéc: Trung tim Kiém nghiém thuoc thd
y Trung wong I va Trung tam Kiém nghiém thuoc thi y Trung wong II

2. Phong kiém nghiém thudc cia cac co s san xuat, kinh doanh thudc,
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cac co s lam dich vu kiém nghiém thudc.

Pi¢u 10. Hoat dong ciia co’ s¢ kiém nghiém thudc tha y

1. Co s6 kiém nghiém ctia Nha nudc:

a) Kiém tra, danh gia chit luong thudc trén pham vi toan quéc.

b) Tham dinh tiéu chuan chat luong thude va cac san pham khac theo yéu
cau cua Bo Nong nghi¢p va Phat trién ndng thon.

¢) Thyc hién dich vu kiém nghiém.

d) Cac hoat dong khac theo quy dinh cua phap luat co6 lién quan.

2. Phong kiém nghiém thudc ctia cac co s& san xuit, kinh doanh thude,
cac co s¢ lam dich vu kiém nghi€m thudc:

a) Phong kiém nghié¢m thude cua co s& san xudt, kinh doanh 1a bd phan
kiém nghiém, tu kiém tra chat lugng thuoc cta co sd, chiu trach nhi€ém vé hoat
dong kiém tra chat lugng thudc tai co s¢; thuc hién vi¢c phan tich, kiém nghiém
xac dinh chat lugng nguyén li€u, phu li¢u lam thuoc, ban thanh pham trong qua
trinh san xuat, thudc thanh pham va cac tham gia vao cac hoat dong lién quan
dén danh gia, kiém soat di€u kién bado dam chat luong thudc khac theo quy dinh
cua co so.

b) Co so lam dich vu kiém nghiém thuéc: 1am dich vu phan tich, kiém
nghiém nguyén li€u lam thudc, ban thanh pham trong qua trinh san xuat, thuoc
thanh pham cho céc co s¢ san xuat, kinh doanh thudec.

Truong hop doanh nghiép lam dich vu kiém nghiém thudc tham gia vao
hoat dong phan tich, kiém nghiém thudc phuc vu cho cong tac quan 1y, kiém tra
nha nuéc vé chat luong thude, doanh nghiép phai 1am cac thu tuc ding ky linh
vuc hoat dong danh gia sy pht hop vi Bo Nong nghiép va Phat trién nong thon
va Bo Khoa hoc va Cong nghé theo quy dinh tai Thong tu sd 08/2009/TT-
BKHCN ngay 08/4/2009 ctia Bé Khoa hoc Cong nghé huéng din vé yéu cau,
trinh ty, thu tuc dang ky linh vyc danh gia sy phu hop va cac quy dinh co lién
quan.

Piéu 11. Quy dinh vé ap dung tiéu chuin chat lwong trong kiém
nghiém thudc

1. Viéc kiém nghiém thudc phai tién hanh theo dung tiéu chuan chat
luong thude cua co s san Xuat, co so nhap khau di dang ky, xin phép luu hanh
va dugc Cuc Tha y chap nhan.

Truong hop ap dung phuong phap khac khong theo phuong phap trong
tiéu chuan da dang ky thi phai duoc su chap thuan caa Co so kiém nghiém Nha
nuéc tham dinh va quyét dinh chap nhan phuong phap ap dung.

2. Trudng hop ¢d nghi ngd vé thanh phan hoic chat lwong thube, co sé
kiém nghiém caa Nha nuéc vé thude duoc &p dung cac phuong phap khac véi cac
phuong phap trong tiéu chuan di dang ky dé kiém tra va dua ra két qua kiém

nghiém chét luong thudc.
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CHUONG IV n
KHAO NGHIEM, SAN XUAT, BUON BAN, NHAP KHALU,
LUU HANH THUOC THU Y

Muc 1
KHAO NGHIEM THUOC THU Y
Piéu 12. Cac trudong hop thudc thi y mién khao nghiém

1. Thudc tha y dang duoc pham, héa chat, ché pham sinh hoc (trir vac xin,
khang thé) dang dugc phép luu hanh tai it nhat mot trong cac nudc thuée EU,
M¥, Nhat Ban, Uc, Canada.

2. Thudc thi y dang duoc pham, hoa chat, ché pham sinh hoc (trir vac xin,
khang thé) dugc san xuat gidng véi thudc tha y dang dugce phép luu hanh tai it
nhat mot trong cac nudc thuoc EU, My, Nhat Ban, Uc, Canada vé cong thtec,
dang bao che, cong dung, chi dinh dicu tri, liéu luong st dung, thoi gian ngung
st dung thuéc.

3. Can cur kha niang san xuat thudc thl y cua cac nudc khac ngoai déi tuong
quy dinh tai khoan 1, 2 Biéu nay, Cuc Thi y xem xét trinh Bo truong Bo Nong
nghiép va Phaét trién ndng thén bo sung nudc cd thude thi y duoc mién khao
nghiém.

Dleu 13. Chi tieu khao nghiém thuoc thi y dang dwoc pham, hoa chat,
ché pham sinh hoc (trir vic xin, khang thé)

1. Chi tiéu an toan:

a) Ddi voi cac loai dong vat duoc chi dinh st dung thudc;

b) Béi véi méi trudng nudi trong thity san: DO, pH, do trong;

c) Chi tiéu du luong dol Véi san pham dong vat: thoi gian ngiing st dung
thudc trudc khi thu hoach, giét mé.

2. Chi tiéu hiéu luc: Ddi véi cac loai dong vat duogc chi dinh sir dung thudc.
a) Thé trang cta dong vat sau khi khao nghiém;

b) Ty 1€ @dong vat khoi bénh sau khi khao nghiém.
3. Céc chi tiéu k thuat khéac (néu trong hé so dang ky luu hanh).

biéu 14. ‘Quy mo va thoi gian khao nghiém thudc thi y dang dwoc
pham, héa chat, ché pham sinh hec (trir viac xin, khang thé)

1. Quy m6 khao nghi¢m.

a) Poi voi dong vat trén can: Gia Cam tol thiéu 300 con; Lon t6i thiéu 40
con; Trau, bo, dé, cuu, ngua, ch6, méo tdi thiéu 20 con; sé lugng vat nudi khac
do Cuc Tha 'y quyét dinh va ghi trong Quyét dinh khao nghiém;

b) Bdi véi dong vat thay san: Tién hanh khao nghiém trong diéu kién
phong thi nghiém va tai viing nudi tir 3 ao, 1ong nudi tro Ién;

C) Trong ting truong hop cu thé viéc xac dinh s6 lugng dong vat, khao
nghiém va sé6 mau huyét thanh phai Iay kiém tra dé cd két qua tin cay vé théng
ké s& duoc qui dinh cu thé trong quyét dinh khao nghiém.
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2. Thoi gian khao nghiém dugc xac dinh dua trén liéu trinh diéu tri cua
thuéc.

Piéu 15. Chi tiéu khao nghiém vic xin, khang thé.

1. Chi tiéu an toan ddi véi cac loai dong vat dugc chi dinh st dung;

2. Chi tiéu hiéu luc d6i voi cac loai dong vat duoc chi dinh st dung.

a) Ty Ié dong vat cd khang thé sau khi tiém:

b) Ty 1& bao ho.

3. Céc chi tiéu k thuat khéc (néu trong hd so dang ky luu hanh).

Piéu 16. Quy mé va thai gian khao nghiém vic xin, khang thé

1. Quy mo khao nghiém

a) Gia cémqtéi thiéu 300 con; Lon t6i thiéu 40 con; Trau, bo, dé, ciru, ngua,
cho, meo toi thieu 20 con; Ca toi thieu 1000 con;

b) Trong trudng hop dac biét, viée xac dinh s6 luong dong vat khao nghiém
duogc qui dinh cu thé trong quyét dinh khao nghiém.

¢) Viée xac dinh s6 luong mau huyét thanh lay kiém tra khang thé phai dam
bao két qua tin cay ve thong ké.

~ 2. Thai gian khao nghiém dugc xéc dinh d6i voi tung loai viac xin, khang

the.

Piéu 17. Chi tiéu, quy md khao nghiém KIT xét nghiém

1. Chi tiéu: theo tiéu chuan co s& cua nha san xuat cong bé, bao gom:

a) Do nhay phan tich;

b) Tinh dic hiéu

2. Quy m6~khéo nghiénj: Thuc hién trong phong thi nghiém, it nhat 30
phan &tng cho moi loai san pham.

Piéu 18. Ho so ding ky cap, cap lai gidy phép khao nghiém thudc thay

1. Mau don dang ky cap, cap lai gidy phép khao nghiém thudc thi y theo
Phu luc 1, 2 ban hanh kém theo Thong tu nay.

2. Tai liéu ky thuat cua ting loai thuéc khao nghiém bao gom:

a) Ban tom tat dic tinh caa san pham;

b) Thong tin ky thuat vé chat luong caa san pham;

¢) Thdng tin ki thuat vé d6 an toan va hiéu luc caa san pham;

d) Phiéu kiém nghiém cua co s& san Xuat;

d) Phiéu !(iém nghiém cua co so kiém nghiém cua nha nuéc hodc co s6
lam dich vu kiém nghiém thuoc thu y dugc chi dinh;
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e) bé cuong khao nghiém;

g) Hop dong khao nghiém giira co s¢ diang ky va co s khao nghiém.

Piéu 19. Bo céo két qua khao nghiém

Co §6 thue hién khao nghiém phai bao céo Cuc Thu y két qua khao nghiém
cham nhat sau 15 ngay, ké tir ngay két thc qué trinh khao nghiém. Béo cdo phai
can ctr vao dé cuong khao nghiém, bao gom nhitng noi dung néu tai Phu luc 3
ban hanh kém theo Thong tu nay va phai c6 xac nhan ciaa don vi giam sat khao
nghiém.

Muc 2
SAN XUAT, BUON BAN, NHAP KHAU THUOC THU Y

Picu 20. Miu ho so ding ky cap, cap lai Gidy chirng nhan da diéu
kién san xuat thuoc tha y.

1. MAu don dang ky cap, cap lai Giay ching nhan du diéu kién san xuat
thuoc thd y theo Phu luc 4, 7 ban hanh kém theo Thong tu nay.

2. Ban thuyét minh chi tiét vé diéu kién san xuét: Phu luc 6 ban hanh kém
theo Thong tu nay.

Piéu 21. Miu ho so diang ky cap, cap lai Gidy ching nhan da diéu
kién budn ban, nhap khau thudc thay

1. Méu don dang ky cAp, cap lai Giay chang nhan du dieu kién budn ban
thuoc thd y theo Phu luc 5, 8 ban hanh kém theo Thong tu nay.

2. Ban thuyét minh chi tiét vé co sé vat chat, ky thuat theo Phy luc 7 ban
hanh kém theo Thong tu nay.
Muc 3
NHAP KHAU THUOC, NGUYEN LIEU THUOC THU Y

Piéu 22. Ho so diang ky nhap khau thudc tha y, nguyén liéu thudc
thay.

1) H6 so nhap khau thude thi y dé phong, chéng dich bénh dong vat khan
cap, khac phuc hau qua thién tai, gom:

a) Pon ding ky nhap khau thubc thi y (Phu luc 9 ban hanh kém theo
Thong tu ndy). Bong thoi gui qua thu dién ta (ban word, excel);

b) Ban sao Giay chiing nhan dang ky kinh doanh hoic Giay chiing nhan
dang ky doanh nghiép hoic Gidy phép dau tu cua doanh nghiép véi nganh nghé
phU hop cua to chirc, ca nhan dé nghi cip Giay phép nhap khau thubc tha y;

¢) Gidy chtring nhan thyc hanh tot san xuat thubc (GMP) hoac Gidy chiing
nhan hé thong quan Iy chat lwong (1SO) hoic tiéu chuan twong duong ctia nha
san xuat (ddi vai mot sé hda chat théng dung);
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d) Gidy chang nhan luu hanh san pham (CFS, CPP, MA) do co quan c6
tham quyén cua nudc xuat khau cap;

d) Phiéu phan tich chat luong san pham (CoA) cua nha san Xuat;
e) Nhan san pham.

2) Ho so nhap khau mau thude tha y dé kiém nghiém, khao nghiém, ding
ky luu hanh, gom:

a) Pon ding ky nhap khau thubc thi y (Phu luc 9 ban hanh kém theo
Thong tu ndy). Bong thai guri qua thu dién ta (ban word, excel);

b) Ban sao Gidy chiing nhan ding ky kinh doanh hoic Gidy chiing nhan
dang ky doanh nghiép hoac Gidy phép dau tu cua to chirc, ca nhan dé nghi cap
Giay phép nhap khau thudc thi y (d6i véi to chirc lan dau nhap khau);

¢) Gidy chiring nhan thyc hanh tot san xuat thuéc (GMP) hoac Giay chiing
nhan hé thong quan Iy chat luong (1SO) hoic tiéu chuan twong duong ciia nha
san xuat (ddi vai mot sé hda chat théng dung);

d) Giay chang nhan Iuu hanh san pham (CFS, CPP, MA) do co quan c6
tham quyén cta nudc xuat khau cap;

d) Phiéu phan tich chat lugng san pham (CoA) caa nha san Xuat;
e) Tom tat dac tinh san pham (di véi san pham méi);
g) Nhan san pham.

3) Ho so nhap khau thudc thu y dé tham gia trung bay trién 13m, hoi cho,
nghién cau khoa hoc, gom:

a) Pon ding ky nhap khau thubc thi y (Phu luc 9 ban hanh kém theo
Thong tu nay). Bong thoi gui qua thu dién ta (ban word, excel);

b) Ban sao Giay chiing nhan dang ky kinh doanh hoic Giay chiing nhan
dang ky doanh nghiép hoic Gidy phép dau tu ciia t6 chirc, c4 nhan dé nghi cap
Giay phép nhap khau thudc thi y (d6i véi to chirc 1an dau nhap khau);

¢) Ban sao tai liéu chizng minh muyc dich caa viéc nhap khau thube tha y;
d) Phiéu phan tich chat lugng san pham (CoA) caa nha san Xuat;

d) Tom tat dac tinh san pham (d6i voi san pham mai);

e) Nhan san pham.

4) Hb so nhap khau thudc thi y dé chira bénh d6i v6i dong vat tam nhap
tai xuat, quéa canh I&nh thé Viét Nam, tam nhdp tai xuat, gia cong xuat khau theo
hop dong di ky vai to chirc, ca nhan nudc ngoai, gom:

a) Pon ding ky nhap khau thubc thi y (Phu luc 9 ban hanh kém theo
Thong tu ndy). Pong thoi guri qua thu dién ta (ban word, excel);
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b) Phiéu phan tich chat lwong san pham (CoA) cia nha san xuat;

¢) Ban sao tai liéu chizng minh muc dich cua viéc nhap khau thube tha y;

d) Nhan san pham.

5) Hb so nhép khau nguyén liéu, thudc ding dé chan doan, xét nghiém,
kiém nghiém vé tha y;

a) Pon ding ky nhap khau thubc thi y (Phu luc 9 ban hanh kém theo
Thong tu ndy). Bong thai guri qua thu dién ta (ban word, excel);

b) Phiéu phan tich chat lwong san pham (CoA) cia nha san Xxuat;

c) Tom tat dac tinh san pham;

d) Nhan san pham.

6) H6 so nhap khau thude tha y vién tro ctia cac to chic quéc té va cac
hinh thirc nhap khau phi mau dich khéac.

a) Pon ding ky nhap khau thubc thi y (Phu luc 9 ban hanh kém theo
Thong tu nay). Bong thoi gui qua thu dién ta (ban word, excel);

b) Ban sao Giay chiing nhan diang ky kinh doanh hoac Gidy chiing nhan
dang ky doanh nghiép hoic Gidy phép dau tu cua doanh nghiép vaéi nganh nghé
phU hop cua to chirc, ca nhan dé nghi cap Giay phép nhap khau thudc tha y;

¢) Giay chting nhan thyc hanh tot san xuat thuéc (GMP) hoac Giay chiing
nhan hé thong quan Iy chat lwong (1SO) hoic tiéu chuan twong duong ciia nha
san xuat (ddi vai mot sé hda chat théng dung);

d) Giay chiang nhan luu hanh san pham do co quan c6 tham quyén cua
nuéc xuat khau cap (CFS, CPP, MA);

d) Phiéu phan tich chat luong san pham (CoA) ctia nha san Xuat;

7. Ho so nhap khau nguyén liéu lam thude tha y, gom:

a) Pon ding ky nhap khau thubc thi y (Phu luc 9 ban hanh kém theo
Thong tu ndy). Bong thoi gui qua thu dién ta (ban word, excel);

b) Giay chitng nhan thuc hanh tot san xuét thuéc (GMP) hoic Gidy ching
nhan hé thong quan Iy chat lwong (1SO) hoic tiéu chuan twong duong ctia nha
san xuat (ddi vai mot sé hda chat théng dung);

¢) Gidy chitng nhan luu hanh san pham (CFS, CPP, MA) do co quan c6
tham quyén cua nudc Xuat khau cap;

d) Phiéu phan tich chit luong san pham (CoA) cua nha san Xuat;

d) Ban sao Gidy chuing nhan da diéu kién kinh doanh nhap khau thubc tha
y cua co s& dé nghi cap phép nhap khau do co quan chuyén nganh thi y ¢ Trung
wong cap (ddi véi co so kinh doanh nhap khau nguyén liéu lan dau nhap khau).
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e) B&o céo sé luong, muc dich sir dungdia chi co sé mua nguyén liéu
khang sinh cua 16 nguyén liéu khang sinh nhap khau lan trude, khi nop hd so
dang ky nhap khau nguyén liéu khang sinh 16 hang tiép theo vé Cuc Tha .

8. Ho so nhap khau vic xin, ché pham sinh hoc, vi sinh vat cd trong Danh
muc thudc tha y duoc phép luu hanh tai Viét Nam hodc di c6 gidy ching nhan
lwu hanh tai Viét Nam gom:

a) Pon ding ky nhap khau thudc tht y (Phu luc 10 ban hanh kém theo
Thong tu ndy). Bong thai guri qua thu dién ta (ban word, excel);

b) Ban sao chup Gidy chiing nhan du diéu kién kinh doanh nhap khau
thudc thi y cua co sé dé nghi cap phép nhap khau do co quan chuyén nganh thu
y & Trung wong cap (d6i véi té chirc 1an dau nhap khau);

9. Cac loai gidy chimg nhan GMP, ISO, CFS, CPP, MA, CoA kém trong
hd so ding ky co thé ndp ban chinh hoic ban sao c6 dong dau xac nhan cua
doanh nghiép.

Muc 4
PANG KY LUU HANH THUOC THU Y
Picu 23. Ho so ding ky luu hanh thudc tha y

1. Béi vai thude thi y méi dang dugce pham, hoa chat, ché pham sinh hoc
ho so dang ky gom:

a) Pon dang ky luu hanh (Phu luc 10);

b) Tom tat dac tinh cua san pham bao gom ca cac théng tin vé thanh phan,
thanh phan dinh luong, dang bao ché, quy cach dong géi, cong dung, chi dinh,
chéng chi dinh, huéng dan sir dung, huéng dan bao quan thubc, nhimg Iuu ¥ doi
véi dong vat duoc chi dinh, vai nguoi st dung va nhitng dac tinh k¥ thuat khac
cua san pham (Phu luc 17);

¢) Mau nhan san pham, to Huéng dan st dung;

d) Céc loai gidy chitng nhan GMP hoic ISO (dbi véi mét s6 loai hoa chat
théng dung); Gidy chiing nhan luu hanh do co quan ¢6 tham quyén ctia nudc San
Xuat cap (d6i voi thude nhap khau);

d) Quy trinh san XUAL:

e) Tiéu chuan chét luong va phuong phap kiém nghiém (day du, chi tiét),
Phiéu phan tich chat lugng caa co s¢ san Xuat;

g) Bao cdo vé cac sb lieu ching minh d6 an toan bao gom ca tai lidu
nghién ciu vé doc tinh (doc tinh cap, doc tinh ban truong dién, truong dién, doc
tinh té bao, kha nang gay ung thu). Nhiing nghién citu vé ton du trong tat ca cac
loai dong vat duoc chi dinh dung thudc;
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h) Béo céo vé cac sd liéu chirng minh hiéu luc cua san pham bao gom ca
cac tai liéu nghién ctru vé duoc ly thuc nghiém; vé dugc luc hoc, dugc dong hoc
va sinh kha dung cua san pham;

i) Thoi gian ngung str dung thude (néu co);

k) Tai liéu nghién ctu vé d6 6n dinh va thoi han str dung cua thudc;

m) Tai liéu nghién ctru vé lidu ding va liéu trinh diéu tri ddi véi tung loai
dong vat duoc chi dinh;

n) Phiéu phan tich chit lwong san phdm ctia nha san xuét va phiéu phan
tich chét luong san pham cua co quan kiém nghiém thudc tha y duoc chi dinh tai
Viét Nam cap;

p) Két qua khao nghiém;

) Ban cam két khéng vi pham cac qui dinh cua luat sé hitu tri tué (Phu
luc 16);

r) Céc thong tin ki thuat khac (néu co).

2. Béi véi thude dang duoc pham, hoa chat, ché pham sinh hoc duoc mién
khao nghiém tai Piéu 13 ciia Thong tu nay, ho so dang ky gom:

a) Cé4c noi dung quy dinh tai cac diém a, b, c, d, 4, e, i, k, n, g, r khoan 1
Diéu nay;

b) Nhitng thong tin vé thuéc tham khao (tén san pham, tén nha san xuat,
cong thirc, dang bao ché, cong dung, chi dinh diéu tri, chdng chi dinh, liéu luong
st dung, thoi gian nging sir dung thube (néu cd), nhiing luu ¥ d6i véi dong vat
duoc chi dinh, véi nguoi sir dung va cac dac tinh ki thuat khac caa san pham).

3. Boi véi vac xin, khang thé

a) Pon dang ky luu hanh (Phu luc 11);

b) Tom tat dac tinh cua san pham bao gom ca cac théng tin vé thanh phan,
thanh phan dinh lwong, dang bao ché, quy cach déng goi, chi dinh, chdng chi
dinh, huéng dan st dung, huéng dan bao quan vac xin, ché pham sinh hoc,
nhitng luu ¥ doi véi dong vat duoc chi dinh, véi nguoi st dung va nhitng dac
tinh ky thuat khac caa san pham;

¢) Mau nhan san pham, to Huéng dan sir dung;

d) Giy chiing nhan GMP, Gidy phép luu hanh san pham cua co quan c6
tham quyén nudc san xuét cap (ddi vai san pham nhap khau);

d) Quy trinh san Xuat;

e) Tiéu chuin chat luong, phuong phap kiém nghiém vac xin, ché pham
sinh hoc; Phiéu phan tich chat lwong cua co sd san Xut;
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g) Nhiing nghién ctru vé ton du trong tt ca cac loai dong vat dugc chi dinh
(néu co);

h) Béo céo vé cac sd liéu chirng minh hiéu luc cua san pham bao gom ca
cac tai liéu nghién cau vé ham lugng khang thé va do dai mién dich (doi vai vac
xin);

i) Thoi gian nging st dung (néu cd);

k) Tai liéu nghién ctu vé d6 6n dinh, hd so tom tat san xuat ting 16 cua 3
16 lién tiep va d¢ xuat thoi han str dung;

m) Phuong phap xac dinh liéu ding va liéu trinh sir dung ddi véi ting loai
dong vat duoc chi dinh;

n) Phiéu phan tich chat luong san pham caa nha san xuat va cla co quan
kiém nghiém thudc tha y duoc chi dinh tai Viét Nam;

p) Béo céo két qua khao nghiém trong d6 bao gom ca cac noi dung veé
hiéu lyc, tinh an toan cua san pham doi véi dong vat dich, ngudi sir dung san
pham va mai truong;

q) Cac tai liéu lién quan bao gom: xuat xa, lich sir va do on dinh cua
chang vi sinh vat goc dung dé ché vac xin, ché pham sinh hoc; céc tai liéu lién
quan dén ban quyén va ap dung chang chi san xuat vac xin, khang thé (néu co);

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

s) Céc sb liéu dich té hoc chitng minh sy c6 mat caa tac nhan gay bénh tai
Viét Nam (&p dung ddi véi vac xin, khang thé méi).

4. Ho so dang ky Iuu hanh ché pham sinh hoc dé chan doan
a) Pon dang ky luu hanh (Phu luc 12);

b) Tom tat dac tinh cua san pham bao gom ca cac théng tin vé thanh phan,
thanh phan dinh luong, dang bao ché, quy cach dong géi, chi dinh, huéng dan su
dung, hudng dan bao quan, nhitng luu y dbi voi véi ngudi sir dung va nhing dic
tinh ky thuat khac caa san pham;

¢) Mau nhan san pham; to Hudng dan sir dung;

d) Giay chiing nhan GMP hoic ISO hoic ching chi tuong duong; Gidy
phép luu hanh san pham (CFS) do co quan c6 tham quyén ciia nudc san Xuat cap
(d6i voi san pham nhap khau);

@) Phiéu phan tich chat lugng do co quan kiém nghiém cd tham quyén cua
nudc san xuat cap (ddi véi san pham nhap khau), Phiéu phan tich chat lugng ché
pham sinh hoc do co quan kiém nghiém thubc thu y duoc chi dinh tai Viét Nam
cap;
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e) B&o co vé céc s6 lidu chimg minh d6 an toan;
g) Béo céo vé cac sb lieu chirng minh hiéu luc ctia san pham;
h) Quy trinh san xuét;

i) Tiéu chuan chat luong, phuong phap kiém nghiém ché pham sinh hoc
(day du, chi tiét), Phiéu phan tich chit luong ché pham sinh hoc cua co s& san
XUAL;

k) Tai liéu nghién ctu vé d6 6n dinh, hd so tom tat san xuat ting 16 cua 3
16 lién tiép va thoi han st dung;

m) Béo cdo két qua khao nghiém (bao gém ca noi dung khao nghiém vé
hiéu lyc, an toan cua san pham);

n) C4c tai liéu lién quan bao gom: xuat xi, lich st nguyén liéu goc ding
dé san xuat ché pham sinh hoc; Cac tai lidu lién quan dén ban quyén va ép dung
chung chi san xuat viac xin, ché pham sinh hoc (néu co).

p) Céac thong tin k¥ thuat khac.
5. Ho so dang ky luu hanh thudc tha y tir duoc liéu
a) Pon dang ky luu hanh (Phu luc 10);

b) Tom tat dac tinh cua san pham bao gom ca cac théng tin vé thanh phan,
thanh phan dinh luong, dang bao ché, quy cach dong géi, cong dung, chi dinh,
chéng chi dinh, huéng dan sir dung, huéng dan bao quan thubc, nhimg Iuu ¥ doi
véi dong vat duoc chi dinh, vai nguoi st dung va nhitng dac tinh k¥ thuat khac
cua san pham (Phu luc 17);

¢) Mau nhan san pham, to Huéng dan st dung;

d) Céc loai giay chang nhan GMP, gidy chiing nhan luu hanh do co quan
c6 tham quyén cta nudc san xuat cap (dbi véi thude nhap khau);

d) Quy trinh san XUAL:

e) Tiéu chuan chét lugng va phuong phap kiém nghiém (day du, chi tiét),
Phiéu phan tich chat lugng cua co s¢ san Xuat;

g) Béo céo vé cac sb lieu chung minh d6 an toan va hiéu qua cta san
pham;

h) Thai gian ngiing st dung thude (néu co);

i) Tai liéu nghién ciu vé d6 6n dinh va thai han sir dung caa thudc;

k) Tai liéu nghién ctu vé liéu dung va liéu trinh diéu tri d6i véi tung loai
dong vat duoc chi dinh;

m) Phiéu phan tich chat luong san pham caa nha san xuat va phiéu phan
tich chat luong san pham cia co quan kiém nghiém thudc tha y duoc chi dinh tai
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Viét Nam cap;

n) Ban cam két khong vi pham cac qui dinh cuaa luat s¢ hitu tri tué (Phu
luc 16);

p) Cac thong tin ky thuat khac (néu cd).

Piéu 24. Ho so' ding ky cap lai Gidy chirng nhan lwu hanh thudc thi y

a) Thay doi thanh phan, cong thirc, dang bao ché, duong dung, liéu dung,
chi dinh diéu tri cua thudc thi y; thay doi phuong phéap, quy trinh san xuat ma
lam thay ddi chat luvong san pham; danh gia lai chat luong, hiéu qua, do an toan
cua thude thi y theo quy dinh. Ho so dang ky cap lai Gidy chiing nhan luu hanh
thudc tha y duoc thuc hién theo quy dinh tai Khoan 1, Piéu 24 cta Thong tu
nay;

b) Bi mat, sai sot, hu hong; thay ddi tén san pham hoac théng tin co lién
quan dén t6 chirc, ca nhan ding ky luu hanh thudc thi y. H6 so gom: Pon dang
ky cap lai (Phu luc 14); tai liéu chitng minh noi dung thay doi; gidy chiing nhan
Iwu hanh thude thu y da dugc cap, trir trudong hop bi mat.

Picu 25. H6 so ding Ky gia han Gidy chirng nhéan lwu hanh thudc thu

a) Pon gia han giay chung nhan luu hanh (Phu luc 15);

b) Ban sao chup Gidy chiing nhan luu hanh thuéc tha y con hiéu luc;

c) Cac loai giay chung nhan GMP hoic ISO hoic Gidy chung nhan du
diéu kién san xuat, nhap khau thudc tha y; Gidy chiing nhan luu hanh déi véi
thudc nhap khau;

d) Phiéu phan tich chat lugng san pham ciia co s& san xuat va cia co quan
kiém nghiém thudc tht y duoc chi dinh tai Viét Nam cap trong thoi han 12
thang d6i vai vac xin, khang thé; phiéu phan tich chat lugng san pham cia co s
san xuat va cta co quan kiém nghiém thuéc tha y duoc chi dinh tai Viét Nam
cap trong thoi han 12 thang dbi vai vac xin, khang thé

d) Béo céo theo ddi do 6n dinh san pham & diéu kién bao quan;

e) Béo cdo qua trinh luu hanh thudc (Phy lyc 16).

Piéu 26. Quy dinh vé ngdn ngir, dit tén thudc, hinh thiec hd so, thoi
han tra loi ho so' ding ky lwu hanh thuéc tha y

1. Ngbn ngit st dung trong hd so dang ky:

a) Ho so dang ky thudc th( y san xuét trong nudc phai viét bang tiéng
Viét;

b) Ho so dang ky thudc tha y san xuat & nudc ngodi phai dugc viét bang
tiéng Viét hoac tiéng Anh. Truong hop hé so viét bang tiéng Anh, céc thong tin
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trong T hudng dan sir dung thude, TOm tat dic tinh san pham bét budc phai
viét bang tiéng Viét.
2. bt tén thuéc tha y

a) Bo Nong nghiép va Phat trién néng thén khuyén khich cic co s¢ dang
ky sir dung tén thuéc theo tén chung quéc té (INN).

b) Truong hop khong dit tén thude theo tén INN, co sé dang ky thudc thi
y ¢0 thé dat tén thuong mai cho thudc. Tén thuong mai cua thuéc thi y phai bao
dam nguyén tac sau day:

- Khdng ghi qué tac dung diéu tri cua thudc;

- Khdng ghi sai tac dung diéu tri va tac dung duogc Iy cua thudc;

- Khdng vi pham thuan phong, my tuc, truyén thong caa Viét Nam;

- Khong gay xung dot vaoi cac doi tuong s hiru tri tué caa ca nhan, to
chirc khac dang duoc bao ho;

- Khéng tring hoic twong ty véi tén thude da dugc cap sé dang ky cua co
so khac.

- Khong duge dit tén thude gidng nhau néu thude ¢ thanh phan hoat chat
khac nhau.

- Khong duoc dit tén thude khac nhau trong trudng hop thudc cé cling
cong thirc bao ché, cuing quy trinh san xuat cia ciing mot nha san xuét.

3. Hinh thirc ho so

a) Ho so dang ky thudc tha y phai duge soan thao trén kho gidy A4, dong
chic chan. Ho so phai ¢o trang bia va muyc luc, dugc sap xép theo ding trinh tu
cuia muc luc, c6 phan cach giita cac phan. Cac phan phan cach phai dugc danh
s6 thir ty dé dé tham khao; mdi thudc tha' y phai 6 ho so dang ky riéng.

b) Cac loai gidy chimg nhan GMP, gidy chimg nhan du diéu kién san
xuat, gidy chimg nhan ISO, gidy ching nhan luu hanh san pham (CFS, CPP,
MA) kém trong hd so dang ky, c6 thé ndp ban chinh hoic ban sao chup c6 dong
dau xac nhan cia doanh nghiép dang ky.

4. Thoi han tra loi:

a) Trong thoi han 15 ngay lam viéc, ké tir ngay nhan hé so ding ky, Cuc
Thi 'y c6 trach nhiém thdng béo cho to chirc, ca nhan ding ky biét dé hoan thién
d6i vai nhitng truong hop hd so khong dat yéu cau;

b) Trong thoi gian 40 ngay lam viéc, ké tir ngay nhan dugc ho so hop 18,
Cuc Tha y ¢6 trach nhiém tham dinh hd so va tra 10i két qua déi véi ho so dang
ky thubc mién khao nghiém, ché pham sinh hoc dé chan doan; trong thoi gian 06
thang, ké tir ngay nhan duoc hd so hop 18, Cuc Tha y ¢6 trach nhiém tham dinh
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hd so va tra 101 két qua ddi véi hd so ding ky thudc méi, vac xin, khang thé,
thudc tir duoc liéu.
Muc 5
SAN XUAT GIA CONG THUOC THU Y

Diéu 27. Yéu ciu vé san xuit gia cong thude thi y

1. Thude tha y ¢6 Gidy chiing nhan luu hanh tai Viét Nam con hiéu luc
hoac thudc thi y dé xuat khau nhung chwa c6 Gidy chitng nhan luu hanh tai Viét
Nam;

2. Co s& san xuat thude thu y da duoc cdp gidy ching nhan thuc hanh tét
san xuat thuoc (GMP) phl hop voi thude thl y dang ky san xuat duoc phép san
xuat thudc tha y theo hinh thic gia cong;

3. Viéc gia cong phai thuc hién toan bo cac cong doan cua qua trinh san
xuat va chi duoc phép dit tai mot Bén nhan gia cong.

Picu 28. Hop dong san xuat gia cong thudc thi y

Hop dong san xuat gia cong thudc phai 1am thanh vian ban va phai phu
hop véi cac quy dinh hién hanh caa phap luat Viét Nam co lién quan, ngoai ra
phai c6 cac noi dung sau day:

1. Thoa thuan viéc cung tng nguyén, phu liéu, viéc cung cap qui trinh san
xuat, tieu chuan ky thuat va phuong phap kiém nghiém nguyén, phu liéu ban
dau, ban thanh pham, thanh pham va céc gidy to khac lién quan dén viéc san
Xuat gia cong thudc.

2. Quyén han va trach nhiém cta mdi bén vé viéc kiém tra chat luong
nguyén, phu liéu, ban thanh pham, thanh pham, qui trinh déng géi, nhan cua san
pham va quy dinh rd viéc ky phiéu kiém nghiém ting 16 thanh pham va phiéu
XUAt xuang san pham.

3. Quyén han va trach nhiém ciia mdi bén vé viéc luu giit cac hd so ghi
chép veé san xuat, kiém tra chat luong, phan phdi, luu hanh thudc, viée luu mau
thudc, giai quyét cac van dé lién quan dén chat lugng, khiéu nai, thu hdi san
pham trén thi truong.

Piéu 29. Ping Ky san xuit gia cong thudc thu y

1. Ho so dang ky san xuat gia cong thudc thi y dugc gii vé Cuc Tha y.
S6 lwgng ho so: 01 bd.

2. Pbi vai san pham thube thi y da c6 Gidy ching nhan luu hanh tai Viét
Nam, ho so gdbm:

a) Pon dang ky luu hanh thudc th y san xuat gia cong theo phu luc 20;

b) Tém tat thdng tin san pham (tén, thanh phan, dang bao ché, quy cach
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dong goi, cong dung, cach dung, han st dung);

¢) Mau nhan san pham, to Huéng dan sir dung (nhin d3 ding ky, nhan gia
cong);

d) Giay chitng nhan GMP cua co s¢ nhan san xuat gia cong;
@) Gidy chang nhan luu hanh san pham cua bén dit gia cong do Cuc Thi
y cap;

e) Hop d6ng san xuat gia céng thudc tha y gitra co s dit gia cong va co
so nhan gia céng (ban chinh);

g) Qui trinh san xut cua bén dat gia cong;

h) Tiéu chuan chat luong va phuong phéap kiém nghiém nguyén, phu liéu
ban dau, ban thanh pham va thanh pham cua bén dat gia cong;

i) Phiéu phan tich chat luong san pham cia co sé nhan gia cong.

3. Pbi véi san pham thude thi y khong co Giay chang nhan luu hanh tai
Viét Nam cuia co s san xuat trong nude dit gia cong dé xuat khau, nha san xuat
nudc ngoai dat gia cong va nhan lai toan bo san pham gia cong, ho so gom:

a) Pon dang ky san xuat gia cong thude thi y dé xuat khau theo phu luc
20;

b) Tom tat dac tinh cua san pham bao gom ca cac théng tin vé thanh phan,
thanh phan dinh luong, dang bao ché, quy cach dong géi, cong dung, chi dinh,
chéng chi dinh, huéng dan sir dung, huéng dan bao quan thubc, nhimg Iuu ¥ doi
véi dong vat dugc chi dinh, véi nguoi sir dung, thoi gian nging sir dung thude
(néu c6) va nhimg dic tinh ky thuat khac caa san pham;

¢) Mau nhan san pham, to Huéng dan st dung;

d) Céc loai gidy chitng nhan GMP hoic ISO (dbi véi mét s6 loai hoa chat
thong dung) ciia co s& nhan san xuat gia cong;

d) Gidy chung nhan luu hanh ddi véi san pham caa nha san xuat nudc
ngoai dat gia cong (CFS) do co quan quan 1y nudc so tai cap;

e) Hop dong san xuat gia cong thudc thi y gitra Bén dit gia cong va bén
nhan gia cong ;

g) Quy trinh san xuit cua bén dat gia cong;

h) Tiéu chuan chat lugng va phuong phap kiém nghiém nguyén, phu liéu
ban dau, ban thanh pham va thanh pham cuaa bén dat gia cong;

i) Phiéu phan tich chat luong san pham cia co sé nhan gia cong;

k) Phiéu phan tich chat lugng san pham cua co quan kiém nghiém thuéc
tha y dugc chi dinh tai Viét Nam cap;
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I) To cam két thude san xuat theo hop dong gia céng khong tiéu thu &
Viét Nam;

m) Ban cam két khdng vi pham cac qui dinh cua luat s¢ hitu tri tué theo
phu luc 23.

4. Thoi han giai quyét:

a) Trong thoi gian muoi (10) ngay lam viéc, ké tir ngay tiép nhan hd so
dang ky san xuat gia cdng, Cuc Thi y ¢6 trach nhiém thdng bao cho to chuc, cé
nhan ding ky biét dé hoan thién ddi véi nhitng truong hop hd so khong dat yéu
Cau;

b) Trong thoi gian hai muoi (20) ngay lam viéc, ké tir ngay nhan duoc ho
so dat yéu cau, Cuc Tha y c6 trach nhiém tham dinh ho so va tra 10i két qua.

5. Cap Giay chiing nhan:

a) Thudc thi y c6 Gidy chiing nhan luu hanh trong thoi gian con hiéu lyc,
dat gia cong toan bo cac cong doan cua qua trinh san xuat s& duoc cap mai giay
chung nhan luu hanh thudc thl y san xuat gia cong.

b) Thudc tha y khong c6 Gidy ching nhan luu hanh tai Viét Nam, dang
ky san xuat gia cong dé xuat khau dugc cap Giay ching nhan chi dé xuat khau
(Certificate of free sales-CFS).

6. Hiéu luc cua Giy chiing nhan:

a) Gidy chung nhan luu hanh thudc thl y san xuat gia céng c6 hiéu luc
bang thoi gian hiéu luc cua Hop dong san xuat gia céng thudc thi y cong Véi
thoi han str dung cua san pham va téi da 1 05 nam keé tir ngay cap. Hiéu luc cua
Giay ching nhan Iuu hanh cii s& cham dut ngay khi Gidy chiing nhan Iuu hanh
thudc thli y san xuat gia cong c6 hiéu luc.

b) Gidy chirng nhan san xuat gia cong dé xuat khau (CFS) c6 gia tri 02
nam ké tir ngay cap.

Pi¢u 30. Gia han Gidy chirng nhin hru hanh thudc thu y sin xuit gia
cong

1. Trong thoi han 03 thang trudce khi Gidy chiing nhan Iuu hanh thudc tha
y san xuat gia cong hét han, co sé dat gia cong giri 01 bo hd so xin gia han Giay
chtng nhan luu hanh thudc san xuat gia cong vé Cuc Tha y. Ho so gdom:

a) Pon gia han Giay chitng nhan Iuu hanh theo phu luc 22;

b) Gidy chtrng nhan luu hanh thudc th( y san xuat gia cong;

¢) Gidy chirng nhan GMP cua Co sd nhan gia cong;

d) Phiéu phan tich chat lugng san pham caa Bén nhan gia cong san xuét
thude (d6i vai thude tha y dang duoc pham, héa chat ding trong thi y) hoic cua
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Co quan kiém nghiém thuédc tha y duoc chi dinh tai Viét Nam (ddi véi vac xin,
khang thé) cap trong thoi han 12 thang;

d ) Béo céo theo ddi d6 6n dinh cua thubc ¢ diéu kién bao quan ghi trén
nhan;

e) B4o c4o qua trinh lru hanh san pham theo phu luc 16;

g) Hop dong san xuat gia cong thudc tha y giira Bén dit gia cong va bén
nhan gia cong.

2. Thoi han giai quyét, hiéu luc cua Gidy chung nhan theo quy dinh tai
khoan 4, 6 Diéu 29 cua Thong tu nay.

Picu 31. Thu hoi Gidy chirng nhan lwu hanh thudc thi y sin xuat gia
cong

Gidy chang nhan luu hanh thudc thd y san xuat gia cong trong thoi han
con hiéu luc s& bi thu hoi trong cac truong hop sau:

1. Thuéc san xuat gia cong khong dat tiéu chuan chét luong qua ba dot
kiém tra dinh ky hoic ngau nhién trong mot nam cua Co quan c6 tham quyén
hoac thudc vi pham 1 lan nhung gay hau qua nghiém trong;

2. Thubc vi pham céc quy dinh cua Luat sé hitu tri tug;

3. Thubc c6 tac dung phu c6 thé gay hai cho stc khoé con nguoi, dong vat
hoac tiém an nhimg nguy co cho con ngudi, dong vat va moi trudng;

4. Thudc c6 chira hoat chat theo khuyén céo cua To chic Y té thé gidi, To
chuc thi y thé gisi hoic cua cac co quan chic ning 1a khong an toan cho nguoi
va dong vat;

5. Thubc tha y nhap khau diang ky san xuat gia cong bi rat Gidy ching
nhan luu hanh tai nudc so tal.

Khi Gidy ching nhan luu hanh san xuat gia cong thudc tha y bi thu hoi,
thi san pham thudc tha y ghi trong gidy sé khong duoc san xuat, luu hanh va su
dung. Sé thudc di duoc san xuat va dang luu hanh sé& bi thu hoi dé xir ly theo
quy dinh.

Piéu 32. Ngon ngir, hinh thirc ho so

1. Ngbn ngit st dung trong ho so dang ky:

Ho so dang ky san xuat gia cdng thubc thd y san xuat trong nudc phai viét
bang tiéng Viét, tén cac thanh phan cua thubc trong ho so phai la tén goc hoac
tén chung thong dung trong nudc va qudc té;

2. H6 so dang ky san xuat gia cong thudc tha y phai dugc soan thao trén
kho gidy A4, déng chac chan. HO so phai c6 trang bia va muc luc, duoc sap xép
theo dung trinh tu cuia muc luc, c6 phan céch giita cac phan. Cac phan phan céch
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phai dugc danh s thir ty ¢é dé tham khao va c6 x&c nhan caa Bén dit gia cong
hoac Bén nhan gia cong san xuét thudc & trang dau tién caa mdi phan trong toan
b ho so. Mdi thude tha y phai c6 hd so dang ky riéng.

3. Nhan thudc, to huéng dan st dung thude:

Thue hién viéc ghi nhan thude tha y theo cac qui dinh hién hanh vé huéng
dan ghi nhan va nhan hiéu hang hoa.

Trén nhan bao bi ngoai va to huéng dan st dung phai ghi dong chir: “San
XUat tai: (Ghi tén, dia chi Bén nhan gia cong) theo hop ddng véi : (Ghi tén, dia
chi Bén dit gia cong)” véi ¢& chir bang nhau. Nhan in trén lo (6ng) thudc tiém,
lo (6ng) dung dich thuéc udng c6 dién tich qua nho, thi chi in tén Bén dat gia
cong song phai ghi day du cac thong tin trén trong to Hudng dan sir dung thuéc.

4. Cac loai gidy chimg nhan GMP, gidy chimg nhan ISO, Gidy chimng
nhan luu hanh san pham (CFS, CPP, MA), Phiéu phan tich chat lugng san pham
(CA), kém trong ho so dang ky, co thé ndp ban chinh hoic ban sao chup c6 dong
dau xéac nhan cua doanh nghiép dang ky.

Chuong V
KIEM TRA CHAT LUQNG THUOC THU Y

Piéu 33. Ciin ctr kiém tra

1. Quy chuan k§ thuat quéc gia vé thudc thiy

2. Tiéu chuan quoc gia veé thudc thi y.

3. Tiéu chuan co sé cua nha san xuat cdng bé, ap dung.

4. Tiéu chuan trong Dugc dién Viét Nam hoic &p dung tiéu chuan quéc té:
Chau Au (EU), Anh, M¥, Nhat Ban. Viéc ap dung phai bao gom toan bo cac quy
dinh vé tiéu chi chat luong, mac chat luong va phuong phap thir quy dinh tai
duoc dién do.

Pi¢u 34. Kiém tra nha nuwéc vé chat lwgng thudc thii y trong sin xuat

1. Co quan kiém tra; Cuc Thi'y

2. Can cur dé tién hanh kiém tra:

a) Thong tin, canh béo vé thudc thi y xuat khau khoéng phi hop véi cac
diéu kién quy dinh tai Diéu 32 Luat Chat lwong san pham, hang hoa;

b) San pham luu thong trén thi trudng khong phl hop véi tiéu chuan cong
bd &p dung, quy chuan ky thuat tuong (ng théng qua viéc kiém tra, giam sat
chat lwong san pham hoic khi c6 kién nghi cia Co quan tham quyén vé chat
lwgng san pham.

3. Hinh thic kiém tra: thuc hién dudi hinh thirc doan kiém tra.

4. Noi dung kiém tra:
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a) Kiém tra viéc thuc hién cac yu cau quy dinh trong thuc hanh tét san
xuat thudc (GMP) va cac quy dinh phap luat khac c6 lién quan;

b) Kiém tra viéc thuc hién ding ky thudc, nghién ctru d6 6n dinh san pham, ghi
nhan

thude thi y theo quy dinh;

¢) Truong hop ldy mau: Trong qué trinh kiém tra tai co so san xuét, khi
phat hién san pham c6 dau hiéu khéng dam bao chit lugng hoic c6 dau hiéu
khong dam bao chat luong khi luu thong trén thi truong thi 1dy mau san pham
kiém nghiém chat lugng san pham. Mau san pham phai duoc giri dén co so kiém
nghiém da dugc céng nhan hoic chi dinh dé phan tich chat lugng san pham. Két
qua kiém nghiém cia co sé kiém nghiém 1a can c&t phap 1y dé co quan kiém tra
xu ly tiép trong qua trinh kiém tra.

5. Trinh tu va tha tuc kiém tra thuc hién theo quy dinh tai Khoan 3 Biéu 29
Luat chat luong san pham, hang hoa.

6. Xt ly két qua kiém tra: Thyc hién theo quy dinh tai Diéu 30 Luat chat
lugng san pham, hang hoa.

Picu 35. Kiém tra nha nwéc vé chat lwong thudc thi y nhap khau

1. Co quan kiém tra: Trung tam Kiém nghiém thubc tha y Trung wong I, II.

2. Béi tuong kiém tra:

a) Thubc thi y khi nhap khau vao Viét Nam phai kiém tra chat luong trir
truong hop khong phai kiém tra theo quy dinh tai diém b khoan nay;

b) Cac truong hop thudc thu y nhap khau khong phai kiém tra chét luong:
Phong, chéng dich bénh dong vat khan cép, khic phuc hau qua thién tai theo
Quyét dinh ciia Bo Nong nghiép va Phat trién nong thén; mau kiém nghiém,
khao nghiém, ding ky luu hanh, tham gia trung bay trién 1am, hoi cho, nghién
ctru khoa hoc; chita bénh d6i v6i dong vat tam nhap tai xuat, qua canh lanh tho
Viét Nam; tam nhap tai xuét, gia cong xuat khau theo hop dong di ky véi nudce
ngoai; nguyén liéu dung trong chan doan, xét nghiém, kiém nghiém vé thu y;
vién trg cla cac t6 chirc qudc té va cac hinh thirc nhap khau phi mau dich khéc.

3. Can ct kiém tra: Quy chuan k¥ thuat, tiéu chuan céng bd &p dung, quy
dinh vé nhin hang hoa va cac quy dinh khéc cua phéap luat.

4. Noi dung kiém tra:

a) Kiém tra hd so;

b) Kiém tra su phlu hop cta noi dung phiéu phan tich chat lugng cua 16
hang nhap khau so véi yéu cau quy chuan ky thuat, tiéu chuan céng b ap dung
va cac quy dinh hién hanh;
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¢) Kiém tra mau nhén thudc tha y va diu hop quy: Kiém tra cac noi dung
bat budc ghi trén nhan (va nhan phu) theo quy dinh tai Chwong II Théng tu nay
vé ghi nhan thudc thu y ddi véi thube thi y thanh pham; su phd hop cua mau
nhan véi bd hd so nhap khau 16 hang; Kiém tra dau hop quy trén hang hoa hoic
trén bao bi hang héa (néu co).

5. LAy mau phan tich chat luong:

a) Viéc lay mau thudc dé kiém tra chat luong theo quy dinh tai Quy chuén
ky thuat QCVN 01-03: 2009/BNNPTNT ban hanh theo Théng tu s
66/2009/TT-BNNPTNT ngay 13 thang 10 ndm 2009 ctia Bo Nong Nghiép va
Phét trién nong thén.

b) Tan suat lay mau:

Két qua phan tich chat luong san pham 02 16 hang nhap khau lién tiép do cing
co sO San Xuat va ciing don vi nhap khau dat yéu cau thi tan suat ldy mau giam xuéng
con 05 16 hang nhap khau ké tiép s& 1ay mau 1 16 hang nhap khau dé phan tich kiém
tra chat luong.

Két qua giam sat hoac kiém tra chat luong thudc tha y nhap khau luu thong
trén thi truong khong dat chat lugng sé& 4p dung hinh thic lay mau phan tich
kiém tra chat lugng tat ca céc 16 hang nhap khau, cho dén khi ¢ 02 16 hang lién
tiép cd két qua dat yéu cau thi tan suat lay mau giam xudng con 05 16 hang nhap
khau ké tiép s& lay mau 1 16 hang dé phan tich kiém tra chat lugng.

Trong truong hop kiém tra cam quan, ngoai quan néu phat hién thay théng
tin ghi nhan thuéc thi y khéng pht hop véi ho so 16 hang, ¢6 dau hiéu mat an
toan va khong dam bao chat luong nhu mdc, am uét, bao bi khdng con nguyén
ven, c¢6 nguy co anh hudng xau dén chat lugng cua 16 hang hoac theo yéu cau
Clia cac co quan c6 tham quyén thi tién hanh ldy mau phan tich kiém tra chat
lugng.

Piéu 36. Ho so, trinh tw kiém tra nha nwéc vé chiat lwong thudc thu y
nhép khau

1. Ho so:

a) Gidy dang ky kiém tra chat luong thudc thi y nhap khau theo Phu luc 26
ban hanh kém theo Thong tu nay (02 ban);

b) Ban sao chup cac gidy to sau: Hop déng mua ban (Contract), Danh muyc
san pham, sb lugng kém theo (Packing list);

¢) Ban sao Vin ban dong y nhap khau do Cuc Thu y cap déi voi trudong hop
nhap khau nguyén liéu 1am thudc tha y, vac xin thi y.

d) Phiéu phan tich chat luong thudc thi y cua nha san xuat cap (Ban chinh
hoic ban sao kém ban chinh dé d6i chiéu);
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d) Mau nhan thuéc tha y nhap khau va nhan phu néu cé (khi nhan chinh
chua d noi dung theo quy dinh) (Ban sao ¢6 x&c nhan cua co s nhap khau);

e) Cac tai lieu khac co lién quan: Ban sao (cé xac nhan cua co s nhap
khau) to khai hang hoa nhap khau:

2. Trinh tu thuc hién:

a) Co s nhap khau thubc tha y 1ap 01 bo hd so diang ky kiém tra chat
lwgng guri truc tiép hodc qua duong Buu dién dén co quan kiém tra;

b) Trong thoi han 01 (M6t) ngay 1am viéc, co quan kiém tra xac nhan Giay
dang ky kiém tra dé 1am thua tuc khai hai quan va c6 vin ban y&u cau bé sung hd
so néu ho so dang ky chua day dua, hop 1&. Sau khi nhan duoc xac nhan dang ky
Kiém tra, co s nhap khau thudc tha y duoc phép chuyén hang vé dia diém ghi
trong giay kiém tra, giir nguyén hién trang hang hoa, khong dugc san xuat, kinh
doanh, su dung;

¢) Péi vai 16 hang thude tha y phai lay mau phan tich chat luong thudc doi
tugng theo quy dinh tai khoan 5 Biéu 35 Thong tu nay, trong thoi han 02 (hai)
ngay 1am viéc, khi nhan duoc hd so hop 18, Co quan kiém tra c6 trach nhiém
kiém tra cam quan, ngoai quan theo Phu luc 27 ban hanh kém theo Thong tu nay,
kiém tra ho so theo quy dinh tai khoan 4 Diéu 35 Thong tu nay va ldy mau phan
tich chat luong; trong thoi han 05 (nim) ngay lam viéc d6i voi duoc pham va 60
(sau muoi) ngay doi véi vac xin sau khi ldy mau phan tich chat luong, Co quan
kiém tra thong béo két qua kiém tra chat lugng san pham nhap khau theo Phu luc
28 ban hanh kém theo Théng tu ndy téi co sé nhap khau, co quan Hai quan dé can
ct lam thu tuc thdng quan cho 16 hang.

Déi vai 16 hang thude thi y khdng lay mau phan tich chat lugng, trong thoi
han 02 (hai) ngay lam viéc ké tir khi nhan dugc hd so hop ¢, Co quan kiém tra c6
trach nhiém kiém tra cam quan, ngoai quan theo Phu luyc 27 ban hanh kém theo
Thong tu nay va kiém tra ho so theo quy dinh tai khoan 4 Diéu 35 Théng tu nay;
thong bao két qua kiém tra chat luong san pham nhap khau theo Phu luc 28 ban
hanh kém theo Théng tu ndy t6i co s¢ nhap khau, co quan Hai quan dé cin cu
lam tha tuc thong quan cho 16 hang.

Trong trudng hop két qua kiém tra khong dat yéu cau, Co quan kiém tra
théng bao két qua kiém tra cho co s nhap khau, kién nghi cac co quan chuc
nang xir Iy theo quy dinh. Trong trudng hop co s nhap khau khong dong y voi
két qua kiém tra lan dau thi duoc quyén khiéu nai véi co quan kiém tra vé két
qua phan tich chat luong.

3. Xir ly vi pham trong qué trinh kiém tra: Thuc hién theo quy dinh tai Biéu
35 Luat chat luong san pham, hang héa.
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Piéu 37. Kiém tra nha nuée vé chit lwong thude thi y lwu thong trén
thi treong.

1. Co quan kiém tra;

a) Cuc Tha y thuc hién kiém tra chét luong thudc thi y trén toan quéc;

b) Co quan quan 1y thu y dia phuong thuc hién kiém tra chat luong tai cac
ctra hang, dai ly buén ban thudc thi y trén dja ban quan ly.

2. Noi dung, trinh tu thu tuc tién hanh kiém tra chat lugng thude tha y luu
thong trén thi truong thuc hién theo quy dinh tai Thong tu 26/2012/TT-BKHCN
ngay 12 thang 12 nam 2012 cua Bé Khoa hoc va Cong nghé quy dinh viéc kiém
tra vé chat luong hang héa luu thong trén thi truong.

Picu 38. Kiém tra co sé san xuat thudc thi y tai nwéc xuat khau

1. Cén ctr theo diéu udc quoc té hoic thoa thuan, hop tac vé thudc thli y véi
co quan quan Iy thi y cua cac nudc, Cuc Thi y quyét dinh viéc thanh 1ap doan,
ké hoach va noi dung kiém tra thuc té co so san xuat thubc thi y tai nudc Xuat
khau vao Viét Nam.

2. Kinh phi thuc hién kiém tra: do ngan sach nha nudc bd tri hang nim theo
quy dinh hién hanh va nguén kinh phi khac theo quy dinh caa phép luat.

Picu 39. Kiém tra nha nuéc vé chit lwong thuodc thi y xuat khau

1. Co quan kiém tra: Cuc Th'y

2. Béi twong kiém tra va noi dung kiém tra:

a) Thudc tht y trude khi xuat khau do co sé xuat khau dang ky: theo yéu
cau cua co so dang ky;

b) Thudc thi y xuat khau khong dam bao chat luong bi tra vé: theo quy
dinh tai khoan 4, 5, 6 Biéu 34 Thong tu nay.

3. Can cu kiém tra: Tiéu chuan cong b ap dung; quy dinh cia nudc nhap
khau, hop dong hoic didu udc qudc té, thoa thuan qudc té thira nhan 13n nhau vé
két qua danh gia su pht hop véi nude, ving 1anh tho.

4. Ho so dang ky kiém tra chat luong san pham xuat khau theo yéu cau cia
co SO gom:

a) Gidy ding ky kiém tra chat luong thudc tha y xuat khau theo Phu luc 29
ban hanh kém theo Thong tu nay;

b) Tiéu chuan cdng bd ap dung, cé4c chi tiéu yéu cau kiém tra;

¢) Phiéu kiém nghiém san pham cua co s¢ kiém nghiém thudc thi y quy
dinh tai Piéu 10 Thong tu nay ddi véi cac chi tiéu yéu cau kiém tra (ban chinh
hoac ban sao cé chung thuc).
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5. Trinh tu kiém tra chat lugng san pham xuét khau:

a) Co so nop truc tiép hodc gui bang dudng buu dién 01 bo hd so ding ky
kiém tra chat lugng san pham xuat khau vé Cuc Tha y;

b) Trong thoi gian 5 (ndm) ngay lam viéc tir nhan duoc hd so hop 1€, Cuc
Tha y cd trach nhiém tham dinh ho so, thdng bao két qua theo Phu luc 30 ban
hanh kém theo Thong tu nay.

Chwong VI
TRACH NHIEM CUA CAC BEN LIEN QUAN
Picu 40. Cuc Thu y

1. Chi dao, hudng dan chuyén mon, nghiép vu lién quan dén quan ly thudc
thi y; kiém tra chat luong thudc tha y tai co s san Xuat, xuat nhap khau, kinh
doanh, luu thong trén thi truong.

2 Thém dinh ho so dang ky, danh gia va cong nhan co sé da diéu kién san
xuat thuoc tha y.

3. Tham dinh ho so dang ky, cap quyét dinh khao nghiém thudc thi y.

4. Danh gia ket qua khao nghiém thudc thd y, tham dinh ho so ding ky luu
hanh thuoc thu y, cap giay ching nhan luu hanh thuoc thd y; trinh Bo Nong
nghiép va Phat trién néng thén xét, duyét bo sung vao Danh muc thuoc tha y
dugc phép luu hanh tai Viét Nam.

5. T chirc thanh tra, kiém tra chat lugng thudc th( y, trach nhiém va quyén
han Cua co quan quan ly chuyén nganh thu y thugc Cuc, cac tinh, thanh pho truc
thudc Trung wong trong viéc quan ly thuoe tha y. Lap ke hoach hang nam kiém
tra chat lugng thude thu y luu thong trén thi truong.

Piéu 41. Cac Co quan thudc Cuc Thiy.

1. Thyc hién kiém tra chat lugng thudc th( y nhap khau, luu hanh.

2. Giam sét qua trinh khao nghiém thudc thi y theo Quyét dinh cua Cuc
Tha y; x&c nhan bao cao két qua khao nghiém.

Piéu 42. Co quan quan ly thi y cép tinh.

1. Thuc hién kiém tra chét luong thubc thu y trén dia ban quan ly theo quy
dinh.

2. T chuc tap huan, phd bién cac quy dinh cua phap luat vé san xuat, kinh
doanh, str dung thudc thi y cho cac t6 chirc, ca nhan c6 lién quan.

3. Giam sat qua trinh khao nghiém thudc thi y (trir yéc xin, ché pham sinh
hoc) theo Quyét dinh cua Cuc Thi y; xac nhan bdo cdo két qua khao nghi¢m.

4. Tong hop bao cao tinh hinh kinh doanh, kiém tra chat luong, sir dung,
két qua thanh tra, kiém tra va xi ly vi pham thudc tha y trén dia ban quan ly vé
Cuc Thu y dinh ky 6 thang va bao cao téng hop hang nim hoic dot xuat theo
yéu cau cua Cuc Thuy.

Piéu 43. Co s& ding ky khao nghiém thudc thiiy .

1. Xay dung dé cuong khao nghiém:;
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2. Ky hop dong khao nghiém thudc thi y véi co so khao nghiém va thuc
hién day du nhirng diéu khoan cua hop dong da ky.

Diéu 44. Co sé ding ky luwu hanh thudc tha y

1. Chiu trach nhiém truéc phap luat va nguoi ti€u dung vé chat lugng thude
thl y do co s& san xuat, luu thong va phan phdi.

2. Chiu sy kiém tra, thanh tra ctia cic co quan nha nudc c6 tham quyén.

3. Bdo cdo vé tinh hinh san xuét, kinh doanh thudc tht y cho co quan quan
1y khi c6 yéu cau.

4. Thong bao cho co quan quan ly tha y trong truong hop giai thé hoic
khong san xuat san pham da dang ky.

5. Puoc chgyén nhuong két qua nghién ciru; két qua khao nghiém, chuyén
nhuong ban quyén san pham theo cac quy dinh phap luat vé s¢ hitu tri tu¢ va cac
van ban phap luat khac c6 lién quan.

Piéu 45. Co sé sian xuat, buén ban, nhap khau thudc tha y.

1 Co sé san xuat

a) San xuat thudc tha y dung tiéu chuan co sé do co s san xuat thudc thu
y cOng bo;

b) Tuan thu quy dinh vé kiém nghiém, bao quan, phan phéi thubc tha y va
thuc hanh tot san xuat;

¢) Chiu trach nhiém vé chat lugng thudc tha y do co s minh san xuat va
chi dugc phép luu hanh thuoc thu y dat chat lwong trén thi truong;

d) Luu giir mau thuoc thi y theo timg 16 san xuat trong thoi han it nhat 06
thang ke tur khi thuoc tha y hét han st dung;

d) Theo ddi thude thu y do co s minh san xuat, khi phéat hign thuoc
khong bao dam yéu cau theo quy dinh thi thong bao va thu ho6i ngay toan bo
thuoc thu y do dang luu hanh trén thi truong;

e) Phai boi thuong thiét hai do 18i ciia co s minh giy ra theo quy dinh
cua phap luat;

g) Cung cap tai lieu can thiét cho viéc thanh tra, kiém tra va danh gia toan
b hoat dong san xuat thude thi y theo quy dinh cua phap luat;

i) Chap hanh, thuc hién quy dinh cua phap luat khac vé phong, chong
chay no, hoa chat, an toan lao dong, moi truong.

2. Co s& bubn ban

a) Ban dung loai thudc thu y theo don d6i voi thude thi y phai ké don
hoac theo yéu cau ciua nguoi mua véi thuoc thu y khong phai ké don;

b) Niém yét gia ban, ban dung gia niém yét va 1ap so theo dbi viéc mua,
ban thuoc thu y;

¢) Tuan thu diéu kién bao quan thudc thi y ghi trén nhan va huéng dan su
dung thuoc tha y cho nguoi mua theo ding ndi dung cua nhén thuoc tha y;

d) B6i thuong thiét hai do 16i caa co s ciia minh gay ra theo quy dinh caa
phap luat;
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d) Khi phat hién thudc thl y ciia co s budn ban ciia minh khong bao dam
cac yéu cau theo quy dinh thi cd trach nhiém thong bao cho dai ly truc tiep hodc
co s¢ san xuat da cung cap thuoc thu y dé thu hoi ngay toan bo thuoc thu y do
dang Iuu hanh trén thi truong; tham gia thu hoi thuoc tht y da ban ra.

2. Co s6 nhap khau

a) Cung cap ho so nhap khau dung voi ndi dung da dang ky;

b) Tuan tha quy dinh vé diéu kién bao quan thuéc;

c) Cung cap thudc bao dam chat lugng theo dung ndi dung dang ky;

~d) Luu giir tai liéu co lién quan dén ting 16 thude tha y trong thoi han it
nhat 06 thang ké tur khi thuoc tha y hét han dung;

) Chiu sy quan ly, gidm sét cua co quan nha nu6c ¢6 tham quyen; cung
cap day du tai liéu c6 lién quan cho viéc lay mau, thanh tra, kiem tra khi c6 yéu
cau;

e) Tra kinh phi xu Iy, boi thuong thiét hai do hanh vi vi pham quy dinh vé
nhap khau thuoc tha y gay ra theo quy dinh cua phép luat.

Chuwong VI
TO CHUC THUC HIEN
Diéu 46. Di¢u khoan thi hanh
1. Thong tu nay c¢6 hiéu luc thi hanh tirngay thadng nam 2016.
2. Thong tu nay bai bo cac quy dinh sau:
a) Cac noi dung ve thir nghiém, khao nghiém thude tha y quy dinh tai
Quyét dinh s6 18/2002/QD-BTS ngay 03/6/2002 ban hanh Quy ché khao

nghiém glong thuy san, thirc an, thudc, hod chat va ché pham sinh hoc dung
trong nudi trong thuy san;

b) Dicu 1, Piéu 2 Thong tu s6 47/2010/TT-BNNPTNT ngay 03/8/2010 cia
Bo Nong nghi¢p va Phat trien ndng thon ve viéc bo sung mot so dieu quy dinh
vé thu tuc hanh chinh cua Quyet dinh  71/2007/QD-BNN  ngay 06/8/2007;
Quyet dinh 98/2007/Qb-BNN ngay 03/12/2007; Quyet dinh so 118/2008/QD-
BNN ngay 11/12/2008 va Thong tu s6 06/2010/TT-BNNPTNT ngay 02/2/2010;

¢) bicu 1, Piéu 2 Thong tu s6 20/2011/TT-BNNPTNT ngay 06/4/2011 cia
Bo Nong nghiép va phat trien ndng thon stra doi, bo sung, bai bo mot so quy
dinh vé tha tuc hanh chinh trong linh vuc thu y theo Nghi quyét 57/NQ-CP ngay
15/10/2010.

d) biéu 6, Piéu 7 Thong tw so 20/2014/TT-BNNPTNT ngay 26/6/2014

cua Bo Nong nghiép va phat trien ndng thén vé thuoc tha y.

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

a) Thong tu s6 03/2009/TT-BNN ngay 14/01/2009 cua B Nong nghigp va
phét trién nong thon quy dinh vé ghi nhén thuoc tha y.

b) Quyet dinh s6 71/2007/QD-BNN  ngay 06/8/2007 cua Bo Nong nghigp
va phat trién noéng thon ban hanh quy dinh trinh ty, thu tuc khao nghiém, thu
nghiém thuoc tha y;
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¢) Quyét dinh s6 98/2007/QD-BNN ngay 03/12/2007 ciia Bo Nong nghiép
va phat trién néng thén stra doi, bo sung Quyét dinh 71/2007/QD-BNN ngay
06/8/2007;

d) Quyét dinh s 72/2007/QD-BNN ngay 6/8/2007 cua B Nong nghiép va
phat trién néng thon ban hanh quy dinh vé kiém tra chat luong thuoc tha y;

d) Quyét dinh s6 100/2007/QD-BNN ngay 3/12/2007 ciia Bo Nong nghiép
va Phat trién ndng thén stra doi, bo sung Quyeét dinh s6 72/2007/QB-BNN ngay
6/8/2007.

e) Quyét dinh s6 10/2006/QD-BNN ngay 10/02/2006 ciia Bo Nong nghiép
va phat trién nong thon ban hanh quy dinh thu tuc déng ky san xuat, nhap khau,
luu hanh thuoc thu y, nguyén licu lam thuoc tha y, che pham  sinh hoc, vi sinh
vat, hoa chat dung trong thay;

f) Quyet dinh s6 99/2007/QD-BNN ngay 3/12/2007 cua Bo Nong nghlep
va Phat trién nong thon stra d6i, bd sung Quyét dinh sé 10/2006/QD-BNN ngay
10/02/2006

Piéu 47. Quy dinh chuyén tiép

Ho so dang ky khao nghiém, luu hanh thuoc thd'y ndp trude ngay Thong tu
nay c6 hiéu luc thi thuc hién theo quy dinh tai Quyét dinh s6 71/2007/Qb-BNN
ngay 06/8/2007; Thong tu sé 20/2011/TT-BNNPTNT ngay 06/4/2011 cia Bo
NOng nghiép va phat trién ndng thén va cac Quyet dinh stra doi, bo sung.

Piéu 48. To chirc thuwe hién

Trong qua trinh thyc hién, néu c6 vuéng méc dé nghi thdng bao bang vin
ban vé B6 Néng nghiép va Phat trien néng thon de phoi hop xu ly kip thoi./.

Noi nhin: BO TRUONG
- Thu tudng Chinh phu;

- Cac Pho Thu tudng Chinh phu;

- Van phong TW bang;

- Van phong Chinh phu,

- Lanh dao Bo NN&PTNT;

- Céc B9, nganh lién quan;

- UBND céc tinh, thanh phd;

- Cac don vi thuoc Bo NN&PTNT;

- Cuc Kiém tra van ban-Bo Tu phap;

- Cuc Thu y, cac don vi thugc Cuc Thay;

- S6 Nong nghiép va PTNT, Co quan quan 1y chuyén nganh tha
y cép tinh cAc tinh, thanh ph;

- Cong bao Chinh phu, Website Chinh phu;

- Luu: VT, TY.
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Phu luc 1. MAU PON PANG KY KHAO NGHIEM THUOC THU Y

[2016/TT-BNNPTNT ngay /
12016 cia B6 Nong nghiép va Phdt trién néng thon )

(Ban hanh kém theo Théng tur s6

TEN TO CHUC, CA NHAN

CONG HOA XA HQI CHU NGHIA VIET NAM

SOt Péc 1ap - Tw do - Hanh Phtc

(Pia danh), ngay thang nam 20...

PON PANG KY KHAO NGHIEM THUOC THU Y

Kinh guii: Cuc Thay

Dga chi:
So dién thoai

bia chi:
SO dién thoai

Pé nghi dugc khao nghiém thubc (vac xin...) sau:

TT

Ténthuéc | Thanh phan DPuong dung

Céc chi tiéu, noi dung
dang ky khao nghiém

Ghi cha

_Ho’p

a. Thoi gian dy kien bat dau:
b. Thoi gian dy kien ket thic:
c. Dia diém:

Chiing t0i cam két chap hanh dang cac quy dinh cia Nha nuéc vé khao
nghiém thuoc tha y.
Ho so kem theo:

dong khao nghiém;

- B¢ cuong khao nghigm;
- HO so k¥ thuat (theo Ho so dang ky).

PAI DIEN CO SO
Ky va dong dau
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Phu luc 2. MAU PON PE NGHI CAP LAl GIAY PHEP KHAO NGHIEM

(Ban hanh kém theo Théng tw sé /2016/TT-BNNPTNT ngay / /2016 cia
B§ Néng nghiép va Phdt trién néng thén)

TEN TO CHUC, CANHAN  CONG HOA XA HOI CHU NGHIA VIET NAM
SOt Poc 1ap - Tu do - Hanh Phic

(Piadanh), ngay thang nam 20...

PON PE NGHI CAP LAI
Giay phép khio nghiém thuoc tha y

Kinh gui: Cuc Thay

Can ct Thong tu /2016/TT-BNNPTNT ngay ...théng...nam 2016
cua By truong Bo Nong nghiép va Phat trien ndng thdn quy dinh ve quan ly
thuoc tha y.

TO CHU'C, CA NHAN PANG KY:

1]
DA Chl o e
Sodienthoai :......cooeeeeeeiiii S6 Fax
Chiing tdi dé nghi dwoc cap lai gidy phép khio nghiém thudc tha y.

ooooooooooooooooooooooo

Ly do dé nghi cép lai:

- Bi mét, sai sot, hu RONG. .o

- Thay ddi tén thudc tha y, théng tin cua té chiic, ca nhan ding ky khao
nghiém thudc tha y.

Ho so guri kém:
a) CAc tai liéu lién quan dén su thay ddi, bd sung (néu co);

b) Gidy phép khao nghiém thudc tha y di duogc cap, trir truong hop bi mat.

PAI DIEN TO CHUC, CA NHAN
(Ky, ghi rd ho tén va dong dau )
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Phu luc 3. MAU BAO CAO KET QUA KHAO NGHIEM THUOC THU Y

(Ban hanh kém theo Théng tw s6 /2016/TT-BNNPTNT ngay / /2016
Ciia B¢ Néng nghiép va Phdt trién néng thén)

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

ST /BC-..... (Dia danh, ngay.....thang.....nam.........

BAO CAO KET QUA
KHAO NGHIEM THUOC THU Y

1. Tén don vi khao nghiém
2. Tén don vi c6 thudc khao nghiém
3. Tén don vi giam sat khao nghiém
4. Ho va tén nguoi c6 chang chi hanh nghé caa co so khao nghiém.
5. Thoi gian, dia diém
a) Thoi gian bét dau
b) Thoi gian két thic
¢) Dia diém
6. Muc dich, noi dung khao nghiém.
a) Muc dich
b) Noi dung khao nghiém.

\l

. Nguyén vat liéu:
a) Tén san pham
b) Thanh phan
¢) Cac cong dung cua san pham
d) Cac nguyén vat liéu khac phuc vu qua trinh khao nghiém

o0

. Bong vat khao nghiém:
a) Loai, s6 lugng, gigi tinh, lta tudi dong vat khao nghiém

b) Tinh trang siac khoé va két qua céac chi tiéu kiém tra khang thé cua
dong vat truoc khi tham gia khao nghiém.

9. Cac phuong phap gay bénh thuc nghiém trén dong vat (néu co)
10. Qua trinh khao nghiém .
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a) Lich dung thuéc khao nghiém trén dong vat

b) Loai, s6 luong, nhém dong vat (tudi, gidng, trong luong.......) dugc
dung thuéc

¢) Loai, sb luong, nhém dong vat (tudi, gidng, trong luong.......) d6i ching
khong dung thudc

d) Sb theo ddi (hang ngay) sé dong vat duoc khao nghiém trong thoi gian
dung thuéc.

d) S6 theo ddi ghi chép chi tiét s6 ém, chét lién quan dén bénh ma thude
khao nghiém c6 chi dinh diéu tri.

e) Thoi gian va s lan ldy mau dong vat khao nghiém dé xac dinh hiéu
gia khang thé trong huyét thanh (hoac sé luong dong vat dé tiém cuong doc).

g) Céac hoat dong cd lién quan khac trong qua khao nghiém
11. Két qua

a) Chi tiéu an toan: Tinh hinh stc khoé, dich bénh chung cta cac nhom
dong vat tham gia khao nghiém , s6 6m, chét....)

b) Chi tiéu hiéu luc (Céc cong dung cua thudc di dugc khao nghiém, s6
dong vat khoi bénh, két qua kiém tra huyét thanh, ty & bao hg, ....)

c) Céac két qua khac néu trong dé cuong va ho so dang ky.
d) Nhitng thay d6i (néu co) trong qua trinh khao nghiém
12. Két luan
13. Y kién, dé nghi cua cac bén tham gia khao nghiém.

14. 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 chl: Mau chi ghi cac diéu khoan can thiét lién quan dén khao nghiém, don vi c6
thé bo sung cac ndi dung coé lién quan khac.
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Phu luc 4. MAU PON PANG KY KIEM TRA PIEU KIEN SAN XUAT
THUOC THU Y

(Ban hanh kém theo Théng tir s6 /2016/TT-BNNPTNT ngay / /2016 cia
Bé Néng nghiép va Phdt trién néng thén)

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc l1ap - Tw do - Hanh phuc

PON PANG KY KIEM TRA PIEU KIEN SAN XUAT THUOC THU Y
Kinh gui: Cuc Thuy

Can ctr Thong tu 6 /2016/TT-BNNPTNT ngay ...thang...ndm
2016 cua Bo truong Bo Nong nghiép va Phat trién ndng thon quy dinh vé quan
ly thuoc tha y.

Tén co so:

bia chi co s0:

S6 dién thoai: Fax:
Chu co s6:

bia chi thuong tra:

Cac san pham dang ky san xuat luu hanh:
O Thubc duoc pham O Vac xin, Ché pham sinh hoc
0 Hoa chat [0 Céc loai khac
Pé nghi qui Cuc tién hanh kiém tra cap gidy chiing nhan du diéu kién san
xuat thudc thu y cho co sé ching toi.
Ho so giri kém (d6i voi ding ky kiém tra lan dau):
a) Pon ding ky kiém tra diéu kién san xuat, kinh doanh thuéc thi y;
b) To trinh vé diéu kién san xuat, kinh doanh:
¢) Danh muyc cé4c dang thudc tha y, nguy@n liéu san xuat, kinh doanh.
d) Giay chiing nhan dang ky kinh doanh (ban sao ¢ cong ching)
d) Chung chi hanh nghé san xuat, kinh doanh thudc thi y (ban sao c¢é cong
chung).
....... ngay..... thang.....nam......
Pai dién co s
(ky tén va déng ddu néu co)
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Phu luc 5. MAU PON PANG KY KIEM TRA PIEU KIEN KINH DOANH
THUOC THU Y
(Ban hanh kém theo Théng tir s6 /2016/TT-BNNPTNT ngay  / /2016 cua
Bo Nong nghiép va Phat trién néng thén)
CONG HOA XA HQI CHU NGHIA VIET NAM
Poc l1ap - Tw do - Hanh phuc

PON DANG KY KIEM TRA

PIEU KIEN KINH DOANH THUOC THU Y
Kinh giri: @

Can ctt Thong tu 6 [2016/TT-BNNPTNT ngay ...thang...nam 2016
cua Bo trusng Bo Nong nghiép va Phat trien nong thon quy dinh ve quan ly
thuoc tha y.

Tén co so:

bia chi co so:

S6 dién thoai: Fax:
Chu co s6:

bia chi thuong tru:

Cac san pham kinh doanh:
O Thubc duoc pham O Vac xin, Ché pham sinh hoc
0 Hoa chat 0 Céc loai khac
Pé nghi qui don vi tién hanh kiém tra cp giay chiing nhan du diéu kién
kinh doanh thubc tha y cho co sé ching t6i.
Ho so guri kém (dol v6i dang ky kiém tra lan dau)
a) bon dang ky kiém tra diéu kién kinh doanh thuéc thi y;
b) To trinh vé diéu kién kinh doanh.
¢) Gidy chuang nhan ding ky kinh doanh (ban sao ¢ cong ching)
d) Chting chi hanh nghé kinh doanh thudc tha y (ban sao c6 c¢ng ching)

....... ngay..... thang.....nam......
Pai dién co so
(ky tén va dong dau neéu co)

Ghi cha:
(1)Gui Chi cuc Thu y dia phuong néu co s dang ky kiém tra 1a co sé kinh
doanh thuoc tha y ’ 7 7 ,
Gui Cuc Thi y néu co so dang ky kiém tra 1a co s& nhap khau thuoc tha y
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Phu luc 6. MAU TO TRINH PIEU KIEN SAN XUAT THUOC THU Y

(Ban hanh kém theo Thong trso  [2016/TT-BNNPTNT ngay  /
12016 cua By Nong nghiép va Phat trién nong thon)

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

TO TRINH PIEU KIEN SAN XUAT THUOC THU Y

Kinh gii: Cuc Thay

DA O
So diénthoais......oveveeeneen.... FAX:. ... Email:..................
Loai hinh ding ky san xuat:

O Thude duoc liéu 0 Ché pham sinh hoc

[0 Hod chat [0 Céc loai khéc

Xin giai trinh diéu kién san xuét thuéc tha y, cu thé nhu sau:
1. Dia diém san xuat

2. Nha xuéng san xuat

3. Trang thiét bi, dung cu diing trong san xuat

4. Heé thong kho

5. Khu vyc xtr ly tiét trung

6. Khu vuc can, cap phat nguyén liéu

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

8. Khu vuc hoan thién san pham
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9. Khu vuc vé sinh

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

12. Ghi nhan

13. Khitr trung, tiéu doc

14. Nhan sy tham gia san xuét

15. Vé sinh ca nhan

16. Vé sinh phong ho lao dong

17. Nudc st dung trong co s&

18. Thyc hién qui dinh vé hd so 16

19. Thuc hién quan Iy chat luong:

- Phong kiém nghiém

- Cén bo nhan vién phong kiém nghiém
- Trang thiét bi

- Cac qui dinh vé kiém tra nguyén liéu, thanh pham, luvu mau va kiém tra

........ ,ngay.......thang......nam.....
Chu co s¢ dang ky kiém tra
(Ky tén, dong dau)
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Phu luc 7. MAU TO TRINH PIEU KIEN KINH DOANH THUOC THU Y

(Ban hanh kém theo Thong trso  [2016/TT-BNNPTNT ngay  /
12016 cua By Nong nghiép va Phat trién nong thon)

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

TO TRINH PIEU KIEN KINH DOANH THUOC THU Y

DA O
SO dién thoai: ..ovovveeeeeiein FAX:.........oooooii. Email:...............
Xin giai trinh diéu kién kinh doanh thudc tha y, cu thé nhu sau:

1. Co s& vat chat: (mé ta két cau, dién tich qui mé co s& /cira hang, cac khu
vuc trung bay/ bay ban )

2. Trang thiét bi: (néu day du tén, s luong thiét bi phyc vu bao quan thudc
tha y nhu ta, quay, ké, am ke, nhiét ke, ta lanh,.....)

3. Ho so s sach: (GCN dang ky kinh doanh, chiing chi hanh nghé, s6 séch
theo d61 mua ban hang, ...)

4. Danh muc cac mat hang kinh doanh tai co s¢ /ctra hang

........ ,ngay.......thang......nam.....
Chu co s¢ dang ky kiém tra
(Ky tén, dong dau néu co)

~ Ghichl: (*) Gui Cuc Thay Néu co s¢ dang ky kiém tra la co so kinh doanh
xuat, nhdp khau thuoc thu y; gui Chi cuc Thi'y néu co s¢ dang ky kiém tra la cua
hang ban budn thuoc tha y.
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Phu luc 8. MAU PON PE NGHI CAP LAl GIAY CHUNG NHAN
PU PIEU KIEN SAN XUAT, KINH DOANH THUOC THU Y

(Ban hanh kém theo Théng tw sé /2016/TT-BNNPTNT ngay / /2016 cia
B§ Néng nghiép va Phat trién néng thén)

TEN TO CHUC, CANHAN  CONG HOA XA HOI CHU NGHIA VIET NAM
SOt Pic 1ap - Tw do - Hanh Phuc

(Piadanh), ngay thang nam 20...

PON PE NGHI CAP LAI
Gidy chirng nhan di diéu kién san xuit, kinh doanh thuédc thu y

Kinh gui: Cuc Thay

Can ctr Thong tu s6 [2016/TT-BNNPTNT ngay ...thang...ndm 2016
cua Bo truong Bo Nong nghi¢p va Phat trien nong thon quy dinh ve quan ly
thuoc tha y.

TO CHUC, CA NHAN PANG KY:

T e,

Dia Chi ce e ——————————
Sodienthoai :........coooeeveieiiiii, SO FaX ...uoiveeieeiinn,

~ Chiing t6i dé& nghi duoc cap lai chimng nhan da diéu kién san xuat, kinh doanh
thuoc tha y.

Ly do dé nghi cép lai:
- Bi mat, sai sot, hu RONG. ..
- Thay d6i théng tin cd lién quan dén t6 chuc dang ky.

Ho so gui kém:
a) C4c tai liéu lién quan dén su thay doi, bo sung (néu co);

b) Gidy phép khao nghiém thudc tha y da duoc cap, trir truong hop bi mat.

PAI DIEN TO CHUC, CA NHAN
(Ky, ghi rd ho tén va dong dau )
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Phu luc 9. 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  12016/TT-BNNPTNT ngdy  thang ndm
2016 cua B¢ truong Bo Nong nghiép va PTNT)

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

SO, DKNK boc lap - Tw do - Hanh Phuc
Tel:
Fax: (Pbia danh), ngay thang nam 20...
Email:
bia chi:

PON PANG KY NHAP KHAU THUOC THU Y

Kinh gui: Cyc Thiy

Can ct nhu cau nhap khau thudc thi y, nguyén liéu lam thudc tha y, vic

xin,’ ché phém sinh hoc, vi sinh vét, hoa chat dung trong thil y ngoai Danh muc
thuoc thu y dugc phép luu hanh tai Viét Nam, cho muc dich:

* Sir dung ] * Qua biéu, tang

* Kinh doanh ] * Tham dy héi chg trién 1am
* Kiém nghiém ] * Hang mau
[]

(I O B N

* Khao nghiém * Dung cho vat nubi nhap

khau

Chung t6i d& nghi nhap khau cac loai thudc, nguyén liéu 1am thudc sau

day:
Ténsanpham  Nhasanxuit Nwéc Ponvi S6  Thanh
T san xuat tinh  luong tien
nhap
2 3 4 5 6 7

PAI DIEN TO CHUC, CA NHAN
(KY, ghi 16 ho tén va
dong dau )
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Phu luc 10. PON PANG KY NHAP KHAU VAC XIN, VI SINH VAT PA CO
TRONG DANH MUC THUOC THU Y PUQC PHEP LUU HANH TAI VIET NAM

(Ban hanh kém theo Théng twsé  [2016/TT-BNNPTNT ngdy ~ thang  ndm
2016 cua Bo truong Bo Néng nghiép va PTNT)

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

SO DBKNK boc lap - Tw do - Hanh Phuc

Tel:

Fax: (bia danh), ngay thang nam 20...
Email:

bia chi:

PON PANG KY NHAP KHAU THUOC THU Y

Kinh gui: Cuc Thy

Can ctt nhu c?tu nhap khau vic xin, vi sinh vat ding trong thu y da co
trong Danh muc thuoc tha y dugc phép luu hanh tai Viét Nam, cho muc dich:

* Sir dung * Qua biéu, tang
* Kinh doanh
* Kiém nghiém

* Tham du hoi cho trién 1am
* Hang mau

(A I A B e
N N A N N

* Khao nghiém * Dung cho vat nubi nhap

khau

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

Ténsanpham  Nhasan xuat Nuoc  S6 Don viSo Thanh
1T san xuat pgrgtinh  luong  tién
nhap
2 3 4 ! 6 7 8

PAI DIEN TO CHUC, CA NHAN
(Ky, ghi rd ho tén va dong dau )
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Phu luc 11: MAU PON PANG KY LUU HANH THUOC THU Y

(Ban hanh kém theo Théng twsé  [2016/TT-BNNPTNT ngdy  thang  ndm
2016 cua Bg truong B Nong nghiép va PTNT)

TEN TO CHUC, CANHAN  CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh Phuc
SOt /BDK-CT (Piadanh),ngay  thang nam 20...

PON DANG KY LUU HANH THUOC THU Y

Kinh gui: Cuc Thay

Can ctt Thong tu s6 [2016/TT-BNNPTNT ngay ...thang...ndm 2016
cua Bo truong Bo Nong nghi¢p va Phat trien nong thon quy dinh vé quan ly
thuoc tha y.
TO CHUC, CA NHAN PANG KY LUU HANH:
Tén e
bia chi
S6 dignthoai © .....ovvvvviee veeeeeeeeeen, SOFaX ..oooviiiiiiiiieei,
Email: e
Cac chi NhANh (NEU CO): o.ovvvvne i

CO SO SAN XUAT
Tén e e e,
bia chi
Sddienthoai :.ovvvevveeeiei, SO FaX e,
Email: TP
Xin ding Ky lru hanh san pham thudc thi y sau diy:

Tén thuong mai: Tén chung:

Khi dugc phép luu hanh, chung t6i cam doan chip hanh dung cac quy dinh cua
phap luat Viét Nam vé thude thi y va cac diéu luat khac cé lién quan.

PAI DIEN TO CHUC, CA NHAN
(Ky, ghi 18 ho tén va dong dau)
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Phu luc 12: PON PANG KY LUU HANH VAC XIN, CHE PHAM
SINH HQC DUNG TRONG THU Y

(Ban hanh kém theo Théng twsé  [2016/TT-BNNPTNT ngdy  thang  ndm
2016 cua Bo truong Bé Nong nghiép va PTNT)
TEN TO CHUC, CANHAN CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh Phuc
SO, /DK-CT (Pia danh), ngdy thang  nam 20...

PON PANG KY LUU HANH VAC XIN, CHE PHAM
SINH HQC DUNG TRONG THU Y

Kinh gui: Cuc Thay

Can ctr Thong tu s6 /2016/TT-BNNPTNT ngay ...thang...nam 2016
cua By truong Bo Nong nghiép va Phat trien ndng thon quy dinh veé quan ly
thuoc tha y.

TO CHUC, CA NHAN PANG KY LUU HANH
B 1]
bia chi
S6 dién thoai e SOFaX ..ooevvveeeiiiin,
Email: e

CAC chi NhANK (NEU CO): .o,

CO SO SAN XUAT
Tén e e et aaa
bia chi
S dienthoai :.eeveveeeeeeiee, SO FaX e,
Email: e,
Ching tdi ding ky lwu hanh san pham vic xin, ché pham sinh hec sau
day:
Tén thuong mai: Tén chung:

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

PAIDIEN TO CHUC, CA NHAN
(Ky, ghi rd ho tén va déng ddu)
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Phu luc 13: PON PANG KY LUU HANH CHE PHAM SINH HQC
DUNG CHAN POAN BENH PONG VAT

(Ban hanh kém theo Théng twsé  [2016/TT-BNNPTNT ngdy ~ thang  ndm
2016 cua Bo truong B Néng nghiép va PTNT)

TEN TO CHUC, CANHAN CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh Phuc
SOt /DK-CT (Piadanh), ngdy thang  ndm 20...

PON PANG KY LUU HANH CHE PHAM SINH HQC
DUNG CHAN POAN BENH PONG VAT

Kinh gui: Cuc Thay

Can ctr Thong tu s6 /2016/TT-BNNPTNT ngay ...thang...nam 2016
cua Bo truong Bo Nong nghi¢p va Phat trien nong thon quy dinh ve quan ly
thuoc tha y.

TO CHUC, CA NHAN PANG KY LUU HANH
Tén
bia chi )
S6 dién thoai e S6 Fax

Email:

CAC chi NhAND (NEU CO): .ovvve e

CO SO SAN XUAT
Tén
bia chi
Sddienthoai :.oeevevveeeeeiee SO FaX e e,
Email:

sau day:

Khi dugc phép luu hanh, chung t6i cam doan chip hanh dung cac quy dinh cua
phép luat Viét Nam vé thudc thi y va cac diéu luat khac co lién quan.

PAI DIEN TO CHUC, CA NHAN
(Ky, ghi r8 ho tén va dong dau)
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Phu luc 14. MAU PON PE NGHI CAP LAl GIAY CHUNG NHAN LUU
HANH

(Ban hanh kém theo Théng tw sé /2016/TT-BNNPTNT ngay / /2016 cia
B§ Néng nghiép va Phdt trién néng thén)

TEN TO CHUC, CANHAN  CONG HOA XA HOI CHU NGHIA VIET NAM
SOt Pic 1ap - Tw do - Hanh Phuc

(Piadanh), ngay thang nam 20...

PON PE NGHI CAP LAI
Giay chirng nhén luu hanh thudc tha y

Kinh gui: Cuc Thay

Can ctit Thong tu s6 /2016/TT-BNNPTNT ngay ...thang...nam 2016
cua Bo truong Bo Nong nghi¢p va Phat trien nong thon quy dinh ve quan ly
thuoc tha y.

TO CHU'C, CA NHAN DANG KY:

L=
DA Chl i e
SOAiEN thoai : ooveveeeeees e S6 Fax

Chiing tdi dé nghi dwoc cap lai gidy chitng nhan lwu hanh thudc tha y.

Ly do dé nghi cép lai:

-Bimat, saisot, huhdng.........oooii

- Thay doi thay doi tén san pham hoic thong tin co lién quan dén to chuc,
ca nhan dang ky luu hanh thudc tha y.

Ho so gui kém:
a) C4c tai liéu lién quan dén su thay doi, bo sung (néu co);

b) Gidy chirng nhan luu hanh thudc thi y da duogc cap, trir truong hop bi mat.

PAI DIEN TO CHUC, CA NHAN
(Ky, ghi rd ho tén va déng dau )
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Phu luc 15. MAU PON GIA HAN GIAY CHUNG NHAN
LUU HANH THUOC THU Y

(Ban hanh kém theo Théng tw sé /2016/TT-BNNPTNT ngay / /2016 cia
B§ Néng nghiép va Phdt trién néng thon)
TEN TO CHUC, CANHAN CONG HOA XA HQI CHU NGHIA VIET NAM
SO, /PDK-CT DPoc lap - Tw do - Hanh Phuc
(Piadanh),ngay  thang nam 20...

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

Can cit Thong tu s6 /2016/TT-BNNPTNT ngay ...thang...nam 2016
cua Bo truong Bo Nong nghiép va Phat trién nong thén quy dinh vé quan ly
thudc thi y.

TO CHUC, CA NHAN PANG KY LUU HANH:

Tén e,

bia chi

Sé dién thoai e SOFaX ..oceeeeiiieeiienn,
Email: e e et

CAC Chi NhANK (NEU CO): ...,

CO SO SAN XUAT:
Tén T et e et e e eeee e e e
bia chi
S dienthoai :.oeeveveeeeeieen, SO FaX e,

Email: e

Chuing tbi ding Ky gia han lru hanh cic san pham thudc thua y sau day:

Tén san pham S6 Pang ky luu hanh Ngay cap GCN luu hanh

PAI DIEN TO CHUC, CA NHAN
(Ky, ghi ré ho tén va déng dau)
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Phu luc 16. MAU BAO CAO QUA TRINH LUU HANH THUOC THU Y

(Ban hanh kém theo Théng tw sé /2016/TT-BNNPTNT ngay / /2016 cia
B§ Néng nghiép va Phdt trién néng thén)
BAO CAO QUA TRINH LUU HANH THUOC THU Y
(Tir khi dwoc cip sé diang ky dén khi ding ky lai)

1. Tén t6 chirc, ca nhan dang ky luu hanh:
bia chi:
S6 dién thoai:
S6 Fax:
2. Tén san pham, sé dang ky da duoc céap:
3. Cong thirc bao ché:
4. Dang bao ché ciia san pham:
5. Luu hanh trén thi truong:

Co Khéng
Vi pham chét luong
Co Khéng

Néu c6 thi ghi 15:
S 1an sai pham:
Loai vi pham:

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

Néu c6 thi ghi 13:

S0 lan sai pham:

Loai vi pham:

7. Thay d6i trong thoi gian gidy phép luu hanh con hiéu Iyc
Co Khoéng
Néu c6 thay doi thi phai giri kém theo ban sao cong vin cho phép

8. Thay d6i khi dang ky lai (gidy phép luu hanh gin hét hodc hét hidu luc)
Co Khéng
Néu c6 thay doi thi phai ghi rd ndi dung thay doi so v6i ho so dang ky da duoc duyét:

Néu khong c6 thay d6i thi phai cam két khong c6 bat ky su thay ddi nao so véi hd so ding
ky da duoc duyét.

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

PAI DIEN TO CHUC, CA NHAN
(Ky, ghi ré ho tén va déng dau)
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Phu luc 17. MAU GIAY CAM KET
(Ban hanh kém theo Théng tw sé /2016/TT-BNNPTNT ngay / /2016 cia
B§ Néng nghiép va Phdt trién néng thon)

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

SOt /DK-CT (Pia danh), ngdy thang  nam 20...
GIAY CAM KET
Kinh gui: Cuc Thuy

Can cu Luat so htwu tri tug;

Cin ct Thong twsé  /2016/TT-BNNPTNT ngay ...théng...nim
2016 cua Bo truong Bo Nong nghiép va Phat trién nong thon quy dinh vé quan
ly thuc thi y.

TO CHUC, CA NHAN PANG KY LUU HANH
TN oo,
bia chi
S6 dién thoai e SOFaX ..o,
Email: e

CAC Chi NhANK (NEU CO): ...,

CO SO SAN XUAT
Tén e
bia chi
Sédienthoai :............ccceeeel. SO FAX..ovoeveeveeeeeeee e,
Email: S
Chuing toi cam két khong vi pham céc quy dinh vé so hitu tri tué doi voi
san pham xin dang ky luu hanh duéi day :

Tén  thuong

i Ténchung  Thanh phan Cong dung

Chung t6i xin hoan toan chiu trach nhiém truéc phap luat Viét Nam va
quoc té néu vi pham vé quyen so hiru tri tué.

PAI DIEN TO CHUC, CA NHAN
(Ky, ghi ré ho tén va déng dau)
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Phu luc 18: BAN TOM TAT PAC TiNH CUA SAN PHAM
(Ban hanh kém theo Théng tw sé /2016/TT-BNNPTNT ngay / /2016 cia
B§ Néng nghiép va Phdt trién néng thon)

TOM TAT PAC TINH SAN PHAM

1. Tén san pham.

no

Cong thirc cho mot don vi déng goi nho nhat (bao gém thanh phan hoat chat, ham lwong
va ta dugc).

Dang bao ché

Quy cach dong goi.

Chi dinh.

Liéu dung, cach dung, dudng dung.
Chéng chi dinh (néu co).

Thoi gian ngung st dung.

© o N o g B~ W

Than trong khi ding san pham.

10. Téc dung khdng mong mudn (néu co).

11. Qué liéu va céach xt 1y (néu cd).

12. Toém tat dic tinh dwoc luc hoc, duge dong hoc.
13. Twong tac cta thudc.

14. Piéu kién bao quan.

15. Han dung cta san pham. Ghi rd thoi han sir dung cua san pham ké tir khi mo nap bao bi
truc tiép doi vai san pham chua phan lieu.

PAI DIEN TO CHUC, CA NHAN
(Ky, ghi rd ho tén va déng dau)
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Phy lyc 19: MAU GIAY CHUNG NHAN LUU HANH THUOC THU Y
(Ban hanh kem theo Thong tw /2016/TT-BNNPTNT ngay  thang — nam 2016
Cua Bo Nong nghiép va Phat trién nong thon)

BO NONG NGHIEP CONG HOA XA HQI CHU NGHIA VIET NAM
VA PHAT TRIEN NONG THON SOCIALIST REPUBLIC OF VIETNAM
MINISTRY OF AGRICULTURE Poc 1ap - Tu do - Hanh Phtc
AND RURAL DEVELOPMENT Independence- Freedom- Happiness
CUCTHUY

DEPARTMENT OF ANIMAL HEALTH

GIAY CHUNG NHAN LUU HANH THUOC THU Y
MARKETING AUTHORIZATION
No:  /2016/SXLH

Tén san pham /Name of product

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

Dang bao ché /Dosage form  : .........

Quy cach dong goi/Packing Size

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

Tén co s& san xuét (gia cong) /Name of Manufacturer: .

bia chi /Address: ’

SO dién thoai /Tel.: So Fax/Fax. No:

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

SO dién thoai/Tel.: SO0 Fax/Fax. No:

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

Ha Noi, ngay  thang nam
Hanoi Date month year
CUC TRUONG
DIRECTOR GENERAL
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Phu luc 20:
MAU PON PANG KY LUU HANH THUOC THU Y SAN XUAT GIA CONG

(Ban hanh kém theo Théng tw s6 /2016/TT-BNNPTNT ngay / /2016
Ciia B¢ Néng nghiép va Phdt trién néng thén)

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

Poc lap - Tw do - Hanh Phuc

SOt /DK-CT (Piadanh), ngdy  thang nam 20...

PON DANG KY LUU HANH THUOC THU Y SAN XUAT GIA CONG
Kinh gui: Cuc Thay

Can ctr Thong tu s6 /2016/TT-BNNPTNT ngay ...thang...ndm 2016
cua By truong Bo Nong nghiép va Phat trien ndng thon quy dinh veé quan ly
thuoc tha y.

CO SO PAT GIA CONG:
Tén e
bia chi
S4 dién thoai e s SOFAX tevneeneeeeieeiii,

Email: PPN

CO SO NHAN GIA CONG:
Tén e e e,
bia chi
Sddienthoai :.oeevevveeeeeiee SO FaX oo e,

Email: L

Chiing t6i diing Ky lwu hanh thudc th( y san xuit gia cong sau day:

Khi duge phép luu hanh, ching t6i cam doan chap hanh dung cic quy dinh cua
phap luat Viét Nam vé thudc thi y va cac diéu luat khéac cé lién quan.

PAI DIEN CO SO
(Ky, ghi rd ho tén va dong dau)
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Phu luc 21:
MAU DON PANG KY SAN XUAT GIA CONG THUOC THU Y PE XUAT KHAU

(Ban hanh kém theo Théng tir s6 /2016/TT-BNNPTNT ngay / /2016 ciia
Bé Néng nghiép va Phdt trién néng thén)

TEN CO SO PAT GIACONG CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh Phuc
SOt /DK-CT (Piadanh), ngdy  thang nam 20...

PON DANG KY SAN XUAT GIA CONG THUOC THU Y PE XUAT KHAU
Kinh guri: Cuc Thuy

Can ctt Thong tu s6 /2016/TT-BNNPTNT ngay ...thang...nam 2016
cua By truong Bo Nong nghiép va Phat trien ndng thon quy dinh ve quan ly
thuoc tha y.

CO SO PAT GIA CONG:
Tén
bia chi
S6 dién thoai e S6 Fax

Email:

CO SO NHAN GIA CONG:
Tén
bia chi
Sddienthoai :.ovvvevveeeeieen, SO FaX oo e,

Email:

Chiing t6i diing Ky san xuat gia cong dé xuat khau thude thi y sau day:

Khi duoc phép san xuat, ching t6i cam doan san pham chi diing cho muc dich
Xuit khau.

PAI DIEN CO SO
(Ky, ghi rd ho tén va déng ddu)
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Phu luc 22:
MAU PON PE NGHI GIA HAN GIAY CHUNG NHAN LUU HANH THUOC THU Y

(Ban hanh kém theo Théng tw sé /2016/TT-BNNPTNT ngay / /2016 cia
B§ Néng nghiép va Phdt trién néng thon)

TEN CO SO DAT GIA CONG CONG HOA XA HQI CHU NGHIA VIET NAM
Poc l1ap - Tw do - Hanh Phuc
SO, /DK-CT (biadanh), ngay  thang nam 20...

PON GIA HAN GIAY CHUNG NHAN LUU HANH
THUOC THU Y SAN XUAT GIA CONG

Kinh gui: Cuc Thay

Can cit Thong tu s6 /2016/TT-BNNPTNT ngay ...thang...nam 2016
cua B¢ truong Bo Nong nghiép va Phat trién nong thon quy dinh vé quan ly
thuoc tha y.

CO SO PAT GIA CONG:

Tén e,

bia chi

S4 dién thoai e s SOFAX tevneeeeieeieei,
Email: e

CAC chi NhAND (NEU CO): .o,

CO SONHAN GIA CONG:
Tén e
bia chi
S dienthoai :.oeeveveeeeeieea, SO FaX ettt e,

Email: S

Chiing tdi ding ky gia han Gidy ching nhan lwu hanh thudc thi y san xuit gia
cong sau day:

Tén san pham Giay chting nhan Iuu Ngay cip GCN luu
hanh hanh

PAI DIEN CO SO
(Ky, ghi rd ho tén va déng dau)
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Phu luc 23: MAU GIAY CAM KET

(Ban hanh kém theo Théng tw s6 /2016/TT-BNNPTNT ngay / /2016
Ciia B¢ Néng nghiép va Phat trién néng thén)

TEN CO SO PAT GIACONG  CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh Phuc
SOt /BDK-CT (Piadanh), ngay  thang nam 20...

GIAY CAM KET
Kinh guri: Cuc Thay

Can cur Luat s¢ hiru tri tué;

Can ctr Thong tu s6 /2016/TT-BNNPTNT ngay ...thang...ndm 2016
cua By truong Bo Nong nghiép va Phat trien ndng thon quy dinh ve quan ly
thuoc tha y.

CO SO PAT GIA CONG:

Tén TP

bia chi

S4 dién thoai e s SOFAX tevneeeeieeieei,
Email: e e,

CAC chi NhANN (NEU CO): .ot

CO SONHAN GIA CONG:
Tén e e e aaaa
bia chi
S dienthoai :.veveveeeeeieen SO FaX ettt e,
Email: e

Chuing t6i cam két khdng vi pham céc quy dinh vé s¢ hitu tri tug déi voi san pham xin
dang ky san xuat gia cong dudi day :

Tén thuong mai Thanh phan Cong dung

Chung t6i xin hoan toan chiu trach nhiém trude phap luat Viet Nam va quoc té néu vi
pham vé quyén s hitu tri tug.

PAI DIEN CO SO
(Ky, ghi ré ho tén va déng ddu)
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Phu luc 24:

MAU GIAY CHUNG NHAN LUU HANH THUOC THU Y

(Ban hanh kém theo Thong tw /2016/TT-BNNPTNT ngay  thang  nam 2016
Clia B¢ Néng nghiép va Phdt trién néng thén)

BO NONG NGHIEP CONG HOA XA HQI CHU NGHIA VIET NAM
VA PHAT TRIEN NONG THON SOCIALIST REPUBLIC OF VIETNAM
MINISTRY OF AGRICULTURE AND Poc 1ap - Tu do - Hanh Phic
RURAL DEVELOPMENT Independence- Freedom- Happiness
CUCTHUY

DEPARTMENT OF ANIMAL HEALTH

GIAY CHUNG NHAN LUU HANH THUOC THU Y
(Thudc san xuat gia cdng)
MARKETING AUTHORIZATION
(Contract manufacture Drug)

S/ No: ..

Tén san pham /Name of product

S6 dang ky/Registration number ;
Thanh phan hoat chat /Active Ingredients :
Cong dung /Indications :

Dang bao ché /Dosage form :

Quy cach dong goi/Packing Size

Han dung /Shelf-life

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

Bga chi /Address: ,

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

Bga chi/Address: ,

So dién thoai/Tel.: So Fax/Fax. No:

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

Ha No§i, ngay  thang nam
Hanoi Date month year
CUC TRUONG
DIRECTOR GENERAL
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Phu luc 25:
MAU GIAY CHUNG NHAN PE XUAT KHAU

(Ban hanh kem theo Thong tw  /2016/TT-BNNPTNT ngay  thing  nam 2016
cua Bé Nong nghiép va Phat trién nong thon)

BO NONG NGHIEP VA PHAT TRIEN NONG THON
MINISTRY OF AGRICULTURE AND RURAL
DEVELOPMENT
CUCTHUY
DEPARTMENT OF ANIMAL HEALTH
15/78 GiaiPhong Street - DongDa — Ha Noi — Vietnam
DAH Tel..  (84-4) 3 8693605/3 8696788
Fax: (84-4) 3 8685961/3 8691311
Email: dah.vn@fpt.vn/
Website: www.dah.gov.vn

GIAY CHUNG NHAN LUU HANH
CERTIFICATE OF FREE SALES
No: /IQLT-CFS
Ngay/Date: .............
Giri t6i noi cé lién quan/To Whom It May Concern,
Gidy nay chtrng nhan san pham: ...
This is to certify that the product: .............
- Puoc dang ky bai .... Dia chi
is registered by .............. at address:...........
- Puoc san xuat bai ... bia chi
1s manufactured by ......... at address: ..........

San pham trén chi ding cho xuat khau /The product mentioned
above for export only.

Gidy chang nhan cd gia tri hai nam ké t ngdy cap /This
certification is valid for two years.

CUCTHUY/ DEPARTMENT OF ANIMAL HEALTH
CUC TRUONG /DIRECTOR GENERAL
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Phu luc 26: MAU PON PANG KY KIEM TRA CHAT LUQNG
THUOC THU Y NHAP KHAU

(Ban hanh kém theo Thong trso  [2016/TT-BNNPTNT ngay  /
12016 cua By Nong nghiép va Phat trién nong thon)
CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh Phuc

PANG KY KIEM TRA CHAT LUQNG THUOC THU Y NHAP KHAU

S0 e e, S6 tiép nhin dang ky kiém tra:
(Danh cho té chike, c¢d nhdn dang ky kiém tra ghi) (anh cho co quan kiém tra ghi)
Kinh gui : Trung tim Kiém nghiém thuéc tha y Trung wong /11
1. Bén ban hang (zén cong ty, nudc):
2. bia chi, Pién thoai, Fax.:
3. Noi xuat hang:
4. Bén mua hang:
5. Pia chi, Dién thoai, Fax:
6. Cira khau nhap hang:
7 .Thoi gian nhap khau du kién:
MO TA HANG HOA
8. Tén hang hoa: S6 16 SX:
9. S6 dang ky lvu hanh (néu co)/Van ban dong ¥ nhap khau: S6 ........ Ngay ........
10. Co s6 san xuat, nudc san xuat:
11. S6 lugng, khoi lugng:
12. Dia diém tap két hang:
13. Ngay dang ky lay mau kiém tra:
14. Dia diém dang ky lay mau kiém tra:
15. Thong tin nguoi lién hé (Ho va tén, $0 dién thoai):
16. Hop dong mua ban: So .......... Ngdy ..........
17. Phiéu phan tich chat lwong: SO ........ Ngay ........
DANH CHO CO QUAN KIEM TRA
18. Chi tiéu kiém tra :
19. Thoi gian kiém tra:
20. Pon vi thyc hién kiém nghiém:
Gidy nay c6 gia tri dé lam thii tuc hai quan. Sau d6 doanh nghiép phai xuat trinh toan b ho
so va hang hoa di hoan thanh thu tuc hai quan cho co quan kiém tra dé duogc kiém tra chat
luong theo quy dinh.
............. ngay: ceven e e REAY!
Pai dién t6 chirc, ca nhin Dai dién co quan ki,ém tra
(ky tén, dong ddu) (ky tén, dong dau)
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Phu lyc 27. MAU PHIEU KIEM TRA CAM QUAN/NGOAI QUAN LO

HANG THUOC THU Y

(Ban hanh kém theo Théng tir sé .....12016/TT-BNNPTNT ngay / /2016 ciia
Bé Néng nghiép va Phdt trién néng thén )

(Tén co quan chu quan)
TEN CO QUAN KIEM TRA

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc l1ap - Tw do - Hanh phuc

PHIEU KIEM TRA CAM QUAN/NGOAI QUAN LO HANG THUOC
THUY

Sb: /20.../....

1. Co so nhap khau:
bia chi:
bién thoai/ Fax:

2. Gidy dang ky kiém tra so:

3. Ho so kiém tra;

4. Tén hang hoa:

5. S6 lwong / Khai luong:

6. Ngay lay mau:

7. Dia diém lay mau:

Két luan vé viéc kiém tra cam quan/ngoai quan:

..ngay/..../. ./20...

Pai dién co sé nhap khau
(Ky, ghi'rd ho tén)

Ngudi kiém tra
(Ky, ghi' ré ho tén)

Pai dién cua to chirc kiém tra

(Ky tén, déng ddu)

MAU BANG KET QUA KIEM TRA

Tén Co | Sold | Ngaysx | Quicach | Soluong/ | Dang | Mau | Nhan | Kétlugn
T san SosX | SX /Handung | baogbi | Khoi luong san sac san
pham pham pham
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Phu luc 28: MAU THONG BAO KET QUA KIEM TRA
CHAT LUQONG THUOC THU Y NHAP KHAU

(Ban hanh kém theo Théng tir sé .....12016/TT-BNNPTNT ngdy / /2016
Ciia B¢ Néng nghiép va Phdt trién ndng thén )

(Tén co quan chu quan) CONG HOA XA HQI CHU NGHIA VIET NAM
TEN CO QUAN KIEM TRA Poc lap - Tw do - Hanh phuc

sé:  /TB- .. Dia danh, ngay  thang  nam 200...

THONG BAO KET QUA KIEM TRA
CHAT LUQNG THUOC THU Y NHAP KHAU

S6 tiép nhdn dang ky kiém tra:

1. Bén mua hang:
2. Dia chi, Dién thoai, Fax:

MO TA HANG HOA
. Tén hang hoa: S6 16 SX:

. SO lugng, khoi lugng:

. SO dang ky Iuyu hanh (néu c6):

. Co s6 san xuat, nudc san xuat:

. Ctra khau nhép hang:

. Thot gian nhap khau:

O: 0 Qi O\i Wi =~ W

. Hop dong mua ban: S6 .......... Ngay ..........

10. Két qua kieém tra cam quan, ngoai quan so ........ ngay ........, Phiéu phan tich chat
luong cua TT Kiém nghiém thudc tha y TW...:sb ........ ngay ........

. KET QUA KIEM TRA
L6 hang (Tén/ so lugng)
bap ung yéu cau chdt lwong hang hoa nhdp khdu /hodc Khong dap vng yeu cau
chat lirong hang hoa nhdp khau thi néu ly do hodc cac yéu cau khac néu co.
CO QUAN KIEM TRA
(ky tén dong dau)
Noi nhan:
- Co s& nhap khau;
- Hai quan cira khau;
- Luu VT: Co quan kiém tra.
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Phu luc 29: MAU PANG KY KIEM TRA CHAT LUQNG
THUOC THU Y XUAT KHAU
(Ban hanh kém theo Théng tir sé .....12016/TT-BNNPTNT ngay  /
Ciia B¢ Néng nghiép va Phdt trién ndng thén)
TEN TO CHUC, CA NHAN
SOt

12016

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

(Piadanh), ngay thang nam 20...

PANG KY KIEM TRA CHAT LUQNG
THUOC THU Y XUAT KHAU

Kinh gti : Cuc Thuy
CO ST XUAL KNAUS <.ttt
D )T ¢ 1) SR
DiéN thoal ©u.ececicviiiicie e, =) G
Ping ky kiém tra chat luong 16 hang sau:

So | Ténsan | Thanh |Nhasin| SO Khoi | Cua Thoi
TT pham phan xuat dang | luong/s6 | khau gian
ky luu lugng Xuat XUt
hanh khau

cac chi tiéu yéu cau kiém tra (ban chinh hozc ban sao ¢ ching thyc).

trén.

Ho so kém theo gdm c6 c4c ban sao sau day:

- Tiéu chuan cdng bé &p dung, cac chi tiéu yéu cau kiém tra.
- Phiéu kiém nghiém san pham cuaa co s kiém nghiém thudc thi y d6i voi

Chung t6i xin cam doan va chiu trach nhiém 16 hang hoa xuét khau néu

CO SO XUAT KHAU
( ky tén, déng dau)
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Phu luc 30: MAU THONG BAO KET QUA KIEM TRA
CHAT LUQNG THUOC THU Y XUAT KHAU

(Ban hanh kém theo Théng tir sé .....12016/TT-BNNPTNT ngay  /
12016 ciia B¢ Néng nghiép va Phdt trién nong thon )

BO NONG NGHIEP CONG HOA XA HQI CHU NGHIA VIET NAM
VA PHAT TRIEN NONG THON Poc 1ap — Tw do — Hanh phuc
CUCTHUY
S6: ITB-TY-QLT Ha Noi, ngay thiang  nam 20....

THONG BAO KET QUA KIEM TRA
CHAT LUQNG THUOC THU Y XUAT KHAU

. Tén san pham: SN (o T
CTRANN PRAN ettt
. Gidy chiing NNAN Tt hANK SO7 ov.voveeeceeeeeeee et
. TiBu Chuan cONgG DO AP AUNG: ov.voveeceeeeeeeeeeee et
. Phiéu phan tich chat luong (ghi 6 tén don vi cap, ngay cdp):

© © N o U A W N

KET QUA KIEM TRA
L6 hang (Tén /s lugng)
Bdp 1ng yéu cau chat hrong hang hod xudt khau

(hodic Khéng ddp vng yéu cau chdt lwong hang hod xudt khau thi néu ly do hodc
cac yéu cau khac néu co).

Noi nhdn: CUCTHUY
- Co 56 xuit khau; (ky tén dong dau)

- Luu VT: Co quan kiém tra.

70



