54 CONG BAO/S6 225 + 226 ngay 26-4-2011

BOQ NONG NGHIEP VA PHAT TRIEN NONG THON

BO NONG NGHIEP CONG HOA XA HOI CHU NGHIA VIET NAM
VA PHAT TRIEN NONG THON Péc lap - Tu do - Hanh phiic
S6:20/2011/TT-BNNPTNT Ha Noi, ngay 06 thang 4 nam 2011
THONG TU

Sira ddi, bo sung, bii bé mot sé quy dinh vé thi tuc hanh chinh
trong linh vuc thi y theo Nghi quyét s6 57/NQ-CP ngay 15/10/2010

Can cir Nghi dinh s6 01/2008/ND-CP ngay 03 thang 01 nim 2008 cua Chinh
pha quy dinh chtrc ning, nhiém vu, quyén han va co ciu to chic ctia Bo Nong
nghiép va Phat trién ndng thon; Nghi dinh s6 75/2009/ND-CP ngay 10 thang 9 nim
2009 ctia Chinh phu vé viéc stra d61 Diéu 3, Nghi dinh s6 01/2008/ND-CP ngay 03
thang 01 nam 2008 ctia Chinh phu quy dinh chirc nang, nhiém vu, quyén han va co
c4u to chirc ctia Bo Nong nghiép va Phat trién nong thon;

Can ctr Nghi quyét s 57/NQ-CP ngay 15 thang 12 nim 2010 ctia Chinh phu vé
viéc don gian hoa thu tuc hanh chinh thudc pham vi chirc ndng quéan 1y cua B Nong
nghiép va Phat trién nong thon;

Bo6 Nong nghiép va Phat trién nong thén ban hanh Thong tu sira d6i, bo sung,
bai bo mot sé quy dinh vé thi tuc hanh chinh trong linh vuc thi y theo Nghi quyét
57/NQ-CP ngay 15/10/2010 nhu sau:

Piéu 1. Sira d6i, bo sung mot so6 diéu Quyét dinh sé 10/2006/QDP-BNN ngay
10/02/2006 ciia Bd Nong nghiép va Phat trién nong thon

1. Piéu 1 dwoe sira d6i, bo sung nhu sau:

“Piéu 1. Pham vi diéu chinh

Thong tu nay quy dinh vé viéc dang ky luu hanh, nhap khau thude tha y, nguyén
liéu 1am thudc tha Y, véc xin, ché phém sinh hoc, vi sinh vat, hoa chat dung trong thu
y, tha y thily san (sau day goi 1a thudc thd y) tai Viét Nam”.

2. B6 sung Piéu 4b nhv sau:

“Piéu 4b. Piéu kién dé dugc dang ky luu hanh thude thu y

1. B6i1 véi co so sdn xuat thuoc thu y
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a) Co s& san xuat thude tha y trong nude phai c6 Gidy ching nhan du diéu kién
san xudt thudc hodc Giéy chiing nhan dat tiéu chuan “Thuc hanh tot san xuat thudc”
(viét tit la GMP), theo dung quy dinh va 16 trinh 4p dung GMP cua Bo Nong nghiép
va PTNT,;

b) Co sé san xudt thude thu y & ngoai Viét Nam phai dat tiéu chuan GMP;

¢) Co s& san xuat hoa chat va ché pham chan doan In vitro phai dat tiéu chuin
GMP hoic ISO hoic tiéu chuin twong duong khéc.

2. Bdi véi co so kinh doanh nhap khau thude tha y

Co so kinh doanh nhép khau thudc tha y phai c6 Gidy ching nhan du diéu kién
kinh doanh thudc tht y theo quy dinh tai Thong tu s6 51/2009/TT-BNNPTNT ngay
21/8/2009 Quy dinh kiém tra, chiing nhan du diéu kién san xuit, kinh doanh thudc
tht y, ché pham sinh hoc, vi sinh vat, hoa chat dung trong thd y, thu y thay san (sau
day goi 1a Thong tu s6 51/2009/TT-BNNPTNT)”.

3. Piéu 5 dwoc sira doi, b6 sung nhw sau:

“Piéu 5. Nhén thudc th y

1. Thudc tht y luu hanh trén thi truong Viét Nam phai c6 nhin. Viéc ghi nhin
thudc thi y tudn theo Nghi dinh sb 89/2006/ND-CP ngay 30/8/2006 ctia Chinh phu

vé nhin hang hoa va Thong tu s6 03/2009/TT-BNN ngay 14/01/2009 ctia B6 Nong
nghi¢p va PTNT quy dinh ghi nhan thuoc tha vy.

2. Nhén thuéc tht y luu hanh trén thi truong phai dang nhu mau nhan thudc
trong ho so dang ky luu tai co quan quan ly va tai co s& dang ky”.

4. Piéu 6 dwoc sira doi, b6 sung nhw sau:

“Piéu 6. Dang ky luu hanh thudc thi y

1. Co s& méi thanh 1ap, dang ky luu hanh thude tha y 1an dau phai lap hd so
bao gom:

a) Gidy chting nhan du diéu kién san xuat, kinh doanh nhap khau thudc tha y
theo quy dinh;

b) Ban sao cac gidy td c6 lién quan dén viéc thanh lap: Quyét dinh thanh lap,
Giay dang ky kinh doanh, Chig chi hanh nghé phu hop vai loai hinh san xuat;

¢) Hd so ding ky luu hanh cta timg san pham thudc theo quy dinh cia Thong
tu nay.

2. Co s& da di didu kién san xuat, kinh doanh nhap khau thudc thu y khi dang
ky Iuu hanh thyc hi¢n theo di€m ¢ khoan 1 Pic¢u nay”.
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5. Khoan 1 Piéu 7 dwoe sira ddi, b6 sung nhu sau:

“Piéu 7. Thu tuc dang ky nhap khau thude thu y

1. Nhép khau thudc tha y ¢6 trong Danh muc thudc thtl y duoc phép luu hanh tai
Viét Nam hoac da dugc cap Gidy ching nhan Iuu hanh

Cac co s du diéu kién kinh doanh nhap khau thudc thu y theo quy dinh thuc
hién viéc nhap khau nhu sau:

a) Poi voi thude, nguyén liéu lam thube thi y: Co sé 1am thu tuc nhap tai Hai
quan ctra khau;

b) Pdi vai véc xin, vi sinh vat: Co s¢ 1am don hang nhap khau theo mau tai Biéu
mau 2, Phu luc 3 (01 ban kém file mém) gui vé Cuc Tha y.

2. Nhap khéu thudc tha y chua c¢o trong Danh muc thudc tha y duge phép luu
hanh tai Viét Nam

a) Cac truong hop duoc phép nhap khau:

- Thudc tha y 14 hang mAu, hang phuc vu trién 13m, khong c6 gia tri thwong mai;

- Thudc thi y dé kiém nghiém, thir nghiém, khao nghiém cho muc dich dang ky
luu hanh;

- Thudc tha y biét duoc nhap khau véi sb luong it, khong co gid tri thuong mai
dé chan doan, phong, tri bénh cho dong vat quy hiém, vat nudi nhap khau;

- Nguyén li¢u (dugc chit, ta duoc, dung moi, hoa chit va céc phu li¢u khac) dé
san xuat cac san pham di c6 tén trong Danh muc thudc thi y duge phép luu hanh tai
Viét Nam.

b) H6 so nhap khau thude thi y gdm: 01 bd

- Pon hang nhép khéau theo mau tai Biéu mau 1, Phu luc 3 ban hanh kém theo
Thong tu nay (01 ban kém file mém);

- Céc loai gidy chirng nhan GMP hoic ISO (d6i voi mot sb loai hoa chat thong
dung); Gidy chimg nhan luu hanh d6i véi thude nhap khau;

- Phi€u phan tich chat lugng ctia nha san xuat va ctia co quan c6 tham quyén cua
nudc san xuat (do1 voi vac xin, ché pham sinh hoc);

- Tém tat ddc tinh san pham (d6i voi thude méi).

¢) Ho so dang ky nhap khau thudc thi y duoc gui vé Cuc Tha y;

d) Thoi han tra 10i: Trong thoi gian 07 ngdy lam viéc, ké tir ngdy tiép nhan ho so
dang ky, Cuc Tht y c6 trach nhiém tham dinh ho so va trd 101 két qua”.
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6. Diéu 8 dugc thay thé bﬁng cac diéu 8a, 8b, 8c, 8d nhw sau:

“Piéu 8a. Hb so ding ky luu hanh thude thu y dang hoa duoc:

1. B6i voi thude tht y mai, hd so dang ky gdm: 01 bd

a) Pon dang ky luu hanh theo mau tai Biéu mau 1, Phu lyc 1 ban hanh kém theo
Thong tu nay;

b) Tém tat dic tinh ctia san phdm bao gdm ca cac thong tin vé thanh phén, thanh
phan dinh luong, dang bao ché, quy cach dong goi, cong dung, chi dinh, chong chi
dinh, hudng dan str dung, huéng dan bao quan thude, nhiing luu ¥ ddi véi dong vat
dugc chi dinh, vo1 ngudi sit dung va nhitng dac tinh k¥ thuat khac cua san phém,
theo mau tai Phu luc 6 ban hanh kém theo Thong tu nay;

¢) MAu nhan san pham (03 bd), t& Hudng dan sir dung;

d) Cac loai gidy chirng nhan GMP hoic ISO (d6i voi mot s loai hoa chat thong
dung); Gidy ching nhén luu hanh do co quan c6 tham quyén clia nudc san xuat cap
(d6i voi thude nhap khau);

d) Quy trinh san xuAt;

e) Tiéu chun chit lugng va phuong phap kiém nghiém (day du, chi tiét), Phiéu
phan tich chat luong clia co s& san xuat;

g) Bao cdo vé cac sd liéu chirmg minh d6 an toan bao gdm ca tai liéu nghién ctru
vé doc tinh (ddc tinh cap, doc tinh ban trudng dién, trudng dién, doc tinh té bao, kha
nang gdy ung thu). Nhimg nghién ctru vé ton du trong tat ca cac loai dong vat dugc
chi dinh dung thudc;

h) Bo cdo vé cac sb liéu chimg minh hiéu lyc ctia san phim bao gdm ca céc tai
liéu nghién ctru vé duoc 1y thuc nghiém; vé dugce lue hoc, duoc dong hoc va sinh
kha dyung ctia san pham;

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

k) Tai liéu nghién ctru vé do on dinh va thoi han sir dung cua thudc;

m) Tai liéu nghién ctru vé lidu dung va liéu trinh diéu trj d6i voi timg loai dong
vat duoc chi dinh;

n) Phiéu phan tich chét lugng san pham do Co quan c6 tham quyén ciia nudc san
xut cip (d6i voi san phdm nhap khau) va phiéu phan tich chat lvgng san pham cua
CO quan kiém nghiém thudc thu y duoc chi dinh tai Viét Nam cép;

p) Két qua thir nghiém hodc khao nghiém;
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q) Ban cam két khong vi pham cac quy dinh cua luat so hitu tri tué theo mau tai
Phu luc 5 ban hanh kém theo Thong tu nay;

r) Cac thong tin k¥ thuat khac (néu co).
2. Béi véi thude generic, hd so dang ky gdbm:
a) Cac noi dung quy dinh tai cac diéma,b,c, d, d, e, 1, k, g, r khoan 1 Diéu nay;

b) Phiéu phén tich chat lugng san pham cta co quan kiém nghiém thude tha y
duogc chi dinh tai Viét Nam cap;

¢) Nhitng thong tin vé thudc phat minh (tén san pham, tén nha san xuit, cong
thure, dang bao ché, cong dung, chi dinh diéu tri, chéng chi dinh, liéu luong str dung,
thoi gian ngimg st dung thude (néu c6), nhitng luu ¥ ddi v6i dong vat duoc chi dinh,
v6i nguoi str dung va cac dic tinh k§ thuat khac ctia san pham).

3. H6 so ding ky thay d6i, bd sung gdm: 01 bo

a) Don ding ky thay ddi, bo sung theo mau tai Biéu mau 1, Phu luc 2 ban hanh
kem theo Thong tu nay;

b) Céc tai liéu lién quan dén su thay ddi, bd sung;

¢) Ban sao chup gidy chtrg nhan lwu hanh thube tha y con hiéu lyc;
d) Mau nhan cii (01 bo), mau nhan méi (03 bo);

d) T Huéng dan st dung cii, mdi.

4. H6 so dang ky lai gdm cac ndi dung quy dinh tai khoan 1 Diéu nay.
5. Ho so gia han gidy ching nhan luu hanh thube tha y gdm: 01 bo

a) Pon gia han gidy chimg nhan luu hanh theo mau tai Biéu mau 2, Phu luc 2 ban
hanh kém theo Thong tu nay;

b) Ban sao chup Gidy ching nhan lwu hanh thude thi y con hiéu lyuc;

¢) Cac loai gidy chirng nhan GMP hoic ISO hodc Gidy chimg nhéan du diéu kién
sdn xuat thuoc thu y; Gidy chiing nhan luu hanh d61 véi thude nhép khau;

d) Phiéu phén tich chat luong san pham cia co s¢ san xuét hodc cta co quan
kiém nghiém thuoc tha y duoc chi dinh tai Viét Nam cap trong thoi han 12 thang;

d) Béo céo theo ddi d6 6n dinh san pham ¢ diéu kién thuong;

¢) B4o c4o qua trinh luu hanh thudc theo mau tai Phu luc 4 ban hanh kém theo
Thong tu nay.

Diéu 8b. H so ding ky luu hanh nguyén liéu lam thude tha y, thude tir dugce lidu
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1. Ho so dang ky luu hanh nguyén liéu 1am thudc gom: 01 bo

a) Cac ndi dung quy dinh tai céac diém a, b, ¢, d, d, e, i, k, n, r khoan 1 Diéu 8a
Thong tu nay;

b) Nhitng thong tin vé nguyén liéu 1am thudc phat minh da hét thoi han doc
quyén (tén nguyén liéu, tén nha san xuét, cong thirc, dang bao ché va cac dic tinh ky
thuat khac ctia san pham).

2. Ho so dang ky luu hanh nguyén liéu méi, ngoai nhitng quy dinh tai khoan 1
Piéu nay, phai b6 sung thém:

a) Bo cdo vé cac sd liéu ching minh d6 an toan bao gdm ca tai liéu nghién ctru vé
doc tinh (doc tinh cép, doc tinh ban truomg dién, truong dién, ddc tinh té bao). Nhirng
nghién ctru vé ton du trong tat ca céc loai dong vat dugc chi dinh dung thudc;

b) B4o céo vé cac s6 lidu chiirng minh hi¢u lyc cta san phém bao gém ca cac tai
li¢u nghién ctru vé duoc 1y thuc nghiém; vé duoc luc hoc, dugc dong hoc va sinh
kha dyung ctia san pham;

¢) Bao cao két qua thtr nghiém hodc khao nghiém,;

d) Tai li€u nghién ctru vé do 6n dinh cua nguyén li¢u;

d) Cac thong tin k¥ thuat khac (tai liéu vé viéc san pham da duoc luu hanh tai
nuéc khac trén thé gioi).

3. Hd so dang ky luu hanh thude tir dugc liéu gdm cac ndi dung quy dinh tai
khoan 1 Diéu 8a Thong tu nay.

4. Hb so dang ky thay doi, bd sung gdm cac ndi dung quy dinh tai khoan 3
Diéu 8a Théng tu nay.

5. HO so gia han gidy chting nhan luu hanh gdm céc ndi dung quy dinh tai
khoan 5 Diéu 8a Thong tu nay.

Diéu 8c. Ho so dang ky luu hanh vic xin, ché pham sinh hoc

1. H6 so dang ky luu hanh véc xin, ché pham sinh hoc gom: 01 bd

a) Pon dang ky luu hanh theo mau tai Biéu mau 2, Phu lyc 1 ban hanh kém theo
Thong tu nay;

b) Tém tat dic tinh cta san pham bao gdm ca cac thong tin vé thanh phan,
thanh phan dinh lugng, dang bao ché, quy cach dong goi, chi dinh, chdng chi dinh,
huéng dan str dung, huéng din bao quan véc xin, ché pham sinh hoc, nhiing luu
v ddi voi dong vat dugc chi dinh, voi ngudi st dung va nhirng dac tinh k¥ thuat
khéc ctia san pham;
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¢) Mau nhin san pham (03 bo), to Hudng dan sir dung;

d) Gidy chting nhan GMP; Gidy phép luu hanh san pham ciia co quan ¢6 tham
quyén nudc san xut cap (d6i v6i san pham nhap khau);

d) Quy trinh san xuat;

e) Tiéu chuan chat lugng, phuong phap kiém nghiém vic xin, ché pham sinh
hoc, Phiéu phan tich chét luong clia co sO san XUut;

) Bao cdo vé cac s6 liéu chimg minh d6 an toan bao gdm ca tai liéu nghién ctru vé
ddc tinh (ddc tinh cép, doc tinh ban truong dién, trudng dién, doc tinh té bao). Nhirng
nghién ctru vé ton du trong tit ca cac loai dong vat duoc chi dinh (néu co);

h) Bao cdo vé cac sb liéu ching minh hiéu lyc cia san phim bao gdm ca céc tai
liu nghién ctru vé ham lugng khang thé va do dai mién dich (d6i véi vic xin);

i) Thoi gian ngimg str dung (néu c6);

k) Tai liéu nghién ctru vé d6 6n dinh, hd so tom tat san xuat timg 16 ctia 3 10 lién
tiép va dé xuat thoi han st dung;

m) Phuong phap xac dinh lidu dung va liéu trinh st dung d6i véi timg loai dong
vat duoc chi dinh;

n) Phiéu phan tich chit luong san phdm cta co quan c6 thim quyén ctia nudc
san xudt cAp (d6i voi san pham nhap khau) va cta co quan kiém nghiém thudc tha y
duoc chi dinh tai Viét Nam;

p) Bdo cao két qua thir nghiém (két qua khao nghiém ddi v6i san phdm nhap
khau) trong d6 bao gdm ca cac ndi dung vé hiéu luc, tinh an toan ctia san pham d6i
v6i dong vat dich, nguoi str dung san pham va mdi trudng);

q) Céc tai liéu lién quan bao gdm:

- Xuét xt, lich st va do 6n dinh cua chung vi sinh vat géc dung dé ché vic xin,
ché pham sinh hoc;

- Céc tai lidu lién quan dén ban quyén va ap dung chimg chi san xuit véc xin,
ché pham sinh hoc (néu co);

r) Céc thong tin k¥ thuat khac nhu két qua thir nghiém, khao nghiém trong pham
vi phong thi nghiém, s6 lidu vé viéc san phém da duoc luu hanh tai cac nuéc khac
trén thé giéi (néu co);

s) Cac s6 liéu dich té hoc chtirng minh sy c6 mat cua tdc nhan gay bénh tai Viét
Nam (ap dung ddi véi véc xin, ché pham sinh hoc méi).
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2. Ho so dang ky luu hanh ché pham sinh hoc dé chan doan: 01 b

a) Pon ding ky luu hanh theo mau tai Biéu mau 3, Phu luc 1 ban hanh kém theo
Thong tu nay;

b) Tom tit dic tinh ctia san pham bao gdom ca cic thong tin vé thanh phan, thanh
phan dinh lugng, dang bao ché, quy cach dong goéi, chi dinh, hudéng dan st dung,
hudng dan bao quan, nhitng luu y d61 vo1 vl nguoi st dung va nhitng déc tinh k§
thuat khac cta san pham;

¢) Mau nhan san pham (03 mau); to Hudng dan st dung;

d) Gidy ching nhan GMP, hoic ISO hoidc chung chi twong dwong; Gidy phép
luu hanh san pham (FSC) do co quan c6 tham quyén cuia nudc san xuat cap (doi véi
san pham nhap khau);

d) Phiéu phan tich chat lugng do co quan kiém nghiém c6 thim quyén cta nudc
san xuat cap (do1 voi san pham nhap khau), Phiéu phan tich chat lugng ché pham sinh
hoc do co quan ki€ém nghi¢m thudc th y dugc chi dinh tai Viét Nam cap;

e) Béo cdo vé cac s lidu chimg minh d6 an toan;

g) Bao cdo vé cac s6 liéu chirg minh hiéu lyc cta san pham;

h) Quy trinh san xuat;

i) Tiéu chuan chat luong, phuong phap kiém nghiém ché pham sinh hoc (day du,
chi tiét), Phiéu phén tich chit luong ché pham sinh hoc cua co so san xuat;

k) Tai li¢u nghién ctru vé d6 6n dinh, hd so tom tit san xuat tung 16 cua 3 16 lién
tiép va thoi han str dung;

m) Bao cdo két qua thir nghiém, khao nghiém (bao gdm ca ndi dung thir nghiém
vé hi¢u lyc, an toan cua san pham);

n) Cac tai liéu lién quan bao gdm:

- Xuét x1r, lich st nguyén liéu goc dung dé san xuat ché pham sinh hoc;

- Céc tai liéu lién quan dén ban quyén va ap dung chimg chi san xuit véc xin,
ché pham sinh hoc (néu co);

p) Cac thong tin ky thuat khac.

3. Ho so ding ky thay d6i, bd sung gém cac ndi dung quy dinh tai khoan 3 Piéu
8a Thong tu nay.

4. H6 so dang ky lai gdm cac ndi dung quy dinh tai khoan 1 Diéu nay.

5. Hb so gia han gidy ching nhan luu hanh gém: 01 bd
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a) Pon gia han Gidy chimg nhan luu hanh theo mau tai Biéu mau 2, Phu luc 2 ban
hanh kém theo Thong tu nay;

b) Ban sao chup gidy chimg nhan luu hanh di duoc cép;

¢) Gidy chirng nhan GMP hoic Gidy chtrng nhan du diéu kién san xuat thudc tha
y, Gidy chimg nhan luu hanh do co quan c6 thim quyén ctia nudc san xuat cap (d6i
v6i san pham nhap khau);

d) Phiéu phan tich chat lugng san pham do Co quan c6 tham quyén ctia nudc san
xuat (doi voi san pham nhéap khau) va cua co quan kiém nghi¢m thudc thua y duoc
chi dinh tai Viét Nam cap trong thoi han 12 thang;

d) Bao céo theo ddi do on dinh san pham & diéu kién bao quan ghi trén nhén;

e) B4o cdo qua trinh lru hanh san pham theo mAu tai Phu luc 4 ban hanh kém
theo Thong tu nay”.

7. Khoén 1 Piéu 9 dworc sira ddi, bd sung nhu sau:

“Piéu 9. Pang ky thay ddi, bo sung nodi dung gidy chimg nhan luu hanh thudc
thu y:

1. T6 chirc, ¢4 nhan c6 thude tha y da dugc cap Gidy ching nhan luu hanh va da
c6 tén trong Danh muc thudc thu y dugc phép luu hanh tai Viét Nam, trong thoi han
gidy chimg nhéan con hi¢u lyc, khi c6 y€u cau thay do6i, bé sung mot trong cac ndi
dung sau phai dugc sy dong y cua Cuc Thu y:

a) Thay ddi tén san pham;

b) Thay dbi tén co s dang ky;

¢) Thay dbi tén co s san xuat;

d) Thay ddi hodc bo sung quy cach dong goi;

d) Thay doi hinh thtrc nhin thudc;

e) Thay doi han str dung va thoi gian nging st dung thudc;

g) Thay dbi liéu dung;

h) Thay doi hoic b sung chdng chi dinh diéu tri;

i) Thay ddi hodc bd sung liéu trinh diéu tri;

k) Nhitng thay doi khac nhung khong anh huong dén chat luong, hiéu qua, do
an toan cua thudc.

2. Riéng d6i voi thude nhap khau:

a) Thay doi tén thudc phai cé xac nhan cua nha san xuat;
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b) Thay doi dia diém co s san xuét phai c6 Gidy ching nhan co sd san xuat tai
dia diém méi dat thue hanh tt san xuit thudc (GMP);

¢) Thay d6i tén co sé san xuat phai c6 Gidy ching nhin co s¢ san xuit voi
tén moi dat tiéu chuan thuc hanh tt san xuat thudc (GMP) va céac thong tin lién
quan khac”.

8. Piéu 10 dwoc sira ddi, bo sung nhu sau:

“Piéu 10. Pang ky lai thudc tha y

1. Co s ¢6 thube tha y dd duoc cap gidy chimg nhan luu hanh va di co tén trong
Danh muc thudc thl y duge phép luu hanh tai Viét Nam, trong thoi han gidy chimg
nhan con hi¢u luc, khi ¢6 yéu cau thay ddi, bo sung mot trong cac ndi dung sau phai
thuc hién tha tuc dang ky lai:

a) Thay d6i thanh phan, cong thirc;

b) Thay d6i dang bao ché;

¢) Thay d6i duong dung cta thudc;

d) Thay dbi phuong phap, quy trinh san xuit ma lam thay doi chét luong san pham;

d) Panh gia lai chat lugng, hiéu qua, do an toan cua thude tha y theo yéu cau
cua Cuc Thu y;

e) Thay ddi hodc b sung loai dong vat duogc chi dinh diéu tri.

2. bang ky lai khong ap dung dbi vai thube generic”.

9. Piéu 11 dwoc sira doi, bé sung nhw sau:

“Piéu 11. Tiép nhan hd so ding ky luvu hanh, hd so ding ky thay d6i, bo sung,
ho so dang ky lai, ho so gia han luu hanh thude thu y va thot han tra 161

1. H6 so dang ky luu hanh, ho so dang ky thay doi, bo sung, hd so dang ky lai,
ho so gia han luu hanh thuoc tha y duoc giri vé Cuc Thu y.

2. Thot han tra 101:

a) Trudong hop diang ky luu hanh, dang ky lai thudc tha y:

- Trong thoi gian 15 ngay lam viéc, ké tir ngdy nhan hd so dang ky, Cuc Thu y
c6 trach nhi¢ém thong bao cho t6 chirc, cd nhan dang ky biét dé hoan thién doi véi
nhirng trudng hop ho so khong dat yéu cau;

- Trong tho1 gian 40 ngay lam viéc, ké tir ngay nhan duoc ho so hop 1¢, Cuc Thu
y ¢6 trach nhiém tham dinh ho so va thanh 1ap Hoi dong khoa hoc chuyén nganh dé
xét duyét hd so va tra 10i két qua.
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b) Truong hop thay d6i, bo sung Gidy chirng nhan luu hanh thudc thi y: Trong
tho1 han 10 lam viéc doi voi thuoc tha y dang hda duge, hoa chat; 20 ngay lam viéc
doi1 voi vae xin, ché pham sinh hoc, vi sinh vat ké tir ngay ti€p nhan ho so dat yéu
cau, Cuc Thu y ¢ trach nhi€ém tham dinh ho so va tra 161 két qua;

¢) Trudong hop diang ky gia han luu hanh thudc thi y

- Trong thoi gian 10 ngay 1am viéc, ké tir ngay nhan hd so, Cuc Thu y ¢6 trach
nhiém thong bio cho t6 chuc, cad nhan dang ky biét dé hoan thién doi véi nhiing
truong hop ho so khong dat yéu cau;

- Trong tho1 gian 20 ngay lam viéc, ké tir ngay nhan duoc ho so hop 1¢, Cuc Thua
y c6 trdch nhi€ém tham dinh ho so, cap giay ching nhan luu hanh”.

10. Piéu 12 dwoe sira doi, bd sung nhu sau:

“Piéu 12. Thoi han cia gidy chimg nhan luu hanh thudc thi y

Gidy chimg nhan luu hanh thudc tha y va sb dang ky luu hanh c6 thoi han 13 5
nam ké tir ngay cap”.

11. Piéu 13 dwore sira ddi, b6 sung nhu sau:

“Piéu 13. Gia han gidy ching nhan luu hanh thudc tha y

Trudc ngay hét han ghi trén gidy chimg nhan luu hanh thude thu y 03 thang, co
so& dang ky 1am ho so gia han gtri Cuc Thu vy.

Qua thoi han ghi trén gidy chirmg nhan 01 thang ma co so dang ky khong lam tha
tuc gia han thi gidy chung nhan Iuu hanh dugc coi 1a hét hi¢u luc”.

12. B6 sung Pi¢u 13b nhu sau:

“ Piéu 13b. Quy dinh vé ngdn ngir, dat tén thudc, hinh thic hd so

1. Ngon ngit str dung trong hd so dang ky:

a) Ho so diang ky thudc tha y san xudt trong nude phai viét bang tiéng Viét;

b) H6 so diang ky thudc thu y san xuat & nudc ngoai phai dugc viét bang tiéng
Viét hodc tiéng Anh. Truong hop ho so viét bang tiéng Anh, cac thong tin trong
To hudng dan st dung thude, Tém tat dac tinh san pham bat budc phai viét bang
tiéng Viét.

2. H6 so dang ky thude thi y phai dugc soan thao trén kho gidy A4, dong chic
chan. H6 so phai c6 trang bia va muc luc, dugc sap xép theo ding trinh tu cua muc
luc, c6 phan cach gitra cac phan. Cac phan phan cach phai dugc danh so6 thu ty de de
tham khédo va c6 xac nhan cua co s& dang ky hoac co sé san xuat thuoc ¢ trang dau
tién ctia moi phan trong toan bo ho so.
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3. Mbi thube tha y phai c6 ho so dang ky riéng.

4. Bdi v6i thude tha y san Xuét trong nudc, vi¢c dat tén thudc can tuan theo
nhitng nguyén tac sau:

a) Co so dang ky c6 thé sir dung tén thudc theo tén chung quéc té (INN);

b) Truong hop khong dit tén thude thi y theo tén INN, co sd dang ky c6 thé dit
tén thuong mai nhung phai dadm bao tuan thu cac nguyén tac sau:

- Khong quang céo qué tac dung diéu tri ctia thudc;

- Khong phan anh sai tic dung diéu tri cta thudc, khong gay nham 14n vé nhom
tac dung duogc 1y ctuia thudc; thudc co thanh phan hoat chat khac nhau phai dat tén
khac nhau;

- Khong vi pham thuan phong, my tuc, truyén thong ctia Viét Nam;

- Khong gy xung dot v6i cac dbi twong s hitu tri tué ciia ca nhan, t6 chire khac
dang dugc bao hg;

- Khong triang voi tén thude di dugc cap sb dang ky cia co sé khac.

5. Cac loai gidy ching nhan GMP, gidy ching nhan du diéu kién san xuat, gidy
chung nhan ISO, gidy chiing nhan luu hanh san pham (FSC, CPP, MA) kém trong
ho6 so dang ky, c6 thé ndp mdt trong cac loai sau:

- Ban chinh;

- Ban sao hop phap (ban sao c6 cong chirng hoac ching thuc);

- Ban sao dong thoi phai xut trinh ban chinh dé kiém tra trong truong hop ndp
truc ti€p;

- Riéng Phiéu phan tich chit lwong san pham (CA) phai 1a ban chinh”.

13. Khoan 2 Piéu 14 dwoc sira d6i, b6 sung nhuw sau:

“Piéu 14. Xét duyét, cap gidy ching nhan luu hanh thudc tha y

2. Viéc xét duyét, cip gidy chimg nhan luu hanh thude thi y duogc thuc hién
nhu sau:

a) Cuc Thuy tiép nhan Hb so dang ky luu hanh, tham dinh ho so, t6 chirc hop Ho1
dong khoa hoc chuyén nganh thuoc tha y, cap gidy chirng nhan luu hanh thudc tha y;
trinh Bg trudng BO Nong nghiép va PTNT cong nhéan, bo sung vao Danh muc thuoc
th y dugc phép luu hanh tai Viét Nam. D61 voi thude thll y san xuat nhuong quyén,
san xuat gia cong, Cuc Thu y thdm dinh ho so ddng ky Iuu hanh, cap gidy chirmg nhan
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luu hanh thude tha y; trinh B trudng B Nong nghiép va PTNT cong nhan, bo sung
vao Danh muc thudc tha y dugc phép luu hanh tai Viét Nam;

b) Hoi dong khoa hoc chuyén nganh thudc thii y do Bo truéng Bé Nong nghiép
va PTNT 1ty quyén cho Cuc truéng Cuc Thu y quyét dinh thanh 1ap. Hoi dong khoa
hoc chuyén nganh thudc thi y hop it nhat mot 1an/ba thang dé danh gia két qua tham
dinh ho so, két qua kiém nghiém, thir nghiém, khao nghiém va dé nghi B0 truong
Bo Nong nghiép va PTNT cong nhén, b6 sung thudc tha y dang ky vao Danh muc
thudc thl y dugc phép luu hanh tai Viét Nam;

c) B6 Nong nghi¢p va PTNT ban hanh Danh muc thude tha y thuy san, Danh
muc thude tha y, Danh muyc véc xin, ché phém sinh hoc, vi sinh vat, hoa chét dung
trong thu y dugc luu hanh tai Viét Nam™.

Picu 2. Bii bé mot so diu ciia Quyét dinh s6 03/2007/QP-BTS ngay 03/4/2007
ciia B Thiiy sin vé viéc ban hanh quy ché ding ky hru hanh thudc tha y thiy
san; san pham xir 1y, cdi tao mdi trwomg nudi trong thiy sin

1. Bai bo Diéu 1, Diéu 6.

2.Bai b6 khoéan 1, 2, 3, 4, 5 Dicu 7.

3. Bai bo khoan 1 Diéu 8.

4. Bdi bo khoan 1, 2, 3 Diéu 9.

5. Bi bo cac Diéu 11, 12, 13, 14.

Picu 3. Sira doi, bo sung mot so6 Picu ciia Quyét dinh s6 66/2008/QP-BNN
ngay 26/5/2008 ciia B Nong nghiép va Phat trién nong thon ban hanh quy dinh
vung, co s& an toan dich bénh dong vat

1. Piéu 11 dwoc sira ddi, bo sung nhu sau:

“Piéu 11. bang ky xay dung vung an toan dich bénh, co s¢ an toan dich bénh

1. Uy ban nhan dan quan, huyén, thi xa, thanh phé thudc tinh dang ky xay dung
vung an toan dich bénh; Uy ban nhan dan xa, phuong, thi tran (sau day goi 1a Uy ban
nhan dan cép x4), cht co s¢ chin nudi ding ky xay dung co sd an toan dich bénh giri
01 bo ho so theo quy dinh tai Piéu 10 cua Quy dinh vung, co s¢ an toan dich bénh
dong vat dugce ban hanh kém theo Quyét dinh s6 66/2008/QD-BNN ngay 26/5/2008
cua B truong BO nong nghiép va Phat trién nong thon td1 Chi cuc Thu y tinh, thanh
phd truc thude Trung wong (sau ddy goi 1a Chi cuc Thu y cap tinh).

2. Sau khi nhan dugc hd so dang ky xay dung vung an toan dich bénh, Chi cuc
Thi y cép tinh kiém tra hd so néu ddy du thi chuyén ngay cho Cuc Thi y. Trong thoi
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gian 10 ngay 1am viéc ké tir khi nhan dugc ho so, Cuc Tha y xem xét va cd cong vin
tra 101 chdp nhan hoic khong chap nhan viéc xay dung ving an toan dich bénh.

3. Sau khi nhan dugc ho so dang ky xdy dung co s an toan dich bénh cua co
sO chin nudi do Trung wong quan 1y, co s¢ chin nudi ¢ von dau tu cia nudc ngoai,
Chi cuc Thu y cap tinh kiém tra hd so néu day du thi chuyén ngay cho Co quan Thu
y ving (Cuc Thu y) phu trach dia ban. Trong thoi han 10 ngay ké tir khi nhan duoc
ho so, Co quan Thu y ving xem xét va cd cong van tra 1oi chip nhan hodc khong
chép nhan vi¢c xay dung co s& an toan dich bénh.

4. Trong thoi han 10 ngay lam viéc ké tir ngay nhan duoc ho so dang ky xay
dung co s¢ an toan dich bénh cta co sé chan nudi do dia phuong quan ly, ho so dang
ky ctiia Uy ban nhan dan cép x4, Chi cuc Thi y cap tinh xem xét va c6 cong vin tra
101 chép nhan hodc khong chip nhan cho co so chan nudi, xa xay dung co sé an toan
dich bénh dong vat”.

2. Piéu 12 dwoc sira ddi, bo sung nhu sau:

“Piéu 12. Thu tuc dang ky cong nhan vung, co s¢ an toan dich bénh

1. T6 chtic, ca nhan dang ky xdy dung ving, co so an toan dich bénh theo quy
dinh tai Dicéu 11 ctia Thong tu nay, khi dang ky cong nhén vung, co s¢ an toan dich
bénh guri 01 bd hd so vé co quan c¢6 tham quyén chap nhan viéc xay dung vung, co
sO an toan dich bénh theo quy dinh tai cac khoan 2, 3, 4 Diéu 11 cia Thong tu nay.

2. Ho so dang ky cong nhan bao gom:

a) Pon dang ky cong nhan vung, co s& an toan dich bénh;

b) To trinh vé diéu kién vung, co s¢ an toan dich bénh da dugc xay dung;

¢) Céc tai lidu khac c6 lién quan: két qua tiém phong, giam sat sau tiém phong;
két qua kiém tra diéu kién v¢ sinh tha y; két qua chan doan, gidy chiing nhan kiém
dich dong vat, do Trung tdim chan doan Thu y Trung wong, Trung tdim Ki€m tra Th
y Trung wong I va II, Phong xét nghiém cua Co quan Thu y vung, Chi cuc Thi y cap
tuy theo tirng bénh, phan cap chan doan, xét nghiém ctia Cuc Thu y.

3. Trong thot han 15 ngay lam viéce ké tir khi nhan duoc ho so hop 1€, co quan tiép
nhan ho so phai tién hanh tham dinh va tra 161 két qua cho dia phuong va co so.

4. Co quan c6 tham quyén tiép nhan, thim dinh hd so dang ky cong nhan ving,
co s¢ an toan dich bénh c¢6 trach nhi¢m luu gitt ho so™.

3. Piéu 13 dwoc sira ddi, bo sung nhu sau:

“Piéu 13. Thanh 1ap doan tham dinh vung, co s& an toan dich bénh



68 CONG BAO/S6 225 + 226 ngay 26-4-2011

1. Quyét dinh thanh 1ap doan tham dinh.

a) Cuc truéng Cuc Thu y ra Quyét dinh thanh 1ap doan tham dinh ddi véi ving
an toan dich bénh dong vat; Gidm ddc Co quan Thu y vung ra Quyét dinh thanh lap
doan thim dinh co s& an toan dich bénh dong vat ddi vai co s& chian nudi do Trung
wong quan 1y va co sé chin nudi ¢ von dau tu cia nudce ngoai;

b) Chi cuc truéng Chi cuc Thu y tinh, thanh phd ra Quyét dinh thanh 1ap doan
tham dinh co s& an toan dich bénh dong vat dbi v6i co so chin nudi do dia phuwong
quan ly va xa an toan dich bénh dong vat.

2. Thanh phan doan tham dinh gém dai dién cac phong chuyén moén nhu Dich t&
hodc K¥ thuat, Kiém dich, Phap ché. Trong trudng hop can thiét c6 thé bo sung dai
dién cua cac trung tim chuyén nganh nhu Trung tim Chan doan thi y TW, Trung
tam Kiém tra vé sinh thi y hodc phong Chan doan xét nghiém”.

4. Piéu 16 dwoc sira doi, bd sung nhw sau:

“Piéu 16. Quan Iy ving an toan dich bénh, co s& an toan dich bénh

1. Giéy chirng nhan vung an toan dich bénh, co s& an toan dich bénh c6 gia tri
02 niam ké tir ngay cap ddi voi bénh LMLM, Dich ta lon; 01 nam ddi voi bénh Réi
loan ho hép va sinh san (PRRS), Newcastle, Dich ta vit, Gumboro, CRD, Bach ly;
06 thang dbi voi bénh Caum gia cdm. Cyuc Thu y ¢6 trach nhiém thong bao danh sach
cac vung, co s& dugc cong nhan an toan dich bénh; thu hoi Giéy chirng nhan vung,
co s an toan dich bénh néu khong dam béao cac diéu kién theo quy dinh.

2. Thu tyc dang ky gia han Gidy chimg nhan ving an toan dich bénh, co so an
toan dich bénh dugc quy dinh nhu sau:

a) Trudc khi Gidy ching nhan hét han 02 thang (riéng d6i voi Gidy chting nhan
an toan bénh Cum gia cam 1a 15 ngay), don vi phai giri hd so dang ky gia han toi
Cuc Thu y;

b) Ho so ding ky gia han bao gdm: Pon dé nghi gia han; Gidy chiing nhan vung,
co s an toan dich bénh; céc tai liéu khac theo quy dinh tai diém c khoan 2 Diéu 12
cua Thong tu nay.

3. Trong thoi han 15 ngay lam viéc ké tir ngay nhan duoc ho so dang ky gia han
Giéy chirng nhan vung, co s& an toan dich bénh hop 1€, Cuc Thu y xem xét va gia
han Giéy ching nhéan cho vung, co s& dam bao céc diéu kién theo quy dinh. Trong
truong hop can thiét thi thanh 1ap Poan thdm dinh dé kiém tra, danh gia lai trudc khi
gia han.
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4. Mau giéy chirng nhan an toan dich bénh dong vat quy dinh tai Phu luc s6 10
kém theo Thong tu nay”.

Diéu 4. Diéu khoan thi hanh
1. Thong tu nay co6 hiéu lyc thi hanh sau 45 ngay, ké tir ngay ky.

2. Cuc truong Cuyc Thu y, Chanh Van phong B9, Vu trudéng Vu Phap ché, Thu
trudng cac don vi thudc Bo va cac td chirc, ca nhan c¢6 lién quan chiu trach nhi€ém
thi hanh Thong tu nay./

BO TRUONG

Cao Duc Phat
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Phu luc 1
CAC MAU PON DANG KY LUU HANH
(Ban hanh kém theo Théng twr s6 20/2011/TT-BNNPTNT ngay 06 thing 4 nim 2011
cua B6 Nong nghiép va Phat trién nong thon)
Bi¢u miu 1: MAU PON DPANG KY LUU HANH THUOC THU Y

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

S6 1., /BDK-CT (DPia danh), ngay..... thang..... nam 20...
PON PANG KY LUU HANH THUOC THU Y

Kinh gui: Cuc Thuy
Cin ct&t Thong tu sb....../2011/TT-BNNPTNT ngay ..../..../2011 cua Bo Nong
nghiép va PTNT Quy dinh vé viéc dang ky luu hanh, xuat nhap khau thudc thi y
TO CHUC, CA NHAN PANG KY LUU HANH:
) PP
Diachic. ..,
SO dien thoai:z.. .. o.ovveveeeeeeeeeeeceiieeei SOFAX ool
Email:. o e
Céc chi nhanh (néu cO):....vovvneveneinnnnn,
CO SO SAN XUAT
)
DA G oo e e e

Emailic. ..o e,
Xin ding ky luu hanh sin phim thudc thi y sau day:
Khi duge phép luu hanh, ching t6i cam doan chdp hanh ding cac quy dinh

ctia phap luat Viét Nam vé thudc thi y va cac diéu luat khac co lién quan.

PAI DIEN TO CHUC, CA NHAN
(Ky, ghi 16 ho tén va dong dau)
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Phu luc 1
CAC MAU PON DANG KY LUU HANH
(Ban hanh kém theo Théng tw s6 20/2011/TT-BNNPTNT ngay 06 thing 4 nam 2011
cua B6 Nong nghiép va Phat trién nong thon)

Biéu miu 2: MAU PON PANG KY LUU HANH VAC XIN,
CHE PHAM SINH HQC DUNG TRONG THU Y

TEN TO CHUC, CANHAN CONG HOA XA HQOI CHU NGHIA VIET NAM
Doc 1ap - Tw do - Hanh phic

SO, /DK-CT (Dia danh), ngay..... thang.... nam 20...

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

Kinh gui: Cuc Thuy
Can ctr Thong tu sb....../2011/TT-BNNPTNT ngay ..../..../2011 ciia B Nong
nghiép va PTNT Quy dinh vé viéc ding ky luu hanh, xuat nhap khau thube tha y
TO CHUC, CA NHAN DANG KY LUU HANH
3 PP
Dia Chic.
SO dién thoais ... vvveeeeeeeeeeeeece e SOFAX . e
Email:..........................
Cac chi NhAND (U CO): vt e,
CO SO SAN XUAT
35 PRSPPI
DA G e e ettt —————
Emaile.
Chuing ti ding ky hru hanh sian pham vic xin, ché pham sinh hoc sau day:

Khi dugc phép luu hanh, ching t6i cam doan chip hanh dung cac quy dinh cia
phap luat Viét Nam vé thude tha y va cac diéu luat khac c6 lién quan.

PAI DIEN TO CHUC, CA NHAN
(Ky, ghi rd ho tén va dong dau)
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Phu luc 1
CAC MAU PON DANG KY LUU HANH
(Ban hanh kém theo Théong ti s6 20/2011/TT-BNNPTNT ngay 06 thing 4 nam 2011
cua B6 Nong nghiép va Phat trién nong thon)
Biéu miu 3: MAU PON PANG KY LUU HANH CHE PHAM SINH HQC
DUNG CHAN DOAN BENH DONG VAT

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

SOt /BDK-CT (Dia danh), ngay.... thang..... nam 20...

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

Kinh gtri: Cuc Thay
Can ctr Thong tu s0....../2011/TT-BNNPTNT ngay..../..../2011 ctia B6 Nong
nghiép va PTNT Quy dinh vé viéc ding ky luu hanh, xuat nhap khau thude thu y
TO CHI’fC, CA NHAN PANG KY LUU HANH
Tén:.
Dlachl
Sodlenthoal .......................... SoFaX e ——————
Email:.
Cac chi nhanh (neu co) .................................................................
CO SO SAN XUAT
3 P
Dia chi:. e e e esrae e
S6 dién thoal ................................. SO FaX.....ocoovuenn.
Email:.
Chung t01 dang ky lu’u hanh Che pham s1nh hoc dung trong chuan
doan sau day:

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

PAI DIEN TO CHUC, CA NHAN
(Ky, ghi 16 ho tén va dong dau)
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Phu luc 2
MAU PON PANG KY THAY POI, BO SUNG, GIA HAN, PANG KY LAI
(Ban hanh keém theo Théong tw s6 20/2011/TT-BNNPTNT ngay 06 thang 4 niam 2011
cua Bo Nong nghiép va Phat trién nong thon)
Biéu miu 1: MAU PON PE NGHI THAY PO, BO SUNG

TEN TO CHUC, CA NHAN CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

SO, /BDK-CT (Dia danh), ngay.... thang.... nam 20...

PON PE NGHI THAY POI/BO SUNG
GIAY CHUNG NHAN LUU HANH THUOC THU Y

Kinh gui: Cuc Thuy

Can cir Thong tur sb....../2011/TT-BNNPTNT ngay ..../..../2011 ciua Bo Noéng
nghiép va PTNT Quy dinh vé viéc dang ky luu hanh, xuat nhap khau thudc thi y
TO CHUC, CA NHAN PANG KY LUU HANH:
Moo e ———_—————
DA G e
SO dién thoai: ...vovvvvevees e SOFAX..eeieeeeeseeein,
Emails. ... e e
Cac chi NhANK (MU CO): ..veve e,
CO SO SAN XUAT:
M. oo e ————————
8D 1 F: 11 1 ¥ SRR TP UUURUPRUPRRRRPRPRRE

Emanle. ..o e
Chiing toi dé nghi dugc thay doi/ bo sung doi vai cac thude thi y sau:
TT Tén San pham S6 DPKLH Noi dung dé nghi thay do, bd sung
1

Chung toi cam két giir nguyén cac nodi dung khac dung nhu hd so ding ky thude
luu tai Cuc Thu y.
PAI DIEN TO CHUC, CA NHAN
(Ky, ghi 16 ho tén va dong dau )



74 CONG BAO/S6 225 + 226 ngay 26-4-2011

Phu luc 2
MAU PON PANG KY THAY POI, BO SUNG, GIA HAN, PANG KY LAI
(Ban hanh kém theo Théng tw s6 20/2011/TT-BNNPTNT ngay 06 thang 4 niam 2011
cua B6 Nong nghiép va Phat trién nong thon)
Biéu miu 2: MAU PON PE NGHI GIA HAN GIAY CHUNG NHAN
LUU HANH THUOC THU Y

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

S6 ... /BDK-CT (Dia danh), ngay..... thang.... nam 20...

PON GIA HAN GIAY CHUNG NHAN LUU HANH THUOC THU Y
Kinh gtri: Cuc Thuy

Cin ct Thong tu so........ /2011/TT-BNNPTNT ngay..../..../2011 cua BO Nong
nghiép va PTNT Quy dinh vé viéc dang ky Iuu hanh, xuat nhap khau thudc thi y
TO CHUC, CA NHAN DANG KY LUU HANH:
) PP
DA Gl et
SO dién thoais ....ovveveeees e SO FaX. e ee e
Emails. ... e e e
Cac chi nhanh (DU CO): ...vvniien i,
CO SO SAN XUAT:
) P
DA G oo e e e

Emaile. e
Chiing tbi ding ky gia han luu hanh cic sian pham thudc thi y sau day:

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

PAI DIEN TO CHUC, CA NHAN
(Ky, ghi 16 ho tén va dong dau )
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Phu luc 2
MAU PON PANG KY THAY POI, BO SUNG, GIA HAN, PANG KY LAI
(Ban hanh kém theo Théng tw s6 20/2011/TT-BNNPTNT ngay 06 thang 4 niam 2011
cua B6 Nong nghiép va Phat trién nong thon)
Biéu miu 3: MAU PON PANG KY LUU HANH LAI THUOC THU Y

TEN TO CHUC, CA NHAN CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tw do - Hanh phic

SO, /BDK-CT (Dia danh), ngay..... thang..... nam 20...
PON PANG KY LAI THUOC THU Y
Kinh gtri: Cuc Thuy

Can ctt Thong tu sb........ /2011/TT-BNNPTNT ngay..../..../2011 cua B Nong
nghiép va PTNT Quy dinh vé viéc ding ky luu hanh, xuat nhap khau thude thu y
TO CHUC, CA NHAN PANG KY LUU HANH
O oottt e ——
D Chic. . —————————

SO dién thoai: ....vveeeeee e SO FAX el
Email:.
Cac chi nhanh (NEU COY e e,
CO SO SAN XUAT
M. e e e e e aaaeas
Dia chi:.
S6 dién th0a1 ......................... SO FaX.vvevoieeeeeeeee e
Email:.
Chung toi dang ky Iuru hanh lai san pham sau day
Tén san pham .. S6 ding ky luu hanh:.
Ngay cap gidy chu:ng nhan 1u’u hanh ................................................................

Noi dung dang ky lai (cac thay doi, bo sung so voi ding ky lan dau):

Kém theo don nay 1a cac hd so dang ky lai.
PAI DIEN TO CHUC, CA NHAN
(Ky, ghi 16 ho tén va dong dau)
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Phu luc 3
MAU PON PANG KY XUAT, NHAP KHAU
(Ban hanh kém theo Théng tw s6 20/2011/TT-BNNPTNT ngay 06 thang 4 niam 2011
cua B6 Nong nghiép va Phat trién nong thon)
Bi¢u miu 1: MAU PON PANG KY NHAP KHAU THUOC THU Y
NGOAI DANH MUC THUOC THU Y PUQC PHEP

LUU HANH TAI VIET NAM
TEN TO CHUC, CA NHAN CONG HOA XA HOI CHU NGHIA VIET NAM
Sb:iiiin.. DKNK Péc lap - Tw do - Hanh phiic
Tl
FaX:.iieeeeeeeee e, (Dia danh), ngay..... thang...... nam 20...
Email:.......ooovvveiiinn,
Piachii...ccooooviii,

PON PANG KY NHAP KHAU THUOC THU Y

Kinh guri: Cuc Thuay
Can ct nhu cau nhap khau thudc thi y, nguyén liéu 1am thudc thd y, vic xin, ché
pham sinh hoc, vi sinh vat, héa chét dung trong thu y ngoai Danh muc thudc thu y
dugc phép luu hanh tai Viét Nam, cho muc dich:

* Str dung O * Qua biéu, ting 1
* Kinh doanh O * Tham dy hoi cho trién lam O
* Kiém nghiém [ * Hang mau O
* Thir nghiém O * Dung cho vat nudi nhap khau O

Chuing t6i dé nghi nhap khau cac loai thude, nguyén liéu 1am thube sau day:

s Nhasan | Nuéc | Ponvi | S6 luong | Thanh
TT Tén sadn pham p , P . A N
xuat |san xudt| tinh nhép tién
1 2 3 4 5 6 7
TONG iA tri 0N BANG ...,
(BANEG CHIT) .o

PAI DIEN TO CHUC, CA NHAN
(Ky, ghi 3 ho tén va dong dau )
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Phu luc 3
MAU PON PANG KY XUAT, NHAP KHAU
(Ban hanh kém theo Théng tu s6 20/2011/TT-BNNPTNT ngay 06 thang 4 nam 2011
cua B6 Nong nghiép va Phat trién nong thon)
Biéu miu 2: MAU 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

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

SO:ieininn.n. DKNK Doc lap - Tu do - Hanh phuc
Teliiiii
Fax:oooei . . , 5
EMailt oo (Dia danh), ngay..... thang....... nam 20...

PON PANG KY NHAP KHAU THUOC THU Y
Kinh guri: Cuc Thuy

Cin ¢t nhu cau nhap khau vic xin, vi sinh vat dung trong tha y da c6 trong Danh
muc thudc tha y dugc phép luu hanh tai Viét Nam, cho muc dich:

* Str dung O * Qua biéu, ting O
* Kinh doanh O * Tham dy hoi cho trién 1dm O
* Kiém nghiém O * Hang mau O
* Thir nghiém O * Dung cho vat nudi nhap khau O

Chung t6i d& nghi nhap khau céc loai véc xin, vi sinh vat ding trong thi y sau day:

Nha san| Nude | S6 |Ponvi| S6 luong | Thanh
xudt [san xudt DPKLH| tinh nhap tién
1 2 3 4 5 6 7 8

TT Tén san pham

PAI DIEN TO CHUC, CA NHAN
(Ky, ghi rd ho tén va dong dau )
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Phu luc 4
MAU BAO CAO QUA TRINH LUU HANH THUOC THU Y

(Ban hanh kém theo Théng twr sé 20/2011/TT-BNNPTNT ngay 06 thing 4 nim 2011
ciia Bé Nong nghiép va Phdt trién néng thén)

BAO CAO QUA TRINH LUU HANH THUOC THU Y
(Tir khi dwoc cip so6 ding ky dén khi diang ky lai)

1. Tén t6 chirc, ca nhan dang ky luu hanh:
Dia chi:
Sé dién thoai:
S6 Fax:
2. Tén san pham, s6 dang ky da duoc cap:
3. Cong thirc bao ché:
4. Dang bao ché cta san pham:

5. Luu hanh trén thi trudong:

Co Khong
Vi pham chat luong
Co Khong

Néu c6 thi ghi rd:

S 1an sai pham:

Loai vi pham:

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

Néu c6 thi ghi 13:

S lan sai pham:

Loai vi pham:

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

8. Thay dbi khi dang ky lai (gidy phép luu hanh gan hét hoic hét hiéu luc)
Co Khong
Néu c6 thay d6i thi phai ghi rd noi dung thay doi so voi ho so dang ky da duge duyét:

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

9. Nhitng ¥ kién khac tir khach hang vé san pham thudc tha y khi luu hanh trén
thi truong:

PAI DIEN TO CHUC, CA NHAN
(Ky, ghi 16 ho tén va dong dau)
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Phu luc 5
MAU GIAY CAM KET
(Ban hanh kém theo Théng twr sé 20/2011/TT-BNNPTNT ngay 06 thing 4 nim 2011
cua B6 Nong nghiép va Phat trién nong thon)

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

S6 i, /DK-CT (Dia danh), ngay..... thang....... nam 20...

GIAY CAM KET
Kinh gui: Cuc Thuy
Can cti Luat So hiru tri tué;
Can ctr Thong tu s6 ngay..../..../2010 cia B6 Nong nghiép va PTNT Quy dinh
vé viéc dang ky luu hanh, xuat nhap khau thudc tha y;
TO CHUC, CA NHAN PANG KY LUU HANH
3 O OO
DA G oo ettt —————
SO dién thoais ....vvveveeeee e SO FAX wv et
Email:. .o e
Cac chi nhanh (N8U CO): ....uiien i,
CO SO SAN XUAT

TN e e ——————
DA G e e et —————

Email:. e
Chung t6i cam két khong vi pham cac quy dinh vé s& hitu tri tué doi véi san
pham xin dang ky luu hanh dudi day:

Tén thuong mai Tén chung | Thanh phan Cong dung

Chuing t6i xin hoan toan chiju trach nhiém trude phap luat Viét Nam va quc té
néu vi pham vé quyén s¢ hitu tri tué.
PAI DIEN TO CHUC, CA NHAN
(Ky, ghi rd ho tén va dong dau)
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Phu luc 6
BAN TOM TAT PAC TiNH SAN PHAM

(Ban hanh kém theo Théng twr s6 20/2011/TT-BNNPTNT ngay 06 thing 4 nim 2011
ciia Bé Nong nghiép va Phdt trién néng thén)

TOM TAT PAC TiNH SAN PHAM

1. Tén san pham

2. Cong thirc cho mot don vi dong gbi nho nhit (bao gdm thanh phan hoat chét,
ham luong va ta dugc).

3. Dang bao ché

4. Quy cach dong goi.

5. Chi dinh.

6. Liéu dung, cach dung, duong dung.

7. Chdng chi dinh (néu c6).

8. Thot gian ngung st dung.

9. Than trong khi ding san pham.

10. Tac dung khong mong mudn (néu c6).
11. Qué lidu va cach xir 1y (néu cb).

12. Tém tit dic tinh duwoc luc hoe, duoc dong hoc.
13. Tuong tac cta thudc.

14. biéu kién bao quan.

15. Han dung ctia san pham. Ghi rd thoi han sir dung ctia san pham ké tir khi mo
nap bao bi truc tiép d6i voi san pham chua phan liéu.

PAI DIEN TO CHUC, CA NHAN
(Ky, ghi rd ho tén va dong dau)
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Phu luc 7
MAU GIAY CHUNG NHAN LUU HANH THUOC THU Y

(Ban hanh kém theo Théng twr sé 20/2011/TT-BNNPTNT ngay 06 thing 4 nim 2011
ciia Bé Nong 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 Doc 1ap - Tw do - Hanh phuc
AND RURAL DEVELOPMENT Independence- Freedom- Happiness
CUCTHUY
DEPARTMENT OF ANIMAL
HEALTH

GIAY CHUNG NHAN LUU HANH THUOC THU Y
MARKETING AUTHORIZATION

No:....

Tén san pham/Name of PrOAUCT:. .......o.c.ovueveeeeeeeeeeeeeeeeeeeeeeeee e ere e,
Thanh phan hoat chat/Active INGIredients:. .........o.ovovueveeeeeeeeeeeeeeee e
COng dung/INdICatIONS: . . ...cccuvvieeeiiie ettt e e e e e e e e eereeeenes
Dang bao ch&/DOSAZE TOIMN: ... .......veeeeeeeeeeeeeeeeeeee et
Quy cach dong gO1/Packing SiZe:........cccueeeviiiiiiiiiiieeiie et e e
Han dung/Shelf-life:............cccveennne. thang

Tén co so san xuat (gia cong)/Name of Manufacturer:.............coovveveveureeenennnns
D1a Chi/AAAIESS ...t
SO dién thoai/Tel.: v, SO Fax/Fax. NO .o veeeeeeeeerererrnen,
Tén co s¢ dang ky luu hanh/Name of Marketing Authorization Holder:............
DA ChI A AAIESS et e e e e e e e e e e e e
SO dién thoai/Tel. . voveeeeeeeeeeeeeeee, SO Fax/Fax. NOt..ou oo,
Gidy chtng nhan luu hanh nay 6 hidu e G0t

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 8
MAU PON PANG KY XAY DUNG VUNG AN TOAN
DICH BENH DONG VAT
(Ban hanh keém theo Théng tw s6 20/2011/TT-BNNPTNT ngay 06 thang 4 niam 2011
ciia Bé Nong nghiép va Phdt trién néng thén)

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

DON PANG KY
Xay dung vung an toan dich bénh dong vat

Kinh @i
TEN tO1 1A e (0518 (o741
Dl QICNi. .. ————————————
DPiachic.ooiii, bién thoai:..................... Fax:.ooooooooiieeeennn,
Xin dang ky xay dung vung ATDB:.:....(tén vung, co so chan nuoi) .....................
L0 10281010 S USRS
An t0an V& b&nh........cooevvrveevieriene. d6i voi lodi dong VAt [a.......ovvveeeeaen.

NGUOI LAM PON
(ky tén, déng dau)
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Phu luc 9
MAU PON PANG KY XAY DUNG CO SO AN TOAN
DICH BENH DONG VAT
(Ban hanh keém theo Théng tw s6 20/2011/TT-BNNPTNT ngay 06 thang 4 niam 2011
ciia Bé Nong nghiép va Phdt trién néng thén)

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

DON DANG KY
Xay dung co sé an toan dich bénh dong vat

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

........... , ngay...... thang....... nam 20.....
NGUOI LAM PON

(ky tén, dong ddu)
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Phu luc 10
GIAY CHUNG NHAN AN TOAN DICH BENH PONG VAT
(Ban hanh keém theo Théng tw s6 20/2011/TT-BNNPTNT ngay 06 thang 4 nam 2011
ciia Bé Nong nghiép va Phdt trién néng thén)

CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc
SOCIALIST REPUBLIC OF VIETNAM
Independence - Freedom - Happiness
BQ NONG NGHIEP VA PHAT TRIEN NONG THON
Ministry of Agriculture and Rural Development

CUC THU Y VIET NAM
Department of Animal Health of Vietnam

GIAY CHUNG NHAN AN TOAN DICH BENH PONG VAT
CERTIFICATE OF DISEASE FREE STATUS FOR ESTABLISHMENTS
CHUNG NHAN
THIS IS TO CERTIFY THAT

Puoc cong nhan an toan dich bénh, chiéu theo cac quy dinh tai Quyét dinh sb
66/2008/QD-BNN ngay 26/5/2008 ciia Bo Nong nghiép va Phat trién néng thon, doi
vO1 cac bénh sau:

In recognized the disease - free status, in accordance with conditions as speci-

fied within the MARD’s Decision 66/2008/QD-BNN date 26/5/2008, with regard to
the following diseases:

Ha Noi, ngay.....thang........ nam 201...
Hanoi, date
RY 7. R TY-ATDB CUC TRUONG
Gidy chirng nhan nay cé gia tri trong Director Genneral

This cetificate is valid for



