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BOQ NONG NGHIEP VA PHAT TRIEN NONG THON

BQ NONGNGHIEP  CQNG HOA XA HQI CHU NGHIA VIET NAM
VA PHAT TRIEN NONG THON Pic lap - Ty do - Hanh phic
Sé: 20/2011/TT-BNNPTNT Ha Néi, ngay 06 thang 4 nam 2011
THONG TU

Sira dbi, bd sung, bdi bé mft s quy dinh vé thi tuc hanh chinh
trong linh vuwe thi y theo Nghi quyét so 57/NQ-CP ngay 15/10/2010

Can ctr Nghi dinh s6 01/2008/ND-CP ngay 03 thang 01 nim 2008 cua Chinh
pha quy dinh chirc ndng, nhiém vu, quyén han va co ciu t6 chirc cia Bo Nong
nghiép va Phat trién nng thén; Nghi dinh s6 75/2009/NP-CP ngay 10 thang 9 nim
2009 ciia Chinh phu v& viéc sira di Didu 3, Nghi dinh s 01/2008/ND-CP ngay 03
thang 01 nam 2008 ctia Chinh phﬁ quy dinh chirc nang, nhiém vu, quyén han va ¢g
cau t6 chirc ciia B§ Nong nghiép va Phat trién nong thén;

Cin ctr Nghi quyét sé 57/NQ-CP ngay 15 thang 12 nim 2010 cia Chinh phi vé
viéc don gian hoa thu tuc hanh chinh thuéc pham vi chirc nang quan ly cua B§ Nong
nghiép va Phat trién ndng thén;

B6 Néng nghiép va Phat trién nong thén ban hanh Théng tur sira dbi, bb sung,
bai boé mdt sé quy dinh vé thu tuc hanh chinh trong linh vic thu y theo Nghj quyét
57/NQ-CP ngay 15/10/2010 nhu sau:

Piéu 1. Sira ddi, bd sung mot s6 didu Quyét dinh s6 10/2006/QD-BNN ngay
10/02/2006 cha B) Nong nghiép va Phat trién nong thén
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1. Piéu 1 dwgc sira d6i, bo sung nhur sau:

“Piéu 1. Pham vi diéu chinh

Théng tu ndy quy dinh vé& viée ding ky luu hanh, nhap khau thudc thi y, nguyén
liéu lam thudc thu y, vic xin, ché phﬁm sinh hoc, vi sinh vat, héa chét dung trong thu
y, thu y thiy san (sau day goi la thuéce thd y) tai Viét Nam”.

2. Bo sung Piéu 4b nhur sau:
“Biéu 4b. Diéu kién dé duoc dang ky luu hanh thudc thu y

1. DB0O1 véi co s¢ san xuat thudc thu y
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a) Co s& san xuit thudc th y trong nude phai c6 Gidy chimg nhan du diéu kién
san xut thudc hodc Gidy ching nhan dat tiéu chuin “Thyc hanh tét san xuit thudc”
(viét tit 1a GMP), theo diing quy dinh va 1§ trinh 4p dung GMP ctia Bd Nong nghiép
va PTNT;

b) Co s& san xuét thudc thu y & ngoai Viét Nam phai dat tiéu chuin GMP;

¢) Co s san xuét hoa chét va ché pham chan doan In vitro phai dat tiéu chuin
GMP hoic ISO hoic tiéu chuan twong duong khac.

2. Déi véi co s kinh doanh nhap khiu thude tha y

Co s& kinh doanh nhép khau thudc thd y phai c6 Gi:;iy chirng nhan du diéu kién
kinh doanh thudc thu y theo quy dinh tai Thong tu $6 5 1/2009/TT-BNNPTNT ngay
21/8/2009 Quy dinh kiém tra, chirng nhan du didu kién san xuat, kinh doanh thude
tha y, ché pham sinh hoc, vi sinh vit, hoa chét dung trong thd y, thu y thity san (sau
day goi 1a Thong tir s6 51/2009/TT-BNNPTNT)”.

3. Pitu 5 dwge sira di, bd sung nhwr sau:

“Piéu 5. Nhan thudc tha y

1. Thudc tha y hru hanh trén thi trudng Viét Nam phéi ¢6 nhan. Viéc ghi nhén
thudc tha y tudn theo Nghi dinh s6 89/2006/ND-CP ngay 30/8/2006 cta Chinh phil
vé nhén hang héa va Thong tu s6 03/2009/TT-BNN ngay 14/01/2009 ciia B Nong
nghiép va PTNT quy dinh ghi nhén thudc thi y.

2. Nhan thuéc thi y lru hanh trén thi truong phai ding nhu miu nhén thude
trong ho so déng ky luu tai co quan quan ly va tai co s¢ dang ky”.

4. Diéu 6 dugc sira doi, bé sung nhu sau:

“Piéu 6. Pang ky luu hanh thubc tha y

1. Co s& méi thanh 13p, dang ky luu hanh thubc tha y 14n d4u phai 14p hd so
bao gém:

a) Gidy chimg nhan du didu kién san xuét, kinh doanh nhép khau thudc thi y
theo quy dinh;

b) Béan sao cac gidy & ¢6 lién quan dén viéc thanh lap: Quyét dinh thanh lap,
Gihy ding ky kinh doanh, Chimg chi hanh nghé phi hop véi loai hinh sén xuat;
¢) H6 so dang ky hru hanh cua timg sén pham thudc theo quy dinh ctia Thong
fur nay. :

2. Co s& da du diéu kién san xuét, kinh doanh nhép khau thuoc thu y khi dang
ky luu hanh thuc hién theo diém ¢ khoan 1 Piéu nay”.

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com



56 CONG BAO/SH 225 + 226 ngay 26-4-2011

5. Khoén 1 Diéu 7 dwec sira d6i, b sung nhw sau:

“Piéu 7. Tha tuc dang ky nhap khau thubc tha y

1. Nhép khau thudc thi y ¢é trong Danh muc thudc thii y duoc phép luu hanh tai
Viét Nam hoic di duge cdp Gidy chimg nhan lvu hanh

Céc co so du diéu kién kinh doanh nhap khau thudc thi y theo quy dinh thuc
hién viéc nhap khau nhu sau:

a) Pbi vdi thude, nguyén liéu lam thube tha y: Co s& lam thu tuc nhap tai Hai
quan cura khau;

b) Pbi véi vic xin, vi sinh vat: Co s& lam don hang nhip khéu theo méu tai Biéu
mau 2, Phu luc 3 (01 ban kém file mém) giri vé Cuc Thu y.

2. Nhap khiu thube thu y chua cé trong Danh muc thubc thi y duge phép luu
hanh tai Viét Nam

a) Cac truong hop duge phép nhap khiu:

- Thubc tha y 13 hang méu, hang phuc vu trién 1im, khong cé gia tri thuong mai;

- Thudc thu y dé kiém nghiém, thir nghiém, khao nghiém cho muc dich ding k¥
lvu hanh;

- Thubc thi y biét duge nhap khau véi sb lugng it, khong c6 gia trj thuong mai
de chan doan, phong, tri b¢nh cho ddng vit quy hi€m, vét nudi nhdp khau;

- Nguyén ligu (duoe chét, ta dugc, dung méi, héa chét va cac phy liéu khac) dé
sdn xuat cac san pham da c¢6 tén trong Danh muc thudc thu y duge phép luu hanh tai
Viét Nam.

b) H6 so nhép khéu thude tha y gbém: 01 bd

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

- Céc loai gidy chuing nhan GMP hoic ISO (d6i v6i mot s6 loai hoa chit thong
dung); Giéy chimg nhén lhru hanh dbi véi thube nhép khAu;

- Phiéu phﬁn :cich ch?i]: lugng ciia nha san xudt va ciia co quan c6 thim quyén cia
nudc san xuat (ddi v&i véc xin, ché phim sinh hoc);

- Tém tit dic tinh san phim (d6i véi thubc méi).

¢) Ho so dang ky nhap khau thude thi y dugc giri v& Cuc Thi y;

d) Théi han tra 18i: Trong thoi gian 07 ngay 1am viéc, ké tir ngay tiép nhan ho so
dang ky, Cuc Thu y c6 trach nhiém tham dinh hé so va tra 15 két qua”.
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6. Diéu 8 dwyc thay thé bing cc diéu 8a, 8b, 8¢, 8d nhu sau:

“Piéu 8a. H6 so dang ky luu hanh thubc tha y dang héa dugc:

1. Bbi véi thude tha y méi, hd so dang ky gdm: 01 bd

a) Pon ding ky luu hanh theo miu tai Biéu miu 1, Phu luc 1 ban hanh kém theo
Théng tr nay;

b) Tém tit dic tinh ciia san phim bao gdém ¢4 cac thong tin vé thanh phan, thanh
phén dinh luong, dang bao che, quy cach dong gbi, cong dung, chi dinh, chong chi
dinh, huéng din str dyng, huéng dan bao quan thudc, nhitng luu y dbi voi dong vat
dugc chi dinh, v&i1 ngudi st dung va nhitng déc tinh ky thudt khac cia san pham,
theo mau tai Phy lyc 6 ban hanh kém theo Thong tu nay;

¢) MAu nhén san pham (03 bd), t& Hudng dan st dung;

d) Céc loai gidy ching nhian GMP hodc ISO (dc}i v&i mot sb loai hoa chét thong
dung); Gidy chimg nhn luu hanh do co quan ¢6 thim quyén ciia nuéc san xuit cip
(ddi véi thude nhdp khau);

d) Quy trinh sdn Xuét; |

¢) Tiéu chudn chit lrong va phwong phap kiém nghiém (day du, chi tiét), Phiéu
phan tich chit lugng ciia co s& san xudt; |

g) B4o cio vé cic so liéu chimg minh d6 an toan bao gdm ca tai lidu nghién ctru
vé doc tinh (doc tinh cép, doc tinh ban tru'cmg dién, tru:cmg dién, doc tinh té bao, kha =
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nzing gdy ung thir). Nhitng nghién ciru vé tén du trong tat ca céc loai dong vat duoc =

chi dinh ding thudc;

h) B4o c4o vé céc s6 liéu chirng minh hiéu lirc cua san phdm bao gbm ca cac tai
li€u nghién ciru vé duge ly thire nghiém; vé duoc luc hoc, dirge ddng hoc va sinh
kha dung cua san pham;

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

k) Tai liéu nghién ctru v& 46 dn dinh va thoi han sit dung cia thudc;

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

n) Phiéu phan tich chét lwgng san phdim do Co quan ¢6 thdm quyén cia nrdce san
Xuét cip (d6i v&i san phim nhip khau) va phiéu phan tich chét leong san phim cua
co quan kiém nghiém thudc thi y duge chi dinh tai Viét Nam cap;

p) Két qua thir nghiém hoac khao nghiém;

of

aw



58 CONG BAO/SH 225 + 226 ngay 26-4-2011

q) Ban cam két khong vi pham céac quy dinh cia luat s& hitu tri tu€ theo mau tai
Phu luc 5 ban hanh kém theo Thong tu nay;
r) Céc thong tin k§ thut khac (néu c).
2. Déi véi thube generic, hd so dang ky gém:
a) Céc ndi dung quy dinh tai céc didm a, b, ¢, d, d, e, i, k, g, r khoan 1 Diéu nay;
b) Phiéu phan tich chét luong san phim cia co quan kiém nghi¢m thudc tha y
duogc chi dinh tai Viét Nam cap;
¢) Nhitng théng tin vé thuéc phat minh (tén san phim, tén nha san xuét, cong
thirc, dang bao ché, cong dung, chi dinh diéu tri, chéng chi dinh, liéu lvong si dung,
thoi gian ngimg sir dung thudc (néu cé), nhitng luu y ddi v6i dong vat duge chi dinh,
v&i ngudi sir dung va cac dic tinh ki thuat khac cua san pham).
3. Hb so dang ky thay d6i, bd sung gdm: 01 bd
a) Don ding ky thay ddi, bd sung theo mAu tai Biéu mau 1, Phu lyc 2 ban hanh
kém theo Théng tu nay;
b) Céc tai liéu lién quan dén sy thay ddi, bo sung;
¢) Ban sao chup giéy chirng nhén luu hanh thudc thi y con hiéu luc;
d) Mau nhn cii (01 bd), mau nhin méi (03 bo);
&) To Hudng dan sir dyung cii, méi.
4. Hb so dang ky lai gdm céc ndi dung quy dinh tai khoan 1 Dicu nay.
5. Hb so gia han gidy chimg nhan lwu hanh thudc thi y gom: 01 bd
a) Pon gia han gidy chimg nhan lru hanh theo mAu tai Biéu mau 2, Phy luc 2 ban
hanh kém theo Thong tu nay;
b) Bén sao chup Gidy chimg nhan luu hanh thude tha y con higu lyc;
¢) Céc loai gidy chimg nhan GMP hoic ISO hojic Gidy chimg nhan du diéu kién
san xuat thudc thu y; Gidy ching nhan hru hanh déi vai thude nhép khau;
d) Phiéu phén tich chét luong san phim cia co s& san xuét hogc cua co quan
kiém nghiém thudc tha y dugc chi dinh tai Viét Nam cap trong thoi han 12 thang;
&) Bao céo theo ddi 6 dn dinh san phim & diéu kién thuong;
¢) Béo cdo qua trinh luu hanh thuéc theo mau tai Phu luc 4 ban hanh kém theo
Thong tu nay.
Didu 8b. Hb so diang ky luu hanh nguyén liéu 1am thudc thu y, thude tir duoc ligu
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1. Hb so dang ky lwu hanh nguyén liéu 1am thudc gdm: 01 bd

a) Cac ndi dung quy dinh tai cac diéma, b, ¢, d, d, e, i, k, n, r khoan 1 Piéu 8a
Théng tur nay;

b) Nhimg théng tin vé nguyén liéu 1am thudc phat minh d& hét thai han doc
quyén (tén nguyén liéu, tén nha san xudt, cong thirc, dang bao ché va cac dic tinh k§
thuat khac cta san phfim).

2. Hb so ding ky luu hanh nguyén liéu méi, ngodi nhitng quy dinh tai khoan 1
Diéu nay, phai bd sung thém:

a) Bo cdo vé cac sd liéu chimg minh d an toan bao gdm c4 tai liéu nghién ciru vé
doc tinh (ddc tinh cip, doc tinh ban trudng dién, tredmg dién, doc tinh té bao). Nhimng
nghién ctru vé tdn du trong tit ca cac loai dong vét dugc chi dinh dung thudc;

b) Bao cdo vé céc sb liéu chimg minh hiéu lyc cia sin phdm bao gom ca céc tai
liéu nghién ciru vé dugc ly thyc nghiém; vé duoce luc hoc, duge dong hoc va sinh
kha dung cia san phim;

¢) Béo cdo két qua thir nghiém hodc khéo nghiém;

d) Tai liéu nghién ctru vé& d6 én dinh cia nguyén ligu;

d) Céc théng tin k¥ thuat khéac (tai liéu vé viéc san phdm da dugc lru hanh tai
nudc khéc trén thé gigi).

3. Hb so dang ky hru hanh thude tir duge liéu gom cac ndi dung quy dinh tai
khoan 1 Piéu 8a Thong tu nay.

4. Ho so diang ky thay ddi, bd sung gém cac ndi dung quy dinh tai khoan 3
Diéu 8a Thong tur nay.

5. Hb so gia han gidy chimg nhin luu hanh gdm cac ndi dung quy dinh tai
khodn 5 Piéu 8a Thong tu nay.

Piéu 8c. Hd so dang ky Iru hanh vic xin, ché pham sinh hoc

1. Hd so dang ky hwu hanh vic xin, ché phdm sinh hoc gom: 01 bd

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

b) Tém tit dic tinh coa san phém bao gém cd cac thong tin vé thanh phén,
thanh phéan dinh lugng, dang bao ché, quy cach dong géi, chi dinh, chng chi dinh,
huéng dan sir dung, huéng din bao quan vic xin, ché phadm sinh hoc, nhitng luu
y dbi voi dong vit duoc chi dinh, véi ngudi sir dung va nhimg dic tinh k¥ thuat
khac cia san pham;
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¢) MAu nhin san phim (03 bd), t& Hudng dan sir dung;

d) Gidy chimg nhan GMP; Gidy phép luru hanh san phim cua co quan c6 thim
quyén nudc san xuat cap (d61 véi san pham nhép khau);

d) Quy trinh san xuit;

e) Tiéu chuan chat lugng, phuong phéap kiém nghiém vic xin, ché phim sinh
hoc, Phiéu phén tich chat lrong cia co s& san xuit;

g) Bao cdo vé cac s6 lidu chirmng minh d an toan bao gdm ca tai lidu nghién ciru vé
doc tinh (ddc tinh cép, doc tinh ban trrdng dién, truomg dién, doc tinh té bao). Nhimng
nghién ciru vé ton du trong tat ca cac loai déng vat dugc chi dinh (néu co);

h) B4o céo vé cac sb lidu chimg minh hiéu lyc ctia san phim bao gdm ca cic tai
lidu nghién ciru vé ham luong khang thé va do dai mién dich (dbi véi vic xin);

i) Thoi gian 'ngl‘mg str dung (néu c6);

k) Tai ligu nghién ciru vé d¢ 6n dinh, hd so tém tit san xudt timg 16 ctia 3 16 lién
ti€p va dé xuat thoi han sir dung;

m) Phuong phap xéc dinh lidu ding va liéu trinh sir dung d6i véi timg loai dong
vat dugc chi dinh;

n) Phiéu phan tich chét lugng san phim cuia co quan c6 thim quyén cua nuée
san xuét cap (d6i voi sin pham nhap khiu) va ciia co quan kiém nghiém thuéc thu y
duoc chi dinh tai Viét Nam;

p) Béo céo két qua thir nghiém (két qua khao nghiém dbi v6i san phdm nhap
khau) trong d6 bao gom ca cac ndi dung vé hiéu luc, tinh an toan cia san phfim dbi

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com

véi dong vat dich, ngudi sir dung san phadm va moi truong);

q) Céc tai lidu lién quan bao gom:

- Xuét xa, lich sir va d6 6n dinh cua chiing vi sinh vit géc dung dé ché vic xin,
ché pham sinh hoc;

- C4c tai liéu lién quan dén ban quyén va 4p dung chimg chi sin xuét véc xin,
ché phém sinh hoc (néu co);

r) Cac thong tin k¥ thuat khac nhu két qua thir nghiém, khao nghiém trong pham
vi phong thi nghiém, s6 liéu vé viéc san phidm da dwgc luu hanh tai cac nuée khéac
trén thé gidi (néu co);

s) Céc s liéu dich t& hoc chirg minh sy €6 mat ciia téc nhan gy bénh tai Viét
Nam (ap dung di véi vic xin, ché phim sinh hoc mai).
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2. H6 so ding ky Iuu hanh ché phdm sinh hoc dé chan doan: 01 bo

a) Pon dang ky lru hanh theo mau tai Biéu miu 3, Phu luc 1 ban hanh kém theo
Thdng tu nay;

b) Tém tit dic tinh ciia san phdm bao gém ca cac théng tin vé thanh phén, thanh
phan dinh lrgng, dang bao ché, quy cach déng géi, chi dinh, huéng dan sir dung,
huéng din bao quan, nhimg luu v déi véi véi nguoi sir dung va nhimng dic tinh ky
thuét khdc clia san pham;

¢) Miu nhén san pham (03 mau); to Hudng din sir dung;

d) Giéy chirmg nhian GMP, hodc ISO ho#c ching chi tuong dwong; Giay phép
Iru hanh san phdm (FSC) do co quan c6 thdm quyén ctia nude san xuit cAp (d6i voi
san pham nhép khau),

d) Phiéu phan tich chit lugng do co quan kiém nghiém c6 thim quyén cia nudc
san xuat cap (doi voi san pham nhép khau), Phiéu phan tich chat lugng cheé phdm sinh
hoc do co quan ki€m nghi¢m thuoc tha y dugc chi dinh tai Vi¢t Nam cap;

e) Bao cao vé cac sb lidu chirng minh d$ an toan;

g) Bio cdo vé cac s6 liéu chirng minh hiéu lwc cia san pham;

h) Quy trinh sdn Xuat;

i) Tiéu chuén chat lwong, phuong phap kiém nghiém ché pham sinh hoc (ddy du,
chi tiét), Phiéu phan tich chat lwgng ché pham sinh hoc clia co s& san xudt;

k) Tai liéu nghién ctru vé d6 6n dinh, hd so tom tit san xuat timg 16 ctia 3 16 lién
tiép va thoi han sir dung;
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m) Bao cao két qua thir nghiém, khao nghiém (bao gfim ca ndi dung thir nghiém =
ve hiéu lyc, an toan cia san pham);

n) Cac tai liéu lién quan bao gdm:

- Xuét x1r, lich sir nguyén liéu géc dung dé san xuét ché phim sinh hoc;

- Céc tai liéu lién quan dén ban quyén va ap dung chimg chi san xuét véc xin,
ch€ pham sinh hoc (néu c0);

p) Céac thdéng tin ki thuat khac.

3. Ho so ding ky thay ddi, b6 sung gdm cic ndi dung quy dinh tai khoan 3 Piéu
8a Thong tu nay.

4. Ho so dang ky lai gdbm cac ndi dung quy dinh tai khoan 1 Piéu nay.

5. Ho so gia han gidy chimg nhan lwu hanh gém: 01 b
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a) Pon gia han Gidy chirng nhan hru hanh theo miu tai Biéu miu 2, Phu lyc 2 ban
hanh kém theo Théng tu nay;

b) Béan sao chup giay ching nhan lru hanh da dugc cap;

c} Gidy chirng nhan GMP hoic Gi.’?iy chirng’ nhin d}'l diéu kién san xuét thl}éc '[h'fl
y, Gidy cht"mg nhéan lup hanh do co quan ¢6 tham quyén ciia nudc san xuat cap (doi
v6i1 san pham nhép khau);

d) Phiéu phan tich chit luqng san pham do Co quan c6 thdm quyén'cﬁa nudc san
xudt (d6i vdi san pham nhép khau) va cia co quan ki€ém nghiém thuéc tha y dugc
chi dinh tai Viét Nam cap trong thdi han 12 thang;

d) Bao cao theo doi d6 én dinh san phém & diéu kién bao quan ghi trén nhén;

¢) B4o cdo qua trinh luu hanh san phdm theo mau tai Phu luc 4 ban hanh kém
theo Thong tu nay”.

7. Khoin 1 Diéu 9 dwgc sira doi, bd sung nhwr sau:

“Diéu 9. Pang ky thay ddi, bé sung nodi dung gidy chimg nhan luu hanh thubc
tha y:

1. T6 chire, ca nhén ¢6 ghuéc thti y da duge cip Gidy chimg nhan hru hanh va da
cé’tén trong Danh muc thuoc thu y duge phép lwu ha‘lnl? tai }fiét Nam, trong théi han
gidy ching nhén con hiéu luc, khi ¢6 yéu cau thay doi, boé sung mét trong cac ndi
dung sau phai dugce sy dong v cia-Cuc Thu y:

a) Thay ddi tén san pham;

b) Thay dbi tén co s& ding ky;

c¢) Thay dbi tén co s& san Xuit;

d) Thay d6i hoic b sung quy cach déng goi;

d) Thay dbi hinh thtc nhéan thubc;

e) Thay-ddi han sir dung va thoi gian ngimg sir dung thudc;

g) Thay ddi liéu dung;

h) Thay d6i hodc bd sung chéng chi dinh diéu tri;

i) Thay d6i hodc b sung lidu trinh diéu tri;

k) Nhimg thay d6i khac nhung khéng anh huong dén chit luong, hidu qua, do
an toan cua thuoc.

2. Riéng d6i véi thudc nhap khiu:

a) Thay d6i tén thudc phai c6 xac nhan cia nha san xuét;
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b)&Thay d6i dia diém co s& san xuit phai c6 Gidy chitg nhan co s& san xuit tai
dia diém mai dat thuc hanh t6t san xuat thudc (GMP);

¢) Thay déi tén co s& san xudt phai c6 Gidy ching nhan co s& san xuét vai
tén madi dat tiéu chuén thyc hanh tot san xuat thuoc (GMP) va cac thong tin lién
quan khac”.

8. Piéu 10 dugc sira ddi, bé sung nhwr sau:

“Piéu 10. Ding ky lai thude tha y

1. Co s& c6 thude thi y dd duge cdp gidy chimg nhén Iuu hanh va da c6 tén trong
Danh myc thudc thi y dugce phép lwu hanh tai Viét Nam, trong thoi han gidy chimg
nhan con hiéu lyc, khi ¢é yéu cau thay ddi, bd sung mét trong cac ndi dung sau phai
thure hién thu tuc dang ky lai:

a) Thay dbi thanh phan, céng thic;

b) Thay d6i dang bao ché;

¢) Thay d6i duong dung cua thudce;

d) Thay ddi phuong phép, quy trinh san xuit ma lam thay d6i chat lugng san pham;

d) Panh gia lai chét lugng, hi€u qua, dd an toan cua thudc thu y theo yéu can
cua Cyc Thu y;

e) Thay ddi hodc bd sung.loai ddng vat dugc chi dinh diéu tri.

2. Pang ky lai khong 4p dung d6i véi thude generic”.

9. Diéu 11 dwgc sira ddi, bd sung nhwr sau:

\ “Diéu 11. Tiép nhén hd so dang ky luu hanh, hd so ding ky thay ddi, bd sung,
hé so ding ky lai, ho so gia han luu hanh thudc thd y va théi han tra 161

‘ 1. H6 so diang ky luu hanh, hd so ding ky thay ddi, bd sung, hd so dang ky lai,
ho so gia han hru hanh thudc thi y dugc giri vé Cuc Thu y.

2. Thoi han tra 1oi:

a) Trudng hop ding ky lvu hanh, dang ky lai thude tha v:

- Trong thoi gian 15 ngay lam viéc, ké tir ngay nhan hé so dang ky, Cuc Tha y
¢6 trach nhiém thong béo cho 6 chirc, ca nhan dang ky biét dé hoan thién déi véi
nhirng trudng hop hoé so khdng dat yéu céu;

- Trong théi gian 40 ngéy‘lé.m viée, ké tir ngay nhan dugc hd so hop 1€, Cuc Thu
y ¢0 trach n‘hiém tham dinh’ ho so va thanh lap Hoi ddng khoa hoc chuyén nganh dé
x€t duyét ho so va tra loi két qua.
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b) Truong hop thay ddi, bd sung Gidy chitg nhan hru hanh thudc thi y: Trong
thoi han 10 1am viée dbi véi thude thi y dang héa dugc, hoa chat; 20 ngay lam viéc
d6i voi vic xin, ché phdm sinh hc:)c, vi sinh‘ vét ké tir ngay ’tiép nhan ho so dat yéu
can, Cyc Thi y c6 trach nhi€ém tham dinh ho so va tra 101 két qua;

¢) Truomg hop ding ky gia han lwu hanh thudc tha y

- Trong thoi gian 10 ngay lam viéc, ké tir ngay nhan ho so, Cuc Thi y ¢ trich
nhi¢m théng bao cho t6 chirc, ca nhan dang ky biét ¢é hoan thién d6i v&i nhimg
treong hgp ho so khong dat yéu cau,

- Trong thoi giafl 20 ngay "létm viéc, ké tur ngay nhan dugce hé so hop 18, Cuc Thi
y ¢0 trach nhiém tham dinh ho so,_pz’fip gidy chung nhén luu hanh”.

10. Didu 12 dwgc sira dbi, bd sung nhwr sau:

“Pjiéu 12. Thoi han cia gidy chitng nhan luu hanh thude thu y

Gidy chirng nhan hru hanh thudc thi y va sé diang ky luu hanh c6 thdi han 1a 5
ndm ké tir ngay cap”.

11. Piéu 13 dwrgc sira don, b6 sung nhuw sau:

“Piéu 13. Gia han glay chu'ng nhéan luu hanh thuéc tha y

Truée ngay hét han ghi trén gidy chimg nhan hru hanh thudc tha y 03 thang, co
s& dang ky 1am ho so gia han giri Cuc Tha y.

Qua thoi han ghi trén gidy chimg nhan 01 thang ma co s¢ dang ky khong lam tha
tuc gia han thi gidy chimg nhén luu hanh duoc coi 1a hét hiéu luc”.

12. B6 sung Piéu 13b nhir sau:
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“ Piéu 13b. Quy dinh vé ngén ngir, dat tén thudc, hinh thirc hd so

1. Ng6én ngir sir dung trong ho so dang ky:

a) Hb so ding ky thudc th y san xuat trong mrde phai viét bang tiéng Viét;

b) H so dang ky thude thu y san xuét & nudc ngoai phai duge viét bang tiéng
Viét ho#c tiéng Anh. Trudng hop hé so viét bing tiéng Anh, cac thong tin trong
T& huéng dan sir dung thude, Tém tit dic tinh san pham bit budc phai viét biang
tiéng Viét.

2. H6 so dang ky thude thit y phai dugc soan thao trén khé gidy A4, déng chic
chin. Ho so phai cé trang bia va muc luc, dugc sip xép theo ding trinh tr ctia muc
luc, c6 phan céch gitra cac phan. Cac phan phan cach phai dugc danh so thir ty dé dé
tham khao. va cé xac nhan ciia co sé dang ky hodc co s& san xuét thude & trang dau
tién ctia mdi phan trong toan b ho so.
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3. Mdi thudc thu y phai c6 hd so dang ky riéng.

4. Pbi voi thube thi y san xuit trong nudc, viéc dit tén thudc can tuin theo
nhirng nguyén tic sau:

a) Co s& ding ky c6 thé sir dung tén thudc theo tén chung quéc té (INN);

b) Trudng hop khong dit tén thude thd y theo tén INN co s& dang ky 6 thé dat
tén thuong mai nhung phai ddm bao tuén thi cac nguyén tic sau:

- Khong quéang cdo qué tac dung diéu tri cua thudc;

- Khéng phan 4nh sai tac dung diéu tri cia thudc, khong gdy nhdm 13n vé nhém
tac dung dugc ly cia thudc; thude c6 thanh phan hoat chit khac nhau phai dat tén
khac nhau;

- Khéng vi pham thuin phong, my tuc, truyén théng cia Viét Nam;

- Khéng giy xung dot voi cac dbi tugng sé hifu tri tué ciia ca nhan, tb chirc khac
dang dugc bao hg;

- Khong tring véi tén thudc da dugc cép sb dang ky cia co s& khac.

5. Céc loai gidy chimg nhan GMP, gidy chimg nhan du diéu kién sin xuit, gidy
chimg nhan ISO, gidy chimg nhén luu hanh san phdm (FSC, CPP, MA) kém trong
ho so dang ky, c6 thé ndp mot trong cac loai sau:

- Ban chinh;

- Ban sao hgp phap (ban sao cé cong chirng hoédc chirng thuc);

- Ban sao d6ng thdi phai xuét trinh ban chinh dé kiém tra trong truong hop ndp
truc tiép;

- Riéng Phi€u phén tich chét luong san pham (CA) phai 12 ban chinh”.

13. Khoan 2 Diéu 14 dwgc sira ddi, bd sung nhwr sau:

“Diéu 14. Xét duyét, cap gidy chimg nhan Ivu hanh thuéc tha y

2. Viéc xét duyét, cap gidy chimg nhan lwu hanh thuéc thu y duge thyc hién
nhu sau: |

a) Cuc Thu y tiép nhan Ho so dang ky lwu hanh, thdm dinh hd so, 3 chic hop Hoi
dong khoa hoc chuyén nganh thudc thii y, cép gidy chirng nhan luu hanh thudc thi y;
trinh B§ truéng B Nong nghi€p va PTNT cong nhén, bd sung vao Danh myc thude
thit y duge phép luu hanh tai Vigt Nam. D6 véi thude thi y san xudt nhuong quyén,
san xuat gia cdng, Cuc Thu y tham dinh hd so ding ky lwu hanh, cép gidy ching nhan
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Iru hanh thuc tha y; trinh B§ truong B Nong nghiép va PTNT cong nhan, bd sung
vao Danh muyc thubc tht y dugc phép huu hanh tai Viét Nam;

b) Héi dong khoa hoc chuyén nganh thudc thi y do B$ trudng Bo Néng nghiép
va PTNT uy quyén cho Cyc truéng Cuc Thu y quyét dinh thanh lap. Héi dong khoa
hoc chuyén nganh thuéc thii y hop it nhit mot 1in/ba thang dé danh gia két qua thim
dinh h6 so, két qua kiém nghiém, thir nghiém, khéo nghiém va d& nghj Bd truémg
Bo Nong nghiép va PTNT cong nhén, b6 sung thude thii y ding ky vao Danh muc
thudc thi y duoc phép luu hanh tai Viét Nam;

c) B4 Nong nghiép va PTNT ban hanh Danh muc thudc thd y thiy san, Danh
muc thudc thi y, Danh muc vic xin, ché phim sinh hoc, vi sinh vat, hoa chit dung
trong thu y dugc luvu hanh tai Viét Nam”.

Dicu 2. Bdi bé mjt s6 didu ciia Quyét dinh s5 03/2007/QD-BTS ngay 03/4/2007
ciia B Thiiy sdn vé vi¢c ban hanh quy ché ding ky lru hanh thudc thd y thiy
san; san phiam xit 1y, cai tao moi truong nudi trong thiy sin

1. Bdi bo Diéu 1, Piéu 6.

2. Bdi bo khoan 1, 2, 3, 4, 5 Diéu 7.

3. Béi b6 khoan 1 Diéu 8.

4. Bai bo khoan 1, 2, 3 Piéu 9.

5. Bai bo cac Piéu 11, 12, 13, 14.

Diéu 3. Sira dbi, bd sung m¢t sé Pidu ciia Quyét djnh s§ 66/2008/QD-BNN
ngay 26/5/2008 ciia B) Nong nghi¢p va Phit trién noéng thén ban hanh quy dinh
ving, co sé an toan dich bénh ddng vat

1. Piéu 11 dwrec sira dbi, bd sung nhwr sau:

“Piéu 11. Pang ky xdy dyng ving an toan dich bénh, co s& an toan dich bénh

1. ﬁy ban nhan dan quén, huyén, thi x4, thanh phd thudc tinh dang ky xay dung
ving an toan dich bénh; Uy ban nhén dan x4, phudng, thi trin (sau day goi 1a Uy ban
nhan dén cép x3), chil co s& chin nudi didng ky x4y dung co so an toan dich bénh giri
01 bd hé so theo quy dinh tai Diéu 10 ciia Quy dinh viing, co s& an toan dich bénh
dong vat dugc ban hanh kém theo Quyét dinh sé 66/2008/QP-BNN ngay 26/5/2008
cta Bg truéng B nong nghiép va Phat trién nong thén tdi Chi cuc Thi y tinh, thanh
pho tryc thuge Trung wong (sau diy goi la Chi cuc Thu y cép tinh).

2. Sau khi nhan duoc hd so dang ky xdy dung ving an toan dich bénh, Chi cuc
Thu y cép tinh kiém tra hé 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 duoc hé so, Cuc Thu y xem xét va ¢ cong vin
tra 1o chip nhan hodc khong chép nhan viéc xay dung ving an toan dich bénh.

3. Sau khi nhan dugc hd so ding ky xay dung co s& an toan dich bénh cua co
s& chdn nu6i do Trung wong quan ly, co sé chin nuéi cé vén dau tu cia nude ngoai,
Chi cuc Thi y cap tinh kiém tra h6 so néu diy du thi chuyén ngay cho Co quan Thu
y vung (Cuc Thu y) phy trach dia ban. Trong thdi han 10 ngay ké tir khi nhan duoc
hd so, Co quan Thu y ving xem Xét va ¢6 cong vin tra 1oi chdp nhan hoic khéng
ch'fa‘p nhan viéc xay dung co s¢ an toan dich bénh.

4. Trong thoi han 10 ngay lam viéc ké tir ngdy nhén dugc hd so ding ky xay
dung co s& an toan dich bénh cta co s¢ chin nudi do dia phuong quan ly, hé so ding
ky ctia Uy ban nhan dén cip x4, Chi cuc Thi y cap tinh xem xét va c6 céng van tra
16 chap nhan hoic khéng chip nhén cho co s¢ chin nudi, xa xdy dung co s& an toan
dich b¢nh dong véat”.

2. Piéu 12 dwgc sira dbi, bd sung nhir sau:

“Piéu 12. Thi tuc ding ky céng nhan ving, co s& an toan dich bénh

1. T chirc, c4 nhan dang ky x4y dung vung, co s& an toan dich bénh theo quy
dinh tai Diéu 11 caa Théng tu nay, khi ding ky cong nhan ving, co s& an toan dich
bénh giri 01 bd hd so vé co quan c¢6 thim quyén chdp nhén viéc xay dyng ving, co
s& an todn dich bénh theo quy.dinh tai cic khoan 2, 3, 4 Diéu 11 cua Théng tir nay.

2. Hb so dang ky cong nhan bao gdm:

a) Bon dang ky cong nhén ving, co sd an toan dich bénh;
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b) T& trinh vé diéu kién viing, co s& an toan dich bénh da dugc xdy dung;

¢) Céc tai liéu khac c6 lién quan: két qua tiém phong, gidm sat sau tiém phong;
két qua kiém tra diéu kién vé sinh thu y; két qua chin doan, gidy chimg nhan kiém
dich dong vat, do Trung tdm chin doan Thu y Trung uvong, Trung tdm Kiém tra Tha
y Trung wong I va II, Phong xét nghiém ciia Co quan Th{ y viing, Chi cuc Thu y cp
tiry theo timg bénh, phan cip chén doan, xét nghiém cua Cyc Tha .

3. Trong thoi han 15 ngay lam viéc ké tir khi nhan dugc hd so hop 1€, co quan tiép
nhén ho so phai tién hanh thdm dinh va tra 161 két qua cho dia phuong va co so.

4. Co quan co thﬁm_quyén tiép nhan, tham dinh hé so ding ky céng nhin ving,
co G an toan dich bénh ¢ trach nhiém luru giit hd so”.

3. Piéu 13 dugc sira di, bd sung nhir sau:

“Piéu 13. Thanh 14p doan thdm dinh ving, co s& an toan dich bénh
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1. Quyét dinh thanh 1ap doan thim dinh.

a) Cuc trudéng Cuc Thi y ra Quyét dinh thanh 1ap doan thidm dinh d6i véi ving
an toan dich bénh ddng vat; Giam dbc Co quan Thi y ving ra Quyét dinh thanh lap
doan thdm dinh co s& an toan dich bénh dong vat d6i vdi co s& chan nuéi do Trung
rong quan 1y va co s& chin nudi cé von ddu tir cia nudc ngoai;

b) Chi cyc trwéng Chi cuc Thil y tinh, thanh phd ra Quyét dinh thanh lap doan
thidm dinh co s& an toan dich bénh dong vat ddi voi co sé chin nudi do dia phuong
quan ly va xa an toan dich bénh ddng vat.

2. Thanh phan doan thdm dinh gbém dai dién cac phong chuyén mén nhu Dich t&
hoic K thuat, Kiém dich, Phap ché. Trong truomg hop can thiét c6 thé bo sung dai
dién cua cac trung tim chuyén nganh nhu Trung tim Chin doan thu y TW, Trung
tam Kiém tra vé sinh thii y hodc phong Chén doan xét nghiém”.

4. Piéu 16 dwgc sira doi, bd sung nhur sau:

“ Pjéu 16. Quan ly ving an toan dich bénh, co s& an toan dich bénh

1. Giay chimg nhén viing an toan dich bénh, co s& an toan dich bénh c6 gia tri
02 nam ké tir ngay cap ddi véi bénh LMLM, Dijch ta lgn; 01 nam ddi véi bénh Réi
loan ho h.":"lp va sinh san (PRRS), Newcastle, Dich ta vit, Gumboro, CRD, Bach ly;
06 thang d6i voi bénh Cim gia ci’il}l. Cuc Thi y ¢6 trach nhiém théng bao danh sach
cac viing, co s& duge cong nhdn an toan dich bénh; thu hdi Giéy chirng nhén vung,
co s& an toan dich bénh néu khéng dam bao céc diéu kién theo quy dinh.

2. Thii tuc ding ky gia han Gidy chimg nhan viing an toan dich bénh, co s& an
toan dich bénh dwgc quy dinh nhu sau:

a) Trudc khi Gidy ching nhan hét han 02 thang (riéng d6i véi Gidy chimg nhén
an toan bénh Cum gia cim 13 15 ngay), don vi phai giri hé so ding ky gia han t&i
Cuc Thay;

b) Ho so diing ky gia han bao gdm: Pon dé nghi gia han; Gidy ching nhén ving,
co s& an toan dich bénh; céc tai liéu khic theo quy dinh tai diém ¢ khoan 2 Diéu 12
cua Thong fir nay.

3. Trong thoi han 15 ngay 1am viéc ké tir ngay nhén dugc hé so ding ky gia han
Giay chirng nhan vung, co s¢ an toan dich bénh hgp 1€, Cuc Tha y xem xét va gia
han Giay chimg nhan cho viing, co s& dam béao céc diéu kién theo quy dinh. Trong
trudng hop can thiét thi thanh 13p Poan thim dinh dé kidm tra, d4nh gid lai trude khi
gia han.
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4. Mau gidy chitng nhan an toan dich bénh déng vat quy dinh tai Phu luc sé 10
kém theo Thong tur nay”.

Piéu 4. Piéu khoan thi hanh

1. Thong tu nay c6 hiéu luc thi hanh sau 45 ngay, ké tir ngay ky.

2. Cyc truéng Cuyc Thit y, Chanh Vin phong B, Vu trudng Vu Phép ché, Thu
trudmg cac don vi thudc B va cac t6 chirc, c4 nhan ¢6 lién quan chiu trach nhiém
thi hanh Thong tu nay./

BQ TRUONG

Cao Duc Phat
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Phu luc 1
CAC MAU PON PANG KY LUU HANH

(Ban hanh kém theo Théng tw 56 20/2011/TT-BNNPTNT ngay 06 thing 4 nam 2011
ctia B6 Nong nghiép va Phdat trién néng thén)
Biéu miu 1: MAU PON PANG KY LUU HANH THUOC THU Y

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

) T /PK-CT (Dia danh), ngay..... thang..... ndm 20...
PON PANG KY LUU HANH THUOC THU Y

Kinh giri: Cuc Thay
Cin cir Thong tu sb....../201 /TT-BNNPTNT ngdy ..../..../2011 cua Bo Nong
nghiép va PTNT Quy dinh vé viéc dang ky luu hanh, xuét nhap khau thudc tha y

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

BONL, covannnis e aver v

Pa hitcoomvimmisssinees sy

SE GHEN thOE:. - eeeveeeereeserererreeesissieeneeen. SOFaX ovinni.

Emails. oottt e e etair s s e

Cac chi nhanh (MU CO)ievvvvvivnin i eeereeeeeereeiere e
CO SO SAN XUAT

BRI ponp wommi e i A R R SRR

BIA ChE i cosmvmv s mmmrs e s s evsneasesiss

SE BN thOAT: . .v e eeeeeereneirereeeeeess SO FAX i

Emaili. oo et e e e e

Xin ding ky lru hanh sin phim thubc thi y sau day:
Tén thuong mai......cccoveeececrnveeiineennnnne Tén chung:.......osvciumusmumsimnisiiarmveiaes
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Khi duge phép luu hanh, ching t61 cam doan chdp hanh ding cac quy dinh
ctia phap luat Vit Nam vé thudc tha y va cac diéu luat khac cé lién quan.

PAI DIEN TO CHUC, CA NHAN
(Ky, ghi rd ho tén va dong dau)
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Phy Iyc 1
CAC MAU PON PANG KY LUU HANH
(Ban hanh kém theo Théng tw s6 20/201 I/TT-BNNP’TNT ngay 06 thang 4 nam 2011
ctia Bé Nong nghiép va Phat trién néng 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 HQI CHU NGHIA VIET NAM
Déc lap - Ty do - Hanh phuc

T /K-CT (Dia danh), ngay..... thang.... ndm 20...

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

Kinh giti: Cyc Thu y
Cin cit Thong tu sb....../2011/TT-BNNPTNT ngay ..../..../2011 cia Bo Nong
nghiép va PTNT Quy dinh vé viéc dang ky hru hanh, xut nhap khau thudc thi y
TO CHU'C, CA NHAN PANG KY LUU HANH
B oo S e R PR R A YR S A SRR
9T T vl (| AU TUP PP PPOUPL s OFRRIOeH
SE BN thORi: ..evvvvvnseeerreeerioreeeeereneeee SOFAXo oot
Email:.. ; )
Cac chi nhanh (neu co) ..................................................................
CO SO SAN XUAT
DI o i o G T it e
Piachic...ccooiiiii
S6 dién thoais.....ovevvureeereeerenneeenn. SO Fax........
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Email:..........
Chung toi dﬁng ky lu'u hﬁnh sﬁn pham vﬁc xin, che pham smh hqc sau day
Tén thuong mai:......ccoeeeeeneeerceseesennenes TENCHUNG i,

Khi dugc phép Iuu hanh, chl’mg tdi cam doan chap hanh ding cic quy dinh cia
phép luat Viét Nam vé thudc thii y va céc diéu luat khac c6 lién quan.

PAI DIEN TO CHUC, CA NHAN
(Ky, ghi rd ho tén va déng dau)
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Phu lyc 1
CAC MAU PON PANG KY LUU HANH
(Ban hanh kém theo Théng tw s6 20/201 IMBAWP?N T ngay 06 thang 4 nam 2011
cua Bg Nong nghiép va Phat trién néng thon)
Biéu miu 3: MEU‘BON BZ\;JG KY' LUU HANH CHE PHAM SINH HQC
DUNG CHAN POAN BENH PONG VAT

TEN TO CHUC, CANHAN CONG HOA XA HOI CHU NGHIA VIET NAM
Doc 1dp - Ty do - Hanh phic

SOt /DK-CT (Dia danh), ngay.... théng..... nam 20...

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

Kinh giri: Cyc Thay
Cin ci Thong tu s...../2011/TT-BNNPTNT ngay..../..../2011 cia B4 Nong
nghiép va PTNT Quy dinh vé viéc dang ky luu hanh, xuat nhap khau thude tha y
TO CHI’J‘C, CA NHAN PANG KY LUU HANH
Tén:.
Dlachl
Sé dién thoal .......................... So Fax
Email:. i
Cac chi nhanh (neu co) .................................................................
CO SO SAN XUAT
Mo e ———————— e e a e e a e
TR IR vnomusasssimucsmsmesosvemsismsots s ROt LS A A AN R
S8 dién thoaiz..........vvevvnviiiiiinere SO FAX e,
Email:. ;
Chung tm dﬁng ky lu'u hanh Ché pham smh hqc dung trong chuan
doan sau day:

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com

Khi durgc phép luu hanh, ching t6i cam doan chap hanh ding cic quy dinh
clia phép ludt Viét Nam vé& thubc thu y va cdc diéu luét khac c6 lién quan.

PAI DIEN TO CHUC, CA NHAN
(Ky, ghi 1 ho tén va d6ng dau)
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Phu luc 2
MAU DON DANG KY THAY POI, BO SUNG, GIA HAN, PANG KY LAl
(Ban hanh kém theo Thong tw s6 20/2011/TT-BNNPTNT ngay 06 thdang 4 ndm 2011
cua By Nong nghiép va Phat trién néng thon)
Biéu mau 1: MAU PON PE NGHI THAY PO, BO SUNG

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

Can ctr Théng tu sb

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

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

Kinh gui: Cuc Thay

Email:.........

Cac chi NhANK (MEU CO): wonevn et
CO SO SAN XUAT:

/2011/TT-BNNPTNT ngay ..../..../2011 cia B§ Nong
nghiép va PTNT Quy dinh vé viéc ding ky luu hanh, xuét nhap khau thudc thu y
TO CHUC, CA NHAN PANG KY LUU HANH:

TBIED v s w0 AR S s S

Piachiz..................

S6 dién thoai: ..ovveveeeeee e, SO FaX. o eeeeee e eeeeeeeeeeereseen e e

Doc ldp - Tw do - Hanh phic

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com

T 00, L T em e momcm commc e mom e emet PRt ARt e et e AR R B B R S

Biaehit.convas

So dién thoai:........coveveevnn.,

Email:..........

o 0 PAN oo s s e s

Chiing tbi dé nghi dugc thay dbi/ bd sung dbi v6i cac thudc thi y sau:

TT

Tén San pham

Sé DKLH

Noi dung dé nghi thay d6, bd sung

1

Chung t6i cam két giir nguyén cc ndi dung khac dung nhu hd so ding ky thude
luu tai Cyc Tha y.

PAI DIEN TO CHUC, CA NHAN

(Ky, ghi o ho tén va dong diu )
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Phu luc 2
MAU DPON PANG KY THAY P01, BO SUNG, GIA HAN, PANG KY LAI
(Ban hanh kém theo Théong tw s6 20/2011/TT-BNNPTNT ngay 06 thang 4 nam 2011
ctta B6 Néng 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, CANHAN CONG HOA XA HQI CHU NGHIiA VIET NAM
Déc 1ap - Tuw do - Hanh phic

g

S /DK-CT (Dia danh), ngay..... thang.... ném 20... |

E—

PON GIA HAN GIAY CHUNG NHAN LUU HANH THUOC THU Y E

=

_—

==

Kinh gri: Cuc Thay E

Can ¢t Thong tur s6......./2011/TT-BNNPTNT ngay..../..../2011 cia Bé Nong I

nghiép va PTNT Quy dinh vé viéc déng ky luu hanh, xuat nhap khau thude thay | <

TO CHUC, CA NHAN PANG KY LUU HANH: ;

o o Ty . ;

DG CHT: i cosiiinis so 50 M5 in mnme s maeasassssns ssassmsennnnne . :

S6 dién thoai: ............c. vevveveennnnn. SOFaX.....oooiiiiiiieeeeeeeeee e 2

Emaili.....cooviii i . E
CAc chi nhAND (NEU CO): +.ovveeeee st e e,

CO SO SAN XUAT:

B o
3 17 ] | L

Email:.. .o
Chung tdi ding ky gia han lwu hanh cic sin phdm thudc tha y sau diy:
TT Tén sin phim S6 Dang ky hru hanh | Ngay cdp GCN hru hanh

PAI DIEN TO CHUC, CA NHAN
(Ky, ghi rd ho tén va déng dau )
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Phu luc 2
MAU DON PANG KY THAY POI, BO SUNG, GIA HAN, PANG KY LAI
(Ban hanh kém theo Théng tur sé 20/2011/TT-BNNPTNT ngay 06 thdang 4 nam 2011
ctia B6 Nong nghiép va Phat trién néng thon)
Biéu miu 3: MAU PON PANG KY LUU HANH LAI THUOC THU Y

TEN TO CHUC, CANHAN  CONG HOA XA HQI CHU NGHTA VIET NAM
Dgc 1ap - Ty do - Hanh phuc

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

PON PANG KY LAITHUOC THU Y

Kinh giri: Cuc Thay

nghiép va PTNT Quy dinh v& viéc ding ky luu hanh, xuét nhap khau thudc tha y

TO CHUC, CA NHAN PANG KY LUU HANH
Téniooooii e : cerereerarereressrsassenarnnnns s S
PHa ChiZ.....oennnnnormess s smsss smnibnssiiinsiiiasississisn o sasmssmss
SO AIBNthOAL: .. evveeeeeie e eeeeeeieeesneeen . SOFAX . e,
Email:.
Cac chi nhanh (U CO)iu vt e e eeteteee e e e e eea e e an e e

CO SO SAN XUAT =
TeNCsmmsamsmonsnes =
Dia chi:. =
S dién th0a1 ......................... S6 Fax.........
Email:. GeEa
Chung toi dﬁng ky lIwru hanh lal san pham sau day

Tén san pham .. S6 dang ky luu hanh:.

Ngay cap gidy chlrng nhan lu'u hanh ................................................................

Noi dung ding ky lai (cac thay d6i, bd sung so véi dang ky 14n dau):

g

:

=

5

. =

Can ctt Théng trsd......../2011L/TT-BNNPTNT ngay..../..../2011 cia Bo Nong =
S

=

---------------------------------------------------------------------------------------------

---------------------------------------------------------------------------------------------

Kém theo don nay la cac ho so dang ky lai.
PAI DIEN TO CHUC, CA NHAN
(Ky, ghi 1 ho tén va déng dau)
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Phu luc 3
MAU PON PANG KY XUAT, NHAP KHAU
(Ban hanh kém theo Thong tu s6 20/2011/TT-BNNPTNT ngay 06 thang 4 nam 2011
cua By Nong nghiép va Phat trién néng thon)
Biéu 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 HQI CHU NGHIA VIET NAM
SO cuviiionins DKNK Déc lap - Tu do - Hanh phiic
T me—
Bk iimnimmisiesisssiassins (Dia danh), ngay..... thang...... nam 20...
Emaili...cooooiiiviiiiiiiniieeeeieennn,
Piachii...cccooiiienn.

PON PANG KY NHAP KHAU THUOC THU Y

Kinh gni: CucThuy
Cin ¢t nhu cau nhap khau thudc tha y, nguyén liéu lam thudc tha Y, vac xin, ché
pham sinh hoc, vi sinh vit, hoa chét ding trong thii y ngoai Danh muc thudc thay
duoc phép luu hanh tai Viét Nam, cho muc dich:

* Sir dung O * Qua biéu, ting O
* Kinh doanh O * Tham du hdi cho trién 1am |
* Kiém nghiém O * Hang mau O
* Thir nghiém O * Dung cho vt nudi nhap khau O

Chung t6i dé nghi nhap khdu cac loai thudc, nguyén liéu lam thudc sau diy:

4 Tén sin phim Nha fén nNuc'rc; Dc?*n vi | Sb lu,"gng Tt%nh
xudt |sdn xuat| tinh nhap ti€n
1 2 3 4 5 6 7
TONE gid tri QoM hANE:......oovv it
(Bfmg CHE ) i s s R T B T e S S Y S

PAI DIEN TO CHUC, CA NHAN
(Ky, ghi 6 ho tén va dong dau )

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com
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Phu luc 3
MAU PON PANG KY XUAT, NHAP KHAU
(Ban hanh kém theo Thong tu s6 20/2011/TT-BNNPTNT ngay 06 thang 4 nam 2011
cua Bo Nong nghiép va Phat trién néng 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

TENTO CHUC,CANHAN  CONG HOA XA HQI CHU NGHIA VIET NAM

SO, DBKNK Doc 14p - Tu do - Hanh phic
Tl
FaXi o punasing . . ) _
EBwails (Dia danh), ngay..... thang....... nam 20...
Piachii....ccooooiiiiieeeninn.

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

Can cir nhu cau nhap khau vac xin, vi sinh vét ding trong th y da c6 trong Danh
muc thuéc tht y duge phép luu hanh tai Viét Nam, cho muc dich:

* Str dung O * Qua biéu, tang |
* Kinh doanh O * Tham duy hoi cho trién 1am O
* Kiém nghiém O * Hang mau O
* Thir nghiém O * Dung cho vt nudi nhdp khau O

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

Nhasan| Nuéc | S6 |Ponvi| S6lugng | Thanh
xuat |[san xuat|DKLH| tinh nhap tién
1 2 3 4 5 6 7 8

TT Tén san pham

PAI DIEN TO CHUC, CA NHAN
(Ky, ghi 15 ho tén va déng déu )

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com
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Phy luc 4
MAU BAO CAO QUA TRINH LUU HANH THUOC THU Y

(Ban hanh kém theo T héng tu 56 20/2011/TT-BNNPTNT ngay 06 thang 4 nam 2011
ctia B¢ Nong nghiép va Phdt trién néng thén)

BAO CAO QUA TRINH LUU HANH THUOC THU Y
(Tir khi dwge cip sé ding ky dén khi ding ky lai)

1. Tén t chire, c4 nhan dang ky luu hanh:
Dia chi:
Sé dién thoai:
S6 Fax:
2. Tén san pham, s6 dang ky da dugc cép:
3. Cdng thirc bao ché:
4. Dang bao ché cua san phim:

5. Luu hanh trén thj tnrong:

Co Khéng
Vi pham chét hrong
Co Khodng

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com

Néu ¢ thi ghi r3:

S6 1an sai pham:

Loai vi pham;

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

Néu c¢6 thi ghi r5:

$6 1an sai pham:

Loai vi pham:

7. Thay déi trong thoi gian gidy phép luu hanh con hiéu luc
Co Khong
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Néu c6 thay ddi thi phai giri kém theo ban sao cOng van cho phép

8. Thay d6i khi dang ky lai (gidy phép lwu hanh gin hét hodc hét hiéu luc)

Co Khéng

Néu co6 thay déi thi phai ghi rd ndi dung thay dbi so véi hd so dang ky da duge duyét:

Néu khong c6 thay di thi phai cam két khéng c6 bat ky sur thay déi nao so véi hd
so dang ky da duoc duyét.

9. Nhirng y kién khac tir khach hang vé san phdm thudc thu y khi luu hanh trén
thi trudng:

PAI DIEN TO CHUC, CA NHAN
(Ky, ghi 5 ho tén va déng diu)

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com
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Phu luc 5
MAU GIAY CAM KET
(Ban hanh kém theo Théng tw s6 20/2011/TT-BNNPTNT ngay 06 thang 4 nim 2011
cua Bé Néng nghiép va Phat trién nong thén)

TEN TO CHUC, CANHAN CQNG HOA XA HOI CHU NGHIA VIET NAM
Déc ldp - Ty do - Hanh phiic

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

GIAY CAM KET
Kinhgui: CucThuy
Cin cir Luat Sé hiru tri tué;
Can cir Thong tu sb ngay..../..../2010 cua B6 Nong nghiép va PTNT Quy dinh
vé viéc dang ky Iuu hanh, xuét nhap khiu thuéc tha y;
TO CHUC, CA NHAN PANG KY LUU HANH
M. ettt ettt e e e e ———
51T M o] | Oy ——
Sb dién thoai: ............... e SO Fax «.ovveveeevineei,
BOATE . conomon s oo s e S s e e A S e e e s
Cac chi NANN (DU COY: .ovvviiieeeeee et e sevte e ererere e e e
CO SO SAN XUAT

Ty T p e
e | T L

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com

Email:.....ooo e,
Chung t6i cam két khong vi pham cac quy dinh vé s& hitu tri tué ddi voi san
pham xin dang ky Iuvu hanh duéi day:

Tén thuwong mai Tén chung | Thanh phan Céng dung

Chiing t6i xin hoan toan chiju trach nhiém truéc phap luat Viét Nam va quoc té
néu vi pham vé quyén sé hiru tri tug.
PAI DIEN TO CHUC, CA NHAN
(Ky, ghi 15 ho tén va dong dau)
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Phu lyc 6
BAN TOM TAT PAC TiNH SAN PHAM

(Ban hanh kém theo Thong tu s6 20/2011/TT-BNNPTNT ngay 06 théng 4 ndm 2011
ciia B¢ Nong nghiép va Phit trién néng thén)

TOM TAT PAC TINH SAN PHAM

1. Tén sian pham

2. Cong thirc cho mét don vi déng géi nhé nhét (bao gdm thanh phan hoat chét,
ham lugng va ta dugc).

3. Dang bao ché

4. Quy cach déng goi.

5. Chi dinh.

6. Liéu dung, cach dung, dudng dung.

7. Chéng chi dinh (néu c6).

8. Thai gian nging sir dung.

9. Than trong khi dung san pham.

10. Tac dung khong mong mubn (néu c0).

11. Qua liéu va cach xir 1y (néu cé).

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com

12. Tém tit dic tinh dugc luc hoc, duge dong hoc.
13. Tuong tac cia thude.
14. Piéu kién bao quan.

15. Han dung ctia san pham. Ghi rd théi han sit dung ciia san pham ké tir khi m&
nip bao bi truc tiép ddi véi san phadm chua phén liéu.

PAI DIEN TO CHUC, CA NHAN
(Ky, ghi 16 ho tén va déng diu)
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Phu luc 7
MAU GIAY CHUNG NHAN LUU HANH THUOC THU Y

(Ban hanh kém theo Thong tuw s6 20/2011/TT-BNNPTNT ngay 06 thang 4 nam 2011
ctia B6 Nong nghiép va Phdt trién néng thén)

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

HEALTH

GIAY CHUNG NHAN LUU HANH THUOC THU Y
MARKETING AUTHORIZATION

3845 6684 * www.ThuVienPhapLuat.com

No:....

Tén san pham/Name of PrOAUCE:.. ........c..v.oveeeeeeeeerreeeeeeee oo ee oo see s s s er e
Thanh phan hoat chat/Active INEIedients:. ..........covcovvvvevvereeresseresresrsseesesesseeess b
Cong dung/INdiCatioNS:. ........oveceiicieriiere et :
Dang bao Ché/DOSAZE FOTM:. . ............oveeeeeeeeeeeeeerseeeeseseeeeseeeseeeeseeenessesese e .=
Quy cach dong goi/Packing Size:.........ccooeecveerieiiieicieeieeeeeeeeeete e eeen e . >
Han dung/Shelf-life:. .......oooovvvvvovvnnn, thang 5
Tén co s& san xuét (gia cong)/Name of Manufacturer:............o.ooveevveeveeeervevnnn, z
DA Chi/AQAIESS: ...t e e e e e e e e e e ere e e e e s enens

S6 dién thoai/Tel.: «o.eeovvreeveereeeeeen, SO Fax/FaX. NOueveeeeereeeeeeeserensnnn,
Tén co s¢ dang ky luu hanh/Name of Marketing Authorization Holder:............
DA Chi/ AAAIESS:.....ooeeeeeeeee e e e e e e e e e e e e eeeeareeeeaesesnens

S6 dién thoai/Tel. . ..co.vvvvenrvveerrreerennne. SO Fax/Fax. NO:......oovereernreeeeerenieneens
Gidly chimg nhén luu hanh nay ¢6 hiéu lre dén:......o..oooooveeoeeeeeceeeee

This marketing authorisation is valid until

Ha Noi, ngay...... thang.... nam.....
Hanoi Date month year
CUC TRUONG
DIRECTOR GENERAL



CONG BAO/S6 225 + 226 ngay 26-4-2011 83

Phu luc 8
MAU PON PANG KY XAY DUNG VUNG AN TOAN
DICH BENH PONG VAT
(Ban hanh kém theo Thong tw s6 20/2011/TT-BNNPTNT ngay 06 thang 4 nam 2011
ctia Bg Néng nghiép va Phdt trién néng thon)

CONG HOA XA HQI CHU NGHIA VIET NAM
Déc lap - Ty do - Hanh phuc

PON PANG KY
X4y dyng vang an toan dich bénh djng vit

B ORE v vsomssrcsssissmcocas o siwbstt O SR A S
TEN 01 Az i Chirc vu:....oicvenne....... .
DAL AI€N:...oiii ettt st
Pia chitueeeeeeeeeeeeeee bién thoai:..................... Bass vovsovis aespacsies
Xin dang ky xay dung vang ATDB:.....(1én viing, co s6 chdn RUGT) .......ouveun.....
QUY MNB: ittt s e et e e et e et e et e s e s e e e e e e e ees
An t0an V& b&NN...........ooovreerreerrerennan d6i vi lodi dOng VAL 1&..e.eeeereeeeeen,

------------------------------------------------------------------------------------------------------------------------------

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

.................. , ngay....... thang........ nam 200....
NGUOI LAM PON
(ky tén, dong dau)

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com



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

Phu luc 9
MAU PON DANG KY XAY DUNG CO SO AN TOAN
DICH BENH DONG VAT
(Ban hanh kém theo Thong tu sé 20/2011/TT-BNNPTNT ngay 06 thang 4 ndm 2011
ciia B Nong nghiép va Phat trién néng thon)

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc 1ap - Tu do - Hanh phic

PON PANG KY
X4y dung co s& an toan dich bénh dong vit

4-8-3845 6684 * www.ThuVienPhapLuat.com

Kinh o0 iesnsmmminamaisssssdimsssiat
TR 0L VA oo i s i o o s e e e O e Chic vii..covvvicereennea.. JES
AT O v ivevonire s o e Vi s . S B A S AP 2
HA G vttt e et s et ee s s e s s e s anaeaen e eaetass s e s s eeneaen e
PHEHTHOA1 L vvnmpsassavisssssievsisassss | S G UPOTPPPON ;:
D& nghi ding ky xdy dung co s ATDB:.... (1671 ¢0 SG ChAR MUGH)..vvevrvoeerreesn 2
8 155725 1 Lo CAM NN S SRR OISR Ep— 5
An toan vE bénh...........o.ocooeeieciiereiennns dbi v6i loai dong vat la.........eevennee.

------------------------------------------------------------------------------------------------------------------------------

------------------------------------------------------------------------------------------------------------------------------

------------------------------------------------------------------------------------------------------------------------------

............ ngay...... thang....... nam 20.....
NGUOI LAM DPON

(ky tén, dong ddu)
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Phu luc 10
GIAY CHUNG NHAN AN TOAN DICH BENH PONG VAT
(Ban hanh kém theo Théng tu s6 20/2011/TT-BNNPTNT ngay 06 thdng 4 ndm 2011
ctia Bé Néng nghiép va Phat trién nong thon)

CONG HOA XA HQI CHU NGHIA VIET NAM
Péc l1ap - Tu do - Hanh phic
SOCIALIST REPUBLIC OF VIETNAM
Independence - Freedom - Happiness
BO NONG NGHIEP VA PHAT TRIEN NONG THON

Ministry of Agriculture and Rural Development :

) ) I

CUC THU Y VIET NAM E

Department of Animal Health of Vietnam 5

GIAY CHUNG NHAN AN TOAN DICH BENH PQNG VAT E
CERTIFICATE OF DISEASE FREE STATUS FOR ESTABLISHMENTS =
CHUNG NHAN 2

THIS IS TO CERTIFY THAT -

%

TV WL s S o e Vo o s A S K B SRR v i a i e e s c
=

The eStabliShmMEnt:.........ooeiiieee b s -
s

(@ I (T 3 1 Y ST OO OSSO OO USSP Y PP z
Located at the address:........iiiieieeieeeieeeieeeeeiierearee e e e e riicvaae s s semsnnnre e eessssssnnns E

Pugc cong nhén an toan dich bénh, chiéu theo cac quy dinh tai Quyét dinh sb
66/2008/QD-BNN ngay 26/5/2008 ciia Bd Nong nghiép va Phat trién nong thén, déi
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 Néi, ngay.....thang........ nam 201...
Hanoi, date
86 (NO):vvrvssreressenns T-ATDB CUC TRUONG
Gidy chitng nhén nay cé gia trj trong Director Genneral

This cetificate is valid for



