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BO NONG NGHIEP VA CONG HOA XA HQI CHU NGHIA VIET NAM
PHAT TRIEN NONG THON Péc l1ap - Tu do - Hanh phiic
S6: 08/2012/TT-BNNPTNT Ha Néi, ngay 13 thang 02 nam 2012
THONG TU

Quy dinh thii tuc ding Ky san xuit gia cong thudc tha y

Can ctir Phap I¢énh Thu y ngay 29/4/2004;

Cin ctr Nghi dinh sé 33/2005/ND-CP ngay 15/3/2005 cta Chinh phi quy dinh
chi tiét thi hanh mot s diéu ctia Phap 1énh Tha y;

Can ctit Nghi dinh s6 119/2008/ND-CP ngay 28/11/2008 cua Thu tudng Chinh
phu vé viéc stra doi, bod sung mot s6 diéu cua Nghi dinh s6 33/2005/ND-CP;

Cin cir Nghi dinh s6 01/2008/ND-CP ngay 03/01/2008 ctia Chinh phu quy dinh
chtrc ning, nhiém vu va co cdu to chirc ctia B6 Nong nghiép va Phat trién nong
thon va Nghi dinh sé 75/2009/NB-CP ngay 10/9/2009 ctia Chinh phil vé viéc sira
d6i Piéu 3 Nghi dinh s6 01/2008/ND-CP ngay 03/01/2008 ctia Chinh phu;

B Nong nghiép va Phat trién nong thon ban hanh Théng tu quy dinh thu tuc
dang ky san xuat gia cong thudc thd y.

Chuong I
NHUNG QUY PINH CHUNG

Piéu 1. Pham vi diéu chinh va ddi twong ap dung
L Tl}éng tu nay quy dinh thu tuc ding ky san xuét gia cong thudc thi y (bao
gom thudc thu y thuy san).

2. Théng tu nay ap dur}g d6i voi cac t,(R) churc trong nudce va ngoai nudce co lién
quan dén hoat dong san xuat gia cong thudc thu y tai Viét Nam.

Piéu 2. Giai thich tir ngir

Trong Thong tu ndy, cac tir ngit dudi day dugc hiéu nhu sau:

1. San xuat gia cong thu(f)c thl'} y 13 viéc mot nha san xuét gbén dat gia cong)
dang s& hitu mot hodc mot s6 thuoc th1'1’y (c6 hodc chua c6 Gidy chung nhan luu
hanh tg}i Vié:[ Nam) dat mot nha san xuat khac (bén qnhém gia cong) tai Vi¢t Nam
san xuat thudc do. Bén nhén gia cong tra lai thanh pham cho bén dit gia cong.

2. Bén dat gia cong 1a nha san xuét c6 thudc dang s hiru dit gia cong.

3. Bén nhan gia cong 13 bén tién hanh san xuét thudc theo hop déng véi Bén
dat gia cong.
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Piéu 3. Hop ddng san xuit gia cong thudc thu y

Hop ddng san xuét gia cong thude phai lam thanh vin ban va phai phu hop véi
cac quy dinh hién hanh ctua phap luat Viét Nam c6 li€én quan, ngoai ra phai c6 cac
ndi dung sau day:

1. Thoa thuan viéc cung ing nguyén, phy liéu, viéc cung cap quy trinh san
xuat, tiéu chudn k¥ thuat va phu’O’ng phap kiém nghiém nguyeén, phu liéu ban dau,
ban thanh pham, thanh pham va cac gidy to khac lién quan dén viéc san xuit gia
cong thude.

2. Quyén han va trach nhiém ctia mdi bén vé viéc kiém tra chat luong nguyén,
phu li¢u, ban thanh pham thanh pham, quy trinh déng g0i, nhén cua san pham va
quy dinh rd viéc ky phiéu kiém nghiém ting 16 thanh pham va phiéu xuat xudng
san pham.

3. Quyen han va trach nhiém ctia mdi bén vé viéc luu giir cac hd 80’ ghi chep vé
san xuat klem tra chat lugng, phén phdi, luu hanh thude, viéc luu mau thude, giai
quyét cac van dé lién quan dén chat lwong, khiéu nai, thu hoi san pham trén thi trudng.

Picéu 4. Picu kién diing ky san xuit gia cong thudc thi y

1. San pham dang ky gia cong 1a thudc thu y c6 Gidy chimg nhan luu hanh tai
Viét Nam trong thoi gian con hi¢u lyc hodc thudce thu y chua c¢6 Gidy ching nhén
luu hanh tai Viét Nam dat san xuat gia cong chi dé€ xuat khau.

2. Co s6 nhén gia cong phai la co s¢ san xuat duge Cyc Thi y cip gidy chung
nhén thyc hanh t6t san xuat thuéc (GMP) phu hop véi thude thti y dang ky san
Xudt gia cong.

3. Viéc gia cong phai thuc hién toan bd cac cong doan cta qua trinh san xudt
va chi duoc phép dat tai mot Bén nhan gia cong.

Piéu 5. Phi va 1¢ phi

Co s0 dang ky san xuét gia cong thudc thi y phai ndp phi, 1é phi thAm dinh hd
s0, cap Gidy chimg nhén theo quy dinh cua phap luat hién hanh.

5 o Chuong II ) )
DANG KY SAN XUAT GIA CONG THUOC THU Y

Piéu 6. Ngon ngir, hinh thirc ho so
1. Ngon ngi sir dung trong hd so ding ky:

‘ Hé,so dang ky san xuit gia cong thuég tha y san Xuét trong nudc phai viét
bang ti€ng Viét, tén cac thanh phan cua thude trong ho so phai 1a tén goc hodc tén
chung thong dung trong nudc va quoc té;

2. Ho so dang ky san xuat gia cong thudc thu y phai duoc soan thao trén khé
gidy A4, dong chic chin. Hb so phai co trang bia va muc luc, dugc sip xép theo

dung trinh ty cua myc luc, co phén cach gitta cac phan. Cac phan phan cach phai
dugc dénh s6 thir ty dé dé tham khdo va c6 xac nhan cua Bén dat gia cong hoac
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Bén nhén gia cong san xuat thudc & trang dau tién caa mdi phan trong toan bd hd
s0. Mai thuoc thi y phai c6 ho so dang ky riéng.

3. Nhén thudc, to& hudng dan st dung thude:

Thuc hién viéc ghi nhan thudc thi y theo cac quy dinh hién hanh vé huéng dan
ghi nhan va nhan hiéu hang hoa.

Trén nhin bao bi ngoai va t& huéng dan sir dung phai ghi dong chir: “San xudt
tai: (Ghi tén, dia chi Bén nhéan gia cong) theo hgp dong voi: (Ghi tén, dia chi Bén
dat gia cdng)” voi ¢d chit bang nhau. Nhan in trén lo (6ng) thude ti€m, lo (6ng)
dung dich thudc udng c6 dién tich qua nho, thi chi in tén Bén dat gia cong song
phai ghi day du cac thong tin trén trong to Huong dan sir dung thude.

4. Cac loai gidy chirng nhan GMP, gidy chimg nhén ISO, Gidy ching nhén luu
hanh san pham (CFS, CPP, MA) kém trong hd so diang ky, c6 thé nop mot trong
cac loai sau:

- Ban chinh;
- Ban sao hop phép (ban sao c6 cong chiing, ching thuc);

- Ban sao chyp (photocopy) ddng thoi phai xuét trinh ban chinh dé kiém tra
trong trudong hop nop truc tiép;

Péi voi Phiéu phan tich chat lugng san pham (CA) phai 1a ban chinh.

Piéu 7. Ping ky sin xuit gia cong thudc thu y

1. H6 so dang ky san xuat gia cong thudc tha y dugce giri vé Cuc Tha y. Sb
lugng ho so: 01 bo.

2. Déi vOi san pham thudc tht y dd c6 Gidy chung nhan luu hanh tai Viét
Nam, ho so gom:

a) Pon dang ky luu hanh thudc thi y san xut gia cong theo mau tai Phu luc 1;

b) Tom tat thong tin san pham (Tén, thanh phan, dang bao ché, quy cach dong
g061, cong dung, cach dung, han sir dung);

¢) MAu nhén san pham, t& Hudng dan sir dung (nhdn da dang ky, nhin gia cong);

d) Gidy ching nhan GMP cuia co s& nhan san xuat gia cong;

d) Gidy ching nhan luu hanh san pham cta bén dat gia cong do Cuc Thu y cap;

e) Hop dong san xuat gia cong thudc thu y giita co so dit gia cong va co sd
nhan gia cong (ban chinh);

g) Quy trinh san xuit ctia bén dit gia cong;

h) Tiéu chuan chat luong va phuong phap kiém nghiém nguyén, phu liéu ban
dau, ban thanh phdm va thanh pham cta bén dit gia cong;

i) Phiéu phan tich chat luong san pham cila co so nhan gia cong.

3. P6i voi san phém thude thi y khong co Gléy chirmg nhan luu hanh tai Viét
Nam ctia co sé san xuat trong nudc dit gia cong dé xuat khau, nha san xuat nudc
ngoai dit gia cong va nhan lai toan bo san pham gia cong, hd so gdm:
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a) Pon ding ky san xuat gia cong thude thi y dé xuat khau theo mau tai Phu
luc 2;

b) Tom tit dic tinh cia san phém bao gdm ca cac thong tin vé& thanh phan,
thanh phan dinh luong, dang bao ché, quy cach dong g01 cong dung, chi dinh,
chéng chi dinh, huéng dan str dung, hudng dan bao quan thudc, nhitng luu ¥ d6i
v6i dong vat duge chi dinh, v6i nguoi st dung, thoi gian nging st dung thude
(néu co) va nhitng dic tinh ky thuat khac cta san pham;

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

d) Cac loai giéy chimg nhan GMP hogc ISO (déi voi mot sb loai hoa chat
thong dung) ctia co s& nhan san xuat gia cong;

d) Giay chimg nhan luu hanh d6i véi san phérr; ctia nha san xudt nudc ngoai
dat gia cong (CFS) do co quan quan 1y nudce sé tai cap;

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

g) Quy trinh san xuit ctia bén dit gia cong;

h) Tiéu chuan chat luong va phuong phap kiém nghlem nguyén, phu liéu ban
dau, ban thanh phdm va thanh pham cta bén dit gia cong;

i) Phiéu phén tich chat luong san pham ctia co so nhén gia cong;

k) Phiéu phan tich chat lugng san pham ctia co quan kiém nghiém thudc tha y
dugc chi dinh tai Viét Nam cap;

1) To cam két thude san xuét theo hop dong gia cong khong tiéu thu & Viét Nam;

m) Ban cam két khong vi pham céc quy dinh ciia luat s hitu tri tué theo mau
tai Phu luc 4.

4. Thoi han giai quyét:

a) Trong thoi g1an muoi (10) ngay lam viéc, ké tir ngdy tiép nhén hé so diang

ky san xuat gia cong, Cyc Thu y c6 trach nhiém thong bdo cho t6 churc, ca nhan
dang ky biét dé hoan thién d6i voi nhitng truong hop hd so khong dat yéu cau;

b) Trong thoi gian hai muoi (20) ngay lam viéc, ké tir ngay nhan dugc hd so
dat yéu cau, Cuc Thu y ¢6 trach nhiém tham dinh hé so va tra 101 két qua.
5. Cap Gidy chirng nhan:

a) Thudc thu y c6 Gidy ching nhan lwu hanh trong thoi gian con hicu lyc, dat
gia cong toan b cac cong doan cua qua trinh san xudt s& dugc cdp mai gidy ching
nhan luu hanh thude tha y san xuat gia cong.

b) Thubc tha y khong c6 Gidy chu’ng nhén luu hanh tai Viét Nam, dang ky san
xuat gia cong dé xuat khau dugc cap Giay chimg nhéan chi dé xuat khau (Certificate
of free sales-CFS).

6. Hiéu luc cua Giéy chig nhan:

a) Gidy chimg nhan luu hanh thudc tha y san xuat gia cong c6 hiéu lyc bang
tho1 gian hiéu luc cua Hop dong san xuat gia cong thuoc th y cong vaoi thot han su
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dung cta san pham va :céi da 1a 05 nam ké, tir ngdy cap. Hiéu luc cia Giéy ching
nhé}n luu hanh cii s€ cham dut ngay khi Gidy ching nhan luu hanh thudc tht y san
xuat gia cong c6 hi¢u luc;

b) Giefly chtng nhéan san xuit gia cong dé xuat khau (CFS) ¢6 gia tri 02 nam ké
tor ngay cap.

Piéu 8. Gia han Gidy chirng nhin lwu hanh thudc thi y sin xuit gia cong

1. Trong thoi han 03 thang trude khi Gidy chu’ng nhan luu hanh thudc tha y

san xudt gia cong hét han, co so dat gia cong gui 01 bo ho so xin gia han Gidy
chtng nhan luu hanh thudc san xuat gia cong vé Cuc Thu y. HO so gom:

a) Pon gia han Glay chuing nhan luu hanh theo mau tai Phu luc 3;

b) Gidy chtrng nhan luu hanh thudc thi y san xuét gia cong;

¢) Gidy chirmg nhan GMP cta Co so nhan gia cong;

d) Phiéu _phén tich chat luong san pham ctia Bén nhén gia cong san xuat thudc
(d01 v6i thude thu y dang hoa dugce, hoa chét dung trong thi ) hodc cua Co quan

kiém nghlem thudc thi y dugc ch1 dinh tai Viét Nam (di véi vac xin va dang
khéc) cap trong thoi han 12 thang;

d ) Béo cdo theo doi do on dinh cta thude & diéu kién bao quan ghi trén nhan;

e) B4o céo qua trinh luu hanh san phém theo mau tai Phu luc 5;

) Hop ddng san xuét gia cong thude thu y giira Bén dit gia cong va bén nhan
gia cong.

2. Thot han glal quyét, hiéu luc ctia Gidy chimg nhan theo quy dinh tai khoan 4, 6
Diéu 7 Théng tu nay.

Pi¢u 9. Thu hdi Gidy chirng nhin lwu hanh thudc thi y sin xuit gia cong

Gidy chimg nhén luu hanh thudc tha y san xuat gia cong trong thoi han con
hiéu luc s& bi thu hdi trong céc truong hop sau:

1. Thubc san xuat gia cong khong dat tiéu chudn chat lugng qua ba dot klem
tra dinh ky hodc ngau nhién trong mot ndm ctia Co quan c6 thdm quyén hoic thude
vi pham 1 1an nhung gy hau qua nghiém trong.

2. Thudc vi pham cac quy dinh caa Luat S& hitu tri tug.

3. Thuoc c¢6 tac dung phu c6 thé gay hai cho stc khoe con nguoi, dong vat
hoc tiém 4n nhitng nguy co cho con ngudi, dong vat va méi trudng.

4. Thudc c6 chira hoat chét theo khuyén céo ctua T6 chic Y té thé gidi, T6
chtre thi y thé gi6i hodc cla cac co quan chirc ning 1a khong an toan cho ngudi va
dong vat.

5. Thubc th y nhap khau dang ky san xuit gia cong bi rat Gidy ching nhan
luu hanh tai nudce sé tai.

Khi Glay chirng nhan luwu hanh san xuét gia cong thuoc tha y bi thu héi, thi san
pham thudc tha y ghi trong gidy s& khong duoc san xuét, luu hanh va st dung. SO
thudc di dugc san xuat va dang luu hanh s& bi thu hoi dé xir Iy theo quy dinh.
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] Chu’o‘ng 111 )
TRACH NHIEM VA QUYEN HAN

Piéu 10. Trach nhiém va quyén han ciia Cuc Thi y

1. Trach nhiém

a) Tiép nhan, tham dinh hod so dang ky san xuét gia cong thudc thu y cia céc to
churc, ca nhan trong va ngoai nudc;

b) Cap Giay chimg nhan luu hanh thubc san xuét gia cong;

¢) T6 chirc phd bién, huéng dan thuc hién Quy dinh nay va cac van ban quy
pham phép luat khac c6 lién quan cho céc don vi trong hé thong va cac Doanh
nghiép san xuat, kinh doanh thuoc tht y trén pham vi ¢4 nudc;

d) Bao mat cac tai ligu ky thuat, s6 lieu phuc vu cho viéc dang ky san XUt gia
cong do co so guri dén.

2. Quyén han

a) Yéu ciu CO 8¢’ san xuat cung cap hd so, tai liéu va tao diéu kién thuan loi
cho cong tac kiém tra viéc chip hanh cac quy dinh cua Thong tu nay va cac van

ban quy pham phép luat khac c6 lién quan dén viéc ding ky san xuét gia cong
thudce tht y;

_b) Dinh chi Ivu hanh va thu héi Gidy chimng nhén luu hanh thudc tht y san
xut gia cong dbi véi cac truong hop quy dinh tai Diéu 9 thong tu nay.

Piéu 11. Quyen va nghia vu cia Bén dat gia cong

1. Quyén:

a) Puogc cap Gidy chu’ng nhan luu hanh thudc thi y san xudt gia cong, hodc
Gidy chung nhan san xuét gia cong dé xuat khau (CFS);

b) Pugc nhan san pham gia cong theo ding phuong thirc, thoi han va diéu kién
da thoa thuan véi bén nhan gia cong thuodc;

¢) Pugc quyén tir ch01 khong nhén san pham gia cong khong dat tiéu chuan
chat luong nhu di ky két trong hop dong.

2. Nghia vu:
a) bang k}’l san xudt gia cong thudc thi y véi Cuc Tha y;
b) Cung cip nguyen phu liéu theo dung 5O luong, chét lu’orng, thoi han, dia

diém cho Bén nhan gia cong, hoic cung cip tiéu chuan nguyén, phu ligu dé theo
d6 Bén nhan gla cong tu cung trng trong qua trinh san xudt thude tha y;

c¢) Cung cdp quy trinh san xudt, tiéu chuin ky thudt va phuong phap kiém
nghiém nguyén, phuy liéu ban dau, ‘ban thanh pham, thanh pham theo dung ho so da
dang ky tai Cuc Thu y va cac gidy to khac lién quan dén viéc san xuét gia cong
thudc thu y;

d) Luu giir cac hd so, tai liéu lién quan dén qué trinh phan phdi, dam bao chit
lwong thude tha y luu hanh trén thi truong;
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d) Chiu trach nhiém vé chat luqng, an toan, hi¢u qua cua thude déi vai nguoi
tiéu dung trong qua trinh luu hanh thuodc thu y trén thi truong;

¢) Chiu trach nhiém vé s& hitu tri tué dbi véi thude thu y dat san Xuat gia cong.

Piéu 12. Quyén va nghia vu ciia Bén nhén gia cong

1. Quyén:

a) Pugc nhan tién cong theo dung thoa thuan;

~b) buge quyén yéu cﬁuﬁ Bén dat gia cong giao nguyén, phu li¢u diung s6 luong,

chat luong, thoi han, dia diém nhu da thoa thuan trong hop d()ng;

¢) Duoc quyén tir chdi khong nhén san xuét gia cong néu Bén dat gia cong
cung cap nguyén, phu liéu khong dat tiéu chudn chat lugng nhu di ky két trong
hop dong.

2. Nghia vu:

a) Tién hanh san xuét thudc thi y theo ding quy trinh, k¥ thuat va dam bao

chat luong thude theo ding hd so ding ky va yéu cau cua Bén dit gia cong duoc
quy dinh trong hop dong da ky két;

b) Néu Bén nhan gia cong tu cung ng nguyén, phu li¢u ban dau thi phai dam
bao chat luong ctua nguyén, phu li¢u theo dung tiéu chuan ctia Bén dat gia cong;

¢) Yéu cau Bén dit gia cong cung cip quy trinh san xuét, tiéu chuan k¥ thuat
va phuong phap kiém nghiém nguyén, phu liéu ban dau, ban thanh phim va thanh
pham, cac gidy to khac lién quan dén viéc san xuét gia cong thude tha y;

d) Luu giit cac ho so, tai liéu, mau thude thi y lién quan dén qua trinh san xuét;

d) Chiu trach nhiém vé kiém tra chat luong san pham trong sudt qua trinh san
xuat va dam bao chat lugng cia san pham cho dén khi xuat tra Bén dat gia cong;

e) Tra lai san pham gia cong, nguyén, phu lidu du thtra, phé liéu, phé pham cho
Bén dat gia cong sau khi hoan thanh hgp dong gia cong.

) Chuwong IV
PIEU KHOAN THI HANH

Piéu 13. Hiéu lwc thi hanh
Thong tu ndy c6 hiéu luc sau 45 ngdy, ké tir ngay ky.

Trong qua trinh thyc hién, néu c¢6 vudng mic cic t6 chirc, ca nhan phan anh
vé B0 Nong nghi¢p va Phat trién nong thon (Cuc Thu y) dé kip thoi diéu chinh,
b sung./.

KT. BQO TRUONG
THU TRUONG

Diép Kinh Tan
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Phu luc I
MAU PON PANG KY LUU HANH THUOC THU Y
SAN XUAT GIA CONG
(Ban hanh kém theo Théng tir s6 08/2012/TT-BNNPTNT ngay 13 thing 02 nim 2012
ciia B Nong nghiép va Phdt trién néng thon)

TEN CO SO PAT GIA CONG CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phuc

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

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

Can ctt Thong tu sb..../........ . ngay..../..../ZQll cua Bo Nong nghiép va PTNT
Quy dinh thu tuc dang ky san xuat gia cong thudc thi y, thuoc thu y thuy san.

CO SO PAT GIA CONG:

<) PSPPSR
5 ;o] 1§ SRS URRUPSRRPSRRP
SO A1en thOQ . ..eveeeeeeeeeeeeeeeerens SO FAX 1.
2300 F: 3 | USRS
CO SO NHAN GIA CONG:

<) RSP PPP
DA Chii e e e
S6 dien thoais.......veveeeeeeeeeeeeeeeeans SO FaX .o

Chiing ti ding ky lwu hanh thudc thia y san xuét gia cong sau day:
........... (tén san pham)...................,

S6 dAng KY:.vveeeeeenn.

Céc cong doan san xuat gia cong:.......

Khi duge phép luu hanh, ching t61 cam doan chap hanh dtng cac quy dinh cua
phap luat Viét Nam vé thudc thu y va cac diéu luat khac c6 lién quan.

DAIDIEN COSO
(Ky, ghi 10 ho tén va dong dau)
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Phu luc II
MAU PON PANG KY SAN XUAT GIA CONG THUOC THU Y
DPE XUAT KHAU
(Ban hanh kém theo Thong tw s6 08/2012/TT-BNNPTNT ngay 13 thang 02 nim 2012
ciia B Nong nghiép va Phdt trién néng thon)

TEN CO SO PAT GIA CONG CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phuc

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

PON DANG KY SAN XUAT GIA CONG THUOC THU Y PE XUAT KHAU
Kinh gui: Cuc Tha y

Cian ctt Thong tu s6............. _ngay..../.../2011 cua Bo Nong nghiép va PTNT
Quy dinh thu tuc dang ky san xuat gia cong thuoc thl y, thude thu y thuy san.

CO SO PAT GIA CONG:
1S o R
DA CHIi o

23 1 1L LR
CO SO NHAN GIA CONG:

M. o
D J -1 e] 1) E RS PTRRRRR

Khi dugc phép san xuat, chiing t6i cam doan san pham chi dung cho muc dich
xuat khau.

DAIDIEN COSO
(Ky, ghi 10 ho tén va dong dau)
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Phu luc III
MAU DPON DE NGHI GIA HAN GIAY CHUNG NHAN LUU HANH
THUOC THU Y
(Ban hanh kém theo Thong tw s6 08/2012/TT-BNNPTNT ngay 13 thing 02 ndam 2012
ciia B Nong nghiép va Phdt trién néng thon)

TEN CO SO PAT GIA CONG CONG HOA XA HQI CHU NGHIA VIET NAM
Déc 1ap - Tu do - Hanh phuc

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

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

Kinh gui: Cuc Thay

Can ct Thong tu sb:......... ngay..../.../2011 cua Bo Nong nghiép va PTNT
Quy dinh thu tuc dang ky san xuat gia cong thude thi y, thuoc thu y thuy san.

CO SO PAT GIA CONG:
S SRRSO
8D J -1 e] o) RSP PTRRRRR

CAC Chi NHANN (NEU CO): vttt eeaeed
CO SO NHAN GIA CONG:
1 s TP PP RUPPPRRRTRRRI

_Ching toi dang ky gia han Gidy ching nhan luvu hanh thudc thi y sin
xuat gia cong sau day:

Tén san pham Gidy chtng nhan luu hanh Ngay cip GCN luu hanh

DAIDIEN COSO
(Ky, ghi 10 ho tén va dong dau)
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~ PhulgclV
MAU GIAY CAM KET

(Ban hanh kém theo Théong tw s6 08/2012/TT: -BNNPTNT ngay 13 thang 02 nam 2012
cua Bo Nong nghiép va Phat trién nong thon)

TEN CO SO PAT GIA CONG CONG HOA XA HOI CHU NGHIA VIET NAM
Déc 1ap - Tu do - Hanh phuc

SH:.n. /BDK-CT (Pia danh), ngay... thang... nam 20...
GIAY CAM KET

Kinh gui: Cuc Tha y

Can cu Luat So hiru tri tug;

Cian ¢t Thong tu s6:..../....... . ngay..../.../2011 cua B Nong nghiép va PTNT
Quy dinh thu tuc dang ky san xuat gia cong thude thi y, thuoc thu y thuy san

CO SO PAT GIA CONG:

<) RSP PPPP

D J -1 e] o) RO

CAC Chi NHANN (NEU CO): vttt s e eeeaend
CO SO NHAN GIA CONG:

1S s PR PRRUPPPRRRTTTPIN
D J -1 e] 1) PRSPPI

Chung t6i cam két khong vi pham cac quy dinh vé s hitu tri tué¢ d6i véi san
pham xin dang ky san xuat gia cong dudi day:

Tén thuong mai Thanh phan Cong dung

Chung t6i xin hoan toan chiju trach nhiém trudc phap luat Viét Nam va qubc té
néu vi pham vé quyén s¢ hiru tri tug.

DAIDIEN COSO
(Ky, ghi r0 ho tén va dong dau)
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Phu luc V
MAU BAO CAO QUA TRINH LUU HANH THUOC THU Y
(Ban hdanh kém theo Théong tw s6 08/2012/TT-BNNPTNT ngady 13 thing 02 nam 2012
ciia B Nong nghiép va Phdt trién néng thon)

BAO CAO QUA TRINH LUU HANH THUOC THU Y
(Tt khi dwoc cap so dang ky den khi dang ky lai)

1. Tén t6 chuc, c4 nhan dang ky luu hanh:

Dia chi:

S6 dién thoai:

S6 Fax:
2. Tén san pham, sb dang ky da dugc cap:
3. Cong thirc bao ché:
4. Dang bao ché ctia san pham:
5. Luu hanh trén thi trudng:

Co Khong
Vi pham chat lugng
Co Khong

Néu c6 thi ghi 13:

S 1an sai pham:

Loai vi pham:

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

Néu c6 thi ghi rd:

S lan sai pham:

Loai vi pham:
7. Thay d6i trong thoi gian gidy phép luu hanh con hiéu luc
Co Khong
Néu c6 thay d6i thi phai gtri kém theo ban sao cong van cho phép
8. Thay dbi khi dang ky lai (gidy phép luu hanh gan hét hodc hét hiéu luc)
C Khong
Néu c6 thay ddi thi phai ghi rd noi dung thay dbi so véi hd so dang ky dd duoc duyét:
Néu khong c6 thay doi thi phai cam két khong c6 bat ky su thay doi nao so
v6i ho so dang ky da dugc duyét.
9. Nhitng y kién khac tir khach hang vé san pham thudc thi y khi luu hanh
trén thi truong:

DAIDIEN COSO
(Ky, ghi r0 ho tén va dong dau)
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Phu luc VI
MAU BAO CAO QUA TRINH LUU HANH THUOC THU Y
(Ban hanh kém theo Théong tw s6 08/2012/TT-BNNPTNT ngay 13 thing 02 nam 2012
ciia B Nong nghiép va Phdt trién néng thon)

BO NONG NGHIEP VA CONG HOA XA HQI CHU NGHIA VIET NAM
PHAT TRIEN NONG THON SOCIALIST REPUBLIC OF VIETNAM
MINISTRY OF AGRICULTURE Péc l1ap - Tu do - Hanh phiic
AND RURAL DEVELOPMENT Independence- Freedom- Happiness
CUCTHUY
DEPARTMENT OF
ANIMAL HEALTH

GIAY CHUNG NHAN LUU HANH THUOC THU Y
(Thuoc san xuat gia cong)
MARKETING AUTHORIZATION

(Contract manufacture Drug)
So6/No.....

Tén san pham/Name of product:

Sb dang ky/Registration number:

Thanh phan hoat chat/Active Ingredients:
Cong dung/Indications:

Dang bao ché/Dosage form:

Quy cach dong goi/Packing Size:

Han dung/Shelf-life:...

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

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

Dia chi/Address:

S6 dién thoai/Tel.: S6 Fax/Fax. No:

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

Ha Noi, ngay thang nam
Hanoi Date month year
CUC TRUONG
DIRECTOR GENERAL
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Phu luc VII
MAU GIAY CHUNG NHAN PE XUAT KHAU
(Ban hanh kém theo Théong tw s6 08/2012/TT-BNNPTNT ngady 13 thang 02 nam 2012
ciia B Nong nghiép va Phdt trién néng thon)

BO NONG NGHIEP VA PHAT TRIEN NONG THON
MINISTRY OF AGRICULTURE AND RURAL DEVELOPMENT
CUCTHU Y
DEPARTMENT OF ANIMAL HEALTH
15/78 GiaiPhong Street - DongDa - Ha Noi - Vietnam

Tel.: (84-4) 3 8693605/3 8696788
Fax: (84-4) 3 8685961/3 8691311
Email: dah.vn@fpt.vn/
Website: www.dah.gov.vn

GIAY CHUNG NHAN LUU HANH
CERTIFICATE OF FREE SALES
No:......... /QLT-CFS

is registered by.............. at address............
- Puoc san xuit boi.... Pia chi
1s manufactured by......... at address:..........
San pham trén chi dung cho xuit khauw/The product mentioned above for
export only.
Gidy chung nhan c6 gia tri hai naim ké tir ngay cap/This certification is valid
for two years.

CUC THU Y/DEPARTMENT OF ANIMAL HEALTH
CUC TRUONG/DIRECTOR GENERAL



