QUYET DINH
CUA BQ THUY SAN SO 03/2007/QD-BTS NGAY 3 THANG 4 NAM 2007
VE VIEC BAN HANH QUY CHE PANG KY
LUU HANH THUOC THU Y THUY SAN; SAN PHAM XU LY, CAI TAO MOI
TRUONG NUOI TRONG THUY SAN

BO TRUONG BQ THUY SAN

Can cu Ludt Thuy san nam 2003;

Can cw Phdp lénh Thii y nam 2004,

Can cit Nghi dinh s6 33/2005/ND-CP ngay 15/3/2005 ciia Chinh phii Quy dinh chi tiét
thi hanh mét so diéu cua Phdp lénh Thii y;

Can cir Nghi dinh 56 43/2003/ND-CP ngay 02/5/2003 cua Chinh phi quy dinh chirc
nang, nhiém vy, quyén han va co cau to chirc cia By Thuy san;

Theo dé nghi ciia Cuc trieong Cuc Quan Iy chat lwong, an toan vé sinh va thi y thuy
san,

QUYET DPINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay “Quy ché dang ky luu hanh thudc thd y
thuy san; san pham xir Iy, cai tao mdi trudng nudi trong thuy san”

Piéu 2. Quyét dmh nay ¢6 hiéu lyc thi hanh sau 15 ngay ké tir ngay diang cong bdo,
thay thé cdc qui dinh vé& dang ky luu hanh thudc thi y thuy san qui dinh tai Qui ché quan 1y
thudc thii ¥ thuy san ban hanh kém theo Quyét dinh s6 03/2002/QD-BTS ngay 23/1/2002 cta
Bo trudng BO Thuy séan.

Piéu 3. Chanh Vin phong Bg; Chanh Thanh tra Bg; Thu truéng cac Vu, cuc thudc Bo
Thuy san; Gidm doc cdc S& Thuy san, S& Nong nghiép va Phat trién Nong thon c6é quan 1y
thuy san; cdc to chirc, c4 nhan c6 hoat dong lién quan dén dang ky luu hanh thudc thd y thuy
san; san pham xur 1y, cai tao mdi trudng nudi thuy san chiu trich nhiém thi hanh Quyét dinh
nay.

KT.BO TRUONG
THU TRUONG
Nguyén Viét Thing



QUY CHE

PANG KY LUU HANH THUOC THU Y THUY SAN; SAN PHAM XU LY,
CAI TAO MOI TRUONG NUOI TRONG THUY SAN
(Ban hanh kém theo Quyét dinh s6 03/2007/QP-BTS
ngay 03 thdang 4 nam 2007 cua B¢ truong Bo Thuy san)

3 Chuong I
NHUNG QUY PINH CHUNG

Piéu 1. Pham vi diéu chinh va ddi tugng ap dung
1. Pham vi diéu chinh

Quy ché nay quy dinh ndi dung, thu tuc va trich nhiém, quyén han cta cdc bén lién
quan dén dang ky luu hanh thudc thd y thuy san; ché pham sinh hoc, hod chat, vi sinh vat
dung trong thd y thuy san (sau day goi tat 1a thudc thd y thuy san; san pham xt 1y, cai tao moi
truong nudi trong thuy san) tai Viét Nam.

2. Bbi tuong dp dung

Céc to0 chiic va cd nhan trong nudc va nudc ngoai cé lién quan dén san xuat, kinh
doanh, st dung thuoc thd y thuy san; san pham xu ly, cai tao mdi truong nudi trong thuy san
(sau day goi tat la co s9).

Diéu 2. Giai thich tir ngit

1. Thudc thd y thuy san: La nhitng chat, hodc hop chat c6 ngudn gdc tir dong vat, thuc
vat, vi sinh vat, khodng chit, hod cht va cdc ché pham tir chiing duoc diing dé phong bénh,
chan dodn bénh, chita bénh hodc dé phuc hdi, diu chinh, cai thién céc chirc nang cua co thé
dong vat thuy san bao gém: dugc phdm, hod chit, vicxin, hoocmon, mét s6 ché pham sinh
hoc khéc va mot sb vi sinh vat dung trong thii y thuy san.

2. San pham xu ly, cdi tao moi trudong nudi trong thuy san: La nhiing chat, hodc hop
chat ¢6 ngudn gdc tir khodng chat, hod chat, dong vat, thyc vat, vi sinh vat va cdc ché pham tir
ching duoc st dung dé diéu chinh pH, do kiém, oxy hoa tan, cdc chét hitu co, gy hodc tc
ché tao hodc dua vao mdi truong nudi trong voi muc dich khdc véi tinh nang tic dung cta
thudc thd y.

3. Vi sinh vat dung trong thi y thuy san: La loai vi khuan, xa khuan, vi rit, don bao ky
sinh, nAm mdc, ndm men va mot sé loai vi sinh vat khac dung dé chan doén, phong bénh,
chita bénh cho dong vat thuy san, nghién ctru, san xuét, thir nghiém va kiém nghiém thudc thu
y thuy san.

4. Han dung cta san phiam: La ngay ghi trén bao bi hodc nhin cta san pham chi 16 thoi
diém ma san pham van ddp ung céc chi so, yéu cau ky thuat da dugc xac 1ap néu dugc bao
quan trong nhitng diéu kién xac dinh.

5. San pham gbc: La san pham c6 thanh phan va cic chi s6, yéu cau ky thuat dugc thiét
1ap dua trén két qua nghién ctru khoa hoc day du do co s¢ dang ky luu hanh cung cap.

6. San pham mdi: La san phdm c6 thanh phan chira hoat chat méi, c6 su két hop moi
cua céc hoat chat, c6 duong dung méi, c6 chi dinh hodc cong dung méi.
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7. San pham copy: La san pham c6 thanh phan vac cdc chi sb, yéu cau ky thuat gidng
nhu san pham goc voi dleu kién san pham goc da hét thoi han bao ho doc quyén hoac duoc
nha san xudt san pham goc con thoi han bao ho doc quyen nhuong ban quyen

8. Thuc hanh tt san xuat thudc (GMP): La vi€c dp dung nhimg nguyén tac, tiéu chuan
trong san xuat nham bao dam chat luong thudc theo diing tiéu chuan chét lugng di cong bo.

9. Tiéu chuan chat luong san pham: La cdc chi tidu vé ddc tinh ky thuat, phuong phap
kiém nghiém, yéu cau vé bao géi, ghi nhin, van chuyén, bio quan va céc yéu cu khéc c6 lién
quan dén chat luong san pham.

10. Kiém nghiém thudc thd y thuy san; san pham xir 1y, cai tao mdi truong nudi trong
thuy san: La viéc kiém tra, xdc dinh cédc ti€u chuan ky thuat va chat luong thudc thu y thuy
san; san pham xu ly, cai tao mdi truong nudi trong thuy san.

11. Khao nghiém thudc thd y thuy san; san pham xir 1y, cai tao méi truong nudi trong
thuy san: La viéc kiém tra, xdc dinh céc dac tinh, hiéu lyc, d6 an toan, nhimg tic dong dbi voi
moi truong ciia mau thude thd y thuy san; san pham xu ly, cai tao moi trudong nudi trong thuy
san do nudc ngoai san xuat khi dang ky nhap khau 1an dau vao Viét Nam trén mot s6 dong
vat, thuc vt thuy san tai co s& khao nghiém.

12. Thir nghiém thudc thd y thuy san; san pham xir 1y, cai tao mdi truong nudi trong
thuy san: La viéc dung thir thudc thd y thuy san; san pham cai tao, xir Iy mdi truong nudi
tréng thuy san chua c6 trong Danh muc thubc thd y thuy san; san pham xu 1y, cai tao moi
truong nudi trong thuy san duoc phép luu hanh tai Viét Nam dé xdc dinh céc dic tinh, hiéu
lyc, d an toan, nhimg téc dong dbi V01 moi truong cua thuoc thii y, ché pham sinh hoc, vi
sinh vat, hod chat diing trong nudi trong thuy san trén mot s6 dong vat, thuc vat thuy san tai
co sO thu nghiém.

13. B6 6n dinh cua san pham: La kha ning duy tri dugc nhimng dic tinh vbn c6 ciia san
pham vé vat 1y, hod hoc, sinh hoc, dugc Iyc hoc, duge dong hoc trong pham vi gidi han khi
dugc bao quan trong nhitng diéu kién xac dinh.

14. Hiéu lyc cia san pham: La kha ning cia san pham mang lai tic ddng mong mudn
cho céc ca thé trong mdt quan thé xiac dinh vé mot muc dich sit dung nhat dinh trong dicu
kién st dung nhat dinh.

15. Dugc luyc hoc: La nghién ctru dugc 1y hoc hay tic dyng lam sang cua mot thudc trén
cic cé thé d& mo ta mdi quan hé giira tac dyng voi lidu ding hodc nong do thuoc Mot tic
dung duoc lyc co thé 1a tic dung phy tiém an, mot tac dung ngin han mong mudn, thuong 12
mot chi s6 1am sang hoac loi ich 1am sang cudi cung du kién.

16. Dugc dong hoc: La nghién ctru qué trinh hip thu, phian b, chuyén hod va thai trir
cua dugc pham trong co thé dong vat.

17. Lo san pham: La mot luong san pham duoc san xuat trong mot chu ky san xuat xdc
dinh va theo mot 1énh san xuat cu the, dong déu vé tinh chat va chat lugng.

18. Phong kiém nghiém dugc chi dinh: La phong kiém nghiém cé du ning lyc vé
chuyén mon, ky thuat va dugc Cuc Quan ly chat luong an toan v¢ sinh va thd y thuy san chi

dinh tham gia phan tich cdc chi s6 chat lugng thudc thd y thuy san; san pham xtr 1y, cai tao
mdi trudng nudi trong thuy san.

Piéu 3. Lé phi

T6 chire ¢4 nhan so hitu céc san pham xin dang ky Iuu hanh (ké ca dang ky lai) phai nop
1¢ phi theo qui dinh cua B$ Tai chinh.



Chuwong I1
NOI DUNG, THU TUC PANG KY LUU HANH
THUOC THU Y THUY SAN; SAN PHAM XU LY,
CAI TAO MOI TRUONG NUOI TRONG THUY SAN

Diéu 4. Céc truong hop phai ding ky luu hanh

1. Céc thudc thi y thuy san; san pham xtr 1y, cai tao mdi trudng nudi trong thuy san mai
san xuét trong nudc hodc nhap khau l1an dau dd qua khao nghiém, nghién ciru chua c6 tén
trong Danh muc san pham san xuét trong nudc dugc phép luu hanh hodc Danh muyc san pham
nhap khau duoc phép luu hanh (con goi 1a Danh muc san pham dugc nhap khau thong
thuong, nhap khau cé didu kién).

2. Céc san phdm di dugc dua vao Danh muc san phim san xuat trong nudc duoc phép
luu hanh hodac Danh myc san pham dugc nh@p khau dugc phép luu hanh khi cé cédc thay doi
theo qui dinh tai khoan 1, Picu 8 cia Quy ché nay phai dang ky lai.

Piéu 5. Piéu kién dé thudc thi y thuy san; san phdm xu 1y, cai tao mdi truong nudi
trong thuy san dugc dua vao Danh muc dugc phép luu hanh.

1. C6 ho so dang ky luu hanh theo quy dinh tai Diéu 6 cia Quy ché nay.

2. Buge Hoi dépg khoa hoc chuyén nganh cua By Thuy san xem xét, danh gid, lam co
s6 d€ Cuc Quan ly chat lugng, an toan v¢ sinh va thi y thuy san trinh B§ truong B Thuy san
quyét dinh cdng nhan dua vao Danh muc dugc phép luu hanh.

Diéu 6. H so ding ky luu hanh thudc thd y thuy san; san phdm xu 1y, cai tao moi
truong nudi trong thuy san

1. Doi voi san pham goc, san pham mdi san xuat trong nudc, hd so dang ky luu hanh
bao gdm:

a) Bon dang ky;

b) Ban tém tit dic tinh cua san phém;

¢) Nhan du kién cua san phém;

d) Ban giai trinh vé diéu kién san xuat; quy trinh san xuét va tiéu chuan chat luong ciia
san pham;

d) Ban gbc hodc ban sao hop phép phiéu két qua kiém nghiém/phan tich céc chi tiéu
chat luong clia san pham;

e) Ban gdc hoic ban sao hop phédp bdo cdo két qua thir nghiém san pham (bao gom ca
noi dung thir nghiém vé tinh an toan ctia san pham ddi v6i thuy san, ngudi sir dung san pham
va moi truong);

g) Béan sao hgp phdp glay ching nhan dang ky kinh doanh; chung chi hanh nghe cua
ngudi phu trach ky thudt; gidy chimg nhan du diéu kién vé sinh thi y cta co s san xuat; gidy
chting nhan dat tiéu chuan GMP dbi véi cdc san pham thudc thi y (trir thude thao dugc) ding
ky sau ngay 31/12/2009;

h) Ban cam két khong vi pham cédc qui dinh vé s6 hitu trf tué.

2. P6i voi san pham copy san xut trong nudc, hd so dang ky luu hanh bao gom:
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a) Céc tai liéu theo quy dinh tai cic muc a, b, ¢, d, d, g, h Khoan 1, Diéu 6 cua Quy ché
nay.

b) Céc tai lidu cung cap cic thong tin vé san pham gdc: Tén san pham; nha san xuat;
thanh phan san pham; dang bao ché, duong dung, nhitng chi dinh diéu tri/cong dung, liéu
dung, thoi gian ngung st dung thuoc trude khi thu hoach (néu co).

¢) Tai liéu chimg minh viéc san xuét theo cong thic san pham goc la hop phdp (san
pham gdc hét thoi han bao hg, vin ban nhuong quyén ctia nha san xuat néu san pham goc con
trong thoi gian bao hd sé hitu tri tug).

3. P6i voi san pham nhap khau da qua khao nghiém, nghién ctru:
a) bon dang ky;

b) Nhan du kién cua san phém;

¢) Ban gdc hodc ban sao hop phdp béo cdo két qua khao nghiém;

d) Ban sao hgp phdp va ban dich ra tiéng Viét bao dam ding v6i ndi dung ban gbc cua
gidy chung nhan dat tiéu chuan GMP doi véi cac san pham thudc thd y (trir thudc thao dugc)
sau ngay 31/12/2009.

Chi tiét vé timg noi dung trong ho so ding ky theo huéng dan tai Phu lyc 1.

Piéu 7. Thu tuc xem xét, cong nhan, cap Gidy ching nhan lyu hanh thudc thid y thuy
san; san pham xir 1y, cai tao mdi trudng nudi trong thuy san

1. Ho so dang ky luu hanh thudc thd y thuy san, san pham xu 1y, cai tao moi trudng
nudi trong thuy san (theo quy dinh néu tai Diéu 6 va hudng dan tai phu luc 1 ctia Quy che
nay) lam thanh 03 bd gtri vé Cuc Quan 1y chat lugng an toan v¢ sinh va thd y thuy san.

2. Trong thoi han 10 ngay lam viéc ké tir khi nhan duogc hd so, Cuc Quan ly chit lugng
an toan v¢ sinh va thd y thuy san c6 trach nhiém:

a) Kiém tra ndi dung hd so va thong bdo bang vin ban cho co so ding ky nhimng noi
dung chua dat yéu cau deé co s¢ xin dang ky thuc hi¢n b sung, hoan thién.

b) T6 chuc kiém tra diéu kié€n san xuat, diéu kién bao quan (doi voi co so nhap khau) va
ki€ém tra chat lugng san pham cua co s¢ dang ky lan dau.

3. Sau khi doanh nghiép bo sung hoan thién ho so dat yéu cau, Cuc Quén 1y chat lugng
an toan vé sinh va thii y thuy san déng du gidp lai timg bd hd so va giri cho Trung tim chat
Iuong an toan v¢ sinh va thd y thuy san vung phu trach 01 bg, tra lai cho co s¢ dang ky 01 bd
va luu tai Cuc 01 bo.

4. Trong thoi han 45 ngay (riéng d6i voi vicxin, ché phdm sinh hoc 12 60 ngay) ké tir
ngay nhan dugc hd so hop 1€, Cuc quan ly chét lugng an toan vé sinh va thd y thuy san cé
trach nhiém t6 chirc xem xét, thim dinh hd so (theo mau phiéu thdm dinh tai Phy luc 2) va
trinh Hoi dong khoa hoc chuyén nganh ciia B4 Thuy san danh gia két qua kiém nghiém, khao
nghiém, thir nghiém. Dua trén két qua danh gid cia Hoi dong khoa hoc chuyén nganh, Cuc
Quén ly chat lwong, an toan vé sinh va thid y thuy san dé nghi B Thuy san ra quyét dinh cong
nhan dua vao Danh muc thudc thd y thuy san; Danh muc san pham xt 1y, cai tao moi truong
nudi trong thuy san duoc phép luu hanh & Viét Nam.

Trong trudng hop khong dugc Bo Thuy san céng nhan, Cuc Quén 1y chat lugng, an toan
v¢ sinh va tha y thuy san thong bdo bang vin ban cho co s¢ ding ky nhimng ndi dung chua dat
yéu cau.



6

5. Can cir vao Quyét dinh cong nhan ctia Bo Thuy san, Cuc Quan 1y chit lwong, an toan
v€ sinh va thd y thuy san cap Gidy ching nhan luu hanh cho ting loai thudc thi y thuy san
(Phu lyc 3A); san pham xtr ly, cai tao moi truong nudi trong thuy san (Phu luc 3B) dong thot
bd sung vao Danh muc thudc thd y thuy san; san pham xur 1y, cai tao mdi truong nudi trong
thuy san duoc phép luu hanh & Viét Nam dé cong bd rong rai dén cac ddi twong c6 lién quan.

Diéu 8. Ping ky lai thudc thd y thuy san; san pham xu 1y, cai tao moi truong nudi
trong thuy san

1. Cac san pham di duoc phép luu hanh & Viét Nam phai ding ky lai trong céc truong
hop sau:

a) Thay ddi thanh phﬁn hodc ham lugng cac hoat chét chinh;

b) Thay d6i phuong phdp, quy trinh san xuat dan toi thay d6i chat lugng ctia san pham;
¢) Thay d6i dang bao ché, duong dung hoic lidu diing ctia san pham.

d) Pédnh gid lai chat luong, hiéu qua, do an toan ctia san pham theo quy dinh.

Cin cr cdc qui dinh stra d6i ctia Viét Nam va qudc té; cap nhat nhiing thanh tyu nghién
ctru khoa hoc méi, Cuc Quén 1y chét lugng, an toan vé sinh va thii y thuy san to chic ra sodt,
tham dinh, trinh Hoi dong khoa hoc chuyén nganh vé thudc thd y thiy san ddnh gid lai chat
lugng, hiéu qua, d6 an toan cic loai thudc thi y thuy san, san pham xi 1y cai tao mbi truong
nudi trong thuy san cua san pham da duoc phép luu hanh dé xéc dinh cdc san pham c6 hai dén
stz khoé con ngudi, vat nudi, moi truong nudi trong thuy san; cic san pham chua ¢ du co so
khoa hoc vé thanh phan ciu tao, cong dung va do an toan cho con ngudi, vit nudi, méi truong
nudi trong thuy san.

D6i v6i nhitng san pham c6 hai dén sic khoé con nguoi, vat nudi, mdi trudng nudi
trong thuy san: Cuc Quan ly chét lugng, an toan vé sinh va thii y thuy san trinh B6 Thuy san
ra quyét dinh loai ra khéi Danh myc thudc thid y thuy san; Danh muc san pham xir 1y, ci tao
mdi trudng nudi trong thuy san duge phép luu hanh ¢ Viét Nam va giao Cuc Quan 1y chét
luong, an toan vé sinh va thid y thuy san thu hdi Gidy chimg nhan Iuyu hanh san pham theo qui
dinh tai Khoan 4, Diéu 10 Qui ché nay.

D6i voi nhitng san pham chua cé dii co sé khoa hoc vé thanh phan cau tao, cong dung
va d6 an toan cho con ngudi, vat nudi, moéi truong nudi trong thuy san: Cuc Quan 1y chét
luong, an toan vé sinh va thd y thuy san trinh Bo Thuy san thong bdo bang vin ban dén co s
dang ky. Trong thoi han sdu (6) thdng ké tir ngay thong bdo, cdc co sO san Xuat kinh doanh
thudc thd y thuy san, san pham xir 1y cai tao méi truong nudi trong thuy san phai tién hanh
dang ky lai.

2. Ho so dang ky lai theo quy dinh tai Khoan 1 Piéu 6 (thay Pon ding ky bang Pon
dang ky lai theo mau tai Phu luc 4).

3. Thu tuc xét va cép dang ky lai thudc thi y thuy san, san phdm xur 1y cai tao moi
trurong nudi trong thuy san thuc hién theo quy dinh tai Dicu 7 cia Quy ché nay.

Piéu 9. Nhing thay ddi khong can dang ky lai

1. Nhitng thay d6i dudi day khong can dang ky lai:
a) Thay doi tén san pham;

b) Thay d6i hinh thirc trinh bay nhan;

¢) Thay d6i hodc bo sung quy cach, bao bi déng géi;
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d) Thay d6i hinh thtrc, mau sic cta san pham nhung khong dan t6i thay doi chat luong.

Nhitng thay d6i qui dinh tai Piém a, b, ¢, d tai Khoan 1 néu trén nhung khong din t&i
thay d6i chat lugng san pham.

2. B6i voi nhiing truong hop quy dinh tai Khoan 1, Diéu nay co sé lam don dé nghi néu
13 céc nodi dung xin thay d6i kem theo 1y do (Phuy luc 5) guri Cuc Quan 1y chit lwong an toan
v¢€ sinh va thd y thuy san.

3. Trong thoi han 10 ngay lam viéc ké tir ngay nhan dugc ho so, Cuc Quan ly chat
lugng an toan vé sinh va thid y thuy san c6 trach nhiém xem xét, tham dinh ho so va thong bio
bang vin ban cho co sd; trong truong hop khong chap nhan dé nghi thay doi ctia co so phai
néu ro ly do.

Diéu 10. Dinh chi luu hanh va thu h01 Gidy chung nhan luu hanh thudc thd y thuy san;
san pham xr 1y, cii tao mdi truong nudi trong thuy san

Céc trudng hop bi dinh chi luu hanh va thu hdi Gidy chirg nhan luu hanh san pham:
1. San pham chita hoat chat cAm st dung theo quy dinh cta Bo Thuy san.

2. Trong thoi gian tir 6 - 12 thdng phét hién 3 16 san pham khong dat tiéu chuan chét
lugng.

3. Co so khong di diéu kién san xuat san pham dat chét lugng theo quy dinh.

4. C6 du bang chimg cho thay thudc thd y thuy san; san pham xir 1y, cii tao mdi truong
¢6 anh huong xau dén stc khoé con nguoi, vat nudi hodc méi trudng. Trong truong hop vi ly
do khéch quan phai dinh chi luu hanh san phiam, Cuc quan 1y chét luong an toan vé sinh va
thii y thuy san 1am vin ban trinh B6 Thuy san loai bo san pham d6 ra khoi danh muc duoc
phép luu hanh tai Viét Nam kém theo nhitng bién phap giai quyét san pham con ton dong.

, Chuong Il
TRACH NHIEM VA QUYEN HAN

Diéu 11. Trich nhiém va quyén han cua Cyc Quan ly Chét lugng an toan vé€ sinh va thu
y thuy san

1. Trach nhiém

a) Tiép nhan, tham dinh hd so xin ding ky Iuu hanh thudc thid y thuy san; san pham xu
ly, cai tao moi truong nudi trong thuy san trinh Hoi dong khoa hoc chuyén nganh cua Bo
Thuy san xem xét, danh gia.

b) Ra sodt, tham dinh, trinh Hoi dong khoa hoc chuyén nganh vé thude thi y thuy san
danh gid lai chat lugng, hi¢u qua, d6 an toan cua cdc loai thudc thd y thuy san, san pham xu ly
cai tao mdi trudng nudi trong thuy san da duge phép luu hanh theo qui dinh tai Diém d,
Khoan 1, Diéu 8 ciia Qui ché nay.

¢) Trinh Bo truong B Thuy san ra quyét dinh cong nhan thudc thd y thuy san; san
pham xir 1y, cai tao mdi trudng nudi trong thuy san duoc phép luu hanh ¢ Viét Nam.

d) Cép Glay chtng nhan Iuu hanh thudc thii y thuy san; san pham xir 1y, cai tao moi
truong nudi trong thuy san.
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d) Cap nhat bo sung Danh muc thudc thii y thuy san; san pham xir 1y, cai tao mdi truong
nuoi trong thuy san dugc phép Iuu hanh ¢ Viét Nam va thong bdo cho moi doi tuong c6 lién
quan.

e) To chirc ph6 bién, huéng dan thyc hién Quy ché nay va cic van ban quy pham phap
luat khic c6 lién quan cho cdc don vi trong hé théng va cdc doanh _nghiép san xuat, kinh
doanh thudc thd y thuy san; san pham xir 1y, cai tao moi truong nudi trong thuy san trén pham
vi ¢ nudc.

g) Bao mat céc tai liéu k¥ thuat, s6 liu, két qua khao nghiém, thr nghiém phuyc vu cho
viéc diang ky luu hanh thudc thii y thuy san; san pham xir 1y, cai tao mdi trudong nudi trong
thuy san do cic co s& giri dén.

2. Quyén han

a) Yéu ciu co sO san xuat cung cp hd so, tai lidu va tao diéu kién thuan loi cho cong
tac kiém tra viéc chap hanh céc quy dinh cua Quy ché nay va cdc van ban qui pham phép luat
khdc c6 lién quan dén viéc dang ky luu hanh thudc thd y thuy san; san pham xir 1y, cai tao moi
truong nudi trong thuy san.

b) Dinh chi luu hanh va thu hdi Gidy chiing nhan lyu hanh san phim néu t6 chirc, c4
nhan li€n quan c6 cac hanh vi vi pham cdc quy dinh tai Biéu 10 ciia Quy ché nay.

Piéu 12. Trdch nhiém va quyén han cua cdc Trung tim chat luong, an toan vé sinh va
thd y thuy san vung

1. Trach nhiém

Kiém tra, gidm sat diéu kién vé sinh thd y co s¢ san xuét thudc thii y thuy san; san pham
xur ly cai tao modi truong nudi trong thuy san theo quy dinh cia Quy ché nay va cac quy dinh
khac c6 lién quan trén dia ban dugc phan cong quan ly.

2. Quyén han

a) Yéu cau co sO san xuat cung cap tai li¢u lién quan dén dicu ki¢n san xuat, kiem soat
chat lugng thuoc thu y thuy san; san pham xu ly mdi trudng nudi trong thuy san dé phuc vu
cho hoat dong kiém tra, gidm sat.

b) Pugc quyén niém phong céc san pham thudc thi y thuy san; san pham xir 1y moi
truong nudi trong thuy san chua dugc phép ding ky lwu hanh hodc vi pham nghiém trong cic
quy dinh ciia Quy ché nay ddng thoi thong bao cho Thanh tra chuyén nganh va bido cdo Cuc
Quén 1y chat lugng, an toan vé sinh va thd y thuy san dé thyc hién céc bién phdp xir 1y tiép
theo.

Piéu 13. Trach nhiém va quyén han ctia co quan quan 1y chét lugng an toan vé sinh va
thd y thuy san tinh/thanh pho truc thu¢c Trung wong

1. Trach nhiém

a) T6 chiic pho bién, hudng dan thuc hién Quy ché nay va cdc van ban quy pham phap
ludt lién quan cho cdc co s6 phan phdi, ctra hang budn ban thude thd y thuy san; san pham xir
1y, cai tao moi truong nudi trong thuy san trén dia ban quan 1y.

b) Kiém tra diéu kién vé sinh thd y tai cdc co sO phén phdi, ctra hang budn ban thudc
thii y thuy san; san pham xir 1y, cai tao mdi trudng nudi trong thuy san.

2. Quyén han
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a) Yéu cau co s& phin ph01 ctra hang budn bdn cung cap tai liéu, ho so lién quan dén
diéu kién vé sinh thid y; cung cAp mau san pham phuc vu cho viéc kiém tra chat luong.

b) Puoc quyén niém phong céc san pham thudc thi y thuy san; san pham xir Iy moi
truong nudi trong thuy san chua duge phép luu hanh hodc vi pham nghiém trong cdc quy dinh
ctia Quy ché nay dong thoi thong bdo cho Thanh tra chuyén nganh S¢ Thuy san, So
NN&PTNT c¢6 quén ly thuy san xt ly theo luét dinh.

Piéu 14. Tréch nhiém va quyén han cua Thanh tra chuyén nganh thuy sén
1. Trach nhiém

a) T6 chirc thanh tra viéc thuc hién cdc quy dinh ctia qui ché nay tai céc co quan Quan
1y chat lugng an toan v¢ sinh va thu y thuy san ¢ Trung wong va cdc dia phuong, cdc t6 chirc,
cd nhan san xuat, kinh doanh thudc thii y thuy san; san pham xt 1y mdi truong nudi trong thuy
san.

b) Kip thoi to chirc thanh tra xur ly cdc vi pham do co quan kiém tra chét lugng va thid y
thuy san thong bdo, dong thoi giri két qua xur 1y cho co quan kiém tra da thong bdo dé theo doi
va phdi hop.

2. Quyén han

a) Yéu ciu cic co quan Quan ly chat lugng an toan v¢ sinh va tha y thuy san ¢ Trung
wong va cdc dia phuong, céc t6 chiic, ¢4 nhan san xuat kinh doanh thudc thd y thuy san; san
pham xtr Iy méi truong nudi trong thuy san cung cap tai liéu va tao diéu kién thuan loi cho
cong tac thanh tra tai co sd.

b) Xtr Iy vi pham hanh chinh theo tham quyén.

Diéu 15. Nghia vu va quyén lgi cua t6 chiic, ¢4 nhan san xuat, kinh doanh thudc thd y
thuy san; san pham xu ly, cai tao moi truong nudi trong thuy san

1. Nghia vu

a) Chap hanh nghiém chinh cdc quy dinh cta Quy ché nay va cdc quy dinh khéc c6 lién
quan vé kiém tra diéu kién san xuat, kiém tra ching nhan chét luong san pham thudc thi y
thuy san; san pham xir 1y, cai tao moi truong nudi trong thuy san.

b) Chiu trach nhiém trudc phédp luat va nguoi ti€u dung vé chat luong san pham thudc
thii y thuy san; san pham xu 1y, cai tao mdi trudng nudi trong thuy san do co s& san xuat, luu
thong va phan phoi.

¢) Chiu sy kiém tra, thanh tra ctia cidc co quan nha nudc c6 tham quyén.
2. Quyén logi

a) Yéu cau dugc hudng din céc thu tuc ding ky luu hanh. Yéu cau duoc giai dép céc
vudng mic vé hd so, thu tuc trong qud trinh dang ky luu hanh thudc thi y thuy san; san pham
xur 1y, cai tao méi truong nudi trong thuy san.

b) Puoc tham gia tap huan chuyén mon nghiép vu, cép nhat thong tin vé phdp luat c6
lién quan, phd bién cdc quy dinh lién quan dén san xuat, kinh doanh thudc thd y thuy san; san
pham xir 1y, cai tao moi trudng nudi trong thuy san.

¢) Puoc bao ho doc quyén va chuyén nhuong két qua nghién ciru; két qua khao nghiém,
thtr nghi¢m, chuyén nhugng ban quyén san pham theo cic quy dinh phép luat vé s¢ hitu tri tu¢
va cdc van ban phép luat khéc c6 lién quan.
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o 7Chu'(rng’IV ) o
XU LY VI PHAM, GIAI QUYET KHIEU NAI, TO CAO

Piéu 16. Xt 1y vi pham hanh chinh

1. T chic, cd nhén san xuat, kinh doanh thudc thii y thuy san; san pham xu ly, cdi tao
mdi truong nudi trong thuy san di dwoc cip Gidy chimg nhan luu hanh néu ¢6 hanh vi vi
pham cic quy dinh cua Quy ché nay tuy theo mirc d6 va hanh vi vi pham s& bi xtr phat vi
pham hanh chinh theo phép luat vé xtr phat vi pham hanh chinh trong linh vuc thuy san va cic
van ban phdp lut khic c6 lién quan.

2. Nhitng ngudi ¢6 trach nhiém trong linh vuc quan 1y nha nudc thude thd y thuy san;
san pham xu 1y, cai tao mdi truong nudi trong thuy san néu cé hanh vi vi pham cac quy dinh
cua Quy ché nay s€ bi xur Iy vi pham theo cac quy dinh phap luat hién hanh.

Diéu 17. Giai quyét khiéu nai, té cdo

1. T6 chirc, ¢4 nhan va cdc co so san Xuat kinh doanh thudc thd y thuy san; san pham xir
ly, cai tao moi trudng nudi trong thuy san cé quyen khiéu nai véi céc co quan chirc ning c6
tham quyén vé nhitng hanh vi vi pham Quy ché nay.

2. C4 nhan c6 quyén td cdo vdi cdc co quan chic ning c¢6 thim quyén vé nhitng hanh vi
vi pham Quy ché nay.

3. Viéc giai quyét khiéu nai t6 cdo thuc hién theo cic quy dinh cua Luat Khiéu nai, t6

‘ ChuongV
PIEU KHOAN THI HANH

Piéu 18. T4 chuc thuc hién

1. Cyc trudng Cuc Quan ly chat lugng an toan vé sinh va thd y thuy san ¢6 trach nhiém
hudng dan thi hanh, t6 chirc phd bién va kiém tra, gidm sat viéc thuc hién cic quy dinh cta
Quy ché nay trén pham vi ca nudc.

2. Moi stra d6i, bd sung Quy ché nay do Bo truong BO Thuy san quyét dinh.
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Phu luc 1

‘ HUONG DAN CHI TIET
NQI DUNG HO SO PANG KY LUU HANH THUOC THU Y THUY SAN;
SAN PHAM XU LY, CAI TAO MOI TRUONG NUOI TRONG THUY SAN
D6i véi dang ky 1an dau va dang ky lai)

1. Bon xin dang ky (Mau 1A/DKLH ddi vé6i thudc thi y thuy san va miu 1B/DKLH doi
véi san pham xu ly, cai tao moi trudong nudi trong thuy san).

2. Ban t6m tit dic tinh cua san pham (Mau 2A/DKLH d6i voi thude thd y thuy san va
mau 2B/DKLH doi voi san pham xur ly, cai tao moi trudng nudi trong thuy san).

2.1. Tén san pham:

- Tén cua san pham khong gy ra nhitng nham 13n vé ban chat, cdc thanh phan va tic
dung diéu tri ctia san pham.

- Viéc dit tén cho san pham khong duoc vi pham cdc quy dinh vé s¢ hitu tri tué (vi du
khong trung 1ap, khong nhdi ...).

2.2. Dang bao ché va dudng diing ctia san pham
2.3. Thanh phan, ham lugng hoat chét ¢6 trong san pham

Néu day du tén goi (tén thong dung/tén thuong mai), cong thirc hod hoc (néu cb) cla
hoat chat va tirng thanh phan cu thanh nén san pham, ké ca ta duoc.

Déi v6i cdc thanh phan co nguon goc ty nhién tr thye vat, dong vat, vi sinh vat phai ghi
rd tén thong dung/tén thuong mai kém theo tén khoa hoc.

2.4, Nh&ng dac tinh dugc luc hoc, dugc dong hoc (chi ap dung dé;i vé6i thude thd y thuy
san c6 thanh phan la hod duoc, khang sinh, ho6cmon, vacxin) nén chi tiét 2 ndi dung sau:

- bac tinh duoc luc hoc;

- Béc tinh dugc dong hoc;

2.5. Nhitng chi dinh diéu tri/cong dung va liéu luong sir dung
2.5.1. DBbi véi céc san pham thude thd y can néu rd:

- Péi tuong diéu tri va chi dinh diéu tri: Trich dan dﬁy du, chinh xac, trung thuc két qua
bdo cdo khao nghiém, thir nghiém (t€n tic nhan giy bénh; t€n bénh; tén vat nuodi; giai doan
sinh truong cua vat nudi duoc diéu tri; muc dich diéu tri: phong bénh hay tri bénh; co ché
diéu tri: han ché, rc ché hay tiéu diét ngan ngira hoan toan tic nhan gy bénh). San pham
duoc khao nghiém, thu nghiém trén doi tugng gay bénh nao ddi v&i vat nudi nao thi chi dinh
diéu tri trén ddi twong giy bénh va vat nudi do.

- Liéu lugng diéu tri: Ghi cu thé liéu lugng cho tirng vat nudi; giai doan sinh trudng cua
vat nudi dugce dicu tri, cich dua thudc vao co thé dong vat nudi.

2.5.2 D6i v6i cac san pham xir 1y, cai tao moi trudng nudi thuy san can néu ro:

- Cong dung: Trich dan day du, chinh xdc, trung thuc cong dung di duoc chirmg minh
bang két qua, so li¢u trong cac bao cdo khao nghiém, thir nghiém.

- Liéu luong sir dung: ghi diing nhu két luan trong bao cdo khao nghiém, thir nghiém.

2.6. Cﬁnh\béo cho nguoi su dung: Vé tinh doc hai cho strc khoé nguoi st dung (néu c6)
va huéng dan vé bao ho lao dong.
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 2.1. Thoi gian ngung su dung trude khi thu hoach: dp dung dbi voi san phém chtra hoa
chat, khang sinh, hoocmoén va cdc chat khdc ¢6 quy dinh vé murc du lugng t6i da cho phép
(MRL) trong thyc pham.
2.8. Nhitng thong tin vé sir dung san pham
- Han str dung.
- Nhitng yéu cau vé bao quan san pham
- Nhitng chi din déi véi viée loai bo bao bi ciia san pham
Luu ¥: Ban tém tat ddc tinh ctia san pham trong Muc 2 nay duoc xay dung dua trén cic
tai liu ky thudt c6 tinh phdp 1y (duoc dién Viét Nam va nudc ngoai, céc tai liéu duge co quan
tham quyén vé thi y thuy san cong nhén; céc tai liéu nghién ctu day du, chi tiét dang trén céc
tap chi khoa hoc quéc té va trong nudc).
3. Nhan dy kién ctia san pham

3.1. Nhan tryc tiép: Viéc ghi nhén trén nhan truc tlep ctia san pham phai ddp tmg nhirng
quy dinh hién hanh cta Nha nuéce. Dbi voi céc san pham c6 don vi déng géi nhé mot sé noi
dung ghi nhin c6 thé ghi trong t& Hudng dan st dung kem theo bao géi nho.

3.2. Nhan trén bao géi 16n (thing cactdng, bao bi...) dé van chuyén, bao quan phai ghi
day du céc noi dung: tén san pham, dang bao ché, sb luong, t€n va dia chi cua nha san Xuat,
cdc dau hiéu can luu ¥ trong qud trinh bao quén, van chuyén.

3.3. DB6i voi san pham nhap khiu ngoai nhan san phdm dang Iuu hanh tai nudc san xuét
phai c¢6 nhan phu bang tiéng Viét ban Hudng dan st dung bang tiéng Viét.

4. Ban giai trinh vé diéu kién san xuat, quy trinh san xuat va tiéu chuan chat luong cua
san pham

4.1. Ban giai trinh vé diéu kién san xuat, quy trinh san xuat

So d6 mit bang san xut trén gidy kho A3 kem theo ban mo ta tém tit diéu kién nha
xudng, trang thict bi, trinh d can bd quan ly, can bd k¥ thuat va ho so hé thong bao dam chat
luong (GMP, ISO 9000...)

Quy trinh san Xudt phai md ta day du, chinh xdc quy trinh cong nghé, cdc budc phai tién
hanh, nhitng diéu can thiét phai thuc hién lién quan truc tiép hay gidn tiép dén chat lugng san
pham.

4.2. Tiéu chuan chat lwong ctia san pham.

4.2.1. Tiéu chuan chat luong céc thanh phan, hoat chat va ta dugc ciia san pham phai
phan dnh dung mirc chét lugng cua san pham va phal phut hgp v6i nhiing thong tin k¥ thuat da
dugc cong bd tai cdc dugc dlen qudc gia, quoc té. Néu khong c¢6 nhiing bang chimg lién quan
thi nha san xuat phai cung cip nhimng bang chimg voi chét lugng tuong duong.

_ 4.2.2. Noi dung va phuong phdp trinh bay tiéu chuan theo quy dinh cta Tong cuc Tiéu
chuan - Do luong - Chat lugng.

Céc chi tiéu chat luong trong tiéu chuan co so khong duoc trai véi chuan muyc quic té;
phai phu hgp véi qui dinh trong cic tiéu chuan Nganh Thuy san hoac TCVN (néu cd).

4.2.3. Co s6 dang ky phai néu rd phuong phdp kiém nghiém cdc chi tiéu chét luong véi
yéu cau sau:

- Phit hop véi cong nghé khoa hoc thudc linh vuc nay tai thoi diém dang ky.

- La phuong phdp da dugc cong nhan. Néu 1a phuong phdp méi phai mé ta day du, o
rang.
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5. Phiéu két qua kiém nghiém cdc chi tiéu chat luong san pham.

Phiéu két qua kiém nghi¢m phéi do céac CO quan kiém nghiémvduqc Cuc QLCL,
ATVS&TYTS cong nhén phan tich day du cac chat cau thanh nén san pham xin dang ky luu
hanh.

6. Bdo cdo két qua thir nghiém.

Doi véi san pham moi dugce san xuat trong nudc, ho so dang ky phai gui kem theo bao
céo két qua thtr nghi€ém san pham do co s¢ thu nghiém dugc B6 Thuy san cdng nhéan thyc
hién bao gom cac ndi dung nhu sau:

a) Tén, thanh phan, co s¢ san xuat san pham dugc thu nghié¢m;

b) Muc ti€u, ndi dung thir nghi¢m (bao gom ca ndi dung thir nghi¢m vé tinh an toan cua
san pham doi voi thuy san, nguodi st dung san pham va mdi truong) va bo tri thir nghiém (dia
diém, qui mo, doi tugng, cic chi so dugc theo doi, gidm sat);

¢) Két qua thtr nghiém trong phong thi nghiém (d6i véi thude thii y thuy san);
d) Két qua thir nghiém tai co so nudi trong thuy san;

d) Bién ban gidm sat thu nghiém;

e) Bién ban danh gia ctia Hoi ddng nghiém thu.

7. Béo cdo két qua khao nghiém

D6i voi san pham nhap khau 1an dau, hd so dang ky phai giri kem theo bdo cdo két qua
khao nghiém san pham do co sé khao nghiém dugc Bo Thuy san cong nhan thyc hién.

a) Tén, thanh phan cta san phim dugc khao nghiém:;

b) Muc ti€u, ndi dung khao nghi¢m va bo tri khao nghiém (dia diém, qui mo, doi tuong,
cac chi so dugc theo doi, giam sat);

¢) Két qua khao nghiém trong phong thi nghiém (ddi voi thude thd y thuy san);
d) Két qua khao nghiém tai co sé nudi trong thuy san;

d) Bién ban gidm sat khao nghiém;

e) Bién ban danh gia ctia Hoi dong nghiém thu.

8. Ban cam két khong vi pham cdc qui dinh vé s& hitu trf tué (mau 3/DKLH).



Miu 1A/PKLH
Téncoso ........... CONG HOA XA HOI CHU NGHIA VIET NAM
S4: Ddc 1ap - Ty do - Hanh phic
...... , ngay.... thang... nam 200...

PON XIN PANG KY LUU HANH THUOC THU Y THUY SAN

Kinh gii: Cuc Qudn Iy chit lwgng, an toan vé sinh va thii y thuy sdn

14

- Can cir Phdp 1énh Thii y 2004 va Nghi dinh s6 33/2005/ND-CP ngay 15/3/2005 cta

Chinh phii Quy dinh chi tiét thi hanh mét s6 diéu ctia Phap 1énh Thi y 2004.

- Can c&t Qui ché dang ky Iuu hanh thudc thd y thuy san, san pham xir 1y, cai tao moi

truong nudi trong thuy san Ban hanh kém theo Quyét dinh sb...../QD-BTS ngay..... thang.....

nam 2006 cua B truéng BS Thuy san.
TEN CO SO AANG KYiu o nee it
Bia G oo
SO dién thoai: ....cvvveeiiiieiiiieeieee, SOFAX c.vvvieiiiiieiiieee,
S TBN SAN PRAM ..o,
“ NRA SAI XUAL «. e
= Dia GEM SAN XUAL ..o eee e
-Biénthoai: ... SOFAX: oo
=Dang bA0 Ché: ... i
- Thanh phan va ham lugng céc chat/vi sinh vét c6 trong san pham: ............
SPUuONE dUNG: .o
- Céc dang déng g6i ctia san PhAM: ............oiieieiiie i,
- Thoi gian ngung st dung trude khi thu hoach ...

PAI DIEN CO SO

(Ky, ghi ro ho tén va déng dau)
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MAiu 1B/PKLH

Téncoso ........... CONG HOA XA HOI CHU NGHIA VIET NAM
S4: Bdc 1ap - Ty do - Hanh phic
...... , ngay.... thang... nam 200...

PON XIN PANG KY LUU HANH SAN PHAM XU LY,
CAI TAO MOI TRUONG NUOI TRONG THUY SAN

Kinh gii: Cuc Qudn Iy chit lwgng, an toan vé sinh va thii y thuy sdn

- Can ctr Phép 1énh Thid y 2004 va Nghi dinh s6 33/2005/ND-CP ngay 15/3/2005 ciia
Chinh pha Quy dinh chi tiét thi hanh mét sb diéu ctia Phdp 1&nh Thi y 2004.

- Can cu Qui ché dang ky luu hanh thude thu y thuy san, san pham xt 1y, cai tao moi
truong nudi trong thuy san Ban hanh kém theo Quyét dinh s6...../QD-BTS ngay.... thing.....
nam 2006 cua B truéng BS Thuy san.

Baa G oo
SO dién thoai: ....c.vvveeeiiiieiiiieeiieeee, SOFaX c.vvvieiiiiiiiieee,
S TBN SAN PRAM ..o,
= NRA SAI XUAL «. e
= Dia dIEM SAN XUAL «..eeet et
-PBiénthoai: ... SOFAX: oo

= Dang AN PhAM: ...t

- Thanh phan va ham lugng céc chat/vi sinh vét c6 trong san pham: ............
- Cdc dang déng g6i cia San PhAM: ............coeeeeieiiiiiie e,
- Phuong thirc str dung san pham ...............cccoooeeiiiiieiiiiee e,

- Nhitng canh bdo vé nguy co gdy 6 nhiém moi trudng nudi ......................

DAI DIEN CO SO
(Ky, ghi 6 ho tén va déng diu)



Miu 2A/PKLH
BAN TOM TAT PAC TiNH SAN PHAM THUOC THU Y THUY SAN

1. Tén san pham:

2. Dang bao ché va dudng diing ciia san pham.

3. Thanh phan, ham lugng hoat chat c¢6 trong san pham

4. Nhiing déc tinh dugc luc hoc/dugc dong hoc

- Bac tinh duoc luc hoc

- Béc tinh dugc dong hoc

5. Nhing chi dinh vé diéu tri, cong dung va liéu lwong sir dung
6. Nhiing canh bdo khi sir dung

7. Nhiing canh bao cho ngudi st dung

8. Thoi gian ngung thudc trudce khi thu hoach

9. Nhitng thong tin vé st dung san pham

DAI DIEN CO SO
(K, ghi rd ho tén va déng diu)

16



Miu 2B/PKLH

_ TOM TAT PAC TINH SAN PHAM XU'LY,
CAI TAO MOI TRUONG NUOI TRONG THUY SAN

1. Tén san pham

2. Muc dich st dung

3. Dang ctia san pham

4. Thanh phan, ham lugng hoat chét ¢6 trong san pham

5. Nhitng dic tinh ctia san pham:

- Pac tinh vat ly

- Bac tinh hoa hoc

- Bdc tinh

6. Nhitng chi dinh vé cach sir dung, liéu luong sir dung

7. Nhitng canh béo vé tac dong dén méi truong khi st dung

8. Nhitng canh bdo cho nguoi st dung

DAI DIEN CO SO
(Ky, ghi o ho tén va déng dau)
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Miu 3/PKLH

CONG HOA XA HOI CHU NGHIA VIET NAM
Bdc 1ap - Ty do - Hanh phiic

(Pia danh), ngay..... thdang..... nam 200.....
GIAY CAM KET

Can ctr vao Quy ché dang ky luu hanh thudc thi y thuy san, san pham xir 1y cai tao moi
truong nudi trong thuy san ban hanh kém theo Quyét dinh s 03/2007/QB-BTS ngay 03
thdng 4 ndm 2007 cua B0 trudng BO Thuy san.

Co SO AANG Ky oo
Piachi i€n hé: ...
Tel: o, Fax: .o

Xin cam két khéng vi pham cdc quy dinh vé s¢ hiru tri tué ddi voi cdc san pham xin
dang ky luu hanh dudi day:

TT Tén san pham Thanh phan Cong dung Nha san xuat

Co s¢ xin hoan toan chiu trach nhiém trudc phdp luat Viét Nam va quoc t€ néu vi pham
ve quyén s¢ hitu tri tug.

Chu co sé xin dang ky luu hanh
(Ky, déng dau)
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Phu luc 2
BO THUY SAN CONG HOA XA HOI CHU NGHIA VIET NAM
Cuc QLCLATVS&TYTS Boc lap - Tu do - Hanh phiic
Sé:...... TDHS

...... , ngay.... thang.... nam 2000.....

PHIEU BAO KET QUA THAM DINH SO BQ HO SO XIN PANG KY LUU HANH
THUOC THU Y THUY SAN; SAN PHAM XU'LY,
CAI TAO MOI TRUONG NUOI TRONG THUY SAN

1. Ten cosO dang Ky: . oo
Piachili€n hé ...
Piénthoai ...................... Fax:. .o,
2. Tén san pham xin dang ky luu hanh:
Thudc: - Nhém thude Thi y O

- Nhém san pham xtr 1y, cai tao méi truong [

3. Ngay nhan ho so:

4. Thoi gian tham dinh tir ngay............. dénngay.....................
TT | Danh muc ho so Can cu phép ly K.Q tham dinh Yéu cau
dé tham dinh (dat/khong dat) bo sung

5. Nhitng ndi dung yéu cu bo sung (ghi cho ting tai liéu)

6. Nhan xét va dé nghi.

Y kién lanh dao Cuc Y kién Lanh dao phong Nguoi tham dinh
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Phu luc 3A
BO THUY SAN CONG HOA XA HOI CHU NGHIA VIET NAM
MINISTRY OF FISHERRIES SOCIALIST REPUBLIC OF VIETNAM
NAFIQACED Bdc 1ap - Ty do - Hanh phiic

Indepedence - Freedom - Happiness

GIAY CHUNG NHAN LUU HANH THUOC THU Y THUY SAN
MAKERTING AUTHORIZATION
No: ......... /LH-TTS

Tén san pham/Name of produc:

Thanh phan hoat chat/:

Active Ingredients:

Cong dung/Indications:

Han dung/Shelf-life:

Quy cach dong goi/Packing Size:

Thoi han hiéu lyc cia gidy chimg nhan luu hanh/:

Expiration Date of this Maketing Authorization

Tén co s6 san xuat/Name of Manufacturer:

Pia chi/Address

S6 dién thoai/Tel: S6 Fax/Fax. No:
Tén co s¢ dang ky luu hanh

Name of Maketing Authorization Holder

Dia chi/Address

S6 dién thoai/Tel: S6 Fax/Fax. No:
Gidy chimng nhan luu hanh nay ¢ hiéu luc dén/:

This marketing authorisation is valid until

Ha No6i, ngay  thidng ndm
Hanoi, Date  month year
CUC TRUONG/
GENERAL DIRECTORR
Ghi chd/Note:
1. Hoso gbc sH ......... ngay ......

The application file No ..... date .....
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2. Ban cong bd chat luong phai tudn tha ndi dung cua Gidy ching nhdn nay/The
Declartion of Product’s Quality must comply with thi Marketing Authorization

3. Kém theo Gidy chimg nhan 12 mau nhdn san pham/The appropved labelssarare
attached to this Marketing Authorization
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Phu luc 3B
BO THUY SAN CONG HOA XA HOI CHU NGHIA VIET NAM
MINISTRY OF FISHERRIES SOCIALIST REPUBLIC OF VIETNAM
NAFIQACED Bdc 1ap - Ty do - Hanh phiic

Indepedence - Freedom - Happiness

GIAY CHUNG NHAN LUU HANH SAN PHAM XU' LY,
CAI TAO MOI TRUONG NUOI TRONG THUY SAN

MAKERTING AUTHORIZATION
No: ......... /LH-MT

Tén san pham/Name of produc:
Thanh phan hoat chat/:

Active Ingredients
Cong dung/Indications:

Han dung/Shelf-life:

Quy céach dong goi/Packing Size:

Thoi han hiéu lyc cia gidy chimg nhan luu hanh/:
Expiration Date of this Maketing Authorization

Tén co s& san xuat/Name of Manufacturer:

Pia chi/Address

S6 dién thoai/Tel: S6 Fax/Fax. No:
Tén co so dang ky luu hanh

Name of Maketing Authorization Holder

Pia chi/Address

S6 dién thoai/Tel: S6 Fax/Fax. No:
Gidy ching nhan luu hanh nay ¢ hiéu lyc dén/:

This marketing authorisation is valid until

Ha No6i, ngay  thiang ndm
Hanoi, Date  month year
CUC TRUONG/
GENERAL DIRECTORR
Ghi chii/Note:
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1. HOo so gbc sb ......... ngay ......
The application file No ..... date .....
2. Ban cdng bd chit lugng phai tuan thi ndi dung ctia Gidy ching nhan nay/The
Declartion of Product’s Quality must comply with thi Marketing Authorization

3. Kém theo Gidy chimg nhan 12 mau nhdn san pham/The appropved labelssarare
attached to this Marketing Authorization
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Phu luc 4
Téncoso ........... CONG HOA XA HOI CHU NGHIA VIET NAM
S4: Ddc 1ap - Ty do - Hanh phic

...... , ngay.... thang... nam 200...

DPON XIN PANG KY LAI THUOC THU Y THUY SAN
SAN PHAM XU LY, CAI TAO MOI TRUONG
NUOI TRONG THUY SAN

Kinh gii: Cuc Quan 1y Chit lugng, an toan vé sinh va thii y thuy sdn

- Can cu Phap lénh, Tha y 2004; N’ghi‘djnh s6 33/2005/ND-CP ngay 15/3/2005 cua
Chinh phu Quy dinh chi tiét thi hanh mot s6 dicu ctia Phap 1énh Thi y.

- Can cu Qui ché dang ky luu hanh thudc thu y thuy san, san pham xu 1y, cai tao moi
truong nudi trong thuy san Ban hanh kém theo Quyét dinh s ......... /Qb-BTS ngay .......
thang .... ndm 2006 cta Bo truong B Thuy san.

Téncosddang ky lai: .....oovuiiiiii i
Bia Chi: oo
SO dién thoai: .vvveveeeeeeeneen, SOFAX: et
Tén san pham dang Ky i ........coooovviiiiiiiiiie e
Thudc nhém:
- Thudc thii y Thuy san O
- San pham xt 1y, cai tao moi truong nudi trong TS O
S4, ngay duoc cap dang ky luu hanh san pham dang ky 1an dau: ...............
Noi dung céc thay ddi so v6i dang ky lan dau:

Kem theo don nay 1a cic ho so dang ky lai

Dé nghi Cyc Quan Iy Chat lwong, an toan vé sinh va thii y thuy san xem xét cho dang ky
lai.

DPAI DIEN CO SO
(Ky, ghi 6 ho tén va déng diu)
Noi nhan:
- Nhu trén

- Luu Cong ty
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Phu luc §
Téncoso ........... CONG HOA XA HOI CHU NGHIA VIET NAM
S4: Ddc 1ap - Ty do - Hanh phic

(Pia danh), ngay.... thdang... nam 200...

PON PE NGHI

CAC NQI DUNG THAY POI THUOC THU Y THUY SAN;
SAN PHAM XU LY, CAI TAO MOI TRUONG
NUOI TRONG THUY SAN

(KHONG THUQC POI TUQNG PANG KY LAI)

Kinh giri: Cuc Qudn ly Chit lwong, an toan vé sinh va thii y thuy sdn

- Can cu Phép 1énh Tha y

- Cén clr Nghi dinh s6 33/2005/ND-CP ngay 15/3/2005 cta Chinh phii quy dinh chi tiét
thi hanh mét s6 dicu cua Phdp 1énh Thu y.

- Can cu Qui ché dang ky luu hanh thudc thd y thuy san; san pham xt 1y, cai tao moi
truong nudi trong thuy san Ban hanh kém theo Quyét dinh so......... /Qb-BTS ngay.......
thang.... nam 2006 cua B truédng B Thuy san.

Ten co SO AC NENI: ...
Dia Chi: .o
SO dién thoais «.oveeneeeeeeeeeeen SOFAX: weeee e
Email: oo

Xin giai trinh chi tiét vé san pham xin thay ddi nhu sau:

TT | Tén san pham, Phén loai Noi dung Ly do
s0 giay CNLH Thuoc TY | San phdm XLCTMT thay doi

Dé nghi Cyc Quan Iy Chat lwong, an toan vé sinh va thii y thuy san xem xét, giai quyét.

PAI DIEN CO SO
(ky tén, déng dau)

Noi nhan:
- Nhu trén

- Luu Cong ty



