Phu Iye X
MAU DPON PANG KY LUU HANH THUOC THO Y

(Ban hanh kém theo Thong tw s6 13/2016/TT-BNNPTNT ngay 02 thang 6 nitm 2016
cua By trucng By Nong nghiép va Phdt trién ndng thon)

TEN TO CHU'C, CANHAN  CONG HOA XA HOI CHU NGHIA VIET NAM
Pjc 1ap - Ty do - Hanh phic
S8t /DK-CT  (Diadanh), ngay.......thdng....... ndm ....

PON PANG KY LUU HANH THUOC THU Y

Kinh gtti: Cuc Thit y
o Gﬁn;cﬁﬂ?hﬁqg;u::sé;.l3/20-1-6-/_TT-BNNPTNT* ngay-02 thang 6 nim-2016 cia Bo
trudng BO Néng nghiép va Phét trién nbng thén quy dinh v& quan Iy thudc tha y.
' . TO CHUC, CA NHAN PANG KY LUU HANH:

= O PR TRP
Dia chi O
S6 dién thoai et SO FaXoeriveierivearirniienens
Email R v etreervarraraer e
Céc chi mhANh (18U CO)  frveervieiiiiiieiee e e e e s e e e een e e
CO SO SAN XUAT

Il e
Dia chi e ree e e aans T SRR
Sb dién thoai et i ——————— SOFAK. e veeeeeeeeeeeeieenn,
Bmail TRUUUROOROROR e e e ,

Chiing t6i déng ky hru hanh san phém thudc tha y sau day:

1. Tén thwong mai: |

2. Dang bio ché:

3. Hoat chét, ham lwong hoat chét: _

Khi duge phép luu hanh, chiing t6i cam doan chip hanh ding c4c quy dinh cia
phép luat Viét Nam vé thubc thi y va cdc diéu luat khéc ¢6 lién quan.

DAIDIEN TO CHUC, CA NHAN ¥
(K3, ghi 8 ho tén va dong diu)




Phy luc Il
MAU PON DANG KY LUU HANH VAC XIN, KHANG THE
DUNG TRONG THU Y

(Ban hanh kém theo Thong tw s6 13/2016/TT-BNNPTNT ngay 02 thang 6 ndm 2016
cuia By truong B Nong nghiép va Phdt trién néng thén)

‘ ~ TENTO CHUC,CANHAN  CQNG HOA XA HQI CHU NGHIA VIET NAM
| Poe 13p - Ty do - Hanh phiic
S6:1iiiiiinn, MK-CT (Dia danh), ngay... ....thdng... ... ndm .....

PON DANG KY LUU HANH VAC XIN, KHANG THE
DUNG TRONG THU Y
Kinh giri: Cyc Tha y

Can ¢t Thong tur s& 13/2016/TT BNNPTNT ngdy 02 thang 6 nam 2016 cua
B6 trudng BO Néng nghiép va Phat trién nong thén quy dinh vé& quan 1y thubc tha y.

TO CHUC, CA NHAN PANG KY LUU HANH

=) T OO PP PPPTPP
Pia chi PO PP
S dién thoai SUUUTIUUUURR SO FAKvvvvereeireiiiiiiireis
Email : L e e te e e eerane e besesa e e e sbaraaeatr it aneaas
Céc chinhanh (n8U €O} tuvvvvvvverniiierieenenns SUUTP TSRO RORORIOON |
? CO SO SANXUAT '
TEI e
Pia chi . S OTRRPRRPPPN T
36 dién thoai e S8 FaX.ovvvvirnersieenenns _
Email ereeaaee TS T RO

Chung toi dang ky luu hanh sin phdm vic xin, khémg thé sau day
1, Tén thuong mai:

2. Dang bao ché:

3. Hoat chét, ham Iwong hoat chit: .

Khi duge phép luu hanh, ching t6i cam doan chép hanh ding céc quy dinh cla
phap ludt Vist Nam v& thude thi y va céc didu ludt khac c6 lién quan.

PAI DIEN TO CHUC, CA NHAN ’W}’V
(KY, ghi v8 ho tén va dong ddiu)




Phy lye Y11
MAU DON BANG KYLUU HANH CHE PHAM SINH HQC PE CHAN DOAN
(Ban himh kém theo Thong tu 56 13/2016/TT-BNNPTNT ngay 02 thang 6 ndm 2016
ctia B trudng B§ Nong nghiép va Phdt trién nong thén)

TEN TGO CHUC, CANHAN CONG HOA XA HOI CHU NGHIA VIET NAM
Pic lap - Ty do - Hanh phiic

S R /PK-CT (Pia danh), ngdy... ....thdng... .... ndm .....
PON DANG KY LUU HANH CHE PHAM SINH HQOC
DE CHAN DOAN

Kinh gti: Cyc Thuy

Can ot Théng tu s6 13/2016/TT-BNNPTNT ngay 02 thang 6 nam 2016 cia
- Bo-trudng Bo Nang nghigp va Phittridn néng thén quy dinh v& quan Iy thubc thay. -

TO CHUC, CA NHAN DANG KY LUU HANH

T&N e

Pia chi et h e ettt e et ena e e s et arearaa
A Aea . L

S6 dién thoai e et r e SOFaX. iviiiiiiieniiniinnnn

Email T B PR UPP

Céc chi nhanh (néuco) :......... e O PTPPP

CO SO SAN XUAT

T

DPia chi e e e e e et e e et et a e e r e
A g1n . ) A

S0 dién thoai e SOFaX..oiiiveiiiviiinnnnnn,

Email

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

Chiing t8i ding ky luu hanh ché pham sinh hoc de chin dodn sau day
...(tén san phdm)....... e
Khi duqc phép lwu hanh, ching t6i cam doan chép hanh ding cac quy dinh cta
phép ludt Viét Nam v& thubc thi y va céc didu lust khac ¢6 lién quan.

PAIDIEN TO CHUC, CANHAN
(Ky, ghi 8 ho tén va déng diu)




Phy lnc IV
MAU DON PI NGHI CAP LAI GIAY CHUNG NHAN LUU HANH
THUOC THU Y
(Ban hémh kém theo Thong tu 56 13/2016/TT-BNNPTNT ng&y 02 thang 6 nam 2016
ctia BY trudng B Nong nghiép vé Phdt trién ndng thon)

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

S6:iiiiiinn, (Pia danh), ngay... ....thang... ... ndm .....

PON PE NGHJ CAP LAI
GIAY CHUNG NHAN LUU HANH THUOC THU Y

Kinh gtti: Cyc Thuy

C#n ot Thong tw sb 13/2016/TT-BNNPTNT ngay 02 thang 6 nim 2016 ctia B)
triréng-B6 Nong nghiép va Phét tridnnéng thon quy dinh v& quan ly thude tha y.
TO CHUC, CA NHAN PANG KY LUU HANH:

T
Piachl = e rrrie e iirees e
S6 dién thoai e eeere e SOFaX.....oieeveviuvenninn,
Email et ranireeas e e ieieaians
Céc chi nhanh (nducd) fvevveveriveeen.. SUUTU TR URURPORRPRROO '
CO SO SAN XUAT:

- ¢ T PR ORT
Dia chi 7 T PN
S6 dién thoai ey e SEFaX....ccveeereeereennanan,
Email everreriererens e,

Chung t6i d& nghi cip lai gidy chimg nhan hra hanh thudc thi y sau déy:

. 3 . £ Y . A
TT Tén sin phm 98 DKL Ly do dé nghj cip lai gidy chirng nhéin
Iuu hanh

Chung 161 cam két gnx nguyén céc ndi dung khéc diing nhu hd so ding ky ,JV
liruw hanh thude thi . i'/

DAIDIEN TO CHU'C, CA NHAN
(Ky, ghi v ho tén va déng ddu )




Phyluc V

MAU DON GIA HAN GIAY CHUNG NHAN LUU HANH THUOC THU Y
(Ban hanh kém theo Théng tu s6 13/2016/TT-BNNPTNT ngay 02 thing 6 ndm 2016
cua By trudng By Nong nghiép va Phdt trién nong thén)

TEN TO CHUC, CANHAN CONG HOA XA HQI CHU NGHIA VIET NAM
_ Péc lip - Ty do - Hanh phic
S, MDK-CT: (Dia danh), ngay.......thdng... ... ndm .....

PON GIA HAN GIAY CHU'NG NHAN LU'U HANH THUOC THU Y

Kinh gtri: Cyc Thily

Ciin cit Thong t 56 13/2016/TT-BNNPTNT ngdy 02 théng 6 nim 2016 cia
B{ trudng Bo Nong nghiép va Phét trién ndng thén quy dinh v& quan 1y thude thu y.

TO-CHUC, CANHAN-DANGKY LUU HANH-(DAT GIA CONG, SAN CHIA):

O e
bia chi R e
S4 dién thoai STVUTITIUDRRRRROR SEFaX...coieeeioieeerinreen,
Email P et
Céc chinhénh (néucd) :....... SR PRI
CO SO SAN XUAT (NHAN GIA CONG, SAN CHIA):
Tén e ettt
Pia chi ettt e e ar e et e eh e vttt s b ian b n e anye
Sé dién thoai TR e SEFaX oo,
Email Tttt s e et b et e a e eaa v e erennaas

Chung t6i déing ky gia han luu hanh céc san phim thudc thi y sau day:

TT|  Ténsin phim S6 ding ky luu hanh S8 GCN luu hanh, ngay,
thang, nim cip

PAIDIEN TO CHUC, CANHAN
(K%, ghi v ho tén va dong ddu )




Phuy luc VI
MAU BAO CAO QUA TRINH LUU HANH THUOC THU Y
(Ban hanh kém theo Thong tw s6 13/2016/TT-BNNPTNT ngay 02 thdng 6 nam 2016
ctia B trieéng BY Nong nghiép va Phat trién néng thon)

BAO CAO QUA TRINH LUU HANH THUOC THU Y
(Tir khi dwge cdp gidy chimg nhén luu hanh dén khi dang ky gia han)

1. Tén 8 chrc, ¢4 nhn ding k¥ luu hanh:

Dia chi:

84 dién thoai: _

S8 Fax: | .
2. Tén sén phdm, sb dang ky da duoc cép:
3. Dang bao ché clia san phém:
4. Hoat chét, ham lrgng hoat chét:
5. Luu hanh trén thi trudng:

Co ' ' Khong
Vi pham chét turong

Cé _ Khéng
Néu ¢6 thi ghi r3:

$6 14n sai pham:
Loai vi pham:

6. Vi pham quy ché, quy dinh 1ién quan &n ding ky lwu hanh thube thi y
Co : Khong

Néu c6 thi ghi 16:

S& 14n sai pham:

Loai vi pham:
7. Thay dbi trong thor gian gidy phép huu hanh con higu lue

Co Khong
Néu c6 thay d6i thi phai giri kém theo ban sao c¢ng van cho phép

8. Thay dbi khi dang ky lai (gidy phép luu hanh gan hét hogc hét hiéu lyc)

Co Khéng

Néu ¢6 thay @81 thi phai ghi 18 ndi dung thay ddi so véi hd so dang ky d& duge duyét:

Néu khéng c6 thay ddi thl phai cam két khoncr c6 bét ky su thay ddi nao so véi hd so ding
k¥ dd duge duyét.

9. Nhitng ¥ kién khéc tir khéch hang vé san phém thude thi v khi luu hanh trén thi trudmg:
PAI DIEN TO CHU'C, CA NHAN

(K, ghi v6 ho tén va dong diu)




Phu lyc VII
MAU GIAY CAM KET PANG KY LUU HANH .
(Ban himh kém theo Théng ti s613/2016/TT-BNNPTNT ngdy 02 thing 6 ndm 2016
ctia By truémg B Nong nghiép va Phdt trién ndng thén)

TEN TO CHUC, CANHAN CONG HOA XA HOI CHU NGHIA VIET NAM
Doc lap - Ty do - Hanh phiic
S& i, MK-CT (Pia danh), ngdy.......théng... ... nédm ...

GIAY CAM KET

Kinh .gﬁ'i: Cuc Thuy

Can ctt Luit s& hitu tri tué; .

Cén ¢t Thong tu-sd 13/2016/TT-BNNPTNT ngiy 02 théng 6 nam 2016:ctaBo
truedng BO Nong nghlep va Phit trién néng thon quy dinh v& quan 1 thude thu v,

TO CHUC, CA NHAN PANG KY LU'U HANH ,

TEN
Dia chi e e e e e e e
S0 dién thoai , e SOFaxX..civiiiiiiann.
Email 7 e e e e
Cécchi nhanh (n8U CE)Y 1o
CO SO SAN XUAT

8 1 TSRO
Dia chi e e e e
S6 dién thoat PPN SoFax............ . ;
Email et e e et :

Chiing t6i cam két khong vi pham cdc quy dinh vé s& hiru trf tué dbi v6i san
phém xin didng ky luu hanh dudi day : '

Tén san phim Thénh phan - Cong dung

Chuing t01 xm hoan toan chiu trach nhiém trwde phép ludt Viét Nam va qubc té
néu vi pham v& quyén s& hitu trf tué. /

PAIDIEN TO CHUC, CA NHAN
(K¥, ght ¥3 ho tén va déng ddu)




Phu lgc VIII
MAU TOM TAT PAC TINH CUA SAN PHAM
(Ban hamh kém theo Thong tur 56 1 3/2016/TT-BNNPTNT ngay 02 thang 6 nam 2016
ctia BS truéng B Néng nghiép va Phdt trién néng thén)

TOM TAT PAC TINH SAN PHAM
1. Tén clia san phdm
2. Dang bao ché ctia san phdm
3. PBudng dung thuéc
4. Thanh phin, ham lugng hoat chit vi t4 dugc ¢d trong cong thitc clia sén phim
5. Déc tinh duge lye hoc, duge ddng hoc cla san phém
6. Chi dinh diéu tri
7. Lidu lwong st dung, cdch ding va duong ding
8. Nhiing cénh béo khi sir dyng
a) Luu v khi sir dung;
b) Twong téc véi thude khac cac dang twong téc khéc;

¢) Tac dung khong mong mudn khi st dung theo chi dan va liéu ding da dugc khuyen
c4o clia san pham;

d) Tac dung khéng mong mudn trong trudng hop st dung qué lidu va cich xtr I§ (néu
cd);
d) Thong tin vé Viéc st dung san pham cho gia sic mang thai, gia stc cho stta va gia
cam dé trimg;
e) Chéng chi dinh.
9. Canh bao cho ngudi sir dung thube dé phong, trj bénh cho ddng vat
10. Thoi gian ngtmg st dung thube
11. Nhitng thong tin v& st dung thube
a) Han sir dung (trude khi mé san pham 14n dAu; sau 14n du m& san phim);
b) Diéu kién bao quan san phim; _
¢) Tinh chét va dung lrgng clia bao bl ddng gdi san phim;
~d) Chi dan dbi v6i viée loal bo cAc phin clia san phim khong dugc st dung.
12. Tén va dja chi ctia nha san xuét.
PAIDIEN TO CHUC, CA NHAN /L/
(Ky, ghi r6 ho tén va dong daw)




Phu lye IX
MAU GIAY CHUNG NHAN LUU HANH THUOC THU Y
(Ban hanh kém theo Thong ti s613/2016/TT-BNNPTNT ngdy 02 théng 6 ndm 2016
ctia By truéng B Néng nghiép va Phdt trién néng thon)

BO NONG NGHIEP CONG HOA XA HOI CHU NGHIA VIET NAM
VA PHAT TRIEN NONG THON SOCIALIST REPUBLIC OF VIETNAM
MINISTRY OF AGRICULTURE AND Poc lap - Ty do - Hanh phiic
RURAL DEVELOPMENT Independence- Freedom- Happiness
CUCTHU Y

DEPARTMENT OF ANIMAL HEALTH

GIAY CHUNG NHAN LUU HANH THUOC THU Y
MARKETING AUTHORIZATION -
S6/ No. ...
Tén san phim /Name of product: ...
S6 ding ky/ Registration No: ...,.
Thanh phan hoat chét /Active Ingredients:. ...
Cong dung /Indications : ...
Dang bao ché /Dosage form : .........

Han dang /Shelf-life: ..... thdng

Tén co s& ding ky lua hanl/ Name of Marketing Authorization Holder :

Bga chi/Address: ’

S6 dién thoai/Tel: So Fax/Fax. No:
Tén co s& san xudt /Name of Manufucturer: .

Dia chi /Address: )

S0 dién thoai /Tel: S0 Fax/Fax. No:

Gidy chimg nhan fuu hanh ndy c6 hiéu lyc dén:
This marketing authorisation is valid until

Ha Néi, ngay  thang nam
Hanoi Date  month  year qﬁf/
CUC TRUONG '
DIRECTOR GENERAL




Phuy lye X

MAU DON PANG KY LUU HANH THUOC THU Y SAN XUAT
GIA CONG, SAN CHIA
(Ban hanh kém theo Thong tie s6 13/2016/TT-BNNPTNT ngay 02 thdng 6 nam 2016
cuia Bé triwomg Bo Nong nghiép va Phdt trién néng thon)

TEN CO SO PAT GIA CONG HOA XA HQI CHU NGHIA VIET NAM
CONG, SAN CHIA Déc 1ap - Ty do - Hanh phiic
St /DK-CT (Dia dank), ngay.......thang... ... i .....

PON DANG 19? LUU H{&NH THUOC THU Y
SAN XUAT GIA CONG, SAN CHIA

Kinh gﬁ:i: Cuc Thuy

Can ctr Thong tu 6 13/2016/TT BNNPTNT ngay 02 thang 6 nim 2016
cia By trudéng B Nong nghiép va Phét trién nong thén quy dinh v& quén 1y
thude thi y
CO SO PAT GIA CONG, SAN CHIA:

Tén O B PP R PP

Pia chi T PP

SE didn thoal  feveereereriveeriiiiiiinien, SEFAX...eemeeereiieereiieniens,

Email U PO
CO SO NHAN GIA CONG, SAN CHIA:

T80 e
Pia chi SUUURTT OO RO RO PO [ERTRTpa—
SEdién thoal toevvverennnn.. e “SOFaX. oo BT e
Email e e PSP

Ching t6i déng k¥ luwu hanh thude thi y san xult gia cong, san chia sau

Céc cong doan san xuht gia céng:.......

Khi duge phép luu hanh chung t6i cam doan chép hanh ding cac quy M
dinh ctia phép ludt Viét Nam vé thude thi y va céc diéu ludt khac ¢é lién quan. 4/

PAI DIEN CO SO
(KY, ghi rd ho tén va déng daw)




Phu luc XI

MAU PON PANG KY SAN XUAT THUOC THU Y PE XUAT KHAU
(Ban hénh kém theo Thong tw s6 13/2016/TT-BNNPINT ngay 02 thang 6 nim 2016 I
ctia By trudng Bo Nong nghiép va Phidt trién néng thon) |

TEN CO SO SAN XUAT  CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap - Ty do - Hanh phic

S& i /PK-CT (Dia danh), ngay... ... thang... ... nim .....

PON PANG KY SAN XUAT THUOC THU Y PE XUAT KHAU
Kinh gii: Cuc Thit y

C#n ot Thong tu s6 13/2016/TT-BNNPTNT ngay 02 thang 6 nam 2016
- clia-Bo trudng B Nong-nghiép va Phat trién nong:thén quy“'dinh'"vé- quan 1y
thuoc thu v.

TO CHUC, CA NHAN BAN G KY LUU HANH

= PP VPP TSPRPRRS
Dia chi e e et e e et et e
S6 dignthoal fvovvreeriiiiiniiiie, SEFaX.uvvieeeeinreeaieeeene,
Email h ettt e et e e ar e e
CO SO SANXUAT
T
Dia chi SO SUURUUTOTORIUPPPPPPPRT e
S& dignthoal tvivveeeeeenn.n e SO FaX
Email et e ree et e
Ching 161 dang ky san xuat thudc thi y & xuét khiu sau day:
........... (tén san pham)...............
Khi duoc phép san xuit, ching t61 cam doan sén phdm chi ding cho muyc
dich xuét khiu. w/ﬁf
PAI DIEN CO SO |

(K¥, ghi ¥8 ho tén va déng diu)




Phu luc X1

MAU GIAY CAM KET SAN XUAT THUOC THU Y PE XUAT KHAU
(Ban hémh kém theo Thong tw s6 13/2016/TT-BNNPINT ngay 02 thdng 6 ndm 2016
cria Bé trudéng Be Nong nghiép va Phdt trién néng thon)

TEN CO SO SAN XUAT CONG HOA XA HQI CHU NGHIA VIET NAM
Poc 1ap - Ty do - Hanh phiic

T /DK-CT (Pia danh), ngay... .... thang....... ndm .....

GIAY CAM KET
Kinh giri: Cuc Thuy

Cian ctr Luét s hitu tri tug;

Can_ctr Thong tu 56 13/2016/TT-BNNPTNT ngay 02 thang 6 nam 2016 cua B§
trudng B6 Nong nghidp va Phat trién nong thon quy dinh v& quan 1y thudc thi y.
TO CHUC, CA NHAN_ PANG KY LUU HANH
Ten
Bia chi PSP
S8 di8n thoal  fieeeervieiiiiiiiee SEFaX.wi i,

Email O S

CO 8O SAN XUAT
TN
bia chi e .................................
Sé dién thoal :...... e SEFaX. o,
—Email PN
Chung to1 cam ket khéng vi pham cac quy dmh v& s& hiru trf tué dbi voi san
pham xin dang k¥ san xufit & xult khau dudi day :

Tén thuong mai Thanh phén Céng dung

Ching t&i xin hoan toan chiu trach nhiém trude phap lugt Viét Nam va qudc té
néu vi pham v& quyén sé hiru tri tug.

DAI DIEN CO SO
(Ky, ghi ¥8 ho tén vi: déng diu)

g




Phu lyc XIII

MAU GIAY CHUNG NHAN LUU HANH THUOC THU Y SAN XUAT
' GIA CONG, SAN CHIA '
(Ban hanh kém theo Thong tw s6 13/2016/TT-BNNPTNT ngay 02 thang 6 ndm 2016
ctia B trieéng Bo Nong nghiép va Phdt frién nong thén)

BO NONG NGHIEP CONG HOA XA HQI CHU NGHIA VIET NAM
VA PHAT TRIEN NONG THON SOCIALIST REPUBLIC OF VIETNAM
MINISTRY OF AGRICULTURE Pic ldp - Ty do - Hanh phic
AND RURAL_DEVI?LOPMENT Independence- Freedom- Happiness
CUCTHUY

DEPARTMENT OF ANIMAL HEALTH

GIAY CHUNG NHAN LUU HANH THUOC THU Y
(Thude sin xuéit gia cdng, san chia)
MARKETING AUTHORIZATION

86/ No: ...

Tén sén phim /Name of product : ....

Sb dang ky/Registration number: ....

Thanh phén hoat chét /Active Ingredients: ...
Céng dyng /Indications: ....

Dang bao ché /Dosage form: ...

Quy céch dong gbi/Packing Size. ....

Han dung /Shelf-life: ...

Tén co & ding ky luu hanh / Name of Marketing Authorization Holder:
Bja chi /Address: )

S6 dién thoai /Tel. -~ 80 Fax/Fax. No:

Tén co s& nhén gia cbng, san chia/ Name of Manufacturer:

iB;a chi/Address:

S6 dién thoai/Tel: S& Fax/Fax. No:

Giky chimg nhan luu hanh nay c6 higu lye dén:
This marketing authorisation is valid until ;

Ha Noi, ngay  thdng  ndm
Hanoi Date ~month year
CUC TRUGNG
DIRECTOR GENERAL

A




Phu lye X1V
MAU GIAY CHUNG NHAN LUU HANH THUOC THU Y BE XUAT KHAU
(Ban hanh kém theo Thbng tw s6 13/2016/TT-BNNPTNT ngay 02 thdng 6 ndm 2016
ctia B¢ trucng Bo Nong nghiép va Phdt trién nong thén)

- BONONG NGHIEP CONG HOA XA HQI CHU NGHIA VIET NAM
VA PHAT TRIEN NONG THON SOCIALIST REPUBLIC OF VIETNAM
MINISTRY OF AGRICULTURE Piclap - Ty do - Hanh phic
AND RURAL DEVELOPMENT Independence- Freedom- Happiness

CYCTHU Y

DEPARTMENT OF ANIMAL H]_E“ALTH

GIAY CHUNG NHAN LUU HANH THUOC THU Y BE XUAT KHAU
MARKETING AUTHORIZATION FOR EXPORT ONLY
B _86/ No: ..
Tén sén phAm /Name of product.....
S ding ky/ Registration No: ...
Thanh phin hoat chit /Active Ingredients: ...
Dang bio ché /Dosage form: ...
Quy cach déng goi/Packing Size: ...

Tén co s& dang ky twu hanh/ Name of Marketing Authorization Holder :
Dia chi/Address:
S6 dién thoai/Tel: S8 Fax/Fax. No:

Tén co s& san xult/Name of Manufacturer:
Dia chi /4Address: :
Sé dién thoai /Tel: S6 Fax/Fax. No:

Gifly chiing nhan luu hanh ndy ¢6 hiéu luc dén:
This marketing authorisation is valid until

Ho Néi, ngay  thang ndm /@’}?/
Hanoi Date month  year
CUC TRUONG
DIRECTOR GENERAL




i 5 . Phuy lyc XV ) )
MAU PON PANG KY KHAO NGHIEM THUOC THU Y

(Ban hémh kém theo Théng tu s6 13/2016/TT-BNNPTNT ngdy 02 thdng 6 ndm 2016

ciia B tridng Bé Nong nghiép va Phdt trién néng thon)

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

Péc lap - Ty do - Hanh phuc

(Pia danh), ngay... ... thing....... ndm .....

PON PANG KY KHAO NGHIEM THUOC THU Y

Kinh gtri: Cuc Thi y

Co s& ding ky khao nghiém thudc thil Vi eeenrerercenmeeeeesecnsene

Pia chi:
S6 dién thoai:

Co 56 khao nghifm thudc thil ¥

Pia chi:
S6 dién thoai: ‘
D& nghi duoc khao nghiém thudc (véc xin...) sau day:

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

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

Céc chi tiéu, ndi dung ding

1T | Tén thuéc | Thanh phan | Putdng ding k kbao nghiém Ghi chd
1.
2.
3

a) Thoi gian du kién bat dau:

b) Thii gian du kién két thic:

¢) bia didm:

Chung t6i cam két chip hanh ding céc quy dinh clia Nha nude vé khao
nghiém thudc tha y. Y
Hb so karn theo: DAIDIEN CO SO
- Hop ddng khao nghiémy; _ (Ky va dong ddu)

- Bé cuong khao nghidm;

- Hb so k¥ thudt ciia san phim.

W




) Phu Ige XVI )
MAU GIAY PHEP KHAO NGHIEM THUOC THU Y
(Ban hanh kem theo Théng tr $6 13/2016/TT-BNNPINT ngdy 02 thing 6 ndm 2016
ctia Bo trieéng B Nong nghiép va Phét trién nong thon)

_ BONONGNGHIEP ~ COQNG HOA XA HQI CHU NGHIA VIET NAM
VA PHAT TRIEN NONG THON Péc lap - Tw do - Hanh phic
CUCTHUY

GIAY PHEP KHAO NGHIEM THUOC THU Y
| Sé: ......./QLT-KN

Tén thube dugce phép khao nghiém:

Thanh phin hoat chét: |

Dang bao ché:

Dudng dung:

Tén, dia chi co s& san xuét:

Tén, dia chi co s& ding k¥ khao nghiém:

Tén co s& khao nghiém:

Pia diém tién hanh khao nghiém:

Tén co s& giam sat khao nghiém:

Loai dong vat khéo nghiém:

Quy moé khao nghiém:

Céc chi tiéu khao nghiém:

Gidy phép khao nghiém nay c6 hidu lyc &n: ngay....... thang....ndm....
Ha Néi, ngay..... thdng..... ndm..... /bﬂﬂ/f%/

CUC TRUONG




Phuy luc XVII
MAU BON BE NGH] CAP LAI GIAY PHEP KHAO NGHIEM

(Ban himh kém theo Thong tw s6 13/201 6/TT-BNNPTNT ngay 02 thang 6 nam 2016

ctia Bé triedng By Nong nghiép va Phdt trién nong thén)

TENTO CHUC, CA NHAN  CONG HOA XA HOI CHU NGHIA VIET NAM

Poc lap - Tw do - Hanh philc

Y (Dia danh), ngay.......thang... ... ndm .....

PON DE NGHI CAP LAI
GIAY PHEP KHAO NGHIEM THUOC THU Y

Kinh giri: Cyc Thi y

Cin ¢ Thong tw s 13/2016/TT-BNNPTNT ngéy 02 thing 6 nim 2016

cla Bd trudng Bd Nong nghiép va Phat trién ndng thén quy dinh vé& quan 1y
thubc thi y.

TO CHUC, CA NHAN DANG KY:

S S PP TN
Piachin ..o

S6 dien thoai & .vevereerevve veeiereeeee. . SOFaX i, e
Chfmg t61 d8 nghi dugce cép Iai giéy phép khao nghiém thuéc thl y:

Ly do @& nghi cAp lai:
- Bimét, sai SOt, DU NOIG. .+ tvvvee et et r e e
- Thay ddi tén thuoc thl y, thong tin cta t chitrc, ¢4 nhan ding ki khéo

nghiém thubc thd y.

Hb so giri kém:
a) Céc tai liéu lién quan dén sy thay d6i, bd sung (néu cd);
b) Gidy phép khao nghiém thubc thi y d4 duge cép, trir trizdng hop bi mét.
e
PAI DIEN TO CHUC, CA NHAN
(Ky, ghi rd ho tén va déng déu)




) Phy luc XVIII
MAU BAO CAO KET QUA KHAO NGHIEM THUOC THU Y
(Ban hanh kém theo Thong tu s8 13/2016/TT-BNNPTNT ngay 02 thdng 6 nim 2016
clia Bé triréng B Nong nghiép va Phdt trién nong thon)

CONG HOA XA HQI CHU NGHIA VIET NAM
Péc lap - Tw do - Hanh phac

S8:iians /BC-KN (Pia danh), ngay.....thdng.....ndm.........

_ BAOCAOKETQUA
KHAO NGHIEM THUOCTHUY
(Tén thuéc khdo nghiém)

1. Tén don vi san xuéf thudc khao nghiém
2. Tén don vi dang ky khao nghiém
3. Tén don vi khéo nghiém
4. Tén don vi gidm sat khao nghiém
5. Ho va tén ngudi ¢é ching chi hanh nghé ctia co s& khao nghiém.
6. Thoi gian, dia diém

a) Thoi gian bét dau

b) Thoi gian két thiic

“¢) Pia diém

7. Muc dich, ndi dung khao nghiém.

a) Muc dich

b) N&i dung khao nghigém.
8. Nguyén vét liéu:

a) Tén san pham

b) Thanh phan

¢) Céc cbng dyng cla san phim

d) Céc nguyén vét liéu khac phuc vy qué trinh khdo nghiém
9. Dong vat khao nghigm:

a) Loai, s0 luong, gi6i tinh, Ita tudi dong vat khao nghiém

b) Tinh trang strc khoé, két qua kiém tra khéng thé (dbi véi véc xin, khe’mg
thé) ctia déng vat trude khi tham gia khao nghiém. “ V’F/
10. Céc phuong phip gy bénh thuc nghiém trén dong vat (néu co) /
11. Qué trinh khao nghigém

a) Lich ding thudc khao nghiém trén dong vat




b) Lodi, sé luong, nhém ddng vét (tudi, gibng, trong luong.......) duge
ding thube

¢) Lodi, 36 lurgng, nhém dong vat (tudi, gibng, trong lwong.......) d6i chimg
khong dung thube '

d) Sé theo d5i (hang ngay) s6 dong vat duoc khao nghidm trong thoi gian
dung thube '

&) S& theo ddi ghi chép chi tibt s6 bm, chét 1ién quan dén bénh ma thude
khao nghiém cé chi dinh didu tri

e) Thoi gian va sb 1an 14y méu ddng vat khao nghiém d& x4c dinh higu
gia khéng thé trong huyét thanth hofic sd lugng dong vét dé cbng cudng doc dbi
v6i khao nghiém véc xin, khing thé

g) Céc hoat ddng 6 1ién quan khéc trong qua trinh khéo nghiém -
12. Két qua - |
a) Chi tiéu an toan: Tinh hinh stc khoe, dich bénh chung cua cac nhdém
ddng vat tham gia khéo nghiém , s6 ém, chét

b) Chi tiéu hiéu luc (Céc cong dung cia thude da duge khdo nghidm, s
dong vat khoi bénh, Két qua kiém tra huyét thanh, ty 18 bao hd, ....)

¢) Céc két qua khéc néu trong d& cuong va hd so dang k¥
d) Nhitng thay déi (néu c6) trong qué trinh khao nghiém
13. Két luan
14. Y kién, @& nghi ctia c4c bén tham gia khao nghiém

15. Xac nhén cia don vi giam sat

BAIDIEN CO SO DANG KY DAI DIEN CO SO THU'C HIEN
KHAO NGHIEM KHAO NGHIEM
(Ky tén, déng dau) (Ky tén, dong déu)

XAC NHAN CUA CO QUAN GIAM SAT

(Ky tén, déng diu) /ij/
/

Ghi chi: Mdu chi ghi cdc diéu khodn can thiét liégn quan dén khdo nghiém, don vi cé
thé b6 sung cdc ndi dung ¢d lién quan khdc.




Phy lye XIX
MAU DON DANG KY, GIA HAN KIEM TRA PIEU KIEN SAN XUAT
THUOC THUY
(Ban hémh kém theo Théng tw s6 13/2016/TT-BNNPTNT ngay 02 thang 6 ndm 2016
ctia Bé trudng By Néng nghiép va Phdt trién ndng thon)

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phiic
PON DANG KY, GIA HAN KIEM TRA
PIEU KIEN SAN XUAT THUOC THU Y
Kinh gtri: Cyc Thiry
Cin ct Thong tu sé 13/2016/TT-BNNPTNT ngay 02 théng 6 nam 2016
cua B trirdng B6 Nong nghidp va Phat trién néng thén quy dinh vé quan 1y
thube tha y.

Tén co s

Dia chi co séd:

Sb dién thoai: , | Fax:
Ch co s0:
Dia chi thuong tro:
" Céc loal san phim ding k¥ san xuét lwu hanh:
O Thude duoge lidu O Ché p_hérn sinh hoc
(1 Ho4 chit [ Céc logi khéc

Be nghi qui Cyc tién hanh kidm tra cép gidy chimg nhin du didu kién sén
xuét thubc thi y cho co sé ching toi.

Hb so gui kém (d6i véi ding ky kiém tra lan ddu):
a) Pon ding ky kiém tra didu kién san xut thube tha y;
b) Ban thuyét minh v& co ¢ vét chét, k¥ thuat san xuét thude thi y;
¢) Danh muc céc loal thudc tht y, nguyén liéu san xudt;

d) Gidy chimg nhan ding ky doanh nghiép (ban chinh hodic ban sao cb
ddéng dau xac nhéan cua doanh nghiép dang ky);

d) Chu:ng chi hanh nghé san xuét thubc thi y (ban chinh hoac ban sao cé
d6ng ddu x4c nhén ctia doanh nghiép dang k).

e, REAY..... thdng....ndm ... ...
Pai di¢n co ¢
(ky tén va dong dau néu co)




Phu lye XX .
MAU PON DANG KY, GIA HAN KIEM TRA PIEU KIEN BUON BAN,
NHAP KHAU THUOC THU Y
(Ban hanh kém theo Théng tuw s6 13/2016/TT-BNNPTNT ngay 02 thing 6 ndm 2016
cila BY trudng Bo Nong nghidp vé Phdt trién ndng thén)

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phiic

PON PANG KY, GIA HAN KIEM TRA
PIEU KIEN BUON BAN, NHAP KHAU THUOC THU Y

Kinh gii:
Cin ¢t Thong tu s6 13/2016/TT-BNNPTNT ngay 02 thdng 6 ndm 2016 cua
B truéng Bd Nong nghiép va Phat trién nong thén quy dinh vé& quan 1y thude thd .
Tén co s&: "
DPia chi co s0:
Sb dién thoai: | Fax:

Chn co s0:

Bia chi thuong tril:

Céc loai séan pham kinh doanh '
[0 Thude duge phim [ Vic xin, ché phdm sinh hoe
O Hoa chét [ Céc loai khic
Dé nghi qui don vi tién hanh kiém tra cip gidy ching nhan ¢ didu kién buén
bén, nhép khiu thude tha v cho ¢o s¢ chiing toi.
Hb so giri kém (c?‘oz voi ding ky kiém tra ldn daw);
a) Don dang ky kiém tra diéu kién buon bén, nhip khau thudc tha v;
b) Ban thuyét minh v& co s& vat chét, k§ thuat budn béan, nhip khiu thube
thu y;
¢) Gidy ching nhin dang k¢ doanh nghi¢p hoge gidy chimg nhén ding k¢ kinh
doanh (ban chinh hodc ban sao ¢é déng ddu x4c nhan cta doanh nghidp ding k¥);
d) Ching chi hanh nghé budn ban, nhip khiu thube thii y (ban chinh hodc ban
sao c6 déng diu x4c nhén clia doanh nghiép ding ky).
...... , Agay..... thdng....ndm... ..
Dai dién co s
(ky tén vé déng ddu néu cé)
Ghi chi: (1) Gii co quan qucm Iy chuyén nocmh thil y cdp tinh néu co s& ding ky kiém /Bl»/\f/

tra Iés co 56 budn bdn thubce thi y; giti Cuc Thil y néu co s6 ddng ky kiém tra 1& co s6 nhdp /
khdu thude thi y.




_ Phu lye XXI
MAU BAN THUYET MINH CHI TIET VE CO SO
VAT CHAT, K¥ THUAT SAN XUAT THUOC THU Y
. (Ban hanh kém theo Thong tu 5§613/2016/TT-BNNPTNT ngdy 02 thdng 6 nim 2016
ctha B trudng BS Nong nghiép vér Phdt trién néng thén)

CONG HOA XA HQI CHU NGHIA VIET NAM
Djec Lip - Ty do - Hanh phiic

BAN THUYET MINH CHI TIET VE CO SO
VAT CHAT, KY THUAT SAN XUAT THUOC THU Y

Kinh gtri: Cyc Thu y

TEn.c0 5O AANE K KA Al .vvvvveeeeiee e e ee et eriribeaet e e e e e e e ee e
3 F o)+ PP
S8 dien thogit....vvreeerereennnen Faxiiiireiieiennns Emailiv..oooviiiniininne
Logi sén phim ding ky sin xuét:

[0 Thube dwge ligu [ Ché phém sinh hoc

[] Ho4 chit O Cée logi khéc

Xin giai trinh didu kién san xuét thuc tha y, cy thé nhur sau:

1. Dia diém san xuét

2. Nha xudng san xuét

3. Trang thiét bj, dung cy diing trong san xuét

4. Hs .th(“')ngkho

5. Khu vye xir 1y tigt tring |

6. Khu virc cén, cip phét nguyén liéu |

7. Khu vye pha ché, san chia, bdo quan ban thanh phim
8. Khu vire hoan thién san phim |
9. Khu vire vé sinh

10. H8 théng thu gom va xir Iy nwée thai, cht thai
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mau

11. Baobi

12. Ghi nhén

13. Khtr triing, tidu dfc

14, Nhan sy tham gia san xuét
15. V& sinh ¢4 nhén

16. V& sinh phong hé lao dong
17. Nude st dung trong co so

18. Thuyc hién qui dinh v hd so 16

19. Thyc hién quan 1y cht luong:

- Phong kiém nghiém

- C4n bd nhan vién phong kiém nghiém

- Trang thiét bi

- Chc qui dinh v& kidm tra nguyén liéu, thanh phém, lyu mau va kiém tra

Chi co s& dang ky kiém tra
(Ky tén, dong ddu)




Phu lue XX
MAU BAN TI—IUYET MINH CHI TIET VE CO SO
VAT CHAT, KY THUAT BUON BAN, NHAP KHAU THUOC THU Y
(Ban hamh kém theo T héng tir s6 13/2016/TT-BNNPTNT ngay 02 thdng 6 ndm 2016
cua B¢ trieéng B Nong nghiép va Phadt trién néng thon)

CONG HOA XA HOI CHU NGHIA VIET NAM
Poe Lap - Tw do - Hanh phac

_ BAN THUYET MINH CHI TIET VE COSO ,
VAT CHAT, KY THUAT BUON BAN, NHAP KHAU THUOC THU Y

Tén co s& dang K KB Az, oot
Piachi: ... o e
S6 dién thoai: .......... e Faxi.....oooeveeeenJEmailio o,
Loai hinh d#ing ky kinh doanh:........cocooiiiiiiiiii
Xin giai trinh d1eu kién bubdn ban, nhép khiu thubc th y, cu thé nhu sau:

1. Co so vit chat (m6 ta két chu, dlen tich qui md co sd, cdc khu vye trung
bay/ bay ban ) '

2. Trang thlet bi: (néu day du tén, sd luong thiét bi phuc vu bao quan thube
tht y nhu ti, quiy, k&, 4m ké, nhiét ké, tti lanh,.....)

3. Hé so b sach: (GCN ding ky kinh doanh, chimg chi hanh nghé, sb sach
theo d&i mua ban hang, ...)

4, Danh muc céc mit hang kinh doanh tai co s&

Chii co s& dang ky kiém tra
(Ky tén, dong déu néu c6)

Ghi chi: (1) Guri Cue Thi y neu co 80 dang k¥ kidm tra 12 co s& nhép khdu thude tha ¥; giri
¢o quan quan 1y chuyén nganh thi y cép tinh néu co sé& ding ky kidm tra 12 co s& budn ban thude thi

Y.




Phy luc XXIII
MAU BIEN BAN KIEM TRA PIEU KIEN SAN XUAT THUOC THU Y
(Ban hanh kém theo Thong tw s6 13/2016/TT-BNNPTNT ngay 02 théng 6 ndm 2016
cua Bé triedng Bé Nong nghiép va Phdt trién néng thon)

(TEN CG QUAN KIEM TRA) CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lip — Ty do — Hanh phic

(Dia danh), ngay.....thdng....ndm.........

~ BIEN BAN KIEM TRA
PIEU KIEN SAN XUAT THUOC THU Y

I. THONG TIN CHUNG:

L TEnCOSY ..l s SR e, e
2.Pilachi:. ... ..o e R IR
3. Gidy ding ky kinh doanh sb (nbuco)...... ngay cip. ... ... noi cép. ....
4,85 denthoals . .. v e S8 Fax (néuco): ... . ...
5. Masd(nbucod):...... e e e e

6. Mt hing san xut: . . .
7 ONgAY KM tras . o
8. Hinh thite KA m tra: . .o oot e e e

9, Thanh phin doan kiém tra:




II. NHOM CHI TIEU PANH GIA :

Két qud kiem tra Dién gii
Y ) sai loi va
Chi tiéu kiem tra Dat Khong d?frghiém ¢hi han
trong khic phuc
Pia diém san xuat
1.1, Céch biét véi khu dén cu, cong [ ]
trinh cong cong
1.2. Khong gy anh hudng xdu téimdi | [ ]

trudong xung quanh

Nha xudng san xuét

2.1. Pay dd céc khu vire san xuat

b ——1

2.2.Thiét ké va bo trf chc khuvyephtr | [ ]

hop, han ché t&i muce thap nhat sy

nham 18n hodc nhidm chéo trong san

xuét .

2.3.Bo tri sén xudt theo day chuyén [ ]
mot chitu :

2.4. Thuan 1o cho kiém tra gidmsat | [ ]

2.5. Pam bao diéu kién vé sinh moi [ 1
trudng

2.6. Dé vé sinh khit tring, tiéu doc [ 1111
2.7. Ching byi, xAm nhap cla dong vat [ [ ]| [ ]
géy hai

Trang fhiét bi, dung cu ding trong [ 1

san xuat '

3.1.80 luong, ching logi, céng sudt [ ]

thigt bi phit hop véi timg ddy chuyén

sén xudt

3.2. Thuén tién cho céc thao tac, vé [ ]

sinh, khr trimg, bao dudng

3.3. Thiét bi, dung cy, 1m bing vét [ ]

tiéu phu hop

3.4. C6 quy dinh v& vAn hanh, diéu [ ]
chinh, kiém tra, bao dudng

H2 théng kho

4.1.Vat libu, két cAu phu hop [ ] [ 1]
42. Cong sudt kho thich hop véiquy | [ ] [ ]
md sén xult

4.3, C6 dl thiét bi duy trl bdo quén [ ]

chit lwong san phim

4.4, Thiét bi kiém tra c4c chi tiéu k¥ [ ]

thudt (Nhiét o, d6 4m,...), sb sach

theo doi

4.5.C6 quy dinh v& sip xép, kiém tra [ ]
nguyén lidu, san phim trong bao quan

4.6, Theo doi quan ly: [ ]

- Bing s0 sach [ ]

- Bang may tinh. [ ]




Khu vye xit Iy tiét tring

5.1. C6 khu vye riéng xir 1y bao bi,
dung cu '

5.2. Vat liéu, két cAu phil hop

5.3. Thi#t bi, dung cu, hod chat ddy dg,
pht hop

5.4. C6 quy dinh v& xir 1y tidt tring

Khu vire can, cAp phat nguyén ligu

Khu vye pha ché, san chia, bdo
quén bén thanh phim

7.1. Vat lidu, két cAu phi hop

7.2 Thiét bi, dung cu ddy da, phi hop

7.3. Didu kién dam bao vé vé sinh, vd
tring

Khu vie hodn thisn sin phim

8.1, Vat liéu, két cAu phit hop

8.2. .Thié.t.bi_,..dpng..pu ddy a0, phi
hop - '

Khu vire v§ sinh

9.1. Vat lidu, két chu, bo tr phu hop

9.2, P chc trang thiét bi can thiét cho
viéc v& sinh ca nhén

10.

Hé thong thu gom va xit Iy nuée

| thai, chit thai

10.1 C6 hé théng thu gom va xit 1y
nudce thai dam béo yéu cau

10.2. C6 quy dinh v& kiém tra nrée

10.3. C6 quy dinh vé fhu gom va x0 1y
réc thai

11.

Bao bi

11.1. Vat liéu pho hop

[

]

11.2. Xt 1y, béo quan dang cich

12.

Ghi nhin

12.1. Pung véi nhan dang ky luu hanh
da duge duyét

12.2. Ghi day di1 ndi dung theo quy
dinh

13.

Khi trung, tiéu dge

13.1. C6 quy &inh cu thé vé ché do khi
tring tidu ddc nha xudng, irang thiét
bi, dung cy, trang phuc bao hé lao
dong

13.2. Phuong tién, dung cy, hoa chat [ ]
pht hop
13.3. C6 bién phép phén bigt dung cu [ ]

d4 tiét tring




14. | Nhén sy tham gia sén xuiit
14.1. Ngudi trwe tiép quan 1y san xudt [ 1|1 1
c6 chuyén mon phi hop, 6 chirng chi
hanh nghé
14.2, Ngudi kiém nghiém thude cb [ 1 [ ]
chimg chi hanh nghe -
14.3, Ngudi tryc tiép san xudtcogidy [ 1 ([ ]
chirng nhén sttc khoé
14.4. Puogc dao tao thirdng xuyén va [ 1 i1
dinh ky
15. | V& sinh ¢4 nhéin ,
15.1. Quy d&inh vé sinh cdnhéntrong [ ] ([ ]
san Xut o
15.2. Thye hién v& sinh cua cd nhén [ 1] [ ]
dtng cach
16, | V& sinh phong hf lao déng
16.1. C6 quy dinh vé chéddchpphat, [ 1 |0 ]
str dung trang bi bao h lao dong : _
16.2 Thay va-tiet irang trang bibaohd | ] [ 1]
sau mdi ca sin xuht '
16.3.Thiét bi thong gid, hat byi, phong |[ ] [ ]
chay, chita chdy phi hop
17. | Nwéc sit dung trong co s& -
17.1.C6 &0 nude sach phue va chonhu | [ ] [ ]
cAu san xudt, vé sinh
17.2. Cé kiém traméunudc theoquy  |[{ 1 |[ 1
dinh
Phén 2. Thye hién qui dinh v& hd so'16
TT Chi tiéu kiém tra- Két qué kidm tra Dién
‘ : Khong dat . dat
.. | Tong | 16iva
Dat | Nhe | Nang | VB pop” | khdc
trong 1.
phuc
1 | Lap b so cho timg san phim [ ] [ ]
2 | Cé da céc logi chimg tir, phiéu theo [ 1 [ 1
doi
3 C6 phiéu kiém nghigm cla timg 18 [ ] [ ]
Phén 3. Thyc hién quan 1y chit lwgng (KCS)
TT Chi tidu kiém tra Két qué kiém tra Dién
Khing dat . dat
... | Tong | 16iva
Pat Nhe | Ning Nghiém h(ypg khie
_ ' trong
- phuc
1 | C6 phong KCS hop céch [ ] [ 1 [ 1]
2 | Ngudiphy trach KCS, nhéaviénda [ [ 1|\[ 1|[ |
trinh @9, ¢6 ching chi hanh nghé ‘




3 | Trang thiét bi:

-M4y phén tich duge chét lvong sén | [
phém ding k¥ san xudt (M4ay quang
phd tir ngoai kha kién hoc may sic
ky long hiéu ning cao (HPLC),. ..

- Cén phén tich

- May do 0 4m

- Cln k¥ fhuat

- Méy cat nuéc 2 lan

- T sy (50-250°C)

-Tu &m

- Tt cay v trung

~Kinh hién vi quang hoc

-May do pH

-May dém khudn lac

-N61 hép tiét tring

Py pe— p— e e I T T T

-Dung cu thily tinh va.céc thidt bi
phuc vu kiém nghiém

[ MRS NN I NN, || DY [ S | SN - SN - UV [ RN SRS SR B

[ e B T e B e B e T e B e B s T e 3 e B |

i e A e T R e e A e H]

Kiém tra nguyén liéu

Kiém tra ban thanh pham

Kiém tra thanh pham
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HUONG DAN |
KIEM TRA PIEU KIEN CO SO SAN XUAT THUOC THU Y

L. HUONG DAN PHAN LOAI

1. Dinh nghia mirc 16i

- Ldi nghiém trong (Se): LA sai léch so véi tidu chudn, quy dinh, giy anh
huéng chit hrong san phim, 4nh hudng t6i sitc khoé ngudi tiéu ding.

- L&iniing (Ma): LA sai 1&ch so véi tidu chuén, quy dinh, néu kéo dai s& giy
anh hudng chét lwong san phim nhung chua t6i mac nghidm trong.

- Ldinhe (M#): L sai léch so v6i tidu chuén, quy dinh, ¢6 thé anh huéng
dén chit lugng san phim hodic gdy trd ngai cho vige klem soat vé sinh, nhung chua
dén mirc ning.

2. Bang xép loai:

P M L6i -

Xeép logi Ldi nhe L5i ning Ldi nghiém trong
Loai A <9 0 0
T 10d&a15s -~ 0 - 0
Loai B 2 ;

Ma <10 va tong Mi+ Ma <15 0

Ma < 11 va tdng Mi + Ma > 15 0
Loai C - > 11 0

- - >1

Ghi chii: (- ) Khong tinh dén

X, Duen gml _ .

3.1, Co s& @i diéu kién san xuit 3am bao chat lwgng thube thi y. Khl co 8¢
xép loai A hojic B -

3.1.1. Co sé dwge x8p logi A khi dgt cde didu kign sau:

- Khong c6 181 nghiém trQng., 16i nang va téng s6 sai 151 nhe khdng qué 9 nhém
chi tiéu.

3.1.2. Co 56 xép logi B khi théa mén cdc diéu kién sau:

- Khéng ¢6 161 nghiém trong va

- Mot trong 2 trudng hop sau:

+ Khong c6 161 ning, sb 181 nhe tir 10 dén 15 nhém chi tidu; hodc

+ S6 181 niang khong qué 10 va tong s6 151 nhe va 181 ning khéng qui 15 nhém
chi tigu.

3.2. Co 36 chwa da diéu kién san xuit ddm bao chit hrgng thude thii y. Khi
co s¢ xép loai C

3.2.1.Co 56 xép logi C khi vieéng vie mpt trong cdc didu kign sau: ~

- C6 151 nghiém trong hoic




- Mét trong 2 trudmg hop sau:

+ C6 s6 181 ning 16n hon hogic bang 11 nhém chi tiéu; hodc

+ C6 dudi 11 nhém chi tiéu 181 ning va tbng sb 15i nhe va 18i ning 16n hon 15
nhém chi tiéu.

II. PHUONG PHAP KIEM TRA:

A. Ghi bién bén kiém tra:

- Ghi ddy du thong tin theo quy dinh trong méu bién ban.

- ThAm tra v& ghi théng tin chinh x4c.

- Néu sira chita trén bidn ban, phai cd chit ky x4c nhén cla Trudng doan kiém tra.

B. Nguyén tic danh gi4:

- Khong duoc bd sung hodc bd bét noi dung, mirc danh gia da dugc quy dinh
trong moi nhém chi tiéu.

- Vé&i mdi chi tidu, chi x4c dinh muc sai 18 tai cac ¢dt ¢d ky hidu [ ], khong
dwoe x4c dinh mire sai 161 vio ¢dt khong co ky higu [ .

- Dung kg hi¢u x hoac v d4nh dau vao cac vi tri mic danh gid da duge xdc dinh
d6i voi mbi nhém-chi tidu.: =

-~ Két qua danh gi tbng hop chung clia mot nhém chi tiéu 1a mic danh gia cao
nhét clia chi tiéu trong nhém, théng nhit ghi nhw sau: Ac (dat), Mi (181 muc nhe), Ma

(101 mire ndng), Se (15i mtre nghiém tron g).

- Phai dién giai chi tiét sai 181 44 duo’c X4ac dmh cho mdi ch1 tiéu va thoi han co s¢
phai khic phuc sai 151 @6. Béi véi chi tidu khong danh g1a cén ghi 16 1 do trong cot
“Difn gi4i sai 151 va khéc phuc”.

C. Céc nhém chi tiéu va phwong phap kiém tra:

1. PANH GIA CHUNG VE CO SO SAN XUAT

1.1. Chi tiéu 1: Pia diém san xuét

1.1.1. Yéu clu: Vi trf x4y dung co so san xudt phai phi hop véi quy hoach st
dung dat ca dia phuong va cach biét voi khu dén cu, cong trinh céng cng.

1.1.2. Phuo’ng phap: Xem xét glay chung nhén quyen s& hira dat, glay cap dat,

hop dbng thud dét, hd so quy hoach dugc ©cap o thAm quyén phé duyét hodic van ban.

cho phép hoat ddng do co quan ¢6 thAm quyén chp, kidm tra thye té &€ x4c dinh co sé:

- Khbng bi 6 nhidm tir mdi trrong bén ngoai;

- Khong gay anh hudng xAu t6i mdi tredng xung quanh;

- Céch biét v&i khu dén cu, trudng hoc, cdng s, bénh vién, co s6 chin dodn, xét
nghiém bénh;

- Giao théng thusn 101, ¢6 ngudn nude va nguon dién dam bao cho céc hoat dong
clla co s0.

1.1.3.Dénh gia:

- Phit hop véi yéu cdu tai 1.1.1: danh gia 13 dat.

- Khéng pht hop véi mbt trong cée yéu cdu tai 1.1.1 danh gi4 13i ning.

1.2. Chi tifu 2: Nha xudng san xuit

1.2.1.Yéu cAu: B4 tri san xuét theo day chuyén 1 chiéu, thiét ké va bd trf cac khu

vuc pht hop, han ché t6i mirc thap nbat sy nhim Tan hodc nhiém chéo trong san xuit;

; .
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¢ ddy dit cac khu vye san xuét; thudin loi cho kidm tra giam sat; dam béo didu kién vé
sinh méi tredng; dé vé sinh khi tring, tidu ddc; chéng bui, x4m nhip cla déng vat gy
hai.

1.2.2. Phuong phép:

Xem h&“) so thiét ké va kidm tra trén thyuc té va phong vAn (khi cén thiét) dé xdc
dinh:

- Nha xudng x&y dung kién cb, viing chéc, phit hop voi tinh chat va qui md san

xudt, tranh dwoc anh hudng xAu cia thidn nhién nhu thoi tiét, ngap lut, thim 4m va su
x&m nhép cta con tring hay céc dong vit khac;

- N&n nha viing chéc, cao rao, nh_ﬁn, khong tron; c6 kha néng chiu dugc stc ep
ctia may moc khi hoat déng;

- Tuong va trdn duge 1am bing vat liéu bén, chic;

- San khong ran nit, khong ngdm hodic &t dong nude, d€ vé sinh, chin duge héa

chat khtt tring tiéu dfc;

- C6 hé théng chiu séng diy do;

- Qui hoach x4y dung hop 1y, pht hop véi tinh chiit va qui md sin xudt;

- Tirng kit vire phai dam bao dat cac chi tiéu v sinh thil y theo quy dinh.

1.2.3. Danh gi4: |

- Phd hop véi 1.2.1. danh gi4 13 dat.

- Khéng b trf sén xudt theo day chuyén 1 chidu hosic khong dam bao diéu kién

vé sinh moi trudng d4nh gia 14 181 ning.

- Khong phtt hgp voi mot trong cac yéu cdu con lai tai 1.2.1 danh gi4 101 nhe.

1.3. Chi tidu 3: Trang thiét bi, dung cu dung trong san xudt

13.1. Yéu cau: Sb lwong, ching loai, cong suit thiét bj phi hop véi ting day
chuyén san xuft, thufin tién cho cac thao tic, vé smh, khir tring, bdo dudng, thiét bi,
dung cu, 1am bing vat liéu phit hop va cb quy dinh vé vén hanh, diéu chinh, kiém tra,
bao dudng.

1.3.2. Phuong phap:

Xem danh muc trang thiét bi, hd so tai liéu va kiém tra trén thyc t& va phong
vén (khi cin) dé x4c dinh:

- 86 lugng, chung loai trang thiét bi, dung cu lam bing vit liéu phit hop véi
tirng day chuyén san xuét d& 13m v¢ sinh va bao trl.

- C6 quy trinh vé sinh dam bao khong gy nhiém hofc nhi€m chéo gitta cac sn.

phém.
- C6 quy dinh v& van hanh, didu chinh, kiém tra, bao dudng,
1.3.3. Danh gia:
- Phit hop v6&i y&u cu tai 1.3.1: danh gid [a dat.
- Khong Ehﬁ hop vé sb luong, ching loai trang thiét bi véi timg day chuyén san
xuat danh gi 161 ndng
- Khéng phti hop véi mot trong cac yéu cAu con lai cia 1.3.1 danh gid 15i nhe.
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1.4. Chi tidu 4: H¢ théng kho |

1.4.1, Yéu cAu: Vat liéu, két chu phil hop, cOng suét kho thich hop v6i quy md |

san xudt; c6 du thidt bi, phuong tién cin thidt d& dam bao chit lwong hing phi hop voi

yeu cAu didu kién bao quéan; c6 thibt bi kiém tra céc chi tiéu k§ thuat (Nhiét da, do

&m,...); c6 sb sach theo ddi, c6 quy dinh v& sép xép, kiém tra nguyén liéu, san phim
trong bao quan; theo ddi quan 1y bing sb sach hoisic may tinh.

1.4.2. Phuong phap: Kiém tra trén thyc t& va phong vén (néu cin) dé x4c dinh: (

- C6 kho hoic khu virc riéng biét ¢é nguyén liéu, phu lidu, bao bi, thanh phim; ¢é
kho riéng bén ngoai bdo quan cac loai dung mbi va cic nguyén lidu d8 gdy chay, nd, ‘
¢ noi biét trit cdc nguyén ligy, ban thanh phim va thinh phim bi loai bé.

- Céng suft kho thich hop v6i quy md sén xuét.

- C6 du thiét bi, phuong tidn can thiét ¢& dam bao chét luong hang phi hop véi

yeu céu bao quan, cy thé:

- Bao quin & diéu kién binh thirong: nhiét d6 tir 15-30 °C, dm 36 khongqua-70%;,

- B4o quan mét: nhiét 4o tir 8-15°C;

- Bao quan lanh: nhiét 46 tir 2-8°C;

- Bao quan d6ng lanh: nhiét 46 <-10°C;

- Trénh énh séng truc tiép, 6 nhidm tir méi trudng bén ngoai;

- Co6 vin ban ciia co so quy dinh su sép xép, bao quan hang, ché dd kiém tra dinh
k¥, phat hién va xir 1y kip thoi nhiing su cb trong qué trinh béo quan,

- C6 da thiét bj kiém tra céc chi tiéu v& bdo quan, c6 ché 46 ghi chép thudmg
xuyén cac thong s6 k¥ thuat.

1.4.3. Panh gia:

- Pht hop vé&i yéu cau tai 1.4.1: danh gid 13 dat.

- Khong phu horp vé cong sudt kho va vét lifu két cAu kho dé dam bao chit luong
thube hoac khong c6 du thiét bi, phuong tién cdn thiét & dam bao chét lwong san

phim phll hop v6i véu ciu didu kién bao quan danh gia 161 ning. N
- Khong phi hop véi mot trong cac yéu ciu con lai cia 1.4.1 danh gia 161 nhe.

1.5. Chi tién 5: Khu vize xtt Iy tiét tring
1.5.1. Yéu cau: C6 khu vyc riéng xtt 1y bao bi, dung cu; vt liéu, két chu pha
hop; cé thidt bi, dung cu, hoé chét ddy dd, phit hop; c6 quy dinh v& x 1§ tiét trimg.
1.5.2. Phuong phép:
Kiém tra hd so thidt k& va kiém tra thire t&, phiong vén (néu cdn) @8 xéc dinh:
- C6 noi xtr 1y vé sinh co hoe, hod hoc dbi voi bao bi déng gdi true tiép: vo bng,
vo 1o, chai, nit; dung cu, thiét bi phuc vu pha ché, @ bao ho lao dong. Mat san noi xu i
1y v& sinh co hoc phai c6 d6 déc khoang 1 50 v& phia rénh thoét nuwde va cd do ma sat !
& tranh tron truot; !
- Sy, hép tiét tring, chai lo, &ng, mit, dung cu, bao hé lao dong dép Ung theo yéu a |
chu cla timg céng doan san xudt; Pl
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- C6 @ céc trang thiét bj, dung cy, hoa chit phi hop v&i quy trinh xir 1y tiét
tring; '
- C6 vin ban quy dinh ché dd vé sinh, xtr 1y tiét tring dbi véi cac loai bao bl
truc tiép, dung cu ding trong san xuét, bao hd lao dong.
1.5.3. Danh gia:
- Phu hop v6i yéu chu tai 1.5.1: danh gié 1a dat. 5
- Khong c6 van ban quy dinh v& xi 1y tiét trung danh gia 161 nhe. N
- Khong phit hop vdi mét trong cac yéu cdu con lai cuia 1.5.1 danh gié 101 néng.
1.6. Chi tigu 6: Khu vic cin, cip phat nguyén liéu
1.6.1. Yéu céu: Cé khu vuc can, cAp phét nguyén liéu ridng, cé bién phap dam
bao khéng nhiém chéo gitta cac loai nguYén lidu,
1.6.2. Phuong phap: Kiém tra hd so thiét k& va thwe t€ ¢é x4c dinh:
- C6 phong cén nguyén li€u riéng bigt. Trudng hop khong cd phong cén nguyén
lidu riéng biét phai cé bidn phép dim béo khong nhiém chéo gilta cac loai nguyén lidu;

- C4 du cén, dung cy phuc vir-vige cdn va duge vé sinh, gitt sach s& sau khi str

dung.
1.6.3. Danh gié:

- Phit hop v6i yéu cdu tai 1 .6.1: dénh gid la dat.
- Khong phit hop voi yéu cdu tai 1.6.1 dénh gi4 18i nghiém trong,

1.7. Chi tiéu 7: Khu vyc pha ché, san chia, bdo quan ban thanh phim.

1.7.1. Yéu cau: Vat liéu, két cdu phit hop; thiét bi, dung cu ddy da, phit hop; didu
kién dam bao v& vé sinh.

1.7.2. Phuong phép: Kiém tra hd so thiét k& va thue t&, phong vAn (néu can) aé
xac dinh: . ’

- Tudng va trén nha phai ¢6 d6 bong cao, noi tiép gidp gitta chéan twong véi mit
san va gifra tuong voi trin nha phai la gée tiy;

- D61 v6i ddy chuyén san xuét thudc bot: ¢6 thiét bj hit dm;

- C6 khu biét trit bén thinh phdm néu chwra san chia, phén lidu ngay.

1.7.3. Béanh gia:

- Phit hop v&i yéu cAu tai 1.7.1: danh gid 1 dat.

- Khéng pht hop véi mot trong cée yéu cu tai 1.7.1 danh gi 181 ning.

1.8. Chi tiéu 8: Khu vire hoan thién san phim

1.8.1. Yéu cAu: Vat lidu, két ciu phit hop; thiét bi, dung cu diy da, phi hop

1.8.2. Phuong phap: Kiém tra hd so thiét k& va thyc té, phong vén (ndu cin) ¢é
xac dinh:

- Dugce bd trf 1ién ké v6i khu vire san chia, phan liéu dé viée tiép nhén san phim
ch&r dong go6i duge thuén tién;

- C6 df céc trang thiét bi, dung cu phil hop véi viée déng gbi, dan nhin, van

chuyén san phim téi kho thanh phém.

1.8.3. Danh gia:

- Phiy hop véi yéu cdu tai 1.8.1: dénh gié [a dat.
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- Khéng phit hop véi mdt trong cdc yéu ciu tai 1.8.1 danh gid 161 nhe.
1.9. Chi tiéu 9: Khu vue vé sinh
1.9.1. Yéu chu: Vat liu, két cAu, bd trf phi hop; dii cac trang thiét b cn thiét
cho viéc vé sinh ca nhén.
1.9.2, Phuong phap: Kiém tra thire t& va phong vin (néu can) & xAc dinh:
- C6 khu vuc riéng, vét ligu, Kkét cAu phit hop;
- C6 thiét bj chn thiét.
1.9.3. Dénh gi4:

- Phit hop v6i yéu chu tai 1.9.1: danh gia 1a dat.
- Khéng phti hgp véi mot trong cac yéu chu tai 1.9.] d4nh gi4 181 nhe,

1.10. Chi tiéu 10: Hs thng thu gom va xi 1y nude thai, chit thai

1.10.1. Yéu chu: C6 hé théng thu gom va xit 1§ nude thai dam bao yéu cdu; ¢b
quy dinh v& kidm tra nude thai; c¢6 quy dinh vé thu gom va xtt 1y réc thai.

1.10.2. Phuong phép: Kiém tra hd so va thyc té dé xAc dinh:

- Hé-théng xt Iy nude thai phai-duge thiét k& phi-hop véi nha xudng, quy mé
san xudt, dam bao thu gom nudc thai tir moi ngudn thodt tidu, khong gy 6 nhiém cho
Kkhu vue nha xudng san xuit va xung quanh.

- M&i khu vyre trong co s& phai cé thing chira réc thai phi hop, d& véin chuyén.
Nudgc thai phai duge xir ly dat tiéu chudn’ truéce khi thai ra méi trudng,

- C6 quy dinh v& kidm tra nuée thai; thu gom va xit ly réc thai.

1.10.3. Panh gia:

- Phit hop voi 1.10.1: danh gid 14 dat.

- Khéng c6 hé théng xir 1 nude thai hodc co nhung khong phi hop dénh gia 16i
nan

e - Khéng phi hgp véi mot trong cac yéu cdu ¢dn lai tai 1.10.1 d4nh gi4 181 nhe

1.11. Chi tiéu 11: Bao bi |

1.11.1. Yéu chu: Vatliu phit hop, xir I, bdo quan diing cdch

1.11.2. Phuong phép: Klem tra thire t& déxéc dinh:

- Céc loal bao bl truc tiép khéng dugc anh hudng tdi chit luong thube, tranh
dwoc céc tac dong xdu tir bén ngoai nhu 4nh séng, 4% am, vi sinh vit trong sudt qué
trinh bao quan;

- Bao bi thuy tinh dam bao chic, bén phi hop véi vige xir Iy tiét tring, van
chuyén, bdo quén.

1.11.3. Banh gia:

- Phtt hgp véi yéu cau tai 1 11.1: danh gid 1a dat.

- Khéng phu hop v& vt liéu d4nh gia 1061 ning.

- Xt 1§ bao quan khéng ding céch danh gia 151 nhe.

1.12. Chi tiéu 12: Ghi nhan

1.12.1. Yéu cu: Bung voi nhin ding ky tuu hanh di dugc duyét; ghi day da ndi

dung theo quy dinh. /L/

1.12.2. Phuong phép: Kiém tra thuc té.
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- 1.123. Danh gid:

- Phit hop véi yéu cau tai 1.12.1: ddnh gia 12 dat.

- Khong phi hop yéu cdu tai 1.12.1 danh gié 101 ning.

1.13. Chi tiéu 13: Khit tring tiéu ddc

1.13.1. Yéu cdu: Cé quy dinh cu thé v& ché d6 khr tring tiéu doc nha xudng,
trang thiét bi, dung cu, trang phuc bao hd lao ddng.; phuong tién, dung cu, hoa chét
phti hop; ¢6 bién phap phén biét dung cy 42 tiét trung.

1.13.2. Phuong phép: Kiém tra hd so tai lidu va kiém tra thuc té, phong vin (néu
cén).

1.13.3. Péanh gié: .

- Phithop v6i 1.13.1: danh gié. la dat

- Khong b vin ban quy dinh v& ché 4o khtr tring, tiéu doc danh gia 13 nhsg.

- Khdng phit hop v6i mét trong céc yéu cdu con lai tai 1.13.1 danh gié 181 nang.

1.14. Chi tidu 14: Nhan su tham gia san xuft

1.14.1. Yéu céu.: Ngudi truc tiép quan ly san xuft c6 chuyén mén pht hop, ¢é
chimg chi hanh nghé; ngudi kidm nghiém thubc c6 chirng chi hanh nghd; ngudi true
tiép san xuét ¢6 gidy chimg nhan stc khog; duge dao tao thm‘mg xuyén va dinh ky.

1.14.2. Phuong phép: Kidm tra hd so tai heu va phong vén (ndu cin).

1.14.3. Béanh gié:

- Phi hop véi yéu cdu tai 1.14.1: dnh gid la dat.

- Khéng phi hop voi mdt trong cée yéu chu tai 1.14.1 danh gia 181 nhe.

1.15. Chi ti€u 15: V¢ sinh ca nhin

1.15.1. Yéu cu: C6 quy dinh v& sinh c4 nhan trong san, xudt; thue hién vé sinh
cua cd nhin ding cach.

1.15.2. Phuong phép: Kiém tra hd S0 va thuc t8, phong vén (néu cin) 48 xac dinh:

Nguti lam vige trong co 50 san xuét thubc ths y phai dam bao nhitng yéu cu sau:

- Co @0 stre khoé theo qui dinh cia B9 Y té, dugce kham strc khoé dinh ky;

- Puge ddo tao vé chuyén mén nghiép vu, vé sinh ¢4 nhén, v¢ sinh cong nghiép
trong san xuht thude thi y;

- Ngudi lam vige trong co s san Kuat thubc thi y phai thyc hlen dGng céc quy
dinh v¢ v¢ sinh thi y trong kKhu vyce san xudt.

1.15.3. Banh gié:

- Phit hop v&i yéu cu tai 1.15. 1: danh gid 1a dat.

- Khdng ¢6 van ban quy dinh v& vé sinh cd nhan trong san xuét danh gia 15i nhe.
- Khéng phtt hgp vl mot trong cac yéu cAu con lai tai 1.15.1 d4nh gi4 18i ning.

1.16. Chi tiéu 16: V& sinh phong h¢ lao dong

1.16.1. Yéu cau: Cé quy dinh vé ché do cép phét, st dung trang bi bao ho lao
dong; thay va tiét tring trang bi bao hd sau mdi ca sin xuit; c6 thiét bi thong gid, hit
bui, phong chdy, chita chay pht hop.

1.16.2. Phuong phép: Kiém tra hd so va thye t€, phong vn (néu can) dé xé4c dinh:

- Phai c6 trang bi phong hd lao ddng cho tirng ¢4 nhén phu hop voi ¢dng vige /ij’f/
dugc glao;
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- Phéi ¢ vin ban quy dinh v& ché do cAp phat, sir dung trang bi, trang phuc lam vie;
- Phai c6 thiét bi phong chay chita chdy, khir mui, théng gi6, hut bui v6i cong
suét phit hop; C6 trang bj an toan cho nguéi st dyng céc thiét bi nhiét, dién, co khi,
khi nén;
: - Phai c6 vin ban quy dinh Ve phong hd lao dong, ¢6 bign phép cht déng va
phuong tién dé @& phong va gial quyét nhanh chéng nhitng su c¢b ¢ kha niing xay ra.
1.16.3. Pé4nh gi4.
- Phit hop véi yéu cu tai 1.16.1: dénh gid 1a dat.
- Khéng c6 vén ban quy dinh v& ché do cép phat st dung béo hd lao dong danh
gi4 16i nhe.
- Khong phi hgp véi mot trong cac yéu cAu con lai tai 1.16.1 d4nh gi4 161 ning.

1.17. Chi tiéu 17: Nuéc st dung trong co sé

1.17.1. Yéu ciu: C6 da nude sach phuc vy cho nhu cAu san xudt, v& sinh; ¢6 kiém
tra mAu nuée theo quy dinh.

1.17.2. Phuong phép: Kiém tra hd so va thyc t& dé xac dinh:

- Hé théng cung cdp nude dam béo chit lugng dat tidu chuén an toan vé sinh;

- Nudéc dung cho san xudt phai ddm bao d0 theo yéu céu san xudt;

- Pudmg bng, bé chira duoc thiét ké phil hop, khong ro i, khéng doc hai, dé 1am

vé sinh va phai dugc ddy kin;
- Kidm tra hoat dong 14y méu va cac két qua phén tich nudc.
1.17.3. Dénh gia:
- Phtt hop véi yéu cau 1.17.1: danh gia 1 dat.
- Nude phuc vi san xuit khong dam bo vé sinh theo quy dinh: d4nh gia 16i néng.
- Khéng phtt hgp voi mbt trong cée yéu cdu con lai tai 1.17.1 danh gid 16i nhe.

2. Thyec hi¢n quy dinh vé hd so' 16

2.1. Chi tiéu 1: Lap hd so 16 cho tirng san phém
2.1.1. Yéu cAu: M1 16 san phim déu c6 hd so riéng,
2.1.2. Phuong phép: Kiém tra hd so tai lidu.

2.1.3. Déanh gia:

- Phithop véi yéu cdu tai 2.1.1: danh gié la dat.
- Khéng pht hop voi yéu cAu tai 2.1.1 danh gi4 16i ning.

2.2, Chi tiéu 2: C6 du loai chimg tir, phleu theo ddi

2.2.1. Yéu cAu: M&i hd so 16 phéi ¢6 &l chimg tir theo ddi tat ca cac cong doan tir
khi c6 Lénh san xuét cho dén khi xuht ban sin phim cho khéch hang.

2.2.2. Phuong phap Kiém tra hd so tai lidu va phong van (néu cén).

2.2.3. Panh gia:
- Phit hop véi yéu cdu tai 2.2.1: d4nh gia 1a dat,
- Khéng phit hop véi mot trong cac yéu cau tai 2.2.1 d4nh gi 16i nhe,

2.3. Chi tigu 3: C6 phidu kiém nghiém cua timg 16
231, Yeu chu: M5i 16 san phim phai c6 phiéu kiém nghiém ban thanh phim va s
thanh phim. | e
2.3.2. Phuong phéap: Kiém tra ho so tai liéu.
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2.3.3. Danh gia:
- Phit hop véi yéu cu tai 2.3.1: dénh gia 12 dat.
- Khong pht hop v6i mét trong cac yéu clu tai 2.3.1 d4nh gia 161 ning.

3. Thyc hién quén Iy chit lwgng (KCS)

3.1, Chi tiéu 1: C6 phong KCS

3.1.1. Yéu chu: C6 phong KCS hop cach.

3.1.2. Phuong phép: Kiém tra hd so thiét k& va kiém tra thye té a8 x4c dinh:

- Phong KCS phai duge tach bigt voi khu vire san xuit. Nhitng khu vie tién hanh
phép thit sinh hoc, vi sinh phai cach biét nhau;

- Chn 6 &u dién tich dé tranh nhifm chéo va dé bao quan méu, chat chudn

3.1.3. DBanh gia. 7 -

- Phit hop v6i yéu cAu tai 3.1.1: dénh gi 1a dat.

- Khong phit hop v6i yéu chu tai 3.1.1 dénh gia 16i ning.

- Khéng c6 phong KCS: danh gi 131 nghiém trong.

3.2. Chi tiéu 2: Ngudi phy trach KCS

3.2.1. Véuchw=c6.di trinh.d9 v c6 chitng chi hinh nghé.

3.2.2. Phuong phap: Kiém tra hd so tai lidu, phong van (néu cin).

3.2.3. Panh gia:

- Phit hop v6i yéu cdu tai 3.2.1: déanh gia 1a dat.

- Ngudi phy trach KCS khdng @i trinh ¢4 danh gia 181 ning.

- Ngudi phy trach KCS c¢6 &b trinh d0 nhung khong ¢6 chimg chi hanh nghé danh

gi4 181 nhe.

3.3. Chi tiéu 3: Trang thiét bi

33.1. Yéu ciu: C6 dly dl trang thi€t bj pht hop & phuc vu cong tac kiém tra chét
luong sén phim.

3.3.2. Phuong phéap: Kiém tra danh muyc trang thiét bi va thuc té @8 x4c dinh:

- MAy quang phd tir ngoai kha kién, may sic k¥ 1ong hiéu néng cao (HPLC),...;

- Cén phén tich;

-May do-dd-am;

- Can k¥ thuét;

- May cit nuée 2 lan;

- Ta sdy (50-250°C);

- Tt &m

- T chy vO tring;

- Kinh hién vi quang hoc;

- Méay do pH; _

- May dém khuén lac;

- Nbi hép tiét tring;

- Dung cy thay tinh va cac thiét bi phuc vy kiém nghié¢m. -

3.3.3. DBénh gia:

- Phit hop véi yéu cau tai 3.3.1: déanh gié [a dat.

- Péi véi co s& san xuft khong o6 may pht hop dé phan tich chét lugng san
phim: d4nh gia 151 néng.
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- Khéng pht hop v6i mot trong cdc yéu chu con lai tai 3.3.1 dénh gid 181 nhe.
3.4. Chi tiéu 4: Kiém tra nguyén li¢u
3.4.1. Yéu chu: Tt c4 nguyén lidu diu vao co s& du phéi duoc tiy mau kidm tra

hojc ¢6 phidu phan tich ctia nha cung cép.

3.4.2. Phuong phép: Kiém tra hd so tai licu.
3.4.3. Déanh gi4:
- Phi hop v6i yu cu tai 3. 4.1: dénh gia 1a dat.
- Khong phit hgp véi yéu ciu tai 3.4.1 dénh gia 16 ning.

3.5. Chi tiéu 5: Kiém tra b4n thanh phim

3.5.1. Yéu chu: MBi 16 ban thanh phim déu phai duoc 14y mAu kiém tra.
3.5.2. Phuong phap: Kidm tra hé so tai ligu.

3.5.3. Dénh gia:

- Phis hop v6i yéu chu tai 3.5.1: dénh gia la dat.
- Khong phu hop v6i yéu cAu tai 3.5.1 danh g1a 151 nhe.

3.6. Chi tidu 6: Kidm tra thanh phAm
3.6.1. Yéu chu: M&i 16 thinh phdm san“xuit-xong-trrée khinhép kho ddu phai

duge 14y miu kidm tra.

3.6.2. Phuong phap Kiém tra hd so tai lidu,

3.6.3. Panh gia:
- Pht hop véi yéu céu tai 3. 6 1: danh gié l1a dat.
- Khong pht hop véi yeu cAu tai 3.6.1 d4nh gi4 18i ning.

3.7. Chi tiéu 7: Luu mau va kiém tra mAu luu theo quy dinh
3.7.1. Yéu chu: M3i 16 san phim san xudt trude khi nhép kho phai duve Jdy mAu

lwu va kidm tra mAu luu theo quy dinh.

3.7.2. Phuong phap: Kidm tra hd so tai liéu va thuce té dé x4c dinh:

- C6 vin ban quy dinh v& vise huu mAu va kiém tra mau luy;

- C6 hoa mAu va ki®m tra mAu huu theo quy dinh.

373, Dénh gids -

- Phil hop véi yéu cdu tai 3.7.1: danh gia la dat;

- Khéng c6 vin ban quy dinh v& viée lru mAu vA kidm tra méu lvu dénh gia 161 nhe;
- Khéng lwu miu va kiém tra miu hru dénh gid 16 ning. &
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1. NHOM CHI TIEU DPANH GIA:

TT

Chi tidu Kiém tra

Két qua kiém tra

Dat

Khong dat

Nhe

Ning

Nghiém
trong

Tong
hep

Dién giai

sai 13i va

théi han
khic
phuc

Co s& vat chat ky thuét

Xéy dyng va thiét ké

1.1

Dia diém cd dinh, riéng biét

1.2

BO6 tri noi cao rao, thoang mat,
an todn, cAch xa ngudn 0
nhiém '

1.3

Xay dyng béing vit liu chéc
chin

1.4

Tran nha c¢6 chong byi

1.5

Twdng va trén nha phing, dé
vé& sinh lawrid

Dién tich pht hop voi quy md
kinh doanh

C6 khu vuc truag bay thube

C6 khu vyre bao quan thude

Cb khu vye riéng dé bao quan

va bay ban thirc &n chin nudi

11

Trang thiét bi

Thiét bj bao quan thude tranh
dwoe anh hwong bt 1oi cia
4nh séng, nhiét 46, d6 &m, sy
& nhidm, sy x4m nhap cla con

trung

1.1

C6 ¢4 t0 quiy bao quan thube

1.2

T4, quiy, gia k& d¢ v§ sinh,

d4m bao thdm my

13

Cé nhiét k&, 4m ké va ghi
chép theo ddi

1.4

Co sd ¢0 thiét bi dé dam béo
noi bao quan va ban thudc

théng thoang

1.5

Noi ban thudc cé &0 anh séng
dé dam bao céc thao tac dién
ra thudn loi va khoéng nhdm

lan




Két qua kiém tra Di_‘é;lxgis‘fn‘i

A sal lol va

Dt Khong d;t — Téng | thoi han
? 5 ghiém Kkhic
Nhe |N#92 | frong | BOP  pige

TT Chi tidu kidm tra

2 | Co s& c6 thiét bj bao quan ¢é [ ] 1 0]
d4p tmg v6i yéu chu bao quan
ghi trén nhén

3 | Noi ban thude cé duy trd & [ ] [ ]

| nhiét 46 phong (nhiét 45 dusi | |
30°C, @6 &m bing hodc dudi
75%)

II1 | Hd so sd sdch

1 |Hdso phap 1y

1.1 | C6 gidy chimg nhén &ing ky [ 1 [ ]
kinh doanh

1.2 | C6 chimg chi hanhnghékinh | [ ] [ 1
doanh thude tha y '

1.3 | C6 hd so nhén vién : [ T | [ 1

2 | H& so sb séch lién quan dén r 1 [ ]
hoat ddng kinh doanh thude

2.1 | Theo d&i xudt, nhap timg loai [ ] [ ]
thubc tht y

| 2.2 | Theo d8i s6 16, han ding 101
thude

IV | Ngudn thube va thye hi¢n

Quy ché chuyén mon

1 | Tt ca thude mua vao duge [ ] [ ]
phép luu hanh hop .phép (co
sb dang kY, ¢6 tén trong Danh

| muc duge phép luu hanh tai
Viét Nam hoéc gidy chimg
nhan Iww hanh hodc gidy phép
nhap khéu)

2 | C6 Danh muc cac mét hang [ ] L]
thudc kinh doanh

3 | Cékhu vue riéng hodc th [ ] [ ]
riéng d8 thubc, hod chit diét

con trung
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quén ghi trén nhin
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HUGNG DAN
__ KIEMTRABIEUKIEN ,
CO SO BUON BAN, NHAP KHAU THUOC THU Y

I. HUONG DAN PHAN LOAI
1. Pinh nghia mic 15i

- L5i nghiém trong (Se): LA sai léch so v6i quy chudn k§ thuft, gdy anh
hudng chit lugng san phAm, anh hudng t61 ste khoé ngudi tiéu ding.

- Ldi nging (Ma): La sa_i 1&ch so véi quy chudn k§ thudt, néu kéo dai s& giy
anh hudng chit lrong san phim nhung chua t&i marc nghiém trong.

- Ldinhe (Mi):  La sai léch so véi quy chudn k§ thudt, c6 thé 4nh huong
dén chit luong san phdm hodc gy tr& ngai cho viée kiém so4t vé sinh, nhung chua

dén murc néng.

2. Bang xép loai:

Xép logi . Mickoi
: L&i nhg .61 niing L61 nghiém trong
Loai A <2 0 . {0
Loai B Ma=1 v tong Mi+ Ma <3 0
. - >2 0
Loai C 5 - ]

Ghi chil: ( - ) Khéng tinh dén

3. Dién giai:

3.1. Co s& a6 didu kién kinh doanh dam bdo chét legng thube thi y, hod
chét, ché phim sinh hoc, vi sinh vat dimng trong thi y, thi y thuy sdn: Khi co s&
xep loai A hodc B

3.1.1. Co' sé dwege xbp logi A khi dgt cdc didu kign sau:

- Khong ¢6 161 nghiém tr{,)ng, 181 ning v tbng sb sai 151 nhe khdng qué 2 nhom
chi ticu.

3.1.2. Co 56 x8p loai B khi théa mén cdc diéu kién sau:

- Khong c6 151 Nghiém trong va S6 181 Nang bing 1 va tong s6 151 Nhe + Ning
khong qué 3 nhém chi tiéu.

3.2. Co s& chwa d@ diéu ki¢n kinh doanh dam bao ch_é‘it lwgng lwgng thube
thi y, hoa chét, ché pham sinh hoc, vi sinh vit dung trong thi y, thd y thuy san:
Khi co s& xép loai C

3.2.1.Co 56 xép loai C khi vieong vido mpt trong cdc diéu kién sau:

£

A

- C4 181 Nghiém trong hodc ¢6 so 161 Nang tir 2 nhom chi tiéu trd 1én -




IL. PHUGNG PHAP KIEM TRA:

A. Ghi bién ban kiém tra:

- Ghi day du thong tin theo quy dinh trong mAu bién ban;

- Thém tra va ghi théng tin chinh xéc;

- Néu sira chita trén bién ban, phai c6 chit k§ x4c nhan clia tredng doan kiém tra.

B. Nguyén tic danh gid:

- Khong dugc bd sung hoic bo bét ndi dung, mitc danh gid dd duge quy dinh
trong mdi nhém chi tiéu.

- Vi mbi chi tieu, chi xac dinh mc sai 15i tai cac cdt ¢6 ky hi¢u| ], khong
dugc xac dinh muc sai 101 vao cot khong cd ky hiéu[ 1.

- Ding ky hidu x hofic ¥ d4nh déu vao chc vi tri mirc d4nh gid @& duge xéc
dinh d61 véi mdi nhém chi tidu.

- Két qua dénh gia tong hop chung cia mdt nhém chi tidu 1a mbc ddnh gid cao
nhét ctia chi tidu trong nhém, théng nhét ghi nhw san: Ac (dat), Mi (161 mic nhg), Ma
(16i.mirc. nang) _Se (183 mitc nghiém trong).

- Phai difn giai chi tiét sai 18i d3 dwoc x4c dinh cho m01 chi tiéu va thO‘l han co
s¢ phai khic phyc sai 131 ¢6. Péi voi chi tiéu khong dénh gid cdn ghi rd 1y do trong cdt
“Dién giai sai 16i va khéc phuc”.

C. Cac nhém chi tidd va phwong phap kiém tra:

1. Chi tiéu 1: Co sé vit chit

1.1. Yéu chu: Dia didm ¢ dinh, ridng biét; bd tf noi cao rdo, thodng mét, an
toan, cach xa ngudn 6 nhiém; xay dung bang vat lidu chéc chén; trAn nha c¢é chdng bui;
tudng v trin nha phing, d vé sinh lau rira; dién tich phil hop véi quy mb kinh doanh;
cd khu vuce trung bay; ¢6 khu vire bao quan thudc; ¢6 khu vuc riéng d& bay ban thirc
dn chin nudi.

1.2. Phuong phap: Xem xét gifly chimg nhdn quyén s& huu @4t nha, hop dong
thué dat nha, kidm tra thyc té d8 x4c dinh: :

- €6 dia chi c¢b dinh, c6 b1en hi¢u ghi tén ctra hang, co’ s¢ hodc tén doanh
nghidp, ma s6 kinh doanh dugc cép; bang nidm yét dang k¥ kinh doanh.

- Dién tich cira hang 61 thiéu 10m” _
- B& trf noi cao réo, thodng mat, an toan, cach xa ngubn 6 nhiém

- Xay dyng bang vét lidu chic chan; trin nha ¢4 chéng bui; tuomg va trdn nhi
phing, d& vé sinh lau rira -

~ Cé khu vue trung bay; c6 khu vuc bao quan thudc; co khu vy riéng dé bay

ban thirc in chin nudi.

1.1.3. Bénh gia:
- Phi hop v6i yéu cau tai 1.1: déanh gia la dat
- Khéng co dia diém cd djnh riéng biét hotic khu vyc riéng trung bay, bio quan
thudc danh gia 161 ning e
A \ e ~ r n A 5 Pt . FEre "
- Khéng phi hop véi mot trong cée yéu cau con lai tai 1.1 danh gia 101 nhe /y




2. Chi tiéu 2: Trang thiét bi

2.1. Yéu chu: ¢6 ab trang thiét bi bao quan thubc tranh dugc anh hwéng bat loi
ctia 4nh sang, nhiét 49, do Am, su 6 nhiém, sy xAm nhap cia cdn tring; ¢ thiét bi bao
quan dé dép tmg véi yéu cdu bao quan ghi trén nhén.

2.2. Phuong phép: Kiém tra danh muyc thiét bi va kidm tra thyc té d¢ x4c dinh:

- C6 40 td quiy bao quan thude

- Ta, quly, gid k& d& vé sinh, ddm bio thim my

- C6 nhiét ké, &m ké v ghi chép theo doi

- Co s& c6 thiét bi @¢ dam bao noi bao quan va bin thudc thong thoang

- Noi ban thubc c6 di anh sang dé dam bao cac thao tac dién ra thufn loi va
khéng nham 1an.

- C6 du thiét bj 48 bao quan thube theo ding huéng din clia nha san xudt ghi
trén nhan. '

- Co s kinh deanh vic ximphai-cé thiét-bi-bao quin lanh va o6 phuong tién dy
phong dé béo quén véc xin, ché pham sinh hoc khi x4y ra su cb mét dién; c6 nhiét ké
theo ddi nhiét dd va ghi chép hang ngay.

- i véi co s¢ nhdp khiu vic xin thi y phdi c6 phuong tién vén chuyén chuyén
dung dam bao yéu ciu bao quan khi van chuyén, phan phdi dén noi tidu thu.

2.3. Danh gia:

- Pht hop véi yéu chu tai 2.1: dénh gid 1a dat.

- Khéng ¢6 du thiet bi d8 bao quan thubc theo ding hudng dan ciia nha sén
xut: danh gia 16i nghiém trong.

- Khéng phit hop v6i mét trong cac yéu chu con lai tai 2.1 d4nh gid 181 ning.

3. Chi tiéu 3: Hb so s sach

3.1. Yéu clu; Co s¢phai cé Co gidy.chung nhén ding kg kinh doanh; ¢6 chimg
chi hanh ngh? kinh doanh thude thil y; ¢6 hd so nhan vién; hd so sb séch lién quan dén
hoat ddng kinh doanh thude; theo ddi xudt, nhép timg loal thude tha v va theo dai sb
16, han dung thuoc.

3.2. Phuong phap: Kiém tra hd so tai liéu va phong vén (néu can)

3.3. Dénh gi4: |

- Phﬁ hop v6i yéu chu tai 3.1 danh gi4 1a dat.

- Khéng phil hop vai mét trong cac yéu cAu tai 3.1 d4nh gia 161 nhe hodc ning.

4. Chi tiéu 4: Nguodn thube |

4.1, Yéu chu: T4t ca thube kinh doanh tai co s& phai ¢6 ngudn gbc hop phép va
¢4 di nhin theo quy dinh; ¢6 danh muc cac mit hang thudc kinh doanh; sép xép theo
diéu kién bao quéan ghi trén nhin. /7}/




4.2. Phuong phép: Kidm tra hd so tai lidu va kiém tra thyc té @é xac dinh:
- Danh myc c4c mit hang thudc kinh doanh

- Tirng san phdm c6 nhin ghi ding theo quy dmh

- C6 khu vuc riéng hodc ti riéng 8 thudc, hoa chét diét con triing

- C6 sép x8p theo didu kién béo quén ghi trén nhan.

4.3, Danh gia:

- Phit hop v6i y8u cdu tai 4.1 danh gia 1a dat

 Khong phit hop véi mot trong cée yéu ciu tai 4.1 dénh gia 161 nang.

- Khong sép xép sin phim theo didu kidn bao quan ghi trén nhin: danh gié 161
nghiém trong.

=
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ctia Bo trudmg Bé Nong nghiép va Phdt 1rién ndéng thon)

~ BONONGNGHIEP CONG HOA XA HQI CHU NGHIA VIET NAM
VA PHAT TRIEN NONG THON DPoc 1ap - Tw do - Hanh phite
CUCTHUY | .
GIAY CHUNG NHAN
pU PIEU KIEN SAN XUAT THUOC THU Y
S JGCN-SXT
Y1010 LT R RERRE
PHa Chll o e e
Sb dién thoai/Tel: ..oooovvvveneennn.. Sé Fax/Fax . No: ......... et

o~ A 2 A LY 7 A A r K re *
Puge cong nhin du dicu kién san xuat thudc thi y doi v6i

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

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

Gidy chimg nhin du diéu kién nay c6 hidu lyc dén: ngay.......thang...nam....
Ha Néi, ngay ... thing ....ndm....
CUC TRUONG

Ghi cha: (*) ghi 16 day chuyén san xudt sn phim nhuw day chuyén san xuét thube duoc lidu, hoa chit,

ché phém sinh hoc,... ’],W




Phy lye XXVI
MAU GIAY CHUNG NHAN DU BIEU KIEN BUON BAN
THUOC THU Y
(Ban hanh kém theo Thong tw $6 13/2016/TT-BNNPTNT ngdy 02 thdng 6 ndm 2016
ciia BY truomg B Nong nghiép va Phdt trién nong thér)

SO NONG NGHIEP CONG HOA XA HQI CHU NGHIA VIET NAM
VA PHAT TRIEN NONG Poc lap - Tw do - Hanh phiic
THON TINH......ovvvvcreinnnrinennns
CHI CUC....n...
GIAY CHUNG NHAN
PU PIEU KIEN BUON BAN THUOC THU Y
Sbiinen /GCN-KDT

Tén co 88 ...... L R RRALACLALIEEERRILIC LN
Piachi: .oivvrri .................................
S6 ditn thoal/Tel: wvvevvreveririnins, S8 Fax/Fax . NOt cvvvevirveeeiiniinnn, el
ChlicosO:.vivivrirenens it vereeeesteareteantraittaentereariarerterasretararsenne '
Dia chi thUSNE il . cee s verviie i

A Fad L] . f‘\ a A r K . As £ *
Puoc cong nhan ¢i diéu kién budn ban thude tht y doi voi: ©

. A s A 0 A A Iy LA Y w
Gidy chirng nhén G diéu kién ndy c6 hiéu lye dén: ngay....... thang.....ndm.....

ver oo ey BEAY . ARG ... 1AM ...

CHI CUC TRUONG

Ghi chii: (*) ghi 10 loai san phdm dwge phép budn bin nhur vhc xin, duge phim, hoé chit,...




Phuy lye XXVII
MAU GIAY CHUNG NHAN DU PILU KIEN NHAP KHAU THUOC THU Y
(Ban hanh kém theo Thong tw 56 13/2016/TT-BNNPTNT ngay 02 thang 6 ndm 2016
cuia B truedng Bo Nong nghiép va Phdt 1rién néng thén)

_ BONONG NGHIEP - CONG HOA XA HOI CHU NGHIA VIET NAM
VA PHAT TRIEN NONG THON Doc ldp - Tw do - Hanh phuc
CUCTHUY .
GIAY CHUNG NHAN
DU PIEU KIEN NHAP KHAU THUOC THU Y
Sbi........ /GCN-KDT
Tén.cosd: vvvvirimnnnns T Y T P EPRR R
D18 ChE. Lo iiei i e
86 dién thoai/Tel: ......... e 86 Fax/Fax . No:..........
Ol GO SO ettt irine e eranes ORI
Dia chi thirdmng trl: ..o
Pugc cong nhén do didu kién nhap khau thubc thi y abivéi:
Giy chirng nhén du didu kién ndy c6 hifu lye dén: ngay....... thang.....ndm.....
......... , hgay ...thang ... ndm
CUC TRUONG

.Ghi chit; (*) ghi r3 loai san phém duge phép nhap khau nhu vée xin, duge phém, hod chét, ... —




Phy lye XXVIII
MAU DON DANG KY, GIA HAN PANG KY KIEM TRA GMP
(Ban homh kém theo Thong tu s613/2016/TT-BNNPTNT ngdy 02 thdng 6 ndm 2016
ctia Bé trwdmg BY Néng nghigp va Phadt trién nong thon)

TEN TO CHUC CONG HOA XA HOI CHU NGHIA VIET NAM
Pic 1ap - Ty do - Hanh phic |
SOt /BK-CT (Pia danh), ngdy... .. thdng... .... ndm ....

PON PANG KY, GIA HAN PANG KY KIEM TRA GMP
Kinh gtii: Cuc Thay

Can cir Théng tu s6 13/2016/TT-BNNPTNT ngay 02 théng 6 nam 2016
clia BO trudng Bo Néng nghiép-va Phét tridn ndng-thon .quy dinh vé-quén 1y
thude thi y '

1. Tén co sO:

2. Bié, chi nha mdy:

3. Dién thoai: Fax: E.mail:

_ D& nghi Cuc Thu y tién hanh kiém tra, tai kiém tra, cép giéy chitng nhén
thye hanh tt san xuft thube theo GMP-WHO (ASEAN) cho co s& chiing t6i d6i
véi chc ddy chuyén san xudt thude th y sau:

- Thudc dung dich ubng

- Thubc bot tiém, dung dich tiém, hdn dich tiém...

(Ghi rd: non-beta lactam hodc beta-lactam)
Hb so giri kém gdm:
- (Gidy dang ky kinh doanh);

PAI DIEN TG CHUC
(Ky, ghi r0 ho, tén va dong déu)

¥




Phu lye XXIX
MAU BIEN BAN KIEM TRA GMP
(Ban Wianh kém theo Thong tw s6 13/2016/TT-BNNPTNT ngay 02 thdng 6 ndm 2016
ctia Bo trudng B¢ Nong nghiép va Phdt trién nong thon)

BO NONG NGHIEP VAPTNT  CONG HOA XA HQI CHU NGHIA VIET NAM

CUCTHUY Poc lap - Ty do - Hanh phic
(Dia danh), ngay... ... thing... ... nam ...
~ BIEN BAN KIEM TRA GMP
Can ctt Quyét dinh 86 ......../QD-TY-QLT ngiy....théng....nam......

cla Cuc trudng Cuc Thd y v& viéc thanh 14p doan kiém tra GMP tai co s¢

Thanh phin doan kiém tra gom :

L e e - Trudng doan.

2 e - Thu ky.

K JEOTUR SRS SPS - Uy vién

Ao - Uy vién
TEN CO SO:

- Dia chi:

Ngudt chiu trach nhiém:

Bén ding ky kiém tra dé ngay ....... cla ......
Ngay tién hanh kidm tra: .........coeveees

Nbi dung kiém tra:

Dai dién co s6:

1/ Y KIEN CUA DPOAN KIEM TRA:

Sau khi tham dinh ho so, nghe bdo cdo clia co s& va tien hanh kiém tra

thue t€, Poan kidm tra ¢6 mét sb ¢ kién sau: %/J/




A. Uu diém:

Td chirc va nhéan sir:.........

Pao tao: ...

Nha xudng; ...

Thidt bi: .....

V& sinh va didu kién vé sinh: .....
Tham dinh: .....

H5 so, tai lidu: ...

Khiéu nai va thu héi: .....

. Ty thanh tra:..

10 Kiém tra chét luong
11. Kho: .

B. Ton tai:

T chire va nhén sir:.........
Dao tao: '
' Nhsfmo*mg
Thiét bi: .....
Vé sinh va didu kién vé sinh: .....
‘Thim dinh: .....
Hb so, tai lidu: .....
Khiéu nai va thu hot: ...
Tu thanh tra:..
10 Kiém tra chét lucmg
11. Kho: ...

11/ Két ludn céa Poan kiém tra:

R R

O 00 N1 N U L2 D

FR R N LR R R R N TR LR R

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

Bién ban ndy dwgce 1am thanh 03 (ba) ban. Co s6 gitt 01 ban, Cyc Thi y
gi{r 02 ban.

DAL DIEN CO SO | POAN KIEM TRA
pUQC KIEM TRA (K3, ghi v ho, tén )
(Ky, ghi rd ho, ténva dong déu) 1. Truong doan
2. Thu ky
3. Céac Uy vién




i _Phulyc XXX
MAU GIAY CHUNG NHAN GMP
(Ban hanh kém theo Thong tu $0 13/2016/TT-BNNPTNT ngcy 02 thing 6 ndm 2016

x

ciia BY trieéng B Néng nghiép va Phdt trién nong thon)

BO HONG NGHIST & FHAT TRIEN NONG THON CONG HOA XA HOT cHT NGHIA VIRT NAM
iniatoy of Agriculivre & Rural Development tomialiat Republic of Viet Nam

e i e E
£ ?‘ - ; 4§ 4
x i g B
(ood Mg anuia i;? ing Practice
Dyt yéu ¢dy “Thye hinh i€ sin xudt thue”, “Thm. hanh t6t phung m nghidm thibe” vi “Thie banh tf)t bio qudn Lhuﬁc theo khuyén cio
oila Té chiee ¥ 18 hé gidi doi véi ddy chuven sdn xufit thude thi y khéng chira khdng sinh vhém Beta-Jactam: ..
v dy uhuyen sin xuflt thube thi y chim khing sinl nhém Beta-lactam: .
Confuorms to the requiremenes of Good Manufactueing Praciives; Good Laboratory Practices and Good .S‘;rmrga Practives ax recommendyd by the
Wrld Hezulth Qrganization for production lines of Nun-Betulactan tr the forms af ... and production lines of Bet-lactam in the forms of ..
’ HANGL ngdy  thdng  ndm
| CYCTRUGNG
Director Ceneral
B IGON-GMT
Gidly chitng nhin nay c6 gid trf ndm nam & 1 nghy ky
This certificate is valid for five years from the date of approval

BO KONG NGHIZP & PHAT TRIHN NONG THON y A, coNG BOA XA BOI cHY NGHIA VIE‘I‘ NAH
Ministry of Agriculture § Rural Pevelopment Soodalisl Rupebliv of Vier Mai

CUCTHO Y

Department of animal Health

CONG TY TNHE ABC
ABC COQ., LTD

% el B L L T o S B
wi}”‘li P TR Practices

Byt yéu edu “Flue haah et sin xuit thade” theo khuyén cdo cda Hidgp hol sbe pude Dibng Nm A dét vei cic diy cl‘uwen san xofft thude thi y khéng ciéa
Khing ginh nbam Beta-lactam:.... va diy chuyén sin xudt thube thi y ctxm kliéing sinh nhom Beta-lutam: .
Confarms to the requirements of Good Manufacturing Practices hy the ASEAN for production lnes of No-Betalartom
It the fors of ... and productio ne of Beta-loctan in the forns of ..
Ha NoL nghy théng ndm

yC TRUGNG
Director General

s&:  IGCN-GMP

Gidly ching nhin nity o6 gid ti ndm ndm k& W ngdy iy
This certificate is valid for ilve years from the date of approval




Phy luc XXXI
MAU PON PE NGHI CAP LAl GIAY CHUNG NHAN GMP, GIAY CHUNG NHAN
pU PIEU KIEN SAN XUAT BUON BAN, NHAP KHAU THUOC THU Y
(Ban hémh kém theo Thong tw s6 13/2016/TT-BNNPTNT ngay 02 thdng 6 nim 2016
cua Bé trudng B Nong nghiép va Phidt trién nong thén)

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

(Pia danh), ngay... ... thdng....... ndm .....

PON DE NGHI CAP LAI

Giay chu’ng nhin GMP, giay chu’ng nhin du diéu kién san xuét, budn bén,
nhip khau thude thi y '

Can ot Thong tu sb 13/2016/TT—BNNPINT_ngay_OZJhang 6 nim 2016
cta Bo truong BO Nong nghiép va Phat trién nong thdn quy dinh v& quén 1y
thuoc tha . ,

TO CHUC, CA NHAN BANG KY:
B = « R N

Diachi .. ST OTURPESPOUBRUPRIN

S dién thoa1 e eeeeneene aereneaanaee So Fax ................................

- Chung 61 @& nghi duoc cap lai chung nhan GMP, gidy chimg nhan da didu
kién san xuét, budn bén, nhap khau thudc thi y: S6...ngdy.. thang.. DAL

Ly do d& nghi cAp lai: :

- Bi mAt, sal $6t, Mt BONG. ....vvviiieriiiiieriinnee, e

- Thay dbi théng tin 6 lidn quan dén t6 chirc ding kY.

HOb so gt kém:

a) Céc tai lidu lién quan dén sy thay d6i, bd sung (néu cb);

b) Gidy chimg nhan GMP; gify chimg nhén dd didu-kién sén xuit, budn
ban, nhap khéu thude thi y da dugc cép, trir treong hop bi mét.

PAI DIEN TO CHUC, CA NHAN

(Ky, ghi vd ho tén va dong déu )

Ghi cha: (1) Giri Cyc Tha y néu co s& 38 nghi chp lai gidy chimg nhin GMP, glay ching nhan da
didu lﬂen san xuat nhép khiu thube thi y; gii co quan quan 1y chuyén nganh thil y cdp tinh néu co dé .
nghi cép lai gifty ching nhan &G didu kién budn ban thube thi y. /\@w/g :

/




Phy luc XXXII
MAU PON PANG KY NHAP KHAU THUOC THU Y NGOAI DANH MUC
THUOC THU Y BUOC PHEP LUU HANH TAI VIET NAM
(Ban hanh kém theo Thong fur 56 13/2016/TT-BNNPTNT ngay 02 thdng 6 ndm 2016
cua Bé trudng B¢ Nong nghiép va Phadt trién néng thon)

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

ST DKNK De Iap - Ty do - Hanh phic

Tel:

Fax: (Dia danh), ngay........ thing... ... nim ...
Email:

Dia chi:

PON PANG KY NHAP KHAU THUOC THU Y

Kinh gui: Cuc Thiy

Can ctt nhu ciu nhap khiu thude tha ¥, nguyén li¢u lam thubc tht y, vic
xin, ché phdm sinh hoe, vi sinh v4t, héa chét diing trong thli y ngoai Danh muc
thube tht y duge phép luu hanh tai Viét Nam, cho muyc dich: -

o Str dyng o Qua biéu, ting

o Kinh doanh r1 Tham du héi cho trién 1dm

0 Kiém nghiém 0 Hang miu

0 Khao nghiém 0 Dung cho vat nuéi nhap khéu
| 0 Khac

Chting t61 @& nghi nhap khéu céc loai thudc, nguyén ligu lam thude thi y
sau day: |

TT Tén san pham 8616 SX [ Nhasan [Nuécsan|Bonvi| S6 | Thanh
' d6i voi xuat Xuét tinh | lugng ; tién
nguyén li¢u nhép

1 2 3 4 5 6 7 3

Tong gia tri don hang (BANG CHIEY: oo,
Ctra kKhau nhp:....ooovvei e eyt
Thoi gian nhap Khéu du KN ...oooeeiei e

PAI DIEN TO CHUC, CA NHAN f&
(Ky, ghi vd ho tén va dong ddu )




Phu luc XXXIII
MAU DON PANG KY NHAP KHAU VAC XIN, VI SINH VAT PA CO TEN TRONG
DANH MUC THUOC THU Y PUQC PHEP LUU HANH TAI VIET NAM
(Ban hémh kém theo Thong tur 56 1 3/2016/TT-BNNPTNT ngay 02 thcmg 6 ndm 2016
ctia B6 truéng Bo Nong nghiép va Phat trién nong thon)

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

SO, bBKNK

Tel: |

Fax: (Pia danh), ngay.......thdng... ... ndm .....
Email:

Dia chi:

PON PANG KY NHAP KHAU VAC XIN, Vi SINH VAT
Kinh gtri: CycThuy

C#n ¢t nhu cdu nhap khéu véc xin, vi sinh v4t ding trong thil y dd ¢6 tén
trong Danh muc thudc thi y duge phép luu hanh tai Viét Nam, cho muyc dich:

o Su dung a Qué biéﬁ, féng

o Kinh doanh 0 Tham du hdi ch trién 1m

o Kiém nghiém 0 Hang méu

1 Khao nghiém i1 Diing cho vat nudi nhip khéu
0 Khac

Chiing 61 d& nghi nhap khéu céc loai vic xin, vi sinh v4t ding trong thi y
sau day:

- Ton st ohim Nhisan | Nuée | S& [Ponvi hfé;c Thanh
_ P : xudt |sénxuédt| DPKLH| tinh S| tién
nhép
1 2 3 | 4 5 6 7 8

Tong gia tri don hang (Bang chit)i..........ccvviieiie e es
Clra KA IBAD ... oot et
Thoi gian nhap khiu du Kiéni.. ..o

PAI DIEN TO CHUC, CA NHAN
(Ky, ghi v ho tén va dong déu )
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Phy lye XXXV
CACH GHI TEN VA PIA CHI CUA TO CHU'C, CA NHAN
CHIUT RACH NHIEM VE THUOC THU Y
(Ban hanh keém theo Thong tu s6 13/2016/TT-BNNPTNT ngay 02 thdng 6 ndm 2016
ciia Bo triedng Bo Nong nghiép va Phat trién néng thon )

CACH GHI TEN VA PIA CHi CUA TO CHUC, CA NHAN
CHIU TRACH NHIEM VE THUOC THU Y

1. Thude thi y duge sén xuét trong nudc thi ghi tén, dia chi cla co s& san
xuét thube do.

2. Thubc tht y nhap khau dé luu hanh tai Viét Nam ghi: tén, dia chi cda td
chitc, c4 nhan san xudt, nude san xudt va tén, dia chi ctia td chire, ca nhin nhép khéu.
Tén ctia co s& san xuét khéng duoe nho hon tén clia co s& nhap khéu,

3. Thube thil y duge déng goi tir ban thanh phim cta nha sin xuat khac
thi ghi tén, dia chi co s& d6ng gbi va tén co s& san xudt ban thanh phdm. Tén cla
co s& dbng goi phai ghi & cung modt chd va c6 kich thude bang véitén co sosan
xut ban thanh pham,

4. Thubc thi y duoc san xudt nhuong quyén hozc cho phép clia mét t6
chtic, c4 nhén khéc thi phai ghi: “San xudt theo nhufcmg quyén cta: (ghi tén co
s& nhugng quyen) tai: (ghi tén co s& nhan nhuong quyen) va dia chi cla co so
nhén nhuong quyén. Ten cla co so nhan nhugng quyén khong duoc nhéd hon tén
ciia ¢o 8¢ nhuong quyén.

5. Thube thd v san xuht gia cong, san chia thi ghi: “San xudt tai: (ghi tén
bén nhin gia cong, san chia) theo hop dong véi: (ghi tén bén dat gia cong, san
chia)” va dia chi cia bén nhin gia cong, san chia. Tén cia bén nhén gia cong,
san chia khong dugce nhd hon tén cla bén dit gia cong, san chia,

-6.Thubc thG y duoc san xut ngay tai noi ding ky kinh doanh thi trén
nhén ghi tén va dia chi co s& san xudt theo ding ky kinh doanh.

7. Thube thi v dugc san xudt tai cdc dia diém khéc ngoai noi ding ky
kinh doanh nhung mang cling thwong hidu do cdc co s& ndy san xuat thi trén
nhin ghi dia chi co s& san xuét ra san phém d6 hofic ghi tén va dia chi cla o
chtic, c4 nhan dimg tén ding ky san phdm nhung phéi bio dam viée truy xuat
ngubdn gbe. |

8. Thubc thil y do hai hay nhidu t4 chtic, c4 nhan ciing sin xuét thi ghi tén,
dia chi cta td chirc, ¢4 nhan thyc hién cong doan cudi cling dé hoan thién san
phim trude khi dua vao Iuu théng.

9. Truong hop trén nhin san phém ghi thém tén, dia chi cua t& chc, ¢4
nhin khac nhim quang bé cho sin phim clia minh thi phéai ghi moi lién quan
gitta tb chirc, c4 nhan ghi thém véi san pham do. T

— g




Phu lue XXXVI :

NOIDUNG TO HUONG DAN SU DUNG THUOC THU Y {

(Ban hanh kém theo Thong tue $6 13/2016/TT-BNNPTNT ngay 02 thdng 6 ndm 2016 ' |
cua Bo truong By Nong nghiép va Phdt trién néng thon)

NOI DUNG TO HUGNG DAN SU DUNG THUOC THU Y
1. Tén thudc thi v.

2. Thanh phén, c6ng thitc cho mét don vi chia lidu nho nhét hodic cho mét ;
don vi d‘ong g1 nhod nhét. Trong cong thitc phai ghi tét c& hoat chét va t4 dugc
bing tén gde hodc tén chung qubc t8. Ghi rd ham luong hodc ndéng do cla tung :
hoat chét, khong bét budc ghi ham lugng hodc nong &5 cla té duoc, khong bét
budc ghi tén thanh phin ta dugc bay hoi hodc mét di trong qué trinh san xudt
(461 v6i nhimg nguyén liéu lam thudc thi y nhép khu khong cb tén tiéng Viét
thi ghi tén nguyénlidutheonuwde xudt khiu va tén La-tinh).

3. Dang bao ché cia thude.

4. Quy céch déng goi.

5. Chi dinh. |

6. I:iéu ding, c4ch ding, dudng ding (ghi 15 luong thude cho mdt 14n dua
vao co thé ddng vat duge chi dinh hay luong thudce ding trong mdt ngay).

7. Ghi & lidu dung cho timg lodi, timg 1ta tudi clia dong vét duge chi
dinh dung thude.

8. Ghi 13 dudng ding, thoi diém ding thude, cach dung thude dé dat hidu
qua cao nhét,

9. Chéng chidinh (néu.cé-):"phéi ghi rd cac trudong hop khdng dugce diung ;
thudc @di v6i tirng loai, ting lira tubi ddng vit. .
10. Than trong khi dung thudc thd y: phai ghi rd cic phong ngira, than
trong khi st dung thude.

11. Céc khuyén céo dic biét d6i v6i méi trudong, ngudi st dung thubc va
d6ng vat dugc chi dinh dimg thube.

12. Tuong tic cta thuoc véi cac thude khéac va cic loai twong tac khac
(néu cd) o thé anh hudng dén tac dung cha thudc.

13. Tac dung khdng mong mudn (néu c6): phai ghi rd cac téc dyng khong
mong mudn ¢6 thé gip phai khi st dung thude 7. Ghi r& cac truong hop phai
nging st dung thude, cic trudmg hop phai thong béo cho bac s thi y.

14. Tém tht ddc tinh duoc luc hoc, duge dong hoc sinh kha du (dbi véi |
thubc ma&i va biét dugc ). /7}@»5{

/




- 15. Qué liéu va cich xtt tri (néu co): cdc biéu hién khi st dung thudc qué
liéu va phuong phép khéc phuc, cap clu.

16. Céc dau hiéu luu ¥ va khuyén céo: phal gh1 céc déu hidu lwu ¥ theo
quy dinh tai khoan 6 Diéu 28 Thong tu ndy.
17. Pidu kién bao quan: ghi 13 diéu kién cén thiét d& bao quan thude.

18. Han dung cia thude: ghi nhw quy dinh tai khoan 5 bidu 28 Thong fur
nay hoic ghi 13 khoang thoi gian ké tir ngay san xudt va han sl dung abi véi
trudmg hop thube ¢6 han dung sau khi mé& nap bao bl tryc tiép 1an dau hoic han
dung sau khi phdi tron thude d8 st dung (néu co).

19. Tén, dia chi cda t6 chic, ¢4 nhén chiu trach nhigém vé thude.




Phy Iuc XXXVII
MAU PON DANG KY KIEM TRA CHAT LUQNG
THUOC THU Y NHAP KHAU

(Ban hénh kém theo Théng tw s6 13/2016/TT-BNNPT. NT ngay 02 thing 6 ndm 2016

cuia Bé triedong B Nong nghiép va Phdt trién nong thon )

CONG HOA XA HOI CHU NGHIA VIET NAM
Poe lap - Tw do - Hanh phuc

EDO'N PANG KY KIEM TRA CHAT LUQNG THUOC T HUY

NHAP KHAU
8. et e e et e et e et e s S6 tiép nhén ding kY kiém tra:
(DC‘I?’]]’I cho fé: chtl’c, cd nhdn ddﬂg k}; kfém tra ghl) (D(‘rnh cho co quarn kjém tro ghf)

Kinh gti: Cuc Thi y (Trung tam Kiém nghiém thude thit y Trung wong I
hodc Trung tam Kiémnghiém thube tht y Trongmeng 1I)-

. Bén ban hang (tén céng ty, nwoc).

. Dia chi, Bién thoai, Fax..

. Noi xudt hang:

. Pja chi, Dién thoai, Fax:

. Clra khau nhdp hang:

1
2
3
4. Bén mua hang:
3
6
7

Thoi gian nhap khau dy kién:

MO TA HANG HOA

8. Tén hang hoa. S6 16 SX:

9. S& dang k¥ lvu hanh/Vin ban dong v nhép khau: 86 ........ ngay ......

10. Co sd san nuat mzée san xuAt:

11. 86 luong, khoi lugng:

12. Dia diém tap ket hang:

13. Ngay ding ky lay mau kimtra:

14. Pia diém dang k¢ lay méu kiem tra:

15. Thong tin ngudi lién hé (Ho va tén, s6 dién thoai):

hai quan dé dua hang v¢ kho cta Doanh nghi¢p.. Yéu cau gitt nguyén hién trang hang héa,
khong dwoc san xudt, kinh doanh, sir dung, cho kiém tra chit hro’ng theo quy dinh.

tuc thdng quan tai hai quan clra khéu.

16. Hop dong mua ban: S6 .......... NZAY «vvenn.n.
17. Phidu phén tich chdt lwgng: SO ........ NEAY ........
DANH CHO CO QUAN KIEM TRA
18. Yéu cdu 14y miu klem tra chat Juong : Co O Khéng O

2) Trudng hop c6 yéu chu 1Ay méu kiém tra chét lugng, gify nay ¢6 gid trj lam thd tuc

b) Truomg hop khong yéu céu lay mau kiém tra chét luong, gidy ndy ¢6 gid tr] lam this

19. Chi tiéu kiém tra -

20. Thoi gian kiém tra:

............. ngay: e e v NGAYE -
Pai dién t6 chiic, ca nhin Dai dién co quan kiém tra /Zwi*’:,?’

ﬂcyten dong a’au) . (ky tén, dong dau) P




) ) Phu lye XXXVIII

MAU PHIEU KIEM TRA CAM QUAN, NGOAI QUAN LO HANG

THUOC THU Y |

(Ban himh kém theo Théng tw s6 13/2016/TT-BNNPTNT ngdy 02 thdng 6 ndm 2016
ctia B3 trirémg Bé Néng nghiép va Phdt trién néng thon )

(Tén co quan chi quan)

TEN CO QUAN KIEM TRA

CONG HOA XA HOQI CHU NGHIA VIET NAM

Doc lap - Ty do - Hanh phic

PHIEU KIEM TRA CAM QUAN, NGOAI QUAN LO HANG THUOC THU Y

Sé: 120..1....

1. Co-sé-nhap khau:
Dia chi:
Dién thoai/ Fax:

2. Gidy dang ky kiém tra sb:

3. 1 so kidm tra:

4, Tén hang hoé:

5. S& luong / Khéi lugng:

6. Ngay lay mau:

7. Dia diém 14y mau:

Két ludn ve viéc ki€m tra cam quan, ngoai quan:

Longay /oAl
Dai didn co sé nhap khdu.  Ngwdi kiém tra Dai dién cta tb chire lgiém tra
(Ky, ghi'rd ho tén) (K, ghi'rd ho tén) (Ky tén, dong daw)

MAU BANG KET QUA KIEM TRA

Tén | Co | S6 | Ngay Qui Sb Dang | Mau | Nhin | Két
TT | san | s& |16sx| sx chch | luomg/ | san | sic | san | lufn
phim | sx /Han | bao géi Khéi phim phim
dung luwgng




Phu lue XXXIX
MAU THONG BAO KET QUA KIEM TRA CHAT LUQNG THUOC THU Y
NHAP KHAU
(Ban himh kém theo Thong tw s6 13/2016/TT-BNNPTNT ngay 02 thang 6 ndm 2016
ctia Bé triedng B Nong nghiép va Phdt trién nong thon )

(Tén co quan chil quan) CONG HOA XA HOI CHU NGHIA VIET NAM
TEN CO QUAN KIEM TRA Dic 1ap - Ty do - Hanh phic
S - TB- ... . (Pia danh), ngay... .... thdang....... ndm .....

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

S6 tiép whiin ding ky kiém tra:

1. Bén mua hang:
2. Bia chi, Pién thoai, Fax:

- MO TA HANG HOA
. Tén hang hoa: 86 16 SX:

. 86 Iwgng, khoi hwong:

. b dang k¢ luu hanh (ndu cd):

3
4
5
6. Co s& san xuat, nude san xuat:
=
8
9

. Ctra khiu nhap hang:
. Théi gian nhap khau:
. Hop d6ng mua ban: 86 .......... NEAY +voeeennn,
10. Két qua klem tra cam quan, ngoai quan so ._ ....... DAY ..o.ev.e . Phiéu phan tich chat
lwong cila TT Kiém nghiém thudc thi y TW...i80 ... NgAY ..o\vnee
KET QUA KIEM TRA

Lo hang (Tén/ so lugng)
Ddp umg yéu cau chat lwong hang hod nhdp khdw /hodc Khéng ddp ng yeu cdu
chat liepng héimg hod nhdp khéu th néu Iy do hodic cdc yéu cdu khéc néu cé.

CO QUAN KIEM TRA

(Ky tén va déng daw) ). =3
Nvinhgn: /}/
- Co s¢ nhip khéu;
- Hai quan cira khiu;
- Luu VT: Co quan kiém tra,




Phu luc XL )

MAU PANG KY KIEM TRA CHAT LUQNG THUOC THU Y XUAT KHAU

(Ban hanh kem theo Thong tw s6 13/2016/TT-BNNPINT ngay 02 thdng 6 ndm 2016
cua B trucng Bo Nong nghiép va Phdt trién néng thén )

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

(Pia danh), ngay.......thang....... ndm .....

PANG KY KIEM TRA CHAT LUQNG
THUOC THU Y XUAT KHAU

Kinh gtri : Cuc Thi y -

Biénthoal i v eyt a e raes Faxioineeinins

Ding ky kidm tra chit luong 16 hang sau:

Ténsin | Thanh | Nha | Soding | Khoi | Cia | Thoigian
TT | phim | phéan san ky luu | lugng/ so kbéu | LAt khau
xuat hanh luong xuat

H6 so kém theo gom ¢6 céc ban sao sau day:

- Tiéu chuén cong bd ap dung, cdc chi tiéu yéu cau kiem tra.

- Phi¢u kiém nghiém san phim cia co quan kiém nghiém thuoc thi y
dugce chi dinh tai Viét Nam doi vl céc chi tiu yéu cau kiém tra (ban chinh hodc
ban sao ¢é dong dau x&c nhén clia doanh nghiép dang k).

Chiing t6i xin cam doan va chiu trach nhiém vé& chat lwong 16 hang hod
xuat khau néu trén,

COSOXUATKHAU 35"
( Ky tén, dong daw) —




Phu lye X1
MAU THONG BAO KET QUA KIEM TRA
CHAT LUQNG THUOC THU Y XUAT KHAU
(Ban hémh kém theo Théng tu s6 13/2016/TT-BNNPTNT ngdy 02 thdng 6 nim 2016
clia Bé truedmg Bo Nong nghiép vé Phét trién néng thon )

BO NONG NGHIEP CONG HOA XA HOI CHU NGHIA VIET NAM
VA PHAT TRIEN NONG THON Doc lap — Tw do — Hanh phie
CUCTHU Y |

S6: /TB-TY-QLT - Ha Néi, ngay......thdng....... ndm .....

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

1. T&n SA0 PRAM: «ovvvvveeeeeeeeeeieeiiienn, SO 187 1o sresreeereeseeoseeenesensesnes

2 TRENR PRAN {1ttt s st st et
3. Gidy ching nhan I BANN S6: oo essestsssessessesesssssesssseenes
4. Tiéu chuan CONE BE AP QUNE: woovvorveeeveees e eseee et sseesse s ssessseesssnees
5. Phiéu phan tich chét luong (ghi #6 tén don vi cdp, ngay cap): ... vvcvueee...
6. Khoi lrong/S6 luong: ... TP U PSPPI SRR
7. NRE SAN KUAL ..ot e
8. ClrA KNAU KUAL 1 1vvvveee et e evreseseeetsesesseseressssseessesesssresassessesessnsessnerssas e
9. Thoi gian XUt KhAU: ..o eeeeeer e, SOURRUPRORN S
10, €O S KUATKRAU 1vovoeeeeereee e ereeeeieeen s easesssesessseeressseesstsassessesssensesasessnssssesenseres

KET QUA KIEM TRA

L6 hang (Tén /56 lugng)
Ddp ting yéu cdu chdt luong himg hod xudt khdu

(hodc khéng ddp 1ing yéu cdu chat leong hang hod xudt khdu thi néu ly do hodc
cdc yéu cau khdc néu co).

. S
Noinhgn: CUC TRUONG :Zg/f
- Co & xuat khau; | (Ky tén, dong daw)

-Luu VT

e




Phuy luc XLIT

MAU PON PE NGHI XAC NHAN NOQI DUNG QUANG CAO THUOC THU Y
(Ban hémh kém theo Théng tir s6 13/201 6/TT-BNNPTNT ngay 02 thdng 6 ndm 2016

ctia B trirong By Nong nghiép va Phat trién néng thén )

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

R - Poc 1ap - Tw do - Hanh phie

PON DE NGHI XAC NHAN NOI DUNG QUANG CAO

THUOC THU Y
| Kinh gtri:
Tén td chire, ¢4 nhan d8 nghi x4c nhin ndi dung qUARE CAO: cvvurveererrererrerrererrennens
BHa Gl et e e e
. S6:di8nthogis. .o U o1 < JUNUUURNORPURNURUON =~ 11752 IR
SO glAY PREP NOAE AONG tu'vvvreieieeee e et er s e ee e e e e e e e
Ho tén va s6 dién thoai ngudi chiu trdch nhiém ding ky hO SO
Kinh d& nghi ........ xem xét vi x4c nhan ndi dung quéng cdo déi vai thube thi y
saw;
TT | Ténthube thay | T2 Ch""nlgq.,’“h@“ dng | pyiromg tién quéng cdo
1
2

Cac tai liéu g kem:

Ching 61 cam két s& quang céo dung ndi dung duoc x4c nhén, tuén thi céc quy

dinh ca vin ban quy pham phdp ludt trén va cac quy dinh khac ctia phap luit vé
quéng cdo. Néu quang céo sai ndi dung duge xac nhin ching tdi s& chiu trich nhiém
trudc phap luét.

Pai dién t6 chirc, ¢4 nhén
(ky tén va dong dau néu co’)

Ghi chi: (1) Gm co quan quan ly chuyen nganh tht y cap tinh neu dang k¥ quang cdo tai dia phuong;
ghri Cuc Thi y néu diing ky quang céo todn qude.

PUSI
i




Phu lye XLIIT
MAU GIAY XAC NHAN NOI DUNG QUANG CAO THUOC THU Y
((Ban hanh kém theo Thong tw s6 13/2016/TT-BNNPINT ‘ngay 02 thang 6 ndm 20] 6
ciia Bo trudng B Nong nghiép va Phdt trién nong thon )

TEN CO QUAN CHU QUAN  CONG HOA XA HQI CHU NGHIA VIET NAM
TEN CO QUAN XAC NHAN Poc lap - Ty do - Hanh phic
NOI DUNG QUANG CAO
THUOC THU Y

(Dia danh), ngay... ....thdng... ... ndm .....

GIAY XAC NHAN NOI DUNG QUANG CAO THUOC THU Y

Sé: /20... /’XNQC-ky hiéu viét tit cia co quan c6 thim quyén
(Tén co quan cd thim quyén).......... xdc nhin:
Tén to-chitc, c4 nhan-d&nghixic nhin ndi-dung quing cio: ........ e U .
Dia chi:.. |
S6 dign thoeu .............................. FaX:.oiiriinririninenees E-mail:.........

Cé npi dung quéng cdo ) cde thudc thit y trong bang dudéi diy phit hop véi
quy dinh hi¢n hanh.

TT Tén thubc thii y Giy ching nbhan hru Phwong tién quang cao
hanh
1
2

To-chirc, ca nhin ¢d trich nhiém quang cdo thudc thu y ding ndi dung da duge
xac nhin.

THU TRUGNG PONVL  —

(Ky tén,déng déu)

Ghi chi: (1). N&i dung quang cdo duge dinh kém Gidy xéc nhin nay .




Phy lye XLIV

DANH MUC CAC HOAT CHAT CcoO CONG DUNG SAT TRUNG,

KI—IU TRUNG, TIEU PQC

(Ban hinh kém theo Théng tw s6 13/2016/TT-BNNPTNT ngay 02 thdang 6 nim 2016

ctia B¢ truong B Nong nghiép va Phdt trién néng thén )

TT Tén hoat chit
1. | Calcium Hypochlorite (Chlorin, Chlorine dioxide)
5 Benzalkonjum Chloride - BKC (Alkyl Dimethyl Benzyl Ammonium
Chloride, N-Dimethyl Alkyl Benzyl Ammonium Chloride)
3. | Céc hop chit Todine
Glutaraldehyde (1,5-Pentanedial)
5. | Formaldehyde
6. | Chloramine T (N-chloro para-toluenesulfonylamide)
7. | Trichloisocyanuric axit- TCCA (C3H;N50;Cly)
8. | Sodium dichloroisocyanurate (NaDCC)
9. | Potassium permanganate (KMnOQy,)
10. | Sodium chlorite - NaClO, _
11. | Dibromohydantoin-DBDMH (CsHgO,N;Br»)
12. | Sodium dodecylbenzene sulphonate (C3H,sNaQ;S)
13. Potassium monopersulfate (KHSO;)
14. | Saponin tir bdt hat tra
15. | Rotenon




