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PHAN VAN BAN KHAC

UY BAN NHAN DAN THANH PHO

UY BAN NHAN DAN CONG HOA XA HQI CHU NGHIA VIET NAM
THANH PHO HO CHi MINH Pic 1ap - Tu do - Hanh phic
S6: 1326/QD-UBND Thanh phé Ho Chi Minh, ngay 19 thang 3 ndm 2014
QUYET PINH

Vé viéc cong bd thi tuc hanh chinh ban hanh méi,
sira d6i, b6 sung va bai bo thudc thAm quyén giai quyét cia
S¢'Y té Thanh phé H6 Chi Minh

CHU TICH UY BAN NHAN DAN THANH PHO HO CHI MINH

Can ct Luat To chirc Hoi ddng nhan dan va Uy ban nhan dan ngay 26 thang 11
nam 2003;

Can cir Nghi dinh s6 63/2010/ND-CP ngay 08 thang 6 ndm 2010 cia Chinh phu
vé kiém soat thii tuc hanh chinh; Nghi dinh s6 48/2013/ND-CP ngay 14 thang 5 nim
2013 cua Chinh phu stra doi, bé sung mot s6 diéu cua cac nghi dinh lién quan dén
kiém soat thu tuc hanh chinh;

Xét dé nghi ciia Giam dbc S Y té tai To trinh s6 443/SYT-VP ngay 25 thang 01
nam 2014 va Giam doc S¢ Tu phap tai To trinh s6 583/TT-STP-KSTT ngay 12 thang
02 nam 2014,

QUYET PINH:

Piéu 1. Cong bd kém theo Quyét dinh nay thi tuc hanh chinh thude tham quyén
giai quyét ciia S& Y té Thanh phé HS Chi Minh, gom:

1. Ban hanh m&1 tam (08) thu tuc hanh chinh thuoc linh vuc V€ sinh an toan
thuc pham va dinh dudng; ba (03) thu tuc hanh chinh thudc linh vee Duge, m§ pham;
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2. Stra doi, bo sung bay (07) thi tuc hanh chinh thudc linh virc Duge, my pham;

3. Bii bo ba (03) thu tuc hanh chinh thudc linh virc Dugce, m§ pham; bon (04)
thu tuc hanh chinh thudc linh vuc Vé sinh an toan thuc phém va dinh dudng.

Diéu 2. Quyét dinh nay co hiéu luc thi hanh ké tir ngay ky.

Piéu 3. Chanh Vian phong Uy ban nhan dan Thanh phd, Giam ddc S& Y té,
Giam d6c S¢ Tu phap va cac to chirc, ca nhan ¢ lién quan chiu trach nhiém thi hanh
Quyét dinh nay./.

CHU TICH

Lé Hoang Quén



CONG BAO/SH 25+26/Ngay 01-5-2014

THU TUC HANH CHiNH BAN HANH MOI, THU TUC HANH CHINH

SUA POI, BO SUNG, THU TUC HANH CHINH BAI BO
THUQC THAM QUYEN GIAI QUYET CUA SO Y TE
(Ban hanh kém theo Quyét dinh s6 1326/0P-UBND

ngay 19 thang 3 nam 2014 cia Chii tich Uy ban nhdn dédn Thénh pho)

PHAN I. DANH MUC THU TUC HANH CHINH

A. Thu tuc hanh chinh ban hanh méi

STT

Tén thu tuc hanh chinh

I. Linh vuc V@ sinh an toan thwe phiam va dinh dudng

Thu tuc cong bé phu hop quy dinh an toan thuyc pham ddi véi san pham

I chwra c¢6 quy chuan ky thuat

2 | Tha tuc cap lai gidy xac nhan cong bd phu hop quy dinh An toan Thuc pham

3 | Tha tuc cong bd hop quy ddi voi san pham da ¢ quy chuan k¥ thuat

4 | Thu tuc Cap lai Gidy Tiép nhan ban cong bé hop quy

5 Thu tuc cap Gidy xac nhan ndi dung quang cao thuce pham thudc pham vi
quan ly cuanganh Y té

6 Thu tuc cap (;Tiéy xac nhan ho so dang ky to chie Hoi thao, Hoi nghi gidi
thiéu thuc pham
Thu tuc cap Gidy ching nhén co s¢ du diég kién an toan thyc phérq doi voi
cac co so sé)n xuat, kinh doanh thuc phérq chute ,nénNg, thuc phém tang

7 | cuong vi chat dinh dudng, phu gia thyc pham, chat ho trg ché bién thuce
pham; nude khoang thién nhién, nuwdc uéng dong chai; dung cu, vat licu
bao goéi, chira dung thuc pham thudc pham vi quan ly cia Bo Y t€

8 | Thu tuc cap d6i gidy chirng nhan co s di diéu kién an toan thye pham

I1. Linh vuc Dwgc, m¥y phim

Thu tuc tra lai Chtng chi hanh nghé dugce cho ca nhan dang ky hanh nghé
do co s kinh doanh thudc thay doi ngudi quan 1y chuyén mén duge (nguoi
quan 1y chuyén mén duge don phwong ndp don dé nghi nhan lai ban chinh
Chimg chi hanh nghé dugc)
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Thu tuc tra lai Chtng chi hanh nghé dugce cho ca nhan dang ky hanh nghé

2 khi co s& kinh doanh thude chidm dut hoat dong kinh doanh.
Thu tuc tra lai Chung chi hanh pghé duoc cho ca nhan dang ky hanh nghé
3 | xin cap lai Chirng chi hanh nghé (d61 véi cac Ching chi da cap co6 thoi han

5 nam).

B. Thii tuc hanh chinh dwoc sira doi, bd sung

STT

S6 hé so TTHC ¥

Tén thu tuc hanh chinh

Linh

vuc Dwoc, my pham

T-HCM- 021108-TT

Thu tuc cap Chtng chi hanh nghé dwgc ddi véi cong
dan Viét Nam

T-HCM- 021344-TT

Thu tuc cap Chung chi hanh nghé dwoc tai Viét Nam
cho ¢4 nhan nguor nudce ngoai, ngudl Viét Nam dinh
cu & nudc ngoai

T-HCM- 021175-TT

Thu tuc cap lai Chang chi hanh nghé duoc do bi mat,
hong, rach nat; hét hiéu uc (déi voi cac Chirng chi da
cap c6 thoi han 5 nam); thay doi thong tin cua ca
nhan dang ky hanh nghé duogc trén Chimg chi hanh
nghé dugc

T-HCM- 021595-TT

Thu tuc cap Giady ching nhan du diéu kién kinh
doanh thuoc.

T-HCM- 022052-TT

Thu tuc cap lai Gidy ching nhan du diéu kién kinh
doanh thudc do bi mat, hong, rach nat; thay doi nguoi
quan ly chuyén mon vé duoc; thay doi tén co sé kinh
doanh thudéc nhung khong thay d6i dia diém kinh
doanh; thay doi dia diém tru so dang ky kinh doanh
trong truong hop tru sé dang ky kinh doanh khong
phai 1a dia diém hoat dong kinh doanh da duoc cap
Giay chimg nhan du diéu kién kinh doanh thudc.

T-HCM- 022100-TT

Thu tuc gia han Gidy Chtng nhan du diéu kién kinh
doanh thu6e (GCN DDKKDT) ¢6 thot han 05 nam ké
tr ngay cap.

T-HCM- 097493-TT

Thu tuc bd sung pham vi kinh doanh trong Giéy
Chung nhan du diéu kién kinh doanh thuoc (GCN
DDKKDT).
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C. Thi tuc hanh chinh bi bai bé
STT | S6 hé so TTHC © Tén thii tuc hanh chinh

I. Linh vwe Dwgc, my phz?im

DPoi Chimg chi hanh nghé Duoc do hong, rach nat;

1| T-HCM- 021222-TT | thay do6i dia chi thudong tra cua ca nhan dang ky hanh
nghé dugc

2 | T-HCM- 021306-TT | Gia han Chtng chi hanh nghé Dugc

3 T-HCM- 021976-TT Cap lai Giay Chimg nhan du di€u kién kinh doanh

thubc do bi mét.

IL. Linh viee Dinh dudng va An toan Thue phim

1 018424 Cong bd tiéu chuan san pham thyc pham
2 026862 Gia han cong bo tiéu chuan san pham thyc pham
Cap giay chirng nhan co s¢ du diéu kién v¢ sinh an
3 018328 toan thwe pham doi voi co so san xudt, kinh doanh
thuc pham co nguy co cao.
4 026838 Tiép nhan dang ky quang cao thue pham
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PHAN II. NOI DUNG CU THE CUA TUNG THU TUC HANH CHIiNH

A. Thu tuc hanh chinh ban hanh méi
I. Linh vuc V@ sinh an toan thwe phiam va dinh dudng

1. Thi tuc cdng bé phu hep quy dinh an toan thwe phim di véi san pham
chwa ¢6 quy chuin ky thuit.

- Trinh ty thwe hién:

* Budc 1: T6 chirc, ca nhan chuan bi ho so theo quy dinh va ndp ho so tai B
phan tiép nhan va tra hd so cua Chi cuc An toan Vé sinh Thuce phém (dia chi: sb 59,
duong Nguyén Thi Minh Khai, quan 1), vao cic ngdy 1am viéc tir thir hai dén tha sau
(budi sang tir 07 gid 30 phit dén 11 gio 30 phit, budi chiéu tir 13 gio 00 phut dén 17
gio 00 phut)

* Bugce 2: Chi cuc An toan Vé sinh Thuc phém tiép nhan ho so, kiém tra tinh
day du va hop 16 cuia cac gidy to ¢6 trong ho so

+ Trudong hop hd so day du va hop 16 theo quy dinh thi cap Bién nhan ho so;

+ Truong hop ho so chuwa day di va hop 16 thi huéng dan to chie, ca nhan bo
sung va hoan thién ho so.

* Bude 3: Trong vong 15 ngay lam viée tir khi nhan du ho so hop 1¢, Chi cuc An
toan Vé sinh Thuc pham cap Gidy Xac nhan cong b6 phu hop quy dinh an toan thuc
pham; trudng hop khong cap Giay Xac nhan, Chi cuc An toan Vé sinh Thyc pham
phai tra 101 bang van ban ly do khong cap.

* Budc 4: T6 chirc, ¢4 nhan can cir vao ngay hen trén Bién nhan dén nhan két
qua giai quyét tai Bo phan tiép nhan va tra ho so - Chi cuc An toan vé sinh thyc pham
dé nhan két qua giai quyét thu tuc cong bé phu hop quy dinh an toan thuc pham.

- Cach thire thye hién:

+ Truce tiép tai tru s& cua Chi cuc An toan V€ sinh Thuc phém -S¢ Y té TPHCM

+ Nop ho so theo duong buu dién.

- Thanh phan, s6 lweng hd so:

a) Thanh phan ho so:

* Ho so phap 1y: 01 quyén

* Thanh phan:
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+ Giay dang ky kinh doanh c¢6 nganh nghé kinh doanh thwc pham hoic chimg
nhén phap nhan ddi véi to chire, ca nhan (ban sao ¢6 xac nhan cua to chirc, c4 nhan);

+ Giéy chirng nhan co s¢ du diéu kién an toan thuc phém ddi véi cac co so
thudc ddi twong phai ¢ giay chimg nhan co s& du diéu kién an toan thyc pham theo
quy dinh (ban sao c¢6 x4c nhan cua to chuc, ca nhan);

+ Chung chi phu hop tiéu chuan HACCP hodc ISO 22000 hoic twong duong
trong trudong hop to chirc, ca nhan c¢o hé théng quan ly chat luong duoc chimg nhan
pht hop tiéu chuan HACCP hodc ISO 22000 hoic twong duong (ban sao co cong
chirmg hodc ban sao ¢6 xuat trinh ban chinh dé do6i chiéu).

* Ho so' cong bd phit hop quy dinh: 02 quyén

* Thanh phan:

+ Ban cong bd phu hop quy dinh an toan thuc pham, dwoc quy dinh tai mau sé
02 ban hanh kém theo Nghi dinh 38/2012/ND-CP;

+ Ban thong tin chi tiét vé san pham (Mau s6 03a - doi voi san pham thuc pham;
Mau s6 3¢ doi véi vat lidu bao géi, dung cu tiép xuc truc tiép véi thuc pham) ban
hanh kém theo Nghi dinh 38/2012/ND-CP;

+ Két qua kiém nghiém san pham trong vong 12 thang, gom cac chi tiéu chat
lwong chu yéu, chi tiéu an toan do phong kiém nghiém duoc co quan nha nude ¢o
tham quyén chi dinh hodc phong kiém nghiém doc 1ap dugc cong nhan cap (ban goc
hodc ban sao ¢6 cong chung);

+ K& hoach kiém soat chat luong dwoc xay dung va ap dung theo mau duoc quy
dinh tai MAu sd 04 ban hanh kém theo Nghi dinh 38/2012/ND-CP (¢6 xac nhan cua
td chirc, ca nhan);

+ K& hoach giam sat dinh ky (c6 xac nhan cua td chire, ca nhan);

+ Mau nhén san pham (c6 xac nhan cia to chirc, ca nhan).

b) S6 lwong ho so: 01 (bd phap 1y) va 02 (bd cong bd)

Luu y: Do6i véi to chirc, ca nhan san xuat, kinh doanh san pham tién hanh cong
bo phtt hop quy dinh an toan thye pham tir 2 san pham tré 1én chi phai nop 01 bo hd
so phap ly chung.

- Thoi han gidi quyét: 15 ngay lam viéc ké tir ngdy nhan hd so day di hd so
hop 1€.
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- P6i twong thyce hién thii tuc hanh chinh: T6 chire/Ca nhan.

- Co quan thwe hién thi tuc hanh chinh: Chi cuc An toan Vé sinh Thyc pham
-S6 Y té TP Ho Chi Minh,

- Két qua cua viéc thwe hién thu tuc hanh chinh: Gidy xac nhan hoic van ban
tir ché1 cap giay xac nhan.
- L¢ phi:

+ Phi tham xét hd so cong bd phu hop quy dinh an toan thye pham ddi véi san
pham thuong, phu gia thue pham, chat hd trg ché bién thue pham, vat liéu bao goi va
dung cu tiép xuc tryc tiép thwe pham 1a thye pham bao géi san nham kinh doanh trén
thi truong:

Cong bd lan dau: 500.000d/1 1an/1 san pham

+ Lé phi cap gidy Xac nhan cong bo phu hop quy dinh an toan thue pham

Cap lan dau: 150.000d/1 1an cap/1 san pham

- Tén miu don, miu to khai:

+ Ban cong bd phu hop quy dinh an toan thye pham (mau 02);

+ Ban thong tin chi tiét vé san pham (mau 03a, mau 03c¢);

+ Ké hoach kiém soat chat lwong dwoce x4y dung va ap dung theo mau duoge quy
dinh tai (Mau so 04).

- Yéu cau hoic diéu kién thwe hién thii tuc hanh chinh: khong ¢6

- Can ctr phap ly cuaa thu tuc hanh chinh:

* Luat An toan thuc phém, co hiéu luc tir ngay 01 thang 7 nam 2011;

* Nghi dinh s6 38/2012/ND-CP ngay 25/4/2012 cua Chinh phi vé quy dinh chi

tiét thi hanh mot sb diéu ciia Luat An toan thuc phém, co hiéu luc tir ngay 11 thang 6
nam 2012;

* Thong tw 19/2012/TT-BYT cua Bo Y té ngay 09/11/2012 hudéng dan cong bd
hop quy va coéng bd phu hop quy dinh an toan thwe pham, c¢6 hiéu luc tir ngay 25
thang 12 nam 2012;

* Thong tu 149/2013/TT-BTC cua B Tai chinh ngay 29/10/2013 quy dinh muc

thu, ndp, quan ly va sir dung phi, 16 phi quan ly An toan Vé sinh thuc pham, cé hiéu
lwc ngay 16/12/2013.
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Maiu s6 02

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

BAN CONG BO HQP QUY HOAC CONG BO PHU HQP
QUY PINH AN TOAN THUC PHAM

SO

Tén tO chirc, cA nhaAn: ... ... ...
Daa Cl: o
biénthoat: ........ .. FAX

Eemadl .
CONG BO:

SAN PRAIIL . oottt e e

Xuat xt: tén va dia chi, dién thoai, fax, email ctia nha san xuét (déi v&1 san phém
nhap khau phai ¢o6 tén nudc xuat x1r)

Phu hop véi quy chuan k¥ thudt/quy dinh an toan thwe pham (56 hiéu, ky hiéu, tén
goi)

Phuong thue danh gia sy phu hop (d6i voi trudng hop cong bd hop quy):

Chung t6i xin cam két thuc hién ché d6 kiém tra va kiém nghiém dinh ky theo quy

dinh hién hanh va hoan toan chiu trach nhiém vé tinh phu hop cua san pham da
cong bo.
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Maiu s 03a
BAN THONG TIN CHI TIET VE SAN PHAM

TEN CO QUAN ) -
CHU QUAN Tén nhom san pham SO: cevieiiiiiennnnnns
Tén to chirc, ca nhan Tén san pham

1. Yéu cau ky thuat;

1.1. Céc chi tiéu cam quan:

- Trang thai: (ghi 16 thé ran, 16ng, dic va tinh dong déu nhu khong vén cuc,...)
- Mau sic: (m6 ta dai mau co thé tir khi san pham hoan thanh dén khi hét han)
- Mui vi: (mo ta mui vi ciia san pham)

- Trang thai dac trung khac néu co

1.2. Céc chi tiéu chat lugng chii yéu (1 yéu cau k¥ thudt cuia nha san xuat):

Vi du:

TT Tén chi tiéu Pon vi tinh Mikc cong bd
1 |Doam
Ham lugng protein

* Hudng dan:

- Chi tiéu chat luong chu yéu, chi tiéu chi diém chat lwong 1a nhitng chi tiéu on
dinh va dé kiém soat, gia tr1 dinh dudng.

- D6 4m hodic ham lrong nude twr do ddi véi san phém kho, thé rin hoic hon
hop; pH ddi véi san pham dang 16ng, sét.

- Ham luong chat ran trén tong trong luong thue doi véi san pham & dang hon
hop.

- Ham luong tro d6i véi san pham hon hop nhiéu thanh phan cau tao & cac thé
khac nhau khi phéi tron.

- Chi tiéu chi diém su phan hiy cua san pham doi véi cac san pham giau chat
béo, chat dam (vi du: ham lwong NH; d6i v6i san pham thit; 6 6i khét, phan tng
Kreiss dbi voi dau, md,...)

1.3. Céc chi tiéu vi sinh vat (4p dung theo quy chuan k¥ thuat hodc quy dinh an
toan thuc phém):

Vi du:
TT Tén chi tiéu Pon vi tinh Mike ti da
1 Téng sb vi sinh véat hiéu khi CFU/g hoac ml

L. Coli CFU/g hoac ml

* Huéng dan:
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- Murc t6i da 13 mirc ma doanh nghiép cong bo nam trong gidi han cho phép
trong sudt thoi gian lvu hanh san pham va khong dugce vuot qua mac quy dinh vé vé
sinh d6i véi nhom san pham hay san pham di dugc quy dinh bit bude ap dung theo
quy chuan k¥ thuat hodc quy dinh an toan thyc pham.

1.4. Ham luong kim loai nang (ap dung theo quy chuan k¥ thuat hodc quy dinh
an toan thuc pham):

Vi du:
TT Tén chi tiéu Pon vi tinh Mikc t0i da
1 Arsen ppm
Chi ppm

1.5. Ham luwong héa chat khong mong mudn (héa chat bao vé thuc vat, hoa chat
khac).

* Hu’é’nqu?m: ghi 18 ap dung theo quy chuan ky thuat hodc quy dinh d6i véi
nhom thwre pham nao.

2. Thanh phan cau tao:

* Hudng dan: liét ke tat ca nguyén liéu va phu gia thwe phém dugc sir dung
trong san xuat thurc phém, duogc liét ké tbeo tho tu giém dan v€ khoi lwong. Néu
nguyén liéu chinh dugce lay lam tén san pham thi c6 the ghi ty trong % trir trudong hop
da ghi trén thanh phan chinh gan tén san pham.

3. Thoi han st dung (c6 néu rd vi tri ghi & dau trén bao bi cua san pham ban 1¢).

4. Hudng dan sir dung va bao quan: ké khai day du cach ché bién, cach dung, ddi
twong sir dung, khuyén cao néu c¢é va cach bao quan.

5. Chat liéu bao bi va quy cach bao goi.

6. Quy trinh san xuat (co thuyet minh chi tiét quy trinh san xuét): Pua vao phan
phu luc cua ban thong tin chi tiét vé san pham.

7. Cac bién phap phan biét that, gia (néu co).

8. Noi dung ghi nhan: phai phu hop véi cac quy dinh phap luat vé ghi nhan hang
hoéa thyre pham.

9. Xuat x{r va thwrong nhan chiu trach nhiém vé chat luong hang hoa

* Hueong dan: Xuat x 1a noi san pham dwoc dong géi va dan nhan hoan chinh.

- Dbi véi thue phém nhap khau:

+ Xuat x{r: tén nha san xuat va nudc xuat xu.

+ Tén va dia chi cta t6 chirc, ca nhan cong b, nhap khau, phan phéi doc quyén.

- D6i voi san pham trong nude:

+ Tén va dia chi cta: to chirc, ca nhan cong b, san xuat, phan phdi ddc quyén.

. ., hgay ... thdng .. .. nam... ...
DAI DIEN TO CHUC, CA NHAN
(Ky tén, chiec vu, dong dau)
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Maiu s6 03¢

BAN THONG TIN CHI TIET VE SAN PHAM POI VOI DUNG CU,
VAT LIEU BAO GOI, CHUA PUNG THUC PHAM

TEN CO QUAN A 5.
CHU QUAN Tén nhom SO cevviiiiniiinnn
Tén t6 chirc, ca nhan Tén san pham

1. Yéu cau k¥ thuat:

1.1. Céc chi tiéu cam quan:
- Trang thai:

- Mau séc:

- Mui vi:

- Cac dac tinh khac:

1.2. Cac chi tiéu vé murc thél nhiém

Vi du:

TT Tén chi tiéu

Pon vi tinh

Mirc cong bo

1 Ham luong can kho

Ham luong chat thoi nhiém

2. Thanh phan cau tao (gom tat ca nguyén liéu va phu gia dugc st dung trong

ché bién, duoc liét ké theo thi tw giam dan vé khoi lwong).

3. Huéng dan sir dung.

4. Chat liéu bao bi va quy cach bao goi.
5. Quy trinh san xuat (co thuyet minh chi tiét quy trinh san xuat): Pua vao phan
phu luc cuia Ban Thong tin chi tiét vé san pham

6. Cac bién phap phan biét that,

gia (néu cb).

7. No1 dung ghi nhén (hodc nhan dang Iwu hanh) phai phu hop vo1 quy dinh cia
phap luat vé ghi nhan hang hoa thuc pham.
8. Xuat x{r va thwong nhan chiu trach nhiém vé chat lwong hang hoa:

* Huéng dan:

- Dbi véi thue phém nhap khau:

+ Xuat x1r: t€n nha san xuat va nudc xuat xir.
+ Tén va dia chi cua td chirc, ca nhan cong b6, nhap khau, phan phdi doc quyén.

- D61 vo1 san pham trong nudc:

+ Tén va dia chi cua té chirc, ca nhan cong bo, san xuat, phan phoi ddc quyén.

., hgay ...

thing ... ... nam... ...

DAI DIEN TO CHUC, CA NHAN
(Ky tén, chiec vu, dong dau)
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2. Thii tuc cip lai gidy xdc nhin cong bé phu hop quy dinh an toan thuc
phg'im

- Trinh ty thwe hién:

* Budc 1: T6 chirc, ca nhan chuan bi ho so theo quy dinh va ndp ho so tai B
phan tiép nhan va tra hd so cua Chi cuc An toan Vé sinh Thuce phém (dia chi: sb 59,
duong Nguyén Thi Minh Khai, quan 1), vao cic ngdy 1am viéc tir thir hai dén tha sau
(budi sang tir 07 gid 30 phit dén 11 gio 30 phit, budi chiéu tir 13 gio 00 phut dén 17
gio 00 phut)

* Bugce 2: Chi cuc An toan Vé sinh Thuc phém tiép nhan ho so, kiém tra tinh
day du va hop 18 ciia cac gidy to ¢d trong ho so:

+ Trudong hop hd so day du va hop 16 theo quy dinh thi cap Bién nhan ho so;

+ Trudong hop ho so chua day di va hop 16 thi huéng dan to chie, ca nhan bo
sung va hoan thién ho so.

* Bude 3: Trong vong 07 ngay lam viée tir khi nhan du ho so hop 1¢, Chi cuc An
toan Vé sinh Thyc pham cap lai Gidy Xac nhan cong bd phu hop quy dinh an toan
thuc phém; treong hop khong cép lai Giéy Xac nhan, Chi cuc An toan Vé sinh Thuc
pham phai tra 101 bang vin ban 1y do khong cap lai.

* Bude 4: To chire, ca nhan can ¢t vao ngay hen trén Bién nhan dén nhan két
qua giai quyét tai BO phén tiép nhén va tra hd so - Chi cuc An toan vé sinh thyc pham
dé nhan két qua giai quyét thu tuc cap lai gidy xac nhan cong bd phi hop quy dinh an
toan thuc phém.

- Cach thirc thuc hién:

+ Truc tiép tal tru s& cua Chi cuc An toan Vé sinh Thuc phém - S¢ Y té
TPHCM,;

+ Nop ho so theo duong buu dién.

- Thanh phan, s6 lweng hd so:

a) Thanh phan ho so:

- Pon @ nghi cap lai Gidy Xac nhan céng bd phu hop quy dinh an toan thwe
pham theo mau 05 (cé xac nhan cuia to chure, cd nhan);

- Gidy X4c nhan cong bo phi hop quy dinh an toan thuc pham 1an gan nhat (ban
$a0);
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- Két qua kiém nghiém san pham dinh ky do phong kiém nghiém dugc cong
nhan do co quan nha nude ¢6 tham quyén chi dinh (ban sao c6 cong chimg hoic ban
sao ¢6 xuat trinh ban chinh dé d6i chiéu):

+ 01 lan/nam d6i véi co s ¢d mot trong cac chimg chi vé hé théng quan ly chat
luwong tién tién: GMP, HACCP, ISO 22000 va tuong duong.

+ 02 lan/nam doé1 voi cac co s khong c¢éd cac chung chi trén.

- Chimg chi phu hop tiéu chuan HACCP hodc ISO 22000 hoic twong duong
trong trudong hop to chirc, ca nhan c¢o hé théng quan ly chat luong duoc chimg nhan
pht hop tiéu chuan HACCP hodc ISO 22000 hoic twong duong (ban sao co cong
chirng hodc ban sao ¢6 xuat trinh ban chinh dé doéi chiéu);

b) S6 lwong ho so: 01 bd.
- Théi han giai quyét: 07 ngay lam viéc ké tir ngay nhan da ho so hop 1€
- P6i twong thyce hién thi tuc hanh chinh: T6 chire/Ca nhan.

- Co quan thwe hién thi tuc hanh chinh: Chi cuc An toan Vé sinh Thyc pham
-S6'Y té TP Ho Chi Minh,

- Két qua caia viéc thwe hién tha tuc hanh chinh: Gidy Xac nhan hoac tra 1oi
bang vin ban 1y do khong cép lai.

- Lé phi:

+ Phi tham xét hd so cong bd phu hop quy dinh an toan thye pham ddi véi san
pham thuong, phu gia thue pham, chat hd trg ché bién thue pham, vat liéu bao goi va
dung cu tiép xuc tryc tiép thwe pham 1a thye pham bao géi san nham kinh doanh trén
thi truong:

Cong b lai: 300.000d/1 1an/1 san pham

+ Lé phi cap gidy Xac nhan cong bo phu hop quy dinh an toan thue pham
Cap lai (gia han): 150.000d/1 1an cap/1 san pham

- Tén miu don, miu to khai:

+ Don dé nghi cap lai Gidy Xac nhan cong bd phu hop quy dinh an toan thuc
pham mau s6 05

- Yéu cau hoic diéu kién thwe hién thii tuc hanh chinh: khong ¢6

- Can ctr phap ly cuaa thu tuc hanh chinh:
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* Luat An toan thuc phém, co hiéu luc tir ngay 01 thang 7 nam 2011;

* Nghi dinh s6 38/2012/ND-CP ngay 25/4/2012 cua Chinh phi vé quy dinh chi
tiét thi hanh mot sb diéu ciia Luat An toan thuc phém, co hiéu luc tir ngay 11 thang 6
nam 2012;

* Thong tw 19/2012/TT-BYT cua Bo Y té ngay 09/11/2012 hudéng dan cong bd
hop quy va coéng bd phu hop quy dinh an toan thwe pham, c¢6 hiéu luc tir ngay 25
thang 12 nam 2012;

* Thong tu 149/2013/TT-BTC cua B Tai chinh ngay 29/10/2013 quy dinh muc
thu, ndp, quan ly va sir dung phi, 16 phi quan ly An toan Vé sinh thuc pham, cé hiéu
lwc ngay 16/12/2013.
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Maiu s6 05

TEN TO CHUC, CA NHAN CONG HOA XA HOI CHU NGHIA VIET NAM
—_— Déc lap - Tu do - Hanh phuc

S6: ... i e, QY. .. thdng ... nam ... ..

DON DPE NGHI CAP LAI GIAY TIEP NHAN BAN CONG BO
HQP QUY HOAC GIAY XAC NHAN CONG BO PHU HQP
QUY DINH AN TOAN THU'C PHAM

Kinh giri: (Tén co quan cip Gidy Tiép nhan hoic Gidy Xac nhén)

... “Tén t6 chikc, cd nhdn” .... da duoc cap Gidy Tiép nhan ban cong bd hop
quy hoac Giay Xac nhan céng boé phu hop quy dinh an toan thuc pham Giay so6
........... ,ngay .......thang .......nam ........do ........... “Tén co quan xac nhan

cong bd phu hop quy dinh an toan thyc pham hodc tiép nhan ban céng bd hop
quy’.... cap.

Nay, ching t6i 1am don nay dé nghi quy co quan cap lai Giay Tiép nhén ban
cong bd hop quy hodac Gidy Xac nhan cong bo phu hop quy dinh an toan thye pham.

Ho so dé nghi cap lai gom:

1. Pon dé nghi cap lai Gidy Tiép nhan ban cong bd hop quy hoidc Giay Xac
nhan cong b phu hop quy dinh an toan thye pham.

2. Phiéu két qua xét nghiém dinh ky d6i véi san pham.

3. Ching chi phi hop tiéu chuan HACCP hodc ISO 22000 hoic twong dwong
trong truong hop t6 chirc, ca nhan san xuat san pham c¢é hé thong quan ly chat luong
dugc chirng nhéan phu hop tidu chuan HACCP hoic ISO 22000 hoic twong duong.

4. Giay Xac nhan cong bo phu hop quy dinh an toan thue pham hoic Giay Tiép
nhan ban céng bo hop quy di duoc cap lan trudc.

Chiing t6i lam don nay kinh d& nghi quy co quan cap lai Gidy Xac nhan cong
b6 phit hop quy dinh an toan thue pham hodc Giay Tiép nhan ban cong bd hop quy.

Chiing t6i cam két bao dam tinh phu hop cta san pham nhu d3 cong bo.

. ., ngay ... thang ... . nam... ...
DAI DIEN TO CHUGC, CA NHAN
(Ky tén, chirc vu, dong ddu)
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3. Thii tuc Cong bd hop quy ddi véi san phadm da c6 quy chuin ky thuat

- Trinh ty thwe hién:

* Budc 1: T6 chirc, ca nhan chuan bi ho so theo quy dinh va ndp ho so tai B
phan tiép nhan va tra hd so cua Chi cuc An toan Vé sinh Thue phém (dia chi: sb 59,
duong Nguyén Thi Minh Khai, quan 1), vao cic ngdy 1am viéc tir thir hai dén tha sau
(budi sang tir 07 gid 30 phit dén 11 gio 30 phit, budi chiéu tir 13 gio 00 phut dén 17
gio 00 phut)

* Bugce 2: Chi cuc An toan Vé sinh Thuc phém tiép nhan ho so, kiém tra tinh
day du va hop 18 ciia cac gidy to ¢d trong ho so:;

+ Trudong hop hd so day du va hop 16 theo quy dinh thi cap Bién nhan ho so;

+ Truong hop hd so chwa ddy du hodc chua hop 1€ thi hudéng dan to chirc, ca
nhan bd sung va hoan thién ho so.

* Bude 3: Trong vong 07 ngay lam viée tir khi nhan du ho so hop 1¢, Chi cuc An
toan Vé sinh Thuc pham cap Gidy Tiép nhan cong bd hop quy; treong hop khong cap
Giay Tiép nhan, Chi cuc An toan Vé sinh Thyc pham phai tra 101 bang vian ban ly do
khong cap.

* Bude 4: TH chirc, ca nhan can cir vao ngay hen trén Bién nhan dén nhan két
qua giai quyét tai BO phén tiép nhén va tra hd so - Chi cuc An toan vé sinh thyc pham
dé nhan két qua giai quyét thu tuc cong bd hop quy.

- Cach thirc thwe hién: Truc tiép tai tru s& cua Chi cuc An toan V€ sinh Thuc
pham - S& Y té€ Thanh phd H6 Chi Minh

- Thanh phan, s6 lweng hd so:
a) Thanh phan ho so:

* Ho so’ phap 1y:

* Thanh phan:

+ Giay dang ky kinh doanh c¢6 nganh nghé kinh doanh thuc pham hoic chimng
nhén phap nhan ddi véi to chire, ca nhan (ban sao c6 xac nhan cua to chirc, ca nhan);

+ Giéy chirng nhan co s¢ du diéu kién an toan thuc phém ddi véi cac co so
thudc ddi twong phai ¢ giay chimg nhan co s& du diéu kién an toan thyc pham theo

quy dinh (ban sao ¢ xac nhan cua to6 chirc, ca nhan);
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+ Chung chi phu hop tiéu chuan HACCP hodc ISO 22000 hoic twong duong
trong trudong hop to chirc, ca nhan c¢o hé théng quan ly chat luong duoc chimg nhan
pht hop tiéu chuan HACCP hodc ISO 22000 hoic twong duong (ban sao co cong
chirmg hodc ban sao ¢6 xuat trinh ban chinh dé do6i chiéu).

* Ho so cong bd hop quy

Truwong hop 1: Cong bd hop quy dua trén két qua chirng nhin hep quy cia
t6 chirc chieng nhin hop quy dwec chi dinh (bén thi 3), ho so gom:

- Ban cong bd hop quy duoc quy dinh tai Mau s6 02 ban hanh kém theo Nghi
dinh 38/2012/ND-CP;

- Ban thong tin chi tiét san phém, duoc quy dinh tai Mau sb 03a hodac Mau s
03c ban hanh kém theo Nghi dinh 38/2012/ND-CP (c6 dong dau giap lai cia bén thw
ba);

- Chirng chi chung nhan sy phu hgp ctia bén thir ba (ban sao ¢6 cong chung hoac
ban sao ¢o6 xuat trinh ban chinh dé doi chiéu);

Trwong hop 2: Cong bé hop quy dwa trén két qua tw danh gia caa to chirc,
c4 nhan san xuit, kinh doanh thwe pham (bén thir 1), ho so gom:

- Ban cong bd hop quy duoc quy dinh tai Mau s6 02 ban hanh kém theo Nghi
dinh Nghi dinh 38/2012/ND-CP;

- Ban théng tin chi tiét vé san phém, duoc quy dinh tai Mau s6 03a hodc Mau sb
03¢ ban hanh kém theo Nghi dinh 38/2012/ND-CP;

- Két qua kiém nghiém san pham trong vong 12 thang, gdm cac chi tiéu theo yéu
cau cua quy chuan k¥ thuat twong tmg; do cac d6i tuong sau cap: Phong kiém nghiém
dugce co quan nha nudc cod tham quyén chi dinh hoac phong kiém nghiém doc 1ap
duoc cong nhan (ban gbc hodc ban sao ¢ cong chimg); hodc Phong kiém nghiém cua
nude xuat xir dwoc co quan co tham quyén tai Viét Nam thtra nhan (ban géc hodac ban
sao c6 cong chung hodc hop phap hoéa lanh su);

- K& hoach kiém soat chat luong duoc xay dung va ap dung theo mau duoc quy
dinh tai Mau sd 04 ban hanh kém theo Nghi dinh 38/2012/ND-CP (ban xac nhan cua
bén thir nhat);

- Ké hoach giam sat dinh ky (ban xac nh4n ciia bén thtr nhat);

- B4o cao danh gia hop quy (ban xac nhan cua bén thit nhat);
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Luu y: Doi voi t6 chie, ca nhan san xuat, kinh doanh san pham tién hanh cong
bb hop quy thwe pham tir 02 san pham try 18n chi phai ndp 01 by hd so phap ly
chung.

b) S6 lwong ho so: 01 (bd) phap 1y va 02 (bd) cong bd hop quy
- Thoi han giai quyét: 07 ngay lam viéc ké tir ngay nhan du ho so hop 16
- Pbi twong thwe hién thi tuc hanh chinh: T6 chirc/Ca nhan.

- Co quan thyc hién thi tuc hanh chinh: Chi cuc An toan Vé sinh Thyc pham
-S& Y té TP HO Chi Minh.,

- Két qua ciia viéc thwe hién thi tuc hanh chinh: Gidy Tiép nhan hoic vin
ban tra 161 1y do khong cap.

- Lé phi:

+ Phi tham xét hd so cong bd hop quy cua bén thi nhat (1) cong bd ddi voi thuce
pham thuong (bao gdm ca chat phu gia thye pham, chat hd trg ché bién thye pham,
vat liéu bao goi va dung cu tiép xuc truc tiép thye pham.

Cong b6 1an dau: 500.000d/1 1an/1 san pham

- Tén miu don, miu to khai:

+ Ban cong bd hop quy, mau 02;

+ Ban thong tin chi tiét vé san pham, mau 03a hoic mau 03c;

+ K& hoach kiém soat chat luong, mau 04.

- Yéu céu hoiic diéu kién thwe hién tha tuc hanh chinh: khong ¢6
- Can cir phap ly cua thu tuc hanh chinh:

* Luat An toan thuc phém, co hiéu luc tir ngay 01 thang 7 nam 2011;

* Nghi dinh s6 38/2012/ND-CP ngay 25/4/2012 cua Chinh phi vé quy dinh chi
tiét thi hanh mot sb diéu ciia Luat An toan thuc phém, co hiéu luc tir ngay 11 thang 6
nam 2012;

* Thong tw 19/2012/TT-BYT cua Bo Y té ngay 09/11/2012 hudéng dan cong bd
hop quy va coéng bd phu hop quy dinh an toan thwe pham, c¢6 hiéu luc tir ngay 25
thang 12 nam 2012;

* Thong tu 149/2013/TT-BTC cua B Tai chinh ngay 29/10/2013 quy dinh muc
thu, ndp, quan ly va sir dung phi, 16 phi quan ly An toan Vé sinh thuc pham, cé hiéu
lwc ngay 16/12/2013.
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Maiu s6 02

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

BAN CONG BO HQP QUY HOAC CONG BO PHU HQP
QUY PINH AN TOAN THUC PHAM

SO

Tén tO chirc, cA nhaAn: ... ... ...
Daa Cl: o
biénthoat: ........... . FAX

Ermiadl .
CONG BO:

SAN PRAIL .o oo e et e e

Xuat xt: tén va dia chi, dién thoai, fax, email ctia nha san xuét (déi v&1 san phém
nhap khau phai ¢o6 tén nudc xuat x1r)

Phu hop véi quy chuan k¥ thudt/quy dinh an toan thwe pham (56 hiéu, ky hiéu, tén
goi)

Phuong thue danh gia sy phu hop (d6i voi trudng hop cong bd hop quy):

Chung t6i xin cam két thuc hién ché d6 kiém tra va kiém nghiém dinh ky theo quy

dinh hién hanh va hoan toan chiu trach nhiém vé tinh phu hop cua san pham da
cong bo.
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Maiu s 03a
BAN THONG TIN CHI TIET VE SAN PHAM

TEN CO QUAN ) -
CHU QUAN Tén nhom san pham SO: cevieiiiiiennnnnns
Tén to chirc, ca nhan Tén san pham

1. Yéu cau ky thuat;

1.1. Céc chi tiéu cam quan:

- Trang thai: (ghi 16 thé ran, 16ng, dic va tinh dong déu nhu khong vén cuc,...)
- Mau sic: (m6 ta dai mau co thé tir khi san pham hoan thanh dén khi hét han)
- Mui vi: (mo ta mui vi ciia san pham)

- Trang thai dac trung khac néu co

1.2. Céc chi tiéu chat lugng chii yéu (1 yéu cau k¥ thudt cuia nha san xuat):

Vi du:

TT Tén chi tiéu Pon vi tinh Mikc cong bd
1 |Doam
Ham lugng protein

* Huéng dan:

- Chi tiéu chat luong chu yéu, chi tiéu chi diém chat lwong 1a nhitng chi tiéu on
dinh va dé kiém soat, gia tr1 dinh dudng.

- D6 4m hodic ham lrong nude twr do ddi véi san phém kho, thé rin hoic hon
hop; pH ddi véi san pham dang 16ng, sét.

- Ham luong chat ran trén tong trong luong thue doi véi san pham & dang hon
hop.

- Ham luong tro d6i véi san pham hon hop nhiéu thanh phan cau tao & cac thé
khac nhau khi phéi tron.

- Chi tiéu chi diém su phan hiy cua san pham doi véi cac san pham giau chat
béo, chat dam (vi du: ham lwong NH; d6i v6i san pham thit; 6 6i khét, phan tng
Kreiss dbi voi dau, md,...)

1.3. Céc chi tiéu vi sinh vat (4p dung theo quy chuan k¥ thuat hodc quy dinh an
toan thuc phém):

Vi du:
TT Tén chi tiéu Pon vi tinh Mike ti da
1 Téng sb vi sinh véat hiéu khi CFU/g hoac ml

L. Coli CFU/g hoac ml

* Huéng dan:
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- Murc t6i da 13 mirc ma doanh nghiép cong bo nam trong gidi han cho phép
trong sudt thoi gian lvu hanh san pham va khong dugce vuot qua mac quy dinh vé vé
sinh d6i véi nhom san pham hay san pham di dugc quy dinh bit bude ap dung theo
quy chuan k¥ thuat hodc quy dinh an toan thyc pham.

1.4. Ham luong kim loai nang (ap dung theo quy chuan k¥ thuat hodc quy dinh
an toan thuc pham):

Vi du:
TT Tén chi tiéu Pon vi tinh Mikc t0i da
1 Arsen ppm
Chi ppm

1.5. Ham luwong héa chat khong mong mudn (héa chat bao vé thuc vat, hoa chat
khac).

* Hu’é’nqu?m: ghi 18 ap dung theo quy chuan ky thuat hodc quy dinh d6i véi
nhom thwre pham nao.

2. Thanh phan cau tao:

* Hudng dan: liét ke tat ca nguyén liéu va phu gia thwe phém dugc sir dung
trong san xuat thurc phém, duogc liét ké tbeo tho tu giém dan v€ khoi lwong. Néu
nguyén liéu chinh dugce lay lam tén san pham thi c6 the ghi ty trong % trir trudong hop
da ghi trén thanh phan chinh gan tén san pham.

3. Thoi han st dung (c6 néu rd vi tri ghi & dau trén bao bi cua san pham ban 1¢).

4. Hudng dan sir dung va bao quan: ké khai day du cach ché bién, cach dung, ddi
twong sir dung, khuyén cao néu c¢é va cach bao quan.

5. Chat liéu bao bi va quy cach bao goi.

6. Quy trinh san xuat (co thuyet minh chi tiét quy trinh san xuét): Pua vao phan
phu luc cua ban thong tin chi tiét vé san pham.

7. Cac bién phap phan biét that, gia (néu co).

8. Noi dung ghi nhan: phai phu hop véi cac quy dinh phap luat vé ghi nhan hang
hoéa thyre pham.

9. Xuat x{r va thwrong nhan chiu trach nhiém vé chat luong hang hoa

* Hueong dan: Xuat x 1a noi san pham dwoc dong géi va dan nhan hoan chinh.

- Dbi véi thue phém nhap khau:

+ Xuat x{r: tén nha san xuat va nudc xuat xu.

+ Tén va dia chi cta t6 chirc, ca nhan cong b, nhap khau, phan phéi doc quyén.

- D6i voi san pham trong nude:

+ Tén va dia chi cta: to chirc, ca nhan cong b, san xuat, phan phdi ddc quyén.

. ., hgay ... thdng .. .. nam... ...
DAI DIEN TO CHUC, CA NHAN
(Ky tén, chiec vu, dong dau)
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Maiu s6 03¢

BAN THONG TIN CHI TIET VE SAN PHAM POI VOI DUNG CU,
VAT LIEU BAO GOI, CHUA PUNG THUC PHAM

TEN CO QUAN A 5.
CHU QUAN Tén nhom SO cevviiiiniiinnn
Tén t6 chirc, ca nhan Tén san pham

1. Yéu cau k¥ thuat:

1.1. Céc chi tiéu cam quan:
- Trang thai:

- Mau séc:

- Mui vi:

- Cac dac tinh khac:

1.2. Cac chi tiéu vé murc thél nhiém

Vi du:

TT Tén chi tiéu

Pon vi tinh

Mirc cong bo

1 Ham luong can kho

Ham luong chat thoi nhiém

2. Thanh phan cau tao (gom tat ca nguyén liéu va phu gia dugc st dung trong
ché bién, duoc liét ké theo thur tu giam dan vé khoi luong).

3. Huéng dan sir dung.

4. Chat liéu bao bi va quy cach bao goi.

5. Quy trinh san xuat (co thuyet minh chi tiét quy trinh san xuat): Pua vao phan

phu luc cuia Ban Thong tin chi tiét vé san pham

6. Cac bién phap phan biét that,
7. N61 dung ghi nhan (hoic nhan dang luu hanh) phai phu hop vé1 quy dinh cua

gia (néu cb).

phap luét vé ghi nhin hang hoa thuc pham.
8. Xuat x{r va thwong nhan chiu trach nhiém vé chat lwong hang hoa:

* Huéng dan:

- Dbi véi thue phém nhap khau:

+ Xuat xur: tén nha san xuat va nudge xuat xiu.

+ Tén va dia chi cua td chirc, ca nhan cong b6, nhap khau, phan phdi doc quyén.

- D61 vo1 san pham trong nudc:

+ Tén va dia chi cua té chirc, ca nhan cong bo, san xuat, phan phoi ddc quyén.

., hgay ...

thing ... ... nam... ...

DAI DIEN TO CHUC, CA NHAN
(Ky tén, chiec vu, dong dau)
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4. Thi tuc cép lai Gidy Tiép nhan ban cong bd hop quy
- Trinh ty thwe hién:

* Budc 1: T6 chirc, ca nhan chuan bi ho so theo quy dinh va ndp ho so tai B
phan tiép nhan va tra hd so cua Chi cuc An toan Vé sinh Thuce phém (dia chi: sb 59,
duong Nguyén Thi Minh Khai, quan 1), vao cic ngdy 1am viéc tir thir hai dén tha sau
(budi sang tir 07 gid 30 phit dén 11 gio 30 phit, budi chiéu tir 13 gio 00 phut dén 17
gio 00 phut)

* Bugce 2: Chi cuc An toan Vé sinh Thuc phém tiép nhan ho so, kiém tra tinh
hop 1¢ va day du cua cac gidy to c6 trong hd so:

+ Trudong hop hd so hop 16 va day du theo quy dinh thi cap Bién nhan ho so;

+ Truong hop hd so chwa ddy du hodc chua hop 1€ thi hudéng dan to chirc, ca
nhan bd sung va hoan thién ho so.

* Bude 3: Trong vong 07 ngay lam viée tir khi nhan du ho so hop 1¢, Chi cuc An
toan Vé sinh Thuc pham cap lai Gidy Tiép nhan cong bd hop quy; truong hop khong
cép lai Giéy Tiép nhan, Chi cuc An toan V& sinh Thuc phém phai tra loi béng van
ban 1y do khong cap lai.

* Bude 4: TH chirc, ca nhan can cir vao ngay hen trén Bién nhan dén nhan két
qua giai quyét tai BO phén tiép nhén va tra hd so - Chi cuc An toan vé sinh thyc pham
dé nhan két qua giai quyét tha tuc cap lai Gidy Tiép nhan ban cong bd hop quy

- Cach thirc thwe hién: Truc tiép tai tru s& cua Chi cuc An toan V€ sinh Thuc
pham - S& Y té€ Thanh phd H6 Chi Minh

- Thanh phan, s6 lweng hd so:

a) Thanh phan ho so:

- Bon @& nghi cap lai Gidy Tiép nhan ban cong bd hop quy theo mau duge quy
dinh tai Mau s6 05 (c6 xac nhan cua td chirc, ¢4 nhan);

- Gidy Tiép nhan ban cong bd hop quy 1an gan nhat (ban sao);

- Két qua kiém nghiém san pham dinh ky do phong kiém nghiém dugc cong
nhan do co quan nha nude ¢6 tham quyén chi dinh (ban sao c6 cong chimg hoic ban
sao ¢6 xuat trinh ban chinh dé d6i chiéu):

+ 01 lan/nam d6i véi co s ¢d mot trong cac chimg chi vé hé théng quan ly chat
luwong tién tién: GMP, HACCP, ISO 22000 va tuong duong;
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+ 02 lan/nam d6i véi cac co so khong cd cac chimg chi trén.

- Chimg chi phu hop tiéu chuan HACCP hodc ISO 22000 hoic twong duong
trong trudong hop to chirc, ca nhan c¢o hé théng quan ly chat luong duoc chimg nhan
pht hop tiéu chuan HACCP hodc ISO 22000 hoic twong duong (ban sao co cong
chirng hodc ban sao ¢6 xuat trinh ban chinh dé doéi chiéu);

b) S6 lwong ho so: 01 bd.

- Théi han giai quyét: 07 ngay lam viéc ké tir ngay nhan da ho so hop 1€

- P6i twong thyce hién thi tuc hanh chinh: T6 chire/Ca nhan.

- Co quan thwe hién thi tuc hanh chinh: Chi cuc An toan Vé sinh Thyc pham
- S6'Y té TP HO Chi Minh,

- Két qua ciia viéc thwe hién tha tuc hanh chinh: Gidy Tiép nhan hoic vin
ban tra 1o 1y do khong cap lai.

- L¢ phi:

+ Phi tham xét hd so cong bd hop quy cua bén thi nhat (1) cong bd ddi voi thuce
pham thuong (bao gdm ca chat phu gia thye pham, chat hd trg ché bién thye pham,
vat liéu bao goi va dung cu tiép xuc truc tiép thue pham.

Cong bo lai: 300.000d/1 1an/1 san pham

- Tén miu don, miu to khai:

+ Pon dé nghi cap lai Gidy tiép nhan ban cong bd hop quy, mau 05

- Yéu céu hoiic diéu kién thwe hién tha tuc hanh chinh: khong ¢6

- Can ctr phap ly cuaa thu tuc hanh chinh:

* Luat An toan thuc phém, co hiéu luc tir ngay 01 thang 7 nam 2011;

* Nghi dinh s6 38/2012/ND-CP ngay 25/4/2012 cua Chinh phi vé quy dinh chi

tiét thi hanh mot sb diéu ciia Luat An toan thuc phém, co hiéu luc tir ngay 11 thang 6
nam 2012;

* Thong tw 19/2012/TT-BYT cua Bo Y té ngay 09/11/2012 hudéng dan cong bd
hop quy va coéng bd phu hop quy dinh an toan thwe pham, c¢6 hiéu luc tir ngay 25
thang 12 nam 2012;

* Thong tu 149/2013/TT-BTC cua B Tai chinh ngay 29/10/2013 quy dinh muc

thu, ndp, quan ly va sir dung phi, 16 phi quan ly An toan Vé sinh thuc pham, cé hiéu
lwc ngay 16/12/2013.
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Maiu s6 05

TEN TO CHUC, CA NHAN CONG HOA XA HOI CHU NGHIA VIET NAM
—_— Déc lap - Tu do - Hanh phuc

S6: ... i e, QY. .. thdng ... nam ... ..

DON DPE NGHI CAP LAI GIAY TIEP NHAN BAN CONG BO
HQP QUY HOAC GIAY XAC NHAN CONG BO PHU HQP
QUY DINH AN TOAN THU'C PHAM

Kinh giri: (Tén co quan cip Gidy Tiép nhan hoic Gidy Xac nhén)

... “Tén t6 chikc, cd nhdn” .... da duoc cap Gidy Tiép nhan ban cong bd hop
quy hoac Giay Xac nhan céng boé phu hop quy dinh an toan thuc pham Giay s6
........... ,ngay .......thang .......nam ........do ........... “Tén co quan xac nhan

cong bd phu hop quy dinh an toan thyc pham hodc tiép nhan ban céng bd hop
quy’.... cap.

Nay, ching t6i 1am don nay dé nghi quy co quan cap lai Giay Tiép nhén ban
cong bd hop quy hodac Gidy Xac nhan cong bo phu hop quy dinh an toan thye pham.

Ho so dé nghi cap lai gom:

1. Pon dé nghi cap lai Gidy Tiép nhan ban cong bd hop quy hoidc Giay Xac
nhan cong b phu hop quy dinh an toan thye pham.

2. Phiéu két qua xét nghiém dinh ky d6i véi san pham.

3. Ching chi phi hop tiéu chuan HACCP hodc ISO 22000 hoic twong dwong
trong truong hop to chirc, ca nhan san xuat san pham c¢é hé thong quan ly chat luong
dugc chirng nhéan phu hop tidu chuan HACCP hoic ISO 22000 hoic twong duong.

4. Giay Xac nhan cong bo phu hop quy dinh an toan thue pham hoic Giay Tiép
nhan ban céng bo hop quy di duoc cap lan trude.

Chiing t6i lam don nay kinh d& nghi quy co quan cap lai Gidy Xac nhan cong
b6 phit hop quy dinh an toan thue pham hodc Giay Tiép nhan ban cong bd hop quy.

Chiing t6i cam két bao dam tinh phu hop cta san pham nhu d3 cong bo.

. ., ngay ... thang ... . nam... ...
DAI DIEN TO CHUGC, CA NHAN
(Ky tén, chirc vu, dong ddu)
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5. Thi tuc cip Gidy xac nhan ndi dung quang cio thwe phim thudc pham vi
quan Iy ciia nganh Y té

- Trinh ty thwe hién:

* Budc 1: T6 chirc, ca nhan chuan bi ho so theo quy dinh va ndp ho so tai B
phan tiép nhan va tra hd so cua Chi cuc An toan Vé sinh Thue phém (dia chi: sb 59,
duong Nguyén Thi Minh Khai, quan 1), vao cac ngay lam viéc tir thir hai dén tha sau
(budi sang tir 07 gid 30 phit dén 11 gio 30 phit, budi chiéu tir 13 gio 00 phut dén 17
gio 00 phut)

* Bugce 2: Chi cuc An toan Vé sinh Thuc phém tiép nhan ho so, kiém tra tinh
hop 1¢ va day du cua cac gidy to c6 trong hd so:

+ Trudong hop hd so hop 16 va day du theo quy dinh thi cap Bién nhan ho so;

+ Truong hop hd so chwa ddy du hodc chua hop 1€ thi hudéng dan to chirc, ca
nhan bd sung va hoan thién ho so.

* Bude 3: Trong thoi gian 10 ngay lam viée, ké tir khi nhan du hd so hop 1€, Chi
cuc An toan Vé sinh Thyc pham cap Giay xac nhan ndi dung quang cdo cho to chic,
ca nhan; truong hop khong cap giay xac nhan noi dung quang cao Chi cuc An toan
Vé sinh Thire pham phai tra 1oi bang van ban va néu 15 1y do khong cép.

* Bude 4: TH chirc, ca nhan can cir vao ngay hen trén Bién nhan dén nhan két
qua giai quyét tai BO phén tiép nhén va tra hd so - Chi cuc An toan vé sinh thyc pham
dé nhan két qua giai quyét dang ky xac nhan noi dung quang cao thye pham.

- Cach thirc thwe hién: Truc tiép tai tru s& cua Chi cuc An toan V€ sinh Thuc
pham - S& Y té€ Thanh phd H6 Chi Minh

- Thanh phan, s6 lweng hd so:

a) Thanh phan ho so:

- Gidy dang ky x4c nhan noi dung quang céo thye pham (theo Phu luc 01);

- Giay chtmg nhén dang ky kinh doanh cuia doanh nghiép hodc gidy phép thanh
lap Van phong dai dién cua thuong nhan nudc ngoai (Ban sao ¢6 dau cua to chire, ca
nhan dang ky nd1 dung quang cdo);

- Gidy xac nhan cong bd phu hop quy dinh an toan thwc pham (d6i véi nhiing
san pham chua c6 quy chuan k¥ thuat) hodc gidy tiép nhan ban cong bo hop quy cia
co quan nha nudc ¢ tham quyén cap (Ban sao c6 dau cua to chire, ca nhan dang ky
nd1 dung quang cao);
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- Ban thong tin chi tiét vé san pham d3 dugc co quan ¢ tham quyén xac nhan
(Ban sao c6 dau cia to chirc, ca nhan dang ky ndi dung quang cao);

- San pham quang cdo thuc pham:

+ 01 ban ghi noi dung quang cao du kién trong dia hinh, dia 4m thanh, dia mém
kém theo 02 ban kich ban (duoc déng dau cua to chuc, ca nhan dang ky noi dung
quang cao) doi voi quang cao trén truyén hinh, dién anh, phat thanh.

+ 02 ban ma-ket noi dung du kién quang cao (dugc déng dau cia to chire, ca nhan
dang ky ndi dung quang cao) va kém theo file mém ghi noi dung dang ky quang co
d6i voi quang cao trén bao viét, to roi, pot-x-to (poster), ap phich hodc in 4n trén vét
dung khéc, quang cao trén bao dién tr, cong thong tin dién tir ciia doanh nghiép, cong
thong tin dién tir ciia don vi lam dich vu quang cao, internet.

- Tai 11éu tham khao, tai liéu khoa hoc chirng minh cho théng tin quang cao trong
truong hop ndi dung quang céo khong co trong Ban thong tin chi tiét vé san pham da
duoc co quan co tham quyén xac nhan. Trong truong hop tai liéu ching minh dwoc
viét bang tiéng nude ngoai thi phai duoc dich sang tiéng Viét. (Toan bo tai lidu phai
dong dau giap lai cua to chuc, ca nhan dang ky ndi dung quang cio.)

- Mau nhén san pham da duogc co quan y té co tham quyén chap thuan (Ban sao
c6 dau cia to chire, ca nhan dang ky ndi dung quang co).

b) S6 lwong ho so: 01 bd

- Théi han giai quyét: 10 ngay lam viéc ké tir ngay nhan da ho so hop 1€

- P6i twong thyce hién thi tuc hanh chinh: T6 chire/Ca nhan.

- Co quan thwe hién thi tuc hanh chinh: Chi cuc An toan Vé sinh Thyc pham
- S6'Y té TP HO Chi Minh,

- Két qua ciia viéc thwe hién thii tuc hanh chinh: Gidy Xac nhan hodc van ban
tlr choi cap gidy xac nhan.

- L¢ phi:

+ Phi tham dinh, xét duyét ho so dang ky xac nhan ndi dung quang cao:

Ap phich, to roi, poster: 1.000.000d/1 1an/1 san pham

- Truyén hinh, phat thanh: 1.200.000d/1 1an/1 san pham

+ L¢ phi cap gidy Xac nhan ndi dung quang cdo thyc pham, phu gia thuc pham,
chat ho tro ché bién 150.000d/1 14n cap/1 san pham



30 CONG BAO/SH 25+26/Ngay 01-5-2014

- Tén miu don, miu to khai:

+ Giay dang ky xac nhan ndi dung quang cao thue pham (Phuy luc 1)

- Yéu cau hoic diéu kién thwe hién thii tuc hanh chinh: khong ¢6

- Can ctr phap ly cuaa thu tuc hanh chinh:

* Luat An toan thuc phém, co hiéu luc tir ngay 01 thang 7 nam 2011;

* Nghi dinh s6 38/2012/ND-CP ngay 25/4/2012 cua Chinh phi vé quy dinh chi

tiét thi hanh mot sb diéu ciia Luat An toan thuc phém, co hiéu luc tir ngay 11 thang 6
nam 2012;

* Thong tw 08/2013/TT-BYT ngay 13/3/2013 cua B Y té huéng dan vé quang
cao thuc pham thudc pham vi quan 1y ciia Bo Y t€, co hiéu luc tir ngay 26 thang 4
nam 2013.

* Thong tu 149/2013/TT-BTC cua B Tai chinh ngay 29/10/2013 quy dinh muc
thu, ndp, quan ly va sir dung phi, 16 phi quan ly An toan Vé sinh thuc pham, cé hiéu
luc ngay 16/12/2013.
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Phu luc 1. Miu gidy dé nghi
(Ban hanh kém theo Théng tw s6 ... /2013/TT-BYT
ngay thang ndm 2013 cia Bo trucng Bo Y té)

Tén t6 chire/ c4 nhan CONG HOA XA HOI CHU NGHIA VIET NAM
Diachi:.................... Poc lap - Tw do - Hanh phuc
Sddiénthoais.........  emmmmemama—an-
SOfAX oo ngay.....thang.....ndm .....
Email:......................
GIAY PANG KY
XAC NHAN NQI DUNG QUANG CAO THU'C PHAM
Sé: 120......../

Kinh gui: (Tén co quan thuong truc)

Can ¢t cac quy dinh tai Thong tu so......... /2013/TT-BYT ngay .... thang...
nam..... ciia Bo Y té va dé dap ung nhu cau quang cao thyc pham cua (co so); dé nghi
(tén co quan thuong truc) xem xét va xac nhan ndi dung quang cao ddi véi san pham
thuc phém cu thé nhu sau:

Théng tin lién quan dén sian phim:

STT | Tén san pham | SO gidy tiép nhan ban cong bd Hinh thirc

hop quy hoic s6 gidy xac nhin quang cao

cong bd phu hop quy dinh an
toan thwe phim

Cac ho so lién quan dinh kém theo quy dinh:

To1 xin cam doan cac thong tin va ho so néu trén 1a diung su that va cam két thuc
hién quang cdo san pham thuc pham theo dung ndi1 dung khi di duoc xac nhan.

Pai dién t6 chirc, ca nhan
(Ky tén, dong dau)
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6. Thii tuc cAp Gidy xdc nhin hd so ding ky to chirc Hi thio, Hi nghi gidi
thiéu thwc pham

- Trinh ty thwe hién:

* Budc 1: T6 chirc, ca nhan chuan bi ho so theo quy dinh va ndp ho so tai B
phan tiép nhan va tra hd so cua Chi cuc An toan Vé sinh Thue phém (dia chi: sb 59,
duong Nguyén Thi Minh Khai, quan 1), vao cic ngdy 1am viéc tir thir hai dén tha sau
(budi sang tir 07 gid 30 phit dén 11 gio 30 phit, budi chiéu tir 13 gio 00 phut dén 17
gio 00 phut)

* Bugce 2: Chi cuc An toan Vé sinh Thuc phém tiép nhan ho so, kiém tra tinh
hop 1¢ va day du cua cac gidy to c6 trong hd so:

+ Trudong hop hd so hop 16 va day du theo quy dinh thi cap Bién nhan ho so;

+ Truong hop hd so chwa ddy du hodc chua hop 1€ thi hudéng dan to chirc, ca
nhan bd sung va hoan thién ho so.

* Bude 3: Trong thoi gian 10 ngay lam viée, ké tir khi nhan du hd so hop 1€, Chi
cuc An toan Vé sinh Thyuc pham cap Gidy xac nhan ho so dang ky hoi thao, hoi nghi
gidi thiéu thye pham cho to chire, ca nhan; truong hop khong cap Gidy xac nhan ho
so dang ky hoi thao, ho1 nghi gidi thi€u thuc phém Chi cuc An toan Vé sinh Thuc
pham phai tra 101 bang vin ban va néu rd 1y do khong cap.

* Budc 4: T6 chirc, ¢4 nhan can cir vao ngay hen trén Bién nhan dén nhan két
qua giai quyét tai BO phén tiép nhén va tra hd so - Chi cuc An toan vé sinh thyc pham
dé nhan két qua giai quyét thu tuc cap Giay xac nhan ho so dang ky t6 chirc Hoi thao,
Hoi nghi gisi thiéu thye pham

- Cach thire thwe hién: Truc tiép tai tru s& cua Chi cuc An toan V€ sinh Thuc
pham - S& Y té€ Thanh phd H6 Chi Minh

- Thanh phan, s6 lweng hd so:
a) Thanh phan ho so:

- Giay dang ky ndi dung hoi thao, hoi nghi gidi thiéu thyc pham (theo Phuy luc
03);

- Ban sao gidy dang chung nhan ky kinh doanh cua doanh nghiép hodc gidy
phép thanh 14p vin phong dai dién (Ban sao c¢6 dau cia to chirc, ca nhan dang ky to

chirc héi thao, hoi nghi gidi thi€u thue phém);

- Gidy chimg nhan tiéu chuan san pham hoic gidy tiép nhan dang ky ban cong
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bo hop quy da duoc co quan y té xac nhan. Ddi véi thue pham chwa duge phép luu
hanh & Viét Nam thi phai cung cp gidy ching nhan luu hanh tu do & nude san xuat
(Ban sao ¢6 dau cua to chirc, ca nhan dang ky to chirc hdi thao, hdi nghi gidi thiéu
thuc phém);

- Ban sao Ban thong tin chi tiét vé san pham da duoc co quan c6 tham quyén xac
nhan (Ban sao c¢6 dau cia to chirc, ca nhan ding ky t6 chirc hoi thao, hdi nghi gidi
thiéu thuc phém);

- MAau nhén san pham (Ban sao ¢6 dau cuia to chire, ca nhan dang ky to chirc hoi
thao, ho1 nghi gidi thi€u thuc phém);

- 02 ban ma-ket hodc kich ban hoac b tai liu c6 xac nhan va dong dau giap lai
ciia to chuc, ca nhan ding ky t6 chirc hoi thao, hoi nghi (kém theo 01 dia hinh, dia
tiéng, file mém) du kién gid1 thiéu tai hoi thao, hdi nghi;

- Danh sach cua bao cao vién (thong tin day du vé bang cap chuyén moén hodc chirc
danh khoa hoc cua bao cao vién).

- Tai liéu tham khao, tai li€u khoa hoc ching minh cho théng tin quang cao
trong trudng hop ndi dung quang cao khong co trong Ban thong tin chi tiét vé san
pham di duoc co quan co tham quyén xac nhan. Trong truong hop tai liéu chimg
minh dugc viét bang tiéng nude ngoai thi phai dugc dich sang tiéng Viét. Toan bo tai
liéu phai dong dau giap lai cua to chirc, ca nhan ding ky to chire hoi thao, hoi nghi
gioi thiéu thye pham.

b) S6 lwong ho so: 01 bd.
- Théi han giai quyét: 10 ngay lam viéc ké tir ngay nhan da ho so hop 1€
- P6i twong thyce hién thii tuc hanh chinh: T6 chire/Ca nhan.

- Co quan thwe hién thi tuc hanh chinh: Chi cuc An toan Vé sinh Thyc pham
-S6 Y té TP Ho Chi Minh,

- Két qua ciia viéc thwe hién thii tuc hanh chinh: Gidy Xac nhan hodc van ban
tlr chdi cap gidy xac nhan

- L& phi: khong co

- Tén miu don, miu to khai:

+ Giay dang ky noi dung hoi thao, hoi nghi gidi thiéu thye pham (Phu luc 03)

- Yéu cau hoic diéu kién thwe hién thii tuc hanh chinh: khong ¢6
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- Can ctr phap ly cuaa thu tuc hanh chinh:

* Luat An toan thuc phém, co hiéu luc tir ngay 01 thang 7 nam 2011;

* Nghi dinh s6 38/2012/ND-CP ngay 25/4/2012 cua Chinh phi vé quy dinh chi
tiét thi hanh mot sb diéu ciia Luat An toan thuc phém, co hiéu luc tir ngay 11 thang 6
nam 2012;

* Thong tw 08/2013/TT-BYT ngay 13/3/2013 cua B Y té huéng dan vé quang
cao thuc pham thudc pham vi quan 1y ciia Bo Y t€, co hiéu luc tir ngay 26 thang 4
nam 2013.



CONG BAO/SH 25+26/Ngay 01-5-2014 35

Phu luc 3. Miu gidy ding ky
(Ban hanh kém theo Théng tw s6 ... /2013/TT-BYT
ngay thdng ndm 2013 cia Bo trucéng Bo Y té)

PON VI CHU QUAN CONG HOA XA HOI CHU NGHIA VIET NAM
Tén cong ty, doanh nghiép Déc lap - Tu do - Hanh phuc
S6:... ) 5 ]
GIAY PANG KY

NOI DUNG HQI THAO, HQI NGHI GIOI THIEU THU'C PHAM
Kinh givi: ~ Chi Cuc an toan vé sinh thuc pham tinh/thanh phé...

1. Tén don vi ding ky hd so:

2. Pi1a chi:

3. S6 dién thoai: Fax: E.maail:

4. S6 gidy phép hoat dong/kinh doanh:

5. Ho tén va sb dién thoai nguoi chiu trach nhiém dang ky ho so:
6

. San pham ding ky quang cao:

STT Tén san pham So6 tiép nhén cong | bo tiéu Thoi gian va dia diém
chuan san pham h¢i thao, hgi nghi
(hoac s0 tlep nhin cong b
hop quy)

7. Tai liéu gui kém:
8. Cam két ctia don vi ding ky hdi thao:

Ching t6i d3 nghién ciru k§ Théng tu s6 /2013/TT-BYT ngay  thang nam 2013
ctia Bo Y t&€ Huong dan vé quang cdo thuc pham thudc pham vi quan 1y ciia Bo Y té. Chang
t6i cam két s& quang cao ding ndi dung, hinh thirc di dang ky va tun tha cac quy dinh cua
cac van ban quy pham phap luat trén va cac quy dinh khac cta phap luat vé quang cao. Néu
quang cao sai ndi dung da dang ky s€ chiu trach nhiém trudc phép luit.

Tén tinh/thanh pho, ngay — thang — ndm
THU TRUONG PON VI
(ghi 18 chirc danh)
Ky tén, dong dau
Ho tén nguot ky
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7. Tha tuc cAp Gidy ching nhén co s¢ da diéu kién an toan thwe phim déi
v6i cac co sé san xuit, kinh doanh thuc pham chirc niing, thuce pham ting cuong
vi chit dinh duéng, phu gia thwe phidm, chét hd tre ché bién thwe phim; nwéc
khoang thién nhién, nwéc udng déng chai; dung cu, vit liéu bao géi, chira dung
thwe pham thudc pham vi quén 1y cia Bg Y té

- Trinh ty thwe hién:

* Bude 1: To chtre, ca nhan chuan bi ho so theo quy dinh va ndp hd so tai Bo
phan tiép nhén va tra hd so cua Chi cuc An toan Vé sinh Thuc phém (dia chi: s6 59,
duong Nguyén Thi Minh Khai, quan 1), vao cac ngdy 1am viéc tir thir hai dén tht sau
(budi sang tir 07 gio 30 phit dén 11 gio 30 phit, budi chiéu tir 13 gio 00 phut dén 17
210 00 phut)

* Bude 2: Chi cuc An toan Vé sinh Thuc phém tiép nhan ho so, kiém tra tinh
day du ciia cac gidy to c¢6 trong ho so:

+ Truong hop ho so day di theo quy dinh thi cap Bién nhan ho so;

+ Truomg hop ho so chua day du thi huéng dan t6 chirc, ca nhan bo sung va
hoan thién ho so.

* Budce 3:

+ Trong thoi gian 05 ngay 1am viéc ke tir khi nhan du ho so, Chi cuc An toan Vé
sinh thye pham phai tham xét tinh hop 1€ cua ho so va thong bao bang van ban cho co
s néu hd so khong hop 18.

+ Néu qué 60 ngay ké tir ngay nhan duogc thong bao ho so khong hop 1€ néu co
so khong ¢6 phan hdi hay bo sung, hoan chinh ho so theo yéu cau thi Chi cuc An toan
vé sinh thuc pham sé& huy hd so.

+ Trong thoi gian 10 ngdy lam viéc sau khi tham xét ho so hop 18, Chi cuc An
toan Vé sinh thyc pham thanh 1ap Poan tham dinh co s& dé cap gidy ching nhan néu
co s du diéu kién an toan thuc phém hoac phai hoan thién néu chua dat (trong thoi
gian 60 ngay) hodc c6 vin ban tir choi, ghi rd ly do tir chdi néu co s khong dat yéu
cau vé diéu kién an toan thuc phém.

* Budc 4: T6 chirc, ¢4 nhan can cir vao ngay hen trén Bién nhan dén nhan két
qua giai quyét tai BO phan tiép nhan va tra ho so - Chi cuc An toan vé sinh thye pham
dé nhan két qua giai quyét thu tuc cap Gidy chimg nhan co s¢ di diéu kién an toan
thuc pham.
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- Cach thirc thwe hién: Truc tiép tal tru s& cua Chi cuc An toan Vé sinh Thuc
pham - S& Y té Thanh phé Ho Chi Minh

- Thanh phan, s6 lwgng hd so:

a) Thanh phan ho so:

- Pon dé nghi cap Gidy ching nhan co s¢ du diéu kién an toan thye pham (theo
Mau 1 duge ban hanh kém theo Thong tw 26/2012/TT-BYT).

- Gidy ching nhan ding ky kinh doanh ¢ dang ky nganh nghé kinh doanh thuc
pham (ban sao c6 xac nhén cua co o).

- Ban thuyét minh vé co s& vat chat, trang thiét bi, dung cu bao dam diéu kién an
toan thuc phém (c6 xac nhan cua co sé), bao gém:

+ Ban v& so do thiét ké mit bang cia co so va khu vie xung quanh;

+ So dd quy trinh san xuat thwe pham hodic quy trinh bao quan, phan phéi san
pham va ban thuyét minh vé co s& vat chat, trang thiét bi, dung cu cua co so.

- Gidy xac nhan tap huan kién thirc vé an toan thuc pham cta chu co s¢ va nguoi
tryre tiép san xuat, kinh doanh thuc pham:

+ Doi véi co s& dudi 30 nguoi: Nop ban sao gidy xac nhan (c6 xdc nhan cia co
50);

+ Doi véi co sd tir 30 nguodi tré 1én: Nop danh sach di duge tap huan (co xac
nhan cua co so).

- Giay xac nhan du strc khoé chu co so va ciia ngudi truc tiép san xuat, kinh
doanh thyc pham; phiéu bao két qua cay phan am tinh mam bénh giy bénh duong
rudt (ta, ly trc khuan va thwong han) ciia nguoi truc tiép san xuat thuc pham doi voi
nhitng ving co dich bénh tiéu chay dang luu hanh theo cong bd cia B Y té:

+ Déi voi co sd dudi 30 ngudi: Nop ban sao gidy xac nhan (Co xac nhén cua co
50);

+ D61 voi co sé tir 30 nguoi trd 1én: Nop danh sach két qua kham sire khoe, xét
nghiém phan cua chu co sd va cua ngudi tham gia truc tiép san xuat, kinh doanh thuc
pham (C6 x4c nhén cua co o).

b) S6 lwong ho so: 01 bd

- Thoi han giai quyét: 15 ngay lam viéc ké tir ngay nhan du ho so hop 16.

- P6i twong thwe hién thi tuc hanh chinh: T6 chire/Ca nhan.
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- Co quan thye hién thi tuc hanh chinh: Chi cuc An toan Vé sinh Thyc pham
- S Y té TP Ho Chi Minh.

- Két qua ciia viéc thwe hién thi tuc hanh chinh: Gidy Chang nhan hodc vin

ban tir chdi cap giay ching nhan.

- Lé phi:

+ Phi tham xét hd so xin cap gidy chting nhén co s& san xuat, kinh doanh thuc

phém, co s& kinh doanh dich vu an uéng du diéu kién ATTP: 500.000d/01 1an/co s&

SO.

SO.

).

+ L& phi cap Giay chimg nhan co so du diéu kién an toan thyc pham
Cap lan dau: 150.000d/ 01 1an cap

Cap lai (gia han): 150.000d/ 01 14n cap

+ Phi tham dinh co s& san xuat thye pham:

Co s& san xuat thyc pham nho 1é: 1.000.000d/1 1an/co s

Co s& san xuat thye pham doanh thu < 100 triéu dong/thang: 2.000.000d/1 1an/co
Co s& san xuat thye pham doanh thu > 100 triéu dong/thang: 3.000.000d/1 1an/co

+ Phi thAm dinh co sé kinh doanh thuc phém:

Ctra hang ban 1€ thuc phém: 500.000d/1 1an/co s&

Dai ly, cira hang ban buén thwe pham 1.000.000d/1 1an/co sé
- Tén miu don, mau to khai:

+ Don dé nghi cap Gidy chting nhan co s& di diéu kién an toan thuc pham (Mau

- Yéu cau hoic diéu kién thwe hién tha tuc hanh chinh: khong c6

- Can cwr phap ly cua thu tuc hanh chinh:

* Luat An toan thye pham, ¢6 hiéu lyc tir ngay 01 thang 7 nam 2011;

* Nghi dinh s6 38/2012/ND-CP ngay 25/4/2012 cua Chinh phu vé quy dinh chi

tiét thi hanh mot sb diéu cia Luat An toan thuc phém, co hiu luc tir ngay 11 thang 6
nam 2012;
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* Thong tu 26/2012/TT-BYT ngay 30/11/2012 cia BO Y té quy dinh cap Giay
chirng nhan co s¢ du diéu kién an toan thuc phém ddi véi cac co so san xuét, kinh
doanh thyc pham chire nang, thye pham tiang cuong vi chat dinh dudng, phu gia thuc
pham, chat ho tro ché bién thyc pham; nudc khoang thién nhién, nudc udng dong
chai; dung cu, vat liéu bao goi, chira dung thure pham thudc pham vi quan ly cia Bo
Y té, ¢6 hiéu lwc tir ngay 15 thang 01 nam 2013;

* Thong tu 149/2013/TT-BTC cua B Tai chinh ngay 29/10/2013 quy dinh muc
thu, ndp, quan ly va sir dung phi, 1¢ phi quan ly An toan Vé sinh thwc pham, cé hiéu
lwe ngay 16/12/2013.
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Miu 1
(Ban hanh kém theo Théng tw s6 26/2012/TT-BYT
ngay 30 thang 11 nam 2012 cia Bé trieong B Y 1é)

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phuc

e, RGAY. thdang........ nam 20....

DPON DE NGHI
Cép Gidy chirng nhan co sé di diéu kién an toan thyc phidm
(Ditng cho co s¢ san xudt, kinh doanh thirc phdm)
(Poi véi co s¢ san xudt, kinh doanh thiee pham theo mia vu phdi ghi ré thoi gian hoat dong)

HO VA tE1 CHUL CO SO e
I CO SO i
Dia chi tru s¢ (theo dang ky kinh doanh):

Chung t61 cam két thuc hién cac quy dinh diéu kién an toan thuc phém tai co s¢ trong
qua trinh san xuat, kinh doanh thyc pham ctia minh va chiu hoan toan trach nhiém vé nhiing
vi pham theo quy dinh ctia phap luat.

CHU CO SO
(ky tén & ghi ro ho tén)

W Néu trimg voi dia chi ding ky kinh doanh thi ghi “tai tru s6”
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8. Thi tuc cip déi gidy ching nhin co sé di diéu kién an toan thwe phim

- Trinh ty thwe hién:

* Bude 1: To chtre, ca nhan chuan bi ho so theo quy dinh va ndp hd so tai Bo
phan tiép nhén va tra hd so cua Chi cuc An toan Vé sinh Thuc phém (dia chi: s6 59,
duong Nguyén Thi Minh Khai, quan 1), vao cac ngdy 1am viéc tir thir hai dén tht sau
(budi sang tir 07 gio 30 phit dén 11 gio 30 phit, budi chiéu tir 13 gio 00 phut dén 17
210 00 phut)

* Bude 2: Chi cuc An toan Vé sinh Thuc phém tiép nhan ho so, kiém tra tinh
day du ciia cac gidy to c¢6 trong ho so:

+ Truong hop hd so day du theo quy dinh thi cap Bién nhan ho so;

+ Truomg hop ho so chua day du thi huéng dan t6 chirc, ca nhan bo sung va
hoan thién ho so.

* Budc 3: Trong thoi gian 07 ngay 1lam viéc ké tir khi nhan day du hd so, Chi
cuc An toan V¢ sinh thyc pham cap doi Gidy ching nhan cho co so hodc ¢ vin ban
tir chdi va néu rd 1y do tir chdi cho co so.

* Budc 4: T6 chirc, ¢4 nhan can cir vao ngay hen trén Bién nhan dén nhan két
qua giai quyét tai B6 phan tiép nhan va tra hd so - Chi cuc An toan Vé sinh Thuc
pham dé nhan két qua giai quyét thu tuc cap d6i Gidy chimg nhan co so di diéu kién
an toan thuc phém.

- Cach thirc thwe hién: Truc tiép tal tru s& cua Chi cuc An toan Vé sinh Thuc
pham - S& Y té Thanh phé Ho Chi Minh

- Thanh phan, s6 luwong hd so

a) Thanh phan ho so:

- Pon dé nghi doi Giay ching nhan: (Theo Mau 4);

- Bién ban tham dinh gﬁn nhat (Ban sao ¢6 c6 xac nhan cua co so);

- Gidy chtng nhan (Ban goc);

- Vian ban hop phap thé hién su thay doi trén (Ban sao cong ching);

- Giay xac nhan du sirc khoé, tap huan kién thirc vé& an toan vé sinh thuc pham
ciia chu co s& méi doi véi truomg hop thay doi tén chu co sé (Ban sao ¢ xac nhan
cua co so).

b) S6 lwong ho so: 01 bd
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- Thoi han giai quyét: 7 ngay lam viéc ké tir ngay tiép nhan ho so

- P6i twong thwe hién thi tuc hanh chinh: T6 chire/Ca nhan.

- Co quan thye hién thi tuc hanh chinh: Chi cuc An toan Vé sinh Thyc pham
- So 'Y t¢ TP Ho6 Chi Minh.

- Két qua ciia viéc thwe hién thi tuc hanh chinh: Gidy Chang nhan hodc vin
ban tir choi va néu rd ly do tir chdi cho co s6.

- Lé phi:

+ Phi tham xét hd so xin cap gidy chting nhén co s& san xuat, kinh doanh thuc
pham, co s& kinh doanh dich vu an uong du di€u kién ATTP: 500.000d4/01 lan/co s&

+ L& phi cap Giay chimg nhan co so du diéu kién an toan thyc pham

Cap lai (gia han): 150.000d/01 1an cap

- Tén miu don, mau to khai:

+ Pon d nghi d6i Gidy chimg nhan (Mau 4)

- Yéu cau hoic diéu kién thwe hién tha tuc hanh chinh:

- Gidy chirng nhan chi dugc d6i khi con thoi han;

- Khi thay do6i tén cua doanh nghiép hodc/va doi chii co so, thay doi dia chi
nhung khong thay doi vi tri va toan bo quy trinh san xuat, kinh doanh thwe pham.

- Can cwr phap ly cua thu tuc hanh chinh:

* Luat An toan thye pham, ¢6 hiéu lyc tir ngay 01 thang 7 nam 2011;

* Nghi dinh s6 38/2012/ND-CP ngay 25/4/2012 cua Chinh phu vé quy dinh chi

tiét thi hanh mot sb diéu cia Luat An toan thuc phém, co hiu luc tir ngay 11 thang 6
nam 2012;

* Thong tu 26/2012/TT-BYT ngay 30/11/2012 cia BO Y té quy dinh cap Giay
chirng nhan co s¢ du diéu kién an toan thuc phém ddi véi cac co so san xuét, kinh
doanh thye pham chie nang, thye pham tiang cuong vi chat dinh dudng, phu gia thuc
pham, chat hd tro ché bién thyc pham; nudc khoang thién nhién, nudc udng dong
chai; dung cu, vat liéu bao goi, chira dung thwe pham thudc pham vi quan ly cia Bo
Y té, ¢6 hiéu lwc tir ngay 15 thang 01 nam 2013;

* Thong tu 149/2013/TT-BTC cua B Tai chinh ngay 29/10/2013 quy dinh muc
thu, ndp, quan ly va sir dung phi, 1 phi quan ly An toan V¢ sinh thwe pham, cé hiéu
luc ngay 16/12/2013.
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Miu 4
(Ban hanh kém theo Théng tw s6 26/2012/TT-BYT
ngay 30 thang 11 nam 2012 cia Bé trieong B Y 1é)

DON XIN DOI CAP
Gidy chirng nhén co sé' di diéu kién an toan thwe phim

Kinh gur:
(Tén co quan cdp Gidy chig nhdn co s di diéu kién an todm thue phdm)

CO SO, da dwoc cap Gidy chung nhan co s¢ du diéu kién an
toan thwe pham s6....................... ,ngay....thang..... nam........... cla................

Ho so xin d6i/cap lai Gidy chimg nhan bao gom:

1. Pon xin dbi Giéy chirng nhan co s¢ du diéu kién an toan thwe phém.

Chung t61 cam két thwe hién cac quy dinh diéu kién an toan thwe phém tai co
sO trong qua trinh san xuat, kinh doanh thwc pham cua minh va chiu hoan toan trach
nhiém vé nhimg vi pham theo quy dinh cua phap luat.

CHU CO SO
(K tén, doéng ddu)
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Maiu s6 04

Ten t0 chirc, CANNAN: . ..uneiiiiiiiiiiiiiiiiiiiiiiiiiiteetiitecenenenneanenes
T T 11

KE HOACH KIEM SOAT CHAT LUQNG

SAN PRAIL ... .o e e e

K& hoach kiém soit chit luwong
Cac qua - - N .
trinh Ca.cA chi Quy "Ean’( Thlef bi Phu’(’rng Bidu .
san xuat tieu dinh | suat lay thw phap hi Ghi
cuthé | kiém ky | miu/c | nghigm/ | thi/ | §O | cha
) soat thuit mau kiém tra | kiém tra P
@) 2 3 4) )] ©) ) &)
e, gAY . thdng nam... ...

DAI DIEN TO CHUC, CA NHAN
(Ky tén, dong dau)
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I1. Linh vuc Dwoc, my phim

1. Thi tuc tra lai Ching chi hanh nghé dwoc cho ci nhin ding ky hanh
nghé do co s& kinh doanh thudc thay d6i ngudi quan 1y chuyén mén dwec (ngudi
quan 1y chuyén mén dwoc don phwong nép don dé nghi nhin lai ban chinh
Chirng chi hanh nghé dwoc)

- Trinh ty thwe hién:

* Bude 1: Nguoi quan 1y chuyén mén duge chuan bi ho so theo quy dinh va ndp
hd so tai Bo phén tiép nhan va tra hd so cia S Y té (dia chi: s6 59, duong Nguyén
Thi Minh Khai, quén 1), vao cac ngay lam viéc tir thit hai dén thir sau (budi sang tir
07 gior 30 phit dén 11 gior 30 phut, buoi chiéu tir 13 gir 00 phit dén 17 gid 00 phat)
va budi sang thir bay tir 07 gio 30 phat dén 11 gio 30 phut.

* Bude 2: So Y té tiép nhan ho so, kiém tra tinh hop 16 va day du cia cac gidy to
c6 trong hd so:

+ Truong hop ho so hop 16 va day di theo quy dinh thi cap Bién nhan ho so;

+ Truong hop hd so chua day du hodc chua hop 1é thi hudng dan to chirc, ca
nhan bd sung va hoan thién ho so.

* Budce 3:

- Ngudi quan 1y chuyén mén duge don phuong ndp don dé nghi nhan lai ban
chinh Chimg chi hanh nghé dwoc phai thong bao cho nguoi dimg dau co sd kinh
doanh vé viéc dé nghi thay doi ngudi quan 1y chuyén mén. Trong thoi gian 05 ngay
lam viéc ké tir ngay nhan dwgc dé nghi ciia ngudi quan ly chuyén moén, S¢' Y té thong
bao cho nguoi dimg dau co sé kinh doanh vé viéc phai thay doi nguoi quan 1y chuyén
mén. Sau 30 ngay lam viéc ké tir ngay co quan c6 tham quyén thong bao, néu co so
kinh doanh khong lam thu tuc thay d6i nguoi quan 1y chuyén mén thi So Y té tra lai
ban chinh Chimg chi hanh nghé cho ngudi quan 1y chuyén mon dong thoi tién hanh
thu tuc thu hoi Giéy chirng nhan du diéu kién kinh doanh thudc.

* Budc 4: Nguot quan ly chuyén mon duoc can cir vao ngay hen trén Bién nhan
dén nhan két qua giai quyét tai BO phan tiép nhan va tra ho so cua SO Y té hodc nhan
két qua qua duong buu dién

- Cach thirc thye hién: Truc tiép tai tru sé cia S¢ Y té TP H6 Chi Minh.
- Thanh phan, s6 lwgng hd so:

a) Thanh phan ho so:
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- Pon dé nghi nhan lai Chimg chi hanh nghé dugc (theo mau s6 2b/DDN-
NLCC)

b) S6 lwong ho so: 01 bd.

- Thoi han giai quyét: 35 ngay lam viéc, ké tir ngay nhan duoc ho so hop 6.

- P6i twong thwe hién thi tuc hanh chinh: C4 nhan.

- Co quan thwe hién thi tuc hanh chinh: S¢ Y té Thanh phé H6 Chi Minh

- Két qua ciia viéc thwe hién thi tuc hanh chinh: Chtng chi hanh nghé

- L& phi: khong ¢o

- Tén miu don, mau to khai:

+ Pon dé nghi nhan lai Chimg chi hanh nghé dugc (ap dung cho truomg hop ca
nhan don phuong d nghi) mau s6 2b/DDN-NLCC (Théng tu s6 10/2013/TT-BYT
ngay 29/3/2013 cua B Y té vé sta doi, bo sung mat s6 diéu cua Théng tu sb
02/2007/TT-BYT ngay 24/01/2007 cua Bo truong Bo Y té huéng dan chi tiét thi
hanh mét sd diéu vé diéu kién kinh doanh thudc theo quy dinh cua Luat Duoc va
Nghi dinh s6 79/2006/ND-CP ngay 09/8/2006 ctua Chinh phu quy dinh chi tiét thi
hanh mot s6 diéu cua Luat Duge, c6 hiéu luc ké tir ngay 14/5/2013)

- Yéu cau hoic diéu kién thwe hién tha tuc hanh chinh: khong c6

- Can cwr phap ly cua thu tuc hanh chinh:

* Luat Duoc s6 34/2005/QHI11 ngay 14/6/2005 cua Quodc hoi; ¢6 hiéu luc ké tir
ngay 01/10/2005;

* Nghi dinh s6 89/2012/ND-CP ngay 24/10/2012 cia Chinh phu stra doi, bo
sung mot s6 diéu cia Nghi dinh s6 79/2006/ND-CP ngay 09/8/2006 ciia Chinh phu
quy dinh chi tiét thi hanh moét sb diéu cua Luit Duoc, c6 hiéu luc ké tir ngay
10/12/2012;

* Thong tu s6 10/2013/TT-BYT ngay 29/3/2013 cua BO Y té vé sira ddi, bo
sung mot so diéu cua Thong tu s6 02/2007/TT-BYT ngay 24/01/2007 ciia Bo trudng
BoO Y té huéng dan chi tiét thi hanh mot sd diéu vé diéu kién kinh doanh thude theo
quy dinh cua Luat Dugce va Nghi dinh s6 79/2006/ND-CP ngay 09/8/2006 cua Chinh
phu quy dinh chi tiét thi hanh mot s6 diéu cua Luat Duoc, cé hiéu luc ké tiur ngay
14/5/2013.
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Maiu s6 2b/DPPN-LCC
DPon dé nghi nhan lai chimg chi hanh nghé duoc
(4p dung cho truong hop ca nhan don phwong dé nghi)

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phuc

PON PE NGHI
Nhan lai Ching chi hanh nghé dwgc

Kinh guri: «ooovveeeeee

Ho va tén:

Dia chi:

Noi dang ky ho khau thuong tra:

ba dang ky 1a nguoi quan ly chuyén mén chocosd ...

Dlachl
Giay chimg nhéan du di€u kién kinh doanh s6: ................ngay cap..............
ba duoc cap Ching chi hanh nghé duoc so......... co giatri dén ngay ..............

Ly do xin nhan lai; Cham dit tham gia quan ly chuyén mon vé dugce tai co so ...

i, ngay  thdng ndm
Nguwdi dé nghi
(Ky ghi ro ho tén)

'Tén co quan dang luu giit ban chinh ching chi hanh nghé duoc
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2. Thi tuc tra lai Ching chi hanh nghé dwoc cho ci nhin ding ky hanh
nghé khi co sé kinh doanh thudc chim dit hoat ddng kinh doanh

- Trinh ty thwe hién:

* Bude 1: Co sd kinh doanh chuan bi ho so theo quy dinh va nop ho so tai B
phan tiép nhan va tra hd so ciia So' Y té (dia chi: s 59, duong Nguyén Thi Minh
Khai, quan 1), vao cac ngay lam viéc tir tht hai dén tha sau (budi sang tir 07 gio 30
phat dén 11 gio 30 phut, budi chiéu tir 13 gior 00 phit dén 17 gior 00 phit) va buodi
sang thtr bay tir 07 gior 30 phat dén 11 gio 30 phat.

* Bude 2: So Y té tiép nhan ho so, kiém tra tinh hop 16 va day du cia cac gidy to
c6 trong hd so:

+ Truong hop ho so hop 16 va day di theo quy dinh thi cap Bién nhan ho so;

+ Truong hop hd so chua day du hodc chua hop 1é thi hudng dan to chirc, ca
nhan bd sung va hoan thién ho so.

* Bude 3: Trong thoi gian 05 ngay lam viée, ké tir ngay nhan duoc thong bao
cua co so kinh doanh thudc vé viéc cham dirt hoat déng hoac co sd kinh doanh thube
bi thu héi Giéy Chung nhan du diéu kién kinh doanh thubc theo quy dinh tai biéu 31
Nghi dinh s6 79/2006/ND-CP ngay 09 thang 8 nam 2006 ctia Chinh phu quy dinh chi
tiét thi hanh mot s6 diéu cua Luat Duoc thi S& Y té thu hoi Giéy Chung nhan du diéu
kién kinh doanh thudc ddng thoi tra lai cho ngudi quan ly chuyén mén ban chinh
Chirng chi hanh nghé duoc.

* Budc 4: Co so kinh doanh can ctr vao ngay hen trén Bién nhan dén nhan két
qua giai quyét tai B6 phan tiép nhan va tra hd so cua S& Y té hodc nhan két qua qua
duong buu dién

- Cach thirc thye hién: Truc tiép tai tru sé cia S¢ Y té TP H6 Chi Minh.

- Thanh phan, s6 lwgng hd so:

a) Thanh phan ho so:

- Théng bao vé viéc cham dut hoat déng kinh doanh cua co sé kinh doanh thude.

b) S6 lwong ho so: 01 bd.

- Thoi han giai quyét: 05 ngay lam viéc, ké tir ngay nhan duoc ho so hop 18

- P6i twong thwe hién thi tuc hanh chinh: C4 nhan/ T6 chc.

- Co quan thwe hién thi tuc hanh chinh: S¢ Y té Thanh phé H6 Chi Minh
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- Két qua ciia viéc thwe hién thi tuc hanh chinh: Chtng chi hanh nghé

- L& phi: khong ¢o

- Tén miu don, miu to khai: khong co

- Yéu cau hoic diéu kién thwe hién tha tuc hanh chinh: khong c6

- Can cwr phap ly cua thu tuc hanh chinh:

* Luat Duoc s6 34/2005/QHI11 ngay 14/6/2005 cua Quodc hoi; ¢6 hiéu luc ké tir
ngay 01/10/2005;

* Nghi dinh s6 89/2012/ND-CP ngay 24/10/2012 cia Chinh phu stra doi, bo
sung mot s6 diéu cia Nghi dinh s6 79/2006/ND-CP ngay 09/8/2006 ciia Chinh phu
quy dinh chi tiét thi hanh moét sb diéu cua Luit Duoc, c6 hiéu luc ké tir ngay
10/12/2012;

* Thong tu s6 10/2013/TT-BYT ngay 29/3/2013 cua BO Y té vé sira ddi, bo
sung mot so diéu cua Thong tu s6 02/2007/TT-BYT ngay 24/01/2007 ciia Bo trudng
BoO Y té huéng dan chi tiét thi hanh mot sd diéu vé diéu kién kinh doanh thude theo
quy dinh cua Luat Dugce va Nghi dinh s6 79/2006/ND-CP ngay 09/8/2006 cua Chinh
phu quy dinh chi tiét thi hanh mot s6 diéu cua Luat Duoc, cé hiéu luc ké tiur ngay
14/5/2013.
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3. Thu tuc tra lai Ching chi hanh nghé dwoc cho ci nhin ding ky hanh
nghé xin cip lai Ching chi hanh nghé (d6i véi cac Chirng chi da cAp c¢6 thoi han
S nam)

- Trinh ty thwe hién:

* Bude 1: Toi thiéu 1a 60 ngay trude khi Ching chi hanh nghé dugc cua nguoi
quan ly chuyén moén hét han, co sé kinh doanh chuan bj ho so theo quy dinh va nop
hd so tai Bo phén tiép nhan va tra hd so cia S Y té (dia chi: s6 59, duong Nguyén
Thi Minh Khai, quén 1), vao cac ngay lam viéc tir thit hai dén thir sau (budi sang tir
07 gior 30 phit dén 11 gior 30 phut, buoi chiéu tir 13 gir 00 phit dén 17 gid 00 phat)
va budi sang thir bay tir 07 gio 30 phat dén 11 gio 30 phut.

* Bude 2: So Y té tiép nhan ho so, kiém tra tinh hop 16 va day du cia cac gidy to
c6 trong hd so:

+ Truong hop ho so hop 16 va day di theo quy dinh thi cap Bién nhan ho so;

+ Truong hop hd so chua day du hodc chua hop 1é thi hudng dan to chirc, ca
nhan bd sung va hoan thién ho so.

* Bude 3: Trong thoi gian 05 ngay lam viée, ké tir ngay nhan dwoc dé nghi nhan
lai Chirng chi hanh nghé duoc cta co s kinh doanh thube, S& Y té tra lai ban chinh
Chimg chi hanh nghé dugc cho co so kinh doanh thude, dong thoi thong bao cho co
so dd duge cap Gidy chimg nhan du diéu kién kinh doanh biét, yéu cau nguoi dang ky
quan ly chuyén mén tiép tuc hanh nghé dén hét thoi han ghi trong Chimg chi hanh
nghé duoc.

* Budc 4: Co so kinh doanh can ctr vao ngay hen trén Bién nhan dén nhan két
qua giai quyét tai Bo phan tiép nhan va tra ho so ciia S& Y té hodc nhan két qua qua
duong buu dién.

- Cach thirc thye hién: Truc tiép tai tru sé cia S¢ Y té TP H6 Chi Minh.

- Thanh phan, s6 lwgng hd so:

a) Thanh phan ho so:

-Pon dé nghi nhan lai Ching chi hanh nghé duoc ap dung cho co sé kinh doanh
dé nghi (dé lam thu tuc cép lai Chirng chi hanh nghé duoc) mau sb 2a/DPDN-NLCC.

- Pon d nghi nhan lai Chang chi hanh nghé dugc (ap dung cho trudng hop ca
nhan don phuong dé nghi) mau s6 2b/DPDN-NLCC.
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b) S6 lwong ho so: 01 bd.

- Thoi han giai quyét: 05 ngay lam viéc, ké tir ngay nhan duoc ho so hop 18

- P6i twong thwe hién thi tuc hanh chinh: C4 nhan/ T6 chc.

- Co quan thwe hién thi tuc hanh chinh: S¢ Y té Thanh phé H6 Chi Minh

- Két qua ciia viéc thwe hién thi tuc hanh chinh: Chtng chi hanh nghé

- L& phi: khong ¢o

- Tén miu don, mau to khai:

+ Pon dé nghi nhan lai Chung chi hanh nghé duogc ap dung cho co sé kinh
doanh dé nghi (d¢ 1am thu tuc cdp lai Chung chi hanh nghé dugc) mau s6 2a/DDN-
NLCC. (Théng tu s6 10/2013/TT-BYT ngay 29/3/2013 cua Bo Y té vé sira doi, bo
sung mot so diéu cua Thong tu s6 02/2007/TT-BYT ngay 24/01/2007 ciia Bo trudng
BoO Y té huéng dan chi tiét thi hanh mot sd diéu vé diéu kién kinh doanh thude theo
quy dinh cua Luat Dugce va Nghi dinh s6 79/2006/ND-CP ngay 09/8/2006 cua Chinh
phu quy dinh chi tiét thi hanh mot s6 diéu cua Luat Duoc, cé hiéu luc ké tiur ngay
14/5/2013)

+ Pon dé nghi nhan lai Chimg chi hanh nghé dugc (ap dung cho truomg hop ca
nhan don phuong d nghi) mau s6 2b/DDN-NLCC (Théng tu s6 10/2013/TT-BYT
ngay 29/3/2013 cua B Y té vé sta doi, bo sung mat s6 diéu cua Théng tu sb
02/2007/TT-BYT ngay 24/01/2007 cua Bo truong Bo Y té huéng dan chi tiét thi
hanh mét sd diéu vé diéu kién kinh doanh thudc theo quy dinh cua Luat Duoc va
Nghi dinh s6 79/2006/ND-CP ngay 09/8/2006 ctua Chinh phu quy dinh chi tiét thi
hanh mot s6 diéu cua Luat Duge, c6 hiéu luc ké tir ngay 14/5/2013)

- Yéu cau hoic diéu kién thwe hién tha tuc hanh chinh: khong c6

- Can cwr phap ly cua thu tuc hanh chinh:

* Luat Duoc s6 34/2005/QHI11 ngay 14/6/2005 cua Quodc hoi; ¢6 hiéu luc ké tir
ngay 01/10/2005;

* Nghi dinh s6 89/2012/ND-CP ngay 24/10/2012 cia Chinh phu stra ddi, bo sung
mot sé diéu cua Nghi dinh s6 79/2006/ND-CP ngay 09/8/2006 cua Chinh phi quy
dinh chi tiét thi hanh mot s6 diéu ctua Luat Duge, ¢6 hiéu lyc ké tir ngay 10/12/2012;

* Thong tu s6 10/2013/TT-BYT ngay 29/3/2013 cua Bo Y té vé sta doi, bo sung
mot so6 diéu cia Thong tu s6 02/2007/TT-BYT ngay 24/01/2007 cua Bo truong Bo Y
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té huéng dan chi tiét thi hanh mét s6 diéu vé diéu kién kinh doanh thudc theo quy
dinh ctia Luat Duoc va Nghi dinh s6 79/2006/ND-CP ngay 09/8/2006 ctia Chinh phu

quy dinh chi tiét thi hanh moét sb diéu cua Luit Duoc, c6 hiéu luc ké tir ngay
14/5/2013.
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MA3u s6 2a/DPPN-NLCC
Pon dé nghi nhan lai chimg chi hanh nghé dugc ap dung cho co sé kinh doanh d nghi
(dé lam thu tuc cép lai Chirng chi hanh nghé duoc)

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phuc

PON PE NGHI
Nhan lai Ching chi hanh nghé dwgc

Coso ..
Dlachl e
Glaychu’ngnhandudleuklenkmhdoanhso e NAY CAD...

Nguoi quan ly chuyén moén: ...

ba duoc cap Chimg chi hanh nghe du’oc $O.. .

c6 gia tri dén ngay (néu coth0’1han)
Ly do xin nhén lai:

Co s& xin cam két duy tri hoat dong cia co so theo dung quy dinh cia phap
luat va quy dinh chuyén moén vé duoce ¢6 lién quan va ngp Chimg chi hanh ngh¢ duoc
mo1 duoc cap lai trude khi Chirng chi hanh nghéso .......... capngay / / héthan./.

, ngay thang ndm
Glam doc doanh nghiép/ Chu co sé
(Ky ghi ro ho tén)

" Tén co quan dang luu gifr ban chinh Ching chi hanh nghé duoc
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~ Mius6 2b/PDN-LCC
Pon d€ nghi nhan lai ching chi hanh nghé dqoc
(a4p dung cho trrong hop cd nhan don phwong dé nghi)

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phuc

PON PE NGHI
Nhan lai Ching chi hanh nghé dwgc

Kinh guri: «ooovveeeeee

Ho va tén:
Dia chi:
Noi dang ky ho khau thuong tru:

ba dang ky 1a nguoi quan ly chuyén mén chocosd ...

Dlachl
Giay chirng nhan du diéu kién kinh doanh s6: ................ngaycap...............
ba duoc cap Ching chi hanh nghé duoc so... ... ... co giatri dén ngay ..............

Ly do xin nhan lai; Cham dit tham gia quan ly chuyén mon vé dugce tai co so ...

i, ngay  thdng ndm
Nguwdi dé nghi
(Ky ghi ro ho tén)

'Tén co quan dang luu giit ban chinh ching chi hanh nghé duoc
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B. Thii tuc hanh chinh dwoc sira ddi, bo sung

I. Linh vwe Dwgc, my phz?im

1. Thi tuc cap Ching chi hanh nghé dwoc ddi véi cong dan Viét Nam

- Trinh ty thwe hién:

* Bude 1: Ngudi quan ly chuyén mon Duge chuan bi hd so theo quy dinh va
nop hd so tai BO phan tiép nhan va tra hd so cua S6 Y té (dia chi: s6 59, duong
Nguyén Thi Minh Khai, quan 1), vao cac ngay lam viée tir thir hai dén tha sau (budi
sang tir 07 gio 30 phat dén 11 gior 30 phat, budi chiéu tir 13 gior 00 phat dén 17 gior 00
phut) va budi sang thir bay tir 07 gid 30 phut dén 11 gio 30 phut.

* Bude 2: SO'Y té tiép nhan hd so, kiém tra tinh dy du cia cac gidy to co trong
ho so:

+ Truong hop ho so day di theo quy dinh thi cap Bién nhan ho so;

+ Truomg hop ho so chua day du thi huéng dan t6 chirc, ca nhan bo sung va
hoan thién ho so.

* Budce 3:

Ddi véi ho so hop 18, trong thoi han 30 ngay 1am viée ké tir ngay nhan duoc ho
so dé nghi cap Chirng chi hanh nghé dugc, SO Y t€ to chirc tham dinh va cap Chimg
chi hanh nghé dwogc. Trong truong hop néu khong cap, S& Y té s& ¢d van ban tra 10
vanéu 1o ly do.

Doi véi hd so khong hop 18, trong thoi han 03 ngay 1am viée ké tir ngay nhan
duoc hd so dé nghi cap Ching chi hanh nghé duoc, So Y té giri tra lai ho so cho ca
nhan ndp ho so

* Budc 4: Nguot quan ly chuyén mon duoc can cir vao ngay hen trén Bién nhan
dén nhan két qua giai quyét tai Bo phan tiép nhan va tra ho so cua SO Y té hodc nhan
két qua qua duong buu dién.

- Cach thirc thywe hién:

+Truc tiép tai tru s& cua S6 Y té TP Ho Chi Minh.

+ Ho so gti bang duong buu dién.

- Thanh phan, s6 lwgng hd so:

a) Thanh phan ho so:

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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- Pon d@é nghi cdp Chitng chi hanh nghé duoc;
- Ban sao ¢ chung thuc cac van bang chuyén mén;

- Gidy xdc nhdn vé thoi gian thuc hanh ¢ co s¢ dwoc hop phdp do nguoi dimg
dau co so do ca”}? theo méu do Bé Y 16 quy dinh; trit truong hop duoc st dai hoc 16t
nghiép hé chuyén tu dang ky loai hinh nha thudc;

- Ban sao c6 chimg thuc Gidy chimg minh nhdn ddn néu ho so giii bang dirong
buu dién hodc ban chup va xudt trinh Gidy chitmg minh nhdn ddn ban géc dé doi

chiéu néu ho so ndp truc tiép;

- Gidy chimg nhdn sitc khée do co quan y té cé thdm quyén cdp trong thoi han
12 thdng;

- 02 anh chan dung ¢& 4cm x 6¢cm chup trong vong sau (06) thang gan nhat tinh
dén ngay ndp ho so @ nghi cap Ching chi.

b) S6 lwong ho so: 01 bd

- Thoi han giai quyét: 30 ngay lam viéc, ké tir ngay nhan duoc ho so hop 6.

- P6i twong thwe hién thii tuc hanh chinh: Ca nhan.

- Co quan thwe hién thi tuc hanh chinh: S¢ Y té Thanh phé H6 Chi Minh

- Két qua ciia viéc thwe hién thii tuc hanh chinh: Chtng chi hanh nghé hoic
van ban tra 1oi va néu rd ly do tir chdi cap.

- L& phi: Tham dinh hd so cap ching chi hanh nghé duoc: 500.000 dong/ 1an.

- Tén miu don, mau to khai:

+ Pon d@é nghi cdp Chitng chi hanh nghé dwoc theo mdu do B Y té quy dinh
(Méu s6 1a/PPN-CC-Mdu don dé nghi cdp chitng chi hanh nghé dwoc (cdp lan ddu)

+ Gidy xdc nhdn Thoi gian thue hanh tai co s¢ dwoc hop phdp (Mdu sé 3/GXN)

- Yéu cau hoic diéu kién thwe hién tha tuc hanh chinh: khong c6

- Can cwr phap ly cua thu tuc hanh chinh:

* Luat Duoc s6 34/2005/QH11 ngay 14/6/2005 cua Qudc hoi, co hiéu luc ké tir
ngay 01/10/2005;

* Nghi dinh s6 79/2006/ND-CP ngay 09/8/2006 ctia Chinh phu quy dinh chi tiét
thi hanh mot s6 diéu ciia Luat Dugc, ¢6 hiéu lIyc ké tir ngay 07/9/2006;

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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* Nghi dinh s6 89/2012/NP-CP ngay 24/10/2012 cua Chinh phi sia doi, bé
sung mot s6 diéu cuia Nghi dinh sé 79/2006/ND-CP ngay 09/8/2006 ciia Chinh phii
quy dinh chi tiét thi hanh mét s6 dieu cua Ludt Dwoc, ¢é hiéu luc ké tir ngay
10/12/2012;

* Thong tu s6 02/2007/TT-BYT ngay 24/01/2007 cia Bo Y té vé hudng dan chi
tiét thi hanh mot sé diéu vé diéu kién kinh doanh thudc, cé hiéu luc ké tur ngay
28/02/2007;

* Thong tu s6 10/2013/TT-BYT ngay 29/3/2013 cua BO Y té vé sira ddi, bo
sung mot so diéu cua Thong tu s6 02/2007/TT-BYT ngay 24/01/2007 ciia Bo trudng
BoO Y té huéng dan chi tiét thi hanh mot sd diéu vé diéu kién kinh doanh thude theo
quy dinh cua Luat Dugce va Nghi dinh s6 79/2006/ND-CP ngay 09/8/2006 cua Chinh
phu quy dinh chi tiét thi hanh mot s6 diéu cua Luat Duoc, cé hiéu luc ké tiur ngay
14/5/2013;

* Thong tu s6 03/2013/TT-BTC ngay 08/01/2013 Bo Tai chinh quy dinh phi
tham dinh kinh doanh thuwong mai cé diéu kién; tham dinh tiéu chuén, diéu kién hanh
nghé vy, duoc; 16 phi cap gidy phép xuat, nhdp khau trang thiét bi, dwgc pham; cap
chtmg chi hanh nghé y; cap gidy phép hoat dong ddi véi co sd kham, chira bénh, c6
hiéu lwc ké tir ngay 01/3/2013.

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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Miu s6 1a/DPN-CC
Mau don dé nghij cap chimg chi hanh nghé dugc (cap 1an dau)

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phuc

PON PE NGHI
Cép chirng chi hanh nghé dwgc

Kinh giri: ..o e,
HoO W 00, e e
Ngay, thang, NAM SINN:............oooiiiiiii ettt
Noi dng Ky ho Khau thuong tri: .........c.ovoveeeeeeeeeeeeeeeee e,
Chd & hién LAY ottt ettt ettt ettt e et b et e st ettt eabe et e ettt e e s e e eare et aeeaees
Gidy chiang minh nhan dan/Ho chiéu so: ............. Ngay cap:............ NOi CAP: v,
Bien thoat: ... Email ( néu CO)L it

Van bang Chuy@n MOM: ..o e

Da c6 thoi gian thuc hanh tai co sé duoc

TUNEAY «ovoeeeeeeeeeeeeeeeeeeeeeeeen e BB DAY e

DON Vi CONG TAC CUOL CUNE ...t ee et ee e et ee e
Pé nghi cap Ching chi hanh nghé dugc ding ky 1a nguoi quan 1y chuyén mon cta cac hinh
thirc to chirc kinh doanh sau’:

1 Doanh nghiép san xuat thudc

Doanh nghiépsan xuat vic xin, sinh pham

Hop tac xd, ho kinh doanh c4 thé san xuat duoc liéu, thudc dong y, thudc
tu duoc licu

Doanh nghiép ban budn thuoc

Doanh nghiép ban buén vic xin, sinh pham y té

Hop tac x3, ho kinh doanh ca thé budén ban duoc liéu, thudc dong v,
thudc tir dugc liéu

Pai 1y ban budn vic xin, sinh pham y té

Nha thude

9 Quay thudc

10 | Pai 1y ban thudc cta doanh nghiép

11 | Co so ban 1¢ thude chuyén ban thudc dong y, thude tir dugce liéu

12 | Ta thudc tram y té

R[] & |[n]k] W N

! Dija danh
% Tén co quan cép chimg chi hanh nghé ) ) ) ) )
* Panh déu (x) vao hinh thite té chire kinh doanh dé nghi cip, ¢6 thé danh du vao tit ca cic muc dap ung quy dinh

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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13 | Doanh nghiép xuat khau, nhap khau thuoc

14 | Doanh nghiép lam dich vy kiém nghiém thuoc

15 Doanh nghiép lam dich vu bdo quan thudc

16 Doanh nghiép lam dich vu bdo quan vac xin, sinh phém y té

17 Doanh nghiép lam dich vu kiém nghiém vac xin, sinh phém y té

Sau khi nghién ctru Luat Duoc va cac quy dinh khac vé hanh nghé duoc, to1 xin cam
doan:

- Thyc hién nghiém tuc va dﬁy di cac quy dinh hién hanh ctia Ludt Dugc va cac van
ban quy pham phap ludt vé dugc ¢6 lién quan;

- Thuong xuyén quan tdm nghién ciru va nim vimng cac vin ban vé hanh nghé duoc va
thyc hién nghiém chinh trong qu4 trinh hanh nghé;

- Chi dang ky 1a nguoi quan ly chuyén mén hoac chi co s¢ ciia mot trong cac loai hinh
ghi trong Chimg chi hanh nghé tai mot dia diém kinh doanh;

- Trong qua trinh hanh nghé, néu c6 thay doi t6i cam két s& lam cac thu tuc xin cap lai
Ching chi hanh nghé dugc, Gidy chimg nhan di diéu kién kinh doanh thudc.

Néu vi pham t61 xin chiu hoan toan trach nhi€ém trude phap luat.

Kinh dé nghi Quy co quan xem xét va cap chimg chi hanh nghé duoc cho toi.

.................. , hgay  thdng ndm
Nguwoi lam don
(Ky va ghi ré ho tén)

T61 xin giri kem theo don nay b ho so gom cac giay td sau:

1. Ban sao c6 chimg thuc van bang chuyén méon

2. Gidy xac nhan vé thoi gian thyc hanh & co s& duoc hop phap do nguoi
dimg dau co s¢ d6 cap theo mau do Bo Y té quy dinh '

3. Ban sao c¢6 chiang thuc Gidy ching minh nhan dan/hé chiéu néu hé so giri
bang duong buu dién (hodc ban chup va xuét trinh ban gbc dé dbi chiéu néu []
hé so ndp truc tiép)

4. Ly lich tu phap duoc co quan cé tham quyén ciia nude s6 tai xac nhan hodc
Gidy phép lao dong va Gidy xac nhan 1 thanh vién Hoi dong quan tri hodc ]
Ban giam ddc cta co sd kinh doanh thude (P6i v6i ngudi nude ngoai hoidc
nguoi Viét Nam dinh cu & nudc ngoai)

5. Gidy chirmg nhén strc khoe do co quan y té c6 tham quyén cap trong thoi ]
han 12 thang;

6. Hai anh 04cm x 06¢cm []

1 O

1 A . 4 . 4 . 4 X . . A - .
D61 véi1 Duge si tot nghiép hé Chuyén tu ncu chi dang ky loai hinh Nha thuoc thi khéng can ¢6 xac nhéan thoi gian
thue hanh

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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Miu sb 3/GXN
Giay xac nhan thoi gian thue hanh tai co so duge hop phap

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phuc

GIAY XAC NHAN
Thai gian thuc hanh tai co s dwgc hgp phap

TN AOM VI oo
XAChaAn ONE/DA ...

Thurdn@ trl 1AL ... e

Nhi€m vu dwge phan CON: ..o,
Trong thoi gian cong tac khong cé vi pham dao dirc nghé nghiép.
T6i xin chiu hoan toan trach nhiém vé xac nhan trén /.
..... ,ngay thdng ndm

Thu trwong don vi
(Ky tén, dong dau)

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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2. Thi tuc cap Chirng chi hanh nghé dwoc tai Viét Nam cho c4 nhin nguoi
nwéc ngoai, ngwoi Viét Nam dinh cw 6 nwéc ngoai

- Trinh ty thwe hién:

* Bude 1: Nguoi quan 1y chuyén mén duge chuan bi ho so theo quy dinh va ndp
hd so tai Bo phén tiép nhan va tra hd so cia S Y té (dia chi: s6 59, duong Nguyén
Thi Minh Khai, quén 1), vao cac ngay lam viéc tir thit hai dén thir sau (budi sang tir
07 gior 30 phit dén 11 gior 30 phut, buoi chiéu tir 13 gir 00 phit dén 17 gid 00 phat)
va budi sang thir bay tir 07 gio 30 phat dén 11 gio 30 phut.

* Bude 2: SO'Y té tiép nhan hd so, kiém tra tinh dy du cia cac gidy to co trong
hd so:

+ Truong hop ho so day di theo quy dinh thi cap Bién nhan ho so;

+ Truomg hop ho so chua day du thi huéng dan t6 chirc, ca nhan bo sung va
hoan thién ho so.

* Budce 3:

Ddi véi ho so hop 18, trong thoi han 30 ngay 1am viée ké tir ngay nhan duoc ho
so dé nghi cap Chirng chi hanh nghé dugc, SO Y t€ to chirc tham dinh va cap Chimg
chi hanh nghé dwogc. Trong truong hop néu khong cap, S& Y té s& ¢d van ban tra 10
va néu 10 ly do.

Doi véi hd so khong hop 18, trong thoi han 03 ngay 1am viée ké tir ngay nhan
duoc hd so dé nghi cap Ching chi hanh nghé duoc, So Y té giri tra lai ho so cho ca
nhan ndp ho so

* Budc 4: Nguot quan ly chuyén mon duoc can cir vao ngay hen trén Bién nhan
dén nhan két qua giai quyét tai BO phan tiép nhan va tra ho so cua SO Y té hodc nhan
két qua qua duong buu dién.

- Cach thire thye hién:

+Truc tiép tai tru s& cua S6 Y té TP Ho Chi Minh.
+ Ho so gti bang duong buu dién.

- Thanh phan, s6 lwgng hd so:

a) Thanh phan ho so:

- Pon dé nghi cdp Chitng chi hamh nghé duwoc theo mdu do Bé Y té quy dinh

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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- Ban sao ¢6 chung thuc cac van bang chuyén mon;

- Gidy xdc nhdn vé thoi gian thuc hanh ¢ co s¢ dwoc hop phdp do nguoi dimg
dau co so do ca”}? theo méu do Bé Y té quy dinh; trit truong hop duoc st dai hoc 16t
nghiép hé chuyén tu dang ky loai hinh nha thudc;

- Gidy chimg nhdn sitc khée do co quan y té cé thdm quyén cdp trong thoi han
12 thdng;

- 02 anh chdn dung c& 4cm x 6cm chup trong vong sdu (06) thang gdn nhdt tinh
dén ngay ndp hé so dé nghi cdp Chiing chi;

- Ly lich tw phdp dwoc co quan cé thdm quyén cua nudc so tai xdc nhdn hodc
Gidy phép lao dong va Gidy xdc nhdn la thanh vién Hoi dong quan tri hodc Ban gidm

déc cua co s¢ kinh doanh thudc (*);

- Ban sao cé chung thuc ho chiéu néu hé so gui bang dwong buu dién hodic ban
chup ho chiéu va xudt trinh ho chiéu ban goc dé doi chiéu néu ho so ndp truc tiép,

Cdc thanh phdn hé so (*) theo quy dinh néu trén do co quan, 16 chitc nudée
ngodi cdp hodc céng chitng, xdc nhdn phdi diwoc hop phdp héa lanh sy va dich ra
tiéng Viét; ban dich phai dwoc cong chitng theo quy dinh cia phdp ludt Viét Nam.

b) S6 lwong ho so: 01 bd

- Thoi han giai quyét: 30 ngay lam viéc, ké tir ngay nhan duoc ho so hop 6.

- P6i twong thwe hién thii tuc hanh chinh: Ca nhan.

- Co quan thwe hién thi tuc hanh chinh: S¢ Y té Thanh phé H6 Chi Minh

- Két qua ciia viéc thywe hién thii tuc hanh chinh: Chtng chi hanh nghé hoic
van ban tra 101 va néu rd ly do tir choi cap.

- L& phi: Tham dinh hd so cap ching chi hanh nghé duoc: 500.000 dong/lan.

- Tén miu don, mau to khai:

+ Pon d@é nghi cdp Chitng chi hanh nghé dwoc theo mdu do B Y té quy dinh
(Méu s6 1a/PPN-CC-Mdu don dé nghi cdp chitng chi hanh nghé dwoc (cdp lan ddu)

+ Gidy xdc nhdn Thoi gian thue hanh tai co s¢ dwoc hop phdp (Mdu sé 3/GXN)
- Yéu cau hoic diéu kién thwe hién tha tuc hanh chinh: khong c6

- Can cwr phap ly cua thu tuc hanh chinh:

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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* Luat Duoc s6 34/2005/QH11 ngay 14/6/2005 cua Qudc hoi, co hiéu luc ké tir
ngay 01/10/2005;

* Nghi dinh s6 79/2006/ND-CP ngay 09/8/2006 ctia Chinh phu quy dinh chi tiét
thi hanh mot s6 diéu ciia Luat Dugc, ¢6 hiéu lIyc ké tir ngay 07/9/2006;

* Nghi dinh s6 89/2012/NP-CP ngay 24/10/2012 cua Chinh phi sia doi, bé
sung mot s6 diéu cuia Nghi dinh sé 79/2006/ND-CP ngay 09/8/2006 ciia Chinh phii
quy dinh chi tiét thi hanh mét sé6 dieu cua Ludt Dwoc, ¢é hiéu luc ké tir ngay
10/12/2012;

* Thong tu s6 02/2007/TT-BYT ngay 24/01/2007 cia Bo Y té vé hudng dan chi
tiét thi hanh mot s6 diéu vé diéu kién kinh doanh thudc, c6 hiéu luc ké tir ngay
28/02/2007;

* Thong tu s6 10/2013/TT-BYT ngay 29/3/2013 cua BO Y té vé sira ddi, bo
sung mot so diéu cua Thong tu s6 02/2007/TT-BYT ngay 24/01/2007 ciia Bo trudng
BoO Y té huéng dan chi tiét thi hanh mot sd diéu vé diéu kién kinh doanh thude theo
quy dinh cua Luat Dugce va Nghi dinh s6 79/2006/ND-CP ngay 09/8/2006 cua Chinh
phu quy dinh chi tiét thi hanh mot s6 diéu cua Luat Duoc, cé hiéu luc ké tir ngay
14/5/2013;

* Thong tu s6 03/2013/TT-BTC ngay 08/01/2013 Bo Tai chinh quy dinh phi
tham dinh kinh doanh thuwong mai cé diéu kién; tham dinh tiéu chuan, diéu kién hanh
nghé vy, duoc; 16 phi cap gidy phép xuat, nhdp khau trang thiét bi, dwgc pham; cap
chtmg chi hanh nghé y; cap gidy phép hoat dong ddi véi co so kham, chira bénh, co
hiéu lwc ké tir ngay 01/3/2013.

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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Miu s6 1a/DPN-CC
Mau don dé nghij cap chimg chi hanh nghé dugc (cap 1an dau)

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phuc

PON PE NGHI
Cép chirng chi hanh nghé dwgc

Kinh gui: ..o e,

HoO W 00, e e
Ngay, thang, nam sinh ...
Noi dang ky ho khau thudng trl: ..o

Chd & hién LAY ottt ettt ettt ettt e et b et e st ettt eabe et e ettt e e s e e eare et aeeaees
Gidy chiang minh nhan dan/Ho chiéu so: ............. Ngay cap:............ NOi CAP: v,
Bien thoat: ... Email ( néu CO)L it
VAN DANEG CHUYEI MION: ..ottt

Da c6 thoi gian thuc hanh tai co sé duoc

TUDEAY <o BB @AY e,

DON Vi CONG TAC CUOL CUNE ...t ee et ee e et ee e
Pé nghi cap Ching chi hanh nghé dugc ding ky 1a nguoi quan 1y chuyén mon cta cac hinh
thirc to chirc kinh doanh sau’:

1 Doanh nghiép san xuat thudc

Doanh nghiépsan xuat vic xin, sinh pham

Hop tac xd, ho kinh doanh c4 thé san xuat duoc liéu, thudc dong y, thudc
tu duoc licu

Doanh nghiép ban budn thuoc

Doanh nghiép ban buén vic xin, sinh pham y té

Hop tac x3, ho kinh doanh ca thé budén ban duoc liéu, thudc dong v,
thudc tir dugc liéu

Pai 1y ban budn vic xin, sinh pham y té

Nha thude

9 Quay thudc

10 | Pai 1y ban thudc cta doanh nghiép

11 | Co so ban 1¢ thude chuyén ban thudc dong y, thude tir dugce liéu

12 | Ta thudc tram y té

R[] & |[n]k] W N

! Dija danh
% Tén co quan cép chimg chi hanh nghé
? Pénh d4u (x) vao hinh thirc t& chtre kinh doanh dé nghi cép, c6 thé danh d4u vao tit ca cac muc dap img quy dinh

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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13 | Doanh nghiép xuat khau, nhap khau thuoc

14 | Doanh nghiép lam dich vy kiém nghiém thuoc

15 Doanh nghiép lam dich vu bdo quan thudc

16 Doanh nghiép lam dich vu bdo quan vac xin, sinh phém y té

17 Doanh nghiép lam dich vu kiém nghiém vac xin, sinh phém y té

Sau khi nghién ctru Luat Duoc va cac quy dinh khac vé hanh nghé duoc, to1 xin cam
doan:

- Thyc hién nghiém tuc va dﬁy di cac quy dinh hién hanh ctia Ludt Dugc va cac van
ban quy pham phap ludt vé dugc ¢6 lién quan;

- Thuong xuyén quan tdm nghién ciru va nim vimng cac vin ban vé hanh nghé duoc va
thyc hién nghiém chinh trong qu4 trinh hanh nghé;

- Chi dang ky 1a nguoi quan ly chuyén mén hoac chi co s¢ ciia mot trong cac loai hinh
ghi trong Chimg chi hanh nghé tai mot dia diém kinh doanh;

- Trong qua trinh hanh nghé, néu c6 thay doi t6i cam két s& lam cac thu tuc xin cap lai
Ching chi hanh nghé dugc, Gidy chimg nhan di diéu kién kinh doanh thudc.

Néu vi pham t61 xin chiu hoan toan trach nhi€ém trude phap luat.

Kinh dé nghi Quy co quan xem xét va cap chimg chi hanh nghé duoc cho toi.

.................. , hgay  thdng ndm
Nguwoi lam don
(Ky va ghi ré ho tén)

T61 xin giri kem theo don nay b ho so gom cac giay td sau:

1. Ban sao c6 chimg thuc van bang chuyén méon

2. Gidy xac nhan vé thoi gian thyc hanh & co s& duoc hop phap do nguoi
dimg dau co s¢ d6 cap theo mau do Bo Y té quy dinh '

3. Ban sao c¢6 chiang thuc Gidy ching minh nhan dan/hé chiéu néu hé so giri
bang duong buu dién (hodc ban chup va xuét trinh ban gbc dé dbi chiéu néu []
hé so ndp truc tiép)

4. Ly lich tu phap duoc co quan cé tham quyén ciia nude s6 tai xac nhan hodc
Gidy phép lao dong va Gidy xac nhan 1 thanh vién Hoi dong quan tri hodc ]
Ban giam ddc cta co sd kinh doanh thude (P6i v6i ngudi nude ngoai hoidc
nguoi Viét Nam dinh cu & nudc ngoai)

5. Gidy chirmg nhén strc khoe do co quan y té c6 tham quyén cap trong thoi ]
han 12 thang;

6. Hai anh 04cm x 06¢cm []

1 O

1 A . 4 . 4 . 4 X . . A - .
D61 véi1 Duge si tot nghiép hé Chuyén tu ncu chi dang ky loai hinh Nha thuoc thi khéng can ¢6 xac nhéan thoi gian
thue hanh

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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Miu sb 3/GXN
Giay xac nhan thoi gian thue hanh tai co so duge hop phap

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phuc

GIAY XAC NHAN
Thai gian thuc hanh tai co s dwgc hgp phap

TN AOM VI oo
XAChaAn ONE/DA ...

Thurdn@ trl 1AL ... e

Nhi€m vu dwge phan CON: ..o,
Trong thoi gian cong tac khong cé vi pham dao dirc nghé nghiép.
T6i xin chiu hoan toan trach nhiém vé xac nhan trén /.
..... ,ngay thdng ndm

Thu trwong don vi
(Ky tén, dong dau)

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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3. Thii tuc cip lai Chieng chi hanh nghé dwoc do bi mit, héng, rach nat; hét
hiéu Iwe (d6i véi cac Chirng chi da cip cé thoi han 5 nim); thay déi thong tin
ciia ca nhin ding ky hanh nghé dwoc trén Chirng chi hanh nghé dwoc

- Trinh ty thwe hién:

* Bude 1: Nguoi quan 1y chuyén mén duge chuan bi ho so theo quy dinh va ndp
hd so tai Bo phén tiép nhan va tra hd so cia S Y té (dia chi: s6 59, duong Nguyén
Thi Minh Khai, quin 1), vao cac ngay 1am viéc tir thir hai dén thtr sau (budi sang tir
07 gior 30 phit dén 11 gior 30 phut, buoi chiéu tir 13 gir 00 phit dén 17 gid 00 phat)
va budi sang thir bay tir 07 gio 30 phat dén 11 gio 30 phut.

* Bude 2: SO'Y té tiép nhan hd so, kiém tra tinh dy du cia cac gidy to co trong
hd so:

+ Truong hop ho so day di theo quy dinh thi cap Bién nhan ho so;

+ Truomg hop ho so chua day du thi huéng dan t6 chirc, ca nhan bo sung va
hoan thién ho so.

* Budce 3:

Déi véi ho so hop 18, trong thoi han 10 ngay 1am viée ké tir ngay nhan duoc ho
so dé nghi cap Chimg chi hanh nghé duoc, So Y té to chitc tham dinh va cap lai
Chirng chi hanh nghé dugc. Trong trueong hop néu khong cap, S& Y té s& co vin ban
tra 101 vanéu rd ly do.

DPdi voi ho so khong hop 1€, trong thoi han 03 ngay lam viéc ké tir ngay nhan
duoc hd so dé nghi cap Ching chi hanh nghé duoc, So Y té giri tra lai ho so cho ca
nhan ndp ho so

* Budc 4: Nguot quan ly chuyén mon duoc can cir vao ngay hen trén Bién nhan
dén nhan két qua giai quyét tai B6 phan tiép nhan va tra hd so cua S& Y té hodc nhan
két qua qua duong buu dién.

- Cach thirc thye hién:

+ Truc tiép tai tru s& ciia S& Y té TP HO Chi Minh.

+ Ho so gti bang duong buu dién.

- Thanh phan, s6 lwgng hd so:

a) Thanh phan ho so:

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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- Pon dé nghi cdp lai Chimg chi hanh nghé diroc theo mdu do BJ Y té quy dinh ;

- Ban chinh Chimg chi hanh nghé dwoc da dwoc cdp, trir truong hop Chitng chi
hanh nghé duoc bi mat;

- 02 anh chdn dung c& 4cm x 6cm chup trong vong sdu (06) thang gdn nhdt tinh
dén ngay ndp hé so dé nghi cdp Chiing chi.

b) S6 lwong ho so: 01 bd

- Thoi han giai quyét: 10 ngay lam viéc, ké tir ngay nhan duoc ho so hop 6.

- P6i twong thwe hién thi tuc hanh chinh: C4 nhan.

- Co quan thwe hién thi tuc hanh chinh: S¢ Y té Thanh phé H6 Chi Minh

- Két qua ciia viéc thwe hién thii tuc hanh chinh: Chtng chi hanh nghé hoic
van ban tra 1oi va néu rd ly do tir chdi cap.

- L& phi: Tham dinh hd s& cap chimg chi hanh nghé duge: 500.000 dong/1an.

- Tén miu don, mau to khai:

+ Don dé nghi cdp lai Chitng chi hanh nghé dioc theo mdu do Bé Y té quy dinh
(Méu s6 1b/PN-CLCC-Mdu don dé nghi cdp lai chitng chi hanh nghé dioc);

- Yéu cau hoic diéu kién thwe hién tha tuc hanh chinh: khong c6

- Can cwr phap ly cua thu tuc hanh chinh:

* Luat Duoc s6 34/2005/QH11 ngay 14/6/2005 cua Qudc hoi, co hiéu luc ké tir
ngay 01/10/2005;

* Nghi dinh s6 79/2006/ND-CP ngay 09/8/2006 ctia Chinh phu quy dinh chi tiét
thi hanh mot s6 diéu ciia Luat Dugc, ¢6 hiéu lIyc ké tir ngay 07/9/2006;

* Nghj dinh s6 89/2012/ND-CP ngay 24/10/2012 cia Chinh phu Sita doi, bo
sung mot s6 diéu cuia Nghi dinh sé 79/2006/ND-CP ngay 09/8/2006 ciia Chinh phii
quy dinh chi tiét thi hanh mét s6 dieu cua Ludt Dwoc, ¢é hiéu luc ké tir ngay
10/12/2012;

* Thong tu s6 02/2007/TT-BYT ngay 24/01/2007 cia Bo Y té vé hudng dan chi
tiét thi hanh mot s6 diéu vé diéu kién kinh doanh thudc, c6 hiéu luc ké tir ngay
28/02/2007;

* Thong tu s6 10/2013/TT-BYT ngay 29/3/2013 cua BO Y té vé sira ddi, bo
sung mot so diéu cua Thong tu s6 02/2007/TT-BYT ngay 24/01/2007 ciia Bo trudng

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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BoO Y té huéng dan chi tiét thi hanh mot sd diéu vé diéu kién kinh doanh thude theo
quy dinh cua Luat Dugce va Nghi dinh s6 79/2006/ND-CP ngay 09/8/2006 cua Chinh
phu quy dinh chi tiét thi hanh mot s6 diéu cua Luat Duoc, cé hiéu luc ké tiur ngay
14/5/2013;

* Thong tu s6 03/2013/TT-BTC ngay 08/01/2013 Bo Tai chinh quy dinh phi
tham dinh kinh doanh thuwong mai cé diéu kién; tham dinh tiéu chuan, diéu kién hanh
nghé vy, duoc; 16 phi cap gidy phép xuat, nhdp khau trang thiét bi, dwgc pham; cap
chtmg chi hanh nghé y; cap gidy phép hoat dong ddi véi co so kham, chira bénh, co
hiéu lwc ké tir ngay 01/3/2013.

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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Miu sb 1b/PN-CLCC
Mau don d nghi cap lai Chimg chi hanh nghé duoc

CONG HOA XA HOQI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phuc

PON PE NGHI
Cép lai Chirng chi hanh nghé dwoc
(Poi véi cic trwong hop mdt CCHN, CCHN hw héng, rdch ndt, thay doi*,
Chitng chi hanh nghé hét han xin cdp lai, thay @6i h$ khdu thwong trii)

Kinh gui: ..o e,

HoO W 00, e e e
Ngay, thang, nam sinh: ...
ChO G IEN NAY: ..ottt et

Noi ding ky ho Khau thuong il ..........oooveieeoeeeeeeee oo
Gidy ching minh nhan dan/Ho chiéu so: .......... Ngay cap:......... Noi cap:..........
Bien thoat: ... Email ( néu CO)l it
VAN DANEG CHUYEN MION: ..ot
Pi duoc cap Ching chi hanh nghé duoc sd: ............ooooon..... NZAY.evveeaneineannnns

Pugc phép hanh nghé véi cac hinh thirc to chirc kinh doanh sau’:

1 | Doanh nghiép san xuat thudc

2 | Doanh nghiép san xuat vic xin, sinh pham

5 | Hop tac x&, ho kinh doanh ca thé san xuat dugc liéu, thudc dong y,
thuoc tr duoc lifu

4 | Doanh nghiép ban budn thudc

5 | Doanh nghiép ban budn vic xin, sinh pham vy té

¢ | Hop tac xa, ho kinh doanh ca thé budén ban duoc liéu, thuoc dong v,
thuoc tr duoc lifu

7 | DPai Iy ban buén vic xin, sinh pham y té

8 | Nha thuoc

9 | Quay thudc

10 | Pai ly ban thudc cia doanh nghiép

11 | Co sé ban 1é thudc chuyén ban thudc dong y, thude tir duoc licu

12 | Tu thudc tram y t&

13 | Doanh nghiép xuat khau, nhap khau thudc

14 | Doanh nghiép lam dich vu kiém nghiém thuoc

15 | Doanh nghiép lam dich vu bdo quan thudc

16 | Doanh nghiép lam dich vu bdo quan vac xin, sinh phém y té

17 | Doanh nghiép lam dich vu kiém nghiém vac xin, sinh phém y té

' Tén dia danh
* Péanh d4u (x) vao hinh thirc t& chtre kinh doanh dé nghi cép, c6 thé danh d4u vao tit ca cac muc dap img quy dinh

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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Pia diém dang hanh ngh& (€U CO)........miime et

. Ly do (mat, rach nat, thay déi, dia chi thuong tri nguoi duoc cap chang chi hanh
nghé, Ching chi hanh nghé da duoc cap hethan): ...................................

Sau khi nghién ciru Luat Dugc va cac quy dinh khac vé hanh nghe duoc; to1 xin cam
doan thuong xuyén quan tdim nghién ctru va nam viing cac vin ban vé hanh nghé dugc va
thyc hién nghiém chinh trong quéa tfnh hanh nghé.

Kinh dé nghi Quy co quan xem xét va cap lai chirng chi hanh nghé duoc cho toi.

., ngay thdng ndm
Nguwoi lam don
(Ky va ghi ré ho tén)

e . Ve \ ~A 1A A , <A s 1
To1 xin gt kem theo don nay bd hd so gdm cac giay to sau :

1. Ban chinh Chimg chi hanh nghé duoc di duoc cip ddi véi trudng hop
Chimg chi hanh nghé duoc bi hong, rach nat; hét hiéu luc (doi voi cac O
ching chi da cap c6 thoi han 5 nam); thay doi1 dia chi thuong tra cua ca
nhan dang ky hanh nghé duoc;

2. Hai anh chéan dung c& 4cm x 6cm (chup khong qua 6 thang). []

! C4c muc hd so theo quy dinh tai Khoan 2 Diéu 1 Nghi dinh 89/2012/Nb-CP

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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4. Thi tuc cAp Gidy chieng nhan da diéu kién kinh doanh thudc
- Trinh ty thwe hién:

* Budc 1: T6 chirc/Ca nhan chuan bi hd so theo quy dinh va ndp hd so tai B
phan tiép nhan va tra hd so ciia So' Y té (dia chi: s 59, dudng Nguyén Thi Minh
Khai, quan 1), vao cac ngay lam viéc tir tht hai dén tha sau (budi sang tir 07 gio 30
phat dén 11 gio 30 phut, budi chiéu tir 13 gior 00 phit dén 17 gior 00 phit) va buodi
sang thtr bay tir 07 gior 30 phat dén 11 gio 30 phat.

* Bude 2: SO'Y té tiép nhan hd so, kiém tra tinh dy du cia cac gidy to co trong
hd so:

+ Truong hop ho so day di theo quy dinh thi cap Bién nhan ho so;

+ Truomg hop ho so chua day du thi huéng dan t6 chirc, ca nhan bo sung va
hoan thién ho so.

* Budce 3:

- D6i voi trudng hop phai tham dinh co sé kinh doanh thude (cap lién thong),
trong thoi han 40 ngay lam viée ké tir ngay nhan duoc ho so hop 1¢ dé nghi cap Gidy
Chirng nhéan du diéu kién kinh doanh thudc, S& Y té phai to chirc tham dinh dé cap
Giay Chtng nhan du diéu kién kinh doanh;

- B6i voi trudong hop khong phai tham dinh co sé kinh doanh thudc, trong thoi
han 20 ngay 1am viéc ké tir ngay nhan dwgc ho so hop 1& dé nghi cap Gidy Ching
nhan du diéu kién kinh doanh thube, S Y té phai cap Gidy Chimg nhan du diéu kién
kinh doanh;

- Néu ho so chua hop 1¢, trong thoi han 10 ngay lam viéc ké tir ngay nhan duoc
ho so, S& Y té co van ban thong bao cho to chirc, ca nhan dé nghi cap Gidy ching
nhén du diéu kién kinh doanh thudc dé b sung, hoan chinh ho so.

- Néu khong cap, SO Y t€ co vin ban tra 101, néu rd 1y do va tra lai ban chinh
Chimng chi hanh nghé duoc cua ngudi quan ly chuyén mon vé duge cia co sd.

* Bude 4: T chirc/Ca nhan can cir vao ngay hen trén Bién nhan dén nhan két
qua giai quyét tai Bo phan tiép nhan va tra ho so ciia S& Y té hodc nhan két qua qua
duong buu dién.

- Cach thirc thye hién: Truc tiép tai tru sé cia S¢ Y té TP H6 Chi Minh.

- Thanh phan, s6 luwong hd so

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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a) Thanh phan ho so:

- Pon d@é nghi cdp Gidy Chitng nhdn di diéu kién kinh doanh thudc theo mdu do
Bé Y té quy dinh (Mdu s6 4a/PPN-PPKKD cdp lin dau); (Mdu s6 4b/PPN-
DDKKD khi thay déi dia diém)

- Ban chinh Chitng chi hanh nghé diroc ciia nguedi quan 1y chuyén mén vé duwoc
phit hop véi hinh thitc t6 chitc kinh doanh va ban sao Gidy chimg nhdn ddng ky ho
kinh doanh cd thé hodc Gidy chitng nhdn dang ky doanh nghiép c6 chitng thirc hodc
ban sao 6 chit ky cia chii co s¢ va déng ddu xdc nhdn (néu I doanh nghiép);

- Tai liéu ky thudt twong ting véi diéu kién kinh doanh dé nghi kiém tra theo quy
dinh ciia Bo Y té doi voi truong hop phai tham dinh co so kinh doanh thuéc:

+ Hé so dé nghi cdp Gidy chitng nhdn dat nguyén tdc, tiéu chudn “Thuc hanh
(6t doi véi timg hinh thikc t6 chirc kinh doanh thudc theo diing quy dinh hodc ban
sao hop phdp gidy chimg nhdn “Thuc hanh (6t” doi voi tieng hinh thikc t6 chire kinh
doanh thudc theo quy dinh:

+ DOi v&i co s¢ ban 1é thube chua thue hién GPP theo 16 trinh trién khai ap
dung nguyén tdc, tiéu chudn thwc hanh t6t nha thuoc (GPP) do B Y té quy dinh, tai
liéu ky thudt gém.‘ ban ké khai dia diém va trang thiét bi co so kinh doanh (mdNu s6
07/KKPB-TTB); ban ké khai danh sdch nhdn si va bdang cdp chuyén mon (mdu sé
06/KKNS).”

- Déi vé6i dai Iy bdn thudce ciia doanh nghiép kinh doanh thudc, dai Iy ban budn
vdc xin, sinh phdm y té, ngodi cdc gidy to quy dinh tai Piém a, b va ¢ Khoan ndy con
phdi c6 ban sao cé chitng thuee hodc ban sao c6 chit ky cua chii co s6 va déng ddu
xdc nhdn (néu la doanh nghiép) hop dong dai Iy giita doanh nghiép mé dai Iy va
nguoi dimg dau dai Iy.

b) S6 lwong ho so: 01 bd.

- Thoi han giai quyét:

+ 40 ngay lam viéc ké tir ngay nhan dwoc ho so hop 1€ (co tham dinh co s& kinh
doanh).

+ 20 ngay 1am viéc ké tir ngdy nhan duoc ho so hop 1& (khong tham dinh co sé
kinh doanh).

- P6i twong thwe hién thi tuc hanh chinh: T6 chire/Ca nhan.

- Co quan thwe hién thi tuc hanh chinh: S¢ Y té Thanh phé H6 Chi Minh

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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- Két qua ciia viéc thwe hién thi tuc hanh chinh: Gidy ching nhan hodc vin
ban tra 101 néu r5 1y do tir choi cap.

- Lé phi: Tham dinh tiéu chuan va diéu kién hanh nghé d6i véi co so kinh doanh
thude tir duoc lidu (bao gom ca duge lidu), thude dong y (bao gom ca thudc phién):
500.000 dong/1an tham dinh.

- Tén miu don, mau to khai:

+ Pon dé nghi cdp Gidy Chitng nhdn di diéu kién kinh doanh thudc theo mau
do B Y té quy dinh (Mdu s6 4a/PPN-DDKKD); (Mdu s6 4b/PDN-DDKKD khi thay
doi dia diém);

+ Ké khai danh sdch nhdn si va bang cdp chuyén mon (Mdu s6 6/ KKNS);

+ Ké khai dia diém va trang thiét bi cua co so kinh doanh thudc ﬂ\/[dNu s6
7/KKPD-TTB)

- Yéu cau hoic diéu kién thwe hién tha tuc hanh chinh: khong c6

- Can cwr phap ly cua thu tuc hanh chinh:

* Luat Duoc s6 34/2005/QH11 ngay 14/6/2005 cua Qudc hoi, co hiéu luc ké tir
ngay 01/10/2005;

* Nghi dinh s6 79/2006/ND-CP ngay 09/8/2006 ctia Chinh phu quy dinh chi tiét
thi hanh mot s6 diéu ciia Luat Dugc, ¢6 hiéu lIyc ké tir ngay 07/9/2006;

* Nghi dinh s6 89/2012/NP-CP ngay 24/10/2012 cua Chinh phi sia doi, bé
sung mot s6 diéu cuia Nghi dinh sé 79/2006/ND-CP ngay 09/8/2006 ciia Chinh phii

quy dinh chi tiét thi hanh mét s6 dieu cua Ludt Dwoc, ¢é hiéu luc ké tir ngay
10/12/2012;

* Thong tu s6 02/2007/TT-BYT ngay 24/01/2007 cia Bo Y té vé hudng dan chi
tiét thi hanh mot s6 diéu vé diéu kién kinh doanh thudc, c6 hiéu luc ké tir ngay
28/02/2007;

* Thong tu s6 10/2013/TT-BYT ngay 29/3/2013 cua BO Y té vé sira ddi, bo
sung mot so diéu cua Thong tu s6 02/2007/TT-BYT ngay 24/01/2007 ciia Bo trudng
BoO Y té huéng dan chi tiét thi hanh mot sd diéu vé diéu kién kinh doanh thude theo
quy dinh cua Luat Dugce va Nghi dinh s6 79/2006/ND-CP ngay 09/8/2006 cua Chinh
phu quy dinh chi tiét thi hanh mot s6 diéu cua Luat Duoc, cé hiéu luc ké tiur ngay
14/5/2013;

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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* Thong tu 46/2011/TT-BYT ngay 21/12/2011 cua B Y té ban hanh nguyén
tic, tiu chuan “Thyc hanh tot nha thude”, ¢6 hiéu lyc ké tir ngay 05/02/2012;

* Thong tu 48/2011/TT-BYT ngay 21/12/2011 ciia Bo Y té ban hanh nguyén tic
“Thue hanh t6t phan phéi thude”, ¢ hiéu liwc ké tir ngay 05/02/2012;

* Thong tu s6 03/2013/TT-BTC ngay 08/01/2013 Bo Tai chinh quy dinh phi
tham dinh kinh doanh thuwong mai cé diéu kién; tham dinh tiéu chuan, diéu kién hanh
nghé vy, duoc; 16 phi cap gidy phép xuat, nhap khau trang thiét bi, dwgc pham; cap
chtmg chi hanh nghé y; cap gidy phép hoat dong ddi véi co so kham, chira bénh, co
hiéu lwc ké tir ngay 01/3/2013.

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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Miu sb 4a/DPDN-DDKKD
Mau don dé nghij cap Gidy ching nhan du diéu kién kinh doanh thude

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phuc

PON PE NGHI
Cap Giay ching nhan dua di€u kién kinh doanh thuoc
Kinh gtri: ............ L
TEN COSO v PSPPSR PRSPPI
Tryc thude (Cong ty, bénh vién - néu 1a don vi phuthude)..........ooooeeiiiii
Nguoi phu trach chuyén moén.......... P T R nam sinh.............. e ,
S6 CCHN Duogc ............... Noicap ............... Nam cap............ Co gia tr1 dén (ncu
co):......
Pia diém kmh doanh:........ ... biénthoatl .....ccoooeeii
Pi duoc cip Gidy ching nhan thyc hanh tot: [] ~ Chua dugc cap: ]
1. Glay ching nhan thyc hanh tot SO e NEay CaAP: wvveeeeeeiieieeeie e
2. Glay ching nhan thyc hanh B0t oo,
et 1ot 1ttt eh e eh et eh e ae et b ettt eh et enbe s et enbe s e e
Co s& ching t6i dé nghi BoY t€/So Y té cap Gidy chung nhan du diéu klen kinh doanh
thudc choqco sg, hinh thirc t6 chitc kinh doanh va pham vi kinh doanh SAU: > oo
Tal d1a GEM KINh dOANI: ... e e e
DIEI TNOAL oo

Sau khi nghién ctru Luat Dugc va cac quy dinh khac vé hanh nghé duoc, ching t6i xin
cam doan thuc hién day du cac vin ban phap ludt, cac quy ché chuyén mén dugc c6 lién
quan, chap hanh nghiém su chi dao cta Bo Yté vaSod Yt ............

: ., ngay thdng  ndm
Glam doc doanh nghié€p/ Chu co sé
(Ky ghi ré ho tén)

! Co quan cép Gidy ching nhéan du diéu kién kinh doanh

> Néu chura duge cdp Gidy chimg nhan thue hanh t6t phit hop véi hinh thire va pham vi kinh doanh thi 4p dung trinh tur
cép lién thong

? Co s6 san xuét dé nghi cAp Gidy CNDDPKKD c¢6 ghi hinh thie kinh doanh nhdp khiu nguyén lidu thi phai dé nghi
trong don

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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Maiu s6 4b/PPN-PPKKD
DPon dé nghi bo sung pham vi kinh doanh trong Gidy chtrng nhan du diéu kién
kinh doanh/Thay doi dia diém, diéu kién kinh doanh

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phuc

. DPON PE NGHI ‘
B6 sung pham vi kinh doanh trong Giay ching nhan du diéu kién kinh doanh/
Thay doi dia diém, diéu kién kinh doanh

Kinh gtri: ...... RRRURTRR
TEM CO SO .
Tryc thude (n€u 1a don Vi trge thuOC) .....oovoiiiiiiiiic e
Nguoi phu trach chuyén moén........ e e nam sinh ......... R
S6 CCHN Duoc ............... Noicap ......... Nam cap........ .... Cogiatridén: ............
Pia diém kinhdoanh:..................... Dién thoai ..
Pi duoc cip Gidy ching nhan da diéu kién kinh doanh loai hinh va pham vi kmh doanh
Pham vi kinh doanh dé nghi b0 SUNE: ..................oooioiiiiiiiiiiciiceies e
Di1a Gem KInh dOanh: ...
Hodc Thay d6i diéu kién Kinh doanh:® ............ocooooeieoorieeeoeeeeeeeeee oo
Gidy chimg nhan thyc hanh t6t phi hop v6i pham vi kinh doanh de nghi bo sung:
Chua,duoc cap: [] , , ba duoc cﬁp: []
1. Gidy ching nhan thuc hanh tot ........... SOL s e Ngay cap: ..o,
2. Giay chung nhan thyc hanh tot ........... SO .ovvier e NEAY CAP: e,

Sau khi nghién ctru Luat Dugc va cac quy dinh khac vé hanh nghé duoc, ching t6i xin
cam doan thuc hién day du cac vin ban phap luat, cac quy ché chuyén mén dugc c6 lién
quan, chap hanh nghiém su chi dao ctaBO Yté vaSo Yt ..o,

., hgay  thdng  ndm
Giam dbc doanh nghiép/ Chi co sé
(Ky ghi ré ho tén)

' Co quan ¢6 thim quyén cép Gidy ching nhan di diéu kién kinh doanh
21iét ké chi tiét nhitng diéu kién thay dbi

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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Miu sb 6/KKNS
Ban ké khai danh sach nhan sy va bang cap chuyén moén

TEN CO SO CONG HOA XA HOQI CHU NGHIA VIET NAM
Déc lap - Tu do - Hanh phuc

BAN KE KHAI DANH SACH NHAN SU VA BANG CAP CHUYEN MON

Cosokinhdoanh........... ... .

Hoténchucosd.............ooiiiiiiiiiiiiieo... SOCCHND: oo

Diadiémkinhdoanh:.......................... . DT
Pham vi1 kinh doanh:

Nim sinh ] Cong

DPia chi Trinh d¢ Nam tot viéc

STT | Ho va tén Nam | Nit thu’0:ng chu}fen .ngPlgpl du’?'c

tru mon Noicap bang | phan

cong

..../ngay thang nam
Chu co sé cam doan khai ding su that
Ky ghi ro ho tén

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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MaAu s6 7/KKPD-TTB
Bang ké khai dia diém va trang thiét bi cta co s& kinh doanh thudc

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phuc

BAN KE KHAI DIA PIEM VA TRANG THIET BI
CUA CO SO KINH DOANH THUOC

Cosokinhdoanh: ..... ... . ...
Ngudi phu tradch: ...
DA GBI ..o
Dién tich: .
Cosorlengblethaychungvoqcosokhac
MBb ta so bo dieu kién co sé: (nén, tran nha, vé smh moi tru’O’ng)

Trang thiét bi (T, quay, danh sach may moc, thiét bi, diéu kién PCC...):............ ...

Tai liéu chuyén moén, van ban phap luat, quy ché duogc, so sach theo ddi:

So db dia diém kinh doanh (Vé o mat sau: vé ro vi tri, $6 nha, tén phé, phuweong, ngo,
xom, cdc nha thuoc gdn nhdt va cdc ddc diém dé nhdn biét khdc...)
., hgay  thdng ndm
Giam doc doanh nghiép/ Chii co s¢
(Ky ghi ro ho tén)

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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5. Thi tuc cip lai Gidy ching nhin da diéu kién kinh doanh thudc do bi
mét, hong, rach nat; thay doi ngudi quan 1y chuyén mén vé duwgc; thay déi tén
co s& kinh doanh thudc nhung khéng thay doi dia diém kinh doanh; thay doi dia
diém tru sé ding ky kinh doanh trong trwong hep tru sé ding ky kinh doanh
khong phai la dia diém hoat dong kinh doanh da dwgc cip Gidy ching nhin da
diéu kién kinh doanh thudc

- Trinh ty thwe hién:

* Budc 1: T6 chirc/Ca nhan chuan bi hd so theo quy dinh va ndp hd so tai B
phan tiép nhan va tra hd so ciia So' Y té (dia chi: s 59, dudng Nguyén Thi Minh
Khai, quan 1), vao cac ngay lam viéc tir tht hai dén tha sau (budi sang tir 07 gio 30
phat dén 11 gio 30 phut, budi chiéu tir 13 gior 00 phit dén 17 gior 00 phit) va buodi
sang thtr bay tir 07 gior 30 phat dén 11 gio 30 phat.

* Bude 2: SO'Y té tiép nhan hd so, kiém tra tinh dy du cia cac gidy to co trong
hd so:

+ Truong hop ho so day di theo quy dinh thi cap Bién nhan ho so;

+ Truomg hop ho so chua day du thi huéng dan t6 chirc, ca nhan bo sung va
hoan thién ho so.

* Budce 3:

- D6i voi trudng hop phai tham dinh co sé kinh doanh thude (cap lién thong),
trong thoi han 40 ngay lam viéc ké tir ngay nhan duoc ho so hop 1¢ dé nghi cap Gidy
Chirng nhéan du diéu kién kinh doanh thudc, S& Y té phai to chirc tham dinh dé cap
Giay Chtng nhan du diéu kién kinh doanh;

- B6i voi trudong hop khong phai tham dinh co sé kinh doanh thudc, trong thoi
han 20 ngay 1am viéc ké tir ngay nhan dwgc ho so hop 1é dé nghi cap Gidy Ching
nhan du diéu kién kinh doanh thude, S Y té phai cap Gidy Chimg nhan du diéu kién
kinh doanh;

- Néu ho so chua hop 1¢, trong thoi han 10 ngay lam viéc ké tir ngay nhan duoc
ho so, S& Y té co van ban thong bao cho to chirc, ca nhan dé nghi cap Gidy ching
nhén du diéu kién kinh doanh thudc dé b sung, hoan chinh ho so.

- Néu khong cap, SO Y t€ co vin ban tra 101, néu rd 1y do va tra lai ban chinh
Chirng chi hanh nghé duoc cua ngudi quan ly chuyén mon vé duge cia co sd.

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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* Budc 4: T6 chirc/Ca nhan cin ctr vao ngay hen trén Bién nhan dén nhan két
qua giai quyét tai Bo phan tiép nhan va tra ho so ciia S& Y té hodc nhan két qua qua
duong buu dién.

- Cach thirc thye hién: Truc tiép tai tru sé cia S¢ Y té TP H6 Chi Minh.

- Thanh phan, s6 luwong hd so

a) Thanh phan ho so:

- Pon dé nghi cdp lai Gidy Chimg nhdn di diéu kién kinh doanh thuéc theo mau
do Bé Y té quy dinh (Mdu s6 4d/PPN-PPKKD);

- Ban chinh Chitng chi hanh nghé diroc ciia nguedi quan 1y chuyén mén vé duwoc
mdéi déi véi truomg hop thay déi nguoi quan 1y chuyén mén vé dioc;

- Ban sao cé chimg thue hodic ban sao cé chit ky ciia chii co s6 va dong ddu cia
co s¢ (néu la doanh nghiép) doi véi van ban chdp thudn viéc thay doi tén co so kinh
doanh thudc ciia co quan dang ky kinh doanh déi véi trieomg hop thay déi tén co so
kinh doanh thudc;

- Ban sao cé chimg thue hodic ban sao cé chit ky ciia chii co s6 va dong ddu cia
co 56 (néu la doanh nghiép) vin ban chdp thudn viéc thay déi dia diém tru so ding
ky kinh doanh thudc cua co quan cdp diang ky kinh doanh déi véi truong hop thay doi
dia diém tru so dang ky kinh doanh thudc.”

b) S6 lwong ho so: 01 bd.

- Thoi han giai quyét:

+ 40 ngay lam viéc ké tir ngay nhan dwoc ho so hop 1€ (co tham dinh co s& kinh
doanh).

+ 20 ngay 1am viéc ké tir ngdy nhan duoc ho so hop 1& (khong tham dinh co sé
kinh doanh).

- P6i twong thwe hién thi tuc hanh chinh: T6 chire/Ca nhan.

- Co quan thwe hién thi tuc hanh chinh: S¢ Y té Thanh phé H6 Chi Minh

- Két qua ciia viéc thwe hién thi tuc hanh chinh: Gidy ching nhan hodc vin
ban tra 101 néu r5 1y do tir choi cap.

- Lé phi: Tham dinh tiéu chuan va diéu kién hanh nghé d6i véi co so kinh doanh
thude tir duoc lidu (bao gom ca duge lidu), thude dong y (bao gom ca thudc phién):
500.000 dong/ 1an tham dinh.

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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- Tén miu don, mau to khai:

+ Don dé nghi cdp lai Gidy Chitng nhdn di diéu kién kinh doanh thuéc theo
mdu do Bo Y té quy dinh (Mdu s6 4d/PPN-PPKKD);

- Yéu cau hoic diéu kién thwe hién tha tuc hanh chinh: khong c6
- Can cwr phap ly cua thu tuc hanh chinh:

* Luat Duoc s6 34/2005/QH11 ngay 14/6/2005 cua Qudc hoi, co hiéu luc ké tir
ngay 01/10/2005;

* Nghi dinh s6 79/2006/ND-CP ngay 09/8/2006 ctia Chinh phu quy dinh chi tiét
thi hanh mot s6 diéu ciia Luat Dugc, ¢6 hiéu lIyc ké tir ngay 07/9/2006;

* Nghi dinh s6 89/2012/ND-CP ngay 24/10/2012 cia Chinh phu stra doi, bo
sung mot s6 diéu cia Nghi dinh s6 79/2006/ND-CP ngay 09/8/2006 ciia Chinh phu
quy dinh chi tiét thi hanh moét sb diéu cua Luit Duoc, c6 hiéu luc ké tir ngay
10/12/2012;

* Thong tu s6 02/2007/TT-BYT ngay 24/01/2007 cia Bo Y té vé hudng dan chi
tiét thi hanh mot s6 diéu vé diéu kién kinh doanh thudc, c6 hiéu luc ké tir ngay
28/02/2007;

* Thong tu s6 10/2013/TT-BYT ngay 29/3/2013 cua BO Y té vé sira ddi, bo
sung mot so diéu cua Thong tu s6 02/2007/TT-BYT ngay 24/01/2007 ciia Bo trudng
BoO Y té huéng dan chi tiét thi hanh mot sd diéu vé diéu kién kinh doanh thude theo
quy dinh cua Luat Dugce va Nghi dinh s6 79/2006/ND-CP ngay 09/8/2006 cua Chinh
phu quy dinh chi tiét thi hanh mot s6 diéu cua Luat Duoc, cé hiéu luc ké tiur ngay
14/5/2013;

* Thong tu 46/2011/TT-BYT ngay 21/12/2011 cua B Y té ban hanh nguyén
tic, tiu chuan “Thyc hanh tot nha thude”, ¢6 hiéu lyc ké tir ngay 05/02/2012;

* Thong tu 48/2011/TT-BYT ngay 21/12/2011 ciia Bo Y té ban hanh nguyén tic
“Thue hanh t6t phan phéi thude”, ¢ hiéu liwc ké tir ngay 05/02/2012;

* Thong tu s6 03/2013/TT-BTC ngay 08/01/2013 Bo Tai chinh quy dinh phi
tham dinh kinh doanh thuwong mai cé diéu kién; tham dinh tiéu chuan, diéu kién hanh
nghé vy, duoc; 16 phi cap gidy phép xuat, nhap khau trang thiét bi, dwgc pham; cap
chtmg chi hanh nghé y; cap gidy phép hoat dong ddi véi co so kham, chira bénh, co
hiéu lwc ké tir ngay 01/3/2013.

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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MaAu s6 4d/DPPN-PPKKD
Mau don @ nghi cap lai Giay ching nhan du diéu kién kinh doanh

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

PON PE NGHI
Cap lai Giay ching nhan du diéu kién kinh doanh

Kinh gui: ......... RTTTR

S I USRS
Truc thudc (0éu 18 don Vi PAUtAUOC) ..........eeoveeeeeeeee e
Nguoi phu trach chuyénmoén........................... nam sinh ...
S6 CCHN Duge ............ Noi cap...... Nam cap........... C6 gia tri dén (neu CO) v
Pi duogc cip Gidy ching nhan du diéu kién kinh doanh So ............. NEAY CAP....veevvennnnn
Dia GEM K dOANN: ...ooo oo e,
Loai hinh kinh doanh: .............ocoiiii e
Pham vi kinh doanh: ...
Co s6 chang t6i dé nghi ............. cap lai Gidy ching nhan du diéu kién kinh doanh thudc
cho co s nhu sau:
S I USRS
Truc thudc (néu la don vi phu thudC) .....oooviiiiiic e
Pia diém kinh doanh:.................. biénthoat .....cccccvvveeen.
Nguoi phu trach chuyénmoén........................... nam sinh ...
S6 CCHN Duoc ............... Noicap ...... Nam cap........ .... Co giatri dén: ..o
Loai hinh kinh doanh:
Pham vikinh doanh: ...
LY do @8 NI CAP 1177 ..ot
Sau khi nghién ctru Luat Dugc va cac quy dinh khac vé hanh nghé duoc, ching t6i xin
cam doan thuc hién day du cac vin ban phap luat, cac quy ché chuyén mén dugc c6 lién
quan, chap hanh nghiém su chi dao ctaBO Yté vaSo Yt ............

., ngay thdng ndm
Giam dbc doanh nghiép/Chu co s&
(Ky ghi ré ho tén)

! Tén co quan cdp Gidy chimg nhén du diéu kién kinh doanh
* Truomg hop dé nghi cép lai lién quan dén thdm dinh diéu kién kinh doanh thi hd so phai ¢6 phan hd so k§ thuat twong
ung theo quy dinh

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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6. Thi tuc gia han Gidy Chirng nhin du diéu kién kinh doanh thudc (GCN
PPKKDT) 6 thoi han 05 nim ké tir ngay cip

- Trinh ty thwe hién:

* Bude 1: T chire/ Ca nhan chuan bi ho so theo quy dinh va nop ho so tai B
phan tiép nhan va tra hd so ciia So' Y té (dia chi: s 59, dudng Nguyén Thi Minh
Khai, quan 1), vao cac ngay lam viéc tir tht hai dén tha sau (budi sang tir 07 gio 30
phat dén 11 gio 30 phut, budi chiéu tir 13 gior 00 phit dén 17 gior 00 phit) va buodi
sang thtr bay tir 07 gior 30 phat dén 11 gio 30 phat.

* Bude 2: SO'Y té tiép nhan hd so, kiém tra tinh dy du cia cac gidy to co trong
hd so:

+ Truong hop ho so day di theo quy dinh thi cap Bién nhan ho so;

+ Truomg hop ho so chua day du thi huéng dan t6 chirc, ca nhan bo sung va
hoan thién ho so.

* Budce 3:

- D6i voi trudng hop phai tham dinh co sé kinh doanh thude (cap lién thong),
trong thoi han 40 ngay lam viéc ké tir ngay nhan duoc ho so hop 1¢ dé nghi cap Gidy
Chirng nhéan du diéu kién kinh doanh thudc, S& Y té phai to chirc tham dinh dé cap
Giay Chtng nhan du diéu kién kinh doanh;

- B6i voi trudong hop khong phai tham dinh co sé kinh doanh thudc, trong thoi
han 20 ngay 1am viéc ké tir ngay nhan dwgc ho so hop 1é dé nghi cap Gidy Ching
nhan du diéu kién kinh doanh thube, S Y té phai cap Gidy Chimg nhan du diéu kién
kinh doanh;

- Néu ho so chua hop 1¢, trong thoi han 10 ngay lam viéc ké tir ngay nhan duoc
ho so, S& Y té co van ban thong bao cho to chirc, ca nhan dé nghi cap Gidy ching
nhén du diéu kién kinh doanh thudc dé b sung, hoan chinh ho so.

- Néu khong cap, SO Y t€ co vin ban tra 101, néu rd 1y do va tra lai ban chinh
Chimng chi hanh nghé duoc cua ngudi quan ly chuyén mon vé duge cia co sd.

* Bude 4: T chirc/Ca nhan can cir vao ngay hen trén Bién nhan dén nhan két
qua giai quyét tai Bo phan tiép nhan va tra ho so ciia S& Y té hodc nhan két qua qua

duong buu dién.

- Cach thirc thye hién: Truc tiép tai tru sé cia S¢ Y té TP H6 Chi Minh.

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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- Thanh phan, s6 lwgng hd so:

a) Thanh phan ho so:

- Pon dé nghi gia han Gidy chimg nhdn di diéu kién kinh doanh thuéc theo mau
do Bé Y té quy dinh (Mdu s6 4¢/DPDN-DDKKD);

- Ban sao c6 chiing thuc hodc ban sao cé chiv ky ciia chii co sé va dong ddu
(néu la doanh nghiép) Gidy chitng nhdn di diéu kién kinh doanh thuéc da cdp;

- Ban chinh Chitng chi hanh nghé diroc ciia nguedi quan 1y chuyén mén vé duwoc
phit hop véi hinh thikc t6 chitc kinh doanh;

- Tai liéu ky thudt twong ving véi diéu kién kinh doanh theo quy dinh ciia B6 Y té
doi voi trieong hop phai thdm dinh co s6 kinh doanh thudc:

- Ho so dé nghi cdp Gidy chimg nhdn dat nguyén tdc, tiéu chudn “Thuc hanh
(6t doi véi timg hinh thikc t6 chirc kinh doanh thudc theo diing quy dinh hodc ban
sao hop phdp gidy chimg nhdn “Thuc hanh (6t” doi voi tieng hinh thikc t6 chire kinh
doanh thuéc theo quy dinh.

- Déi vGi co sé ban lé thude chiea thue hién GPP theo 16 trinh trién khai ap
dung nguyén tdc, tiéu chudn thwc hanh t6t nha thuoc (GPP) do B Y té quy dinh, tai
liéu ky thudt gém.‘ ban ké khai dia diém va trang thiét bi co so kinh doanh (mdNu s6
07/KKPB-TTB); ban ké khai danh sdch nhdn si va bdang cdp chuyén mon (mdu sé
06/KKNS).”

b) S6 lwong ho so: 01 bd.
- Thoi han giai quyét:

+ 40 ngay lam viéc ké tir ngay nhan dwoc ho so hop 1€ (co tham dinh co s& kinh
doanh).

+ 20 ngay 1am viéc ké tir ngdy nhan duoc ho so hop 1& (khong tham dinh co sé
kinh doanh).

- P6i twong thwe hién thi tuc hanh chinh: T6 chire/Ca nhan.

- Co quan thwe hién thi tuc hanh chinh: S¢ Y té Thanh phé H6 Chi Minh

- Két qua ciia viéc thwe hién thi tuc hanh chinh: Gidy ching nhan hodc vin
ban tra 101 néu r5 1y do tir choi cap.

- Lé phi: Tham dinh tiéu chuan va diéu kién hanh nghé d6i véi co so kinh doanh

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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thude tir duoc lidu (bao gom ca duge lidu), thude dong y (bao gom ca thudc phién):
500.000 dong/ 1an tham dinh.

- Tén miu don, mau to khai:

+ Don dé nghi gia han Gidy chitng nhdn di diéu kién kinh doanh thuéc theo
mdu do Bo Y té quy dinh (Mdu s6 4¢/DPN-PPKKD);

+ Ké khai danh sdch nhdn si va bang cdp chuyén mon (Mdu s6 6/ KKNS);

+ Ké khai dia diém va trang thiét bi cua co so kinh doanh thudc ﬂ\/[dNu s6
7/KKPD-TTB)

- Yéu cau hoic diéu kién thwe hién tha tuc hanh chinh: khong c6

- Can cwr phap ly cua thu tuc hanh chinh:

* Luat Duoc s6 34/2005/QHI11 ngay 14/6/2005 cua Quodc hoi; ¢6 hiéu luc ké tir
ngay 01/10/2005;

* Nghi dinh s6 79/2006/ND-CP ngay 09/8/2006 ctia Chinh phu quy dinh chi tiét
thi hanh mot s6 diéu ciia Luat Duoc; ¢ hiéu luc ké tir ngay 07/9/2006;

* Nghi dinh s6 89/2012/ND-CP ngay 24/10/2012 cia Chinh phu stra doi, bo
sung mot s6 diéu cia Nghi dinh s6 79/2006/ND-CP ngay 09/8/2006 ciia Chinh phu
quy dinh chi tiét thi hanh mét sé diéu cua Luat Duoc; c6 hiéu luc ké tur ngay
10/12/2012;

* Thong tu s6 02/2007/TT-BYT ngay 24/01/2007 cia Bo Y té vé hudng dan chi

tiét thi hanh mot sé diéu vé diéu kién kinh doanh thudc; ¢ hiéu luc ké tur ngay
28/02/2007,

* Thong tu s6 10/2013/TT-BYT ngay 29/3/2013 cua BO Y té vé sira ddi, bo
sung mot so diéu cua Thong tu s6 02/2007/TT-BYT ngay 24/01/2007 ciia Bo trudng
BoO Y té huéng dan chi tiét thi hanh mot sd diéu vé diéu kién kinh doanh thude theo
quy dinh cua Luat Dugce va Nghi dinh s6 79/2006/ND-CP ngay 09/8/2006 cua Chinh
phu quy dinh chi tiét thi hanh mot s6 diéu cua Luat Duoc, cé hiéu luc ké tiur ngay
14/5/2013;

* Thong tu s6 46/2011/TT-BYT ngay 21/12/2011 cia B6 Y té ban hanh nguyén
tic, tieu chuan “Thyc hanh tot nha thude™; ¢6 hiéu lyc ké tir ngay 05/02/2012;

* Thong tu s6 48/2011/TT-BYT ngay 21/12/2011 ciia B6 Y té ban hanh nguyén
tac “Thuc hanh tot phan phéi thude™; ¢ hiéu luc ké tur ngay 05/02/2012;

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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* Thong tu s6 03/2013/TT-BTC ngay 08/01/2013 Bo Tai chinh quy dinh phi
tham dinh kinh doanh thuwong mai cé diéu kién; tham dinh tiéu chuan, diéu kién hanh
nghé vy, duoc; 16 phi cap gidy phép xuat, nhap khau trang thiét bi, dwgc pham; cap
chtmg chi hanh nghé y; cap gidy phép hoat dong ddi véi co so kham, chira bénh, co
hiéu lwc ké tir ngay 01/3/2013.

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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MaAu s6 4¢/PPN-PPKKD
Mau don dé nghi cap gia han Gidy chimg nhan du diéu kién kinh doanh

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phuc

PON PE NGHI ,
Gia han Giay ching nhin du di€u kién kinh doanh thuoc

Kinhgui: ............ ETTTRRRR

T I €O SG -ttt ettt ettt ettt ee ettt e et et e es
Truc thudc (NEU 12 don Vi PR thUGC) ...
Nguoi phu trach chuyénmoén. ... nam sinh.........................
S6 CCHN Duoc ... Noi cép ...... Nam cap........... Cogiatridén: .............
Pia diém kmh doanh:. ... biénthoat .....c.cccvvveeen.
Pi duoc cip Gidy ching nhan du diéu kién kinh doanh Sé: ........ DAY CAP..cv.veeeeeeeeeen,
loai hinh va pham vi kinh doanh: ......................occii i
Gidy chang nhan thyc hanh t6t phi hop véi pham vi kinh doanh:

Chua duoc cép: [] ba duoc cép: []

1. Gidy chimg nhan thyc hanh tot ........s0:................. NEAY CAP: v, :
2. Gidy chimg nhan thuc hanh t6t ......... 805, ....coooeveeee. NGAY CAP: oo,

Pé nghi ..... cap gia han Gidy ching nhan du diéu kién kinh doanh thudc cho co so, loai
hinh Kinh doanh ..o e
Pham vi Kinh dOAnh ...t
Tai dia diem kinh doanh:

Sau khi nghién ctru Luat Dugc va cac quy dinh khac vé hanh nghé duoc, ching t6i xin
cam doan thuc hién day du cac vin ban phap luat, cac quy ché chuyén mén dugc c6 lién
quan, chap hanh nghiém su chi dao ctaBO Yté vaSo Yt ..o,

., hgay thdng ndm
Giam dbc doanh nghiép/ Chii co sé
(Ky ghi ré ho tén)

! Co quan cép Gidy ching nhén du diéu kién kinh doanh

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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TEN CO SO

Miu sb 6/KKNS
Ban ké khai danh sach nhan sy va bang cap chuyén moén

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

BAN KE KHAI DANH SACH NHAN SU VA BANG CAP CHUYEN MON

Cosokinhdoanh........... ... .

Hoténchucosd.............ooiiiiiiiiiiiiieo... SOCCHND: oo

Diadiémkinhdoanh:.......................... . DT
Pham vi1 kinh doanh:

Nim sinh ] Cong

DPia chi Trinh d¢ Nam tot viéc

STT | Ho va tén Nam | Nit thu’0:ng chu}fen .ngPlgpl du’?'c

tru mon Noicap bang | phan

cong

..../ngay thang nam

Chu co sé cam doan khai ding su that
Ky ghi ro ho tén

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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MaAu s6 7/KKPD-TTB
Bang ké khai dia diém va trang thiét bi cta co s& kinh doanh thudc

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phuc

BAN KE KHAI DIA PIEM VA TRANG THIET BI
CUA CO SO KINH DOANH THUOC

Cosokinhdoanh: ..... ... . ...
Ngudi phu tradch: ...
DA GBI ..o
Dién tich: .
Cosorlengblethaychungvoqcosokhac
MBb ta so bo dieu kién co sé: (nén, tran nha, vé smh moi tru’O’ng)

Trang thiét bi (T, quay, danh sach may moc, thiét bi, diéu kién PCC...):............ ...

Tai liéu chuyén moén, van ban phap luat, quy ché duogc, so sach theo ddi:

So db dia diém kinh doanh (Vé o mat sau: vé ro vi tri, $6 nha, tén phé, phuweong, ngo,
xom, cdc nha thuoc gdn nhdt va cdc ddc diém dé nhdn biét khdc...)
., hgay  thdng ndm
Giam doc doanh nghiép/ Chi co s¢
(Ky ghi ro ho tén)

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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7. Thi tuc dé nghi bd sung pham vi kinh doanh trong Gidy Ching nhin du
diéu kién kinh doanh thuéc (GCN PPKKDT)

- Trinh ty thwe hién:

* Bude 1: T chire/ Ca nhan chuan bi ho so theo quy dinh va nop ho so tai B
phan tiép nhan va tra hd so ciia So' Y té (dia chi: s 59, dudng Nguyén Thi Minh
Khai, quan 1), vao cac ngay lam viéc tir tht hai dén tha sau (budi sang tir 07 gio 30
phat dén 11 gio 30 phut, budi chiéu tir 13 gior 00 phit dén 17 gior 00 phit) va buodi
sang thtr bay tir 07 gior 30 phat dén 11 gio 30 phat.

* Bude 2: SO'Y té tiép nhan hd so, kiém tra tinh dy du cia cac gidy to co trong
hd so:

+ Truong hop ho so day di theo quy dinh thi cap Bién nhan ho so;

+ Truomg hop ho so chua day du thi huéng dan t6 chirc, ca nhan bo sung va
hoan thién ho so.

* Budce 3:

- D6i voi trudng hop phai tham dinh co sé kinh doanh thude (cap lién thong),
trong thoi han 40 ngay lam viéc ké tir ngay nhan duoc ho so hop 1¢ dé nghi cap Gidy
Chirng nhéan du diéu kién kinh doanh thudc, S& Y té phai to chirc tham dinh dé cap
Giay Chtng nhan du diéu kién kinh doanh;

- B6i voi trudong hop khong phai tham dinh co sé kinh doanh thudc, trong thoi
han 20 ngay 1am viéc ké tir ngay nhan dwgc ho so hop 1& dé nghi cap Gidy Ching
nhan du diéu kién kinh doanh thube, S Y té phai cap Gidy Chimg nhan du diéu kién
kinh doanh;

- Néu ho so chua hop 1¢, trong thoi han 10 ngay lam viéc ké tir ngay nhan duoc
ho so, S& Y té co van ban thong bao cho to chirc, ca nhan dé nghi cap Gidy ching
nhén du diéu kién kinh doanh thudc dé b sung, hoan chinh ho so.

- Néu khong cap, SO Y t€ ¢o vin ban tra 101, néu rd 1y do va tra lai ban chinh
Chirng chi hanh nghé duoc cua ngudi quan ly chuyén mon vé duge cia co sd.

* Bude 4: T chirc/Ca nhan can cir vao ngay hen trén Bién nhan dén nhan két
qua giai quyét tai Bo phan tiép nhan va tra ho so ciia S& Y té hodc nhan két qua qua

duong buu dién.

- Cach thirc thye hién: Truc tiép tai tru sé cia S¢ Y té TP H6 Chi Minh.

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung



92 CONG BAO/SH 25+26/Ngay 01-5-2014

- Thanh phan, s6 lwgng hd so:
a) Thanh phan ho so:

- Don dé nghi b6 sung pham vi kinh doanh thudc theo mdau do Bo Y té quy dinh
(Mdu s6 4b/DPDN-DDKKD);

- Ban sao c6 chiing thuc hodc ban sao cé chiv ky ciia chii co sé va dong ddu
(néu la doanh nghiép) Gidy chimg nhdn di diéu kién kinh doanh thuéc da cdp va
Gidy chimg nhdn dang ky doanh nghiép hodc Gidy chimg nhdn ddng ky hé kinh
doanh;

- Tai liéu ky thudt twong ving véi diéu kién kinh doanh theo quy dinh ciia B6 Y té
doi voi trieong hop phai thdm dinh co s6 kinh doanh thudc:

+ Hé so dé nghi cdp Gidy chitng nhdn dat nguyén tdc, tiéu chudn “Thuc hanh
(6t doi véi timg hinh thikc t6 chirc kinh doanh thudc theo diing quy dinh hodc ban
sao hop phdp gidy chimg nhdn “Thuc hanh (6t” doi voi tieng hinh thikc t6 chire kinh
doanh thuéc theo quy dinh.

+ DOi v&i co s¢ ban 1é thube chua thue hién GPP theo 16 trinh trién khai ap
dung nguyén tdc, tiéu chudn thwc hanh t6t nha thuoc (GPP) do B Y té quy dinh, tai
liéu ky thudt gém.‘ ban ké khai dia diém va trang thiét bi co so kinh doanh (mdNu s6
07/KKPB-TTB); ban ké khai danh sdch nhdn si va bdng cdp chuyén mon (mdu sé
06/KKNS).”

b) S6 lwong ho so: 01 bd.

- Thoi han giai quyét:

+ 40 ngay lam viéc ké tir ngay nhan dwoc ho so hop 1€ (co tham dinh co s& kinh
doanh).

+ 20 ngay 1am viéc ké tir ngdy nhan duoc ho so hop 1& (khong tham dinh co sé
kinh doanh).

- P6i twong thwe hién thi tuc hanh chinh: T6 chire/Ca nhan.

- Co quan thwe hién thi tuc hanh chinh: S¢ Y té Thanh phé H6 Chi Minh

- Két qua ciia viéc thwe hién thi tuc hanh chinh: Gidy ching nhan hodc vin
ban tra 101 néu r5 1y do tir chdi cap

- Lé phi: Tham dinh tiéu chuan va diéu kién hanh nghé d6i véi co so kinh doanh
thude tir duoc lidu (bao gom ca duge lidu), thude dong y (bao gom ca thudc phién):
500.000 dong/lan tham dinh.

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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- Tén miu don, mau to khai:

+ Don dé nghi b6 sung pham vi kinh doanh thudc theo mdu do B Y té quy dinh
(Mdu s6 4b/DDN-DDKKD);

+ Ké khai danh sdch nhdn si va bang cdp chuyén mon (Mdu s6 6/ KKNS);

+ Ké khai dia diém va trang thiét bi cua co so kinh doanh thudc ﬂ\/[dNu s6
7/KKPD-TTB)

- Yéu cau hoic diéu kién thwe hién tha tuc hanh chinh: khong c6

- Can cwr phap ly cua thu tuc hanh chinh:

* Luat Duoc s6 34/2005/QHI11 ngay 14/6/2005 cua Quodc hoi; ¢6 hiéu luc ké tir
ngay 01/10/2005;

* Nghi dinh s6 79/2006/ND-CP ngay 09/8/2006 ctia Chinh phu quy dinh chi tiét
thi hanh mot s6 diéu ciia Luat Duoc; ¢ hiéu luc ké tir ngay 07/9/2006;

* Nghi dinh s6 89/2012/ND-CP ngay 24/10/2012 cia Chinh phu stra doi, bo
sung mot s6 diéu cia Nghi dinh s6 79/2006/ND-CP ngay 09/8/2006 ciia Chinh phu
quy dinh chi tiét thi hanh mét sé diéu cua Luat Duoc; c6 hiéu luc ké tur ngay
10/12/2012;

* Thong tu s6 02/2007/TT-BYT ngay 24/01/2007 cia Bo Y té vé hudng dan chi

tiét thi hanh mot sé diéu vé diéu kién kinh doanh thudc; ¢ hiéu luc ké tur ngay
28/02/2007,

* Thong tu s6 10/2013/TT-BYT ngay 29/3/2013 cua BO Y té vé sira ddi, bo
sung mot so diéu cua Thong tu s6 02/2007/TT-BYT ngay 24/01/2007 ciia Bo trudng
BoO Y té huéng dan chi tiét thi hanh mot sd diéu vé diéu kién kinh doanh thude theo
quy dinh cua Luat Dugce va Nghi dinh s6 79/2006/ND-CP ngay 09/8/2006 cua Chinh
phu quy dinh chi tiét thi hanh mot s6 diéu cua Luat Duoc, ¢é hiéu luc ké tiur ngay
14/5/2013;

* Thong tu s6 46/2011/TT-BYT ngay 21/12/2011 ciia B6 Y té ban hanh nguyén
tic, tieu chuan “Thyc hanh tot nha thude™; ¢6 hiéu lyc ké tir ngay 05/02/2012;

* Thong tu s6 48/2011/TT-BYT ngay 21/12/2011 ciia B6 Y té ban hanh nguyén
tac “Thuc hanh tot phan phéi thudc™; ¢ hiéu luc ké tur ngay 05/02/2012;

* Thong tu s6 03/2013/TT-BTC ngay 08/01/2013 Bo Tai chinh quy dinh phi
tham dinh kinh doanh thrwong mai cé diéu kién; tham dinh tiéu chuan, diéu kién hanh

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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nghé vy, duoc; 16 phi cap gidy phép xuat, nhap khau trang thiét bi, dwgc pham; cap
chtmg chi hanh nghé y; cap gidy phép hoat dong ddi véi co so kham, chira bénh, co

hiéu lwc ké tir ngay 01/3/2013.

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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Maiu s6 4b/PPN-PPKKD
DPon dé nghi bo sung pham vi kinh doanh trong Gidy chtrng nhan du diéu kién
kinh doanh/Thay doi dia diém, diéu kién kinh doanh

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phuc

. DPON PE NGHI ‘
B6 sung pham vi kinh doanh trong Giay ching nhan du diéu kién kinh doanh/
Thay doi dia diém, diéu kién kinh doanh

Kinh gtri: ...... RRRURTRR
TEM CO SO .
Tryc thude (n€u 1a don Vi trge thuOC) .....oovoiiiiiiiiic e
Nguoi phu trach chuyén moén........ e e nam sinh ......... R
S6 CCHN Duoc ............... Noicap ......... Nam cap........ .... Cogiatridén: ............
Pia diém kinhdoanh:..................... Dién thoai ..
Pi duoc cip Gidy ching nhan da diéu kién kinh doanh loai hinh va pham vi kmh doanh
Pham vi kinh doanh dé nghi b0 SUNE: ..................oooioiiiiiiiiiiciiceies e
Di1a Gem KInh dOanh: ...
Hodc Thay d6i diéu kién Kinh doanh:® ............ocooooeieoorieeeoeeeeeeeeee oo
Gidy chimg nhan thyc hanh t6t phi hop v6i pham vi kinh doanh de nghi bo sung:
Chua,duoc cap: [] , , ba duoc cﬁp: []
1. Gidy ching nhan thuc hanh tot ........... SOL s e Ngay cap: ..o,
2. Giay chung nhan thyc hanh tot ........... SO .ovvier e NEAY CAP: e,

Sau khi nghién ctru Luat Dugc va cac quy dinh khac vé hanh nghé duoc, ching t6i xin
cam doan thuc hién day du cac vin ban phap luat, cac quy ché chuyén mén dugc c6 lién
quan, chap hanh nghiém su chi dao ctaBO Yté vaSo Yt ..o,

., hgay  thdng  ndm
Giam dbc doanh nghiép/ Chi co sé
(Ky ghi ré ho tén)

' Co quan ¢6 thim quyén cép Gidy ching nhan di diéu kién kinh doanh
21iét ké chi tiét nhitng diéu kién thay dbi

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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Miu sb 6/KKNS
Ban ké khai danh sach nhan sy va bang cap chuyén moén

TEN CO SO CONG HOA XA HOQI CHU NGHIA VIET NAM
Déc lap - Tu do - Hanh phuc

BAN KE KHAI DANH SACH NHAN SU VA BANG CAP CHUYEN MON

Cosokinhdoanh........... ... .

Hoténchucosd.............ooiiiiiiiiiiiiieo... SOCCHND: oo

Diadiémkinhdoanh:.......................... . DT
Pham vi1 kinh doanh:

Nim sinh ] Cong

DPia chi Trinh d¢ Nam tot viéc

STT | Ho va tén Nam | Nit thu’0:ng chu}fen .ngPlgpl du’?'c

tru mon Noicap bang | phan

cong

..../ngay thang nam
Chu co sé cam doan khai ding su that
Ky ghi ro ho tén

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung
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MaAu s6 7/KKPD-TTB
Bang ké khai dia diém va trang thiét bi cta co s& kinh doanh thudc

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phuc

BAN KE KHAI DIA PIEM VA TRANG THIET BI
CUA CO SO KINH DOANH THUOC

Cosokinhdoanh: ..... ... . ...
Ngudi phu tradch: ...
DA GBI ..o
Dién tich: .
Cosorlengblethaychungvoqcosokhac
MBb ta so bo dieu kién co sé: (nén, tran nha, vé smh moi tru’O’ng)

Trang thiét bi (T, quay, danh sach may moc, thiét bi, diéu kién PCC...):............ ...

Tai liéu chuyén moén, van ban phap luat, quy ché duogc, so sach theo ddi:

So db dia diém kinh doanh (Vé o mat sau: vé ro vi tri, $6 nha, tén phé, phuweong, ngo,
xom, cdc nha thuoc gdn nhdt va cdc ddc diém dé nhdn biét khdc...)
., hgay  thdng ndm
Giam doc doanh nghiép/ Chi co s¢
(Ky ghi ro ho tén)

Ghi chi: Phan dwoc in nghiéng 13 phin da dwoc sira doi, bé sung



