UY BAN NHAN DAN CONG HOA XA HQI CHU NGHIA VIET NAM

TiNH TRA VINH Pic lap — Ty do — Hanh phiic
S6: 64.5/QD-UBND Tra Vinh, ngay 17 thang 4 nam 2019
QUYET PINH

o) TE TINH TQA VW i¢c cong b6 mo1 thu tuc hanh chinh linh vye my pham thude
> —

"L VI THNV. o/

thAm quyén giai quyét ciia S&' Y té tinh Tra Vinh

CHU TICH UY BAN NHAN DAN TiNH TRA VINH

........ Luét Té chirc chinh quyén dia phuong ngay 19/6/2015;

Can cir Nghi dinh sé 63/2010/ND-CP ngay 08/6/2010 ctia Chinh phu vé kiém
sodt thu tuc hanh chinh; Nghl dinh sb 92/2017/ND-CP ngay 07/8/2017 cia Chinh
phu sira di, bo sung mdt s diéu cua cdc Nghi dinh lién quan den kiém sodt thi tuc
hanh chinh;

Cin cir Thong tu s6 02/2017/TT- VPCP ngay 31/10/2017 cua B¢ trudng, Cha
nhiém Vin phong Chinh pht huéng dan vé nghiép vu kiém soat thui tuc hanh chinh;

Xét dé nghi ctia Giam dbc So Y té,

QUYET PINH:

Didu 1. Cong b kém theo Quyét dinh nay 11 (muaz m¢t) thu tuc hanh chinh
m6i ban hanh linh vuc my phim thudc thim quyén giai quyet cia S& Y té (kém theo
phu luc danh muc va ngi dung thu tuc hanh chinh cong b6 méi va dwoc giri trén hé
théng phan mém Quan Iy véin ban va diéu hanh dung chung cua tinh (IOFFICE), dé
nghi cdc co quan, don vi, dia phuong truy cdp sir dung).

Pidu 2. Quyét dinh nay c6 hiéu lyc thi hanh ké tir ky.
Piéu 3. Chanh Vin phong Uy ban nhén dan tinh, Gidm déc S¢ Y té, Thu

trudng cdc S¢, nganh thude Uy ban nhéan dén tinh va Chu tich Uy ban nhéan dan céc
huyén, thi xd, thanh phd chiu trach nhiém thi hanh Quyét dinh nay./.

Ngi nllé'é‘m dt TTHC-Vian phong CP (b/c) KT.CHU TICH

- Cuc Kiém soat -Vin phong c); . »

- Nhu Diéu 3; PHO CHU TICH=
- CT, c4c PCT UBND tinh; T

- BLDVP;

- TT Tin hoc-Cong bdo;

- Céng thong tin dién tir tinh (ding tai);
- Trung tam PVHCC;




' PHY LUC
THU lec HANH CHINH LINH VYC MY PHAM THUQC THAM QUYEN GIAI
QUYET CUA SO Y TE TINH TRA VINH
(Ban hanh kém theo Quyét dinh. s6: 64Y0OD-UBND ngay A7 thdng 4 ndm 2019
cua Chu tich Uy ban nhén dan tinh Tra Vinh)

”
o

S ——

PHAN I. DANH MUC THU TUC HANH CHINH
* Danh myc thi tuc hanh chinh méi ban hanh thugc thim quyen giai
quyet ciia S&' Y té

Phwong thirc tiép nhén va tra két
qua

)

TT Tén thi tuc hanh chinh

ks

Cép Gidy xéc nhén ndi dung quang cdo my
pham

Cép lai Gidy x4c nhén ndi dung quéng cao
my pham trong trudong hop bi mat hogc bi
hu héng

Cap lai gidy x4c nhén ndi dung quang cdo
trong cdc trudng hop gidy xac nhén ndi
dung quang cao hét hiéu luc tai Khoan 2
Piéu 21 Thong tu ndy 09/2015/TT-BYT

Cap lai gidy x4c nhén ni dung quang cdo
my pham khi c6 thay ddi vé tén, dia chi
ctia td chirc, ca nhan chiu trach nhiém va
khong thay d61 ndi dung quang cdo

- Nop tai Trung tdm phuc vy hanh

Cap s0 tiép nhén Phiéu cong bd san pham
my pham san xuft trong nudc

chinh cong tinh, dia chi: S6 25 Vo
Nguyén Giép, Khém 6, Phuong Ty

Cap Phleu tiép nhan hd so ding ky quang
céo, to chirc hdi thao, sy kién gidi thiéu
my pham

Thanh phd ‘Tra Vinh, tinh Tra
Vinh, sb dién thoai:
02943.826667.

Cap Glay ching nhén luvu hanh tr do
(CFS)d01 véi my phim san xuét trong
nude dé xudt khau

- Qua dich vu buu chinh cong ich
- Nop hd so truc tuyén tai website:

Cép lai Gidy ching nhdn du diéu kién san
xuat my pham

http://dichvucong.travinh.gov.vn

Cép Gidy chimg nhdn du diéu kién san
xuat my phdm

10.

Diéu chinh Glay chimg nhan du diéu kién
san xudt my pham

11,

Cép lai gidly xac nhan néi dung quang céo
m§ phdm quy dinh tai Khoan 4 Diéu 21
Thong tu s6 09/2015/TT-BYT




PHAN IL. NOI DUNG CY THE CUA TUNG THU TUC HANH CHINH
THUOC THAM QUYEN GIAI QUYET CUA SO Y TE

1. Tén thii tuc hanh chinh: Cip gidy xac nhan ndi dung quang cdo my pham.
a) Trinh ty thye hién:
* Budc 1:

1. Pai dién co s& d& nghi Cép gidy x4c nhan noi _dung quang cédo my pham
dén Trung tim phuc vu hanh chinh céng tinh Tra Vinh dé nhén hoic tai trén website
(http: //dlchvucong travinh.gov.vn — myc B9 thu tuc - Co quan (S¢ Y té) mot bd hd
SO Cap gidy xac nhén ndi dung quang cdo my pham, dién day du cac thong tin theo
mau.

2. Ca nhén chudn bj dy du céc gidy to theo quy dinh vé thanh phan hd so.

3. C4 nhan thuc hién quét (scan) hoac chup céc tai li¢u trén, luu thanh céc tép
(file) (con goi la van ban dién tr) va cén tai 1én ddy du cac file nay khi ndp hd so
truce tuyen :

Luu y: Tai liéu duge xem 1a hop 1¢:

- Tai li¢u dinh kém la van ban dién tur:

~ + Dugc tao tryc tiép hodc dugc quét (scan) hodc hinh anh (chyp) tir vin ban

giay.

+ C6 dinh dang “.doc”, “.docx™, “.pdf”, “.jpg”, “.png”, “.gif”, “.tiff".

+ Thé hién chinh xac, toan ven ndi dung cua van ban giéy (da dugc ky tén
theo quy dinh).

+Tén vin ban dién tir phai dugc dat twong ung voi tén loai gidy to trong hd so
bing ban gidy.

4. Nop hé so tai Trung tdm phuc vu hanh chinh cdng tinh, dia chi: S6 25 V&
Nguyén Giap, Khém 6, Phuong 7, Thanh phd Tra Vinh, tinh Tra Vinh, sé dién thoai:
02943.826667 hoic hogic qua dich vu buu chinh cong ich hodc ndp hd so truc tuyén
tai website: http://dichvucong.travinh.gov.vn muc ndp qua mang.

5. Ca nhan ndp phi, 1& phi qua tai khoan ngan hang hodc tién mit tai bo phéan
thu phi Trung tdm Phuc vu hanh chinh c6ng tinh.

* Thong tin tai khoan ngén hang:
- Tén tai khoan: S& Y té tinh Tra Vinh.
- S6 tai khoan: 735.10.00.0603654
- Tai: BIDV Tra Vinh

6. Nhan két qua tai Trung tam phuc vu hanh chinh cong tinh hodc qua dich vu
buu chinh cdng ich dén ngudi dan.

* Bwoce 2:




Sau khi nhan hd so, B phan TN&TKQ S¢ Y té tai Trung tam phuc vy Hanh
chinh cong tinh giri cho don vi ndp ho so Phiéu ti€p nhan ho so.

Trudng hop hd so chua hop 1€, S¢ Y té ¢6 vian ban dé nghi don vi sira dbi, bd
sung,

Thoi gian dé don vi Qé nghi xdc nhén ndi dung quang cdo sura dbi, bd sung
hoan chinh ho so theo yéu cdu toi da la 90 ngay ké tir ngdy nhén duoc van ban thong
béo stra ddi, bd sung ctia co quan ticp nhén ho so. Qua thoi han nay thi ho so d€ nghi
x4c nhan ndi dung quang céo hét gia tri.

* Budc 3:

S¢ Y té cp gidy xdc nhén ni dung quang céo theo mau quy dinh tai Phu luc
03 ban hanh kém theo Théng tu 09/2015/TT -BYT. Truong hop khong cap gidy xac
nhén ndi dung quang céo, S& Y té phai tra 11 bang van ban va néu rd Iy do khong
cap.

* Budc 4:

S Y té co trach nhiém cong bd trén Trang tin dign tr cia SO
(ww(w.syt.travinh.gov.vn) ,minh' danh muc san pham, hang hoa, dich vu }huéc tham
quyén phu trach da dugc cap gidy xac nhan ndi dung quang cdo hodc c6 gidy xac nhan

ndi dung quang céo hét hiéu lyc.

Péi v&i quang céo thong qua hinh thire hoi thao, hoi nghi, td chire sy kién:

a) Trude khi tién hanh viéc quang céo it nhét 02 ngay lam viéc, td chic, ca
nhan cé san pham, hang hoa, dich vu dic biét thudc linh vuc quan ly cia BO Y té da
duoc co quan c6 tham quyén clia By Y t€ cap gifly xdc nhén néi dung quéang cdo doi
v6i hinh thirc hdi thdo, hoi nghi, to chirc sy ki¢n phai c6 vén ban thong bao vé hinh
thire, thoi gian va dia diém quéang cdo kem theo ban sao gidy xac nhan ndi dung quang
c40, mau quang cao hodc kich ban quang céo da dugc duyét cho S& Y té noi td chic
quang céo dé thanh tra, ki€ém tra trong trudmg hop can thiet;

b) Trudmg hop c6 thay ddi vé dia diém, thoi gian té chirc hoi thao, hoi nghi, to
chirc sy kién so véi ndi dung ghi trén gidy x4c nhan ndi dung quang céo, to chirc, ca
nhan c¢é san pham, hang hoéa, dich vu quang cdo phai thong bao téi S¢ Y te dia
phuong noi to chire trude khi tién hanh viéc quang céo it nhat 02 ngay lam vigc.

* Budc S:

Thi tuc dang ky x4c nhén ni dung quang cdo dugc thyc hién lai tur dau trong
céc trudng hop sau day:

a) bon vi daé nghi xac nhan ndi dung quang cdo sua ddi, bd sung hd so khong
theo dung vin ban dé nghi sira doi, bo sung cuia co quan tiép nhén ho so;

b) Pon vi dé nghi x4c nhan ndi dung quang cdo sura bi, bd sung hd so khong
theo diing thoi han quy dinh tai Budc 2.

* Budce 6:



Dirng t1ep nhan hd so de nghi x4c nhan non dung quang cdo cua don vi vi pham -
céc quy dinh cua phép ludt ve quang céo cho dén khi c6 quyet dinh xur ly vi pham cua
co quan, ngudi c6 tham quyén va don vi chép hanh xong quyet dinh xur ly.

b) Cach thu'c thyc hi¢n: Nop hd so tai Trung tdm phuc vu hanh chinh cong
tinh, dia chi: S6 25 Vo Nguyén Giap, Khom 6, Phuong 7, Thanh phd Tra Vinh, Tra
Vinh, so dlen thoai: 02943826667 ho#c qua dich vu buu chinh cong ich hodc ndp hd
so trure tuyén tai website: http:/dichvucong.travinh.gov.vn muc nop qua mang.

¢) Thanh phén, s6 lrgng hd so:

* Thanh phén hd so gdm:

1. Hd so c6 cac gidy to sau day:

a) Vin ban d& nghi xac nhén ndi dung quang cdo;

b) Gidy chitng nhan ding ky kinh doanh cia doanh nghiép hodc gidy phép
thanh 1ap vin phong dai dién cua thuong nhin nudc ngoai;

¢) Noi dung dé nghi x4c nhén quang céo: '

- Neu quéang cdo trén béo ndi, bao hinh thi phai c6 01 ban ghi ndi dung quang
céo dy kién trong dia hinh, dia 4m thanh, file mém kém theo 03 bén kich ban du
kién quang céo, trong d6 miéu ta rd ndi dung, phuong ti¢n du kién quang céo, phan
hinh anh (d8i v6i béo hinh), phan 10i, phan nhac;

- Néu quang cdo trén cac phuong ti¢n quang cdo khong phai bao n6i, bdo hinh
thi phai c6 03 ban ma-két ndi dung du kién quang cdo in mau kém theo file mém ghi
noi dung du kién quang cdo;

- Néu quang cdo thong qua hoi thao, hoi ngh;, td chire sy kién: Ngoai céc tai
liéu quy dinh tai diém nay phai c6 cac tai ligu: mau quang céo sir dung trong chucmg
trinh da dugc co quan c6 thim quyén phé duyét con hiéu luc (trong truong hop miu
quang céo da dugc duyét ndi dung), chuong trinh c6 ghi rd tén ndi dung bdo céo,
thoi gian (ngay/thang/ndm), dia diém to chirc (dia chi cu thé); ndi dung bai bdo cdo
va tai liu trinh bay, phét cho ngudi dy; bang ké tén, chire danh khoa hoc, trinh d§
chuyén moén cua bdo céo v1en (B4o céo vién phai c6 bing cip chuyén mdn, trinh d§
pht hop véi linh vyc san pham hang héa, dich vy dugc quang cdo. Péi voi quang
céo thudc: bao cdo vién phai ¢ bang cap chuyén mén vé dugc. Déi véi quang cao
dich vu khdm bénh, chita bénh: béo céo vién phai c6 béng cap chuyén mén vé y phu
hop. Péi véi quang cdo thyc pham phu gia thyc pham chat hd trg ché bién thyuc
pham: bdo cdo vién phai c6 bang cdp chuyén mén vé y dugc hodc linh vyc lién quan
tir dai hoc trd 1én).

d) Mau nhan san phidm hodc miu nhan san phim di dugc co quan | té co
thim quyén chap thuén trong truong hop phép ludt quy dinh nhan san phim phai
dugc co quan y té ¢ thim quyén duyét.

2. Céc yéu cau khac dbi vai hd so:
a) Truong hop don vi dé nghi xac nhan ndi dung quang cdo 1a don vi dugc uy
quyén thi phai c6 céc gidy to sau day:
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- Van ban uy quyén hop 1€;

- Gidly chimg nhan dang ky kinh doanh hogic Gidy phép thanh 1p Vin phong
dai dién cua thuong nhdn nude ngoai cia don vi duge uy quyén.

b) Tai liéu tham khao, chirng minh, xac thyuc thong tin trong ndi dung quang
cao:

- Céc tai ligu bing tleng Anh phai dich ra tiéng Viét kém theo tai li¢u goc

bing tiéng Anh. Ban dich tiéng Viét phai dugc déng ddu xac nhan cua don vi dé
nghi x4c nhén ni dung quang céo;

- Céc tai liéu bang tleng nudc ngoal khong phai la tiéng Anh phai dich ra tiéng
Viét va kém theo tai ligu goc bing tiéng nude ngoai. Ban dich tiéng Viét phai dugc
cong chirng theo quy dinh ctia phép luat.

¢) Cac tai li¢u trong hd so dugc in rd rang, sip xep theo trinh ty quy dinh tai
cac didu cuia Thong tu nay, giita cac phan c6 phan cach bang gidy mau, c6 trang bia
va danh muc tai liu;

d) Cac gidy to trong hd so de nghi xdc nhén ndi dung quang cdo phai con hlq:u
lyc, 1a ban sao chimg thuc hodic ban sao c¢6 déng dau cua don vi dé nghi x4c nhan
ndi dung quang cdo. Céc tai liéu trong hd so phai c6 d4u, ddu gidp lai cua don vi dé
nghi x4ac nhéan ndi dung quang céo;

d) Mau ndi dung quang céo dugc trinh bay trén kho gidy A4. Mau hinh thirc
quang céo ngoai trdi kho 16n co thé trinh bay trén khé gidy A3 hodc khd gidy khac
va ghi rd ty 1€ kich thudce so véi kich thude thét.

* §6 lwgng ho so: 01 bg hd so.

d) Thoi han giai quyét: khong qua 05 ngay lam viéc, ké tir ngay nhan du hd

so hop €.

d) P6i twgng thye hién thi tuc hanh chinh: Tb chire.

e) Co quan thyc hién thi tuc hanh chinh:

- Co quan c6 thim quyén giai quyét: SO Y té.

- Co quan truc tiép thye hién: S¢ Y té.

f) Két qua thyc hién thi tuc hanh chinh: Gidy x4c nhan ndi dung quang céo.
g) Phi, 1§ phi 1.600.000 VND/hd so

(Thong tu s6 114/2017/TT-BTC ngay 24/10/2017 cua B Tai chinh vé viée
sira ddi, bd sung biéu mirc thu phi trong linh vyc duge, my phidm ban hanh kém theo
Thong tu s6 277/2016/TT-BTC ngay 14/11/2016 cua B§ trudng B Tai chinh quy
dinh muc thu, ché d6 thu, ndp, quan Iy va sir dung phi trong linh vuc dugc, my
pham).

h) Tén méiu don, miu t& khai thyc hién:

~ Phiéu dang ky quang cdo my pham, to chirc hoi thao, sy kién gi6i thi¢u my
pham.
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k) Yéu ciu, didu ki¢n thyc hién thi tuc hanh chinh:

Piéu 4 Thong tu sb 09/2015/TT-BYT: Diéu kién chung dé xac nhan ndi dung
quang céo:

1. Noi dung quang céo phai bao dam ding cac quy dinh cua phap luét vé
quéng céo, khong c6 hanh vi bi cam quy dinh tai Diéu 8 cua Ludt quang céo.

2. Tiéng n6i, chir viét, hinh anh trong quang céo phai bao dam ngén gon,
théng dung, diing quy dinh tai Diéu 18 cia Lut quang cdo. C& chir nho nhat trong
ndi dung quang céo phai bao dam ty 1¢ du lén dé c6 thé doc duogc trong diéu kién
binh thuong va khong dugc nhé hon ty 1§ tuong duong ¢& chir Vntime hodc Times
New Roman 12 trén kho gidy A4.

Diéu 6 Thong tu s 09/2015/TT-BYT:Diéu kién xac nhén ndi dung quang céo
my pham

1. My pham phai dii diéu kién quang cdo quy dinh tai Piém b Khoan 4 Piéu
20 cua Luét quang cdo.

2. Noi dung quang cdo phai theo ding quy dinh tai Diéu 4 Nghi dinh sé
181/2013/ND-CP va cac ndi dung sau day:

a) Khong dugc sir dung hinh anh, trang phuc, tén, thu tin, bai viét cuia cac don
vi, co s y té, bac s§, dugce s¥, nhan vién y t€ Khac;

_ b) Tinh néing, cong dung cia sin phém phai phdt hop véi ban chat cia san
pham, phin loai san pham va tinh ndng, cong dung da dugc cong bo theo quy dinh
cua phép ludt.

3. C6 du hd so theo quy dinh tai Diéu 15 Thong tu nay.

4. DBon vi’dé nghi xdc nhan ndi dung quéang céo la don vi ding tén trén phiéu
cong bd san pham hogc van phong dai dién tai Viét Nam cta don vi dimg tén trén
phiéu cdng b6 san pham hodc don vi c6 tu cach phap nhén dugc don vi ding tén
trén phiéu cong bo san pham ty quyen bang véan ban.

I) Ciin cir phap ly thye hién thi tyc hanh chinh:

1. Thong tu s 09/2015/TT-BYT ngdy 25/5/2015 cia Bo Y té quy dinh vé
xé4c nhan ndi dung quang cdo dbi v6i san pham, hang hoa, dich vu dac biét thudc
linh vyc quan ly cia By Y t€;

2. Thong tu §6 114/2017/TT-BTC ngay 24/10/2017 ctia B) Tai chinh vé viée
stra doi, b sung bi€u mirc thu phi trong linh vire duge, m§ pham ban hanh keém theo
Thong tu s6 277/2016/TT-BTC ngdy 14/11/2016 cua B¢ truéng B Tai chinh quy
dinh mirc thu, ché do thu, nop, quan ly va sir dung phi trong linh vuc duge, my
pham.

B. Miu don, miu t& khai

MAU VAN BAN BE NGH] XAC NHAN NQI DUNG QUANG CAO
(Ban h‘c‘mh kém theo Thong tu 6 /2015/TT-BYT ngay thang ndam 2015 ctua Bj truong Bo Y 1é quy
dinh vé xdc nhén ngi dung quang cdo doi vai san phdm, hang héa, dich vu déc biét thugc linh viee
quan ly cua B Y té)
T



TEN DON VI CONG HOA XA HQI CHU NGHIA VIET NAM
 — Poc 1ap - Ty do - Hanh phiic

S6: /Ky hiéuténdonvi ... Vi T thang........ nam 20....
PON PE NGHI
Xdc nhan ndi dung quing cdo
Einhgiris [2] .oaimnsnemsmsoimncoorssissasese
1. Ponvi dé NBRE: cooeeernrrnesussesasssssrsesassasassassassassssssassossssassasnsssssansssassnssssassnssssassasassns
1.1, TEN QOM VI coceeeeeeiicreeiecieeninnsnnnssssnsessassessssesesssnsssssnssssssnssssssssssssnsasssssssssssssssssese
1.2 Biiaiehl 0 8013 L sssnsinsissassamnmmsmmomsossxmmminmexssmmmmnrteiions S BRI ATENEES
qu:n 116 | (RS PHXE concossnsmsnsaapmiigaisssissssessovssssesssmanbussansss
Dé nghi dugc cip xéc nhén ndi dung quang CA0 AOT VO
STT | Tén san pham, | S, ky hi¢u cua Giay phép luu hanh san pham hodc Quyet
hang héa, dich |  dinh cap s6 dang ky thuéc/Phiéu cong b san phim my
vu pham/ Gidy xéc nhén cong bd phu hop quy dinh an toan thuc
(néu rd chung { phdm hodc gidy tiép nhan ban cong b hop quy/Glay chirng
loai, ...... néu c6| nhan dang ky luu hanh hoéa chét, ché pham diét con trung,
diét khuén ding trong gia dung vay té/Gidy phép nhap khau
trang thiét bi y té hoac Gidy chimg nhan dang ky Iuu hanh
trang thiét bi y té/Gidy phép hoat dong kham bénh, chira
bénh va Quyét dinh phé duyét danh muc ky thuat chuyén
mon

Phuong ti€én quang céo:

(Trudng hop quang cdo trén bao ndi, bao hinh, béo in thi néu rd tén bao du kién
quang cdo; truorng hop quéing céo théng qua hdi thao, hoi nghi, té chire sy kién thi
néu rd thoi gian, dia diém cuthé du kién t6 chirc)

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

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

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

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

T6i xin cam doan céc thong tin va hdso néu trén 1a ding sy that va cam két thue
hién quang c40 san phim, hang héa, dich vu thudc linh vuc quan ly cia B6 Y té theo
ding nol dung khi da dugc xac nhén.

Kinh d& nghi Quy co quan xem xét va cép gidy x4c nhén ndi dung quang cdo./.

Giam ddc hodc dai dién hgp phép cua don vi
Ky tén (Ghi ho tén day du, chiec danh)
Dong dau

2. Tén thu tyc hanh chinh: Cép lai Gidy xac nhan ndi dung quang cdo my
pham trong trudng hop bi mat hodc bi hu hong.



a) Trinh ty thyce hién:
* Budc 1:

1. Dai dién co s& d& nghi Cép lai Glay x4c nhdn ndi dung quang cdo my phim
trong trudng hop bi mét hodc bi hu hong dén Trung tdm phuc vu hanh chinh cong
tinh Tra Vinh dé nhéan hoéc ta1 trén website (hzip. //dzchvucong travinh.gov.vn — myuc
B thu tuc Coquan (S¢ 'Y té) mot bo hd so Cép lai glay xdc nhén ndi dung quang
cao my pham trong trudng hop bi mat hodc hu hong, dién day du cac thong tin theo
mau.

2. Cé nhan chudn bj ddy di céc gidy to theo quy dinh vé thanh phén h so.
3. C4 nhan thyc hién quét (scan) hoéc chup céc tai liéu trén, luu thanh céc tép
(file) (con goi 1a van ban dién tir) va cén tai 1én ddy du cac file nay khi ndp ho so
truc tuyén.
Luu y: Tai liéu duge xem 1a hop I¢:
- Tai liéu dinh kém la van ban dién tu:
~ + Dugc tao tryc tiép hodc dugc quét (scan) hodc hinh anh (chyp) tir vén ban
giay.
+ C6 dinh dang “.doc”, “.docx”, “.pdf”, “.jpg”, “.png”, “.gif”, “.tiff".
+ Thé hién chinh x4ac, toan ven ndi dung cua van ban giéy (da dugc ky tén
theo quy dinh).
_ +Tén van ban dign tr phai dugc dat twong {mg véi tén loai gidly to trong hd so
bédng ban giay.
4. Nop hd so tai Trung tim phuc vu hanh chinh cong tinh, dia chi: S6 25 Vo
Nguyén Giap, Khém 6, Phuong 7, Thanh phé Tra Vinh, tinh Tra Vinh, sb dién thoai:

02943.826667 hodc qua dich vu buu chinh cong ich hodc ndp hd so truc tuyén tai
website: http:/dichvucong.travinh.gov.vn muc ndp qua mang.

5. Nhan két qué tai Trung tdm phyc vu hanh chinh cong tinh ho#c qua dich vu
buu chinh céng ich dén ngudi dan.

* Bude 2:

Sau khi nhan hd so, Bd phan TN&TKQ S& tal Trung tdm phuc vu Hanh chinh
cong tinh guri cho don vi nop hé so Phiéu tiép nhén hd so.

SoY té xem xeét cap lai gidy x4c ndi dung quéang cdo cho co s¢ Trudng hop tir
chéi cép lai, S6 Y té phai ¢6 van ban thong bao néu rd ly do.

b) Céch thirc thye hién: Nop hd so tai Trung tdm phuc vu hanh chinh cong
tinh, dia chi: Sb 25 V& Nguyén Giap, Khém 6, Phuong 7, Thanh phd Tra Vinh, Tra
Vinh, sb di¢n thoai: 02943 826667 hoic qua dich vu buu chinh cong ich hodc ndp hd
so truc tuyén tai website: http:/dichvucong.travinh.gov.vn muc np qua mang.

¢) Thanh phan, s6 lwgng hd so:
* Thanh phin hd so gom:



Van ban dé nghi cép lai gidy x4c ndi dung quang céo theo quy dinh tai Phu luc
04 ban hanh kém theo Thong tu 09/2015/TT-BYT

* 86 lwgng hd so: 01 bd hd so.

d) Thoi han giai quyét: khong qua 03 ngay lam viéc, ké tir ngay nhan du ho
so hop 1€.

d) Pdi twgng thye hién thi tuc hanh chinh: T4 chire.

e) Co quan thyc hién thi tuc hanh chinh:

- Co quan ¢6 thim quyén gidi quyét: S Y té.

- Co quan trye tiép thyc hign: So Y té.

f) Két qua thye hién thii tuc hanh chinh: Gidy xac nhan ndi dung quang céo.

g) Phi, 1¢ phi: chua c6 quy dinh

h) Tén miu don, mau t& khai thye hién:

' Vin ban d& nghi cip lai gidy xac ndi dung quang ‘céo.

k) Yéu ciu, diéu kién thuc hién thii tuc hanh chinh: khong c6.

1) Can cir phap ly thyc hi¢n thi tuc hanh chinh:

1. Thong tu s6 09/2015/TT-BYT ngay 25/5/2015 cia B Y té quy dinh vé
xac nhédn ndi dung quang c;io ddi véi san pham, hang hoa, dich vu dic bi€t thude
linh virc quan ly cia B Y t¢;

B. Miu don, miu to khai

TEN PON VI CONG HOA XA HQI CHU NGHIA VIET NAM
——— Poc lap - Tu do - Hanh phic
S6: /Ky hiéu tén don vi [6]..., ngay........ thng........ nam 20....
PON DE NGHI
Cip lai Gidy xdc nhin ndi dung quang cdo
T R ——— | PO ol o T W W
L DEBRFBBRERE: ......onoe. commcoremsosinmssassassssarsassnesssss s SRR FR RSB SH0AIS
L1, TO0 QO Ve i iciisesssesnmsosecssansavssaisssssnessansonnsssssosnsnsstossnsssnssossssanaiesmsassassssmponssaasss
1.2. Diachitii 80: [Bl.ivicccissuicsccssmssonssnicancssvacnaassaesanssasasesassanssnassonsirassssisssssnssassss
D T T L A —— FAX: c.coninsasnsssunnossesusasssonansosuns
Gidy xédc nhan ndi dung qUANE CAO Cl SG:...vvuvverrrueireieirrireisnieiessessisesssssssnsnaens
NEAY CAP: vevoveveeversercesiessesessesraeses IR O e e e oo s i ot oo P
Dé nghi duoc cip xé4c nhan ndi dung quang cdo AT VOH.eveeiiiieeiieeiiean

STT | Tén san pham, | S6, ky hiéu cta Gidy phép luu hanh san pham hodc Quyét
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hang hoa, dich | dinh cap sb dang ky thudc/Phiéu cong bd san phim my
vu pham/ Giy x4c nhan cong bo phii hgp quy dinh an toan thue
phim hodc gidy tiép nhéan ban cong bd hop quy/Giay ching
nhan ding ky luu hanh héa chét, ché phdm diét con tring,
diét khuén dung trong gia dung va y t&/Giay phép nhap khau
trang thiét b y té hodc Gidy chimg nhén dang ky luu hanh
trang thiét bi y té/Gidy phép hoat dong kham bénh, chira
bénh va Quyét dinh phé duyét danh muc k¥ thuat chuyén
mon

(néu rd ching
logi, i:ss néu co

Phuong ti¢n quang céo:

(Trudng hgp quang céo trén bdo ndi, béo hinh, bdo in thi néu rd gén bao du kién
quang cdo; trudng hop quang cao thc‘)ng'qqa hoi thao, hdi nghi, td chirc su kién thi
néu rd thoi gian, dia diém cu thé dy kién t6 chirc)

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

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

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

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

T61i xin cam doan céc ghc‘mg tin va ho so néu trén 1a dang sy that va cam két th\{c
hién quéang cdo san phidm, hang hoéa, dich vu thudc linh vyre quan ly cua B0 Y té theo
ding ndi dung khi da dugc xéc nhén.

Kinh dé nghi Quy co quan xem xét va cép lai gidy x4c nhan ndi dung quang céo./.

Giam dbc hoic dai dién hop phap cia don vi
Ky tén (Ghi ho tén day du, chirc danh)
Dong dau

[1] Dia danh

[2] Co quan tiép nhén hd so: Co quan c6 thdm quyén quy dinh tai Diéu 12 Thong tu nay.
[3] Ghi theo dia chi trén giz‘ik' chimg nhan dang ky kinh doanh
[4] Tén co quan tiép nhén hd so
[5] Ky hiéu viét tit ciia co quan x4c nhén ndi dung
[6] Dia danh
[7] Tén co quan cdp Gidy x4c nhan ndi dung quang cdo

8] Ghi theo dia chi trén gidy chimg nhén ding ky kinh doanh

Ghi ly do quy dinh tai Diéu 21 Thong tu nay.




3. Tén thi tuc hanh chinh: Cép lai gidy xac nhén ndi dung quang céo my
phdm trong trudong hop gidy xac nhén ndi dung quang c4o my pham hét hiéu lyc tai
Khoan 2 Diéu 21 Thong tu s6 09/2015/TT-BYT.

a) Trinh ty thyc hi¢n:
* Budc 1:

1. Dai dién co s¢ dé nghi Cap lai gidy xac nhén ndi dung quang cdo my pham
trong truong hop gidy x4c nhén ndi dung quang cdo my pham hét hiéu luc tai Khoan
2 Piéu 21 Thong tu s6 09/2015/TT-BYT dén Trung tdm phuc vy hanh chinh cong
tinh Tra Vinh dé nhéan hogc tai trén website (htp: //dichvucong. travinh.gov.vn — muc
B¢ thu tyc - Co quan (S¢ Y té) mdt by hd so Cap lai gidy x4c nhan noi dung quang
c40 my pham trong trudng hop gidy xac nhan ndi dung quang cao my phdm hét hiéu
Iye tai Khoén 2 Piéu 21 Thong tu s6 09/2015/TT-BYT, dién diy du cic thong tin
theo mau.

2. C4 nhan chuin b ddy du céc gidy t& theo quy dinh vé thanh phan hé so.

3.'C4 nhan thyuc hién quét (scan) hoac chyp céc tai liéu trén, luu thanh cac tép
(file) (con goi 1a van ban dién tir) va can tai lén day du céc file nay khi np hd so
tryc tuyen

Luu y: Tai ligu dugc xem la hop I¢:
- Tai liéu dinh kém la van ban dién tu:
kit Puoc tao truc tiép hodc duge quét (scan) hodc hinh anh (chyp) tir van ban
giay.
+ C6 dinh dang “.doc”, “.docx™, “.pdf”, “.jpg”, “.png”, “.gif”, “.tiff".
+ Thé hién chinh xéc, toan ven ndi dung cta van ban giéy (da duogc ky tén
theo quy dinh).
_ +Tén véan ban di¢n tr phai dugc dat twong ung v6i tén loai gidy to trong hé so
bang ban giay.
4. Nop hd so tai Trung tim phuc vy hanh chinh cong tinh, dia chi: S625 Vo

Nguyén Giap, Khoém 6, Phuong 7, Thanh phé Tra Vinh, tinh Tra Vinh, s6 dién thoai:
02943.826667 hodc qua dich vy buu chinh cdng ich hodc ndp hd so truc tuyén tai

website: http://dichvucong.travinh.gov.vn muc ndp qua mang.

5. Nhan két qua tai Trung tdm phyc vy hanh chinh c¢ong tinh hodc qua dich vu
buu chinh cong ich dén ngudi dan.

* Buéc 2:

Sau khi nhan hé so, Bo phén TN&TKQ So tai Trung tam phuc vu Hanh chinh
cong tinh guri cho don vi ngp ho so Phiéu tiép nhan ho so.

~SeY té xem Xe€t cép lai glay xé4c ndi dung quang cdo cho co sd. Trudng hop tur
chéi cap lai, S& Y te phai c6 vin ban thong bdo néu rd ly do.
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b) Cach thirc thye hign: Nop hd so tai Trung tdm phuc vu hanh chinh cong
tinh, dia chi: Sb 25 V& Nguyén Giap, Khém 6, Phuong 7, Thanh phd Tra Vinh, Tra
Vinh, sé dlcn thoai: 02943826667 hoic qua dich vu buu chinh cong ich hodc nop hd
so truc tuyén tai website: http://dichvucong.travinh.gov.vn myc np qua mang.

¢) Thanh phﬁn, ) lrgng hd so:
* Thanh phén ho so gom:

- Vin ban dé nghj cép lai gidy xdc ndi dung quang céo theo quy dinh tai Phu
luc 04 ban hanh kém theo Thong tur 09/2015/TT-BYT.

- Phiéu cong b6 san phdm my phim da duge co quan nha nuéc c6 thdm quyén
cap.
- Gidy x4c nhén noi dung quang cdo da hét hiéu lyc kém theo mau hogc kich
ban quang cdo da dugc duyét.
* §6 lwgng hd so: 01 bd hd so.
d) Théi han giai quyét: khong qua 03 ngay lam viéc, ké tir ngay nhén du hd
so hop 1€.
d) Déi twgng thue hién thi tyc hanh chinh: Té chic.
e) Co quan thyc hién thi tuc hanh chinh:
- Co quan c6 thAm quyén giai quyét: So Y té.
- Co quan trye tiép thye hign: S¢ Y té.
f) Két qua thuye hién thi tuc hanh chinh: Gidy x4c nhan noi dung quang céo.
g) Phi, 1€ phi: chua cé quy dinh
h) Tén miu don, miu t& khai thye hién:
Vin ban dé nghi cép lai gidy xac ndi dung quang cdo.
k) Yéu ciu, diéu kién thyc hién thi tuc hanh chinh: khong c6.
I) Cin cir phép ly thye hién thi tuc hanh chinh:

IS Thong tu sd 09/2015/TT-BYT ngay 25/5/2015 cua By Y té quy dinh vé
xé4c nhan ndi dung quang cao dbi véi san pham hang hoa, dich vu dac biét thudc
linh vire quan 1y cia BO Y té.

B. Miu don, miu to khai
TEN PON VI CONG HOA XA HOI CHU NGHIA VIET NAM
..... Pjc ldp - Ty do - Hanh phic

S6: /Ky hiéu tén don vi [6]..., ngay........ thang....... nam 20....
PON PE NGHI
Cﬁp lai Gidy x4c nhin nji dung quing cdo
IR cossicnvnoissrsssscimsrssise B2 cioonsnsnssninmsssmsisastoremines
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1. Pon vj dé NI cvevereeereeneneeeeenseeestsenssessassnssnesesesasasssasasssassestassrsseasnnsaenssasaas

1.1, TEN GOM VI: cevrerreeeeiiciiireeieiinneeeseessensssssssseesssssnssassssssssnassssssessssssassssssnssssssssnans
1.2. B chi i S35  [Blicscccscssccusesascsnmsnsmssnsarcarsasonsonnarsonsaensssissssasisasssnissspsssasonssssnsiss
BNCOhORL; (onunmmasmsssscpnsmssnemns FaX: coooiiiiveeeeiisessnnneeesesssnensnssses

Gidy xé4c nhén ndi dung quang cdo cil . U (RO e M
Ngay CAP: woveveceecresesesses s assssesaneaes INOL CBD cvissussmanssensimssasssssasnessassaspssssmonsebrenass
Dé nghi dugc cdp xac nhén ndi dung quang cdo d0i VOi........coovviniiiiiiid

STT | Tén san phdm, | S8, ky hi¢u cua Gidy phép luu hanh san pham hodc Quyét
hang hoa, dich | dinh cap sb dang ky thuéc/Phiéu cong bé san phdm my
vu pham/ Gidy xéc nhén cong b6 phu hop quy dinh an toan thyc
phdm hoic gidy tiép nhan ban cong bd hop quy/Gidy ching
nhan déng ky luu hanh hoa chit, ché pham diét con trung,
diét khudn ding trong gia dung va y te/Glay phép nhap khau
trang thlet biy té hodc Gidy chimg nhéan ding ky luu hanh
trang thiét bi y té/Gidy phép hoat dong kham bénh, chira
bénh va Quyét dinh phé duyét danh muc ky thuat chuyén
mon

(néu rd chung
loai, ...... néu co

Phuong tién quang céo:

(Trudmg hop quang cdo trén bdo n6i, bao hinh, béo in thi néu rd tén bao dy kién
quang cao; truong hop quang cdo thong qua hoi thao, hdi nghi, té chirc su kién thi
néu rd thoi gian, dia diém cu thé du kién td chirc)

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

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

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

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

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

T6i xin cam doan céc thong tin va hd so néu trén la dung sy that va cam két thuc
hién quang c4o san pham, hang héa, dich vu thudc linh vyrc quan ly cia B Y té theo
ding noi dung khi da dugc xdc nhén.

Kinh dé nghi Quy co quan xem xét va cép lai gidy xac nhén ni dung quang cdo./.
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Gism ddc hodc dai dién hop phép cia don vj
Ky tén (Ghi ho tén day du, chirc danh)
Dong dau

[1] Pia danh

[2] Co quan tiép nhén hd so: Co quan c6 thdm quyén quy dinh tai Piéu 12 Thong tu
nay.
[3] Ghi theo dia chi trén gidly chimg nhén dang ky kinh doanh
[4] Tén co quan tiép nhén ho so
[5] Ky hiéu viét tit cia co quan x4c nhén ni dung
[6] Dia danh
[7] Tén co quan cip Gidy xac nhan ndi dung quang cdo

8] Ghi theo dia chi trén giéy chirng nhan dang ky kinh doanh

Ghi Iy do quy dinh tai Diéu 21 Thong tu nay.

4. Tén thi tyc hanh chinh: Cép lai gidy xdc nhan ndi dung quang cdo my
pham l§hi c6 thay doi vé tén, dia chi cua to chuc, ¢4 nhan chiu trach nhiém va khong
thay ddi ni dung quang céo.

a) Trinh ty thye hién:

* Bude 1:

1. Dai di¢n co s¢ dé nghi Cép,lai gidy x4c nhan ndi dung quang cédo my pham
kl}i c6 thay ddi vé tén, dialchi cua td chire, ¢4 nhéan chiu trach nhi¢ém va khong thay
ddi ndi dung quang céo dén Trung tdm phuc vu hanh chinh cong tinh Tra Vinh dé
nhén hojc tai trén websi‘te (httj’)://dich\fucong. travinh.gov.vh — myc B9 thu tuc - Co
quan (S¢ Y &) mot b ho so Cap lai gidy x4c nhén ndi dung quang cdo my phdm khi
c6 thay doi ve tén, dia ‘chi cuia td chirc, ca nhan chiu trach nhiém va khong thay doi
ndi dung quang cdo, dién day du céc thong tin theo mau.

2. C4 nhan chuédn bj ddy du céc gidy t& theo quy dinh vé thanh phan hd so.
3. Ca nhan thyc hién quét (scan) hodc chup cac tai liéu trén, luu thanh cac tép
(file) (con goi 13 vin ban dién tr) va can tai 1én day du cac file nay khi ngp ho so
truc tuyen.
Luu y: Tai liéu dugce xem 1a hop I¢:
- Tai liéu dinh kém la vén ban dién tr:
o Pugc tao tryc tiép hodc dugc quét (scan) hogc hinh anh (chup) tir van ban
gidy.
+ C6 dinh dang “.doc”, “.docx”, “.pdf”, “.jpg”, “.png”, “ oif”, ",
+ Thé hién chinh xdac, toan ven ndi dung cia vin ban giéy (da dugc ky tén
theo quy dinh).
_ +Tén van bén dién tir phai dugc dat twong img Vi tén loai gidy to trong hod so
béng ban giay.
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4. Nop hé so tai Trung tim phuc vy hanh chinh cong tinh, dia chi: S6 25 Vb
Nguyén Giap, Khom 6, Phuong 7, Thanh phd Tra Vinh, tinh Tra Vinh, s6 dién thoai:
02943.826667 hoic qua dich vy buu chinh cong ich hodc nop hd so truc tuyen tai

website: http://dichvucong.travinh.gov.vn muc ndp qua mang.

5. Nhan két qua tai Trung tdm phuc vu hanh chinh céng tinh hodc qua dich vu
buru chinh cong ich dén ngudi dan.

* Budce 2:

Sau khi nhén hé so, Bo phén TN&TKQ S¢ tai Trung tam phuc vu Hanh chinh
cong tinh giti cho don vi ndp ho so Phiéu tiép nhan hé so.

Trudng hop hd so chua hop I§, S¢ Y té c6 van ban dé nghi don vi stra ddi, bd
sung.

Thoi gian dé don vi de nghi xé4c nhén ni dung quang cdo stra ddi, bd sung
hoan chinh hd so theo yéu cau toi da 1a 90 ngay ké tir ngdy nhan dugc vin ban théng
bao stra dbi, bd sung clia co quan tiép nhan ho so. Qua thdi han nay thi hd so de nghi
xac nhan ndi dung quang céo hét gia tri.

* Budc 3:

S& Y té cp lai gidy xdc nhan ndi dung quang céo theo mau quy dinh tai Phy
luc 03 ban hanh kém theo Thong tu 09/2015/TT-BYT. Truong hop khong cap lai
gidy xéc nhan ndi dung quang cdo, S6 Y té phai tra 101 bing van ban va néu rd ly do
khong cap.

S& Y té 6 trach nhiém cong bd trén Cong thong tin dién tir ciia co quan minh
danh muc san pham, hang héa, dich vu thugc tham quyen phu trach da dugc cap gidy
xac nhan ndi dung quang céo hodc c6 gidy xac nhan ndi dung quang céo hét hiéu luc

* Buéc 4:

Péi v6i quang céo thong qua hinh thirc hdi thao, hoi nghi, td chire sy kién:

a) Trude khi tién hanh viéc quang céo it nhat 02 ngay lam viéc, ) chue, ca
nhéan c6 san phim, hang héa, dich vu déc bi¢t thude linh viuc quan ly ctia Bo Y té da
dugc co quan c6 thim quyén cia BoY té cap gidy xac nhan ndi dung quang cdo déi
voi hinh thire hdi théo, th nghi, td chirc su kién phai ¢6 van ban thong bao vé hinh
thirc, thoi gian va dia diém quang céo kém theo béan sao gidy x4c nhéan noi dung quang

c4o0, miu quang cdo hodc kich ban quang céo da dugc duygt cho S¢'Y té noi t6 chirc
quang cdo dé thanh tra, kiém tra trong truong hop can thiét;

b) Truong hQ’p c6 thay ddi vé dia dlem thoi gian td chirc hoi thao, hoi nghi, to
chire sy kién so v6i ndi dung ghi trén gidy xdc nhan ndi dung quang céo, to chie, ca
nhén c6 san pham hang hoéa, dich vu quang cdo phai thong béo t6i S¢ Y té dia
phuong noi td chire trude khi tién hanh viéc quang céo it nhit 02 ngay lam viéc.

* Buoc 5:

Thu tuc diang ky xdc nhan ni dung quang cdo dugc thyuc hién lai tur dau trong
céc trudong hop sau day:
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a) Don vj d& nghj xé4c nhan ndi dung quéng céo sira ddi, bd sung hd so khong
theo dung vin ban dé nghj sira ddi, bo sung clia co quan tiep nhén ho so;

b) Pon vi dé nghi x4c nhan ndi dung quang céo sira ddi, bd sung hd so khong
theo ding thoi han quy dinh tai Budc 2.

* Budc 6:

Dumng tiép nhan hé so cjé nghj x4c nhén ni dung quang cdo cua don vi vi pham
céc quy dinh cua phép ludt vé quang céo cho dén khi c6 quyét dinh xur ly vi pham cua
co quan, ngudi c6 thdm quyén va don vi chap hanh xong quyet dinh xir ly.

b) Cach thirc thye hién: Nop hd so tai Trung tdm phuc vu hanh chinh céng
tinh, dia chi: S6 25 V3 Nguyén Giap, Khém 6, Phuong 7, Thanh pho Tra Vinh, Tra
Vinh, so di§n thoai: 02943826667 hodc qua dich vu buu chinh cong ich hodc ndp ho
so tryc tuyén tai website: http://dichvucong.travinh.gov.vn muc ndp qua mang.

¢) Thanh ph?m, sb lrgng hd so:

* Thanh phin hd so gdm: ‘

- Vin ban dé nghi cap lai gidy xéc ndi dung quang céo theo quy dinh tai Phu
luc 04 ban hanh kém theo Thong tu 09/2015/TT-BYT;

- Gidy x4c nhan ni dung quang céo da dugc cép kém theo mau hodc kich ban
quang céo da dugc duyét;

- Viin bén ciia co quan c6 thim quyén vé viéc thay ddi ve tén, dia chi cia td
chire, ca nhan chiu trach nhiém dua san pham, hang hoa, dich vu ra thi trudong.

* S6 lwrgng hd so: 01 bd hd so.

d) Thoi han giai quyét: khong qua 03 ngay lam viéc, ké tir ngdy nhén du hé
so hop €.

d) P6i twgng thye hién thid tuc hanh chinh: Tb chire.

e) Co quan thye hién thi tuc hanh chinh:

- Co quan ¢6 thim quyén gidi quyét: S Y té.
- Co quan trye tiép thuc hign: So Y té.
f) Két qua thye hi¢n thi tuc hanh chinh: Gidy xé4c nhan ndi dung quang céo.
g) Phi, 1€ phi: chua cé quy dinh
h) Tén miu don, miu t& khai thye hi¢n:
Vin ban dé nghi cép lai gidy x4c ndi dung quéang cdo.
k) Yéu cu, diéu ki¢n thye hién thi tyc hanh chinh: khong co.
1) Cin cir phép ly thye hién thi tuc hanh chinh:

1. Thong tu sb 09/2015/TT-BYT ngdy 25/5/2015 cia Bo Y té quy dinh vé
xac nhan ndi dung quang céo doi voi san pham, hang hoa, dich vy dic biét thude
linh vyc quan ly cua B§ Y te.
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B. Miu don, mau to khai

TEN DON VI CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Ty do - Hanh phiic

S6: /Ky hiéu tén don vi [6].... ngay........ thang........ nam 20....
PON DE NGHI
Cip lai Gidly xdc nhin ndi dung quang cdo
 CE T L RR——— LT i consihssmamnsritrsacunimmasiuaesnsi

1. DOI Vi BRDOGRIE coovieuerscnsssenscesemsnssssessnssssssissssinssossssivsssssssssosmsssassnssssusssssssasesseess

1.1, TEN QOM VI: cerieeereeeeeicraeeirreeesiies st s e stn e csans s seaas s s e s e e s s e s e s sba b e e e un s b e s an e st a e e s
1.2.Dia chl i 8F:  [Bl.scccsesssecsssessesssusnasrrosssosssassuorasssnnssonsnasssnssssasasaissnssssssisaonsssns
DIENARDAE: oo vocoromsvssomssssussessrssisuonmsaes FaX: coooooeeeeiirrrnreeeesennnnneeseessnns

Gidy x4c nhan ndi dung quang cdo cil T W =T WO W e | W '
Ngay cép: ....................................... NOL CHP Lo ssssrsmssesssssasansapsssvssassvasassnionsassave

Dé nghi dugc cap x4c nhin ndi dung quang ¢80 doi VOi.........oovvvviiiiiiiniin,

STT | Tén san phim, | Sé, ky hi¢u cua Gidy phép luu hanh san pham hogc Quyét
hang héa, dich |  dinh cap s6 dang ky thuoc/Phxeu cong bd san phidm m§
vu pham/ Gidy xéac nhan cong b6 phu hop quy dinh an toan thuc
pham hoic gidy tiép nhan ban cong b6 hop quy/Gidy chimng
nhin déng ky luu hanh hoa chit, ché pham diét con trung,
digt khuan dung trong gia dung va 'y té/Gidy phép nhap khéu
trang thlet biyté hoac Gidy chimg nhan ding ky luu hanh
trang thiét bi y té/Gidy phép hoat dong khém bénh, chira
bénh va Quyét dinh phé duyét danh muc k§ thuét chuyén
mon

(néu rd ching
loai, ...... néu co

Phuong tién quang céo:

(Trudng hop quéng céo trén bao noi, bao hinh, bdo in thi néu rd tén bao du kién
quang cdo; tru’dmg hop quang cdo thdng qua héi thao, hoi nghi, td chirc sy kién thi
néu rd thoi gian, dia diém cu thé du kién té chirc)

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

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

................................................................................................
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A A I A \ LI B
HO so bao gom céc gidy to, tai ligu:

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

T6i xin cam doan céc thong tin va hd so néu trén 1a ding sy that va cam két thuc
hi¢n quang c40 san phim, hang héa, dich vy thudc linh viue quan Iy cia By Y té theo
dung ndi dung khi da dugc xéc nhén.

Kinh d& nghi Quy co quan xem xét va cap lai gidy xac nhan ndi dung quang céo./.

Giam dbc hodc dai dién hop phap cia don vi
Ky tén (Ghz ho tén day du, chirc danh)
Dong dau

[1] Pia danh

[2] Co quan tiép nhén hd S0 Co quan c6 thim quyén quy dinh tai Diéu 12 Thong tu ndy.
[3] Ghi theo dia Chl trén glay chimg nhén dang ky kinh doanh .
[4] Tén co quan tnep nhén hé so
[5] Ky hiéu viét tit cia co quan xéc nhén ni dung
[6] Dia danh
[7] Tén co quan cp Gidy xéc nhén ndi dung quang céo
&] Ghi theo dia chi trén gla?' chimg nhén dang ky kinh doanh
Ghi ly do quy dinh tai Diéu 21 Thong tu nay.

5. Tén tha tyc hanh chinh: Cép sb tiép nhén Phiéu cong bd sin pham my
pham san xuat trong nudc.
a) Trinh ty thye hién:
* Budce 1:
1. Dai dién co s¢ dé nghi Cép s6 tiép nhén Phiéu cong bd san pham my phdm
san xuét trong nudc dén Trung tdm phuc vu hanh chinh cong tinh Tra Vinh dé nhan

hodc tai trén websnte (httg //dzchvucong travmh gov.vn — muc Bo tha tuc - Co quan
(S¢ Y té) mot bd hé so Céap s tiép nhan Phleu cong bd san phim my pham séan Xuét
trong nudc, dién ddy du cic thong tin theo mau.

2. C4 nhan chuén bj ddy du céc gidy t& theo quy dinh vé thanh phan hé so.

3. C4 nhén thuc hién quét (scan) hodc chup céc tai liéu trén, luu thanh céc tép
(file) (con goi la van ban di¢n tir) va cén tai lén day du cac file nay khi ndp hd so
truc tuyén.

Luu y: Tai liéu dugc xem 1a hop 1€:
- Tai liéu dinh kém la véan ban dién tur:
~ + Dugc tao truc tiép hodc dugc quét (scan) hodc hinh anh (chyp) tir van ban
gidy.
+ C6 dinh dang “.doc”, “.docx”, “.pdf”, “jpg”, “.png”, “.gif”, “.tiff".

19



+ Thé hién chinh xéc, toan ven noi dung clia vin ban gidy (da dugc ky tén
theo quy dinh).
_ +Tén van ban dién tir phai dugc dat twong (g véi tén loai gidy to trong ho so
bang ban giay.
4. Nop hd so tai Trung tdm phuc vy hanh chinh céng tinh, dia chi: S6 25 Vo
Nguyén Giap, Khém 6, Phudng 7, Thanh phd Tra Vinh, tinh Tra Vinh, sb dién thoai:

02943.826667 hodc qua dich vu buu chinh cong ich hodc ndp hd so truc tuyén tai
website: http://dichvucong.travinh.gov.vnh muc np qua mang.

5. Ca nhan ndp phi, 1& phi qua tai khoan ngén hang hoc tién mit tai b phén
thu phi Trung tdm Phuc vy hanh chinh cong tinh.

* Thong tin tai khoan ngéan hang:

- Tén tai khoan: S& Y té tinh Tra Vinh.

- S tai khoan: 735.10.00.0603654

- Tai: BIDV Tra Vinh X

6. Nhan két qua tai Trung tdm phuc vy hanh chinh c6ng tinh hodc qua dich vu
buu chinh cong ich dén ngudi dan.

* Bwdc 2:

Sau khi nhan hd so, Bo phan TN&TKQ S¢ tai Trung tdm phuc vu Hanh chinh
cdng tinh guri cho don vi np hd so Phiéu tiép nhén ho so.

* Buéc 3:
Giai quyét hd so cong bd san phdm my pham:
~a) S& Y té 6 trich nhiém ban hanh sé tiép nhan Phiéu cong bd san phim my
pham.
b) Trudong hop hd so cong bd chua dap ing theo quy dinh S& Y té thong bao

bang vin ban dién tir cho td chirc, c4 nhan cong bd biét cac ndi dung chua dép ung
dé sira ddi, bd sung hd so (néu cu thé cac ndi dung chua dap mg).

- -SeY té c6 trach nhiém ban hanh sé tiép nhan Phiéu cong bd san phim my
pham.
-So Y té ‘thong bao bang vin ban dién tir khong ddng y cép s6 tiép nhan Phiéu
cong bd san phdm my phdm cho san phim nay.

¢) Trong thoi gian 03 thang ke tir ngay ban hanh vén ban thong béo theo quy
dinh tai diém b néu trén, néu SoY té khong nhén dugc hd so bd sung cua td chi, ca
nhén dung tén cong bd thi ho so cong bd khong con gia tri. Trong trudng hop nay,
néu td chire, ca nhan mudn tiép tuc cong bo thi phai nop hd so médi va nop phi/lé phi
mdi theo quy dinh.

b) Cach thirc thue hién: Nop hd so tai Trung tdm phuc vy hanh chinh cong
tinh, dia chi: S6 25 V5 Nguyén Giap, Khém 6, Phudng 7, Thanh ph6 Tra Vinh, Tra
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Vinh, s6 dig‘;n thoai: 02943826667 hodc qua dich vu buu chinh cong ich hodc ndp hd
so tryc tuyén tai website: http:/dichvucong.travinh.gov.vn myc ndp qua mang.

¢) Thanh phén, sb lrgng hd so:

* Thanh phin hd so gdm:

- Phiéu cong b san phim my phém;

- Gidy uy quyén clia nha sén xuét hoic chu s¢ hiru san pham ty quyén cho to
chirc, cé nhén chiu trach nhi¢m dua san phdm ra thi trudng duogc phan phoi san
phidm my phdm tai Viét Nam (4p dung ddi v6i my pham san xudt trong nudc ma to
chire, cé nhén chiu trach nhiém dua san phdm ra thi truong khong phai la nha san
xuat).

* S8 lwgng hd so: 01 bd hd so.
d) Thoi han giai quyét:

- 02 ngay lam vi¢c ké tir ngay nhén dugc hd so cong bd hop 1€ va phi cong bd
theo quy dinh (ddi véi trudng hop cap so tiep nhan); '

- 03 ngay lam vigc ké tir ngay nhdn dugc hd so cong bd va phi cong b theo
quy dinh (ddi véi trudmg hop chua cép so tiep nhén).

d) P6i twgng thye hién thi tyc hanh chinh: T chirc, c4 nhén.
e¢) Co quan thyc hién thi tuc hanh chinh:
- Co quan c6 thAm quyén gidi quyét: So Y té.
- Co quan trye tiép thue hién: S¢ Y té.
D Két qué thyc hién thu tyc hanh chinh: S tiép nhan Phiéu cong b san
pham m¥y pham.
g) Phi, 1€ phi: 500.000d/mit hang

(Thong tu s6 277/2016/TT-BTC ngay 14/11/2016 cua B¢ Tai chinh, Quy dinh
murc thu, ché d6 thu, ndp, quén ly va sir dung phi trong linh vuc duge, my pham).

h) Tén miu don, miu t& khai thye hi¢n:
M3u Phiéu céng bd san phdm m§ pham.
K) Yéu ciu, diéu Kién thyc hién thi tyc hanh chinh:

- TH chirc, ¢4 nhén chiu trach nhi¢m dua san phém ra luu thong trén thi truong
phéi ¢6 chirc ning kinh doanh m§ pham tai Viét Nam.

- Vigc cong bé tinh ning cua san phim my pham (muc dich sir dung cia san
pham) phai dap mg hudng dan cia ASEAN vé cdng bo tinh ning san phdm my
pham.

- Co s san xudt my phdm phai c6 Gidy chimg nhan du diéu kién san xuit my
pham do S& Y té noi dit nha mdy san xuat cap.

1) Cin cir phap ly thye hién thi tuc hanh chinh:
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1. Nghi dinh sb 155/2018/ND-CP ngay 12/1 1/2018 cua Chinh phu stra dbi, bd
sung mdt sO quy dinh lién quan dén diéu kién dau tu, kinh doanh thudc pham vi
quan ly nha nuédc cua By Y te;

2. Nghi dinh s6 93/2016/ND-CP ngay 01/7/2016 cua Chinh phu quy dinh vé
diéu kién san xuat my pham, c6 hiéu lyc thi hanh ké tir ngay 01/7/2016;

3. Thong tu s6 06/2011/TT-BYT ngay 25/01/2011 cua By Y té quy dinh vé
quan ly my pham;
4. Thong tu s 277/2016/TT-BTC ngay 14/11/2016 cua B Tai chinh vé viée

quy dinh muc thu, ché do thu, ndp, quan ly va sir dung phi trong linh vyc duge, my
pham;

5. Quyét dinh s6 7866/QD-BYT ngay 28/ 12/2018 cua Bo Y té vé viéc cong | bd
cac thu tuc hanh chinh méi ban hanh/dugc sira dbi, bd sung trong linh vyc my pham
thudc pham vi chirc néng quan ly cia By Y té.

B. Miu don, mau to khai

PHAN DANH CHO CO QUAN QUAN LY (FOR OFFICIAL USE)
Ngay cap (Date acknowledged):

S0 cong b (Product Notification No):

Phiéu céng bo c6 gid tri 05 nam ké tir ngay cap.

PHIEU CONG BO SAN PHAM MY PHAM
TEMPLATE FOR NOTIFICATION OF COSMETIC PRODUCT

™ Panh diu vao 6 thich hop (Tick where applicable)

THONG TIN SAN PHAM
PARTICULARS OF PRODUCT

1. Tén nhan hang va tén san phim (Name of brand & product):
1.1. Nhan hang (Brand)

»
A

1.2. Tén san pham (Product Name)
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1.3. Danh sach céc dang hodc mau (List of Variants or Shade). Tén (Names)

2. Dang san phim (Product type(s))

O Kem, nhil twong, sita, gel hoic dau ding trén da (tay, mit, chan, ....)
Creams, emulsions, lotions, gels and oils for skm (hands, face, feet etc)
O Mt na (chi trir san phidm lam bong da ngudn gbc hda hoc)
Face masks (with the exception of chemical peeling products)
O Céc chéit phi mau (l6ng, nhao, bdt)
Tinted bases (liquids, pastes, powders)
O Céc phin trang diém, phan dung sau khi tdm, bot vé sinh,..
Make-up powders, after-bath powder hygienic powders, etc
O Xa phong tim, xa phong khir mi,.
Toilet soaps, deodorant soaps, etc
O Nudce hoa, nudce thom diung vé sinh,..
Perfumes, toilet waters and eau de CoIogne
O Céc san phim dé tim hoac g6i (mudi, xa phong, dau, gel,....)
Bath or shower preparations (salts, foams, oils. gels, etc)
O San pham tdy long
Deptlatortes
O Chét khir mui va chéng mui
Deodorants and anti-perspirants
O Céc san phim cham séc téc
Hair care products
- Nhudm va tiy téc
Hair tints and bleaches
- Thude uén t6c, dudi toc, giir nép toc
Products for waving, straightening and fixing
- Céc san pham dinh dang téc
Setting products
- Céc san pham lam sach (sira, bdt, ddu goi)
Cleansing products (Iotlorzs powders, shampoos)
- San pham cung cép chét dinh dudmg cho téc (sira, kem, dau)
Conditioning products (lotions, creams, oils)
- Céc san phim tao kiéu toc (sira, keo xit téc, sép)
Hairdressing products (lotions, lacquers, brilliantines)
O San phim dung cao rau (kem, xa phong, sira,....)
Shaving product (creams Jfoams, lotions, etc)
O Céc san phim trang diém va tiy trang dung cho mit va mit
Products for making-up and removing make-up from the face and the eyes
O Céc san phim diing cho mdi
Products intended for application to the lips
O Céc san phiam dé cham séc ring va miéng
Products for care of the teeth and the mouth
O Céc san phim dung dé cham séc va to diém cho méng tay, méng chén
Products for nail care and make-up
O Céc san phim ding dé vé sinh bén ngoai
Products for external intimate hygiene
O Céc san phdm chéng ning
Sunbathing products



O San phdm lam sam da ma khéng cin tim néng
Products for tanning without sun

O San phim lam tring da
Skin whitening products

O San pham chdng nhin da
Anti-wrinkle products

O San phidm khac (42 nghj ghi rd)
Others (please specify)

3. Muc dich sir dung (Intended use)

4. Dang trinh bay (Product presentation(s))

O Dang don Ié (Single product)
0O Mt nhém cde mau (A range of colours)
0O Bang cac mau trong mdt dang sén phém (Palette(s) in a range of one product type)
[ Céc san phim phdi hop trong mdt b san pham (Combination products in a single kit)
O Céc dang khac (dé nghi ghi r3). Others (please specify)
THONG TIN VE NHA SAN XUAT/PONG GOI '
(P& nghj dinh kém danh sach riéng néu nhu c6 nhiéu hon mét cong ty san xuat/ déng goi
dé tao ra mot san phdm hoan chinh)

PARTICULARS OF MANUFACTURER(S)/ASSEMBLER(S)

(Please attach in a separate sheet if there are more than one manufacturer/assembler)

5. Tén nha san xuit (Name of manufacturer):

Dia chi nha san xuit (nudc san xuét) (Address of manufacturer (state country)):

Country

Tel: Fax:

6. Tén cong ty déng goi (D& nghi danh ddu vao myc thich hgp. C6 thé dénh dau nhiéu
hon 01 6) (Name of assembler (Please tick accordingly. May tick more than one box)):

O Péng gbi chinh O Déng goi thir cép
Primary assembler Secondary assembler

Dia chi cua cong ty dong géi (Address of assembler (state country)):
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Country

Tel: Fax:

THONG TIN VE TO CHUC, CA NHAN CHIU TRACH NHIEM
PUA SAN PHAM MY PHAM RA THI TRUONG

PARTICULARS OF LOCAL COMPANY RESPONSIBLE FOR PLACING
THE COSMETIC PRODUCT IN THE MARKET
7. Tén cong ty (Name of company):

Dia chi cong ty (Address of company):

Tel: [T [ [T [T TTTTT T T ) Faxe [TTTTTTTTTTTTTITT]

S gidy phép kinh doanh/Sé gidy phép hoat dong
Business Registration Number/License to Operate Number

ENNNEEERENANEENEEEEN

THONG TIN VE NGUOT PAI DIEN THEO PHAP LUAT CUA CONG TY
PARTICULARS OF PERSON REPRESENTING THE LOCAL COMPANY

8. Ho va tén (Name of person):

BEARFaNSTEANEENEEPERANANNEEENR
Tele [T T T T T T TTTTTTTT] Bmait: (TTITTTTITTITTT]
Chirec vu & cong ty (Designation in the company):

AFENEEENFEERSNEF TR EEEEREEERD

THONG TIN VE CONG TY NHAP KHAU
PARTICULARS OF IMPORTER

9. Tén cong ty nhap khaw/Name of Importer:
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Dia chi cong ty nhap khiu/Address of importer:

Tel: ([ [ [T TTTTTTT T T T Faxe [TTTTTTTTITIITTIT]

DANH SACH THANH PHAN
PRODUCT INGREDIENT LIST

10. Dé nghi kiém tra 6 sau day (Please check the following boxes):

0O Tbi da kiém tra ban stra ddi tir Phy luc 11 dén Phy luc VII cua danh myc céc thanh phan
my phdm ASEAN nhu dugc cong bé trén ban sira dbi gan diy nhét cua H|¢p dinh my pham
ASEAN. Téi xin xé4c nhan ring san phim dugc dé cap dén trong ban cong b6 nay khong chira bét
cir mot thanh phan bj cAm nao va ciing tuan thi v6i danh myc han ché va cac diéu kién quy dinh
trong céc phu lyc.

[ have examined the latest revisions of the Annexes II to VII of the ASEAN Cosmetic
Ingredient Listing as published in the latest amendment of the ASEAN Cosmetic Directive and
confirmed that the product in this notification does not contain any prohibited substances and is in
compliance with the restrictions and conditions stipulated in the Annexes.

O T6i dam nhan trach nhiém tra 1i va hop téc toan dién vdi co quan c6 tham quyén vé bat
ky hoat dong kiém so4t sau khi ban hang khi c6 yéu cdu bdi co quan c6 thdm quyén.

I undertake to respond to and cooperate fully with the regulatory authority with regard to any
subsequent post-marketing activity initiated by the authority.

Danh sdch thanh phin diy da (product full ingredient list)

(Yéu ciu ghi diy du danh sach thanh phan va ti 1é % cta nhirng chit c¢é gi¢i han vé nong
d6, ham luong sir dung trong my phdm — To submit ingredient list with percentages of
restricted ingredients)

Tén ddy du thanh phin (tén danh phap quéc té hodc | Ti 1€ % cua nhimg
No sir dung tén khoa hoc chuin di dugc cong nhan) chat c6 gidi han vé
Full Ingredient name (use INCI or approved nong do, ham luong
nomenclature in standard references)
1
2
3
4
5
6
7
8
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CAM KET (DECLARATION)
l Thay mat cho cong ty, i xin cam két san phim dugc dé cap trong don cong b6 nay dat
dugc tht ca cac yéu clu trong Huéng din My phdm ASEAN va céc phy luc ctia né.

I hereby declare on behalf of my company that the product in the notification meets all the
requirements of the ASEAN Cosmetic Directive, its Annexes and Appendices.

2. T6i xin chiju trdch nhiém tudn thu céc diéu khoan sau ddy (I undertake to abide by the
Jfollowing conditions):

i. Pam bao c6 sin dé cung cép céc thong tin k¥ thuét va tinh an toan khi co quan c6 thim
quyén yéu ciu va cé dﬁy du hd so vé céc san pham da dugc phan phdi dé bdo cdo trong truong
hop san phim phai thu hdi.

Ensure that the product’s technical and safety information is made readily available to the
regulatory authority concerned (“the Authority”) and to keep records of the distribution of the
products for product recall purposes; \

ii. Phai thong bdo ngay cho co quan ¢6 thdm quyen vé céc tac dung phu nghiém trong gay
chét ngudi hoac de doa tmh mang cua san pham bing dién thoai, fax, thu dién tir hodc van ban
trude 07 ngay ké tir ngy biét thong tin.

Notify the Authority of fatal or life threatening serious adverse event' as soon as possible by
telephone, facsimile transmission, email or in writing, and in any case, no later than 7 calendar
days dafter first knowledge;

iii. Phai hoan thanh bdo cdo téc dung phu cua san phdm (theo mau quy dinh) trong vong 08
ngay lam viéc ké tir ngay thong bdo cho co quan c6 thdm quyén vé nhirng tic dung phu nghiém
trong nhu da néu trong muc 2 ii néi trén va cung cap bét cir thdng tin ndo theo yéu cau cua co
quan c6 thdm quyén.

Complete the Adverse Cosmetic Event Report F orm’ within 8 calendar days from the date of
my notification to the Authority in para 2 ii. above, and to provide any other information as may
be requested by the Authority,

iv. Thong béo ngay cho co quan ¢ thdm quyén vé cac phan g phu nghiém trong nhung
khong gay chét nguoi hoac de doa dén tmh mang cuia san phim va trong bt cir trudmg hop nao,
viéc bao céo (str dung mau bdo cdo) vé tic dung phu phai dugc tién hanh trude 15 ngay ké tir
ngay biét vé tac dung phy nay.

Report to the Authority of all other serious adverse events that are not fatal or life
threatening as soon as possible, and in any case, no later than 15 calendar days after first
knowledge, using the Adverse Cosmetic Event Report Form;

v. Cong bd v&i co quan c6 thim quyén khi c6 bt cir su thay dbi nao trong ban cong bd nay.

Notify the Authority of any change in the particulars submitted in this notification;

3. T6i xin cam doan ring nhing thong tin duqc dua ra trong ban cdng bd nay la ding su

that. Tét ca céc tai lidu, cac thong tin lién quan dén ndi dung cong b s& duge cung cap va cic tai
li¢u dinh kém la ban hgp phép hodc sao y ban chinh.

' Nhu da duge dinh ngha rd rang trong tai lidu huong din cho c4c cong ty vé bdo céo tac dung phu ciia sén phim my phim. As defined in the Guide
Manual for the Industry on Adverse Event Reporting of Cosmetics Products.

? Trinh bay trong phu luc I trong tai lidu huéng ddn cho cac cong ty vé bdo cdo tac dung phu cua san phim my phim

Set out in Appendix I to the Guide Manual for the Industry on Adverse Event Reporting of Cosmetics Products.
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I declare that the particulars given in this notification are true, all data, and information of
relevance in relation to the notification have been supplied and that the documents enclosed are
authentic or true copies.

4. T6i hiéu réng t6i sé& co trach nhi¢m de dam bao tat ca céc 16 san pham cua ching toi deu
dap img cac yéu cu phap lut, va tuéin th tit ca tiéu chudn va chi tiéu san phédm da dugc cong bd
v6i co quan c6 thim quyén.

I understand that I shall be responsible for ensuring that each consignment of my product
continues to meet all the legal requirements, and conforms to all the standards and specifications
of the product that I have declared to the Authority.

5. Téi hneu ring trong truémg hop c6 tranh chép phép luat, t6i khong duqc quyen sir dung
ban cong bd chit lugng san pham da duqc co quan 6 thAim quyén chdp nhan néu san phim cua
ching t6i khong dat dugc céc yéu cau vé tiéu chudn, chi tiéu ma ching ti da cong bé.

I understand that I cannot place reliance on the acceptance of my product notification by
the authority in any legal proceedings concerning my product, in the event that my product has
failed to conform to any of the standards or specifications that I had previously declared to the
Authority.

Tén va chir ky ctua ngudi dai dién theo phap ludt cua cong ty
[Name and Signature of person representing the local company]

Dau clia cong ty
[Company stamp] Ngay [Date]

6. Tén thi tuc hanh chinh: Cap Phiéu tiép nhan hé so ding ky quéang cdo, t6
chirc hoi thao, sy kién gidi thi§u my pham

a) Trinh ty thye hién:
* Buéde 1:

1. Pai dién co s& d& nghi Cép Phleu tlep nhén hd so diang ky quang céo, td
chire hdi thao, sy kién gidi thiéu my phim dén Trung tdm phuc vu hanh chinh cong
tinh Tra Vinh dé nhan hodc tai trén website (hzzp: //dichvucong. travinh.gov.vn — muc
Bo thu tuc - Co quan (S& Y t&) mot bd hd so Cép Phiéu tlep nhén ho so dang ky
quang cao td chirc hoi thao, su kién giéi thiéu my phéam, dién day du cac thong tin
theo mau.

2. C4 nhén chuan bj ddy du céc gidy t& theo quy dinh vé thanh phén hé so.

3. Cé nhén thyc hién quét (scan) hoac chup céc tai liéu trén, luu thanh céc tép
(file) (con goi la véan ban dién tir) va can tai 1én ddy du céc file nay khi ndp ho so

truc tuyen

Luu y: Tai ligu dugc xem la hop I¢:
- Tai liéu dinh kém la vén ban dién tur:
~ + Pugc tao tryc tiép hoge dugce quét (scan) hoge hinh anh (chyp) tir van ban
giay.
+ C6 dinh dang “.doc”, “.docx”, “.pdf”, “jpg”, “.png”, “.gif”, “.tff".
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+ Thé hién chinh xéc, toan ven ndi dung cua van ban giéy (da dugc ky tén
theo quy dinh).

_ +Tén vin ban dién tir phai dugc dit twong ing véi tén loai gidy to trong hd so
bang ban giay.

4. Nop hd so tai Trung tdm phyc vu hanh chinh cong tinh, dia chi: S6 25 Vo
Nguyén Giap, Khém 6, Phuong 7, Thanh phd Tra Vinh, tinh Tra Vinh, s6 dién thoai:
02943.826667 hodc qua dich vy buu chinh cong ich hodc ndp hd so truc tuyen tai
website: http://dichvucong.travinh.gov.vn muc ndp qua mang.

5. Ca nhan ndp phi, 1¢ phi qua tai khoan ngén hang hoéc tién mait tai bo phén
thu phi Trung tdm Phuc vy hanh chinh cong tinh.

* Thong tin tai khoan ngan hang:
- Tén tai khoan: S& Y té tinh Tra Vinh.
- S6 tai khoan: 735.10.00.0603654
' - Tai: BIDV Tra Vinh '

6. Nhén két qua tai Trung tdm phuc vy hanh chinh cong tinh hodc qua dich vu
buu chinh céng ich dén ngudi dan.

* Budce 2:

Sau khi nhéan hd so, Bo phan TN&TKQ S tai Trung tdm phuc vu Hanh chinh
cong tinh giri cho don vi ndp ho so Phiéu tiép nhan hd so.

* Buoe 3:

S¢Y te giri cho don vi ndp hd so dang ky mat Phiéu tiép nhan hé so dang ky
quéang céo, t chirc hoi thao, sy kién gi6i thi¢u my pham kém theo mau hoéc kich ban
quang cdo dat yéu cau (4p dung v6i ho so ~dang ky quang cdo my phdm). Ngay ghi
trén Phiéu tiép nhan hd so 1a ngay So Y té nhan du hd so hop 1&. Sau 10 ngay lam
viée, ké tir ngay nhan dugc hé so, néu SoY té khong c6 van ban yéu cau sira doi, bd
sung thi don vi dugc quyén quang céo, td chirc hoi thao, sy kién gi6i thiéu my pham
theo ding ndi dung da dang ky.

* Buéc 4:

Trudmg hop hd so chua hop 1é thi S¢ Y té ¢6 van ban théng bao cho don vi bd
sung, hoan chinh hd so.

a) Trong vin ban phai néu cu thé, chi tiét nhirng tai li¢u va ndi dung can stra
dbi, bd sung.

b) DBon vi phél sura ddi, bd sung theo dung nhimg nji dung dugc néu trong van
ban yéu cdu sira ddi, bo sung va giri vé S& Y té. Khi don vi b sung du hé so thi S&
Y te giri mot Phiéu tnep nhan hd so, ngdy ghi trén Phiéu tiép nhéan hd so la ngdy S&
Y té nhan duoc hd so bd sung hop 1¢ theo yéu cau.

Neu S& Y té khong ¢6 van ban yéu cau sira doi, bd sung thi don vi dugc quang
céo, té chirc hdi thao, sy kién gidi thiéu my phidm nhu ndi dung da sira déi.
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¢) Truomg hop hd SO bd sung khong dap tng theo ding nhing ndi dung dugc
néu trong van ban yéu cau stra doi, bd sung thi S¢ Y té s& thong b4o cho don vi
khéng dugc quang cdo, té chirc hoi thao, sy kién gidi thiu my pham theo ndi dung
da dang ky. Trong truong hop nay, néu don vi mudn tiép tuc quang cdo, to chirc hdi
thao, sy ki¢n gidi thi¢u my phim phai ndp hd so; trinh ty dang ky va thim dinh hd
so dugc thue hién lai tir dau va phai nop 1¢ phi theo quy dinh.

d) Trong thoi glan 02 thang, ké tir ngay So Y té c6 vin ban giri don vi nop ho
so nhitng ndi dung can bd sung, néu S¢ Y té khéng nhan dugc vian ban kem hd so bd
sung thi hé so dang ky quéng c4o my pham, td chirc hdi thao, sy kién gi6i thiéu my
phdm da nop khong con gia tri.

b) Cach thirc thyc hign: Nop hé so tai Trung tdm phuc vu hanh chinh cong
tinh, dia chi: S6 25 V& Nguyén Giap, Khém 6, Phudng 7, Thanh phd Tra Vinh, Tra
Vinh, sb dlen thoai: 02943826667 hodc qua dich vu buu chinh céng ich hodc ngp ho
so truc tuyén tai website: http:/dichvucong.travinh.gov.vn muc ndp qua mang.

¢) Thanh phén, s lrgng hd so:

* Thanh phén hd so gdm:
1. Phiéu dang ky quang céo my pham, tb chirc hgi théo, sy kién gi¢i thi¢u my
phéam;
2. Ban sao Phiéu cong bd san phdm my phdm da duoc cdp (c6 dong diu cia to
chirc, ca nhan dang ky quang céo);
3. Ban sao Glay chimg nhan dang ky kinh doanh cua td chirc, ca nhan ding ky
quang cdo (cé déng diu cua td chirc, c4 nhan ding ky quang cdo);

4. Thu uy quyen ctia td chirc, c4 nhan cong bd my phdm cho td chirc, ca nhén
dang ky quang cdo, td chirc hoi thao, su kién gidi thiéu my pham (truong hop t6
chire, ca nhan dang ky quang cdo, t6 chirc hdi thao, sy kién gidi thigu my pham
khong phai 1a té chirc, ca nhan da cong bd san phdm my pham);

5. Tai liéu thuyét minh cho céc tinh nang, cong dung cua san phém trong
truong hop ndi dung quang céo, ndi dung trinh bay tai hoi thao, sy kién gidi thig¢u
my pham néu tinh nang, cong dung cua san pham nim ngoai ndi dung da néu trong
Phiéu cong bd san phdm my pham;

6. 02 (hai) kich ban quang cdo (kich ban phai mo ta rd phén hinh anh, phan
16i, phén nhac dy dinh s€ quang céo) hodc 02 mau quang cdo du dinh s& phat hanh
(4p dung dbi voi hd so ding ky quang cédo my pham) hogc tai li¢u du dinh trung bay,
phat hanh tai hi thao, su kién gidi thiéu my pham (4p dung d01 v6i ho so dé’mg ky td
chure hoi thao, sy kién gidi thi¢u my phdm). H6 so phan c6 diu giap lai cua to chuc,
c4 nhan dang ky quang céo, td chirc hdi thao, sy kién gidi thiéu my pham.

* §6 lrgng hd so: 01 bd hd so.
d) Thoi han giai quyét: 05 ngay ké tir ngay nhan duoc hd so hop 1é.
d) Pdi twong thye hién thi tuc hanh chinh: Té chirc, c4 nhan.

e) Co quan thye hién tha tuc hanh chinh:
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- Co quan c6 thim quyén gidi quyét: S& Y té.

- Co quan trye tiép thye hién: S6Y té.

) Ket qua thye hién thi tuc hanh chinh: Phiéu tiép nhan hd so dang ky
quang cdo, td chirc hoi thao, sy kién gidi thiéu my pham

g) Phi, 1& phi: 1.600.000d/hd so

(Thong tu s6 114/2017/TT-BTC ngay 24/10/2017 cua Bj Tai chinh vé viée
stra ddi, bd sung biéu mirc thu phi trong linh vyc duge, my pham ban hanh kém theo
Thong tu s 277/2016/TT-BTC ngay 14/11/2016 cua Bo truong Bo Tai chinh quy
dinh mirc thu, ché d thu, ndp, quan 1y va sir dung phi trong linh vyc dugc, my
pham).

h) Tén miu don, miu t¥ khai thye hién:

~ Phiéu ding ky quang cdo my pham, t6 chirc hgi théo, sy kign gi6i thiéu my
pham.

k) Yéu ciu, diéu kién thuc hién thii tuc hanh chinh: khong c6.

1) Cin cir phép ly thye hién thi tuc hanh chinh:

1. Thong tu s6 06/2011/TT-BYT ngay 25/01/2011 cia By Y té quy dinh vé
quan ly m§ pham;

2. Thong tu so 114/2017/TT-BTC ngay 24/10/2017 cua B$ Tai chinh vé viée
stra d6i, bd sung biéu mirc thu phi trong linh vuc duge, m§ phdm ban hanh kém theo
Thong tu s6 277/2016/TT-BTC ngay 14/11/2016 cua Bg trudng Bo Tai chinh quy
dinh mirc thu, ché d thu, ndp, quan ly va sir dung phi trong linh vuc duogc, my
pham.

B. MAu don, miu t& khai

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Ty do - Hanh phic
 PHIEU DPANG KY QUANG CAO MY PHAM,
TO CHUC HQI THAO, SU KIEN GIOI THIEU MY PHAM
S6: ...
Kinh giri: S& Y té tinh/ thanh ph6 ...

3. 86 dl¢l’l thool. Fats Bt .. ccvucvenisionsssntessamipsissiemaaioiesisysssssiiniinsssipssdssssinsaves
4. 86 glay phép hoat dong (gidy chimg nhan ding ky kinh doanh):.........cceceveverneriennnns
5.Tén, sb dién thoai cua ngudi hoic bd phan chiu traich nhiém ding ky hd

6. Danh muc my pham ding ky quang céo, t chirc hdi thao, sy kién giéi thiéu my pham:
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STT | Tén my phdm | S6 tiép nhan Phiéu | Hinh thirc |Thoi gian, dia diém dy kién| Lan thir
cong bo san phdm my | quang cdo [t chirc hdi thao, sy kién

phdm (d6i voi hd |gioi thigu my pham (ddi voi
so dang ky |hd so dang ky t chic hi
quang cao |[thao, su ki¢n gidi thi¢u m¥y
my phdm) |phdm)

7. Tai liéu giri kém:

- N¢i dung (dy kién) quang céo hodc td chirc hoi thao, sy kién gidi thiéu my ph?lm cua tirng
san phim.

- Ban sao Phiéu cong bd san phim my phdm da dugc cip s tiép nhan.
8. Cam két cua don vi ding ky quang cdo my pham:

Chung t6i da nghién ctru k§ Thong tu Quy dinh vé quéan ly my phim s6 ... ngdy ...
thing ... nim ... cia Bo Y té va cam két s€ tudn thu cac quy dinh cua Thong tu nay vi suc
khoé¢ va lgi ich ciia ngudi sir dung my pham.

..., NgAy ... thang ... ndm
Gidm dbc don vi
(Ky tén, déng ddu)
(Ghi rd ho va tén nguoi ky)

7. Tén thu tyc hanh chinh: Cap Glay chirng nhén lvu hanh ty do (CFS) déi

v6i my phdm san xuét trong nudc dé xuat khau.

a) Trinh ty thyc hién:
* Budc 1:

1. Dai dién co s¢ dé nghi Cap Glay chimg nhén luu hanh ty do (CFS)dbi véi
my phdm san xuét trong nudc dé xudt khau dén Trung tdm phuc vu hanh chinh céng
tinh Tra Vinh dé nhan hodc tai trén website (http //dzchvucong travinh.gov.vn — muc
B9 thu tuc - Co quan (S¢ Y te) mot bd hd so Cap Glay chirng nhén luu hanh ty do
(CFS)dm v6i my phdm san xudt trong nude dé xudt khau, dién ddy du cac thong tin
theo miu.

2. C4 nhan chuin bj diy du céc gidy to theo quy dinh vé thanh phan hd so.

3. Ca nhéan thyc hién quét (scan) hoéc chup céc tai liu trén, luu thanh cac tep
(file) (con goi l1a vén ban dién tir) va can tai 1én ddy du céc file nay khi nop hd so
truc tuyén.

Luu y: Tai li¢u dugc xem 1a hop 1€:

- Tai liéu dinh kém la van ban dién tur:

1T Dugc tao tryc tiép hodc dugc quét (scan) hodc hinh anh (chup) tir vdn ban
giay.
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+ C6 dinh dang “.doc”, “.docx”, “.pdf”, “.,jpg”, “.png”, “.gif”, “.tiff".
+ Thé hién chinh xéc, toan ven ndi dung cia vin ban giéy (da dugc ky tén
theo quy dinh).
. *Tén vén bén di¢n tir phéi dugc dat trong ing vdi tén loai gidy to trong hd so
bdng ban giay.
4. Nop hé so tai Trung tdm phyc vy hanh chinh céng tinh, dia chi: S6 25 Vo

Nguyén Gidp, Khém 6, Phuong 7, Thanh phé Tra Vinh, tinh Tra Vinh, sé dién thoai:
02943.826667 hodc qua dich vy buu chinh cong ich hodc njp hd so truc tuyen tai

website: http://dichvucong.travinh.gov.vn muc ndp qua mang.

5. Ca nhan ndp phi, 1§ phi qua tai khoan ngan hang hodc tién mat tai bd phan
thu phi Trung tdm Phuc vy hanh chinh céng tinh.

* Thong tin tai khoan ngén hang:

- Tén tai khoan: S& Y té tinh Tra Vinh.

- 86 tai khoan: 735.10.00.0603654 ‘

- Tai: BIDV Tra Vinh

6. Nhan két qua tai Trung tdm phyc vu hanh chinh cong tinh hodc qua dich vu
buu chinh céng ich dén nguoi dén.

* Buéc 2:

Sau khi nhén hd so, Bd phan TN&TKQ S¢ tai Trung tdm phuc vu Hanh chinh
cong tinh giri cho don vi ndp ho so Phiéu tiép nhén hd so.

Trudong hop hd so chua diy du, hop 1é thi thong bdo bang van ban va néu
nhitng ndi dung chua ddy du, hop 1é téi co so.

* Buéc 3:

S& Y té cip CFS

S& Y té co the tién hanh kiém tra tai noi san xuét trong trudong hop nhén thay
viée kiém tra trén hd so 12 chua du can cu dé cép CFS hoic phat hién c6 dau hiéu vi
pham phép luat ddi véi cac CFS da cap trudc do.

S luong CFS duge cdp cho san phdm, hang héa theo yéu céu cua thuong
nhan.

Trudmg hop phat hién san pham hang héa khong dap ung dleu kién dé cap
CFS nhu quy dinh tai Dleu 5 Quyet dinh s0 10/2010/QD-TTg, S¢' Y té ra thong bao
béng vén ban cho ngudi dé nghi cdp CFS vé viéc khong cap CFS cho céc san phdm
da dé nghi cip CFS.

b) Cach thirc thyc hién: Nop hd so tai Trung tdm phuc vu hanh chinh cong
tinh, dia chi: S6 25 V& Nguyén Giap, Khém 6, Phudng 7, Thanh phé Tra Vinh, Tra
Vinh, s di¢n thoai: 02943826667 ho#c qua dich vu buu chinh cong ich hodc nop hd
SO truc tuyen tai website: http://dichvucong.travinh.gov.vn muc ndp qua mang.
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¢) Thanh phén, s6 lwgng ho so:

* Thanh phén hé so gom:

1. Pon dé nghi cip CFS.

2. ban sao Phiéu cong bd san pham my pham.
3. Pang ky hd so thuong nhan bao gdm:

- Bing ky miu chir ky cta ngudi duge uy quyén ky don dé nghi cap CFS va
con dau cua thuong nhan.

- Gidy chimng nhan ding ky kinh doanh cua thuong nhén (ban sao hop phap);

- Gidy chitng nhén dang ky ma sd thué (ban sao c6 déu sao y ban chinh);

- Danh muc céc co s& san xuét (néu c) cta thuong nhan.

*SH lwgng hd so: 01 bd hd so.

d) Théi han gidi quyét: 03 ngay ké tir ngay nhan dugc hd so hop 1&.

d) Pbi twgng thye hién thi tg;c hanh chinh: T6 chitc.

e) Co quan thye hién thu tuc hanh chinh:

- Co quan c6 thim quyén giai quyét: So Y té.

- Co quan truc tiép thyc hién: S Y té.

f) Két qua thye hi¢n thu tyc hanh chinh: Gidy ching nhén luu hanh ty do
(CFS) hodc thong béo ve vigée khong cap CFS.

g) Phi, 1 phi: 500.000d/h6 so

(Thong tu sé 277/2016/TT-BTC ngay 14/11/2016 cua Bo trudng By Tai chinh
quy dinh mirc thu, ché d¢ thu, njp, quan ly va sir dung phi trong linh vuc duge, my
pham).

h) Tén mau don, miu t& khai thyc hién:

- Pon @ nghi cp CFS.

- bang ky mau chir ky cta ngudi dugc ty quyén ky don dé nghj cip CFS va
con dau cua thuong nhéan.

- Danh muc cac co s& san xuét (néu c6) clia thuong nhén.

k) Yéu ciu, diéu kién thyc hién thii tuc hanh chinh: khong co.

1) Cin cir phap ly thye hién thi tuc hanh chinh:

1. Luat Dugc sé 105/2016/QH13 ngay 06 thang 4 nam 2016.

2. Thong tu s& 06/2011/TT-BYT ngay 25/01/2011 cta BO Y té quy dinh vé
quan ly my pham;

3. Théng tu sb 277/2016/TT-BTC ngay 14/1 1/2016 cua B trudng B Tai
chinh quy di,nh mure thu, ché do thu, nop, quan ly va sir dung phi trong linh vuc
dugc, my pham.
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4. Quyet dinh sb 10/2010/QD-TTg quy dinh glay chirmg nhéan luu hanh tur do -
ddi v6i san phdm, hang hoa xuit khau va nhép khau do Thu tuéng Chinh phu ban
hanh.

B. Miu don, mau to khai

PON DE NGHI CAP CFS
Tén Cong ty L6 gd Cong ty (néu co)
DIBRHIY ... cvi ssevassmommannsntesavsassss
SO di8N thOGi: v.vvvvvvneeiiieriiieeiins et e e ngay ... thang ... nam ..........
SO FaX: vvvveriereernreeeererneeranienes
EBmaile s isis e svenvassssvonkisesats

Kinh giri: [tén Co quan cép CFS]

De déap ung yéu cdu cua nudce nhap khédu, cong ty chung t6i dé nghi [Tén co quan
cép CFS] cép Gidy chimg nhén luu hanh ty do (CFS) d6i véi cac san pham, hang
héa sau:

TT| Ténsanphdm | SO chingnhan | S&hi¢u | Thanh phan, |Nude nhdp

tiéu chuan san | tiéu chudn | ham lugng khéu
pham hoéc So6 hoat chat (néu
dang ky cd)
1
2
3
4

Cdc gidy to kém theo (d@é nghi danh dau N vao 6 vuong):

Ban sao c6 chimg thyc ctia ban tiéu chuin cong bd ap dung dbi v6i san phdm, hang
hoa kém theo cich thé hién;

Céc gidy to khéc:

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

T6i xin chiu moi trach nhiém trudc phép luat vé noi dung trén.

CONG TY .evverrerrennnnnnccenns
(Nguoi dai dién theo phdp ludt hodc nguoi duoc
35



ity quyén ctia doanh nghiép ky va déng ddu)

PANG KY MAU CHU KY CUA NGUOI BPUQC UY QUYEN KY PON DE
NGHI] CAP CFS VA MAU CON DAU CUA THUONG NHAN
, hgay ... thang ... ndm ...........

KR U oo sssesss s seessassssans (tén cua Té chikc cdp CFS)
OB Y i-coescissotsmessassssnissmsmseanimsssatbamaterntasasssseryassmaninastnssons (tén doanh nghiép)
ENBBIE o cusssirmsnsns s ksuinsssss soatn oy sss dRoms NN A PSR AARS (dia chi cua doanh nghiép)

1. P& nghj duoc diang ky céc cé nhén cla doanh nghiép c6 tén, mau chir ky va déu
dudi dy:

T Ho va tén Chtrc vu Mau chit ky Mau déu

¢6 thdm quyén hoic dugc ty quyén ky trén don dé nghi cdp mau CFS.
2. Biang ky cac cé nhén c6 tén dudi day:

TT| Hovatén Chirc danh | Phong (Cong | S chimg minh thu
ty)

duge Gy quyén tdi lién hé cdp CFS tai ........ee.e. (tén ciia Té chire cdp CFS).

T6i xin chiu moi trach nhiém trudc phap ludt vé viéc ding ky, uy quyén nay.
CONG TY ..coossvsssonenanssens

(Nguoi dai dién theo phap luét cua gioanh
nghiép hodc ngudi dU(JC'l:ly quyen)
(Ky tén, dong dau)



DANH MUC CAC CO SO SAN XUAT CUA THUONG NHAN

.......... ngay ... thang ... nam ...........
KANR GUL cvvovvoveeeeeisceesieesiesses st sssessesssesssinnes (tén cia co quan cdp CFS)
CONE BN - cisomismisnsmmntmmsmsems i rwsseemopssssmemessssasssescatiss (tén doanh nghiép)
1 | SRR S SRS RS R T GRS e (dia chi cua doanh nghiép)

Pé nghj dugc ding ky céc co s& san xuit hang xuat khéu cia doanh nghiép ching
toi nhu sau:

TT | Tén, dia chi, | Phutrachco [ Dién Mat hang san xuat dé xuat khau
dién thoai, SO tich (ghi riéng tumg dong cho moi mdt
fax cua co nha hang)

s& xuéng | Tén So S6 Cong
hang | lugng | luong | sudt

' cong may theo

nhéan moc thang

Tbi xin chiu moi trach nhiém trudc phap luat vé viéc ding ky nay.

CONGTY wiscrsvsicsiovensvens
(Nguoi dai dién theo phép luat cua doanh
nghiép hodc ngudi dugce uy quyén)
(Ky tén, dong ddu)

8. Tén thii tyc hanh chinh: Cép lai Gidy chimg nhan du diéu kién san xudt my
pham.

a) Trinh ty thyc hién:

* Budce 1:

1. Dai dién co s& d& nghj Cép lai Gidy chimg nhan du diéu kién san xuit my
pham dén Trung tdm phuc vu hanh chinh céng tinh Tra Vinh dé nhan hodc tai trén
website (http://dichvucong.travinh.gov.vn — muc B¢ thu tuc - Co quan (SeY té) mot
bd hd so Cap lal Glay ching nhéan du diéu kién san xuét my pham dién day du céc
thong tin theo mau.

2. C4 nhén chudn bj diy du cac gidy to theo quy dinh vé thanh phén hé so.
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3. Cé nhén thyc hi¢n quét (scan) hodc chup céc tai ligu trén, luu thanh cac tép
(file) (con goi la van ban dién tir) va cAn tai 1én ddy du cac file ndy khi ndp hd so
truc tuyén.
Luu y: Tai li¢u dugce xem la hop 1€:
- Tai liéu dinh kém 12 van ban dién tr:
~ + Duoc tao tryc tiép hodc dugc quét (scan) hodc hinh anh (chyp) tir van ban
giay.
+ C6 dinh dang “.doc”, “.docx”, “.pdf”, “jpg”, “.png”, “.gif”, “.tiff".
+ Thé hién chinh xdc, toan ven ndi dung cua van ban gidy (da dugc ky tén
theo quy dinh).
_ +Tén van ban dién tir phai dugc dat trong tng voi tén loai gidy to trong hé so
bang ban gidy.
4. Nop hd so tai Trung tdm phuc vu hanh chinh cong tinh, dia ch1 S625 Vo
Nguyén Giap, Khém 6, Phuong 7, Thanh pho Tra Vinh, tinh Tra Vinh, sb dién thoal

02943.826667 hodc qua dich vu buu chinh cong ich hoac ndp hd so truc tuyén tai
website: http://dichvucong.travinh.gov.vn myc ndp qua mang.

5. Nhan két qua tai Trung tdm phuc vu hanh chinh cdng tinh hodc qua dich vu
buu chinh cong ich dén ngudi dén.

* Budc 2:

Sau khi nhén hd so, néu ho so hqp 1¢ By phén TN&TKQ Sé tai Trung tm phuc
vu Hanh chinh ¢6ng tinh gtri cho don vi ndp hé so Phiéu tiép nhan hd so.

Trudng hop hd so chua day du, hop 1€ thi thong bao bing vin ban va néu
nhitng ndi dung chua day du, hop 1é téi co sa.

* Buéc 3:

S&'Y té cp lai Gidy chimg nhan du diéu kién san xuit my pham.

b) Céch thirc thyc hign: Nop hd so tai Trung tim phuc vu hanh chinh cdng
tinh, dia chi: Sb 25 Vo Nguyén Gidp, Khom 6, Phuong 7, Thanh phd Tra Vinh, Tra

Vinh, s6 dién thoai: 02943826667 hodc qua dich vu buu chinh cdng ich hodc ndp hd
SO truc tuyen tai website: http://dichvucong.travinh.gov.vn muc nop qua mang.

¢) Thanh ph?xn, s0 lwgng hd so:

* Thanh phan ho so gém.

Don dé nghi cap lai Gidy ching nhéan du diéu kién san xuat my phim theo
mau s6 03 quy dinh tai Phyu lyc ban hanh kém theo Nghi dinh sb 93/2016/ND-CP
ngay 01/7/2016 cua Chinh phu quy dinh vé diéu kién san xuét my pham.

* S6 lwgng ho so: 01 bd hé so.
d) Thoi han giai quyét: 03 ngay ké tir ngdy nhan duoc hé so hop 1&.
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0 Poi twgng thue hién thi tyc hanh chinh: Td chirc (co s& san xuét my

pham).

e) Co quan thyce hién thi tuc hanh chinh:

- Co quan c¢6 thim quyén giai quyét: So' Y té.

- Co quan true tiép thye hi¢n: So Y té.

f) Két qua thye hién thi tuc hanh chinh: Gidy chimng nhan du diéu kién san
xudt my pham.

g) Phi, 1€ phi: chua c6 qui dinh.

h) Tén miu don, miu to khai thye hién:

Pon d& nghi cép lai Gidy chimg nhan du diéu kién san xut my phim.

K) Yéu cau, diéu kién thye hién thi tuc hanh chinh: khong c6.

1) Cin cir phap ly thye hién thi tuc hanh chinh:

- Nghi dinh s6 93/2016/ND-CP ngay 01 thang 7 nam 2016 cua Chinh phu quy
dinh vé diéu kién san xudt my pham;

- Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 cua Chinh phu sira ddi, bo
sung mdt sO quy dinh lién quan dén didu kién ddu tu, kinh doanh thugc pham vi
quan ly nha nudc cia By Y té.

B. Miu don, mau to khai

TEN CO SO CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tu do - Hanh phic

PON DE NGHI CAP LAI GIAY CHUNG NHAN
PU PIEU KIEN SAN XUAT MY PHAM

BEHGIE - oonensinsmsrmommmasiissnssssirassimsopesasinsoussnss
TEN COSH .ovnosscsrsnsrssssssassonssssnnonsnonsnsroseessonsansyssensssssssssssssssassossons
PHB CHE: ......ccoviincnonnsnnomsasanesvesnsbiise s s nisssmsopnsssssneoessasusaaes s s
S6 gidy chimg nhan ding ky kinh doanh.................... , Ngay CAp............ , noi
R S
DIRIHIORL v ssisnssssimsisnrorsis PR isavsbnonsnon E-mail: cooeeveiiiiiiiiieeeiierenennnnnnes
Can ctr Nghij dinh s6 .......... ngdy .... thang .... ndm ........ ctia Chinh phu quy dinh vé

diéu kién san xuit my phim, co s¢ ... dé nghi S& Y té... cip lai Gidy chimg nhan du
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Ly do d& nghi CAD 115 wevvvvveerereessssssssssmssssssmsssssssss s (*)

CO ST vuerrrerenrenrerssesnsansnsasssssssasnsns cam két nhimg ndi dung néu trong Pon
nay la ding sy thét va hoan toan chiu trach nhiém vé nhitng ndi dung dé néu.
GIAM POC CO SO
(Ky tén, ghi rd ho tén, déng dau)

(*) Ghi & 1y do d& nghi cdp lai 1a: Mét hay hong.

9. Tén thu tuc hanh chinh: Cép Gidy chimg nhén du didu kién san xuét my
pham.

a) Trinh ty thye hién:

* Buédc 1:

1. Pai dién co s& dé nghi Cép Gidy chimg nhéan du diéu kién san xudt my

pha"lm dén Trung tdm phuc vu hanh chinh cong tinh Tra Vinh dé nhan hodc ta’}i tréln
website (http://dichvucong.travinh.gov.vn — muc B¢ thu tuc - Co quan (S¢ Y té) mot

bo hd so Cap Gidy ching nhan du diu kién san xuit m§ pham, dién day du cac
thong tin theo mau.

1

2. C4 nhan chuén bj diy da c4c gidy t& theo quy dinh vé thanh phén ho so.

3. C4 nhéan thyc hién quét (scan) boac chup cac tai liéu trén, luu thanh céq tép
(file) (con goi 1a vén ban dién tir) va can tai lén day du céc file nay khi ndp ho so
tryc tuyen.

Luu y: Tai liéu dugce xem la hop 1¢:

- Tai liéu dinh kém la van ban dién tu:

~ + Duoc tao tryc tiép hodc dugc quét (scan) hodc hinh anh (chyp) tir vdn ban
giay.

+ C6 dinh dang “.doc”, “.docx”, “.pdf”, “.jpg”, “.png”, “.gif”, “.tiff".

+ Thé hién chinh x4c, toan ven ndi dung cua van ban giéy (da dugc ky tén
theo quy dinh).

_ +Tén vin ban di¢n tir phai dugc dit tuong ing v6i tén loai gidy to trong hd so
bang ban giay.

4. Nop ho so tai Trung tdm phuc vu hanh chinh cong tinh, dia chj: S6 25 Vo
Nguyén Giap, Khém 6, Phuong 7, Thanh phd Tra Vinh, tinh Tra \{inh, sO dién t,hoai:
02943.826667 hoidc qua dich vu buu chinh cong ich hodc ndp ho so tryc tuyén tai
website: http://dichvucong.travinh.gov.vn muc np qua mang.
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5. Ca nhéan ndp phi, 1¢ phi qua tai khoan ngan hang hodc tién mit tai bd phén ’
thu phi Trung tdm Phuc vy hanh chinh céng tinh.
* Thong tin tai khoan ngan hang:
- Tén tai khoan: S& Y té tinh Tra Vinh.
- S tai khoan: 735.10.00.0603654
- Tai: BIDV Tra Vinh

6. Nhan két qua tai Trung tdm phyc vy hanh chinh cong tinh hodc qua dich vu
buu chinh céng ich dén ngudi dén.

* Bwée 2:

Sau khi nhéan hd SO, néu hd so hqp 1é Bo phén TN&TKQ S& tal Trung tdm phuc
vu Hanh chinh céng tinh giri cho don vi ndp hé so Phiéu tiép nhén ho so.

Truong hop hé so chua ddy du, hop 1€ thi thong bdo bing van ban va néu
nhitng ndi dung chua day du, hop 1& toi co sc’r

* Buéce 3:

S¢Y te ¢6 trach nhiém kiém tra co s& san xuét, cdp Gidy chirng nhan du diéu
kién san xuit my phim; truong hop khong cép Gidy chimg nhén hoic yéu ciu co so
thay déi, khic phuc, phai théng bdo bing vin ban va néu rd ly do.

- DBéi v6i truong hop yéu cdu co s¢ thay doi, khéc phuc:

+ Co s& san xuat m§ phm tién hanh thay doi, khéc phuc va giri bao cdo dén
So Y te.

+S6Y te co trach nhi¢m xem xét bao cdo, kiém tra trén ho so hoac kiém tra

lai co s¢ san xuit my phdm (trong trudng hop cén thiét) va phai tra 10i bing vin ban
vé két qua kiém tra.

- bbi V@i cac co s¢ san xudt my phim dugc Bo Y té cip Gidy ching nhan
“Thuc hanh t6t san xuét my phdm” (GMP-ASEAN):

+BoY té c6 vin ban guiSo Y té tinh noi dit nha may san xuit my pham vé
viéc cdp Gidy chimg nhan du diéu kién san xut my pham.

+S& Y té cép Gidy chimg nhan du diéu kién san xudt my phadm cho cac co sd
san xudt my phadm nay.

b) Céch thirc thye hién: Nop hd so tai Trung tdm phuc vu hanh chinh cong
tinh, dia chi: S6 25 V5 Nguyén Giap, Khom 6, Phuong 7, Thanh phd Tra Vinh, Tra
Vinh, sb dxen thoai: 02943826667 hoac qua dich vu buu chinh cdng ich hodc njp hd
so truc tuyén tai website: http:/dichvucong.travinh.gov.vn muc ndp qua mang.

¢) Thanh phén, s6 lwgng ho so:

* Thanh phén hd so gom:
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- Pon dé nghi cdp Gidy ching nhén du diéu kién san xuat my pham theo mau
s6 02 quy dinh tai Phy luc ban hanh kém theo Nghi dinh s6 93/2016/ND-CP ngay
01/7/2016 cua Chinh phu quy dinh vé diéu kién san xuét my phim;

- So d6 mit bang va thiét ké ctia co s& san xudt;
- Danh muc thiét bi hién c6 cta co s& san Xuat.
* 86 lwgng ho so: 01 b hd so.
d) Thoi han giai quyét: 15 ngay ké tir ngay nhén dugc ho so hop 1é.
) Pdi twgng thye hién thd tuc hanh chinh: Td chirc (co s& san xuit my
phéam).
e) Co quan thyec hién thi tyc hanh chinh:
- Co quan c6 thim quyén gidi quyét: SO Y té.
- Co quan trye tiép thye hign: S Y té.

f) Két qua thye hi¢n thi tuc hanh chinh: Gidy ching nhan du diéu kién san
xudt my pham.

g) Phi, 1€ phi: 6.000.000d/co s0.

(Thong tu s6 277/2016/TT-BTC ngay 14/11/2016 cua BJ Tai chinh, Quy dinh
murc thu, ché d6 thu, ndp, quan ly va sir dung phi trong linh vuc duge, my phim).

h) Tén mau don, miu to khai thye hién:

Pon d& nghj cép Gidy chimg nhan du diéu kién san xudt my pham.
k) Yéu céu, diéu kién thuc hi¢n thi tuc hanh chinh:

Co s& san xudt my phdm phai dap tmg cac diéu kién nhu sau:

- biéu klcn vé nhén su: Nguoi phu trach san Xuét cua co s& phai ¢cé kién thirc
chuyén mén vé mdt trong céc chuyén nganh sau: hoa hoc, sinh hoc, dugc hoc hoidc
céc chuyén nganh khéc c6 lién quan dap img yéu cdu cua cong viéc.

- Diéu kién vé co sd vat chat:

+Co dia diém, dién tich, nha xudng, trang thiét bi dap ung vai yéu cdu vé day
chuyen san Xuat, loai san pham my phidm ma co s& d6 du klen san xuét nhu da néu
trong hd so dé nghi cdp Gidy ching nhan du diéu kién san xuit my pham;

+ Kho bao quén nguyen ligu, vat li¢u dong g6i va thanh phidm phai bao dam
c6 sy tach bi¢t gilra nguyen ligu, vat ligu dong géi va thanh pham c6 khu vyec riéng
dé bao quan cac chét d& chdy nd, cac chat doc tinh cao, nguyén, vt ligu va san pham
bi loai, bi thu hdi va bj tra lai.

- C6 hé thong quan Iy chat lugng dap g céc yéu cdu sau:

+ Nguyén li¢u, phu li¢u, ban thanh pham dung trong sén xuit my pham phai
dat tiéu chuan chat lugng cia nha san xuat;
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+ Nudc dung trong san xuit my pham t01 thiéu phai dat quy chuén k¥ thuat
qudc gia vé nudce dn uéng do B truéng BY Y té ban hanh;

+ C6 quy trinh san xuét cho timg san phém;

+ C6 b phan kiém tra chét lugng dé kiém tra chét lugng cia nguyén lidu, ban
thanh pham, san phdm ch& déng gbi va thanh pham.

1) Can cir phép ly thyee hién thi tuc hanh chinh:

- Nghi dinh 56 93/2016/ND-CP ngay 01 thang 7 ndm 2016 cua Chinh phu quy
dinh v& diéu kién san xuit my phdm;

- Nghi dinh s6 155/2018/ND-CP ngay 12/1 1/2018 cua Chinh phu sira dbi, bd
sung mot so quy dinh lién quan dén didu kién dau tu, kinh doanh thudc pham vi
quan ly nha nudc cia By Y te;

- Thong tu s6 277/2016/TT-BTC ngay 14/11/2016 cua B) Tai chinh vé viée
quy dinh muc thu, ché d6 thu, ndp, quan ly va sir dung phi trong linh vurc dugc, my
pham. ,

B. Miu don, miu t& khai

TEN CO SO CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Te do - Hanh phiic

PON PE NGHI CAP GIAY CHUNG NHAN
pU PIEU KIEN SAN XUAT MY PHAM

Kinh Ui © cocovvvivcneniennrinnnssnsnssissssisssines
TN CO SO vvrurnineerenenenrnsnsasessiensuesssssasssnsssensssnasesusnsnaienssnssns
0} E 1) 1) L
S6 gidy ching nhén ding ky kinh doanh, ngay cap, noi cap
Pien thoal® ...csusecne FHX: «.cueeerosesnone | 2 T [ S

Can ctr Nghj dinh s6 ............... ngdy .... thang .... ndm ........ cua Chinh phu
quy dinh vé diéu kién san xudt my phim, co s& ... d& nghi SO Y té... cép Gidy ching
nhén du diéu kién san Xuét my phém (day chuyén san xuét bao gém: B ) hd so

gbm céc tai liéu sau day:'

1. So dd mat bing va thiét ké clia nha may;
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2. Danh muc thiét b hién c6 ctia nha mdy;

(RS 5o dois st msibusmannsns arseesmasmss cam két nhitng ndi dung néu trong Pon

nay la dung su that va hoan toan chiu trach nhiém vé nhitng ndi dung da néu.

GIAM POC COSO
(Ky tén, ghi rd ho tén, dong dau)

(*) Ghi rd day chuyén san xuat la: Day chuyen dong goi san pham san xudt ban
thanh pham dang kho; san xuit ban thanh phdm dang uét; san xut san phdm dang
kho hay san xuét san phim dang uét hodc dang khac.

~10. Tén thii tyc hanh chinh: Diéu chinh Gidy ching nhan du diéu kién san
xuat my pham. ' ‘

a) Trinh ty thye hién:

* Budce 1:

1. Dai dién co s dé nghi Piéu chinh Gidy chimg nhan du dleu kién san xuét
my phim dén Trung tdm phuc vy hanh chinh cdng tinh Tra Vinh dé nhan hozic tai
trén website (hzip: //dichvucong. travinh.gov.vn — myc B thu tuc - Co quan (So Y te)
mot bo hd so Diéu chmh Glay chirng nhén du diéu kién san Xuét my pham dién day
du céac thong tin theo mau.

2. C4 nhan chuan bj ddy du cac gidy to theo quy dinh vé thanh phan h so.

3. Cé nhan thyc hién quét (scan) hodc chup cac tai liéu trén, luu thanh cac tép
(file) (con goi 1a vén ban dién tir) va cAn tai lén ddy du céc file nay khi ngp hé so
truc tuyén.

Luu y: Tai liéu dugc xem 1a hop 1€:
- Tai liéu dinh kém la véan ban dién tur:
~ + DBugc tao trye tiép hodc duge quét (scan) hodc hinh anh (chup) tir véan ban
gidy.
+ C6 dinh dang “.doc”, “.docx™, “.pdf”, “.jpg”, “.png”, “.gif”, “tff”.
+ Thé hién chinh xéc, toan ven ndi dung cuia vin ban gidy (da dugc ky tén
theo quy dinh).
_ +Tén vén ban dién tir phai dugc dit tuong tng voi tén loai gidy to trong hé so
bang ban giay.
4. Nop hd so tai Trung tdm phuc vu hanh chinh cdong tinh, dia Chl S6 25 Vo
Nguyén Giap, Khoém 6, Phuong 7, Thanh phd Tra Vinh, tinh Tra Vinh, s6 dién thoai:

02943.826667 hoidc qua dich vy buu chinh cong ich hodc nop héd so truc tuyén tai
website: http://dichvucong.travinh.gov.vn muc ndp qua mang.
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5. Nhén két qu{z tai Trung tdm phuc vu hanh chinh cong tinh hogc qua dich vu
buu chinh c¢ong ich dén ngudi dan.

* Budce 2:

Sau khi nhan hd so, néu hé so ho'p 1¢ B§ phan TN&TKQ S& tai Trung tdm phuc
vu Hanh chinh cong tinh giri cho don vi ngp hé so Phiéu tiép nhan ho so.

Trudng hop hd so chua day du, hop 1€ thi thong bao bing vin ban va néu
nhitng ndi dung chua day du, hop 1€ tdi co sd.

* Budce 3:

S& Y té cAp Gidy ching nhan du diéu kién san xudt my phadm theo Mau s6 01
quy dinh tai Phy luc ban hanh kém theo Nghi dinh 93/2016/ND-CP, giir nguyén s6
cua Gidy chirng nhan 14n ddu, ghi o didu chinh 14n thir méy, ngay diéu chinh, ly do
diéu chinh.

b) Céch thirc thye hién: Nop ho so tai Trung tdm phuc vu hanh chinh cong
tinh, dia, chi: S6 25 Vo Nguyén Giép, Khém 6, Phuong 7, Thanh phd Tra Vinh, Tra
Vinh, sb dlen thoai: 02943826667 hoéc qua dich vu buu chmh cong ich hodc ndp hd
so truc tuyén tai website: http://dichvucong.travinh.gov.vn myc ndp qua mang.

¢) Thanh phin, s6 lrgng ho so:

* Thanh phin hd so' gom:

1. Don d& nghj didu chinh Gidy chimg nhan du diéu kién san xuét my phém;
2. Cac gidly to chimg minh sy thay ddi.

* §6 lwgng hd so: 01 b hd so.

d) Thoi han gidi quyét: 03 ngay ké tir ngay nhan dugc hd so hop 1€

) P6i twgng thyc hign thi tuc hanh chinh: T chic (co s& san xuét my
pham).

e) Co quan thye hi¢n thi tuc hanh chinh:
- Co quan ¢6 thim quyén gidi quyét: S& Y té.
- Co quan trye tiép thyc hign: S¢' Y té.

f) Két qua thyc hi¢n thi tuc hanh chinh: Gidy chiing nhan du diéu kién san
xuit my pham.

g) Phi, 1€ phi: chua c6 quy dinh.

h) Tén miu don, méu t& khai thye hién:

Pon d& nghi Didu chinh cp Gidy ching nhan du diéu kién san xuét my pham.
k) Yéu cu, diéu kién thyc hi¢n thi tuc hanh chinh:

Ap dung d01 véi trudng hop co so san xuat da dugc cap Gidy chimg nhén du
diéu kién san xudt my phdm nhung c6 thay ddi vé tén cua co s¢ san xuat hogc thay
doi dia chi do diéu chinh dia gi¢i hanh chinh (dia diém san xuét khong thay dbi).
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1) Cin ctir phép ly thuc hién thi tuc hanh chinh:
- Nghi dinh 56 93/2016/ND-CP ngay 01 thang 7 ndm 2016 cua Chinh phu quy
dinh v& diéu kién san xudt my phim.

B. Méu don, mau t& khai

TEN CO SO CONG HOA XA HOI CHU NGHIA VIET NAM
—————-- Pic ldp - Tu do - Hanh phic

, NEAY ... thang ...... nam ......
PON DE NGH] PIEU CHINH GIAY CHUNG NHAN
PU PIEU KIEN SAN XUAT MY PHAM

Kinhgtri:...ooovvvvnnnnne
TBI COIBMLL . cic.erevinsimamsinissisiodiasia st 46 AT TGRS S RS TR RO S s FON AN 58 B
Piachit......ccoovvviiiniiiinn... T T ‘
S6 gidy ching nhéan dang ky kinh doanh, ngay chp, DALERD s sssmssmsammassisasess
Piénthoai: ..., Fax: .coooveennnnnnnnnnns | %017 1| RS —
Céan ctr Nghi dinh §6 ....... ngéy ........... thang ......... nam .......... cia Chinh phu

quy dinh vé diéu ki¢n san xuat my phédm, co s¢ . . dé nghi S¢Y té... didu chinh Gidy
ching nhan du diéu kién san xuat my pham theo Gidy ching nhan du diéu kién san
xudt my phdm di dugc So'Y - — clp sb........ QAN s siiie

B O BRI ... o ooce e TR L *)
Co s& ... cam két nhiing ndi dung néu trong Bon nay la ding su that va hoan toan
chiu trach nhiém vé nhirng ndi dung da néu.

GIAM POC COSO
(Ky tén, ghi ré ho tén, dong dau)

(*) Ghi rd ly‘ do dé nghi diéu chinh la: Thay ddi tén cia co s& san xuét hodc thay ddi
dia chi do diéu chinh dia gi¢i hanh chinh.

11. Tén thu tuc hanh chinh: Cép lai gidy x4c nhan ndi dung quang cédo my
pham quy dinh tai Khoan 4 Diéu 21 Thong tu 09/2015/TT-BYT

a) Trinh ty thyc hién:

* Buéc 1:

1. Pai dién co s& dé nghi Cép lai gidy x4c nhan ni dung quang cao my pham
quy dinh tai Khoan 4 Piéu 21 Thong tu 09/2015/TT-BYT dén Trung tdm phuc vu
hanh chinh cong tinh Tra Vinh dé nhan hodc tai trén website
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(http. //a’zchvucong travinh.gov.vn — muc B0 thu tuc - Co quan (S¢ Y té) mot bd hd
so Cap lai gidy x4c nhédn ni dung quang cao my phidm quy dinh tai Khoan 4 Piéu
21 Thong tu 09/2015/TT-BYT, dién déy du céc thong tin theo mau.

2. Cé nhan chudn bj ddy du cac gidy to theo quy dinh vé thanh phan ho so.

3. C4 nhan thyuc hién quét (scan) hoac chup céc tai li¢u trén, luu thanh céac tép
(file) (con goi 12 van ban dién tir) va can tai l1én ddy du céc file nay khi ndp hé so
truc tuyén.

Luu y: Tai li¢u duge xem 1a hop 1€:
- Tai liéu dinh kém la véan ban dién tr:
~ + Dugc tao tryc tiép ho#ic dugc quét (scan) hodc hinh anh (chup) tir vdn ban
giay.
+ C6 dinh dang “.doc”, “.docx™, “.pdf”, “.jpg”, “.png”, “.gif”, “.tiff".
+ Thé hién chinh x4c, toan ven ndi dung ctua van ban giéy (da dugc ky tén
theo quy dinh). ° '
_ +Tén van ban dién tir phai dugc dt tuong img v6i tén loai gidy to trong hé so
bang ban giay.
4. Nop hd so tai Trung tdm phuc vy hanh chinh cong tinh, dia chi: S6 25 Vo
Nguyén Giap, Khém 6, Phudong 7, Thanh phd Tra Vinh, tinh Tra Vinh, s6 dién thoai:

02943.826667 hodc qua dich vu buu chinh cong ich hodc ndp hd so truc tuyen tai
website: http://dichvucong.travinh.gov.vn muc ndp qua mang.

5. Cé nhéan ndp phi, 1€ phi qua tai khoan ngén hang hodc tién mat tai bo phén
thu phi Trung tdm Phuc vy hanh chinh cong tinh.

* Thong tin tai khoan ngan hang:

- Tén tai khoan: S& Y té tinh Tra Vinh.

- 86 tai khodan: 735.10.00.0603654

- Tai: BIDV Tra Vinh

6. Nhan két qua tai Trung tdm phuc vu hanh chinh cong tinh hodc qua dich vu
buu chinh céng ich dén ngudi dan.

* Buéce 2:

Sau khi nhan hd so, néu hd so hop 1€ Bo phéan TN&TKQ S& tan Trung tdm phuc
vu Hanh chinh cong tinh giri cho don vi ndp hd so Phiéu tiép nhan ho so.

Trudng hop hd so chua ddy du, hop 1€ thi thong béo bing vin ban va néu
nhitng ndi dung chua day du, hop 1€ t6i co so.

Thoi gian dé don vi de nghi xdc nhan ndi dung quéng céo stra ddi, bd sung
hoan chinh hé so theo yéu cau tbi da la 90 ngay ké tir ngay nhan dugc vin ban thong
béo stra déi, bd sung clia co quan tiép nhan ho so. Qua thoi han nay thi hé so d& nghi
x4c nhan noi dung quang cdo hét gia tri.
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* Bwéce 3:

S& Y té cAp gidy xé4c nhan ndi dung quang cdo theo mau quy dinh tai Phy luc
03 ban hanh kém theo Théng tu 09/2015/TT-BYT. Trudng hop khong cap gidy Xac
nhén ndi dung quéang céo, co quan nha nudc cd thim quyén phai tra 1o bing van ban
va néu rd Iy do khong cap.

* Budc 4:

S& Y té c6 trach nhiém cong b trén Cong thong tin dién tir cua co quan minh
danh muyc san phim, hang héa, dich vu thu¢c tham quyen phu trach da dugc cap gidy
x4c nhan ndi dung quang céo hoc c6 gidy xac nhan ndi dung quang cao hét hiéu lyc.

Déi v6i quang céo thong qua hinh thirc hdi thao, hdi nghi, to chirc sy kién:

a) Trude khi tién hanh viéc quang céo it nhét 02 ngay lam viéc, td chue, ca
nhén c6 san pham hang hoa, dich vu dac biét thudc linh vyc quan lyciaBy Y té da
duoc co quan c6 thdm quyén cua BoY té cdp gidy x4c nhén ndi dung quang cao ddi
v6i hinh thire hoi thao, hoi nghi, td chirc su kién phai ¢6 vén ban thong bao vé hinh
thirc, thm gian va dja diém quang cdo kém theo ban sao gidy x4c nhan ndi dung quang
c4o0, mau quang céo hogc kich ban quang céo da dugc duyét cho S6 Y té noi to chic
quéang cdo dé thanh tra, kiém tra trong trudmg hop can thiét;

b) Trudng hqp c6 thay ddi vé dia dlem thoi gian td chire hdi thao, hoi nghi, to
chirc sy kién so v6i ndi dung ghi trén gidy xc nhén ndi dung quang céo, t6 chuc, ca
nhén ¢ san pham hang hoa, dich vu quang céo phai thong béo t¢i S¢ Y té dia
phuong noi td chire trude khi tién hanh viée quang céo it nhat 02 ngay lam viéc.

* Buéc 5:

Thi tuc ding ky x4c nhén nodi dung quang céo dugc thuc hién lai tir ddu trong
cac trudong hop sau day:

a) Pon vi dé nghi xéc nhdn noi dung quang cdo stra déi, bd sung hd so khong
theo diing van ban dé nghij stra d6i, bd sung ciia co quan tiép nhan hé so;

b) Pon vi dé nghi x4c nhan ndi dung quang cdo stra ddi, bé sung hd so khong
theo dung thoi han quy dinh tai Budce 2.

* Budrc 6:

Dirng tlep nhan hd so de nghi xdc nhén ndi dung quang cao cua don vi vi pham
cac quy dinh cua phap luét ve quang c4o cho dén khi c6 quyet dinh xtr ly vi pham cia
co quan, ngudi c6 tham quyén va don vi chip hanh xong quyét dinh xur ly.

b) Céch thirc thyc hign: Nop ho so tai Trung tdm phuc vy hanh chinh cong
tinh, dia chi: Sb 25 V& Nguyén Gidp, Khém 6, Phudng 7, Thanh phé Tra Vinh, Tra
Vinh, sb dién thoai: 02943826667 hodc qua dich vu buu chinh cong ich hodc ndp hd
so truc tuyén tai website: http:/dichvucong.travinh.gov.vn muc np qua mang.

¢) Thanh phén, s6 lwgng hd so:
* Thanh phan hd so gdm:
1. Hd so 6 cac gidy to sau dy:
a) Vin ban dé nghi xac nhdn ndi dung quang co;
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b) Gidy ching nhan dang ky kinh doanh cta doanh nghiép hodc gidy phép -
thanh 1ap van phong dai dién cia thurong nhan nuéc ngoai;

¢) Noi dung d& nghi xac nhan quang céo:

- Néu quéang cdo trén bao néi, béo hinh thi phai ¢6 01 ban ghi ndi dung quang
cao du kién trong dia hinh, dia 4m thanh, file mém kém theo 03 bén kich ban dy

kién quang céo, trong d6 miéu ta rd ndi dung, phuong tién du kién quang céo, phan
hinh anh (d6i véi béo hinh), phan 15i, phan nhac;

- Néu quang céo trén céc phuong tién quang cdo khong phai béo noi, bao hinh
thi phai c¢6 03 ban ma-két ndi dung du kién quang cdo in mau kém theo file mém ghi
ndi dung dy kién quang céo;

- Néu quang céo théng qua hdi thao, hoi ngh;, td chirc sy kién: Ngoai céc tai
liéu quy dinh tai diém nay phai c6 cac tai ligu: mau quang c4o sir dung trong chucmg
trinh da dugc co quan c6 thim quyén phé duyét con hiéu luc (trong truong hop mau
quang cdo da dugc duyét ndi dung), chuong trinh c6 ghi rd tén ndi dung bao céo,
thoi gian (ngay/thdng/nim), dia diém td chirc (dia chi cu thé); noi dung bai béo cdo
va tai li¢u trinh bay, phat cho ngudi dy; bang ké tén, chirc danh khoa hoc, trinh do
chuyén mén ctia béo céo vién (Béo céo vién phai ¢ bing cép chuyén mon, trinh d§
phu hop véi linh vyce san pham, hang héa, dich vu duoc quang cio. Déi voi quang
cdo thudc: bao cdo vién phai c6 bing cap chuyén mén vé dugc. Déi véi quang céo
dich vu kham bénh, chira bénh: bao céo vién phai c6 béng cap chuyen mon ve y phu
hop. béi véi quang céo thyc pham phu gia thuc pham chat hd trg ché bién thuc
phdm: béo céo vién phai c6 bing cép chuyén mén vé y duge hodc linh vyc lién quan
tir dai hoc tré 1én).

d) Mau nhdn san phim hodc miu nhin san phdm di dugc co quan y té co
thim quyén chap thuédn trong tru'ong hgp phép luat quy dinh nhédn san phim phai
dugc co quan y té c6 thim quyén duyét.

2. Céc yéu cau khac dbi véi hd so:
‘ a) Truong hop dop vj dé nghi x4c nhan ndi dung quéang céo la don vi dugc uy

quyén thi phai c6 cac giay to sau day:

- Vin ban iy quyén hop 1é;

- Gidy chimg nhan ding ky kinh doanh hogc Gidy phép thanh lap Van phong
dai di¢n cua thuong nhan nudce ngoai cua don vi dugc uy quyén.

b) Tai liéu tham khao, chirmg minh, xé4c thuc thong tin trong ndi dung quang
cao:

- Céc tai li¢u bing tleng Anh phai dich ra tiéng Viét kém theo tai li¢u goc

biang tiéng Anh. Ban dich tiéng Viét phai dugc déng ddu xac nhan cua don vi dé
nghi xac nhdn ndi dung quang céo;

- Céc tai liéu bing tleng nudce ngoal khong pha1 la tiéng Anh phai dich ra tiéng
Viét va kém theo tai liéu gbc bing tiéng nudc ngoai. Ban dich tiéng Viét phai dugc
cong ching theo quy dinh cua phép luat.
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¢) Cac tai ligu trong hé so dugc in rd rang, sip xep theo trinh ty quy dinh tai
cac diéu ciia Thong tur ny, giira céc phan c6 phan cach bang gidy mau, c6 trang bia
va danh muc tai liéu;

d) Céc gidy to trong hd so dé nghi xac nhan ndi dung quang cdo phai con hi¢u
luc, 12 ban sao chimg thuc hodc ban sao c6 dong diu cua don vi dé nghi xac nhéan
ndi dung quang céo. Céc tai lidu trong hd so phai c6 du, ddu giap lai ctia don vi dé
nghi x4c nhan ndi dung quang céo;

d) Méu noi dung quang cdo dugc trinh bay trén kho gidy A4. Mau hinh thuc
quang c4o ngoai troi khd 16n c6 thé trinh bay trén khé gidy A3 hoic khé gidy khac
va ghi rd ty 1€ kich thude so véi kich thudce that.

* S6 lrgng hd so: 01 bd hd so.

d) Thoi han giai quyét: 05 ngay ké tir ngay nhan duoc hd so hop 1é.

d) D6i twgng thye hién thi tuc hanh chinh: T chirc (co s& san Xuat my
pham).

e) Co quan thyce hién thi tuc hanh chmh

- Co quan c6 thAm quyén giai quyét: SO Y té.

- Co quan trye tiép thye hién: So Y té.

f) Két qua thwe hién thi tuc hanh chinh: Gidy xic nhan ndi dung quing
céo.

g) Phi, 1¢ phi: 1.600.000d/h6 so (Thong tu s6 114/2017/TT-BTC).

h) Tén miu don, mau t& khai thye hién:

i Phiéu ding ky quang cdo my pham, td chirc hoi thao, su kién giéi thiéu my

pham.

k) Yéu cu, diéu kién thyc hién thi tuc hanh chinh:

Diéu 4 Thong tu sb 09/2015/TT-BYT: Diéu kién chung dé x4c nhan ndi dung
quang cao

1. Noi dung quang céo phai bao dam dung cac quy dinh cua phép luét vé
quang cdo, khong c6 hanh vi bi cam quy dinh tai Piéu 8 cia Luat quing cdo.

2. Tiéng néi, chir viét, hinh anh trong quing cdo phai béo dam ngén gon,
thong dung, diing quy dinh tai Piéu 18 cta Luat quang cdo. C& chir nho nhat trong
ndi dung quang céo phai bao dam ty I¢ du l6n dé c6 thé doc dugc trong diéu kién
binh thudong va khéng dugc nho hon ty 1€ twong duong c& chir Vntime hoéc Times
New Roman 12 trén khé gidy A4.

Dleq 6 Thong tu s6 09/2015/TT-BYT: Piéu kién xac nhan ndi dung quang
cdo my pham

1. My phdm phai du diéu kién quang cdo quy dinh tai Diém b Khoan 4 Diéu
20 cua Luét quang cdo.
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2. Néi dung quing cdo phai theo ding quy dinh tai Diéu 4 Nghi dinh s6 -
181/2013/ND-CP va céc ndi dung sau day:

a) Khong dugc sir dung hinh anh, trang phuc, tén, thu tin, bai viét ctia céc don
Vi, cOsOy té, bac sy, dugc s¥, nhan vién y té khac;

b) Tinh néng, cong dung cua san phim phai phi hop véi ban chét cta san
pham phén loai san phdm va tinh ning, cong dung da dugc cong b6 theo quy dinh
cua phép luét.

3. C6 du hd so theo quy dinh tai Diéu 15 Thong tu nay.

4. Pon vi dé nghi xac nhan noi dung quéang céo la don vi dung tén trén phiéu
cong bd san pham ho#c vin phong dai dién tai Viét Nam cua don vi du'ng tén trén
phi€u céng b6 san pham hodc don vi ¢6 tu céch phap nhan dugc don vi ding tén
trén phiéu cong bd san phdm ty quyén bing vin ban.

) Can cir phép ly thye hién thi tuc hanh chinh:

1. Thong tu sb 09/2015/T;l" -BYT ngay 25/5/2015 cua B Y té quy dinh v;
xac nhan ndi dung quang céo doi voi san phdm, hang héa, dich vu dac biét thude
linh virc quan 1y ciia BO Y té;

2. Thong tu s6 114/2017/TT-BTC ngay 24/10/2017 cua Bd Tai chinh vé viée
stra ddi, bo sung biéu mirc thu phi trong linh vyc dugc, my pham ban hanh kém theo
Théng tu s6 277/2016/TT-BTC ngay 14/11/2016 cua B¢ trudng B Tai chinh quy
dinh muc thu, ché do thu, nop, quan ly va sir dung phi trong linh vuc dugc, my
pham.

B. Miu don, miu t khai

BO Y TE/SOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
......... 4]....... Poc lap - Ty do - Hanh phic
S6:  /XNQC-...[5]... Tén tinh/thanh phé, ngay ... thang.... nam 20...

GIAY XAC NHAN NOI DUNG QUANG CAO

TEn t0 ChIC, CA NNAN: ....cococceireeicinrencissencesssnnsacssassnessssnssssssssssanssssssssssassssesses

BUB UL o icincrmeniissivsssssssssvosssssvssisssvivassasssavnsnsnseansrossnussensassarassonssmsnsnsnsisnssnes
Dién thoai: .....ccevveeeireieeecrereeccree e BB < vononensssmaisssarsnsisissxesseity
STT [Tén sanfSo, ky hi€u cua Glay phép luu hanh san pham hoac Quyet dinh

phdm, hangcdp s6 ding ky thuoc/Phleu cong bd san phdm my pham/ Gidy
hoa, dich vu F(éc nhdn cong bé phu hop quy dinh an toan thyc phim hoic
(néu ro chﬁngg‘ay tiép nhén ban cong b6 hop quy/Gidy ching nhan dang ky
logi, ... néufuu hanh héa chat, che pham di¢t con trung, diét khuan dung
V5 trong gia dung vay té/Gidy phép nhéap khéu trang thiét bi y té
hoic Gidy chirg nhan ding ky luu hanh trang thict bi y té/Gidy
hép hoat dong kham bénh, chita bénh va Quyét dinh phé duyét]
51




danh muc ky thudt chuyén mon

Phuong tién quang céo:

(Trudng hop quang cdo trén bdo noi, bdo hinh, béo in thi néu rd tén bao du kién
quang céo; trudng hqp‘ quang céo th(‘)pg qua hoi thao, hdi nghi, to chirc sy kién thi
néu rd thoi gian, dia diém cu thé du kién to chirc, bdo cdo vién)

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

Noi dung quang cdo: Theo ndi dung da dugc duyét (dinh kém) ctia té chirc/ca nhéan
phu hop véi quy dinh hién hanh.
T6 chirc/ca nhan ¢6 trach nhiém quang céo dung noi dung da duge xac nhén.

' Cowquan xdc nhdn
(Ky ghi ro ho tén va dong dau)
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