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BO Y TE
BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phic
S6: 09/2015/TT-BYT Ha Noi, ngay 25 thang 5 nam 2015
THONG TU

Quy dinh vé xdc nhan ndi dung quang cio doi véi
san pham, hang héa, dich vu dac biét thugc linh vue quan ly cia By Y te

Can cw Ludt quang cao ngay 21 thang 6 nam 2012;

Can cir Ludt an toan thyc pham ngay 17 thang 6 nam 2010;

Can cw Ludt kham bénh, chita bénh ngay 23 thang 11 nam 2009;

Can cir Ludt héa chat ngay 21 thang 11 nam 2007;

Can cu Ludt dwoc ngay 14 thang 6 nam 2005,

Can cwr Ngh;i dinh 56 1 81/201,3/]V39—CP ngay 14 thang 11 nam 2013 cua Chinh phu
quy dinh chi tiét thi hanh mot so diéu cua Ludt quang cdo,

Can CLZ"Ngh_l' dinh s6 100/2014/NP-CP ngc‘zy 06 thang 11 nam 2014 cua Chinh phu
quy dinh vé kinh doanh va sw dung san pham dinh dwong dung cho tré nho, binh bu
va vu ngam nhan tao,

Can cir Nghi dinh s6 63/2012/NB—CP ngay 31 thang 8 nam 2012 cua Chinh phu
quy dinh chirc nang nhiém vu, quyén han va co cdu té chirc ciia B Y té;

Theo dé nghi ciia Vu trieong Vu Phdp ché;

Bé trucng Bé Y té ban hanh Théng tw quy dinh vé xdc nhdn ndi dung quang cao
doi véi san phdam, hang héa, dich vu ddc biét thude linh viee qudn 1y ciia B6 Y té.

Chuong I
NHUNG QUY PINH CHUNG

Picu 1. Pham vi diéu chinh

Thong tu nay quy dinh vé diéu kién, thAm quyén, ho so, thi tuc x4c nhan noi
dung quang cao doi voi san pham, hang hoa, dich vu dac biét thudc linh vuc quan
Iy cia BO Y té, bao gom:

1. Thudc khong thude trudng hop cAm quang cao quy dinh tai Khoan 5 Diéu 7
cua Luat quang cao.



46 CONG BAO/S6 609 + 610/Ngay 20-6-2015

2. My pham.

3. Thuc pham phu gia thue phidm thudc linh vuc dugce phan céng quan 1y cia
B0 Y té, bao gdm:

a) Thuc pham chtic nang;

b) Thuc pham ting cuong vi chit dinh dudng;

¢) Nudc khoang thién nhién;

d) Nudc ubng dong chai;

d) Phu gia thyc phém, chat hd tro ché bién thuc phém.

4. Hoa chat, ché pham diét con trung, diét khuan dung trong linh vyc gia dung
vay te.

5. Trang thiét bi y té.

6. Stta va san pham dinh dudng dung cho tré thudc pham vi dugc phan cong

quan ly cua B Y té khong thudc trudng hop cam quang céo quy dinh tai Khoan 4
Diéu 7 cua Luat quang cao.

7. Dich vu kham bénh, chira bénh.

Diéu 2. Doi twong 4p dung

Thong tu nay ap dung voi t6 chirc, c4 nhan co lién quan dén viéc xac nhan nodi
dung quang cao d6i v6i san pham, hang hoa, dich vu dic biét thudc linh vuc quan
Iy ciia BO Y té trén lanh thd Viét Nam.

Piéu 3. Phi thim dinh, 1¢ phi cip, cip lai gidy xdc nhan ndi dung quing
cao doi voi san pham, hang hoéa, dich vu dac bi¢t thudc linh vuc quan ly cua
Bo Y té

1. Pon vi d& nghi xac nhan ndi dung quang céo co trach nhiém ndp phi tham
dinh, 1€ phi cap, cap lai gidy xac nhan ndi dung quang cao tai co quan ti€p nhan ho
so d€ nghi xac nhan ndi dung quang cdo theo quy dinh cua phap luat.

2. Mot mau quang cio tuong tmg véi mot hd so dé nghi xac nhan nodi dung
quang cao phai ndp phi tham dinh, 1€ phi xac nhan nhu sau:

a) Truong hop dugc coi 1a mot hd so dé nghi xac nhan nodi dung quang céo,
bao gom:

- M6t mau quang c4o clia mot san phém, hang hoéa, dich vu cho mot ddi tuong;

- Mot mau quang cao cua mdt san phém, hang hoéa, dich vu cho mét doi tuong
cho nhiéu hinh thirc quang céo (vi du: to roi, ap phich, sach, bao,...).

b) Trudng hop khong duoc coi 1a mot hd so dé nghi xac nhan nodi dung quang
cdo, bao gom:

- Nhiéu mau quang cdo khac nhau ctia mgt san phém, hang hoa, dich vu cho
mot doi tugng. Trudong hop ndy moi mau quang cao dugce coi 1a mot hod so dé nghi
xac nhan ndi dung quang céo;
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- Mot mau quang cdo gdm nhiéu san pham, hang héa, dich vu khac nhau cho
mot doi tugng. Truong hop ndy moi san pham, hang héa, dich vu dugc coi 1a mot
ho so dé nghi xac nhan ndi dung quang céo.

¢) Péi voi quang cao thude:

Truong hop dugc coi 1a mot hd so dé nghi xac nhan nodi dung quang cio thudc,
bao gom:

- Cac truong hop quy dinh tai Piém a Khoan 2 Diéu nay;

- Mot mau quang cao cua mot thudc c6 mot ham luong, mot dang bao ché cho
mot doi tugng;

- M6t mau quang cdo cta hai hay nhiéu thudc c6 cung hoat chat nhung c6 ham
lugng, dang bao ché, duong dung khéac nhau ctia cuing mdt nha san xuat cho moét
doi tuong.

d) Bdi v6i quang cdo my pham:

Truong hop duge coi 1a mot hd so dé nghi xac nhin ndi dung quang céo my
pham, bao gom:

- Céc trudng hop quy dinh tai Diém a Khoan 2 Piéu nay;

- M6t miu quang céo cua hai hay nhiéu san pham tuwong tmg voi mot phiéu
cong bo san pham my pham da dugc cap so ti€p nhan.

d) Bdi véi quang cao thuc pham, phu gia thuc pham:

- Trudng hop duoc coi 1a mot hd so dé nghi xac nhan ndi dung quang cdo thuc
pham, phu gia thuc pham, bao gom:

+ Céc truong hop quy dinh tai Piém a Khoan 2 Diéu nay;

+ Mot miu quang cdo cho hai hay nhiéu san pham thuc pham, phu gia thyuc
pham c6 chung cong dung, doi tugng sur dung.

- Truong hop khong dugc coi 1a mot hd so dé nghi xac nhan nodi dung quang
cdo thuc pham, phu gia thuc pham, bao gom:

+ Céc truong hop quy dinh tai Piém b Khoan 2 Piéu nay;

+ Mot miu quang cdo cho hai hay nhiéu san pham thuc pham, phu gia thyuc
pham c6 nhém cong dung, doi tugng str dung khac nhau. Truong hop nay moi san
pham dugc coi 1a mdt ho so dé nghi xac nhan ndéi dung quang cio.

Chwong 11
PIEU KIEN, THAM QUYEN, HO SO, THU TUC, XAC NHAN
NOI DUNG QUANG CAO POI VOI SAN PHAM, HANG HOA, DICH VU
PAC BIET THUQC LINH VUC QUAN LY CUA BOQ Y TE

Dicu 4. Diéu kién chung dé xac nhan ndi dung quang cao
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1. Noi dung quang cdo phai bao dam dung cac quy dinh cta phap luat vé
quang céo, khong c6 hanh vi bi cdm quy dinh tai Diéu 8 ctia Luat quéng cao.

2. Tiéng noi, chix viét, hinh anh trong quang cdo phai bao dam ngan gon, thong
dung, dtng quy dinh tai Piéu 18 cta Luat quang cao. C& chir nho nhit trong ndi
dung quang céo phai bao dam ty 1& du 16n dé co thé doc duogc trong diéu kién binh
thuong va khong dugc nho hon ty 1€ tuong duong cd chit Vntime hoac Times New
Roman 12 trén kh gidy A4.

Diéu 5. Piéu kién xic nhin ndi dung quang cao thudc

Thudc phai du diéu kién quang cdo quy dinh tai Diém a Khoan 4 Diéu 20 cua
Luat quang cdo, dung quy dinh tai Di€éu 3 Nghi dinh s6 181/2013/ND-CP ngay 14
thang 11 ndm 2013 cua Chinh phu quy dinh chi tiét thi hanh mot s6 di€u ctua Luat
quang cao (sau day viét tat 1a Nghi dinh s6 181/2013/ND-CP) va cac quy dinh cu
thé nhu sau:

1. Thude duoc phép quang céo quy dinh tai Khoan 1 Biéu 1 Thong tu ndy bao gom:

a) Thudc thudc danh muc thude khong ké don va khong bi co quan nha nudc co
tham quyén khuyén céo han ché sir dung hoac str dung co6 su giam sat cia thay thudc;

b) Truong hop quang cdo thude trén bao néi, bao hinh thi thuc phai co hoat
chat chinh nam trong danh muc hoat chat thuéc va dugc li¢u dugc quang cao trén
bao noi, bdo hinh quy dinh tai Phy luc 02 ban hanh kém theo Thong tu nay.

2. Thudc da duoc cap sd dang ky luu hanh tai Viét Nam dang con hiéu luc va
to hudng dan st dung thuoc da dugc BO Y té phé duyét.

3. C6 da hd so theo quy dinh tai Piéu 14 Thong tu nay.

4. Pon vi dé& nghi xac nhan nodi dung quang cdo 1a don vi dung tén trén gidy
chimg nhan dang ky luu hanh san pham hodc van phong dai di¢n tai Vi¢t Nam cua
don vi ding tén trén giay chung nhan dang ky luu hanh san pham hoac don vi co
tu cach phap nhan dugc don vi dung tén trén gidy chirng nhan dang ky luu hanh
san pham uy quyén bang van ban.

5. Noi dung quang céo thude phai dung cac quy dinh sau:

a) Phai phu hop véi cac tai lidu quy dinh tai Khoan 1 Piéu 3 Nghi dinh s
181/2013/ND-CP;

b) Phai c6 du thong tin quy dinh tai Khoan 2 Piéu 3 Nghi dinh s6 181/2013/
ND-CP va cac thong tin sau:

- Quang céo thudc trén sach, bao, tap chi, to ro1 c6 thém thong tin: than trong,
liéu dung, cach dung;

- Quang cdo thudc trén bao néi, bao hinh con phai doc rd rang ndi dung quy
dinh tai Khoan 3 Diéu 3 Nghi dinh s6 181/2013/ND-CP, cac ndi dung chi dinh,
chong chi dinh hodc cac khuyén cdo cho cac doi tuong dac biét phai bdo dam dé
nguoi nghe, ngudi xem cé thé nghe hoac doc dugc day du, 1o rang;
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- Quang cdo trén bao di¢n tir, trang thong tin di€n tr, man hinh chuyén quang céo:

+ No6i dung quang cdo c6 am thanh: phai c6 thong tin nhu trén bao noi, bao hinh;

+ Noi1 dung quang cdo khong c6 am thanh: phai c6 thong tin nhu trén sach,
bao, tap chi, to roi;

Truong hO’p c6 nhiéu Frang/phém canh quang géo thi cac trang/phén canh quémg
cdo phai xuat hiﬁén lién tiép, dung du thoi gian d€ nguol xem co thé doc dugc bét
cac thong tin thé hién trén trang; trang, phén canh co I}@i dung thong tin san pl}ém
phai dung yén, khong chuyén dong dé€ nguoi doc tim hi€u ki vé thong tin san pham.

¢) Noi dung quang cio thudc ]:rén phuong tién,quéng cdo ngoai troi phai cé du
thong tin quy dinh tai Khoan 4 Diéu 3 Nghi dinh s6 181/2013/ND-CP.

d) Cac chi dinh khong dugc dua vao ndi dung quang cao thude:

- Céc chi dinh quy dinh tai Khoan 5 Piéu 3 Nghi dinh s6 181/2013/NP-CP;

- Chi dinh diéu tri bénh viém gan do vi rat, cac bénh la méi ndi.

d) Céc thong tin, hinh anh khong duoc str dung trong quang céo thude bao gom:

- Céc thong tin, hinh anh quy dinh tai Khoan 6 Diéu 3 Nghi dinh s6 181/2013/ND-CP;

- M6 ta qua muc tinh trang bénh 1y hodc cong dung cua thude;

- Hinh anh dong vat, thuc vt trong danh muc can bao ton;

- Théng :[in, hinh anh tao ra cach hiéu: str dung thudc nay khong can c6 y kién
cua th,éy thudc; su dung thudc nay hoan toan vo hai, khong c6 tac dung phu, khong
c6 chong chi dinh, bao dam 100% hi¢u qua.

Piéu 6. Piéu kién xic nhan ndi dung quing cio m§j pham

1. My pham phai da diéu kién quang céo quy dinh tai Diém b Khoan 4 Diéu 20
cua Luat quang cao.

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

a) Kl}éng dugc st dung hinh anh, tran,g phuc, tén, thu tin, bai viét ctia cac don vi,
co sO'y t€, bac sy, dugc sy, nhan vién y té khac;

b) Tinh néng,qcéng dung ctia san pham phai phu hop véi bér} chat ctia san pham,
phan loai san pham va tinh nang, cong dung da duoc cong bo theo quy dinh cua
phap luat.

3. C6 da hd so theo quy dinh tai Piéu 15 Thong tu nay.

4, DO’Il Vi d?: nghi x4c nhan ndi dung quang cdo 1a don vi ding tén trén phiéu
céng b0 san Rhﬁm ho%c van phong dai dién tai Viét Nam cta don vi diing tén trén
phiéu chg bo Sét,l pham tloéc don \{i cc’)‘ tu cach phap nhan dugc don vi dung tén
trén phi€u cong bo san pham uy quyén bang van ban.
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Diéu 7. Piéu kién xdc nhan ndi dung quang cio thue phflm, phu gia thwe phim

1. San pham thyc pham, phu gia thyc pham di c6 gidy xac nhan cong bb phu
hop quy dinh an toan thuc pham (dbi véi san pham chwa c6 quy chuén ky thuat
quoc gia) hoac gidy tiép nhan ban cong bd hop quy cua co quan nha nudc co tham
quyeén cap.

2. Noi dung quang cdo phai theo dung quy dinh tai Pidu 5 Nghi dinh sé
181/2013/ND-CP va cac ndi1 dung sau day:

a) Doi voi cac ndi dung ngoai ndi dung da cong bé thi phai co tai liéu hop
phap, tai liéu khoa hoc ching minh va trich dan rd nguén tai liéu tham khao trong
market, kich ban quang géo; do6i voi san pham cé cach str dung, cach bao quan dac
bi¢t phai dugc néu cu thé trong quang céo;

b) Péi v4i quang cao trén bang, bién, pand, ké gia ké hang, chay chtr duoi
chén cac chuong trinh truyén hinh, trén cac vat dung khac, vat thé trén khong, dudi
nudc, vat thé di dong khong bat budc phai chira day dii cac ndi dung thong tin vé
cach dung, tac dung, bao quan nhung phai bao dam phu hop vo1 nd1 dung da cong
bd hop quy hoic cong bd phu hop quy dinh an toan thuc pham;

C) Khong dugc quang céo thuc pham dudi hinh thire bai viét caa bac sy, duoc
sy, nhan vién y té, c6 ndi dung mo ta thuc pham co tac dung diéu tri bénh;

d)’ Khong duoc str dung hinh anh,,trang phuc, tén, thu tin ctua cac: don vi, co
80’y t€, bac sy, duoc sy, nhan vién y té, thu cam on ctua nguoi bénh d€ quang cao
thuyc pham.

3. C6 da hd so theo quy dinh tai Diéu 16 Thong tu nay.

4. Pon vi dé nghi xac nhan ni dung quang cdo 1a don vi dung ten trén gidy
tiép nhan ban cong bb hop quy hodc gidy xac nhén cong bd phu hop quy dinh an
toan thuc pham (d6i v6i san pham chua cé quy chuan ky thuat quoc gia) hodc don
vi c0 tu cach phap nhan dugc don vi dimg tén trén gidy tiép nhan ban cong b6 hop
quy hodc gidy xac nhan coéng bd phu hop quy dinh an toan thyc pham uy quyén
bang van ban.

Piéu 8. Piéu kién xac nhin ndi dung quang cao héa chit, ché pham diét
con trung, di¢t khuin dung trong linh vue gia dung va y te

1. Phai du diéu kién quang cdo quy dinh tai Diém ¢ Khoan 4 Piéu 20 cua Luat
quang cao.

2. Noi dung quang céo phai theo dung quy dinh tai Diéu 6 Nghi dinh sb
181/2013/ND-CP.

3. C6 da hd so theo quy dinh tai Piéu 17 Thong tu nay.

4. Pon vi d& nghi xac nhan noi dung quang cao la don vi ding tén trén gidy
chu’ng nhén dang ky luu hanh san pham hodc don vi c6 tu cach phap nhan dugc
don vi ding tén trén gidy chimg nhan dang ky luu hanh san pham uy quyén bang
van ban.
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Piéu 9. Picu kién xic nhan ndi dung quang cio trang thiét bi y té

1. Phai du diéu kién quang cao quy dinh tai Diém g Khoan 4 Piéu 20 cta Lut
quang cao.

2. Noi dung quang cdo phai theo dung quy dinh tai Pidu 7 Nghi dinh s
181/2013/ND-CP.

3. C6 da hd so theo quy dinh tai Diéu 18 Thong tu nay.

4. Pon vi d& nghi xac nhin ndi dung quang cao la dcm vi dirng tén trén glay
ching nhan dang ky luu hanh d6i v6i san pham san xuét trong nudc hodc gidy
phép nhap khau ddi véi san pham nhap khau hodc van phong dai dién tai Viét Nam
cua don vi dimg tén trén gidy phép nhap khau hodc don vi c6 tu cach phap nhan
duorc don vi dung tén trén gidy ching nhan dang ky luu hanh ddi v6i san pham san
xuét trong nude hodc gidy phép nhap khau ddi voi san pham nhap khau uy quyén
bang van ban.

Piéu 10. Piéu kién xac nhin ndi dung quang co sira va sin phim dinh
duwdong dung cho tré

1. Phai du diéu klen ‘quang cdo quy dinh tai Piém d Khoan 4 Piéu 20 cia Luat
quang c4o va c6 gidy tiép nhan ban cong bd hop quy hoic glay xac nhdn cong bd
phu hop quy dinh an toan thuc pham (dbi voi nhiing san pham chua c6 quy chuan
k¥ thuat) ctia co quan nha nude c6 thim quyén cap.

2. Noi dung quang cdo phai theo dung quy dinh tai Diéu 8 Nghi dinh s
181/2013/ND-CP va Khoan 2 Piéu 6 Nghi dinh s6 100/2014/ND-CP ngay 06
thang 11 nam 2014 cta Chinh phu quy dinh vé kinh doanh va st dung san pham
dinh dudng dung cho tré nhd, binh bl va vl ngdm nhan tao.

3. C6 da hd so theo quy dinh tai Piéu 16 Thong tu nay.

4. Pon vi dé nghi xac nhan noéi dung quang cdo 1a don vi dung tén trén gidy
tiép nhan ban cong bb hop quy hoic gidy xac nhan cong bb phu hop quy dinh an
toan thuc pham (d6i voi nhitng san pham chua co quy chuan ky thuat) hodc don vi
c6 tu cach phap nhan dugce don vi ding tén trén gidy tiép nhan ban coéng bd hop
quy hodc gidy xac nhan cong bd phu hop quy dinh an toan thuc pham uy quyén
bang van ban.

Piéu 11. Piéu kién xac nhin ndi dung quéing cdo dich vu kham bénh,
chira bénh

1. Phai du diéu kién quang cdo quy dinh tai Diém e Khoan 4 Piéu 20 cua Luat
quang cao, cu thé nhu sau:

a) Gidy phép hoat dong kham bénh, chita bénh dbi voi co sé kham bénh,
chira bénh;

b) Chimg chi hanh nghé kham bénh, chita bénh d6i véi ngudi hanh nghé ma
phap luat vé kham bénh, chira bénh quy dinh bat budc phai cé ching chi hanh nghé.
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2. Noi dung quang céo phai theo dung quy dinh tai Diéu 9 Nghi dinh sb
181/2013/ND-CP.

3. C6 da hd so theo quy dinh tai Piéu 19 Thong tu nay.

4. Pon vi dé nghi x4c nhin ndi dung quang céo 1a don vi dimg tén trén gidy phép
hoat dong khadm bénh, chira bé¢nh hoac don vi c¢6 tu cach phép nhan dugc don vi
dung tén trén gidy phép hoat dong kham bénh, chita bénh ty quyén bang vin ban.

Piéu 12. Thim quyén cip gidy xdc nhin ndi dung quang cio thudc linh
vue quan Iy ciia B§ Y té

1. Céc t chirc thude BO Y té co thAm quyén cip gidy xac nhan ndi dung quang céo:

a) Cuc Quan 1y duoc cip gidy xac nhan ndi dung quang cao thudc quy dinh tai
Khoan 1 Diéu 1 Thong tu nay;

b) Cuc An toan thyc phdm cép gidy xac nhan ndi dung quang cdo thuc pham
chtrc ning; thuc pham ting cudng vi chat dinh dudng; sita va san phdm dinh
dudng dung cho tré quy dinh tai Khoan 6 Piéu 1 Thong tu nay;

¢) Cuc Quan Iy kham, chita bénh cdp gidy xac nhan ndi dung quang cdo dich
vu khdm bénh, chita bénh bang phuong phép y hoc hién dai cta co so kham bénh,
chita bénh do Bo truong B Y té cip gidy phép hoat dong, phé duyét danh muc
chuyén mon k¥ thuat;

d) Cuc Quan 1y Y, dugc cb truyén cip gidy xac nhan nodi dung quang cio dich
vu kham bénh, chita bénh bang phuwong phap y hoc cd truyén cta co s& kham
bénh, chita bénh do B trudng Bo Y té cip gidy phép hoat dong, phé duyét danh
muc chuyén mon k¥ thuat;

d) Cuc Quan Iy mdi trudng y té cap gidy xac nhan ndi dung quang céo hoa
chat, ché pham diét con trung, diét khuan dung trong linh vuc gia dung va y té;

e) Vu Trang thiét bi va Cong trinh y té cdp gidy xac nhan ndi dung quang céo
trang thiét bi y té (ky thira 1énh B truong Bo Y té).

2. S& Y té tinh, thanh phé truc thuéc Trung wong cip gidy xac nhan ndi dung
quang céo ddi véi:

a) My pham ctia co s& dtng tén trén phiéu cong bd san phdm my pham cé tru
so chinh dit tai dia ban quan 1y cua S¢ Y té; Trudng hop quang cdo my pham
thong qua hoi nghi, hoi thao, to chirc sy kién thi S¢ Y té tinh, thanh phd truc thudc
Trung wong noi du kién t6 chirc hoi nghi, hoi thao, su kién cip gidy xac nhan noi
dung quang cao;

b) Dich vu kham bénh, chita bénh cua co s¢ kham bénh, chita bénh do Giam
dbc So'Y té cap gidy phép hoat dong, phé duyét danh muc chuyén mén k¥ thuat.
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3. Chi cuc An toan vé sinh thuc pham thudc S¢' Y té tinh, thanh phd truc thudc
Trung vong c6 tham quyén:

a) Cap gidy xac nhan ndi dung quang cao nudc khoang thién nhién, nudc udng
dong chai, phu gia thuc pham, chat ho trg ché bién thuc pham;

b) Cép gidy xac nhan nodi dung quang cdo ddi v6i hinh thirc quang cdo thong
qua hoi nghi, hoi thdo, su ki¢n gidi thiéu thuc pham, phu gia thuc pham quy dinh
tai Khoan 3 Diéu 1 Thong tu nay t6 chuc trén dia ban;

¢) Tra 10i y kién vé nodi dung quang cdo thuc pham co cong bd tac dung tdi sirc
khée khi cac co quan c6 tham quyén duge giao nhi€ém vu cap gidy xac nhan hoac
tham dinh ndi dung quang céo thuc pham thudc linh vuc quan ly nha nudc ctia B
Cong Thuong, B Nong nghiép va Phat trién nong thon l1ay y kién.

Picu 13. Yéu ciu chung d6i véi hd so @& nghi xac nhan ndi dung quang
cao san pham, hang ho6a, dich vu trong linh vuc quéan ly cia B¢ Y te

1. Ho so dugc 1am thanh 01 bo.

2. Ho so co céc gidy to sau day:

a) Van ban dé nghi xac nhan noi dung quang céo theo quy dinh tai Phu luc 01
ban hanh kém theo Thong tu nay;

b) Gidy chung nhan ding ky kinh doanh ctia doanh nghiép hodc gidy phép
thanh 1ap van phong dai dién cua thuong nhan nudc ngoai;

¢) Noi dung dé nghi xac nhan quang céo:

- Néu quang céo trén bao ndi, bao hinh thi phai c6 01 ban ghi ndi dung quang
cdo du kién trong dia hinh, dia &m thanh, file mém kém theo 03 ban kich ban du
kién quang cdo, trong d6 miéu ta ro ndi dung, phuong ti€n du kién quang cdo, phan
hinh anh (d61 v&i bao hinh), phan 161, phan nhac;

- Néu quang céo trén cac phuong tién quang cao khong phai bao néi, bao hinh
thi phai c6 03 ban ma-két ndi dung du kién quang cao in mau kém theo file mém
ghi nd1 dung du kién quang céo;

- Néu quang céo thong qua hoi thao, hoi nghi, to chirc su kién: Ngoai cac tai
li¢u quy dinh tai di€ém nay phai cé céac tai li€u: mau quang cao s dung trong
chuong trinh da duoc co quan c6 tham quyén phé duyét con hiéu lyc (trong truong
hop mau quang cao da dugc duyét ndéi dung), chuong trinh c6 ghi rd tén ndi dung
bdo cao, thoi gian (ngay/thang/nam), dia di€m t6 chirc (dia chi cu thé€); ndi dung
bai bao céo va tai li¢u trinh bay, phat cho nguoi du; bang ké tén, chirc danh khoa
hoc, trinh d6 chuyén mon cia bao céo vién (Bao cdo vién phai c6 bang cap chuyén
mon, trinh do phu hop véi linh vuc san pham, hang hoa, dich vu dugc quang cao.
D61 voi quang cao thude: bdo cdo vién phai cé bang cap chuyén mon ve dugce. Doi
vo1 quang céo dich vu kham bénh, chira bénh: bao céo vién phai c6 bang cap



54 CONG BAO/S6 609 + 610/Ngay 20-6-2015

chuyén mén vé y phu hop. DPdi véi quang cao thuc pham, phu gia thuc pham, chat
ho tro ché bién thuc pham: bao cdo vién phai c6 bang cap chuyén mon vé y duoc
hoac linh vyc lién quan tir dai hoc trd 1é€n).

d) Mau nhén san phim hodc mau nhén san pham di duoc co quan y té ¢ tham
quyén chap thudn trong truong hop phap ludt quy dinh nhan san pham phai dugc
co quan y t€ c6 tham quyén duyét.

3. Cac yéu cau khac dbi voi ho so:

a) Truong hop don vi dé nghi xac nhin ndi dung quang cdo 1a don vi dugc uy
quyén thi phai c6 céac giay to sau day:

- Van ban uy quyén hop 1¢;

- Gidy chimg nhan ding ky kinh doanh hogc Gidy phép thanh 1ap Vin phong
dai dién ctia thuong nhan nudc ngoai ciia don vi dugc uy quyén.

b) Tai liéu tham khdo, chimg minh, xac thuc thong tin trong ndi1 dung quang cio:

- Céc tai liéu bang tiéng Anh phai dich ra tiéng Viét kém theo tai lidu gdc bang
tiéng Anh. Ban dich tiéng Viét phai dugc dong dau xac nhan cua don vi dé nghi
xac nhan ndi dung quang cao;

- Céc tai liéu bang tiéng nudc ngoai khong phai 1a tiéng Anh phai dich ra tiéng
Viét va kem theo tai li€u goc bang ti€ng nudc ngoai. Ban dich tiéng Viét phai duoc
cong chung theo quy dinh cua phap luat.

¢) Cac tai liéu trong hd so dugc in 1d rang, sap xép theo trinh tu quy dinh tai
cac diéu cua Thong tu nay, gilta cac phan c6 phan cach bang gidy mau, cé trang
bia va danh muc tai li€u;

d) Céc gidy to trong hd so dé nghi xac nhan ndi dung quang cao phai con hiéu
luc, 1a ban sao chung thyc hoac ban sao c6 dong dau ctia don vi d€ nghi xac nhan
ndi dung quang cdo. Cac tai li€u trong ho so phai c6 dau, dau gidp lai cua don vi dé
nghi xac nhan nd1 dung quang cao;

d) Mau néi dung quang cdo dugc trinh bay trén khd gidy A4. MAu hinh thirc
quang cao ngoai troi kho 16n c6 thé trinh bay trén kho gidy A3 hoac kho giay khac
va ghi r0 ty 1€ kich thudc so véi kich thudce that.

4. Yéu cau dbi v6i hd so ndp tai co quan di cung cap dich vu cong truc tuyén
muc do 4:

Hb so chuyén tai thanh file mém (01 ban) va thuc hién theo hudng dan cua co
quan cung cap dich vu cong tryc tuyén muc do 4.

Picu 14. Ho6 so' dé nghi xac nhin ndi dung quang cio thudc

1. Céc gidy to quy dinh tai Diéu 13 Thong tu nay.

2. To hudng dan sir dung thude di duoc Cyc Quan 1y dugc - Bo Y té phé duyét.
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3. Gidy phép lru hanh san pham do Cuc Quan 1y dugc cap hodc quyét dinh cap
s0 dang ky thudc tai Cuc Quan 1y dugc.

Piéu 15. Ho so’ dé nghi x4c nhin ndi dung quang cdo my pham

1. Céc gidy to quy dinh tai Diéu 13 Thong tu nay.

2 Phleu cong bd san phdm my phim di dugc co quan nha nudc cod tham
quyén cip.

3. Tai liéu hop I¢, tin cdy chung minh ch9 tinh nang, cong dung clia san pham
trong trudng hop ndi dung quang céo my pham néu tinh nang, cong dung cua san
pham khong co trong no1 dung ctia Phiéu cong bd san phim my pham da dugc co
quan cO tham quyén cap sO tlep nhan.

Dleq 16. H6 so dé ngh} xac nhan ndi dung quang cio thwe phim, phu gia
thwe pham, sira va san pham dinh duwdng dung cho tré

1. Cac giay to quy dinh tai Diéu 13 Thong tu nay.

2. Giay tiép nhan ban cong bb hop quy hoic giéy x4c nhan cong bd phu hop
quy dinh an toan thyuc pham (dbi V0’1 nhu’ng san pham chua c6 quy chuan k¥ thuat)
clia co quan nha nude c6 thim quyén cap.

3. Ban thong tin chi tiét vé san phdm da duoc co quan c6 tham quyén xac nhan.

4. :Féi liéu hop 1€, tin cdy chung minh cho tinh nidng, cong dung, thong tin ctia
san pham trong truong hop ndi dung quang cao néuq tinh ndng, cong dung, thQng
tin khong co trong ban thong tin chi tiét vé san pham da duoc co quan ¢6 tham
quyén xac nhan.

Piéu 17. H6 so dé nghi xac nhan ndi dung quang cao h(’)a’chét, ché pham
diét con trung, dié¢t khuan dung trong linh vuc gia dung va y té

1. Céc gidy to quy dinh tai Diéu 13 Thong tu nay.

2. Gidy chimg nhéan ding ky luu hanh hoa chat, ché pham diét con tring, diét khuan.

Picu 18. Ho so’ dé nghi xac nhin ndi dung quang cio trang thiét b y té

1. Cac gidy to quy dinh tai Didu 13 Thong tu ndy.

2. Giay pl}ép nhép khau trang thiét bi y té hodc gidy ching nhan dang ky luu
hanh trang thiét b1 y te.

Piéu 19. Ho so dé nghi xac nhin ndi dung quéng cao dich vu kham bénh,
chira bénh

1. Cac gidy to quy dinh tai Didu 13 Thong tu nay.

2. Giéy phép hoat dong khadm bénh, chita bénh cua CO’,SG thuc hién glich vu
k}lérp bénh, chira bénh dugc quang cao do B truong BO Y té hodc Gié}m doc S Y
té, cap va d;mh muc k¥ thuat chuyén mon da dugc B truong Bo Y t€ hoac Gidm
doc SO Y té phé duyét.
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3. Chung chi hanh nghé kham bénh, chira bénh ctia nguoi thuc hién dich vu
kham bénh, chita bénh dugc quang céo trong truong hgp phéap luat quy dinh phai
c6 chimg chi hanh nghé.

Piéu 20. Thi tuc cip gidy xac nhin ndi dung quang cio

1. Pon vi d& nghi xdc nhan ndi dung quang cio ndp hod so tai co quan co
tham quyén quy dinh tai DPiéu 12 Thong tu nay (sau day viét tit 1a co quan tiép
nhan ho so).

2. Truong hop hd so chua hop 18, trong thoi gian 05 ngay lam viée ké tir ngay
nhan ho so theo dau tiép nhan cong van dén cia co quan tiép nhan hd so, co quan
tiép nhan hd so c6 vin ban dé nghi don vi stra d6i, bd sung. Thoi gian dé don vi dé
nghi xac nhan ndi dung quang cio stra d6i, bd sung hoan chinh hd so theo yéu cau
t6i da 1a 90 ngay ké tir ngdy nhan duogc van ban thong bao sira doi, bo sung cia co
quan tiép nhan ho so. Qua thoi han nay thi hd so dé nghi xac nhan ndi dung quang
céo hét gia tri.

3. Trong thoi gian 10 ngay lam Viéc ké tir ngéy nhan da hd so hop 18 theo dau
tlep nhan cong vin dén cua co quan tiép nhan hd 50, €O’ quan nha nuédc cd tham
quyén cip gidy xac nhan ndi dung quang cio theo miu quy dlnh tai Phu luc 03 ban
hanh kém theo Théng tu nay. Truong hop khong cip gidy xac nhan ndi dung
quang c4o, co quan nha nude c¢6 thim quyén phai tra 101 bang vin ban va néu rd 1y
do khong cap.

4. Co quan tiép nhan hd so c6 trach nhiém coéng bd trén Cong thong tin dién tir
cua co quan minh danh muc san phém, hang hoa, dich vu thudc tham quyén phu
trach da duoc cip gidy xac nhan ndi dung quang cdo hodc c6 gidy xac nhan noi
dung quang cao hét hiéu luc.

5. Bdi véi quang cdo thong qua hinh thirc hoi thao, hoi nghi, to chirc sy kién:

a) Trudc khi tién hanh viéc quang céo it nhat 02 ngdy lam viéc, to chirc, ca
nhan co san phém, hang hoa, dich vu dac biét thudc linh vuc quan Iy cia B0 Y té
dd dugc co quan c6 thdm quyén ciia BO Y té cp gidy xac nhan ndi dung quang co
d6i v6i hinh thire hoi thao, hoi nghi, to chire su kién phai c6 vin ban thong bao vé
hinh thuc, thoi gian va dia diém quang cdo kém theo ban sao gidy xac nhan noi
dung quang cdo, mau quang cdo hodc kich ban quang cao da du’oc duyet cho S6' Y
té noi to chirc quang céo dé thanh tra, kiém tra trong trudng hop can thiét;

b) Truong hop c6 thay doi vé dia diém, thoi gian td chirc hoi thao, hoi nghi, td
chtrc sy kién so v6i ndi dung ghi trén gidy xac nhan nodi dung quang cdo, to chi,
c4 nhan c6 san pham, hang héa, dich vu quang cdo phai thong bao t6i S& Y té dia
phuong noi td chtc trude khi tién hanh viée quang cdo it nhat 02 ngay lam viéc.

6. Thu tuc dang ky x4c nhan ndi dung quang cdo duogc thuc hién lai tur dau
trong cac truong hop sau day:
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a) Pon vi dé nghi xac nhan noi dung quang cdo stra doi, bd sung hd so khong
theo diing van ban dé€ nghi stra doi, bo sung cua co quan ti€ép nhan ho so;

b) Pon vi dé nghi xac nhan ndi dung quang céo sira d6i, bd sung ho so khong
theo dung thoi han quy dinh tai Khoan 2 Diéu nay.

7. Dung tiép nhan hd so d& nghi xac nhan ndi dung quang cao cua don vi vi
pham céc quy dinh cua phap luat vé quang cdo cho dén khi c6 quyét dinh xtr Iy vi
pham ctia co quan, nguoi ¢6 tham quyén va don vi chap hanh xong quyét dinh xur 1y.

Piéu 21. Cép lai gidy xac nhan ndi dung quang cio

1. Cap lai gidy xac nhan noi dung quang cio trong truong hop bi mat hoic bi
hu hong:

a) Co so co ten trén gidy xac nhan noi dung quang cao hodc co s¢ dugc uy
quyén theo quy dinh gui van ban dé nghi cap lai t6i co quan c6 thAm quyén da cap
gidy xac nhan ndi dung quang céo theo mau quy dinh tai Phu luc 04 ban hanh kém
theo Thong tu nay;

b) Trong thoi han 05 ngay lam viéc ké tir ngay nhan dugc van ban dé nghi theo
dau ti€p nhan cong van dén cua co quan tiép nhan hod so, co quan c6 tham quyén
xac nhan ndi dung quang cdo xem xét cap lai cho co sé. Truong hop tur chdi cap
lai, co quan c6 thdm quyén phdi cé van ban thong bdo néu ro 1y do.

2. Cap lai gidy x4c nhan ndi dung quang céo trong cac trudng hop gidy xac
nhan nd1 dung quang cdo hét hi¢u luc st dung quy dinh tai Biém a Khoan 1,
Dbiém a Khoan 2, Diém a Khoan 3, Diém a Khoan 4, Biém a Khoan 5 Diéu 23
Thong tu nay va khong c6 thay doéi vé ndi1 dung quang cao:

a) Co sO co tén trén gidy xac nhan ndi dung quang cdo hodc co sd dugc uy
quyén theo quy dinh gt ho so dé nghi cap lai téi co quan c6 tham quyeén da cap
gidy xac nhan ndi dung quang cao, bao gdm cac gidy to sau day:

- Vin ban dé nghi cap lai gidy x4c nhan ndi dung quang céo theo miu quy dinh
tai Phu luc 04 ban hanh kém theo Thong tu nay;

- Mot trong cac gidy to con hiéu lyc twong Gng v6i san pham, hang hoa, dich
vu dé€ nghi x4ac nhan ndi dung quang céo sau day:

+ Dbi v6i quang cao thude: Gidy phép luu hanh san pham do Cuc Quan ly
duoc cap hodc quyét dinh cap s6 dang ky thudc tai Cuc Quan 1y duoc;

+ Dbi v6i quang cdo my pham: Phiéu cong bd san pham my pham dd dugc co
quan nha nudc cé tham quyén cap;

+ Déi voi quang cdo thuc pham, phu gia thuc pham: Gidy tiép nhan ban cong
bd hop quy hodc gidy xac nhan cong bb pht hop quy dinh an toan thuc pham (d6i V0‘1
nhimg san pham chua co quy chuéan ky thuat) clia co quan nha nude c6 thAm quyén

cap; Ban thong tin chi tiét vé san pham; miu nhan chinh da dugc co quan nha nudce
c6 tham quyén phé duyét;
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+ Pbi v6i quang cao hoa chat, ché pham diét con trung, diét khuan ding trong
gia dung va y t€: Gidy chung nhan dang ky luu hanh hoa chat, ché pham diét con
trung, diét khuan;

+ Doi voi quang cdo trang thiét bi y té: Gidy phép nhap khau trang thiét b y té
hodc gidy chung nhén dang ky luu hanh trang thiét b1 y te.

- Giéy xac nhan ndi dung quang cao da hét hiéu lyc kém theo miu hodc kich
ban quang cao da duogc duyét.

b) Trong thoi han 05 ngay lam viéc ké tir ngay nhan dugc van ban dé nghi theo
dau tiép nhan cong van dén cua co quan ti€p nhan hd so, co quan cd tham quyén
xac nhan nd1 dung quang cdo xem x¢ét cap lai gidy xac nhan cho co so. Truong hop
tur choi cap lai giay xdc nhan, co quan c6 tham quyén phai c6 van ban thong bao
néu ro 1y do.

3. Cép lai gidy xac nhan ndi dung quang cdo trong truong hop gidy xac nhan
ndi dung quang c4o con hi¢u lyc nhung c6 thay doi vé tén, dia chi cua to chue, cé
nhan chiu trdch nhiém dua san pham, hang hoa, dich vu ra thi truong va khong
thay do61 noi dung quang cao:

a) Co sO co tén trén gidy xac nhan ndi dung quang cdo hodc co sd dugc uy
quyén theo quy dinh gui ho so dé nghi cap lai t61 co quan c¢6 tham quyén da cap
gidy xac nhan ndi1 dung quang cdo, bao gdm céc giay to sau:

- Vin ban dé nghi cip lai gidy xac nhan ndi dung quang céo theo miu quy dinh
tai Phu luc 04 ban hanh kém theo Thong tu nay;

- Gidy x4c nhan ndi dung quang cdo di dugc cip kém theo mau hoic kich ban
quang cao da dugc duyét;

- Vin ban cua co quan c6 tham quyén vé viéc thay doi vé tén, dia chi cua to
churc, ¢ nhan chiu trach nhiém dua san pham, hang hoéa, dich vu ra thi truong.

b) Thu tuc cap lai gidy xac nhan ndi dung quang céo thuc hién theo quy dinh
tai cac khoan 2, 3, 4, 5 Diéu 20 Thong tu nay.

4. Cap lai gidy xac nhan noi dung quang cao trong trudng hop gidy xac nhan
ndi dung quang cao hét hiéu luc st dung quy dinh tai Bi€u 23 Thong tu nay nhung
khong thudc truong hop quy dinh tai Khoan 2 Bi€u nay va cac truong hop thay
doi, bé sung ndi dung quang cao nhung khong thudc truong hop quy dinh tai
Khoan 3 biéu nay:

Doanh nghiép phai 1am ho so, thi tuc ding ky xac nhan ndi dung quang cdo
nhu truong hop dang ky ban dau.

5. Ho so dé nghi cap lai gidy xac nhan ndi dung quang cdo phai theo ding yéu
cau quy dinh tai Khoan 3 Diéu 13 Thong tu nay.
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Diéu 22. Cach ghi sb gidy xdc nhan ndi dung quang cio
1. B6i voi nodi dung quang cao do cac to chu’c thudc B Y té cap giéy xac nhan

noi dung ‘quang cao, nguyén tac ghi nhu sau: sb thir ty dugc cap/nam cap/XNQC-
tén viét tat cta to chire cap. Vi dyu: 123/2015/XNQC-ATTP.

2. £)701 V(Trl gidy xac nh,an ndi dung quang cao do S6 'Y te2 Chi cuc An toan v¢ sinh
thl;J:c phém cap, nguyén tac ghi phl}’ sau: sO thir ty dugc c%p/ném cap/XNQC - tén
Vi€t tat cua to chirc cap va tén viét tat cia cac tinh, thanh phd tryc thudc Trung wong.
Vidu: 123/2015/XNQC-YTHN hoac 123/2015/XNQC-ATTPHN.

Piéu 23. Cac truong hop hét hiéu lwe sir dung ciia gidy xac nhin ndi dung
quang cao

1. Cac truong hop hét hiéu luc sir dung cia gidy xac nhan nodi dung quang
cao thudc:

a) Thudc c6 sb dang ky da hét han;

]3) Thuép bi rat sd dépg ky hodc thudc bi co quan quan 1y nha nudc cd tham
quyén khuyén cao han ché sur dung;

¢) Thay d6i thong tin vé chi dinh, chéng chi dinh, liéu luong ctia thudce.

2. péc truong hop hét hiéu luc str dung cia gidy xac nhan nodi dung quang céo
my pham:

a) S tiép nhan phiéu cong bd san pham my pham da hét hiéu luc;

b) My pham bi dinh chi lwu hanh hoc bi thu hoi hodc bi rat s6 tiép nhan phiéu
cong bo;

c) Co phﬁmg thay d6i vé thong tin anh hudng dén tinh an toan va chét luong
cuia my pham.

3. Qéc truong hop hét hqiéu luc st dung C}ia gidy xac nhan ndi dung quang céo
thuc pham, phu gia thuc pham, stra va san pham dinh dudng dung cho tré:

a) Gidy tiép nhan bép cong bd hop quy hodc gidy xac nhan cong bd phu hop
quy dinh an toan thyc pham hét hi¢u luc;

b) Doanh nghiép bi thu hoi gidy chimg nhan co so du diéu kién vé sinh an toan
thuc pham;

¢) San pham, hang hoa c6 nhitng thay ddi vé thanh phan hoic cong dung;

d) San pham, hang héa bi dinh chi luu hanh hoic bi thu hoi.

4. Céc tmbng hop hét hiéu luc s dung ctia gidy x4c nhan noi dung quang cép
héa chat, ché pham diét con trung, di¢t khuan dung trong linh vuc gia dung va y té:

a) Gidy chimg nhan dang ky luu hanh hoa chat, ché pham diét con trang, diét
khuan dung trong linh vuc gia dung va y t€ hét hi¢u luc;

b) San pham, hang héa bi dinh chi luu hanh hodc bi thu hoi;
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¢) San pham, hang héa c6 nodi dung thay ddi, b6 sung vé thanh phan, cong
dung hozc thong tin khac anh hudéng dén tinh an toan cua san pham so véi gidy
chimg nhan dang ky luu hanh da dugc B Y té cap con hiéu luc.

5. Cac truong hop hét hiéu luc st dung ciia gidy xac nhan ndi dung quang co
trang thiét bi y té:

a) Gidy phép nhap khau hodc gidy chimg nhin dang ky luu hanh san pham,
hang hoa hét hi¢u luc;

b) San pham, hang héa bi dinh chi luu hanh hogc bi thu héi.

6. Cac trudng hop hét hiéu luc sir dung ctia gidy xac nhan ndi dung quang cao
dich vu kham bénh, chita bénh:

a) Co so kham bénh, chita bénh bi thu hdi gidy phép hoat dong hodc dinh chi
hoat dong;

b) Co sé kham bénh, chita bénh bi tudc quyén st dung gidy phép hoat dong
theo quy dinh cta phép luét vé xtr Iy vi pham hanh chinh;

¢) Co s& kham bénh, chita bénh duoc cap lai gidy phép hoat dong do thay ddi
pham vi hoat dong chuyén moén c6 li€n quan dén dich vy khdm bé¢nh, chira bénh
duoc quang cdo.

7. Céc truong hop khéc theo quy dinh ctia phép luat.

) Chuong 111
PIEU KHOAN THI HANH

Diéu 24. Hiéu luc thi hanh

1. Thong tu nay c6 hi¢u luc tir ngay 16 thang 7 nam 2015.

2. Thong tu ndy bai b cac vin ban, quy dinh sau day ké tir ngay Thong tu niy
co hiéu luc:

a) Cac quy dinh vé& quang céo thudc trong Thong tu sé 13/2009/TT-BYT ngay 01
thang 9 nim 2009 cta Bo truéng Bo Y té hudng dan hoat dong thong tin, quang
cao thuoc;

b) Cac quy dinh vé quang céo thude trong Thong tu s6 45/201 1/TT BYT ngay 21
thang 12 nam 2011 cta Bo truong Bo Y té stra d6i, bod sung mot sd dleu cua Quyet
dinh s6 1570/2000/QD BYT ngay 22/5/2000 ciia BO truong Bo Y té vé viéc trién
khai 4p dung nguyén tic “Thuc hanh tét phong kiém nghiém thubc”; Quyét dinh
s6 2701/2001/QD-BYT ngay 29/6/2001 cia B truong Bo Y té vé viée trién khai
ap dung nguyén tac “Thuc hanh t6t bao quan thudc”; Thong tu s6 06/2004/TT-BYT
ngay 28/5/2004 ciia B§ Y té huéng din sin xuat gia cong thudc; Quyét dinh
s0 3886/2004/QD-BYT ngay 13/11/2004 cia Bo Y té ve viéc trién khai &4p dung
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nguyén tac, tiéu chuan “Thuc hanh tot san xuét thuéc” theo khuyén céo cua to
chtrc y té thé gidi; Thong tu s6 13/2009/TT-BYT ngay 01/9/2009 ctia BO Y té
hudng dan hoat dong thong tin quang céo thudce; Thong tu s6 22/2009/TT-BYT
ngay 24/11/2009 cua B Y t€ quy dinh vé dang ky thudc; Thong tu s6 47/2010/
TT-BYT ngay 29/12/2010 hudng dan hoat dong xuat khau, nhap khau thudc va
bao bi ti€p xuc truc tiép vdi thudc;

¢) Théng tu s6 42/2010/TT-BYT ngay 15 thang 12 nam 2010 cua B Y té ban
hanh Danh muc hoat chit thudc va duoc liéu duge dang ky quang céo trén phat
thanh, truyén hinh;

d) Cac quy dinh vé quang cdo my pham trong Théng tu sd 06/2011/TT-BYT
ngay 25 thang 01 nam 2011 cta B9 trudng B Y t€ quy dinh vé quan 1y my pham;

d) Thong tu s6 08/2013/TT-BYT ngay 13 thang 3 nam 2013 ciia Bo truéng Bo
Y té huéng din vé quang céo thyc pham thudc pham vi quan Iy ctia Bo Y té.

Diéu 25. Diéu khoan tham chiéu

1. Trudng hop van ban duge dan chiéu trong Thong tu nay duoc sira ddi, bd
sung, thay thé hodc bii bo thi ap dung theo vin ban sira ddi, bo sung, thay thé hoic
bai bo.

2. Trudong hop cac gidy tO: gidy chimg nhén, gidy phép, gidy tiép nhan, gidy
xac nhén, phiéu cong bo, quyét dinh cap s6 dang ky thuoc quy dinh trong Thong tu
nay dugc co quan nha nudc c¢6 tham quyén ban hanh van ban stra 61, bd sung,
thay thé bang loai gidy t& khac hodc co tén goi khéac thi ap dung theo tén goi cla
loai gidy to da dugc sua doi, bo sung, thay the.

Piéu 26. Quy dinh chuyén tiép

1. T6 chire, ca nhan dd dang ky hd so quang cdo san pham, hang héa, dich vu
dac biét thudc linh vuc quan 1y cia B0 Y té duoc co quan quan 1y nha nudc co
tham quyén cap gidy ti€p nhan ho so dang ky quang cao trudc ngay Thong tu nay
co hiéu luc dugc tiép tuc thuc hién quang cdo cho dén khi gidy ti€ép nhan hd so
dang ky quang cao hét hiéu luc.

2. B6i voi san pham, hang héa, dich vu du diéu kién cap gidy xac nhan noi
dung quang cdo qua mang theo hinh thtrc dich vu cong truc tuyén, co quan c6 thim

quyén t6 chirc viéc cap gidy xac nhan ndi dung quang cao trén co s& quy dinh cua
Thong tu nay va cac quy dinh ctia phap luat c6 lién quan.

Diéu 27. Trach nhi¢m thi hanh

1. Nguoi dung dau cac co quan cd thim quyén cdp gidy xac nhan ndi dung
quang cao quy dinh tai Diéu 12 Thong tu nay cé trach nhiém té chirc thuc hién
Thong tu trong pham vi linh vuc dugc phan cong va tdé chuc kiém tra, gidm sat
hoat dong quang cao sau khi cap gidy xac nhan.
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2. Pon vi dé nghi xac nhan ndi dung quang cdo phai chiu trach nhiém vé
tinh phap ly, tinh chinh x4c ciia cac thong tin, tai lidu trong hd so va nodi dung
quang cao.

3. Vu truéng Vu Phap ché, Chanh Van phong Bo, Chanh Thanh tra B3, Vu
truong, Cuc trudng, Téng Cuc truong cac Vu, Cuc, Téng cuc thudc B Y té; Giam
ddc S6 Y té, Chi cuc truong Chi cuc An toan thyc phém thudc tinh, thanh phé truc
thudc Trung wong va cac td chire, c4 nhan ¢ lién quan chiu trach nhi¢m thi hanh
Thong tu nay.

Trong qua trinh thuc hién, néu c6 kho khin vuong mic, co quan, td chuc, ca
nhan bao cao vé B Y té dé nghién ctru va giai quyét./.

KT. BQO TRUONG
THU TRUONG

Pham Lé Tuan
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Phu luc 01
MAU VAN BAN PE NGHI XAC NHAN NOI DUNG QUANG CAO
(Ban hanh kém theo Théng tur s6 09/2015/TT-BYT ngay 25 théng 5 ndm 2015
ciia Bé trieong Bo Y té quy dinh vé xdc nhdn néi dung quang cdo doi véi san pham,
hang hoa, dich vu dac biét thuoc linh vuc quan ly cua Bo Y té)

TEN PON VI CONG HOA XA HOQI CHU NGHIA VIET NAM
Poc 1ap - Tu do - Hanh phic
S6:  /Kyhiéutétndonvi .. L, ngay..... théng........ nam 20....
PON PE NGHI
Xac nhan ngi dung quang cao
KANR G 2o,

1. Pon vi dé 107 oV USRS UPSRPRR
L1 TN QOM VI ettt e e e e e e e e e eaaaareeeeeeeeesenns
1.2, DHA ChT U ST 2 oot e s s e eseseseeesenens
Dién thoai:......cccevvvveviiiiiiiiiiiiiiinens FaX: oo
Dé nghi duoc cip xac nhan ndi dung quang a0 A81 VOi........oveveeveveeeereeeeeeennn

STT | Tén san pham, S, ky hiéu cua Gidy phép luu hanh san pham hoic
Quye¢t dinh cap so dang ky thuoc/Phiéu cong bo san

hang hoa,
dich vu pham my pham/Gidy x4ac nhin cong bd phu hop quy
(néu rd ching | dinh an toan 'EhlIC pham hoic gidy tiép nhan ban céng b
loai,...... néu c6 | hop quy/Gidy chirng nhan dang ky Iuu hanh héa chat,

ché pham diét con trung, diét khuan dung trong gia dung
va y t&/Gidy phép nhap khau trang thiét bi y té hoic
Gidy chtng nhan ding ky luu hanh trang thiét bi y
t&/Gidy phép hoat dong kham bénh, chita bénh va Quyét
dinh phé duyét danh muc k¥ thuét chuyén mon

Diadanh o |
? Co quan tiép nhan hd so: Co quan c6 thdm quyén quy dinh tai Diéu 12 Thong tu nay.
? Ghi theo dia chi trén gidy ching nhan ding ky kinh doanh
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Phuong tién quang céo:

(Truong hop quang cdo trén bao ndi, bao hinh, bdo in thi néu rd tén bao du
kién quang cao; truong hop quang cao thong qua hodi thido, hoi nghi, t6 chirc su
kién thi néu ro thoi gian, dia di€m cu thé du kién t6 chuc)

To1 xin cam doan cac thong tin va hd so néu trén 1a dung su that va cam két
thuc hién quang c4do san pham, hang hoa, dich vu thudc Iinh vuc quan Iy cia B0 Y
te theo diing ndi dung khi da duoc xéc nhan.

Kinh dé nghi Quy co quan xem xét va cap gidy xac nhan ndi dung quang cao./.

Giam déc hoic dai dién hop phép cia don vi
Ky tén (Ghi ho tén ddy du, churc danh)
Dong dau
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Phu luc 02
DANH MUC HOAT CHAT THUOC VA DUQC LIEU PUQC PANG KY

QUANG CAO TREN BAO NOI, BAO HINH

(Ban hanh kém theo Théng tir s6 09/2015/TT-BYT ngay 25 théng 5 ndm 2015
cua B¢ truong Bo Y té quy dinh vé xdac nhan noi dung quang cao doi voi san pham,
hang hoa, dich vu dac biét thuoc linh viec quan ly cua Bo Y té)

1. THUOC HOA DUQC

Puwong dung, dang bao Céc auv dinh
TT Thanh phan hoat chat ché, gi¢i han ham lugng, 9 ;y °
P\ A cu thé khac
nong do :
1 |Acetyleystein | Uong: céedang |
2 | Acetylleuein | Uong: céedang |
AC}d acvetylsailhlcyhc (ésp{rln) .dang don Véi chi dinh giam
3 chat hodc phdi hop véi Vitamin C Ubne: céc dan dau. ha sét. chén
va/hodc Acid citric va/hoac Natri & ang ﬁr;l i &
________ bicarbonat va’lhodc Natri salicylat |
Acid alginic (Natri Alginat) don chit
4 | hay phoi hop vai cac hop chat cua Uong: cac dang
________ nhom, magie e
Acid amin don chét hodc phdi hop V6i chi dinh bb
5 | (bao gom ca dang phdi hop vdi cac Uong: cac dang sung acid amin,
| Vitamin) ] vitamin cho co the
6 A01'd ammobpnzmc (Acid para Ubng: cac dang
________ aminobenzoic)
7 | Acid benzoic don chat hoic phéi hop Dl;mg ng?al R
___________________________________________________________ Uong: vienngam |
. ) SO £ Dung ngoai
8 | Acid boric don chat h hoi h : .
__________ DT P Thwbewamac
9 A01'd citric phoi hop vdi cac muoi natri, Ubng: cac dang
________ KAl e
. e, Z. Thudc tra mét, tra mili véi
Acid cromoglicic va cac dang mudi e A L
10 cromoelicat gi61 han nong d¢ tinh theo
,,,,,,,,,,,,,,,, o |acidcromoglicie<2% |
11 | Aciddimecrotic | Uong: céedang |
Acid folic don chat hodc phdi hop voi V6i chi dinh chong
12 | sit va/hodc cac Vitamin nhom B, Uong: cac dang thiéu mau, bd
.| Khodng chat, sorbitol ] sung dinh dudng
Ac:si glycyfr.hlzlnch(Glycyrrxh1zm’at) Ubng: céc dang, bao gbm
phoi hop vo1 mot so hoat chat khac \ " A
13 ca dang vién ngdm

nhu Chlorpheniramin maleat, DI-
methylephedrin, Cafein...

Dung ngoai
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Puwdng dung, dang bao . .
TT Thanh phin hoat chit ché, giéi han ham lwong, Cac ql;y d!,n h
) N n : cu thé khac
nong do :
14 | Acid lactic don chat hogc phoihop | Dungngoai |
15 | Acid mefenamic | Uong:cacdang |
Acid salicylic don chat hogc phdi hop
16 | trong cac thanh pham ding ngoai (phdi | Dung ngoai
________ hop Lactic acid; Luu huynh ket tba..) | |
17 | Albendazol | Uong:ciedang | Véi chi dinh trj giun
13 Alcol drlclor‘obenzyxl daqg phoi hop Ubng: vién ngam
________ trong cac thanh pham viénngam | "7 T L
19 | Aleolpolyvinyl | Dungngoai |
20 | Alimemazin tartrat (Trimeprazin tartrat) | Uong: cacdang |
Al‘lantomX dang phoi hop trorAlg C%C A Diing ngodi
21 | thanh pham dung ngoai, thuoc dat hau DA R
R . Thuoc dat hadu mon
________ mon (Cao cepae fluids...) | T T
Allatoin phdi hop véi cac Vitamin £ ‘
22| vihoge Chondroitin | Ha ] R
23 |Almagat | Uong:caedang |
Ubng: cac dang véi gioi
, ) han hoat chat nhu sau:
Ambroxol don chat hodac phoi hop an~ Oa. C.f paw sau
s 2 R - Pa chia liécu Ambroxol
24 | trong cac thanh pham thuoc ho, ha .
e clorhydrat < 30mg/don vi
nhiét, giam dau LA
- Chua chia liéu: Ambroxol
___________________________________________________________ clorhydrat<08% |
Amyllase dang don chét hodc phdi hop
25 | v6i Protease va/hodc Lipase va/hoac Ubng: cac dang
________ Cellulase
Amylmetacresol dang phéi hop trong
26 | cac thanh pham vién ngdm (nhu véi Ubng: vién ngam
________ cée tinh dau, Bacitracin..) | ]
Thudc tra mat
27 | Argyron ‘uoc ra m a
___________________________________________________________ Dungngoar |
28 | Aspartam | Uong: cicdang |
29 | Aspartat don chat hodc phoihop | Uong:ciedang |
30 | Attapulgit | Uong:ciedang |
31| Azelastin | Thuoe tramat, tramdi |
.32 | Bac Sulphadiazin | Dungngoai |
Bacitracin phdi hop v6i mot s6 hoat
1 chat khéac trong cac thanh pham vién Ubng: vién ngam

ngam (phdi hop v6i Neomycin sulfat;

Amylocain; Tixocortol...)
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Puwdng dung, dang bao . .
TT Thanh phin hoat chit ché, giéi han ham lwong, Cac ql;y d!,n h
) x A ) cu thé khac
nong do :
Benzalkonium phdi hop trong cac thanh
pham dung ngoai (v6i Cholin; acid Dine neoi
34 | salicylic; Nystatin; Diiodohydroxyquin...), n 8 %
L s L ~ iy Vién ngadm
trong cac thanh pham vién ngdm (véi
________ Tyrothricin, Bacitracin, tinhdau..) | |
Dung ngoai: cac dang véi
) Z. 2161 han Benzocain < 10%;
35 | Benzocain dang phoi hop Vién dat hau mon
___________________________________________________________ Uong:vienngam |
36 Benzoyl peroxid don chit hoic phbi Dung ngoai: cac dang véi
________ hop v6i lod va/hoge lwu huynh | gidihannongdo<10% |
Dung ngoai: kem boi niém
37 Benzydamin HCI don chét hoiac phéi mac miéng, nudc xuc
hop miéng, thudc xit hong
___________________________________________________________ Uong:vienngam |
33 Begzydamm salicylat don chat hoac Diing ngodi
________ phoihop LT
Be‘nzyl b? nZO?.t pho h0’p tr’(?ng’ cac Dung ngoai: cac dang
39 | thanh pham dung ngoai (vdi cac tinh £ ,
A A Miéng dan
________ dau, ConlIsopropyl..) | Tl
40 | Berberin | Uong:ciedang |
Biclotymol dorn Vchat hodc phO.l hop voi Dung ngoai
Enoxolon va/hodc Phenylephrin HCI1 z .
41 | . Thudce tra miii
va/hoac Clorpheniramin maleat Ubne: via .
________ vahogetinhddu |TORRTEREERR O p
49 Bifonazol don chat hoac phoi hop véi Diing ngodi
________ Urea ]
. Ubng: cac dang da chia liéu
e ] véihim lugng < 10omgldonvi |
44 | Bismuthdangmuoi | Uong:céedang |
45 |Boldin | Uong:ciedang |
46 Brom(?laln don chat hodc phoéi hop voi Ubng: cc dang
________ Trypsin
Ubng: cac dang véi giéi han
Bromhexin HCI don chét hodc phdi Bromhexin HCI nhu sau:
47 | hop trong cac thanh pham thudc ho, ha | - Pa chia liéu < 8mg/don vi;
nhiét, giam dau - Chura chia liéu < 0,8%
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, Thuocdathdumon |
Brompheniramin maleat don chit hoic
48 | phoi hop trong cac thanh pham thuoc Uong: cac dang

ho, ha nhiét, gidam dau
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Puwdng dung, dang bao . .
TT Thanh phin hoat chit ché, gi(%’i hanghiim igu’g’ng, Cac ql;y d!,n h
P\ R cu thé khac
nong do :
Bufexamac don chat hoic phdi hop
49 trong cac thanh pham ding ngoai, Dfmg ngoai
thudc dat hau moén (voi Titan Dioxid, Thuodc dat hau mon
________ Bismuth, Subgallat, Lidocain..) | .|
50 | Butoconazol Dung ngoai
51| Cafein (phoi hop v6i paracetamol) | Uong:cdedang |
Calamin don chat hodc phoi hgp tron . ..
52 cac thanh pham ding né)oéi 7P ¢ Dung ngoai
Calfl (bao gom cackdangvh(_)'p (il}at) Vi chi dinh bé
53 thube don thanh phan hodc phot hop Ubng: cac dang sung calci cho co
voi Vitamin D (trir Calcitriol) va/hodc ' : 2
Tt A . thé
cac Vitamin va/hodc Ipriflavon
Carbinoxamin d()’nqchét hQéc phdi hop
trong cac thanh pham thudc ho, ha £
>4 nhiéftg, giam dau ?V(’)'i Bromhexin Dang uong
________ valhode Paracetamol) L
55 | Carbocystein Ubng: cac dang
56 | Carbomer Dung ngoat .
___________________________________________________________ Thuocramat |
Catalase don chat hodc phéi hop trong
57 | cac thanh pham dung ngoai (véi Dung ngoai
o Neomyein) L
38 | Cetirizin dihydroclond | Uongicdedang |
Cetrimid phéi hop voi mot s6 hoat chit
khéc trong céc thanh pham dung ngoai . .
>9 (Lidocain% K&m, Calarr)nin, Amiﬁac%ine, Dung ngoa
tinh dau...)
Ce}rimo‘nium p}}éi h(i'p tr0£1g cac Ehémh Diing ngodi
60 | pham dung ngoai, vién ngdm (ph01 hop Ubne: via .
v6i Lidocain; Tyrothricin, tinh dau...) ong: vien ngam
61 | Chitosan (Polyglusam) | Dungngoai |
Cholin don chét hodc phdi hop cac
acid amin, Vitamin trong cac thanh IS
2 £ X e . Uobng: cac dang
62 | pham dang uéng; phoi hop véi acid Di ..
Salicylic, Benzalkonium... trong cac ung ngoat
thanh phdm ding ngoai
Chondroitin don chat hodc phéi hop
63 | voi Glucosamin vi/hodc dau ca vahodc | Udng: cac dang
________ cdc Vitamin vathogc cacacidamin | L
64 Chondroitin don chét hoic phéi hop Thubc tra mat

Borneol va, hoac cac Vitamin

Dung ngoai
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Puwdng dung, dang bao . .
TT Thanh phin hoat chit ché, giéi han ham lwong, Cac ql;y d!,n h
) N R ’ cu thé khac
nong do :
65 | Ciclopirox olamin | Dungngoai |
66 | Cinarizin ] Uong:cacdang |
Cinchocain phdi hop trong céc thanh
67 pham dung ngoai, thudc dit hau mon Dung ngoai
(nhu v61 Hydrocortison, Neomycin, Thudc dit hau mon
________ Esculin..) Ll
68| Citrllin ] Uongicdedang |
69 | Clothexidin | Dungngoai |
70 | Clorophyl ] Uong:cacdang |
Clorpheniramin maleat don chét hodc Ubng: cac da,:ng; L
J$ s 2 z Dang don chat da chia liéu:
71 | phoi hop trong céc thanh pham thudc o
Ay s Clorpheniramin maleat
ho, ha nhiét, giam dau )
___________________________________________________________ S4mgidonvi |
Clorpheniramin maleat phéi hop 2 ‘
" | Chondroitin vishoge cdc Vitamin | 1M M
Dung ngoai: cac dang véi
73 | Clotrimazol giéi han ndng d6 < 3%
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, Viéndgtamdao |
74 Cf).enrzym.QIO. don chat hodc phdi hop Ubng: cc dang
________ veicac Vitamin T T
75 |Crotamiton | Dungngoai |
Dequah’murr‘l don cxhat h‘oac pho‘l.ho’pﬂ Dung ngodi
trong cac thanh pham dung ngoai, vién A e A
76 . . : Vién dat am dao
ngam (Tyrothricin; Hydrocortison; Ubne: vie -
________ acid Glyeyrrhetinic; Lidocain..) | “°"&" "0 )
Ubng: cdc dang véi gidi han
77 | Desloratadin ham lwong < 5Smg/don vi
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, chialiew |
Dexbrompheniramin maleat don chét
78 | hodc phdi hop trong cac thanh pham Ubng: cac dang
________ thuoc ho, ha nhigt, giamdau |
Dexclorpheniramin maleat don chét
79 | hodc phdi hop trong cac thanh pham Ubng: cac dang
________ thuoc ho, ha nhigt, giamdau | |
Ubng: cac dang véi gioi
80 | Dexibuprofen han ham luong nhu sau: da
___________________________________________________________ chia licu <400mg/donvi |
Thubc tra mat
81 | Dexpanthenol Hoc tama

Dung ngoai
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Pud U 3 . .
TT Thanh phin hoat chét chggiiiﬁgﬂginim, Cac quy dinh
n ﬁng db cu thé khac
Diclofenac don chat hOé.’C phéi hop v6i | Dung ngoai

82 Methyl salicylat; cac chat thuoc nhom | T h}léc tra mat (dang don
________ tinhdaw.. ey
83 | Dieyelomin | Uongcdedang |
.34 | Diethylphtalat (DEP) | Dungngoai |
85 | Dimenhydrinat | Uong:cdedang |

Dimethicon (Dimethylpolysiloxan z ,
5 | domchi ot g ap 1 Gautn | U 0e |
Di{llethicon phdi hop trong céc thanh

87 | pham dung ngoai (véi Kém; Calamin; | Dung ngoai
________ Cetrimid...)

88 | Dimethinden Uéng: céc‘fiang
___________________________________________________________ Dungngoai |
89 | Dinatri Inosin monophosphat | Thuoctramat |
90 | Diosmectit (Dioctahedral smectit) | Uong:cdedang |

Diosmin phoi hgp Hesperidin va/hoac ‘ ,
91 | mot s ao duge igu chia Flavonoid._| V"€ 0dene |
Ubng: cac dang véi gisi
9 Dipheghydramin hydroclorid hoac EZEghlig;:)IEEi (St;Eh theo
monocitrat - P4 chia lidu < 50mg/don vi;
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, -Chuachialieu:<2.5% |
Ubng: cac dang véi giGi
. han nhu sau:

93 | Domperidon - Pi chia lidu < 10mg/don vi;
___________________________________________________________ -Chuachialiew:<0.1% |
94 | Pongsulfat | Dingngoai |

Doqulami,n phdi hop trong céc thanh
ham thudc ho, ha nhiét, giam dau (voi i ,

93 garacetamol, cac hogt chégt khac cé( Ubng: cdc dang

________ trong danh myc thuoc khongkédon) | |
I Z. .. Dung ngoai, gio1 han non

96 E;Z?iiih?::;hat hoge phoi hop v6i do Hi/drgocort%son tinh the%

,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, dangbase<0,05% |
Enoxolon don chit hoic phdi hop Dfm‘g. ngoa: thuf).c b.(:)l
s 2 . . .. | ngoaida, kem bdi niém

97 troIlg cac thanh pham dung ngoai, vién mac miéng, méc xtic miéng
________ - |Ubngviennggm |

98 | Eprazinon Ubng: cac dang
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Puwdng dung, dang bao . .
TT Thanh phin hoat chit ché, giéi han ham lwong, Cact(]llgykﬂ!,n h
nong do cu thekhac
Esdepallethrin phdi hop trong cac
thanh pham ding ngoai (v6i Piperonyl, . ..
9 Spregal, tinh dau, cic chit co trong Dung ngodi
________ thanhphantinhdaw)
Ly« Z. Dung ngoai (con sat trung)
100] Bhanoldon chithode phothep | Ubng: dangphéihep |
101 | Etofenamat | Dungngoai |
102| Fenticonazol | Dungngoai |
103 | Fexofenadin | Uong:cicdang |
Vién ngam
104 | Flurbiprofen Dung ngoai
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, Thuoetramat |
Glucosamin don chét hodc phéi hop Lo
1% v6i Chondroitin vi/hose cic Vitamin | VM€ CRedane
Glucose hodc Dextrose don chit hodc £ , Vi chi fimh bo;
106 % re . e . : Uong: cac dang sung duong, chat
phoi hop véi cac muoi natri, kali dién gidi
Grlycetln dO'nA chat‘hoac pl}(‘)l h(_rpA trong Dung ngodi
107 | cac thanh pham dung ngoai, thuoc tra Thude ¢ &
________ mét (voi Polysorbat80) | MU 0
108 Sézcerol phoi hop véi dich chiét duoc Thudc thut tryc trang
"""" Guaiphenesin don cht hodc phihop | |
voi cac hoat chét co trong danh muc L,
109 thudc khong ké don c6 tac dung chita Ubng: cdc dang
________ ho, ha nhiét, giamdaw | L
Hexamidin don chat hoic phéi hop
110 | (v6i Cetrimid, Lidocain, Clotrimazol, | Dung ngoai
________ Catalase)
Hexetidin don chét hodc phdi hop (v6i | Dung ngoai: thude boi
111 | Benzydamin, Cetylpyridinum, Cholin | ngoai da, dung dich xtc
________ Salicylat, Methyl salicylat, tinh daw...) |migng [
H}fqrogoﬁlson don chat hoac. phoi hop Diing ngodi: céc dang véi
112 | (v6i Miconazol, Econazol, Tioconazol, | . .. ) o
. nong d¢ Hydrocortison < 0,5%
o Neomyewm) T
Hydrogen Peroxid (Oxy gid) don chat
113 | hoac phoi hop Natri Lauryl sulfat Dung ngoai
________ vahoge tinh daw... .
114| Hydrotaleit | Uong: cdedang |
115 Hydroxypropyl methylcellulose Thude tra mat

(HPMC)
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Puwdng dung, dang bao . .
TT Thanh phin hoat chit ché, giéi han ham lwong, Cac ql;y d!,n h
) N o ’ cu thé khac
nong do :
Ubng: cac dang, bao gom
Hyoscine (Scopolamin) butylbromid | vién nhai.
116 | don chat hodc phdi hop voi Meclizin | Gidi han ham luong da
hydrochlorid chia liéu < 20mg
Miéng dan
Hypromellose don chat hogc phdi hop £ o
7 Dextran 70 va/hoac Carbomer Thuoce tra mat: cdc dang
Ubng: cac dang véi gisi
118! f han ham luong nhu sau: da
uproten chia liéu < 400mg/don vi.
Dung ngoai
119 | Ichthammol Dung ngoai
120 | Tod phéi hop Kali Todid va/hodc Acid | Dung ngoai voi ndng do
Benzoic va’hoac Acid Salicylic lod < 5%
121 | Isoconazol Dung ngoai
122 | Isopropyl Methylphenol Dung ngoai
K&m oxid, Kém pyrithion, KEm
123 Gluconat, K&m undecylenat don chat Dilne neodi
hodc phédi hop trong cac thanh pham gng
dung ngoai
D \ N
124 | K&m sulfat tng ngoal
Thudce tra mat
Ketoconazol don chét hodc phéi hop . o .
Ty s N Dung ngoai: cac dang véi
125 | v6i Kém Pirythion va/hoac A o
) o . nong dd Ketoconazol < 2%
Hydrocortison va/hodc Trolamin
126 | Ketoprofen Dung ngoai
127 | Lactitol Ubng: cac dang
128 | Lactoserum atomisate Dung ngoai
129 | Lactulose Ubng: cac dang
130 L-Can’l.ltu? dapg dgn chat hoac phoi Ubng: céc dang
hop véi céc vitamin
131 | Levocetirizin Ubng: cac dang
132 | Lidocain don chét hoic phdi hop Dung ngoai
Lindan (Benhexachlor, 666, Gamma- Diine neodi véi ndne dé
133 | BHC) don chit hodc phdi hop voi £ng £

Lidocain

Lindan < 1%
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Puwdng dung, dang bao . .
TT Thanh phin hoat chit ché, giéi han ham lwong, Cac ql;y d!,n h
) X A ) cu thé khac
nong do :
Ubng: cac dang véi gioi
han ham luong nhu sau
. bt hodic ohéi h (tinh theo dang base):
134 Il;orataf[hn di)’n chat hodc phoi hgp - Pi chia lidu:
aracetamo Loratadin < 10mg/don vi;
- Chua chia liéu:
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, Loratadin<0,1% | ...
135 | Loxoprofen ...l Uong:céedang |
136 | Macrogol Uonig: cac dang \
___________________________________________________________ Thubc thyt trgc trang |
Magaldrat don chat hoic phdi hop véi
137 | cac hop chat Nhom, Magie, Acid Uong: cac dang
,,,,,,,, Alginic (hay dang mudi Alginat) |
Vi cac chi dinh
. A Z. bd sung magie cho
138 Me:glevbao gom cac dang mudi, hop Ubng: cac dang co thé, trung hoa
chat ciia magie Sy .
acid dich vi,
_______________________________________________________________________________________________ nhugntrang
139 | Mangiferin | Dungngoai |
Ubng: cac dang, voi gidi
han ham luong nhu sau:
140 | Mebendazol - Dang chia lidu < 500mg/don vi
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, -Chuachialicu<2% |
141| Men nam (cellulase fongique) | Uong:céedang |
142 Men ti€u Iioa dar:g don c%l.at %102_@ phql Ué ng: céc dang
,,,,,,,, hop bao gom phoi hop véi cdc vitamin | ~ ™ T 7 |
Menthol phdi hop v6i mot s6 hoat chit IS
143 | khac nhu hdn hop tinh diu, Methyl gf’“g' cac dang .
________ Salyeilat... | R
144| Mequinol | Dungngoai |
145 | Mequitazin U(‘)ng: cac‘(.lang
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, Dungngoai |
I Dung ngoai vdi quy cach
o] Merewroerom (Thwoedo) | donggoi<30oml |
Methyl salicylat phdi hop trong céc Dung ngoai
147 | thanh phdm vién ngdm, dung ngoai Miéng dan
(phoi hop véitinh dau..) | viennggm |
148 | Metronidazol | Dungngoai |
149 | Miconazol Dung ngoai

Thubc boi am dao < 2%
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Duwong dung, dang bao . .
TT Thanh phin hoat chit ché, gi(%’i hz.lngir;u'n igu’g’ng, Cac ql;y d!,n h
n 6ng do cu thé khac
Dung ngoai
150 Miconazole phdi hop véi Thubc bdi am dao
Hydrocortison Miconazol < 2%;
___________________________________________________________ Hydrocortison<005% |
151 | Minoxidil Dung ngodi: cdc dang
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, nongdo<5% |
152 | Mupirocin Dung ngoai
153 Myrtol don c}lét hodc phdi hop trong Ubng: cac dang
cac thanh pham vién ngdm Dung ngoai
Ubng: cac dang di chia
154 | Naproxen lidu v6i gidi han ham
___________________________________________________________ lugng < 275mg/donvi |
155 Na;cr'i benzoat don chét hodc U 6ng: céc dang
________ phothop | T T
156 | Natri bicacbonat don chat hodc phdi hop | Udng: cac dang
157 | Natri carbonat don chét hodc phdi hop | Udng: cac dang
158 | Natri Carboxymethylcellulose (Na CMC) | Thudc tra mat
Ubng: cac dang
159 Natri clprid don chét hodc phdi hop véi Dﬁng ngoai ’
cac muoi Kali Citrat, Natri citrat... Thuoc tra mat, tra mai voi
___________________________________________________________ nongd00.9% |
160] Natri Docusat | Uongicdedang |
161 | Natri Fluorid dang phdi hop D’ung Egoalz danh rang,
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, swemieng
162 | Natri Hyaluronat (Acid Hyaluronic) Dung ngoai
Duing ngoai, bao gdm céc
163 | Natri Monofluorophosphat dang lam sach khoang
miéng, ni€ém mac
Ubng: dang phdi hop trong
164 | Natri Salicylat dang phéi hop cac vién ngdm
Dung ngoai
Neomycin sulfat phdi hop trong cac
thanh pham vién ngam (Kém; Ubng: vién ngam
165 o . s N \:
Bacitracin; Amylocain...), cac thanh Dung ngoat
________ phamdingngoai |l
Nguyen t0 vi 1u:(yn~g: crom, dong, kalz, Véi chi dinh b
166 magie, mangan, kém,... dang don chat Ué ng: céc dang sung khoding ch A

hozc phdi hop, bao gdm ca cac dang
phdi hop véi cac Vitamin

cho co thé
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Pud U 3 . .
TT Thanh phin hoat chét chggiiiﬁgﬂginim, Cac quy dinh
n 6ng do cu thé khac
Nhom, magie, calci va cac hop chét ciia V‘('n Ch.i dn.lh trqng
167 | nhdm, magie, calci dang don thanh Uéng: cac dang ho? ac@ dich Yl’
A < % chira loét da day,
phan hogc phoi hop hanh t4 trang
168 Nomahydrated Natri Sulfid + Ubng: cac dang
________ Saccharomyces Cerevisiae | Dungngoai |
169 Nystatin don chat hogc phoihop | Dingngoai |
’ ‘ V6i chi dinh d6i
Uong: dang da chia lieu voi | voi hoi ching trao
170| Omeprazol hamghfonég < 10mg/don vi ngu’(jé da dél}f/g thuc
_______________________________________________________________________________________________ quan_
171 Ossein hydroxy apatit | Uong:cdedang |
172| Oxeladin | Uongcdedang |
173] Oxomemazin | Uong:ciedang |
174 | Oxymetazolin zlz)lf;);tra mdi v6i nong do
Pancreatin don chat hodc phdi hop véi
175 S%met}lico’n Vé‘/hoéf: cac ’men tié‘u h(za Ué ng: céc dang
va/hoac cac Vitamin nhom B va/hodc )
________ Azimtamid
176 | Panthenol DfmAg ngoal .
___________________________________________________________ Thuoctramat |
£ , Dang phoi h
177 | Paracetamol don chét Uonig: C%C d?ng R qu.y i;h cu ?}?é
Thuoc dat hau mon trong danh muc
Paracetamol phdi hop véi cac hoat chit ’
178 | ¢6 trong Danh muc nay c6 t’éc dung chita | Uong: cac dang
________ ho, ha nhi¢t, giam dau, chongdiong | |
179 Pentoxyverin | Uong:cdedang |
180 | Phenylephrin HCI Ig;gfigir?; » 1h6 mii
______ Phenylep}lrin HCI phbi hop trong cac
thanh pham dung ngoai (nhu . ..
181 PetrolaI:tum spert% yegllow(; Mineral oil Dung ngoai
________ light; Shark liveroil...) |
182 Phenyleghrin le phdi hop trong cac Uéng: cac dang
________ thanh pham thuoc ho, ha nhiét, giam dau | Thuée dathgumoén |
183 | Phospholipid | Uong:cdedang |
184 | Picloxydin Thudc tra mat
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Pwong dung, dang bao . .
TT Thanh phin hoat chit ché, gi(%’i hangﬂéu'n lgu’g’ng, Cac ql;y d!,n h
P\ A cu theé khac
nong do :
. Dung ngoai: cac dang voi
185 | Piroxicam nénggd(f)gs 1% ang
136 Policresulen (Metacresolsulphonic Dﬁng ngoai
________ acid-formaldehyd) | Thuocdattryctrang |
37| Polyethylen glycol 400 don chat hoic Thube tra mét
________ phoi hop v6i Propylen glycol |
188 | Polysacharid | Uong:cdedang |
Polytar dang don thanh phﬁn hoiac phéi
189 | hop trong cac thanh phém dung ngoai | Dung ngoai
________ (nhu Kém Pyrithion...) |
D}ing ngoai: cac dang (bao
. . om dung dich suc mién
190 Povidon lodin oo nénggd@'s 1%). Tinade
___________________________________________________________ ramat |
Ubng: cac dang véi gioi
han ham luong, néng do
Promethazin HC1 don chit hodc phéi | Promethazin nhu sau (tinh
191 | hop trong céc thanh pham thudc ho, ha | theo dang base):
nhiét, giam dau (v6i Carbocystein; - ba chia liéu < 12,5mg/
Paracetamol...) don vi;

- Chura chia lidu < 0,1%
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, Ding ngoai: nongd9<2% |
192\ Pyrantel | Uong:ciedang | Chi dinh trj giun

Rutin don chét hodc phdi hop voi
193 | Vitamin C va/hodc cac cao, dich chiét Uéng: cac dang
________ twdwoelieu
194 | Saccharomyces boulardic | Uong:ciedang |
Saccharomyces cerevisiae v&i R ,
193] Tenydrat Mognesi St | Ubng ciedme |
SatA fiang hop cha’t dO’I‘l thanhxphan ’hoac . , Véi chi dinh bb
196 | phoi hop trong céc thanh pham chtra Uong: cac dang ‘ 2
o , P sung sat cho co thé
,,,,,,,, vitamin, khoangchat | "]
Ubng: cac dang véi giGi
Selen hitu co dang phéi hop trong cac | han ham lugng nhu sau:
197 2 e , £ RN
thanh pham chira Vitamin, khoang chat | - Dang da chia liéu Selen
___________________________________________________________ <SOmeg/donvi L
198 | Selensulfid | Duangngoai |
Silymarin don chit hodc phdi hop véi
199 | cac Vitamin va/hodc cac cao, dich chiét Uéng: cac dang

tir duoc liéu
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Puwdng dung, dang bao . .
TT Thanh phin hoat chit ché, gi(%’i hangﬂéu'n lgu’g’ng, Cac ql;y d!,n h
P\ A cu thé khac
nong do :
Simethicon don chét hodc phdi hop vai
Pancreatin va/hodc Acid Desoxycholic £ ,
200 va/hoac cac Vitafnin nhom B Véi;hoéc Ubng: cdc dang
________ cacmentiéwhéa | 1l

Simethicon phdi hop véi cac hop chit
201 | nhom, magnesi, va’/hoac Dicyclomin Ubng: cac dang
________ vahogcthanhoat | L
202| Sorbitol don chat hoge phoihop | Uongiciedang |
203 | Sterculia (gum sterculia) Uon‘%: cic dang .

Thudc thut tryc trang
204 | Sucralfat Ubng: cac dang
205 Sulbutiamin | Uong:cacdang |

Sulfogaiacol don chat hodc phéi hop
206 | trong cac thanh pham ha nhiét, giam Ubng: cac dang
________ dau,chongho ol
207 | Terbinafin D:‘mg n?oéi: cac dang voi
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, nongdo<1% |
208 Terpindonchat | Uong:cacdang |
209 | Tetrahydrozolin Thubc tra miii
710 Than hf)at don chét hodc phdi hop véi Ubng: céc dang
________ Simethicon | T T

Tinh du (bao gdbm nhém céc chit U?ng: cac‘qang L ya

: i Dung ngoai: thudc boi
’11 Menthol, Pinen, Camphor, Cineol, ngodi da

Fenchone, Borneol, Anethol, A L a

Eucalyptol...) leoc suc mlheAng, thude boi
___________________________________________________________ memmacmieng ]

Dung ngoai: cac dang véi
12 Tioconazol don chat hogc phdi hop véi | ndng do nhu sau:

Hydrocortison - Tioconazol < 1,00%
___________________________________________________________ -Hydrocortison<0,05% |
213 | Tolnaftat | Dungngoai |

Triclosan don chat hoac phodi hop tron . .

214) i thanh phim g ngoai | ST |

Triprolidin don chét hodc phdi hop
215 | trong céc thanh pham thudc ho, ha Ubng: cac dang
________ nhit, gidmdaw |l

Trolamin don chat hoic phdi hop trong
216| cac thanh pham dung ngoai (voi Dung ngoai

Triclosan va/hoac Tyrothricin)
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Puwdng dung, dang bao . .
TT Thanh phin hoat chit ché, gi(%’i hanghiim igu’g’ng, Cac ql;y d!,n h
P\ R cu thé khac
nong do :
Tyrothricin don chat hodc phdi hop Ubng: vién ngdm
17 (v61 Benzalkonium, Benzocain, Dung ngoai: dung dich suc
Formaldehyd, Trolamin, tinh dau, cdc | miéng, xit miéng, boi
thanh phan trong tinh dau) ngoai da
Urea don chat hogc phdi hop véi
718 Vitamin E va/hoac Bifonazol va/hoac Diing ngodi
cac dugc liéu khong thugc Danh muyc
________ duogc ligu 06 doe tinh sit dung lam thuoe | L
Ubng: cac dang véi giGi
Vitamin A va tién Vitamin A han ham luong Vitamin A
219 | (Betacaroten) dang don chat va phéi <5000 IU/don vi
hop v6i cac vitamin Dung ngoai
Thubc tra mat
Ubng: cac dang
Dung ngoai
Vitamin dang don chét (trir Vitamin D | Céc phdi hop dang udng Véi tac dung bd
220 dang don chét) hoéc’ dang phdi hop cac | co chira Vitamin A thuc sung Vitargin,
Vitamin, khoang chat, Acid Amin, cac | hién gidi han ham luong khoang chat va
Acid béo, Taurin, Lutein, Zeaxanthin nhu sau: dinh dudng
Vitamin A < 5000 IU/don vi
___________________________________________________________ chialiew |
Vitamin nhém B, Vitamin PP don £ 2
221 thanh phan hoic phdi hop Thuoc tra mét
Vi khuan ¢6 loi cho dudng tiéu héa:
Bacillus claussi, Bacillus subtilis,
222 | Lactobacillus acidophilus dang don Ubng: cac dang
thanh phan hodc phdi hop, bao gom ca
dang phéi hop véi cac vitamin
223 | Xanh Methylen Dung ngoai
294 Xylometazolin don chat hodc phdi hop | Thudc tra miii vi gidi han

v6i Benzalkonium

ndng d6 Xylometazolin < 1%

ung

2. THUOC PONG Y VA THUOC TU DUQC LIEU
Thudc dong vy, thude tir duoc lidu thude danh muc thudce khong ké don va dap

cac quy dinh cia Thong tu nay.
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Phu luc 03
MAU GIAY XAC NHAN NOI DUNG QUANG CAO
(Ban hanh kém theo Théng tur s6 09/2015/TT-BYT ngay 25 théng 5 ndam 2015
ciia Bé truong Bo Y té hudng dan hoat déng qudng cdo thudc linh vuc quan 1y
ciia B3 Y té)

BO Y TE/SO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
......... A Doc lap - Tu do - Hanh phic
S6:  /XNQC-...°... Tén tinh/thanh pho, ngay... thang.... nam 20...

GIAY XAC NHAN NOI DUNG QUANG CAO

STT | Ténsan | S6,ky hiéu cia Gidy phép luu hanh san pham hodc Quyét dinh cap
pham, sd dang ky thude/Phiéu cong bd san pham my pham/Gidy xac nhan

hang hoa, | cong bd phu hop quy dinh an toan thyc phidm hodc gidy tiép nhan
dich vu ban cong bd hop quy/Gidy chirmg nhan ding ky luu hanh hoa chat,

(néu 16 ché pham diét con trung, diét khuan dung trong gia dung va y té&/
chiing Giay phép nhap khau trang thiét bi y t€ hoac Giay chirng nhan dang
loai,...... ky luu hanh trang thiét bi y t&/Giay phép hoat dong kham bénh,

néu co chira bénh va Quyét dinh phé duyét danh muc k¥ thuat chuyén mon

Phuong tién quang cdo:

(Truong hop quang céo trén bao ndi, bao hinh, bao in thi néu rd tén bao du kién
quang céo; truong hop quang cdo théng qua hoi thao, hoi nghi, to chire su kién thi néu rd
thoi gian, dia diém cu thé du kién t6 chuc, bao cdo vién)

Noi dung quing cao: Theo ndi dung dd dugce duyét (dinh kém) cia t6 chirc/ca nhan
phu hop véi quy dinh hién hanh.
T6 chirc/ca nhan c6 trach nhiém quang céo ding ndi dung da duoc xac nhan.

Co quan xac nhan
(Ky ghi 16 ho tén va dong dau)

* Tén co quan tiép nhan ho so
> Ky hiéu viét tit cua co quan xac nhan noi dung
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PHU LUC 04
MAU VAN BAN PE NGHI
CAP LAI GIAY XAC NHAN NOI DUNG QUANG CAO
(Ban hanh kém theo Théng tur s6 09/2015/TT-BYT ngay 25 théng 5 ndam 2015
ciia Bé trieong Bo Y té quy dinh vé xdc nhdn néi dung quang cdo doi véi san pham,
hang hoa, dich vu dac biét thuoc linh viec quan ly cua Bo Y té')

TEN PON VI CONG HOA XA HQI CHU NGHIA VIET NAM
Doc lap - Tu do - Hanh phic
S6: /Ky hiéu tén don vi 6. ngay...... thdng........ ndm 20....
DON DE NGHI
Cip lai Gidy x4c nhan ndi dung quang cio
Kinh glris...cooooieeiieiieeeee, e,
1. Pon vi dé 174 1| RS SUUPRUUPRURURO
| R < W (01 R RSO
1.2, D CRE U ST 8 et e s s
Dién thoaii.....cccoovvveeiii e, Fax: oo
Gidy xac nhan ndi dung qUANE CA0 Gl SO:.....v.vevveeeeeeeeeeeeeeeeee e
Ngay cép: ....................................................... NOT CAP: i
Dé nghi dugc cap xac nhan ndi dung qUANE C40 A0 VO...e.veveieeeeeeeeeeeeeeeee

STT | Tén san pham, S, ky hiéu ctua Gidy phép luu hanh san phdm hodc Quyét
hang hoa, dinh cép sb dang ky thudc/Phiéu cong bd san phAm m§ pham/
dich vu Gidy xac nhan cong bd phu hop quy dinh an toan thuc phdm
hodc gidy tiép nhan ban cong bd hop quy/Gidy chirng nhan
dang ky lwu hanh hoa chét, ché pham diét con trung, diét
khuan ding trong gia dung va y té/Gidy phép nhap khau trang
thiét bi y té hodc Gidy chimg nhan ding ky luu hanh trang
thiét bi y t&/Gidy phép hoat dong kham bénh, chita bénh va
Quyét dinh phé duyét danh muyc k¥ thuat chuyén méon

(néu rd chung
loai,...... néu cod

°Piadanh
7 Tén co quan cip Gidy xac nhén ndi dung quang cdo
¥ Ghi theo dia chi trén gidy chimg nhan dang ky kinh doanh
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Phuong tién quang cao:

(Truong hop quang céo trén bao ndi, bao hinh, bao in thi néu rd tén bao du kién
quang cdo; truong hop quang céo thong qua hdi thao, hdi nghi, to chic sy kién thi néu rd
thoi gian, dia diém cu thé du kién t6 chirc)

T6i xin cam doan cac thong tin va hd so néu trén la ding sy that va cam két thuc
hién quang cdo san pham, hang hoéa, dich vu thudc linh vuc quan ly cia Bo Y t€ theo
ding nd1 dung khi da duogc xac nhan.

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

Giam doc hoic dai dién hop phap ciia don vi
Ky tén (Ghi ho tén day du, chirc danh)
Déng ddu

? Ghi Iy do quy dinh tai Didu 21 Thong tu nay.



