Théng tw s6 09/2015/TT-BYT

BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
-------- Pde 1ap - Ty do - Hanh phiic
S6: 09/2015/TT-BYT Ha Néi, ngay 25 thdang 05 nam 2015
THONG TU

QUY PINH VE XAC NHAN NQI DUNG QUANG CAO POI VOI SAN PHAM, HANG
HOA, DICH VU DAC BIET THUQC LINH VU'C QUANLY CUA BQ Y TE

Can cu Ludt quang cdo ngay 21 thdng 06 nam 2012;

Can cir Ludt an toan thyre pham ngay 17 thdang 06 nam 2010;
Can cwe Ludt khdam bénh, chita bénh ngay 23 thdng 11 nam 2009;
Can cir Ludt héa chat ngay 21 thdng 11 nam 2007;

Can cu Ludt dwoc ngay 14 thdng 06 nam 2005;

Can cir Nghi dinh sgir 181/2013/ND-CP ngay 14 thang 11 nam 2013 cua Chinh phu quy
dinh chi tiét thi hanh mot so diéu cua Ludt quang cdo;

Can cir Nghi dinh 56 1007201 4/ND-CP ngay 06 thang 11 nam 2014 cua Chinh phi quy
dinh vé kinh doanh va siw dung san pham dinh duong ding cho tré nho, binh bu va vii ngdm nhdn
tao;

Can cir Nghi dinh 56 63/201 2/ND-CP ngay 31 thdng 08 nam 2012 cua Chinh phu quy dinh
chike ndng nhiém vy, quyén han va co cau té chirc ciia B3 Y té;

Theo dé nghi ciia Vu truéng Vu Phdp ché;

B trucng B Y té ban hanh Théng tw quy dinh vé xdc nhdn néi dung qudng cdo doi véi
san pham, hang héa, dich vu déc biét thudc linh viee quan 1y ciia BY Y té.

3 Chwong I
NHUNG QUY PINH CHUNG
Piéu 1. Pham vi diéu chinh

Thoéng tu nay quy dinh vé diéu kién, thim quyén, hd so, thii tuc xdc nhan noi dung
quang cdo d6i v6i san pham, hang héa, dich vu dic biét thudc linh vuc quan 1y ciia BO Y té,
bao gom:

1. Thudc khong thudc truong hop cdm quang cdo quy dinh tai Khoan 5 Diéu 7 cua
Luat quang céo.

2. My pham.

) 3. Thuc pham, phu gia thyc pham thudc linh vyc dugc phan céng quan 1y cia BO Y
té, bao gom:

a) Thyc pham chtic ning;

b) Thuc pham ting cudng vi chat dinh dudng;

¢) Nudc khoang thié€n nhién;

d) Nudc udng déng chai;

d) Phu gia thyc phém, chit hd trg ché bién thuc phém.

4. Hoéa chat, ché pham diét con tring, diét khuan ding trong linh vuc gia dung va y té.
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5. Trang thiét bi y té.

6. Stra va san pham dinh dudng dung cho tré thudc pham vi dugc phén cong quan ly
ctia Bo Y té khong thudc truong hgp cdm quang cdo quy dinh tai Khoan 1 Piéu 7 ciia Luat
quang céo.

7. Dich vu khdm bénh, chira bénh.
Piéu 2. Pi twong ap dung

Thong tu nay ap dung véi td chtic, cd nhan c6 lién quan dén viéc xdc nhan noi dung
quang cdo d6i voi san pham, hang héa, dich vu dic biét thudc linh vuc quan 1y cia B Y t&
trén l1anh tho Viét Nam.

Pi¢u 3. Phi thim dinh, 1¢ phi cip, cip lai gidy xdc nhin ndi dung quang cao dbi
v6i san pham, hang héa, dich vu dic biét thudc linh vue quan Iy ciia B§ Y té

) ) 1. Born’w dé nghi xac nhéan ndi dung quang céo cé tra,ch nhlf_:m‘nop phl thAm dinh, 1& phi
cap, cap lai giay xac nhén ndi dung quang cdo tai co quan ti€p nhan ho so d€ nghi xac nhan néi
dung quang cdo theo quy dinh cua phap luét.

2. Mot mau quang cdo twong tng voi mot hd so dé nghi xdc nhan nodi dung quang céo
phai ndp phi tham dinh, 1¢ phi xdc nhan nhu sau:

a) Truong hop dugc coi 1a mdt hd so de nghi xac nhan ndi dung quang cdo, bao gom:
- Mot mau quang cdo ctia mot san pham, hang héa, dich vu cho mot d6i twong;

- M6t mau quang cdo cua mdt san phém, hang hda, dich vu cho mot doi tugng cho
nhi€u hinh thirc quang cdo (vi du: to roi, ap phich, sach, bdo, ...).

. b) Truong hop khong dugc coi 1a mot hd so dé nghi xdc nhan ndi dung quang cdo,
bao gdm:

- Nhiéu mau quang cdo khic nhau ctia mot san pham, hang héa, dich vu cho mot dbi
tuong. Truong hop nay moi mau quang cdo dugc coi 1a mdt ho so d€ nghi xdc nhan ndi dung
quang céo;

- Mot mau quang cdo gdm nhiéu san pham, hang héa, dich vu khidc nhau cho mot ddi
tuong. Truong hop nay mdi san pham, hang héa, dich vu dugc coi 1a mot hd so dé nghi xéc
nhan ndi dung quang cdo.

c) boi voi quang cédo thudc:

Trudng hgp duogc coi la mdt hd so dé nghi xdc nhan ndi dung quang cdo thuoc, bao

gom:
- Céc trudng hop quy dinh tai Piém a Khoan 2 Diéu nay;

- Mot mau quang cdo ctia mot thudc ¢6 mot ham luong, mot dang bao ché cho mot
doi tugng;

- Mot mau quang cdo cta hai hay nhiéu thudc cé cting hoat chat nhung c¢6 ham lugng,
dang bao ch¢, duong dung khac nhau ctia cing mgt nha san xuat cho mot doi tugng.

d) Béi véi quang cdo my pham:

Trudng hop duoc coi 1a mot hd so dé nghi xdc nhan ndi dung quang cdo my pham,
bao gom:

- Céc truong hgp quy dinh tai Diém a Khoan 2 Diéu nay;

- Mot mau quang céo cua hai hay nhiéu san pham twong ung véi mot phiéu cong bd
san pham my pham da duoc cip sb tiép nhan.

2/31



Théng tw s6 09/2015/TT-BYT

d) Péi v6i quang cdo thuc pham, phy gia thuc pham:

- Trudng hop duogc coi 1a mot hd so dé nghi x4c nhan ndi dung quang cdo thyc pham,
phu gia thuc pham, bao gém:

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

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

- Truong hop khong duoc coi 1a mot ho6 so dé nghi xdc nhan ndi dung quang cdo thuc
pham, phu gia thyc phdm, bao gém:

+ Cdc truong hop quy dinh tai Piém b Khoan 2 Diéu nay;

+ Mot mau quang cdo cho hai hay nhiéu san pham thuc pham phu gia thyc pham c6
nh6ém cong dyng, d6i tuong sir dung khéc nhau. Trudng hop nay mdi san pham duoc coi 1a mot
ho so dé nghi x4c nhan ndi dung quang cdo.

Chuwong I1
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 QUANLY CUABQ YTE

Pieu 4. Diéu kién chung dé xac nhian ndi dung quang cao

1. Noi dung quang céo phai bao dam dung céc quy dinh cua phép luat vé quang cdo,
khong c6 hanh vi bi cam quy dinh tai Diéu 8 cua Luat quang cdo.

2. Tiéng n6i, chir viét, hinh anh trong quang céo phai bao dam ngin gon, thong dung,
ding quy dinh tai Diéu 18 cua Luat quang cdo. C& chir nho nhét trong ndi dung quang cdo
phai bao dam ty 18 du 16n dé c6 thé doc dugc trong diéu kién binh thudng va khong dugc nho
hon ty 1¢ twong dwong ¢& chit Vntime hodc Times New Roman 12 trén kho gidy A4.

Pieu 5. Diéu kién xac nhan ni dung quang cao thuoc

Thudc phai du diéu kién quang cdo quy dinh tai Diém a Khoan 4 Diéu 20 cta Luat
quang céo, ding quy dinh tai Diéu 3 Nghi dinh s6 181/2013/ND-CP ngay 14 thang 11 nim
2013 ctia Chinh phu quy dinh chi tiét thi hanh mot s6 diéu cua Luat quang cdo (sau ddy viét
tat 1a Nghi dinh s 181/2013/ND-CP) va cdc quy dinh cy thé nhu sau:

1. Thudc duoc phép quang cdo quy dinh tai Khoan 1 Diéu 1 Thong tu niy bao gom:
o) Thuéc thudc daph muc thude khong ké don va khong bi co quan nl}a nude ¢6 thim
quyén khuyén cdo han ché st dung hoac st dung c6 su giam sat cia thay thudc;

b) Truong hop quang cdo thudc trén bdo ndi, bdo hinh thi thudc phai c6 hoat chat
chinh nam trong danh muc hoat chat thudc va dugc liéu dugc quang cdo trén biao néi, bao
hinh quy dinh tai Phu lyc 02 ban hanh kém theo Thong tu nay.

2.~ Thubec da dugc cﬁp sb 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 du hd so theo quy dinh tai Dicu 14 Thong tu nay.

4. Pon vi dé nghi xic nhén ndi dung quang cdo la don vi dung tén trén gidy chimg
nhén dang ky luu hanh san pham hodc van phong dai dién tai Viét Nam cua don vi dung tén

trén gidy chung nhén dang ky luu hanh san pham hoic don vi ¢6 tu cach phdp nhén duoc don
vi dung tén trén gidy ching nhan dang ky luu hanh san phdm 4y quyén bang vin ban.

5. No6i dung quang cdo thudc phai diing céc quy dinh sau:
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a) Phai phii hop v&i cdc tai lidu quy dinh tai Khoan 1 Piéu 3 Nghi dinh sd
181/2013/ND-CP;

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

- Quang céo thudc trén sach, bdo, tap chi, t& roi c6 thém thoéng tin: thén trong, lidu
dung, cach dung;

- Quang cdo thudc trén bdo néi, bdo hinh con phai doc ro rang ndi dung quy dinh tai
Khoan 3 biéu 3 Nghi dinh s6 181/2013/ND-CP, ciac ndi dung chi dinh, chong chi dinh hoac
cac khuyén cdo cho cic doi tugng dac biét phai bao ddm dé nguodi nghe, nguoi xem cé thé
nghe hoac doc dugc day du, ro rang;

- Quang cdo trén bdo dién tur, trang thong tin di€n tir, man hinh chuyén quang céo:

+ No&i dung quang cdo c¢6 am thanh: phai c6 thdng tin nhu trén bdo ndi, bdo hinh;

+ NOi dung quang cdo khong cé am thanh: phdi c6 thong tin nhu trén siach, bdo, tap
chi, to roi;

Truong hop c¢6 nhiéu trang/phan canh quang cdo thi cdc trang/phan canh quang céo
phai xuat hién lién tiép, dung du thoi gian dé ngudi xem c6 thé doc dugce hét cdc thong tin

thé hién trén trang; trang, phan canh c6 ndi dung thong tin san pham phai dung yén, khong
chuyén dong dé nguoi doc tim hiéu k¥ vé thong tin san pham.

¢) Noi dung quang cdo thude trén phuong tién quang cdo ngoai troi phai c¢6 du thong tin
quy dinh tai Khoan 4 Diéu 3 Nghi dinh s6 181/2013/ND-CP.

d) Céc chi dinh khong duoc dua vao ndi dung quang cdo thudc:

- Céc chi dinh quy dinh tai Khoan 5 Diéu 3 Nghi dinh sé 181/2013/ND-CP;

- Chi dinh diéu tri bénh viém gan do vi rit, cdc bénh la maéi noi.

@) Céc thong tin, hinh anh khong duoc st dung trong quang céo thudc bao gdom:

- Céc thong tin, hinh anh quy dinh tai Khoan 6 Diéu 3 Nghi dinh s6 181/2013/ND-CP;
- M6 ta qud mirc tinh trang bénh 1y hodc cong dung ciia thudc;

- Hinh 4nh ddng vét, thuc vat trong danh muc can béao ton;

- Théng tin, hinh anh tao ra cdch hiéu: st dung thudc nay khong can cé ¥ kién cua
thay thudc; sir dung thudc nay hoan toan vo6 hai, khong c6 tic dung phu, khong c6 chong chi
dinh, bdo dam 100% hiéu qua.

Diéu 6. Di¢u kién xac nhin ndi dung quiang cio my pham

1. My pham phai du diéu kién quang cdo quy dinh tai Piém b Khoan 4 Diéu 20 cua
Luat quang céo.

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

a) Khong dugc st dung hinh anh, trang phuc, tén, thu tin, bai viét cua cdc don Vi, CO
s& y te, bac sy, dugc sy, nhan vién y té khac;

b) Tinh nang, cong dung cua san pham phai phu hop vo1 ban chét ctia san pham, phan
loai san pham va tinh nang, cong dung da dugc cong bo theo quy dinh cua phép luat.

3. C6 di1 ho so theo quy dinh tai Diéu 15 Thong tu nay.

4. Pon vi d& nghi xdc nhan ndi dung quang céo 1a don vi ding tén trén phleu cong b
san pham hodc vin phong dai dién tai Viét Nam cia don vi ding tén trén phiéu céng bd san
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pham hodc don vi c6 tu cdch phap nhan dugc don vi ding tén trén phiéu cong bd san pham
uy quyén bang van ban.

Pi¢u 7. Pitu kién xac nhan ndi dung quang ciao thwc pham, phu gia thue pham

1. San pham thuc pham phu gia thyc pham da c6 glay xac nhdn cong bb phit hop quy
d1nh an toan thuc pham (d6i véi san pham chua c¢6 quy chuin ky thuat quoc gia) hodc giay
tiép nhan ban cong bd hop quy ciia co quan nha nude c6 thim quyén cép.

2. Noi dung quang cdo phai theo ding quy dinh tai Piéu 5 Nghi dinh so
181/2013/ND-CP va cic ndi dung sau day:

a) D6i vai cdc ndi dung ngoai ndi dung da cong bd thi phai ¢ tai liéu hop phép, tai
liéu khoa hoc chitng minh va trich dan ro nguén tai liéu tham khao trong market, kich ban
quang cdo; ddi voi san pham c6 cach sir dung, cdch bao quan dic biét phai dugc néu cy thé
trong quang c4o;

b) Ddi vOi quang cdo trén bang, bién, pand, ké gid k& hang, chay chir dudi chén céc
chuong trinh t}ruyén hinh, trén céq vat dung khac, vat thé trén khéng, dudi nudc, vat thé di
dong khong bat budc phai chira day du cdc ndi dung thong tin vé cich dung, tic dung, bao
quan nhung phai bao délp phu hgp véi ndi dung da cong bo hop quy hodc cong bd phu hop
quy dinh an toan thyc pham;

¢) Khéng duge quang cdo thyuc pham duéi hinh thic bai viét cta bac sy, duoc sy, nhan
vién y té, c6 ndi dung md ta thuc pham c6 tic dung diéu tri bénh;

d) Khong duoc su dung hinh anh, trang phuyc, tén, thu tin cua cic don vi,ﬁ cosdy té,
bac sy, dugc sy, nhan vién y té, thu cam on cua nguoi bénh d€ quang cdo thuc pham.

3. C6 di1 ho so theo quy dinh tai Diéu 16 Thong tu nay.

4. Pon vi dé nghi xéc nhén noi dung quang céo la don vi ding tén trén gidy tiép nhan
ban cong bd hop quy hodc glay xdc nhan cong bd phit hop quy dinh an toan thuc pham (dbi
v6i san pham chua c6 quy chuan ky thudt quoc gia) hodc don vi ¢ tu céch phdp nhén duoc

don vi dung tén trén giay tlep nhdn ban cong bd hop quy hoidc gidy xdc nhan céng bd phit
hop quy dinh an toan thyc pham iy quyén bang vin ban.

Piéu 8. Piéu kién xac nhan ndi dung quang cao héa chit, ché pham diét con
trung, diét khuan dung trong linh vuc gia dung va 'y té

1. Phai du diéu kién quang cdo quy dinh tai Piém ¢ Khoan 4 Diéu 20 cta Luat quang

2. Noi dung quang cdo phai theo ding quy dinh tai Pidu 6 Nghi dinh s
181/2013/ND-CP.

3. C6 du hd so theo quy dinh tai Diéu 17 Thong tu nay.

4. Pon vi dé nghi xdc nhan ndi dung quang cdo 1a don vi dung tén trén gidy chimg
nhén dang ky luu hanh san pham hoic don vi c6 tu cach phdp nhan dugc don vi ding tén
trén gidy chirng nhan dang ky luu hanh san pham iy quyén bang vin ban.

Piéu 9. Piéu kién xac nhin ndi dung quang cio trang thiét biy té

1. Phai du diéu kién quang cdo quy dinh tai Diém g Khoan 4 Piéu 20 ctua Luat quang
2. Noi dung quang cdo phai theo ding quy dinh tai Pidu 7 Nghi dinh s

181/2013/ND-CP.
3. C6 du hd so theo quy dinh tai Dicu 18 Thong tu nay.
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4. Pon vi dé nghi xdc nhan ndi dung quang cdo la don vi dimg t@n trén gidy chimng
nhén dang ky luu hanh dbi voi san pham san xuat trong nudc hodc gidy phép nhap khau 601
v6i san pham nhap khau hodc vin phong dai dién tai Viét Nam ctia don vi dtng tén trén gidy
phép nhap khau hodc don vi c¢6 tu cich phap nhén duge don vi dang tén trén gidy chimg
nhédn dang ky luu hanh d6i véi san pham san xuét trong nudc hodc gidy phép nhap khau dbi
v6i san pham nhap khau iy quyén bang vin ban.

DPieu 10. Pieu kién xac nhin ndi dung quéang cio sira va san pham dinh dwéng
dung cho tré

1. Phai du diéu kién quang cdo quy dinh tai Blem d Khoan 4 Diéu 20 cia Luat quang
cdo va c6 gidy tlep nhan ban cong bd hop quy hoac gidy xdc nhan cong b phit hop quy dinh
an toan thuc pham (d01 v6i nhitng san pham chua c¢6 quy chuan k¥ thuat) ciia co quan nha
nude ¢6 tham quyén cap.

2. Noi dung quang cdo phai theo ding quy dinh tai Pidu 8 Nghi dinh s
181/2013/ND-CP va Khoan 2 Diéu 6 Nghi dinh s6 100/2014/ND-CP ngay 06 thang 11 nim
2014 ctia Chinh phii quy dinh v& kinh doanh va st dung san pham dinh dudng ding cho tré
nho, binh bud va vi ngdm nhan tao.

3. C6 di1 ho so theo quy dinh tai Diéu 16 Thong tu nay.

4. Pon vi d& nghi xdc nhan ndi dung quang céo la don vi dung tén trén gidy tiép nhan
ban cong bd hop quy hodc gidy xdc nhan cong bo phit hgp quy dinh an toan thuc pham (ddi
v6i nhitng san pham chua c¢6 quy chuan k¥ thuat) hodc don vi ¢6 tu cdch phap nhan duoc don
vi dung tén trén gidy tiép nhan ban coéng bd hop quy hodc gidy xdc nhan cong bd phi hop
quy dinh an toan thuc pham ty quyén bang vin ban.

Pi¢u 11. Piéu kién xdc nhan ndi dung quing cio dich vu kham bénh, chira bénh

1. Phai du diéu kién quang cdo quy dinh tai Piém e Khoan 4 Diéu 20 cta Luat quang
cao, cu thé nhu sau:

a) Giéy phép hoat dong kham bénh, chita bénh dbi v6i co sé kham bénh, chita bénh;
~ b) Ching chi hanh nghé khdm bénh, chita bénh ddi v6i ngudi hanh nghé ma phdp luft
v€ kham bénh, chira bénh quy dinh bat budc phai c6 ching chi hanh nghe.

2. Noi dung quang cdo phai theo ding quy dinh tai Pidu 9 Nghi dinh s
181/2013/ND-CP.

3. C6 di1 ho so theo quy dinh tai Diéu 19 Thong tu nay.

4. Pon vi dé nghi x4c nhan ndi dung quang céo 1a don vi ding tén trén gidy phép hoat
d@pg kham bénh, chita bénh hoac don vi c¢é tu cé‘ch phép nhan dugc don vi dung tén trén
gidy phép hoat dong kham bénh, chita bénh ly quyén bang véan ban.

Diéu 12. Tham quyén cap gidy xac nhian ndi dung quang cdo thudc linh vire quan
ly caia By Y te

1. Céc t0 chiic thudc BO Y té ¢6 tham quyén cép gidy x4c nhan ndi dung quang céo:

@) Cyc Quan ly dugc cip gidy xdc nhan ndi dung quang cdo thudc quy dinh tai Khoan
1 biéu 1 Thong tu nay;

b) Cuc An toan thyc phém’cép gidy xdc nhan noi dung quang céo thyc pham chirc
nang; thuc phdm tang cuong vi chat dinh dudng; stra va san pham dinh dudng dung cho tré
quy dinh tai Khoan 6 DPi¢u 1 Thong tu nay;

¢) Cuc Quan ly khdm, chita bénh cap gidy xdc nhan ndi dung quang cdo dich vu kham

bénh, chtra bénh bang phuong phap y hoc hién dai cua co s¢ kham bénh, chita bénh do Bo
truong Bo Y té cap gidy phép hoat dong, phé duyét danh muc chuyén mon k¥ thuat;
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d) Cuc Quan ly y, dugc co truyén cép glay xdc nhan ndi dung quang céo dich vu
kham bénh, chira benh bang ‘phuong phap y hoc ¢co6 truyén cua co sé khdm bénh, chira bénh
do Bo truong Bo Y té cip gidy phép hoat dong, phé duyét danh muc chuyén mén k¥ thuat ;

d) Cuc Quan ly mdi truong y té cap gidy xdc nhan noi dung quang cdo hoa chét, ché
pham diét con tring, diét khuan ding trong linh vuc gia dung va y té;

e) Vu Trang thiét bi va Cong trinh y té cAp gidy xdc nhan ndi dung quang cdo trang
thiét bi y té (ky thira 1énh Bo truong Bo Y té).

2. S Y té tinh, thanh phé truc thuéc Trung wong cip gidy xdc nhan ndi dung quing
cdo d6i voi:

a) My pham cia co s¢ ding tén trén phiéu cong bd san phdm my pham c6 tru so
chinh dit tai dia ban quan 1y cua S& Y té; Truong hop quang cdo my pham thong qua hoi
nghi, hoi thao, t6 chiic sy kién thi S¢ Y té tinh, thanh phd tryc thudc Trung wong noi du kién
t6 chirc hoi nghi, hoi thao, su kién cap gidy xdc nhan ndi dung quang céo;

o b) Dich vu khdm bénh, chita bénh cia co s& kham bénh, chita bénh do Gidm ddc S6' Y
te cap giay phép hoat dong, phé duyét danh muyc chuyén mon k¥ thuat.

3. Chi cuc An toan vé sinh thuc phém thudc S& Y té tinh, thanh phé tryc thudc Trung
wong c6 tham quyén:

a) Cap gidy xdc nhan ndi dung quang cdo nudc khodng thién nhién, nudc udng déng
chai, phu gia thyc pham, chat ho trg ché bién thuc phim;

b) Cap gidy xdc nhan noi dung quang cdo dbi voi hinh thirc quang cdo thoéng qua hoi
nghi, hoi théo, su kién gi¢i thi€u thuc pham, phu gia thuc pham quy dinh tai Khoan 3 Dicu 1
Thong tu nay t6 chuc trén dia ban;

c) Tra 10i y kién vé ndi dung quang cdo thyc pham c6 cong bo tic dung téi sirc khoe
khi cdc co quan c6 thim quyén dugc giao nhiém vy cdp gidy x4c nhan hodc thim dinh noi
dung quang cdo thuc pham thugc linh vuc quan 1y nha nuéc cua B Cong Thuong, Bo Nong
nghiép va Phat trién ndng thon lay y kién.

Piéu 13. Yéu ciu chung doi véi ho so dé nghi xac nhin ndi dung quéng cdo sin phéam,
hang héa, dich vu trong linh vuc quan ly cia B9 Y té

1. H6 so dugc lam thanh 01 bo.

2. Ho so ¢6 céc gidy td sau day:

a) Van ban dé nghi x4c nhan ndi dung quang cdo theo quy dinh tai Phu luc 01 ban
hanh kem theo Thong tu nay;

b) Gidy ching nhan ding ky kinh doanh ctia doanh nghiép hodc gidy phép thanh lap
van phong dai dién cua thwong nhan nudc ngoai;

¢) Noi dung dé nghi xdc nhan quang cdo:

- Néu quang céo trén bdo néi, bdo hinh thi phai ¢6 01 ban ghi n6i dung quang cdo dy
kién trong dia hinh, dia 4m thanh, file mém kém theo 03 ban kich ban dy kién quang cdo,

trong d6 miéu ta rd néi dung, phuong tién dy kién quang c4o, phan hinh anh (ddi véi bdo
hinh), phan 161, phan nhac;

- Néu quang céo trén cic phuong tién quang cdo khong phai bao n6i, bao hinh thi phai
¢6 03 ban ma-két ndi dung du kién quang cdo in mau kém theo file mém ghi ndi dung du
kién quang cdo;

- Néu quang cdo thong qua hoi thao, hoi nghi, t6 chirc su kién: Ngoai céc tai liéu quy
dinh tai diém nay phai ¢ cdc tai lidu: mau quang cdo st dung trong chwong trinh da duoc co
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quan c6 thim quyén phé duyét con hiéu lyc (trong truong hop mau quang cdo da duge duyét
ndi dung), chuong trinh ¢ ghi ro tén ndi dung béo cdo, thoi gian (ngay/thang/nim), dia diém
t6 chirc (dia chi cu thé); ndi dung bai bdo cdo va tai liéu trinh bay, phat cho ngudi du; bang
ké tén, chirc danh khoa hoc, trinh dd chuyén mon cua bdo cdo vién (Bdo cdo vién phai c6
bang cap chuyén mén, trinh d6 pht hop véi linh vyc san pham hang héa, dich vu dugc
quang cdo. Dbi voi quang cdo thudc: bdo cdo vién phai cé bang cap chuyén mon vé duoc.
Dbi vOi quang cdo dich vu khdm bénh, chlta bénh: bdo cdo vién phai c6 bang cap chuyén
mon vé 'y phu hop. Déi voi quang cdo thuc pham, phu gia thyc pham, chét hd trg ché bién
thyc phdm: bdo cdo vién phai ¢ bang cip chuyén mén vé y duoc hodc linh vyc lién quan tir
dai hoc trd 1€n).

o d) Mau nhén san pham hodc mau nhin san pham da dugc co quan y té c6 tham quyén
chap thuan trong truong hop phédp ludt quy dinh nhén san pham phai dugc co quan y t€ c6
tham quyén duyét.

3. Céc yéu cau khac d6i voi ho so:

a) Truong hop don vi dé nghi xdc nhan nodi dung quang cdo 1a don vi duoc iy quyén
thi phai c6 cac gidy to sau day:

- Vin ban ty quyén hop 1¢;

- Gidy chimng nhan dang ky kinh doanh hodc Gidy phép thanh 1ap Vin phong dai dién
cua thuong nhan nudc ngoai cua don vi dugce iy quyén.

b) Tai li¢u tham khao, chung minh, x4c thuc thong tin trong ndi dung quang cio:

- Céc tai liéu bang tiéng Anh phai dich ra tiéng Viét kem theo tai liéu gbc bang tiéng
Anh. Ban dich tiéng Viét phai dugc dong dau xac nhan ctia don vi d€ nghi xdc nhan ndi dung
quang céo;

- Céc tai liéu bang tleng nuoc ngoai khong phai la tleng Anh phai dich ra tiéng Viét

va kém theo tai liéu gbc bang tiéng nudc ngoai. Ban dich tiéng Viét phai dugc cong ching
theo quy dinh cua phép luat.

¢) Céc tai liéu trong ho so dugc in 16 rang, sap xep theo trinh tu quy dinh tai céc diéu
ctia Thong tu nay, gilta cdc phan c6 phan cdch bang gidy mau, c6 trang bia va danh muc tai
liéu;

d) Céc gidy td trong hd so dé nghi xdc nhan ndi dung quang cdo phai con hiéu luc, 1a
ban sao ching thuc hodc ban sao c6 déng dau cia don vi d& nghi xdc nhan nodi dung quang
cdo. Céc tai liéu trong hd so phai ¢6 ddu, dau gidp lai cia don vi dé nghi xdc nhan ndi dung
quang céo;

d) Mau ndi dung quang cdo dugc trinh bay trén khd gidy A4. Mau hinh thic quang
céo ngoai troi kho 16n cé thé trinh bay trén kho gidy A3 hoac kho gidy khic va ghi 1o ty 1€
kich thudc so voi kich thudce that.

4. Yé&u cau doi vdi ho so ndp tai co quan da cung cap dich vu cong tryc tuyén muc do

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

Piéu 14. H6 so' dé nghi xdc nhin ndi dung quang cdo thudc
1. Céc gidy to quy dinh tai Diéu 13 Thong tu nay.
2. T hudng dan sir dung thudc dd duge Cuc Quan 1y duge - Bo Y té phé duyét.

3. Gi’éy phép Iuu hanh san pham do Cuc Quan 1y duoc cap hodc quyét dinh cap sd
dang ky thudc tai Cuc Quan ly dugc.

8/31



Théng tw s6 09/2015/TT-BYT

Pi¢u 15. Ho so' dé nghi xdc nhin ni dung quang cido my phim

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

2. Phiéu cong bd san pham my pham da dugc co quan nha nudc c6 thim quyén cip.

3. Tai liéu hop 1§, tin c@y chimg minh cho tinh nang, céng dung cua san pham trong
truong hop ndi dung quang cdo my pham néu tinh ning, cong dung cua san pham khong c6
trong ndi dung cua Phiéu cong bd san pham my pham di duoc co quan c¢6 thim quyén cip sb
tiép nhan.

) Piéu 16. H6 so dé nghi xac nhan ndi dung quing cio thwe pham, phu gia thuc
pham, sira va san pham dinh dwéng dung cho tré

1. Cic gidy to quy dinh tai Piéu 13 Thong tu nay.

2. Gidy t1ep nhan ban cong bd hop quy hoac gidy xdc nhan cong b phit hop quy dinh
an toan thuc pham (d01 v6i nhitng san pham chua c¢6 quy chuan k¥ thuat) ciia co quan nha
nudc c6 tham quyén cap.

3. Ban thong tin chi tiét vé san pham da duoc co quan ¢6 tham quyén xdc nhén.

4. Tai li€u hop 1€, tin cdy chung minh cho tinh ning, cong dung, thdng tin clia san
pham trong trudng hop ndi dung quang cdo néu tinh nang, cdng dung, thong tin khdng c6
trong ban thong tin chi tiét vé san pham di duoc co quan cé tham quyén xdc nhén.

Diéu 17. Ho so dé nghi xac nhin ndi dung quang cio héa chit, ché pham diét con
trung, diét khuin dung trong linh vuc gia dung va 'y té

1. Cic gidy to quy dinh tai Piéu 13 Thong tu nay.

2. Gidy chtng nhan ding ky luu hanh héa chat, ché pham diét con tring, diét khuan.
Diéu 18. Ho so' dé nghi xdc nhin ndi dung quang cdo trang thiét bi y té

1. Cic gidy to quy dinh tai Piéu 13 Thong tu nay.

2. Gidy phép nhap khau trang thiét bi y té hodc gidy chting nhan ding ky luu hanh
trang thiét bi y té.

Piéu 19. Ho so dé nghi xac nhan ndi dung quang cio dich vu kham bénh, chira
bénh

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

2. Giéy phép hoat dong kham bénh, chita bént} cua co so& th}rc hién d’ich vu kham
bénh, chita bénh dugc quang cdo do Bo truong Bo Y té hodc Giém doc So Y té cap va danh
muc k¥ thuat chuyén mon da dugc Bo trudng BO Y t€ hodc Gidm doc S¢ Y t€ phé duyét.

3. Chting chi hanh nghé kham bénh, chita bénh ctiia nguoi thyc hién dich vu kham bénh,
chita bénh dugc quang céo trong truong hop phap luat quy dinh phai cé ching chi hanh nghe.

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

1. Pon vi dé nghi xdc nhan nodi dung quang cdo nop hd S0’ tai co' quan c6 tham quyén
quy dinh tai Piéu 12 Thong tu nay (sau diy viét tit 1a co quan tiép nhan ho so).

2. Trudng hop hd so chura hop 1€, trong thoi gian 05 ngay lam viéc ke tir ngay nhan ho
so theo dau tiép nhin cong vin dén cta co quan tiép nhan ho so, co quan tiép nhan hd so ¢6
van ban dé nghi don vi sua ddi, bod sung. Thoi gian dé don vi dé nghi xdc nhén ndi dung
quang cdo stra ddi, bd sung hoan chinh ho so theo yéu céu t6i da 12 90 ngay ké tir ngay nhan
dugc vin ban thong bdo stra doi, bd sung cua co quan tiép nhan hd so. Qua thoi han nay thi
h6 so dé nghi x4c nhan ndi dung quang cdo hét gia tri.
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3. Trong thoi gian 10 ngay lam viéc ké tir ngay nhan da ho so hop 1€ theo dau tlep
nhan cong vin dén cua co quan tlep nhan hd so, co quan nha nudc c6 tham quyén cép gidy
xac nhan ndi dung quang cdo theo mau quy dinh tai Phu luc 03 ban hanh kém theo Thong tu
nay. Truong hop khong cip gidy xdc nhan nodi dung quang cdo, co quan nha nudc co tham
quyén phai tra 10i bang vin ban va néu 16 1y do khong cép.

4. Co quan tiép nhan ho so ¢6 trach nhiém cong bd trén Céng thong tin dién tir cua co
quan minh danh muc san pham, hang héa, dich vu thuge tham quyén phu trach di dugc cap
gidy xdc nhan noi dung quang cdo hodc ¢ gidy xdc nhan ndi dung quang cdo hét hiéu lyc.

5. Dbi véi quang cdo thong qua hinh thirc hoi thao, hdi nghi, t6 chirc su kién:

a) Trude khi tién hanh viéc quang céo it nhat 02 ngay lam viéc, to chirc, c4 nhan c6
san pham hang héa, dich vu dac biét thudc linh vyc quan ly cia BO Y té da duoc co quan c6
tham quyen ctia Bo Y té cap gidy xdc nhan ndi dung quang cdo dbi véi hinh thirc hoi théo,
hoi nghi, t6 chic su kién phai ¢6 van ban thong bdo vé hinh thuc, thoi gian va dia diém
quang cdo kém theo ban sao gidy xdc nhan ndi dung quang céo, mau quang cdo hodc kich
ban quang cdo da dugc duyét cho S6'Y té noi to chirc quang cdo dé thanh tra, kiém tra trong
truong hop can thiét;

b) Truong hop c6 thay doi vé dia diém, thoi gian to chtrc hoi thao, hoi nghi, to chtrc
su kién so voi noi dung ghi trén gidy xdc nhan ndi dung quang céo, t6 chuc, cd nhén ¢6 san
pham hang héa, dich vu quang cdo phai thong bdo téi SO Y té dia phuong noi t6 chirc trudce
khi tién hanh viéc quang cdo it nhat 02 ngay lam viéc.

6. Thu tuc dang ky xdc nhan ndi dung quang cdo duoc thyc hién lai tr dau trong cac
truong hop sau day:

a) Pon vi d¢ nghi xdc nhan ndi dung quang cdo stra doi, bd sung ho so khong theo ding
van ban dé nghi stra doi, bo sung cua co quan tiép nhan ho so;

b) Pon vi dé nghi xdc nhan ndi dung quang cdo sura d6i, bo sung ho so khong theo
didng thoi han quy dinh tai Khoan 2 Diéu nay.

7. Dung tiép nhan ho so dé nghi xdc nhan noi dung quang cédo cua don vi vi pham cdc
quy dinh cua phép luat vé quang cdo cho dén khi c6 quyét dinh xir Iy vi pham cua co quan,
ngudi ¢6 tham quyén va don vi chip hanh xong quyét dinh xur 1y.

Piéu 21. Cép lai gidy xdc nhin ni dung quang cio

1. Cép lai gidy xdc nhan ndi dung quang cdo trong trudng hop bi mét hodc bi hu
hong:

a) Co sO c6 tén trén gidy xdc nhdn ndi dung quang cdo hodc co so duoc uy quyén theo
quy dinh guri van ban de nghi cap lai téi co quan cé thim quyén da cdp gidy xdc nhan noi
dung quang cdo theo mau quy dinh tai Phy luc 04 ban hanh kém theo Thong tu nay;

b) Trong thoi han 05 ngay lam viéc ké tir ngay nhén dugc van ban de nghi theo dau
tiép nhan coéng van dén cua co quan tiép nhan ho so, co quan c6 tham quyén xdc nhan noi
dung quang cdo xem xét cap lai cho co so. Truong hop tir chdi cip lai, co quan c¢6 tham
quyén phéi c6 van ban thong biao néu rd 1y do.

2. Cép lai gidy xdc nhan ndi dung quang cdo trong céc truong hop gidy xdc nhan ndi
dung quang cdo hét hiéu luc str dung quy dinh tai Diém a Khoan 1, Diém a Khoan 2, Diém a
Khoan 3, Piém a Khoan 4, Piém a Khoan 5 Diéu 23 Thong tu nay va khong c6 thay d6i vé
ndi dung quang cdo:

a) Co s& co tén trén giay xdc nhan ndi dung quang cdo hodc co s¢ dugc uy quyén theo
quy dinh guri ho so dé nghi cap lai t&i co quan cé tham quyén da cap giay xdc nhén ndi
dung quang cdo, bao gdm cdc gidy to sau day:
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- Vin ban d¢ nghi cép lai gidy x4c nhan ndi dung quang cdo theo mau quy dinh tai
Phu luc 04 ban hanh kem theo Thong tu nay;

- Mt trong cac giay to con hiéu luc tuong ung véi sdn pham, hang héa, dich vu de
nghi xac nhan ndi dung quang cdo sau day:

+ Déi vai quang cdo thudc: Gidy phép luu hanh san phdm do Cuc Quan Iy dugc cap
hodc quyét dinh cap s6 dang ky thuoc tai Cuc Quan ly dugc;

+ Dbi vai quang cdo my pham: Phiéu cong bd san pham my pham da duoc co quan
nha nudc c¢6 tham quyén cap;

+ £)01 v6i quang cdo thuc pham, phu gia thuc pham,: Gidy tiép nhan ban céng bd hop
quy hodc gidy xdc nhan céng bd phit hop quy dinh an toan thyc pham (d01 v6i nhitng san
pham chua c6 quy chuan ky thudt) ciia co quan nha nudc cé tham quyén cap; Ban thong tin
chi tiét vé san pham; mau nhan chinh da duoc co quan nha nudc ¢é tham quyén phé duyét;

+ Dbi v6i quang cdo héa chit, ché pham diét con trung, diét khuan diung trong gia
dung va y té: Gidy ching nhan dang ky luu hanh héa chat, ch¢ pham diét con trung, diét
khuan;

+ Pdi véi quang cdo trang thiét bi Yy té: Glay phép nhap khau trang thiét bi y té hoac
gidy ching nhan ding ky luu hanh trang thiét bi y té.

- Glay xdc nhan ndi dung quang cdo da hét hiu luc kém theo mau hodc kich ban
quang cdo da dugc duyét.

b) Trong thoi han 05 ngay lam viéc ké tir ngay nhan dugc van ban dé nghi theo dau tiép
nhan cong vin dén cua co quan tiép nhan hod so, co quan cé tham quyen xdc nhdn ndi dung
quang cdo xem xét cap lai gidy xdc nhan cho co so. Truong hop tir chdi cap lai gidy xdc nhan, co
quan c6 tham quyén phai cé van ban théng bdo néu 13 1y do.

3. Cép lai gidy xdc nhan ndi dung quang cdo trong truong hop gidy xdc nhan ndi dung
quang cdo con hiéu luc nhung cé thay doi vé tén, dia chi cua to chiic, c4 nhan chiu trach
nhiém dua san pham, hang héa, dich vu ra thi truong va khong thay doi ndi dung quang céo:

a) Co s0 c6 tén trén glay xdc nhdn ndi dung quang cdo hodc co s duoc uy quyén theo
quy dinh gii hd so de nghi cép lai t6i co quan c6 tham quyén di cdp gidy xdc nhan noi
dung quang cdo, bao gém cdc gidy to sau:

- Vin ban d¢ nghi cép lai gidy x4c nhan ndi dung quang cdo theo mau quy dinh tai
Phu luc 04 ban hanh kem theo Thong tu nay;

- Gidy x4c nhan noi dung quang cdo di duoc cip kém theo miu hodc kich ban quang
céo da dugc duyét;

- Vén ban cua co quan c6 tham quyén vé viéc thay ddi vé tén, dia chi cua to chirc, ca nhan
chiu trach nhiém dua san pham, hang héa, dich vu ra thi truong.

b) Thu tuc gﬁp lai giﬁy xdc nhén ndi dung quang cdo thuc hién theo quy dinh tai cic
khoan 2, 3, 4, 5 Bi€u 20 Thoéng tu nay.

4. Cég lai gidy xdc nhan ndi dung quang cdo trong truong hop gidy x4c nhan ndi dung
quang cdo hét hiéu lyc s dung quy dinh tai Diéu 23 Thoéng tu nay nhung khong thudc
truong hop quy dinh tai Khoan 2 Dicu nay va céc truong hop thay doi, b6 sung ndi dung
quang cdo nhung khong thudc truong hop quy dinh tai Khoan 3 Diéu nay:

Doanh nghiép phai lam hd so, thu tuc ding ky xdc nhan ndi dung quang cdo nhu
truong hop dang ky ban dau.

5. H6 so dé nghi cap lai gidy xdc nhan noi dung quang cdo phai theo ding yéu cau
quy dinh tai Khoan 3 Di¢u 13 Thong tu nay.
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Piéu 22. Cach ghi sb gidy xdc nhan ndi dung quang cio

1. Déi vé6i ndi dung quang céo do céc t6 chirc thuge BO Y té cap gidy xdc nhan noi dung
quang cdo, nguyén tac ghi nhu sau: s thir tuy dugc cap/nam cap/XNQC-tén viét tit cua to chirc
cap. Vi du: 123/2015/XNQC-ATTP.

2. £)01 voi gidy xdc nhan ndi dung quang cdo do SO’ Y té, Chi cuc An toan v¢ sinh thuc pham
cap, nguyén tic ghi nhu sau: sb thir tu dugc cAp/nam cap/XNQC-tén viét tit ciia to chirc cip va tén
viét tit ciia cdc tinh, thanh phd tryc thudc trung wong. Vi du: 123/2015/XNQC-YTHN hoic
123/2015/XNQC-ATTPHN.

Diéu 23. Cac trwong hop hét hiéu luc sir dung ciia gidy xdc nhin ndi dung quang

1. Céc trudong hop hét hiéu luc sir dung cuia gidy xdc nhan ndi dung quang cdo thudc:
a) Thudc c6 s6 dang ky da hét han;

b Thubc bi rut s6 dang ky hodc thudc bi co quan quan Iy nha nuéc c¢é thim quyén
khuyén cdo han ché st dung;

¢) Thay dbi thong tin vé chi dinh, chdng chi dinh, liéu luong cua thude.

2. Cdc truong hop hét hiéu lyc s dung cta gidy x4c nhan noi dung quang cdo my
pham:
a) SO tiép nhan phiéu cong bd san pham my pham da hét hiéu lyc;
~ b) My phim bj dinh chi luu hanh hogc bi thu hdi hodc bj rit s6 tiép nhan phiéu cong
bo;
~¢) C6 nhing thay d6i vé thong tin anh huong dén tinh an toan va chit luong ciia my
pham.

3. Céc truong hop hét hiéu luc str dung cta gidy xdc nhan ndi dung quang cdo thuc
pham, phu gia thuc pham, stta va sdn phdm dinh dudng dung cho tré:

a) Giay ‘giép nhén ban cong b6 hop quy hodc gidy xdc nhan cong bd phit hgp quy dinh
an toan thyc pham hét hiéu luc;

~ b) Doanh nghiép bi thu hdi gidy chimg nhén co s¢ di diéu kién vé sinh an toan thyc
pham;

¢) San pham, hang ho4 c6 nhiing thay d6i vé thanh phan hoic cong dung;
d) San pham, hang héa bi dinh chi luu hanh hodc bi thu hoi.

4. Céc truong hop hét hiéu lyc s dung cua gidy xdc nhan noi dung quang cdo hoa
chét, ché pham diét con tring, diét khuan dung trong linh vuc gia dung va y té:

a) Gidy chung nhan ding ky luu hanh héa chét, ché pham diét con tring, diét khuan
dung trong linh vuc gia dung va y té hét hi¢u luc;

b) San pham, hang héa bi dinh chi Ivu hanh hodc bi thu hoi;

¢) San pham, hang héa c6 noi dung thay doi, bo sung vé thanh phan, cong dung hoic
thong tin khdc anh huéng dén tinh an toan cua san pham so véi gidy chimg nhan dang ky luu
hanh da dugc Bo Y té cap con hi¢u lyc.
5. Céc truong hop hét hiéu lyc sir dung ctia gidy xdc nhan noi dung quang céo trang
thiét bi y te:
) a) Gidy phép nhap khau hoic gidy ching nhan dang ky luu hanh san pham, hang héa
hét hiéu luc;
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b) San pham, hang héa bi dinh chi luu hanh hodc bi thu hoi.

6. Céc truong hop hét hiéu lyc sir dung cta gidy xdc nhan ndi dung quang cdo dich vu
kham bénh, chita bénh:

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

b) Co s6 khdam bénh, chita bénh bi tudc quyén sir dung gidy phép hoat dong theo quy
dinh cta phap luat vé xu ly vi pham hanh chinh;

¢) Co s6 khdm bénh, chira bénh dugc cip lai gidy phép hoat dong do thay dbi pham vi
hoat ddng chuyén moén c6 li€n quan dén dich vu kham bénh, chita bénh dugc quang céo.

7. Céc truong hop khac theo quy dinh cua phép luét.

~ ChuongIll
PIEU KHOAN THI HANH

Piéu 24. Hiéu lyc thi hanh
1. Thong tu nay c6 hiéu lyc tir ngay 16 thang 7 nam 2015.

2. Thong tu nay bii bo cdc vin ban, quy dinh sau ddy ké tir ngay Thong tu nay c6 hiéu
luc:

a) Céc quy dinh vé quang cdo thudc trong Thong tu s6 13/2009/TT-BYT ‘ngay 01 thang 9
nam 2009 ctia Bo trudong Bo Y té hudng dan hoat dong thong tin, quang céo thudc;

b) Céc quy dinh vé quang cdo thuoc trong Thong tu 5O 45/2011/TT-BYT ngay 21 thang
12 nam 2011 cua Bo truong BO Y té sira doi, bd sung mot s6 dleu ctia Quyét dinh s
1570/2000/Qb-BYT ngay 22/5/2000 cua B§ truong Bo Y té vé vige trién khai d4p dung nguyén
tac “Thyc hanh t6t phong klem nghiém thuoc” Quyét dinh s 2701/2001/Qb-BYT ngay
29/6/2001 cua B6 truéng BO Y té vé viéc trién khai 4p dung nguyén tac “Thyc hanh tot bao quan
thudc”; Thong tu s6 06/2004/TT-BYT ngay 28/5/2004 cua B Y té huong dan san Xut gia cong
thudc; Quyet dinh 3886/2004/QD-BYT ngay 13/11/2004 cua Bo Y té vé vige trién khai dp dung
nguyén tic, tiéu chuan “Thyc hanh tot san xuat thude” theo khuyén cdo cta to chiic y té thé gidi;
Thong tu s6 13/2009/TT-BYT ngay 01/9/2009 ciia Bo Y té huéng dan hoat dong thong tin quang
cdo thude; Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 cia B§ Y t€ quy dinh vé ding 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 tiép xtc tryc tiép voi thude;

¢) Thong tu s6 42/2010/TT-BYT ngay 15 thang 12 nam 2010 cia B9 Y‘té’ ban hanh Danh
muc hoat chat thuoc va dugc liéu dugc dang ky quang cdo trén phat thanh, truyén hinh;

d) Cic quy dinh vé quang cdo my pham trong Thong tu s6 06/2011/TT-BYT ngay 25
thang 01 ndm 2011 cua B trudong B9 Y té quy dinh vé quan 1y my pham;

d) Thong tu s6 08/2013/TT-BYT ngay 13 thang 03 nam 2013 cua B truong BO Y té
hudng dan vé quang cdo thuc pham thudc pham vi quan 1y cia B Y t&.
Diéu 25. Pi¢u khoén tham chiéu
) 1. Trudng hop vin ban duoc dan chiég trong Thong tu nay dugc sua d6i, bo sung, thay
the hodc bai bo thi 4p dung theo van ban stra doi, bo sung, thay thé hodc bai bé.

2. Truong hop cdc glay to: gidy chung nhan, gidy phép, gidy tiép nhan, gidy xdc nhan,
phiéu cong bd, quyet dinh cap s6 dang ky thude quy dinh trong Théng tu nay dugc co quan
nha nudc cé thim quyén ban hanh vin ban stra doi, bo sung, thay thé bang loai gidy to khéc
hodc ¢6 tén goi khéc thi dp dung theo tén goi cua loai gidy to da duoc sira d6i, bo sung, thay
thé.
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Piéu 26. Quy dinh chuyén tiép

1. T6 chirc, cd nhan di dang ky hd so quang cdo san pham, hang héa, dich vu déc biét
thudc linh vuc quan 1y ciia Bo Y té duoc co quan quan 1y nha nudc c6 tham quyen cap gidy tiép
nhan ho so dang ky quang cdo trudc ngay Thong tu nay c6 hiéu lyc dugce tiép tuc thyc hién
quang cdo cho dén khi gidy tiép nhan ho so ding ky quang cdo hét hiéu luc.

2. Dbi v6i san pham, hang héa, dich vu di diéu kién cp gidy xdc nhan ndi dung quang cdo
qua mang theo hinh thirc dich vu cdng tryc tuyén, co quan cé tham quyen to churc viéc cap giay xac
nhan ndi dung quang cdo trén co s¢ quy dinh cua Thong tur nay va cac quy dinh cta phdp luat c6 lién
quan.

Piéu 27. Trach nhiém thi hanh

1. Nguoi dung dau cic co quan cé thim quyen cép gidy xdc nhan ndi dung quang cdo
quy dinh tai Diéu 12 Thong tu nay c6 trach nhiém t6 chirc thyc hién Thong tu trong pham vi linh
vuc dugc phin cong va to chiic kiém tra, gidm sit hoat dong quang cdo sau khi cdp gidy xédc
nhan.

2. Pon vi d¢ nghi xdc nhan ndi dung quang cdo phai chiu trich nhiém vé tinh phap ly,
tinh chinh x4c ctia c4c thong tin, tai li€u trong ho so va ndi dung quang céo.

3. Vu trudng Vu Phap ché, Chanh Vin phong B9, Chanh Thanh tra B9, Vu truéng, Cuc
trudng, Téng Cuc trudng cic Vuy, Cuc, Téng cuc thudc B Y té; Giam doc S¢ Y té, Chi cuc
truong Chi cuc An toan thuc pham thudc tinh, thanh phé tryc thuéc Trung wong va céc t6 chic,
cd nhan co lién quan chiu traich nhiém thi hanh Théng tu nay.

Trong qud trinh thuc hié€n, n€u c6 khé khin vudéng mac, co quan, t6 chic, cd nhan bdo
cdo vé BO Y te d¢ nghién cuu va giai quyet./.

Noi nhén: KT. BQO TRUONG

- Van phong Chinh phu (Phong Cong bdo; THU TRUONG
Cong thong tin dién tir Chinh phu); A £

- B4 Tu phép (Cuc Kiém tra VBQPPL, Cuc KSTTHC); Pham L€ Tuan

- Bg, Co quan ngang B9, Co quan thuc Chinh phu;

- B6 truong (dé bdo cdo);

- Cdc Thtr truong BO Y té (dé chi dao thyc hién);

- UBND tinh, thanh phé tryc thudc Trung wong;

- S6'Y té tinh, thanh pho tryc thudc Trung wong;

- Chi cuc An toan thuc phém tinh, thanh phé truc thudc Trung

uong;

- Cac Vu, Cuc, Téng cuc, Van phong B9, Thanh tra B9;

- Cong thong tin dién tir BO Y té;

- Luu: VT, PC (05 ban).
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Phu luc 01
MAU VAN BAN PE NGHI XAC NHAN NOI DUNG QUANG CAO
(Ban hanh kém theo Théng tw sé  /2015/TT-BYT ngay  thdng ndm 2015
ciia B truéng Bo Y té quy dinh vé xdc nhdn ndi dung quang cdo doi véi san phdam, hang héa,
dich vu dac biét thugc linh vuc quan Iy cua Bo Y e )

TEN PON VI CONG HOA XA HOQI CHU NGHIA VIET NAM
) Poc lap - Tw do - Hanh phiic
So6: /Ky hiéuténdonvi ... L , Ngay........ thdng........ nam 20....
PON PE NGHI
Xac nhan ndi dung quang cao
KIND U 2.
1. Bon vi dé 1074 11 S SRS
) R 3 1 o 4 R PP O TR
1.2, D12 CHIEIU SO 2ot
Pién thoai: .....oovvvvveeiiiiiii Fax: oo

bé nghi dugc cap xac nhan ndi dung quang cdo d0i VOI.......ooevieiiiiiiiiiiii

STT | Tén san pham, So ky hiu ctua Giay phép luu hanh san pham hodc Quyet dinh cap

hang hoéa, s6 dang ky thudc/Phiéu cong bd san pham my pham/ Gidy xdc
dich vu nhan cong bd pht hop quy dinh an toan thyc pham hoic gidy tiép
(néu rod chuing nhén ban cong bb hop quy/Gidy ching nhan ding ky luu hanh héa
loai, ...... néucé | chat, ché pham diét con trung, diét khuan dung trong gia dung va y

té/Gidy phép nhap khau trang thiét bi y té hodc Gidy chiig nhan
dang ky luu hanh trang thiét bi y té/Gidy phép hoat dong kham
bénh, chita bénh va Quyét dinh phé duyét danh myc k¥ thuat
chuyén mon

Phuong ti€n quang cdo:

(Truong hop quang cdo trén béo ndi, bdo hinh, bdo in thi néu 15 t€n bdo du kién quang cdo;
truong hop quang céo thong qua hoi thao, hoi nghi, t6 chuc sy kién thi néu ro thoi gian, dia diém
cu thé du kién t6 chirc)

T6i xin cam doan cic thong tin va hd so néu trén 1a ding sy that va cam két thuc hién
quang céo san phém, hang héa, dich vu thudc linh vuc quan 1y cia B Y té theo didng ndi dung
khi da duogc xac nhan.

Kinh d& nghi Quy co quan xem xét va cp gidy xdc nhan ndi dung quang céo./.

Giam dbc hoic dai dién hop phap cia don vi
Ky tén (Ghi ho tén dd}{ du, chirc danh)
DPong dau

"' Bja danh ) . ) . .
% Co quan tiép nhan ho so: Co quan c6 thdm quyen quy dinh tai Dieu 12 Thong tu nay.
* Ghi theo dia chi trén gidy chimg nhan ding ky kinh doanh
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Théng tw s6 09/2015/TT-BYT

Phu luc 02
DANH MUC HOAT CHAT THUOC VA DUQC LIEU PUQC PANG KY QUANG CAO
TREN BAO NOI, BAO HINH

/2015/TT-BYT ngay

thang nam 2015

ciia Bé truéng Bo Y té quy dinh vé xdc nhdn ndi dung quang cdo doi véi san pham, hang héa,
dich vu ddc biét thuéc linh vuc quadn ly cua B Y té)

1. THUOC HOA DUQC
Puwong dung, dang bao Cac quy
TT Thanh phan hoat chét ché, giéi han ham lwrong, dinh
nong do cu thé khic
1. Acetylcystein Uong: cic dang
2. Acetylleucin Uong: cic dang
Acid acetylsalicylic (Aspirin) dang Vi chi dinh
don chat hodc phdi hop voi Vitamin £ , iam dau,
3 C va/hoac AcuIi) 01tr100\[/)a/hoac Natri Udng: céc dang ﬁa s_é)t,
bicarbonat va/hodc Natri salicylat chéng viém
Acid alginic (Natri Alginat) don chat
4. hay phdi hop vai cdc hop chat cia Ubng: cic dang
nhOm, magie
Vi chi dinh
Acid amin don chat hodc phdi hop b sung acid
5. (bao gém ca dang phdi hop véi céc Ubng: cic dang amin,
Vitamin) vitamin cho
co thé
6. Aci'd aminol?enzoic (Acid para Ubng: céc dang
aminobenzoic)
7. Acid benzoic don chat hodc phéi hop DlA’mg'ngch)al A
Uolng: vién ngdm
. . L1 s z. Dung ngoai
8. Acid boric don chat hoac phoi hop Thudc tra mét
9 Aciq citr%c phoi hop véi cac muoi Ubng: cdc dang
natri, kali
. D <. | Thudc tra mat, tra miii véi
Acid cromoglicic va cidc dang muoi g A N
10. cromoglicat gidi han nong do tinh theo
acid cromoglicic < 2%
11. Acid dimecrotic Uong: cic dang
Vi chi dinh
Acid folic don chat hodc phéi hop chéng thiéu
12. v6i sit va/hodc cdc Vitamin nhém B, | Udng: céc dang mdu, bd
khodng chét, sorbitol sung dinh
dudng
Acid glycyrrhizinic (Glycyrrhizinat) Ubng: cdc dang, bao gdm
13, phéi hop vdi mot sd hoat chat khac 4 dane vidn nedm
ang ¢
nhu Chlorpheniramin maleat, DI- Diing ngoai
methylephedrin, Cafein...
14. Acid lactic don chét hodc phdi hop Dung ngoai
15. Acid mefenamic Ubng: céc dang
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Puwong dung, dang bao Cac quy
TT Thanh phan hoat chit ché, giéi han ham lrong, dinh
nong do cu thé khac
Acid salicylic don chat hodc phdi
hop trong céc thanh pham ding N .
6. ngoai (phdi hop Lactic acid; Luu Dung ngoai
huynh két tua...)
17. Albendazol Ubng: céc dang Vi chi dinh
tr1 giun
18, Alcol d/iclor\obenzyxl daqg phéiA hop Ubng: vién ngam
trong céc thanh phdm vién ngdm
19. Alcol polyvinyl Dung ngoai
20. i:grrr:)mazm tartrat (Trimeprazin Ubng: cdc dang
Al\lantom; dan{g phoi hgp tror}g céc Diing ngoai
21. thanh pham dung ngoai, thuoc dat T LA A
A a . Thuoc dat hdu moén
hau moén (Cao cepae fluid; ...)
Allatoin phoi hop v6i cdc Vitamin 1 <
22. va/hoac ghondrc?itin Thudc tra mat
23. Almagat Ubng: céc dang
Ubng: cic dang voi gioi
Ambroxol don chat hodc phdi hop h%1~h(;fl.t Clh? ¢ nAhus au: |
24. trong cdc thanh pham thudc ho, ha - Da Chita A AATIBIOXOT
nhiét, giam dau clorhydrat. = 39 mg/don vi
o - Chua chia liéu: Ambroxol
clorhydrat < 0,8%
Amyllase dang don chat hodac phoi
25. hop véi Protease va/hoac Lipase Ubng: cic dang
va/hoac Cellulase
Amylmetacresol dang phoi hop trong
26. cdc thanh pham vién ngadm (nhu v6i | Udng: vién ngam
céc tinh dau, Bacitracin...)
Thudc tra mat
27. Argyron Diing ngoai
28. Aspartam Uong: cic dang
29. Aspartat don chat hoic phdi hop Uong: cac dang
30. Attapulgit Uong: cac dang
31. Azelastin Thudc tra mit, tra mi
32. Bac Sulphadiazin Dung ngoai
Bacitracin phoi hgp véi mot sd hoat
33 chat khic trong cdc thanh pham vién Ubng: vién ngam
’ ngdm (phoi hgp véi Neomycin sulfat; ' .
Amylocain; Tixocortol...)
Benzalkonium phoi hgp trong céc
thanh pham ding ngoai (véi Cholin;
34 acid salicylic; Nystatin; Dung ngoai

Diiodohydroxyquin ...), trong cac
thanh pham vién ngam (voi
Tyrothricin, Bacitracin, tinh dau...)

Vién ngdm
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Puwong dung, dang bao Cac quy
TT Thanh phan hoat chit ché, giéi han ham lrong, dinh
nong do cu thé khac
Dung ngoai: cic dang véi
) £ gi6i han Benzocain < 10%;
35. Benzocain dang phdi hop Vién dat hau mon
Ubng: vién ngdm
36 Benzoyl peroxid don chit hodc phdi | Dung ngoé}i: cac dang voi
) hop véi lod va/hodc luu huynh 2idi han nong do < 10%
Dung ngoai: kem boi niém
37 Benzydamin HCI don chat hodc phbi | mac miéng, nudc xuc
’ hop miéng, thudc xit hong
Ubng: vién ngdm
33 Be?;ydamin salicylat don chét hoic Diing ngodi
phoi hgp
Be\nzyl b? nzo?t phoi qu tr’(_)ng,i cac Dung ngoai: cac dang
39. thanh pham dung ngoai (v4i cic tinh £ .
A A Miéng din
dau, Con Isopropyl...)
40. Berberin Uong: cac dang
Biclotymol don chit hodc phdi hop N ..
.- N . Dung ngoai
a1, véi En\oxo{on va/hoac Pheqylephrln Thudec tra mii
HCl va/hodc Clorpheniramin maleat Ubng: vién ngam
va/hodc tinh dau ' i
1. Bifonazol don chat hoac phdi hop Diing ngodi
voi Urea
Uong: cac dang da chia
43. Bisacodyl lidu v6i ham lugng <
10mg/don vi
44. Bismuth dang mudi Ubng: cic dang
45. Boldin Uong: cic dang
46, B’rf)melail? don chat hoac phdi hop Ubng: cdc dang
voi Trypsin
Uong: cac dang voi gioi
han Bromhexin HCI nhu
Bromhexin HCI don chat hodc phbi | sau:
47. hop trong cic thanh pham thudc ho, | - Pa chia liéu < 8mg/don
ha nhiét, gidm dau vi;
- Chua chia liéu < 0,8%
Thudc dit hdu mon
Brompheniramin maleat don chat
48. hodc phéi hop trong cdc thanh pham | Udng: céc dang
thudc ho, ha nhiét, gidm dau
Bufexamac don chat hodc phdi hop
49 trong céc thanh pham diing ngoai, Dung ngoai
’ thudc dat hau moén (voi Titan Dioxid, | Thuoc ddt hau mon
Bismuth, Subgallat, Lidocain...)
50. Butoconazol Dung ngoai
51. Cafein (phdi hop véi paracetamol) Ubng: cdc dang
50, Calamin don chét hodc phdi hop Diing ngoai

trong céc thanh pham diing ngoai
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Puwong dung, dang bao Cac quy
TT Thanh phan hoat chit ché, giéi han ham lrong, dinh
. nong do cu thé khac
Calizl (bao g?m cackdangvhqp c};at) Véi chi dinh
thudc don thanh phan hodc phoi hop ) b6 sung
53. voi Vitamin D (trir Calcitriol) Uodng: cac dang .
va/hodc céc Vitamin va/hoac ca}m cho co
. thé
Ipriflavon
Carbinoxamin don chat hoac phoi
hop trong cdc thanh pham thude ho, Dang ubng
ha nhiét, gidm dau (v&i Bromhexin :
va/hoac Paracetamol)
55. Carbocystein Uong: cic dang
Dung ngoai
56. Carbomer Thude tra mét
Catalase don chat hodc phoi hop
57. trong cac sthanh pham ding ngoai Dung ngoai
(v6i Neomycin)
58. Cetirizin dihydroclorid Uong: cic dang
Cetrimid phdi hop voi mot s0 hoat
chat khéc trong cac thanh pham dung N ..
39. ngoai (Lidocain, K&m, Calamin, Dung ngoai
Aminacrine, tinh dau.. J)
Cetrimonium phdi hop trong céc
60 thanh pham diing ngoai, vién ngdm Dung ngoai
’ (phoi hop voi Lidocain; Tyrothricin, | Udng: vién ngdm
tinh dau...)
61. Chitosan (Polyglusam) Dung ngoai
Cholin don chat hoac phdi hop céc
acid amin, Vitamin trong cic thanh £ ,
X £ £, e Uodng: cac dang
62. pham dang udng; phoi hop véi acid Diing ngodi
Salicylic, Benzalkonium... trong cac
thanh phdm ding ngoai
Chondroitin don chat hodc phdi hop
63 v6i Glucosamin va/hodc dau cd Ubng: cédc dang
’ va/hoac cac Vitamin va/hodc cic acid
amin
Chondroitin don chat hoac phéi hop | Thuodc tra mat
64. N . .
Borneol va, hodc cic Vitamin Dung ngoai
65. Ciclopirox olamin Dung ngoai
66. Cinarizin Ubng: cdc dang
Cinchocain phéi hop trong céc thanh
67 pham diing ngoai, thudc dit hiu mén Dung ngoai
’ (nhu v6i Hydrocortison, Neomycin, | Thudc dat hau moén
Esculin...)
68. Citrullin Ubng: cic dang
69. Clorhexidin Dung ngoai
70. Clorophyl Uong: cic dang
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Puwong dung, dang bao Cac quy
TT Thanh phan hoat chit ché, giéi han ham lrong, dinh
) nong do cu thé khac
Clorpheniramin maleat don chat hoic gong - cac da{l &
Z. s 2 £ ang don chat da chia
71. phoi hop trong cdc thanh phdm thuoc lidu: Clorpheniramin
ho, ha nhiét, giam dau teu: LA0tp .
maleat <4mg/don vi.
Clorpheniramin maleat phoi h « g
72. Chorrlljdroitin va/hoac ca’lcp Vitarfl})n Thude tra mat
Dung ngoai: cic dang véi
73. Clotrimazol giéi han nong d6 < 3%
Vién dat am dao
74 Coenz,}{m/Ql(). dO'n. chat hodc phéi Ué ng: cdc dang
hop véi cic Vitamin
75. Crotamiton Dung ngoai
Dequalinium don chat hodc phdi hgp N .
trong cdc thanh pham ding ngoai, DuAn £ neoal
n . .2, Vién dat am dao
76. vién ngdm (Tyrothricin; Ubne: vien neam
Hydrocortison; acid Glycyrrhetinic; & &
Lidocain...)
Ubng: cdc dang voi giGi
77. Desloratadin han ham luong < 5Smg/don
vi chia liéu
Dexbrompheniramin maleat don chat
78. hodc phdi hop trong céc thanh pham | Udng: cdc dang
thudc ho, ha nhiét, giam dau
Dexclorpheniramin maleat don chat
79. hodc phdi hop trong cdc thanh pham | Udng: céc dang
thudc ho, ha nhiét, giam dau
Uong: cac dang voi gioi
80. Dexibuprofen han ham lugng nhu sau: da
chia liéu < 400mg/don vi.
81. Dexpanthenol T}\luoc tra . at
Dung ngoai
22 Diclofenac don chit hodc phéi hop Dung ngoai
| v&i Methyl salicylat; cac chat thugc | Thuoc tra mat (dang don
nhém tinh dau... chét)
83. Dicyclomin Uong: cac dang
84. Diethylphtalat (DEP) Dung ngoai
85. Dimenhydrinat Uong: cac dang
Dimethicon (Dimethylpolysiloxan)
86. don chét hoic phdi hop véi Ubng: cédc dang
Guaiazulen
Dimethicon phdi hop trong céc thanh
87. pham diing ngoai (voi Kém; Dung ngoai
Calamin; Cetrimid...)
88. Dimethinden U(\)ng: cac\c'lang
Dung ngoai
89. Dinatri Inosin monophosphat Thudc tra mét

20/31




Théng tw s6 09/2015/TT-BYT

Puwong dung, dang bao Cac quy
TT Thanh phan hoat chit ché, giéi han ham lrong, dinh
nong do cu thé khac
90. Diosmectit (Dioctahedral smectit) Ubng: cédc dang
Diosmin phdi hop Hesperidin
91. va/hodc mot sd cao duoc liéu chira Uéng: céc dang
Flavonoid
Ubng: cc dang véi gidi
han ham lugng (tinh theo
9 Diphenhydramin hydroclorid hodc dang base) phu sau:
’ monocitrat - Ba chia liéu < 50mg/don
vi;
- Chua chia liéu: <2,5%
Uong: cac dang voi gioi
han nhu sau:
93. Domperidon - Pi chia lidu < 10mg/don
vi;
- Chua chia liéu: <0,1%
94. Dong sulfat Dung ngoai
Doxylamin phdi hop trong céc thanh
phém thude ho, ha nhi¢t, giam dau
95. (v6i Paracetamol, cdc hoat chit khac | Udng: cdc dang
¢6 trong danh muc thudc khong ké
don) ‘
Aoy o= £. .. | Dung ngoai, gi6i han nong
96. Ecziiiglrt?:;ncmt hodc phoi hop voi do Hydrocortison tinh theo
y dang base < 0,05%
Dung ngoai: thuoc bdi
Enoxolon don chat hodc phdi hop ngoai da, kem bdi ni€m
97. trong cdc thanh pham ding ngoai, mac miéng, nudc xuc
vién ngam miéng
Ubng: vién ngdm
98. Eprazinon Ubng: cic dang
Esdepallethrin phoi hop trong cac
thanh pham duing ngoai (vdi < ..
9. Piperolrjlyl, Spreggal,%inh dau, cic chat Dung ngoai
c6 trong thanh phén tinh dau)
100. Ethanol don chat hodc phbi hop Bgﬁi :ndg;la; I()Ch%li ;z;;rung)
101. Etofenamat Dung ngoai
102. Fenticonazol Dung ngoai
103. Fexofenadin Ubng: céc dang
Vién ngdm
104. Flurbiprofen Dung ngoai
Thudc tra mét
105. Glucosamin don chat hoidc phdi hop Ubng: cdc dang

v&i Chondroitin va/hodc cdc Vitamin
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Puwong dung, dang bao Cac quy
TT Thanh phan hoat chit ché, giéi han ham lrong, dinh
nong do cu thé khac
Glucose’hoéc Dextrose dO'p chat ) l:, 60;1?1}111 dinh
106. hoac pho6i hgp v6i cdc muoi natri, Udng: cac dang \ & 4
kali duong, chat
dién giai.
Glycerin don chat hoac phoi hop N .
s 2 s < Dung ngoai
107. trong cdc thanh pham dung ngoai, Thudc tra mét
thuoc tra mat (véi Polysorbat 80)
108. Glycer'(zl phoi hop voi dich chiét Thude thut truc tring
duoc liéu
Guaiphenesin don chat hodc phoi
hop voi cac hoat chat c6 trong danh L
109. muc thudc khong ké don c6 tic dung Ubng: cdc dang
chita ho, ha nhiét, giam dau.
Hexamidin don chat hoac phoi hop
110. (v6i Cetrimid, Lidocain, Clotrimazol, | Dung ngoai
Catalase)
He’)'(e'udm don ({hat hodc php y hop Diing ngoai: thudc bdi
111 (v6i Benzydamin, Cetylpyridinum, ngodii da, dung dich xtic
’ Cholin Salicylat, Methyl salicylat, A ’ :
tinh dau...) mieng
Hydrocortison don chat hodc phdi Duing ngoai: cic dang véi
112. hop (véi Miconazol, Econazol, nong d¢ Hydrocortison <
Tioconazol, Neomycin) 0,5%
Hydrogen Peroxid (Oxy gia) don
113. chat hodc phdi hop Natri Lauryl Dung ngoai
sulfat vi/hogc tinh dau...
114. Hydrotalcit Uodng: cac dang
115. (}ggﬁé})lpropyl methylcellulose Thude tra mét
Ubng: cic dang, bao gom
Hyoscine (Scopolamin) butylbromid | vién nhai.
116. don chét hodc phdi hop v6i Meclizin | Giéi han ham lugng da
hydrochlorid chia liéu < 20mg
Miéng dén
Hypromellose don chat hodc phoi I L4
7. hgg Dextran 70 va/hoac CarbI())mer Thudc tra mat: cdc dang
Ubng: cc dang véi gidi
han ham lugng nhu sau: da
118 Tbuprofen chia lidu < 40(g)mg/d0rn Vi.
Dung ngoai
119. Ichthammol Dung ngoai
120 Tod phdi hop Kali Iodid va/hoic Duing ngoai véi nong do
' Acid Benzoic va/hodc Acid Salicylic | Iod £ 5%
121. Isoconazol Dung ngoai
122. Isopropyl Methylphenol Dung ngoai
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Puwong dung, dang bao Cac quy
TT Thanh phan hoat chit ché, giéi han ham lrong, dinh
nong do cu thé khac
Ké&m oxid, Kém pyrithion, KEm
123 Glucona}, K&m undecylenat don ghét Diing ngodi
| hodc phoi hgp trong cic thanh pham
dung ngoai
~ Dung ngoai
124. K&m sulfat Thudc tra mét
Ketoconazol don chét hoic phdi hop Di Sic cée d .
125. v6i Kém Pirythion va/hodc (Ng ngoai. cac dang voi
Hydrocortison va/hodc Trolamin nong 49 Ketoconazol < 2%
126. Ketoprofen Dung ngoai
127. Lactitol Ubng: cdc dang
128. Lactoserum atomisate Dung ngoai
129. Lactulose Ubng: céc dang
130. L—Carfl'itir} dapg dgn chat hodc phdi Ubng: céc dang
hop v6i cac vitamin
131. Levocetirizin Ubng: cic dang
132. Lidocain don chat hodc phdi hop Diing ngoai
Lindan (Benhg:xachlor, 666, Gamma- Dung ngodi véi n éng 6
133. BHC) don chat hodc phoi hgp véi . i
: . Lindan < 1%
Lidocain
Ubng: cdc dang véi gidi
han ham lugng nhu sau
134, Loratadin don chat hodc phdi hop ftgg gﬁ?;l?gig base):
Paracetamol Loratadin < 10mg/don vi;
- Chua chia lidu:
Loratadin £0,1%
135. Loxoprofen Uong: cic dang
Uong: cac dang
136. Macrogol Thudc thut truc trang
Magaldrat don chat hodc phdi hop
137. v6i cdc hop chat Nhom, Magie, Acid | Udng: cdc dang
Alginic (hay dang mudi Alginat).
Vi céc chi
dinh bd
138. Me}gieﬂbao ng cdc dang muoi, hop Ubng: cic dang Zﬂggcglifél?
chat ciia magie N
trung hoa
acid dich vi,
nhuan trang.
139. Mangiferin Dung ngoai
Ubng: céc dang, voi gidi
han ham lugng nhu sau:
140. Mebendazol - Dang chia lidu <

500mg/don vi
- Chua chia liéu < 2%
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. ) Puong dung, dang bao Cac quy
TT Thanh phan hoat chat ché, giéi han ham lugng, dinh
nong do cu thé khac
141. Men nam (cellulase fongique) Ubng: cédc dang
Men ti€u héa dang don chat hodc )
142. phoi hop bao gdbm phdi hgp vdicic | Uong: cac dang
vitamin
Menthol phoi hgp véi mét s6 hoat Ubne: chc dan
143. chét khéc nhu hdn hop tinh dau, Dﬁng'n i o égc dan
Methy! Salycilat.... g negodr: ang
144. Mequinol Dung ngoai
145. Mequitazin Ubng: cdc dang
Dung ngoai
Iy Dung ngoai véi quy ciach
146. Mercurocrom (Thuoc do) déng g6i < 30ml
Methyl salicylat phdi hop trong cic Dung ngoai
147. thanh pham vién ngam, dung ngoai | Miéng din
(phoi hop vdi tinh dau...) Vién ngdm
148. Metronidazol Dung ngoai
. Dung ngoai
149. Miconazol Thuéc bdi am dao < 2%
Dung ngoai
150 Miconazole phdi hop voi Thuoc boi am dao
’ Hydrocortison Miconazol <2%;
Hydrocortison <0,05%
. Dung ngoai: cdc dang nong
151. Minoxidil 46 <5%
152. Mupirocin Dung ngoai
153 Myrtol don chat hodc phoi hop trong | Udng: cdc dang
' céc thanh pham vién ngdm Dung ngoai
Ubng: cdc dang da chia
154. Naproxen liéu véi gidi han ham
lugng < 275mg/don vi
155. Na}l"l benzoat don chat hoic U 6ng: cdc dang
phoi hop
156. E;l;rl bicacbonat don chat hoac phoi Ubng: cdc dang
157. E;l;n carbonat don chat hoac phoi Ubng: cdc dang
N'atri Carboxymethylcellulose (Na I “
158. CMC) Thudc tra mat
Natri clorid don chat hogc phéi hop U?ng $Cae flang
o £ . . Dung ngoai
159. v0Oi cac muoi Kali Citrat, Natri z ’ . .
citrat Thu6c tra mat, tra miii voi
nong d6 0,9%
160. Natri Docusat Uong: cic dang
161. Natri Fluorid dang phdi hop Dup g ngoai: ddnh ring, siic
miéng
162. Natri Hyaluronat (Acid Hyaluronic) | Dung ngoai
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Puwong dung, dang bao Cac quy
TT Thanh phan hoat chit ché, giéi han ham lrong, dinh
nong do cu thé khac
Dung ngoai, bao gom céac
163. Natri Monofluorophosphat dang lam sach khoang
miéng, niém mac
Uong: dang phdi hop trong
164. Natri Salicylat dang phéi hop céc vién ngdm
Dung ngoai
Neomycin sulfat phdi hgp trong cic
165 thanh phdm vién ngdm (K&m; Ubng: vién ngdm
’ Bacitracin; Amylocain...), cdc thanh | Dung ngoai
pham ding ngoai
Nguyén t0 vi lugng: crom, dong, Vi chi dinh
kali, magie, mangan, ké€m, ...dang I bo sung
166. don chat hoac phdi hop, bao gom ca Ubng: cdc dang khodng chat
cic dang phdi hop véi cic Vitamin. cho co thé.
Véi chi dinh
Nhom, magie, calci va cac hop chat tru_ng hoa .
167. cua nhom, magie, calci dang don Ubng: cic dang a01~d d;c’h b
thanh phan hoic phdi hop chira loct da
; ; day, hanh ta
trang.
Nomahydrated Natri Sulfid + Uong: cac dang
168. . N ..
Saccharomyces Cerevisiae Dung ngoai
169. Nystatin don chat hodc phoi hop Dung ngoai
Vi chi dinh
Uéng: dang da chia liéu dﬁl, Vol h\ol
170. Omeprazol voi ham lwong < 10mg/don chung trao
. nguoc da
vt day thuc
quan.
171. Ossein hydroxy apatit Ubng: cdc dang
172. Oxeladin Ubng: cdc dang
173. Oxomemazin Ubng: céc dang
. Thudc tra miii vai nong do
174. Oxymetazolin <0.5%
Pancreatin don chat hoic phdi hop
175 v6i Simethicon vé/hoéc'céc men ti€u Ubng: céc dang
) hoa va/hoac cac Vitamin nhém B ) ;
va/hoac Azintamid
Dung ngoai
176. Panthenol Thude tra mét
Dang phdi
4 ) hop qu
177. Paracetamol don chit Uonig: C%C d?ng N dinph(iuythé
Thuoc dat hdu moén
trong danh
muc
Paracetamol phdi hop vdi céc hoat
178, chat c6 trong Danh muyc nay c6 tic Ubng: céc dang

dung chira ho, ha nhiét, giam dau,
chong di ung
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Puwong dung, dang bao Cac quy
TT Thanh phan hoat chit ché, giéi han ham lrong, dinh
nong do cu thé khac
179. Pentoxyverin Ubng: cdc dang
. Thudc tra mat, nho mii
180. Phenylephrin HCI1 ndng do < 1%
Phenylephrin HCI ph6i hop trong cdc
thanh pham dung ngoai (nhu N ..
181. Petrolrftum spert}ig yégllow; Mineral oil Dung ngoai
light; Shark liver oil...)
Pl}enylepxhrm H?l phoi hop 'tArong' cac | éng: céc dang
182. thanh pham thuoc ho, ha nhiét, giam s LA oA
dau Thudc dat hau moén
183. Phospholipid Ubng: céc dang
184. Picloxydin Thudc tra mét
. Dung ngoai: cdc dang voi
185. Piroxicam nong do < 1%
136 Policresulen (Metacresolsulphonic Dung ngoai
) acid-formaldehyd) Thuodc dat tryc trang
187. Polyeth)il'en glyc’(?l 400 don chat Thudc tra mét
hodc phoi hop vdi Propylen glycol
188. Polysacharid Uong: cic dang
Polytar dang don thanh phan hoac Di ..
189. phoi hop trong cic thanh pham dung Hng ngoat
ngoai (nhu K&m Pyrithion...)
Dung ngoai: cdc dang (bao
: : gom dung dich sic miéng
190. Povidon Iodin voin éng d6 < 1%). Thubc
tra mat
Ubng: céc dang voi gidi
han ham luong, ndng do
Promethazin HCI don chét hogc phéi | Promethazin nhu sau (tinh
191 hop trong cic thanh pham thudc ho, | theo dang b‘ase):
) ha nhiét, giam dau (v6i Carbocystein; | - Pa chia liéu < 12,5mg/
Paracetamol...) don vi;
- Chua chia lidu < 0,1%
Diing ngoai: ndng do < 2%
192. Pyrantel Uéng: céac dang C.hl dinh tri
giun
Rutin don chat hoac phoi hop véi
193. Vitamin C va/hodc céc cao, dich Ubng: cédc dang
chiét tir dugc liéu
194. Saccharomyces boulardic Uong: cic dang
Saccharomyces cerevisiae v&i £ .
195. Trihydrat 1\3[]agnesi Sulfat Ubng: cdc dang
Sit dang hop chit don thanh phan Véi chi dinh
196. hodc phdi hop trong cic thanh pham | Ubng: cdc dang b sung sit
chtra vitamin, khodng chat cho co thé.
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. ) Puong dung, dang bao Cac quy
TT Thanh phan hoat chat ché, giéi han ham lugng, dinh
) nong do cu thé khac
Selen hitu co dang phdi hop trong Uong:\ cdc dang voi glo%
DN 2 , . ) han ham luong nhu sau:
197. céc thanh pham chira Vitamin, -
Khod X - Dang da chia liéu Selen <
odng chat .
50mcg/ don vi
198. Selen sulfid Dung ngoai
Silymarin don chat hodc phoi hop )
199. voi cac Vitamin va/hodc cdc cao, Uong: cic dang
dich chiét tir duoc liéu.
Simethicon don chat hoac phéi hop
200 v6i Pancreatin va/hodc Acid Ubne: cdc dan
’ Desoxycholic va/hodc cdc Vitamin & ang
nhém B va/hodc cac men ti€u hod
Simethicon phéi hop véi cac hop )
201. chat nhom, magnesi, va/hoac Uong: cic dang
Dicyclomin va/hodc than hoat
202. Sorbitol don chét hoic phdi hop Ubng: cic dang
. . Uong: cac dang
203. Sterculia (gum sterculia) Thube thut truc ring
204. Sucralfat Uong: cic dang
205. Sulbutiamin Ubng: cédc dang
Sulfogaiacol don cpét hodc phdi hop )
206. trong cdc thanh pham ha nhiét, giam | Udng: cdc dang
dau, chong ho
. Dung ngoai: cic dang véi
207. Terbinafin ndng do < 1%
208. Terpin don chat Ubng: cdc dang.
209. Tetrahydrozolin Thuoc tra miii
210. T%l'an 'hoat QOn chat hodc phoi hop U 6ng: cdc dang
v6i Simethicon
Tinh dau (bao gdm nhém cdc chat U?ng : cac\c'lang L
. . Dung ngoai: thuoc bdi
Menthol, Pinen, Camphor, Cineol, N
211. ngoai da
Fenchone, Borneol, Anethol, A A 4 e
Nudc sic miéng, thude boi
Eucalyptol...) oA A
niém mac miéng
Dung ngoai: cdc dang voi
212 Tioconazol don chit hodc phdi hop nong do nhu sau:
| v6i Hydrocortison - Tioconazol < 1,00%
- Hydrocortison < 0,05%
213. Tolnaftat Dung ngoai
Triclosan don chit hodc phdi hop N ..
214. trong cc thanh pham ding ngoai Dung ngoai
Triprolidin don ché}t hodc 'phéi hop )
215. trong céac thanh pham thudc ho, ha Uong: cac dang

nhiét, giam dau.
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Puwong dung, dang bao Cac quy
TT Thanh phan hoat chit ché, giéi han ham lrong, dinh
nong do cu thé khac
Trolamin don chat hodc phoi hop
216. trong céc thanh pham diing ngoai Dung ngoai
(voi Triclosan va/hoac Tyrothricin)
Tyrothricin don chat hodc phoi hop Uong: vién ngdm
217 (vo1 Benzalkonium, Benzocain, Dung ngoai: dung dich stic
’ Formaldehyd, Trolamin, tinh dau, miéng, xit miéng, bdi ngoai
cic thanh phan trong tinh dau) da
Urea don chat hoac phoi hop véi
Vitamin E va/hoac Bifonazol va/hoac
218. céc dugc li€u khong thudec Danh muyc | Dung ngoai
duogc liéu c6 ddc tinh st dung lam
thudc
Uong: cac dang voi gioi
Vitamin A va tién Vitamin A han ham lugng Vitamin A
219. (Betacaroten) dang don chat va phdi | < 5000 IU/don vi
hop véi cic vitamin Dung ngoai
Thudc tra mét
Uong: cic dan e
o : S Dl‘m§ ngoai e Vo tac
Vitamin dang don chat (trir Vitamin Cic ohéi hoo d £ . | dung bo
B < e dc phoi hop dang uong c6
D dang don chat) hodc dang phoi hop S gea 2 sung
L e ) i . chira Vitamin A thuc hién L2
220. céc Vitamin, khodng chat, Acid giGi han ham lugng nhu Vitamin,
Amin, cac Acid béo, Taurin, Lutein, sau: : ’ khodng chat
Zeaxanthin Vitamin A < 5000 [U/don | Y00
S udng
vi chia li€u
271 Vitamin ph(’)m B, Vi’tamin PP don Thudc tra mit
' thanh phan hoac phdi hop
Vi khuan c6 lgi cho dudng tiéu héa:
Bacillus claussi, Bacillus subtilis,
222. Lactobacillus acidophilus dang don | Udng: céc dang
thanh phan hoic phdi hop, bao gom
ca dang phdi hop véi cic vitamin
223. Xanh Methylen Dung ngoai
Xylometazolin don chat hodc phbi T?uoc Era it Vot glo} han
224. h .- . nong do Xylometazolin <
op voi Benzalkonium. 1%

2. THUOC PONG Y VA THUOC TU DUQC LIEU

Thudc dong y, thude tir duoc lidu thudc danh myc thude khong ké don va ddp tng cic
quy dinh ctia Thong tu nay.
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) ) Phu luc 03
MAU GIAY XAC NHAN NOI DUNG QUANG CAO
(Ban hanh kém theo Théng tw sé  /2015/TT-BYT ngay  thdng ndam 2015
ciia Bé truéng Bo Y té huéng dan hoat dong qudng cdo thudc linh vuee qudn Iy ciia B Y 1é)

BO Y TE/SO Y TE CONG HOA XA HOQI CHU NGHIA VIET NAM
......... Y Péc 1ap - Tw do - Hanh phiic
Sé: /XNQC-...>... Tén tinh/thanh phé, ngay... thdng.... nam 20...

GIAY XAC NHAN NOI DUNG QUANG CAO

TEN t0 ChUIC, CANNAN: «.ovveeiiiiieeeeeeeee e et e e e e e e
PA CHI: e
Pién thoai: ..ooovvveeeiiiii Fax:

STT | Tén san pham, | SO, ky hiéu cua Giay phép luu hanh san phdm hodc Quyét dinh cap s6
hang héa, dang ky thudc/Phiéu cong bd san pham my pham/ G1ay x4c nhan cong
dich vu b phit hop quy dinh an toan thyc pham hoic gidy tiép nhan ban cong
(néu 15 ching | bd hop quy/Gidy chimg nhan dang ky luu hanh héa chat, ché pham diét
loai, ...... néu |con trung, diét khuan dung trong gia dung va y t&/Gidy phép nhap khau
co trang thiét bi y té hodc Gidy ching nhan ding ky luu hanh trang thiét bi
y t&/Gidy phép hoat dong kham bénh, chira bénh va Quyét dinh phé
duyét danh muc ky thudt chuyén mon

Phuong tién quang cdo:

(Trudng hgp quang cdo trén bao nodi, bao hinh, bio in thi néu rd t&€n bao du kién quang cio;
truong hop quang cdo thong qua hoi thao, hoi nghi, to chirc su kién thi néu 1o thoi gian, dia diém
cu thé du kién t6 chuc, bdo cdo vién)

Noi dung quang cao: Theo ndi dung da dugc duyét (dinh kem) cua td chirc/cd nhan phu
hop véi quy dinh hi¢n hanh.
T6 chirc/ca nhan c6 trach nhi€ém quang cdo ddng ndi dung da dugc xac nhén.

Co quan xac nhin
(Ky ghi 16 ho tén va déng dau)

* Tén co quan tiép nhan hd so
5 Ky higu viét tit ctia co quan xdc nhan ndi 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 tw sé  /2015/TT-BYT ngay  thdng ndam 2015
ciia Bé truéng Bo Y té quy dinh vé xdc nhdn ngi dung quang cdo doi véi san pham, hang héa,
dich vu dac biét thugc linh vuc quan Iy cua Bo Y e )

TEN PON VI CONG HOA XA HQI CHU NGHIA VIET NAM
) Poc lap - Tw do - Hanh phiic
So6: /Ky hiéu tén don vi °.., ngay... thdng........ nam 20....
, ~ DON DPE NGHI
Cap lai Giay xac nhan ngi dung quéang cao
Kinh gui: .ooooeiiiiieieeee e,

1. Bon vi dé 1074 11 S SRS
) R 3 10 o 4 R AP TUO TR
1.2, D1a ChitrU 83 B oot

Dicn thoai: ..cooeveeiiiiiiii e Fax: (oo

Gidy x4dc nhan noi dung qUANEZ CAO Cl SO:.......ovevveeeeeeeeeeeeeeereeeese e

Ngay cép: ....................................... NOT CAP ettt

D¢ nghi dugc cap xdc nhan ndi dung quang cdo dO1 VOi.......o.ovvviiiiiiiiininiinlt

STT | Tén san pham, S0, ky hiéu cua Gidy phép luu hanh san pham hogc Quyét dinh cap

hang hoéa, s6 ddng ky thudc/Phiéu cong bd san pham m§y pham/ Gidy xdc
dich vu nhan cong bd pht hop quy dinh an toan thyc pham hoic gidy tiép
(néu rod chuing nhén ban cong bd hop quy/Gidy ching nhan ding ky luu hanh héa
loai, ...... néucé | chat, ché pham diét con trung, diét khuan dung trong gia dyng va y

té/Gidy phép nhap khau trang thiét bi y té hoic Gidy chiing nhan
dang ky luu hanh trang thiét bi y té/Gidy phép hoat dong kham
bénh, chita bénh va Quyét dinh phé duyét danh muyc k¥ thuat
chuyén mon

Phuong ti€n quang cdo:

(Truong hop quang cdo trén béo ndi, bdo hinh, bdo in thi néu rd t€n bdo du kién quang cdo;
truong hop quang céo thong qua hoi thao, hoi nghi, t6 chuc sy kién thi néu rd thoi gian, dia diém
cu thé du kién t6 chirc)

6 Pia danh

' Tén co quan chp Gidy xdc nhan ngi dung quang céo

® Ghi theo dia chi trén gidy chimg nhan ding ky kinh doanh
% Ghi 1y do quy dinh tai Didu 21 Thong tu nay.
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T6i xin cam doan cic thong tin va hd so néu trén 1a dung sy that va cam két thuc hién
quang c4o san pham, hang héa, dich vu thudc linh vyc quan 1y cia Bo Y té theo diing nodi dung
khi da duogc xac nhan.

Kinh d& nghi Quy co quan xem xét va cip lai gidy xdc nhan ndi dung quang cdo./.

Giam doc hoic dai dién hop phap ciia don vi

Ky tén (Ghi ho tén day di, chirc danh)
Dong dau
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