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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGQC boc lap - Ty do - Hanh phic
S6: ® 24/2017/XNQC-QLD Ha Noi, ngay. A.> thang..'d.. nam 2017

GIAY XAC NHAN NOI DUNG QUANG CAO THUOC
Tén t6 chiic, c4 nhan: VPPD Mundipharma Pharmaceuticals Pte. Ltd.
bia chi: Phong 706, tang 7, s6 111A duong Pasteur, Quan 1, TP. H6 Chi Minh

Dién thoai: 08 7300 1299

STT Tén thuoc S6 dang ky thuoc
1 Betadine Throat Spray VN-20326-17

Phuong tién quang cdo: Trén to roi, internet cho c6ng ching.

Noi dung quang cao: Theo ndi dung gébm 04 trang c¢6 déng dau xdc nhan ctia Cuc
Quan ly Duoc dinh kém Gidy xé4c nhan nay.

VPDD Mundipharma Pharmaceuticals Pte. Ltd. ¢6 trdch nhiém quang céo ding néi
dung da dugc xdc nhan.

KT. CUC TRUONG
PHO CUC TRUGNG

g 3
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@: BETADINE" 0at spray

B HIEU QUA
& DIEU TRI
& VIEM HONG

P

Vo ent 48
s

56 Gidy xac nhan hé so dang ky quang cao thubc clia Cuc
NOQC-QLD, ngay x«/xx/x
X

tai lieu x
Tailiéu gém 4 mat. Thong tin san pham xem mat 4.

Phwong tién quang céo:

-Trén to roi, ti & tir 1:1 dén 1:2

- Trén bang, bién, pané theo ti & tir 1:1 dén 1:50

- V4t pha@m trung bay tai nha thudc, tir ti 1& 1:1 dén 1:20

- Bao dién tlr, website cia doanh nghiép, website clia don vi lam dich vu quang cdo: Trang 1 xuat hién
trudrc, sau 2 gidy ty ddng chuyén sang trang 3 rdi dén 4 va dirng yén dé ngudi doc tim hiéu ki vé théng tin
san pham cho dén khi mudn tit di hodc quay lai trang 1.
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BETADINE"
throat spray

BETADINE

BASTERIA
VIRUSES
FUNGI

Thudc xit hong Betadine®

Chua hoat chat Povidon-iod 0.45%

Hiéu qua tieu diet vi khuan, virus gay ra viem hong
ngay tai vung hong
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HIEU QUA DIEU TR

VIEM HONG

Khi c6 dau hiéu Xit thuoc xit hong Mang theo
viém hong Betadine deé sirdung
vao niém mac hong khi can thiét.
moi 3-4 gid

T
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’ﬂ BETADINEn throat spray

HIEU QUA PIEU TRI VIEM HONG

1.Thanh phan: Povidon-lod 0.45% ki/tt 2. Chi dinh: Dung diéu tri cac bénh
trung cap tinh niém mac miéng / hong nhu: Viém hong, viém amidan,

B <3, Liéu dung va cach dung: Dung tai chd (miéng va hong). Xit vao
idmM mac hong vai ldn mot ngay (cach mdi 3-4 giv). 4.Chéng chi dinh:
/ ng thudc khi man cam véi iod, povidon hodc bat ky thanh phan ta

v g 4 tudn trudce khi xa hinh bing iod phéng xa hoéc diéu tri ung thu biéu
mé tuyén gidp bang iod phéng xa; bénh nhan bi buéu cé, nhan tuyén giap,

hodc cac bénh tuyén giap khac (dac biét 1a bénh nhan cao tudi) cé nguy co bi
. tdng nang tuyén gidp do dung lugng 16n iod.; bénh nhan diéu tri dong thai
lithium; tré em duéi 6 tudi. 5. Canh bao va than trong khi diing: Than trong
khi dung thudng xuyén trén da bi tén thuong & bénh nhan suy than. Chi
dung & miéng / hong. Khéng bai Ién da . Ngung st dung khi kich ung tai chd
hodc man cdm. Dé xa tdm tay tré em. 6. Phu nif ¢6 thai va cho con bu: chi
dung thuéc theo chi dinh chat ché cia bac siva dung & muc téi thiéu, do iod
dugc hap thu c6 thé vugt qua hang rao nhau thai va c6 thé bai tiét vao sia
me. Povidon-iod c6 thé gay suy gidp thodng qua trén thai nhi/ tré sosinh; nén
tranh dung povidon-iod & trudng hgp nay. Cén kiém tra chiic nang tuyén
gidp cla tré, dac biét |a & nhimng vung ¢6 lugng iod trong ché dé an thap va
¢6 xu huéng bi bénh buéu cé.

Hay théng bao véi bac si moi tac dung khéng mong mudn ma ban gap
phai. Poc ky huéng dan sir dung truéc khi dung
Nha san xuat: Mundipharma Pharmaceuticals Ltd.
13, Othellos str., Dhali Industrial Zone, PO. Box 23661,
1685 Nicosia, Cyprus. 7
Nha nhéap khau: Vimedimex Binh Duang, 114 g
. L6 18 L1-2, VSIP I, dudng s6 3,
KCN Viét Nam-Singapore 2, Thi Dau 1, Binh Duong.
- Lién hé: VPBD Mundipharma Pharmaceuticals Pte.
Ltd tai TRHCM. DT: (08) 73001299

BETADINE °

BETADINE
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@® BETADINE da dang ky nhan hiéu béi Mundipharma mundist i
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BETADINE® Throat Spray
Thuoc xit hong

(Doc ky huwéng din sie dyng trudc khi dung
Néu can thém thong tin gi xin héi y kién bdc sp)

THANH PHAN
Povidon-iod 0.45% kl/tt A g
Td dugc: Glycerol, menthol, eucalyptus oil, Kali iodide, nu6c tinh khiét.

CHI PINH

BETADINE® Throat Spray duoc chi dinh dé diéu tri cac bénh nhiém tring cép tinh niém mac miéng va hong bao gdm viém miéng,
viém nuéu, loét mleng aphter, viém hong, viém amidan, nhiém nim candida, cdm lanh thong thudng va cim.

Dé vé sinh ring miéng trudc, trong va sau khi phau thuat nha khoa va viing miéng, vi du nhu sau khi ct amidan va c4c thu thuat nha
khoa.

LIEUDUNG VA CACHDUNG
Duorng dung tai chd (m1¢ng vahong)
Xit vio niém mac hong vai 1an mot ngdy (cach mdi 3-4 gi®)

CHONG CHIi PINH

Khéng duge sir dung trong truémg hop da b hodc nghi ngdr qua mén cam véi iod hoic povidon hodc bt ky ta dwgc nao khic da dugc
liét ké tai phan céc dic tinh vé bao ché. Khong dugc sir dung trong trudng hop ting ning tuyén gidp (cuong giap), biéu hién khac cua
céc bénh ly tuyén giap, ciing nhu trurée va sau khi didu trj cuong gidp bang iod phong xa, cho dén khi d4 khoi bénh trong thoi gian dai.
Khong sir dung thudc trong vong 4 tuln trude khi xa hinh bang iod phdng xa hogic diéu tri ung thir biéu mé tuyén giap bang iod phéng
xa. Céc bénh nhan bj buou cd, nhan tuyén giap, hoiic cac bénh tuyén gidp khac (ddc biét 1a bénh nhén cao tudi) c6 nguy co bj ting
ning tuyén gxap (cudng gidp) do dung mot lugng I6m iod.

Khéng dugc st dung trén b¢nh nhan diéu trj @dng thi lithium.
Khong st dung cho tré em dudi 6 tudi.

CAN HBAO VA THAN TRONG KHI DUNG THUOC

Cén dc biét than trong khi ding thuong xuyén trén da b tén thwong & bénh nhéan c6 suy than tir trude.
Chi dung ¢ miéng va hong. Khong boi 1én da

Ngung sir dung trong truong hop kich ung tai chd hoic min cam.

Dé xa tam tay tré em.

TUONG TAC THUOC VA CAC DANGTUONG TAC KHAC
Phirc hop povidon-iod ¢6 hiéu/qua tai cac gia tri pH tir 2.0 dén 7.0. Phirc hop duoc cho ring s& phan img véi protein va cic hop chét

hiru co khéng bdo hoakhic, dindén lam glam hiéu qua cua thuoc
Viéc stir dung ddng thoi véi cac san pham c6 chira thanh phin enzym, hydrogen peroxide, bac va taurolidine din dén giam hiéu qua

clia ca hai chét.
Strdung dong thoi véi cac san pham c6 chira thuy ngan c6 thé din dén tao thanh mot chét c6 thé géy haichoda.
Piéu tri bang thudc ny c6 thé dnh hirémg t&i cac xét nghiém hoic chirc ning tuyén giap va c6 thé din dén ngimg dot diéu tri du kién

bénh Iy tuyén gidp bing iod. Chi nén thyc hién mot xét nghiém xahinh méi sau khi két thuc diéu tri mot khoang thoi gian it nhat1a 1-
2 tuan.

Khi bi nhiém véi povidon - iod, mét s6 loai xét nghiém dé phat hién mau trong phan hoc méau trong nudc tiéu c6 thé tao ra két qua
duong tinh gia.

PHUNU CO THAIVA CHO CON BU .
Trong thdi gian mang thai va cho con bu, chi nén sit dung BETADINE® Throat Spray néu dugc béc si ké don va viéc sit dung

thudc chi ¢ mirc téi thiéu, do iod duogc hép thu c6 thé vuot qua hang rao nhau thai va c6 thé duoc bai it vao sita me. Sir dung
povidon-iod ¢6 thé gay suy giap thodng qua trén thai nhi hoc tré so sinh. Nén trénh ding povidon-iod trong nhitng trudmg hop nay.
Trong nhiing treong hop nay, cin kiém tra chirc ning tuyén giap cua tré, dic biét 1a & nhitng dia phuong dugc biét 1a c6 lugng iod
trong ché d6 an thap va c6 xu huéng bi bénh budu cb. Ngoai ra, phai tranh hoan toan viéc tré nhoé c6 thé nuét BETADINE® Throat
Spray .

ANHHUONG CUATHUOC LEN KHA NANG LAI XE VA VAN HANHMAY MOC ;
Chua 18
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TAC DUNG KHONG MONG MUON g ,

BETADINE® Throat Spray c6 thé gdy ra kich ing & miéng ciing nhw phan (ng qua man. Ngimg thudc trong truong hop
kich tmg tai chd do mén cam. i )

Thong bdo cho bdc sy nhitng tic dung khong mong muon gdap phdi khi s dung thuoc

QUALIEU . ) ) : 1
Trong trudmg hop c6 ¥ hodc vo tinh nuét phai mot lugng 1én povidon —iod, doc tinh cap cua iod dugce thé hién bang cc triéu ching &
viing bung, v6 niéu, suy tuan hoan, phi né thanh mén dAn dén ngat tho, hogic phu phéi vardiloan chuyén héa.

Diéu trj triéu chimg va hd trg.

PAC TINHDUQC LUC HQC ,

Povidon-iod 1a phirc hop cuia polymer polyvinylpyrrolidone véi iod (povidon-iod) ma sau khi dung, tiép tuc giai phong iod trong
mot khoang thoi gian. Tod nguyén t6 (L) tir 1au da dugc biét dén nhur mot tac nhan diét vi sinh vét ¢6 hidu qué cao va nhanh chéng tiéu
diét vi khun, virus, ndm va mot sé sinh vat don bao in vitro. Hai co ché ¢6 lién quan 13: iod ty do nhanh chéng tiéu diét vi sinh vét,
trong khi iod gén véi polymer téc dung nhw mot ngudn du trit. Do thudc tiép xtic vi da va niém mac, ngay cang nhiéu iod téch ra
khoi polymer. Iod ty do phan g vé6i cdc nhém -SH hodc -OH c6 thé oxy hoa ctia céc acid amin trong céc enzym va protein ciu tric
cuia céc vi sinh vat va do vy bét hoat va tiéu diét cic enzyme va protein nay. Hau hét céc vi sinh vat sinh dudng b tiéu diét trong it
hon mét phat in vitro, véi ph?m 16n bi pha huy trong vong 15 dén30 gidy. Trong qua trinh nay, iod bi mat mau; do d6 mirc d6 dam cua
mau nau duge coi nhu 14 chi sé vé& hiéu qué ciia n6. C6 thé cin ding lai thude khi mit mau. Chua ¢ bao cdo vé khang thudc.

DPACTINHDUQCDQNG HQC 3 2 i ) g
Hap thu: O ngudi binh thuong, iod dugc hap thu rat it vao mau khi dung tai cho. San pham nay duge dung tai chd cho miéng
va hong.

Povidon (PVP) :
Hap thu va, ddc biét 1a, thai trir qua than cta povidon phu thudc vao trong lwong phan tir (trung binh) ctia hon hp. Véi trong lugng
phan tir 1én hon 35.000 dén 50.000, phai dy kién vé viéc ton luu thube.

Iod:
Duoc dong hoc cua iod hodc iodid sau khi duoc hép thu trong céc sinh vat ph?m 16n 1a twong ty nhu cua iod hép thu boi cac duong
ding khéc. Thé tich phan bé twong img véi khoang 38% trong lugng co thé tinh bang kilogam.

Thai trir gin nhu hoan toan bing dudng than véi do thanh thai tir 15 dén 60 ml huyét twong/phut tiy thudc vao ndng d6 iod trong
huyét thanh va d6 thanh thai creatinin.

QUY CACHPONG GOI ) ) ) R
BETADINE® Throat spray duoc cung cip trong bao bi polyethylene mau vang v&i van phun mau tring va mot nap trong su6t biang
styrene va dugc dong trong mdt hdp carton c6 in nhan

Dung tich: 50 ml

HANDUNG )
36 thang ké tirngay san xuat.
Khong diing thuoc da qud hgn sie dung — — — Sl T

BAO QUAN

Bao quan du6i30°C

Déxatamtay tré em

NHA SAN XUAT

MUNDIPHARMA PHARMACEUTICALS LTD.,

13 Othellos, Dhali Industrial Zone, P.O.Box 23661, 1685 Nicosia, CYPRUS (Sip) mundi

®: BETADINE di dang ky nhan hi¢u
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