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m\\ BETADINE® THROAT SPRAY
/q"“/ Y Thuée xjt h
¥/ VAN PHORG \C i i
Ers/ oI DIEN f\ Pé xa tam tay tré em
w 1[ TAI THANH PHO ) Poc k¥ hwéng dén sir dung truée khi ding

\ﬂ—c; HO CHI MINH
%5 e H PHAN CONG THUC THUOC
f@# h phan hoat chit: Povidon iod 0,45% kl/tt.

Thanh phan ta dwge: Glycerol, menthol, eucalyptus oil, Kali iodide, nude tinh khiét.

DANG BAO CHE
Dung dich ¢6 mau nau nhat, ¢6 huong thom dic biét va vi ngot.

CHI PINH

BETADINE® Throat Spray duoc chi dinh dé didu tri cdc bénh nhiém tring cép tinh niém mac
miéng va hong bao gdm viém miéng, viém nudu, loét miéng aphter, viém hong. viém amidan, nhiém
nam candida, cam lanh thong thuong va cam.

Pé vé sinh rang miéng trudc, trong va sau khi phau thuit nha khoa va ving miéng, vi du nhur sau khi
cit amidan va cdc thu thut nha khoa.

CACH DUNG, LIEU DUNG
Duédng diing: tai chd (miéng va hong)
Xit vao niém mac hong vai lan mot ngay (cach mdi 3-4 gid)

CHONG CHI BINH

Khéng duge sir dung trong truong hop da bi hodc nghi ngor qua min cam vai iod hodc povidon hodc
bat ky ta duge rido khac da dugc liét ké tai phan Thanh phin cong thire thude. Khong duge sir dung
trong trudng hop ting ning tuyén gidp (cudng giap), biéu hién khac cia céc bénh ly tuyén giap.

Khéng duge st dung trén bénh nhan diéu tri dong thi lithium.
Khéng sir dung cho tré em dudi 6 tudi.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Nhitng bénh nhin budu ¢d, u gidp hodc céc bénh tuyén gidp khong cdp tinh khac c6 nguy co phat
trién cuong gidp khi sir dung mot lugng Ién iod. O nhitng bénh nhin nay, khong nén su dung
povidone-iod trong thoi gian dai (nhu khong qua 14 ngay) trir khi duoc chi dinh chat ché. Ngay ca
sau khi ket thac diéu tri (t&i 3 thang), nén tim kiém nhimng triéu chimg sém cudng gidp ¢ thé xay ra
va néu can thiét, nén theo ddi chirc nang tuyén giap.

Khong nén sit dung povidon — iod trude hode sau khi xa hinh bang iod phong xa hodc diéu tri ung thu
biéu mé tuyén gidp bing liéu phap iod phong xa.

Can ddc biét than trong khi dung thuong xuyén trén da bi ton thuong & bénh nhén ¢6 suy than tir
trude.

Tré so sinh va tré nho ¢ nguy co cao vé phat trién ting nang tuyén gidp khi dung mét lugng 1én iod.
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Vi sy ting man cam véi iod, liéu dung povidon-iod nén dugc giir & mire tdi thiéu tuyét déi & tré so
sinh va tré nho. C6 thé phai kiém tra chire nang tuyén gidp o tré (vi du chi so T4 va chi s6 TSH). Can
tranh tuyét doi bat cir kha ning nao c6 thé xay ra viéc tré nho nuot povidon-iod véo bung.

Ngimng suir dung trong trudomg hop kich Gng tai chd hoiac man cam.
Khéng lam néng trude khi sir dung.
Chi dung & miéng va hong.

TUONG TAC CUA THUOC
Phirc hgp povidon-iod c6 hiéu qua tai céc gid tri pH tir 2.0 dén 7.0. Phirc hop duoc cho ring s& phan
{mg vai protein va cac hop chat hitu co khong bio hoa khac, ddn dén lam giam hiéu qua cua thudc.

Viéc sir dung dong thoi vai cac ché pham diéu tri vét thwong cd chira thanh phin enzyme dan dén
lam giam hi¢u qua cta ca hai chat. San phdm chia thiy ngén, bac, hydrogen peroxide va taurolidine
¢6 thé tuong tac vdi povidone-iod va khong nén sir dung dong thoi.

Sir dung dong thoi véi cac san pham cé chira thiy ngan ¢6 thé din dén tao thanh mot chit ¢ thé gay
hai cho da.

Céc san pham povidone-iod khi sir dung dong thai hodic ngay sau khi sir dung chit sat khuan c6 chira
octenidine tai ciing vi tri hodc viing lan cén c6 thé din den sy di mau sim nhat thdi & cde ving lién
quan. Sy hap thu iod tir san pham thuée xit hong povidon iod ¢6 thé anh huong tdi cac xét nghiém
chirc nang tuyén giap hodc liéu phéap diéu tri bing iod phong xa. Trong qua trinh sir dung dung dich
povidon iod, su hip thu iod cia tuyén giap co thé bi giam, diéu nay 6 thé anh hudng dén liéu phap
khéc nhau (xa hinh tuyén gidp, xdc dinh PBT [iod gin protein huyét tuong], chan dodn bang iod
phong xa) va ¢o thé khién viécdidu tri theo ké hoach bénh 1y tuyén gidp bang iod (liéu phap iod
phéng xa) khong thé thuc hién dugc. Chi nén thue hién mét xét nghiém xa hinh méi sau khi két thic
didu tri mot khoang thoi gian thich hop.

Khi str dung ddng thoi véi povidon - iod, mét sd loai xét nghiém dé phat hién mdu trong phan hodc
mau trong nude tiéu co thé tao ra két qua duong tinh gia, do tdc dung oxi héa cua cac ché phim
povidon — iod.

TUONG KY CUA THUOC
Povidone-iod khéng nén sir dung cling véi chét kiém, hydrogen peroxide, taurolidine, axit tannic, cac
mudi bac va thity ngan

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Trong thoi gian mang thai va cho con bu, chi nén sir dung BETADINE® Throat Spray néu dugc
bac si ké don va viéc sir dung thudc chi & mue téi thiéu, do iod dugc héap thu ¢o thé vuot qua hang
rao nhau thai va ¢6 thé duge bai tiét vao sita me. Do kha nang cta iod va vi sir ting man cam véi iod
& tré so sinh va tré nho, khéng nén dung lugng Ién povidon-iod trong thoi ky mang thai va cho con
bu. Hon nira, iod dugc tap trung trong sira me, twong duong nhu trong huyét thanh. Str dung
povidon-iod ¢6 thé gay suy giap thoang qua véi su ting TSH (hormone kich thich tuyén gidp) trén
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thai nhi hodc tré so sinh. Nén tranh dung povidon-iod trong nhimg truomg hop nay. Trong nhiing
trudng hop nay, cin kiém tra chirc ning tuyén giap cua tré, dic biét 1a & nhirng dia phuong dugc biét
14 ¢6 lugng iod trong ché do an thip va ¢é xu hudng bi bénh budu cb. Ngoai ra, phai tranh hoan toan

viée tré nho ¢o thé nuét BETADINE® Throat Spray.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
BETADINE® Throat Spray khong anh huong 1én kha néang ldi xe va van hang may moc.

TAC DUNG KHONG MONG MUON CUA THUOC
Céc tan suat sau day 1a co s dé danh gia cdc tac dung khong mong mudn:

Rét thuong gap (> 1/10)

Thudmg gip (> 1/100 to < 1/10)

it gap (= 1/1,000 to <1/100)

Hiém gap (> 1/10,000 to < 1/1,000)
Rét hiém gip (<1/10,000)

Chua biét (Khéng thé ude tinh tir cac dir liéu hién c6)

Roi loan hé mien dich

Hiém gap

Qué mén

Rét hiém gap

Phan Gng phan vé

Rbi loan ndi tiét

Rat hiém gap

Cuong gidp (d6i khi voi tri¢u chimg nhu nhip
tim nhanh hoac ban chdn*

Chua biét

Suy gidp ****

Réi loan dinh dudng va chuyén hoa

Chura biét

Mt cén bang dién giai **

Nhiém toan chuyén héa **

Roi loan da va mo6 dwéi da

Hiém gap

Viém da tiép xic (vdi cac triéu chimg nhu ban
do, mun nude nho va ngira)

Rét hiém gap

Phii mach

A A LeA A < A
Roi loan hé tiét niéu va than

Chua biét

Suy thin cdp **, bit thuong ndng do tham
thau méau**

Chén thwong, ngd ddc va bién chimg do thi
thuit

Chua biét

Bong da do hoa chat ***
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* O nhitng bénh nhan ¢6 tién sir bénh tuyén gidp (Xem phin Canh béo va than trong khi dung thum:)
sau khhi hép thu Iuorng dang ké iod nhur sau khi str dung kéo dai dung dich povidone-iod trong diéu
tri vét thuong va vét bong trén vung da réng.

¥% g thé xay ra sau khi hép thu mgt luong 16n povidone-iod (nhu diéu tri vét bong).
*¥% C§ thé xay do do sy dong viing & bénh nhan trong qua trinh chuén bi phau thut.
*¥** Suy gidp sau khi sir dung povidone-iod kéo dai hoic nhiéu.

Théng bdo ngay cho bdc sy hodc dwge sj nhitng phdn ting cé hai gdp phdai khi si dung thuéc

QUA LIEU VA CACHXU TRI

Trong truong hop ¢b y hodc vo tinh nudt phai mét luong 1on povrdon — iod, doc tinh cip cua iod
dugc thé hién bang céc tridu chlmg & vung bung, vo niéu, suy tuan hoan, phii né thanh mén din dén
ngat tho, hodc phu ph01 va rbi loan chuyén hoa.

Diéu tri triéu chirng va hd tro.

DPAC TINH DUQC LUC HQC

Nhém duge ly: Thuée sat tring. Ma ATC: D0SAGO2

Povidon-iod la phirc hop cta polymer polyvinylpyrrolidone véi iod (povidon-iod) ma sau khi diing,
tiép tuc giai phong iod trong mot khoang thoi gian. lod nguyén 6 (I2) tir lau da duoc biét dén ner
mot tac nhan diét vi sinh vat ¢6 hiéu qua cao va nhanh chéng tiéu diét vi khudn, virus, ndm va mét sé
sinh vat don bao in vitro. Hai co ché ¢o lién quan 13: iod tu do nhanh chong tiéu diét vi sinh vit,
trong khi iod gin vdi polymer tac dung nhu mét ngudn dy trir. Do thude tiép xtc vdi da va niém
mac, ngdy cang nhiéu iod tach ra khoi polymer. lod tu do phan ung véi cac nhom -SH hodc -OH ¢é
thé oxy héa cua cic acid amin trong céc enzym va protem cau tric cua cde vi sinh vat va do vay bt
hoat va tiéu diét cic enzyme va protein nay. Hau hét cac vi sinh vét sinh dudng bi tiéu diét trong it
hon mot phit in vitro, v&i phan Ién bi pha huy trong vong 15 dén 30 g:ay Trong qua trinh nay, 1od
bi mat mau; do d6 mic do ddm cta mau ndu duge coi nhu la chi s6 vé hidu qua cua né. C6 thé cin
dung lai thudc khi mat mau. Chua ¢6 bdo cdo vé khang thudc.

PAC TINH DUQC DPONG HQC
Hap thu: G ngudi binh thuong, iod dugce hip thu rét it vao mau khi dung tai chd. San pham nay dugc
diing tai chd cho miéng va hong.

Povidon (PVP)

Hap thu va, dac biét 14, thai trir qua than cua povidon phu thudc vao trong lugng phéan tu‘ (trung binh)
cta hén hop. Véi trong luong phan tr 16n hon 35.000 dén 50.000, phai dy kién vé viéc ton luu
thude.

Tod

Duoc dong hoc ctia iod hodc iodid sau khi dugc hip thu trong céc sinh vat phin 16n la tuong tu nhu
ctia iod hap thu boi cac dudng diing khac. Thé tich phin bd twong (mg véi khoang 38% trong lugng
co thé tinh bang kilogam.

Thai trir gan nhu hoan toan bang dutng than vdi do thanh thai tir 15 dén 60 ml huyét twong/phiit tiy
thude vao nong do iod trong huyét thanh va do thanh thai creatinin.
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QUY CACH PONG GOI

BETADINE ® Throat spray duoc cung cép trong bao bi polyethylene mau vang véi van phun mau
trang va mot nap trong sudt bang styrene va duge dong trong mot hdp carton ¢6 in nhin

Dung tich: 50 ml

HAN DUNG
36 thang ké tir ngay san xudt.
Khong diing thubc da qua han si dung

PIEU KIEN BAO QUAN
Bao quan dudi 30°C
Pé xa tam tay tré em

TIEU CHUAN CHAT LUQNG CUA THUOC
Tiéu chuén co sd.

CO SO SAN XUAT
MUNDIPHARMA PHARMACEUTICALS LTD.,
13-15 Othellos Street, Dhali Industrial Area, Nicosia, Cyprus 2540, CYPRUS (Sip)

mundi

®: BETADINE di dang ky nhin hiéu




