Tai liéu théng tincho Can bay té

€ BETADINE  gargle & mouth wash

________..._—__.—--

BETADINE ® Gargle and Mouthwash 1%

Thudc stic hong va stic miéng Betadine 1%

Thanh phén: Povidone-lodine 1% (kl/tt), GI
Salicylate, Saccharin Sodium, Ethanol 96%, nudc tinh\Khi

Dic diém: Diét vi rit nhanh chéng: diét hau hét cac vi ritgalton thuang
hong. C6 thé diéu tri chéng lién cdu khudn, nén dung duoc dé diéu tri viém
amydan va viém hong do lién cdu khudn. Thudc stic hong va stic miéng
BETADINE® ¢6 vi dé chiu va khdng nhudm mau réng, da va qudn do.
Chi dinh: Dung diéu tri cic trudng hop viém, nhiém khudn & miéng, hong nhu
viém miéng, viém loi, loét apto, viém hong, viém amydan, nhiém ndm candida,
nhiém lanh, ciim. Duing dy phong trong va sau khi phau thugt, nhu sau khi cdt
amydan va sau phau thuat nha khoa. Dung thudng ky dé vé sinh rang miéng.
Cach dung: St dung 20-30ml dung dich khong pha loang, hodc pha lodng
@&n 2 phan nuéc. DEdung trong du phong, sic miéng- hong trong it nhdt 30
gidy, Iap lai 4 1&n mt ngay néu can. Khi ¢6 tdn thuong, cdn stic miéng- hong
f)trong 2 phiit, dng 4 14n trong ngay, déc biét sau khi an. Thai gian st dung
~# théng thubng (trir khi c6 chi dinh khdc clia béc s) khodng 14 ngay.
Chéng chi dinh: Khong dung thudc khi dugc biét c6 man cdm véi iod hodc
povidone hay bt ki thanh phén t& dugc nao. Khdng diing thudic khi c6 shoat
ddng qua muc cia tuyén gidp (tang nang tuyén giap), cic bénh Iy 1d rang
khdc cta tuyén gidp ciing nhu trudc va sau khi tri liéu iod phong xa. Khdng
duoc ding thudc ndy trong vong 4 tudn trudc khi lam nhép nhdy d6 iod
phéng xa hodc diéu tri iod phéng xa trong ung thu biéu mo tuyén gidp.
Nhiing bénh nhén bu6u gidp, buéu gidp nhan, hoac cic bénh tuyén giap khac
(@3¢ biét 1 c&c bénh nhan cao tudi) cd nguy co tang nang tuyén gidp (hoat
d6ng qua mifc clia tuyén gidp) do dung lugng I6n iod. Khdng dung cho bénh
nhan dang diéu tri ddng thdi véi lithium. Khéng ding cho tré em dudi 6 tudi.
Nhiing luu y &3c biét va cinh bao khi st dung thudc: Dicbiét ¢dn trong
khi diing thutng xuyén cho viing da bi tén thuong ddi véi nhiing bénh nhan
bi suy than tir trudc. Chi dung @& stic miéng - hong. Trong trudng hop gdp kich
tng tai chd hodc mén cdm thi ngiing st dung thudc. Gilrxa tam tay tré em.
Sitdung cho phunif cé thai va cho con bu: Trong thdi ky mang thaiva cho
con b, chi diing thudc stic hong va stic miéng BETADINE® khi dugc chi dinh
chit ché clia bac s§ va nén ding véi liéu t6i thiéu, vi iod dugc hdp thu 6 thé
qua hang rao nhau thai va c6 thé duoc tiét vao sila me. Diéu nay ciing dp
_ dung d6i véi tré so sinh va tré nhd du6i 2 tudi. Povidone-iod c6 thé gay ra
thiéu néng tuyén gidp tam thoi & bao thai hay tré so sinh. Nén trénh dung
* povidone-iod & nhitng trudng hop nay. Trong nhiing trudng hop nay can phai
kiém tra chiic nang tuyén gidp & tré nho, déc biét la & nhiing vung duoc biét
|3 noi c6 ché @6 an thiéu iod va c6 xu hudng buéu cd. Ciing can tranh tuyét d6i
bét cif khd ndng ndo c6 thé xdy ra viéc tré nhd nudt povidone-iod vao bung.
Tacdung ngoai y: Hiém khixdy ra cdc phan ting man cdm da (vi du cc phan
ting di tng-tiép xtic kéo dai) ma cé thé xudt hién dudi dang ngua ban do, vét
bong giop nhd hodc cac biéu hién tuong tu. Rt hiém khi xdy ra cdc phén ng
di ting toan than cdp tinh nhu ha huyét 4p va/hodc khé thd ciing nhu rét hiém
céc trudng hop sung tdy niém mac va da cdp tinh (phu mach) da duoc béo
cdo. Sau khi hdp thu lugng I6n povidone-iod, thdy xudt hién mét can bang
dién gidi gia tang va néng 4 osmol trong mdu bét thudng, suy chiic nang
thén v6i suy than cdp tinh va nhiém axit chuyén héa da duoc dé cap dén.
thudc: Phitc hop povidone-iod ¢6 tac dung véi @0 pH tir 2,0 dén

hithiu

i ud liéu: Doc tinh cdp ciia iod biéu hién béi triu ching dau bung, bi tiéu,
ptuﬁn hoan, phi thanh qun dén dén kho thd, phil phdi va chuyén hod bat
phutmg. Diéu tri triéu chiing va hd trg.

| A B /.”/inh chat duoc Iuc hoc: Povidone-iod 2 mgt hén hop tring hop
Tacdung: Diét vi khudn, vi rit, ndm, bao ti, ndm mendon-bac .0

polyvinylpyrrolidone vdi iod (povidone- iod) ma sau khi sif dung sé tiép tuc
gidi phéng ra iod. Nquyén t6 iod (I,) @ duoc biét tir lau la mot chdt sat
khudn c6 hiéu qua cao nhu diét nhanh vi khudn, vi rt, ndm va mét s6 déng
vat nguyén sinh in vitro. Hai co ché téc dung bao gdm: iod tu do diét vi
khudn trong khi d6 iod gin két trong chét trung hop la ngudn du trit. Khi
thudc tiép xdc véi da va mang nhdy, iod mdi lic lai tach ra tir chdt tring
hop. lod tu do phan tng véi nhém -SH hodc —OH ¢6 thé oxy hod duoc cia
cdc amino acid trong céc enzyme va cdu trdc protein cla vi sinh vat, do d6
ma bét hoat va tiéu diét cac enzyme va protein d6. Hau hét cac vi sinh vat
dang trong qua trinh sinh dudng déu bi tiéu diét chi trong thi gian dudi
mot phat in vitro, va rdt nhiéu bi tiéu diét chi trong 15 @én 30 giay.

Diéu kién bao quan: Bio quan dudi 25°C. D xa tam tay tré em.

Tudi tho: 3 nam ké tir ngay sén xudt. Khong dugc duing thudc qua han ghi
trong nhan thudc

Dong géi: Hop 110 125ml.

San xudt tai Sip béi: Mundipharma Pharmaceuticals Ltd. 13, Othellos
str., Dhali Industrial Zone, P.0. Box 23661, 1685 Nicosia, Cyprus.

Phan phaéi bdi: Vimedimex Binh Duang. 6 18L1-2 VSIP Il dudng s6 3, Khu
cong nghiép Viét Nam — Singapore 2, Thii Dau 1, Binh Duong.
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BETADINE" Gargle and Mouthwash 1%
Thubc sie hong va siic miéng BETADINE 1%
Dge ki brdng dén sir dyng iraece ki disng. Néw cln thém thing fin, xin hoi 5 kide bic st hoje dirge si,

Thiah phin: 1
Hogt chds:Pavidon-Tod 185 ki),
T ehepre: Gilycerol, Menithol, Methyl Salicylute, Saccharin Sodium, Ethanel 96%, nude tinh khiét,

The dung: Digt vi khuike, virt, nim, bao i, nidmmen, don bao.
Thube siic hgng, sic migng BETADINE® khding nhudm miu ring, da vi quin do.

Dgng bio ché:
g dich
Diing sibe hpng va sic midng

Tinh chit duye lyre hije :

BNhom duge 1y Sai trimg v didi kbhuin

ATC coude: DHIBAGD2

Povidon-iod kit mit phirc bop triing hep polyvinylpyrralidone véi iod (povidon-iod) ma sau khi sir dyng 52 tiép tye gidi phing rmiod. Nguyén 1
‘i0di {1,) 8 dirgc bict tir i d mit chilt it khuda o higu qua cao o digt nhanb vi kbuin, m-ﬂm mie s6 dng vilinguyén sinh in vitro, Hai |
corche tac dung bao pim: iod ir do-digt vi khodn trong khi do iod gin ket srong chit trimg hop 1 ngudn dy trir. Khi thude ép xie vl da vi ming
uhiy, bod méi e lgi thch r o chit trimg hop. lod o do phin img vdi nhém -SH bojic -OH b thé oxy hod duge cia cic amino acid trong cic
EnZYIme Va ciu e profem cia vi sinh vit, do 46 ma bat bopt vib iéu daét cic encrymie va protein &6, Hiu béa cic vi sinh vt dang trong qui wink
sinh didmg déu bj tidu di¢t chi trong théxi glan dudi mét phit in vitro, vA nhidu vi sinh vt bj tiéu di chi trong 13 dén 30 gidy. Trong qua trinh
ndy, iod bj mil miu; theo do cé thé thily mizc 46 tic dyng ciia thute quad§ dim nhat cia miu ndu. Liéu nhic lpi b thé duge dé nghi kbi mét miv,
Chiurm e6 bio cio nio ve sir khiing thude.

Tinh chiit derge ding hoe: _
Hiip thu: thang thuimg, ding iod tai chd din dén hip thu todn thin mdt lwgng ritnhd. San phim niy ding dé sic hgng; stc migng.

Povidon (PVP): 7
Sy hlip thu vit dc biét bai tiédt qua duimg nigu cia povidon phy thude chi yéu vao trong Birgnge phén b (eta hep chit), Vi trong legmg phin tir
hirm hem 35,000 dén 50,000 phei dyekidn vE vife tha oo thade,

fod: e T e i Y
Ciich thire hiip thu iod hadic iodide vio cée th chire teong ey nbir khi iod duge ing che duimg ding khic. Thé tich phin bé biéu kién twong
img khodng 38% trong hugng co thé tinh bing kilogam. e = i

Evio thai chi yéu qua dutme nigu, vai 6 thanb thild tir 15-60mi huyét twomg/phit, phy thuge vio

némng &G iod trong ryét thanh v 34 thanh thii creatinin,

Quy cich ding goi:
Hip | chai 125ml hode hdp ! chai 120ml

Chi djnh:

Ding diu trj cdc tnaimg hap viém, nhigm khuin & miéng va hong nbwr vidm hong, viém amydan, viém lodt migng, viém lgi, lodt apto,
nhigm ndm candida, cim vi com, §

Ding dyr phing trong vit s khi phi thuit, vi dy nhur sau khi &t amydan vi sau thi thedt nha khoa,

Driing thirimg k- & vé sinh khoang migng, '

Llﬁ‘u ding - cdch dung:

| niip chai twong diremg véi 15ml, Sir dyng 20-30m| dung djch khdng pha loling hojic pha long dén 2 phin nude.
DX diing dy phong, silc migng hofic hong trong it nhia 30 gidy, 1p ki 4 1in mdt ngiy néu cin,

K hi edi dm thiromg, chn stic migng hojic hyng trong 2 phid, diing 4 in trong ngéy, djc bidt sau khi dn.

Thén gian sirding thing thuimg (i khi cd chi dinh khic coabic sT) kbodng 14 ngay.

Ching chi djnb:
Rhﬂigdhf&dmﬁ:ﬂdduwbiﬂu&uﬂmimuﬁiinﬂhu;cpﬂﬁdﬂnhrbllﬂﬂﬂnhpﬂndﬁmnm.Mdmmmmwmd&gmﬁ
i i yén i (g nang uyén gidp), cic bémh Iy 10 rang khic cia tuyén gikp eling nburtrn vi sau khi r ligu iod phong xa. Khong duge

diing thudc nay trong ving 4 fudn ilhnhﬁginﬂrﬁinﬁph&ngﬂhﬁ&ﬁﬂuﬁﬂmﬂﬁfﬂﬂﬁgﬂmmmﬁf“——ﬁ
hénh nhin bardu giap, bariu gidp nhin, hojdc cic bénh tuyén gidgp khdc (A bidt 13 che hénh nhin cao tedi) e nguy oo Bng nbng tuyen gifip (hoat

ding qued mike cdia tuyén giip) doding lugng [m iod.

Khing dimg cho bénh nhin dang digu tr) dﬁnguu"ri v lithiam,

Khing ding chotré em dandi 6 nedi,
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Nhirng luu y dédc bi¢t va thin trong khi su'dung thube

Dic biét cin trong khi ding thlré'ng xuyéncho vung dabj ton thuwong d6 01 voi nhitng bénh nhén bi suy than tir trude.
Ciing cin tranh tuy€t doi bat clr kha néing nao c6 thé xay ra vige tré nho udng phai povidon-iod. .

Chidung dé stic miéng hong. Trong trudmg hop gip kich img tai chd hodic man cam thi ngirng sir dung thude.

Sir dung cho phu nif ¢6 thai va cho con bii:

Trong thoi ky mang thai va cho con bu, chi ding thudc stic hong va siic miéng BETAD[NE khi dwoc chi dinh chit chg ciia bic sy va nén ding
véi lidu t6i thiéu, vi iod dugc hap thu c6 thé qua hiang rao nhau thai va c6 thé dugc tiét vao sita me. Povidon-iod c6 thé gay ra thiéu niéing tuyén
gidp tam thdi ¢ bao thai hay tré so sinh. Nén tranh dung povidon-iod & nhtrng truong hop nay. Trong nhing trudng ho‘p ndy cén phai kiém tra
chirc ning tuyén giap & tré nho, dc biét Ia & nhimg viing dwgc biét la noi co ché d6 an thidu iod va c6 xu huéng budu cé.

Anh hwrémg ciia thude doi véi cong viée (vin hanh may méc, 14i thu xe, lam viéc trén cao va cie truong hop khic):
Chura ghi nhén dugce bao cdo phan tmg bat loi.

Twong tic thude va cac logi twong tic khac:
Phtrc hop povidon-iod ¢6 tic dung &d6 pH tir 2,0 dén 7,0. C6 kha ning phirc hop ndy s& phan tmg lai vi protein va cac hop chét hiruco chwa bio
hoa khac, din dén sy giam sut tic dung cta phirc hgp.

Str dung dong thai véi cac san phdm 6 chira thanh phan enzyme, hydrogen peroxide, bac va taurolidine din dén lim giam téic dung cta ca hai
hoat chat.

Strdung cling lie véi cdc sin pham chirathuy ngén cé thé din dén sirhinh thanh mét hoat chit géty hai cho da.

Piéu trj véi povidon-iod co thé anh huréng dén céc thir nghiém chirc ning tuyén gidp va cé thé anh huong dén ké hoach diéu tri tuyen 01ap voi
iod. Saukhi két thic diéu tri, nén tudn theo khoang cach 1-2 mﬁnuuuck:lnﬂmcménnhapnhaydomm .

Sur hién dién cia povidon-iod tmngmot 56 thirnghiém tim vét méu trong phan hoic méu trong nuéc tidu co thé d§uden cdc. ket qua duro‘ng tmh
gid.

Técdung khﬁng mong mudn:
Hiém khi xay ra cac phan (tng min cam da (vi du cdc phan tmg di tmg chim do tip xuic, c6 thé xut hién duéi dang ngira, d6 da, vét bong gidp
nhé hodc cac biéu hién twong tir).

Rét hiém khi x4y ra cac phan img di img toan thén cAp tinh nhir ha huyét 4p va/hoac khé thés da duge béo co.

Sau khi hap thu hrgng 1ém povidon-iod, thiy xuit hién mét cén bang dién giai va nong do osmol trong mau bit thudng, suy chitc ning thin véi
suy than cap tinh vanhiém axit chuyén hoa di duge dé cap dén

Hay thong bdo vdi bic st moi tdc dung khéng mong muén ma ban gip phdi khi dimg thube nay.
Déxa tam tay tré em

Quilidu va cach xir tri:

Doc tinh cip cuia iod biéu hién béi triéu chimg dau bung, bi tiéu, xep tuin hoan, phii thanh quan dan dén kho the, phit phéi va chuyén hoa bit
thudng.

Diéu tri triéu chimg va hd tro.

Diéu kién bio quén: Bao quan ¢ nhi¢tdo khong qua 30°C.
Han diing: 36 thang ké tirngay san xuat. Khong duge ding thude qua han ghi trong nhan thude

Sin xuit tai Sip béi:
Mundipharma Pharmaceuticals Ltd.
13-15 Othellos Street, Dhali Industrial Area, Nicosia, Cypms 2540, Cyprus = : fiey o 6y SHAMERG Rl

Ngay xem xét, sira doi, cdp nhét lai ndi dung hwéng dén sir dung thude:
20/2/2020

®: BETADINE da diang ky nhan hiéu
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