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YMOYPTEIO YTEIAX
EONIKOZ OPIANIZMOXZ ®APMAKQN

Meooyeiwv 284, 155 62 Xohapydg
www.eof.gr
Alvon AloiknTiKWv YTTnpeaiwv EAEyxou MpoidvTwy
Tunua ‘Exkdoong Adeiv & Kwd. ATropdoswyv
MAnpogopies: A.MIZKH KQAIKOZ MPOIONTOX : 0179407
TnAépwvo : 213-2040000 AP. AAEIAZ KYKAO®OPIAY : 26660 /22-03-2023

AMOO®AZIH

T TPOMOMOIHZH AAEIAZ KYKAO®OPIAL ®APMAKEYTIKOY MPOIONTOX
BETADINE, BAMMA 10%

‘Exovreg utroyn:

a) Tig diardgeis Tou Apbpou 43, 95 kai 96 TG Koiviig YTroupyikig Amégaong AYT3a/l.M. 32221/2013
(PEK B" 1049/29-4-2013) «[epi evapuoviong tng EAAnvikig NopoBeaiag pe v avriotoixn Koivotiki
OTOV TOHED TNG KUKAOQOPIAG — TWV QOPHAKEUTIKWY TTPOIGVTWY TTou Trpoopilovral yia avepwITivn
xpriony, '

B) Tnyvwpudreuon tou EmoTtnuovikou ZupBouliou Eykpioewv apiBuédg: d-28 /23-01-2023

AMOO®AZIZOYME
TpotrotroioUpe TNV Adeia KUKAOPOPIag Tou papuakeuTikoU TTpoidviog BETADINE | w¢ TTpog :
- Tnv aMAayn Tou 1p6TTOU BIGBEONG aTTd «MeE 1aTPIKK TUVTAYT», O « PAPUOKEUTIKG TTPOIGV YIa TO OTTOI0 DEV ATTQITEITAN
IATPIKA CUVTAYR».
- Tnv MNepiAnyn XapaktnpioTikwy Tou Mpoidvrog, 1o PUANo OBnyIwv yia To XpAoTtn kai Tnv Emrieuavon.

Ta aToixeia pe Ta omroia B KUKAOQOPET TO TTPOIdV JETA TNV TPOTTOTTOINON Eival:

1. ApaoTikr ougcia : POVIDONE-IODINE
2. DaAPPOKOTEXVIKA HOPPH : BAMMA
3. Mopon / MepiekTikOTNTA : TINCT 10%
4. Apao'nm ouaia oTnv or’roia ; POVIDONE-IODINE

QVOaQEPETAI N TTEPIEKTIKOTNTA
5. Zuokeuacia 017940701 ) FL X 8ML

017940702 : FL X 240ML(NAAZT.®IAA.)

6. Karnyopia TpoidvTog g PAPPAKEUTIKO TTPOTOV
7. 0O06¢ kal TPOTTOG XOPAYNONS : AEPMATIKH XPHZH
8. Emwvupia rapackeuaoTh dpaoT.A’ UANG : (10181) BUASSAF CORPORATION, GEISMAR SITE --LOUISIANA,

. (9302) ISP GLOBAL TECHNOLOGIES, KENTUCKY, USA
: (11699) THATCHER COMPANY, SALT LAKE CITY, USA

9. Emwvupia TTapackeuaoTh : (0061) LAVIPHARM AE

10. Emwvupia cuokeuaoTnh : (0061) LAVIPHARM AE
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KQAIKOZ INMPOIONTOZ: 0179407

: (0061) LAVIPHARM AE

12. Emwvupia katéxou adelag KUKAOQOpIag :(0061) LAVIPHARM AE

13. Tpdtog didbeong : PappaKEUTIKS TTPOIOV YIa TO OTTOi0 JEV ATTAITEITAl
IATPIKA ouvTayn.

14. Aidpkeia wng-ZuvOnkes UAagNg . 36 pveg

156. XuvBeon avd : 1.0000 ML

ApaoTiki ougia MoodtnTta
POVIDONE-IODINE* 100,000 MG
AVTIOTOIXEI OF :

IODINE 10 MG
"Ekdoxa MNooétnTa
GLYCEROL 10,000 MG
NONOXINOL-9 2,500 MG
SODIUM PHOSPHATE (DRIED) 1,500 MG
CITRIC ACID 0,7100 MG
ETHANOL 0,3160 ML
SODIUM HYDROXIDE Q.S.topH 5,0-6,0
WATER POTABLE Q.S.

*xpnotuotroigital repicoeia 5%

16. NMepiAnyn XapaktnpioTikwy Tou Mpoidvrog ,.PUAN0 Odnyiwy yia To XpRoTn kai ETriorjuavon:
OTTWG TA CUVNUUEVQ.

ATT08£KTNG:
Ey.: LAVIPHARM AE O NMPOEAPOZ AZ/EQO®
Al MAPINAZ
19002, MAIANIA
AHMHTPIOZ ®IAINTMOY

Koivotroinon:
EONMYY
AttooTéAou MavAou 12

151 23 MapoUai OEQPHOHKE ria/my AKPIBEIA

H ANANIAHPOTRIA ISTAMENK
FENIKHE LFlAM

Eowrtepiki Slavoun:

Alvon AloiknTikwv YTTnpeoiwy EA. Mpoidviwv

Tunua Exkdoong Adeiwv & Kwd. ATTopdoewv
(A.M 03/2023)




IEPIAHYH TQN XAPAKTHPIZTIKQN TOY IPOIONTOX

P ONOMAZIA TOY ®APMAKEYTIKOY IIPOIONTOX

BETADINE 100 mg/ml Béppa

2. IIOIOTIKH KAI IIOXOTIKH XYNOEXH

KaBe ml Bapparog nepiéyer 100 mg 1wdiodyov moPfd6évng mov avrictoryovy oe 10 mg wwdiov.

‘Exdoy0 pe yvootn dpdon:
Kdé0e ml Bappatog nepiéyet 0,316 ml arbavding.

[ tov mfpn katdloyo tov ekd6xwv, BA. maplypago 6.1.

3. DPAPMAKOTEXNIKH MOP®H

Béippa.

To Béppa BETADINE £yet KaoTovokOKKIVO YpdJLa.
4. KAINIKEXZ ITAHPO®OPIEX

4.1 OcepamevTing evdsiferg

Oepancio TV deppotikdy LotpdEeny (LKkpoPakdy, HUKNTIACKGOY KoL EpTNTIKGOY).
Avtionyia tpavpdrov, ekdopdv, elkdy, dote va tpoAnedei n eppdvion Aotpméng.

4.2 Aocoloyia kar TpoTOG YopPiyNOTG

Aocoloyio,

H d6om elatopxederar avéloya ue tig avaykeg kébe aobevoic.

Ze hoypdEeig Tov déppatog kat og Tpadpota yivetar emdhewym pe Phppa 2 gopéc v NHEPQL.
Xpnoonoteiton tomikd og oteyvd Kot kabopd déppa.

ITokb gv@hexto adkoorobyo drdAvpa. To SiiAvpa mpémet va oteyvhoeL eviehdg Tpiv xpnoonombody
GUOKEVEG (G€ GUYKEKPUEVEG XELPOVPYIKEG GUOKEVEG VYNATG GUYVOTNTOG).

Haidrazpirds wAnBoouds
To BETADINE avtevietivotar g maudid nhixiag kédto tav 30 pnvév (BA. mopdypogo 4.3). Tpémog

xopfiynong

Agppatiky xprion.

4.3 Avtevdsitelg

To BETADINE 100 mg/ml Béppa avievdsixvovtal oe:
° Aocbeveig pe yvoom vrepevaictneio 6to 1310, oty mofi8évn 1 o kémowo amd Ta Ekdoya
OV AVOPEPOVTOL GTIV TAPUypapo 6.1.
e Aocbeveig pe vepbupeocidiopd.



o Aocbeveic pe o&eia TaOnom Tov Bupe0EBOVE.
e Tudié nhuciog kétm twv 30 pnvav (kivéuvog vodvpeoediopoo).

4.4 Ed1kég Tposidomoricelg Kat Tpo@uratelg katd Tn xpijon

Ot ooBeveic pe PpoyxoxiAn, pe 6Lovg otov Bvpeoedr N pe GAeg pn ofeieg acbéveieg TOL
Bupeoedodg  Exovv  avénpévo  kivduvo  vo avamtoéovv  vmepAertovpyic.  Tov  BuPeoEBOvg
(vepBLPEOEBIOO) WG AMOTEAEGHA TNG XOPNYNONG peyéAmv mocotitav wdiov. Xe avtd ToV
TAnOvopd aclevav, 1 wdodyog moPdovn dev mpemer va YOPTYEITAL Y10 TOPUTETAUEVO YPOVIKO
SICTNHA KOl GE PEYOAEG TEPIOYEG TOV JEPHATOG, EKTOG POVO AV kpiveton tedeing amapoimto. AKOpN
Kot peté To mépag g Bepaneiag, o acOevig TpEmet va eEeTaoTel Y10, Ta TPdLE COUTTOpOTO, TOAVOD
vepBupeoediopod kot av  kpdel amopaitnro, M Aertovpyio. oL Bvpeoedodg mpEmEL VoL
TopaKoAovOeital.

Anouteitor 1witepn TPocoyR Otav YiVETOL TOKTIKN KOl EKTETOPEVI xpfion oe aocbeveis pe
TPOVTAPYOVCA VEQPUKT] AVETAPKELL.

H ypion Tovg o€ maadid petagd 30 pnvév ko 5 etdv va yivetar névo 6tav LVIapyEL amdAVTOG EVOELEN
KO [LE 10TPIKT] CUVTOLYT).

Ta veoyvé kot ta pkpd Ppéen éxovv ovénpévo kivéuvo va avantiEovy VIoBVPEOEBICUO G
amotéleopa TG YopiyMong peydlov mocotitwy wdiov. Adym g avénpévng dumepatdTNTOG TOL
8éppatdg Tovg ko Tng anénpévig gvaistnoiag oTo 1ddo, 1 xpfion g wdodyov ToPdévng mpénet va.
yiveton pévo 6tav kpivetal omoldTOG amapaiTiTn Kol GE yopn\d eninedo ékBeong oe veoyva Kol 6€
pikpé Bpégn. O éleyxog g Aerrovpyiag Tov Bupeoedotg (m.y. eninedo T4 xon TSH) iowg eivon
amapaitntog. Omowdfmote TEPIMTWON KATATOONG TG wwdwodyov ToPfddvng and PBpéen mpEmer va
ATOQPEVYETUL.

Aev mpémeL va ypnoyonoteital Tpw 1 petd amd omvbnpoypagnua pe padievepyd hdio 1 amd bepaneia
pe padievepyd 1310 yia kapkivo Tov Bupeoedous.

Katé ) Sidpketo. mapotetapévig xpriong Oa mpimet va yivovia gEethoeig eEEyyov TG Aertovpyiag Tov
Bvpeoeidovg.

H pakpd ypiion emi eykoopdtov emedveng peyaldtepng Tov 20% Tng EMPAVENG TOL CAOMUOTOG
gykvpovel kivdovovg petafolikig oEEwaTg.

To @éppaxo Sev TPEMEL VA, XPTCYLOTOIEITAL e OKEVAGHOTO SEPUATIKIG (PTIONG TOV TEPEXOVLY
v3pépyvpo 1| mapdywya avtod. H enoer Tov gappudaKov He YELpov pywd epyadeio mov TepExovy 6idnpo,
Gpyvpo 1 VIPAPYVPO TPETEL VL ATOPEVYETAL.

N amo@edyeTar 1) KaTérooT) ToV GAPUAEKOV KoL T EXAPT) HE TO. naTio, To 0TIl Kot Tovg PAevvoydvouc.

AvTo 10 Qappako Tepiéyel 253 mg arbavodng oe kGOe ml fappatog BETADINE.
Mrnopei va mpokalécel aicOnpa kayipaTtog 670 déppa mov éyer vootei PAaPn.
ITo)d ev@AekTo 0lKk00AoVY0 Srddivpa.

4.5 AMlemidpacslg pe GAMO QUPPAKEVTIKG TPOTGVTE Kan GAAES pop@ig alinienidpacng

To cbumhoko PVP-1wdiov eivor omotelecpotikd o€ €0pog TIHOV pH petagd 2,0 xou 7,0. Eivor
OVaPEVOREVO OTL TO GOPMAOKO Do avTIdpaoEL pe TpwTeiveg Kat GAAEG AKOPECTEG OPYOVIKEG EVIIGELS,
TPOKOADVTAG PEIDGT] TG AMOTEAEGHATIKOTIITAG TOV.

H towtdypovn xpfio ckevaopdtov yia m bepaneio TPOVUETOV OV TEPEXOVY EVELUIKE GVGTATIKE
odnyei o amoduvapmon TV dpdceny Kol TV 390 CVGLDY.



Hpoibvra mov mepEyovy v3pépyvpo, Gpyvpo, oidnpo, Bdcelg, vrepokeidio tov VEPoYEVOL, Seyikd 0&D
kol tovpoldivn pmopel vo aAlnlemdpdoovy pe v wdwolxo moPidévn kou dev mpémer va
xpnotpomoovvial tavtdypove. Na anopedyetol n enagh tov BETADINE pe yeipovpyucd epyaleio
avTiIKeipeva mov mepEyovv 6idnpo, dpyvpo 1 V3PEPYLPO.

H taxtwch) xpfion mpénet vo amopedyetar o acbeveic mov vrofdilovtor oe tavtdypovn Bepomeio e
AiB10.

Ta mpoidvia 1wdv oL TOPEOVNG dTAV XPTCUYLOTOLOVYTAL TAVTEXPOVE. T] AUEC®G HETE TN XOPTyNon
QVTIONITIKOV 7OV TEePEYoLy okTevidivn oty S 1 mapakeipevn mepioyf] pmopel va mpokarécovy
TAPOSIKG  AMOYPOUATICNS OTIG GUykekpuéveg meploxés. H olyyxpovn ypfiom pe vdpapyvpikd
avTionTiKd propel vo, 0dnynioeL 61 SNPLOVPYio KADGTIKMDY 0VGUDV.

Adym mg ofedwTikig dpdong TV CKELACHATOV TNG Wd0VX0L ToPddvng Sibpopot SiayvooTtucol
maplyovteg pmopel va maplyovv yevdhg OeTikd epyactnplakd amotedécpato, (T.y. Sokacies e
ToAovidivn 1 pe KOppL yovaidk yia Tov Tpocdiopiopd g atpoyrofivig 1 tg YAvkding ota kémpava
1 ot 00pa).

H amoppdgnon tov wdiov mov mepiéyetor 6ta ckevdopota TG wdtotyov tofiddvng uropel vo, petdost
mv mpdoinyn wdiov amd tov Bupeoedn. Q¢ amotéleopa avtov dnpiovpysitor mopepPody oe
dapopeg eketdoeig (omvbnpoypdenpa Bupeoeidois, TPocdopiopds Tov Wwdiov mov gival Secpevévo
oe mpwteiveg, Suyvootikés Sokipacieg pe padievepyd 10810) ki pmopel vo kével o
TpoypappoTicpévn Bepaneio. tov Bopeoedovg pe 1bdto (Bepamein. pe padievepyd 1hd0) pn epuct.
Metd to népag g Bepaneiag, Eva kotdAndo ypovicd Sibotpa npénel va meplost mpwv T Slevépyeia
VEOL GTIVEN POYPAPTILATOG.

4.6 TovipétnTa, Kinon kar yolovyio

Kot v xdnon xar tov bnloopod, n xpiion g 10d100x0v mofdévng mpénet va. yivetor pévo ooy
Kkpivetar amoldtwg arapaimm kot og YounAd eninedo £xBeons. Adym TV KavoTHTOY TOL Wdiov Va
BiEpyeTon TV ThakoOVTH. Kot VoL EKkpiveTal 6To pmTpikd yaha kat Adym g avEnpévng evaisdnaiog tov
enPpooL ka1 Tov veOoyvoD 6To 1bd10, dev TpémeL va. xopryodvial peydileg mocdTTeS Wdiov KaTd, TV
KOMoT Kot Y mEPiodo tov InAacpod. Emmdéov, 1 cvykévipmon tov wdiov eivor peyaddtepn oto
pMTpd yéAa oe cdykpion pe ta eminedo otov opd. H ypfion g wdovyov mofidévng pmopei vo
TpokuAéceL Tapodikd, vrobvpeoediopd pe ovénon g TSH (Sieyeprich oppdvn Tov Bupeoetdonc) oto
énPpvo 1 oo veoyvd. O €deyyog Tng Aertovpyiag Tov Bupeoetdoids Tov veoyvoy iswg sivar omapairntoc.
Omowdfmote mepintwon kotdmoomng g 1wdodyov mofwdévng amd veoyvd 7 PBpéen mpémer va
QTOPEVYETAL.

4.7 Emdpaseig oty kavétra 0d1iynong kot (e1piopod pnyevnpdrov
To BETADINE ev £ygt kopia enidpacm otnv kavotnto 081 ynong Kot xepiopod unyavnpdtoy.
4.8 AvemBopnTeg evépysieg

I'evikdg to orevaopoTo OV TEPEYOLY 10S100X0 TOP36VY eivar KaAdg ovektd kol dev TPOKaAoDY
avemBounteg evépyeies. Xe moAd omhvieg meptdoelg eivar duvatdv va mapatnpnfody oAdepyikég
avTidpacelg Katé T xprion tovg, ot omoieg Gumg eivar Suvatdv va ogeilovror o ocvyKpacioK
VIEPELOIGHNGI0 TOL ATOHOV GTO UDSI0 1) GE KAMO0 0O TOL £KSOY0L TOV CKEVAGHOTOG.

Maxpoypdvia kot enavelnppuévn xprion BETADINE oe extetapévo tpadpate 1 eykadpoto mavoy
vo odmyToeL oe amoppéenon wdiov, He GUVETEW TNV EpQAVIoT avemBOpunTOV evepyewdy, Ommg
petardin yevon, avénon ciehdppotag, aichnpo kadcov 1 évov otov Aopd 1 6To 6Topo, EPEfIoO
KoL 0idMpo. patidv, petafolic) o&émon kat STapoyEg TG VEQPIKHG Asttovpyiog.

&



Ot axdrovbeg cuyvéTnTEG amotedody T Péon yia v a&oddynon Tov AVETLOOUTTOV EVEPYEIDV: -
IToAd cvyvég (= 1/10)
Tuyvég (= 1/100 £wg <1/10)

Oy cvyvég (>1/1.000 émg <1/100)
Trdvieg (=1/10.000 éwg <1/1.000)

[ToA0 omdvieg (<1/10.000)

Mn yvootig cuxvémrag (Sev propei va extiumOet pe faon ta dbéoa dedopéva)

Kotnyopia/opyaviko Avem@opnTn evépysio KaTh cvvoTnTO
oot pa
Travieg (21/10.000 IoAv omavieg Mn yvooTtiig cvyvoTnTag (dv
£wg <1/1.000 (<1/10.000) propei vo. extipnOei pe Baon Tta
dwOéopa dedopéva)

Awrapayés Tov YnepevarcOnocio AvVoQUAOKTIK
GYOGOTO|TIKOY avtidpaon
GUGTI|LATOG
Awrapayés Tov YnepBopeoediopds | Ymobupeoediopdg* **
£vdoKpPIVIKOD (kbmoteg POpEG pe
GUGTI|LOTOG GUUTTOULOTO OTWG

Toukopdio N

avnovyio)*
AwrTopayés Tov Avicoppotio. NAEKTpOAVTOVH*
petafolopod Kat Metafolukn| o&Emon**
5 Opéyng
Awrapayis Tov Agppartitida €& Ayyglovevpotikd ATo@oAdmTIK
déppaTog Kat Tov emopng (pe oidnpa Seppatinida****
vr0d6pLov 16700 GUUTTOHATO OTMG Enpodeppio****

epUOM O, PIKPEG
@OVLOKAAES Kal

KvNopo)

*

Awrapoyés TOV
VEQPAV KUl TOV
0VPOPOPAY 00DV

Oégia veppikn) avemdpreo**
Mn QUGI0AOYIKT|] OGHAOTIKOTTITO
Tov aipatog**

Ye aobeveic ue 10topiké acbévelas tov Gupeosidovs (BA. mapdypapo 4.4) UETG. amd mpdoAnyn
onuaVTIKIG TOGSTNTAS 10TV TL.Y. HETE QO HOKPOXPOVIa. xpHion Tov Srabparos e 1wd100Y0v ToPiddvng
yia. T Oepameio TV KoL EYKAVUGTWY OE EKTETAUEVES TEPLOYES TOV OEPUATOG.

** Mropei vo copPei pévo et amd amoppopnan ueyGAwy Sykwy e 10010000 TOP106VHS KATE TNV
éxBeon peyGAwy mepLoydv Tov dépparog 1 Tov flevvoydvov (.. Ty Oepareio v eykavudrwm).

*%% Merd amd TopoTeTopéV 1 EKTETOUEV Xpiion TS 1510000 ToPI1dovNG.

k4% Nropel va ooufel kopiwg HETd. omo exavolopPovOueves xopnynoes Abyw e vynAng
mepigkTioTTag 100 Srlbuatog oe adxodAn. O kivovvog eivar UEYOADTEPOG YI0L T1] YEVVITIKI] TEPIOXT
(m.x. T0 OayEo).

Avaoopd mOavoloyod LEVOV OVETBOUNTMV EVEPYELDY

H avagopé mihavoloyodpevay avemBOUNT®VY EVEPYEUDY HETA a0 T1 yopfynon @detog kukhogopiog
TOV POPUOKEVTIKOD TPOidVTOG eivan onpavtikr. Emrpéner m GLVEXT TOPAKOALOVENOT TNG CYESTS
0PELOVC-KIVEIVOL TOV PAPUAKEVTIKOD TPOiGVTOg. Z1TeitoL and Tovg emayyelpaTieg vyeiog va
OVOPEPOLY OTOECINTOTE MOOVOLOYOVHEVEG AVETOOUNTEG evépyeieg péom tov Ebvikod Opyavicpoo
Dappdrwv:




EBvucog Opyaviopog Ooppikmv
Meooyeimv 284



GR-15562 Xolapyods, Abfva
TmA: +30 21 32040380/337
®ok: +3021 06549585
Iotdtomnog: http://www.eof.gr

4.9 Yrepdocoloyia

Y nepPohiki mocoTTe. wdiov pmopei vo, TpokoAEceL Swrtapay£s g Bupeoedikng Asttovpyiag Omwg
BpoyxokniAn, voBuPeOEWBIGNO 1) VIEPOVPEOEWBITUO.
TOOTHATIKH 0oppdenoT 1wdiov petd and enavaiapfavopevn EQAPOYT TNG 10VYOL TOPLOGVNG GE
peydleg emedveeg mAnydv 1 eykavpdtov pmopei va odnynoer oe évav apbpd dvopevav
OMOTEAEOUATOV: PETOAMIKT YEDOT) GTO GTOWO, VIEPUETPT) CLELOPPOLL, KAYILO 1 mbvo otov Ao 1 To
otopa, epediopd kar Siéykwon ota pdtio, dvuokodia oTnV avamvor AOY® TVELHOVIKOD OOMMATOG,
SeppaTiKéG AVTISPACELS, YOOTPEVIEPIKT Satapay kot didppoia, petaporikt] oEEwon, vepvaTpotpio
kot eEacBEvion TG VEPPIKNG Aettovpyiag.
H ofelo tofwémia Tov 10diov ekdnAdveTar pe CULUTTOHOTA GTNY KoMKy ydpa, ovovpia,
KUKAOPOPIKT] KATAPPEVOT, TVEVHOVIKS 0idTpaL Kol peTaBOMKES STapayEs.
Ye mepintoon toyaiog 1| oxompung Mymg vrepfoliiic TosoTTaG TOV PupPAKOL amd TO GTONA, TPETEL
VL TLPEYETOL VIOGTNPIKTIKT] KL GUUTTOHATIKT Bepamneio kot e8] Tpoooyn mpémet va. emdideTon oty
160ppOTic. NAEKTPOAVTOV Kt TN VEQPU Aertovpyia, Omwg Kot Aertovpyia Tov Bupeoedog.
Toviotéron 1 xopynon yéhuxtog 1 gutikod elaiov 1 StaAdpatog apdrov 1 TADGT) TOL GTOUAYOL pE
Siédopa Bgrobetivov vatpiov 1-3%.

Tniépavo Kévipov Andnmpidoewv: 210 77 93 777.

5. ®APMAKOAOTIIKEX JAIOTHTEX
5.1 Do ppoKodVVEPIKES LOOTNTES

DoppokoBepamenTiKy) KoTnyopio: AvTionmrikd kot amoALpoVTIKE, Tpoidvta wdiov,
kodwkog ATC: DOSAGO2

To. ckevGopoTa IOV £XOVV 1WS00X0 TOR6VN SpovV EMPAVEINKE Kat TPOVGIALOVY TIG AVTICT|ITUKEG
BoTTeg Tov 1wdiov. Eivar vdatodialutd kar £xovv v KavotnTa Vo E1GEPYOVTOL OTIG MKPOTEPEG
TTVYéS Tov dEppatog kar tav fAevvoyovav. H iwdiovyog moPidovn eivor éva GOPTAOKO TTOV AMOTEAEITAL
amd 1o moAvpepéc moAvfvvlomuppoddovn poli pe 1do (wdodyog mopdoVN) TO omoio, pPeTd TN
xopfynom, cvveyilet vo anodecpedel 130 YL KGO0 ypovikd Sbotnpa (repimov 10% tov wdiov
amekevbepdveron Padpaia). ESd kor modAd xpdvia etvar yvmoto 61110 otoyeoko o (I) etvar évag
ToAd SpooTIKdG pikpoPlokTévog TopdyovTag 0 Omoiog GKOTMVEL ypfyopa éva gupv gaope. GRAM
Petikdy kar GRAM apvirikdv Baxmpdiov, pokoPaxtnpidia, 100G, poxnres kabbg kot Ko,
TpaTéloa, Tapdotra kot omépovs. To eledbepo 1hdio £xgt ypTyopn pikpoPioktdévo dpéon, evd To S0
7OV TAPAPEVEL SEGHEVHEVO PE TO TOADUEPEG XPNOLHEDEL WG omdbepa Y1 Babpaio amodéopevomn. To
eAevBepo 1S10 avidpd pe tig opddeg -SH M -OH, pe dvvaromro okeidwong, Tov apvotinv Tmv
eviOpOV KoL TOV SOPKOV TPOTEVAOY TOV AmMOTEAOVY TOVG LIKPOOPYOVIGHOUG, HE AMOTELECHO TNV
QMEVEPYOMOMON KOl TNV KUTACTPOPT GVTAOV TV EVEOp®V Kol npwteivdv. Ov mepiocoTEPOL
[LIKPOOPYAVIGHOL KATAGTPEPOVTOL GE AtyOTEPO Omd £val Aemtd oe gpyactnpukég cuvoTkeg, evd ToAlol
katooTpépovial eviog 15 pe 30 devteporémtwv. H pucpoProktovog dpdom Swrnpeiton mopovcio
aipaog, THov, 0pod Kkat vekpopévov 16tod. H dubpreta dphong gtvon maporeTapévn téon 6co dwprel
0 YPORATIGUG Tov dEppatog (Tepimov 4 GPEG). LVVETMG T £VIACT| TOV KOQE YPOUATICHOL PTOPEL Vo,
ypnoponomBet g EVOEEN TNG ATOTELECHATIKOTNTAG. EmavolopBavopevn d6om pmopet va yperdletol
HETG amd TOV amoXP@UOTIoNS. Metd, and T XopTynoen wwdo0yov moPddvng dev Exgl avapepbel M
ovemTEn avleKTIKGV pikpoPlakdy oTeEAeXDY, OVTE KoL TPOKaAEiTaL TOTIKOG EPEDIGLOG 1) EYKADULOTOL.
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7.0 ypOPATIGHOG TOV SEPHATOG KOL TMV POOYMY £IVaL TPOSMPIVOG KoL 0Lpatpeiton E0KOAN [LE VEPO.

IMeovéxtnpa tov Pappoatog BETADINE eivat 611 oteyvdver ypiyopa xépig oty aAKOOAT TOL TEPEYEL.
52 DoppoKoKIvITIKEG 1O10TNTEG

ofrdovny (PVP)

H amoppdenon kat kupimng 1 veppkt| omékpion tng toPiddvng eéaptdrar amd to (LEso) poptakd Papog
(tov piypotog). T poprokd Pépn peyorvtepe amd 35.000 émg 50.000 m xotaxpdnon eivor
OVOUEVOLLEVT).

Iodwo

H ovykévipoomn tov wdiov 6to aipo yivetar péyiotn oe dvo €mg Tpeg Nuépes. Emotpéper ota
QLGLOAOYIKE eTtimeda petd amd Ty Thpodo piog efSopddag petd T SKomh TG XPTIoNG TG Lwdovyov
ToPddvNg.

Amoppdenon
H anoppdenom givar meptopiopévn and To puotoroykd dEpa, Petd and Tomkn xoprynon. Avtifeta n
anoppOPNo” aVEAVETAL 08 KATESTPORPEVO SEPHA (TT.X. TANYEG KOl EYKODLOTAL).

Amofoin

H amoBoAr yiveTor oyeddv amordetotikd amd T veppukr 030.

53 porhivika dedopéva yia TNV ac@dAieia

To dwddpate g wdovyov ToPddvng (PVP-I) anelevbepdvouy Pabpiaio 1o 1hdo yio va emdpdoet
gvavTio 6T BOKTAPLO, TOVG LOUKNTES, TOVG 100G, Ta TPMTOLMA, To. Tapdoita Kol Tovg 6Topous. Eival
€161 MyOTEPO 1oYLPO OO TIG EVDGELS TOV TEPLEXOVY EAEVOEPO 1DS10, OALG glvar AtydTepo TOEWKO.
Meléteg o&giag, vVIoypOVING Kot ¥poviag ToEoTTog te 1wdtovyo ToPddvn £deEay To&kotnTa, petd
amd GLOTNUIKT XOPMYNOT OYETIKE VYMADY d6cemV, GLVETMG 1) To&udTNTa Ogv Bempeital oyeTun e
mv KAk xpiom. Ta to&uoloykd dedopéva delyvovv Ot 6T cLVIcTdpEVT Bepamevticr dOon Yo
ToV GvBpmmo M xp1ion g wdovyov ToPddVNg Elval AcPAATC.

Epppvoto&icotnto mapatnpnnke dtav EpPpua poodg ektédnkay oe 1wdovyo moPfddvn. Meréteg
avantuElokng ToEdTNTag 6ToV KOVIKAO £de1&av OTL £va YaunAod popokod Bapoug GOUTAOKO
101000V moPddvng (16-75 mg/kg/mpépa) mpokdiece pia eaptdpevn omd tn d6om peiwon tng
avéNong ToL COUATIKOD BAPOVG TNG UNTEPAG Kot Ta. LESA BApm ToL RBPHOoV Kol TOL TAAKOVVTO TjToV
younAdrepa amd avtd v {hov poptopmv. Adym g wavotntag Tov wdiov va Siépyetat tov
TAOKOUVTO, Kol TNG evaictnoiog tov epPpvov ce QapprakoAdoyikés d6cels wdiov, 1 wdovyog ToPddvn
TPETEL VO, YPNCYLOTOIELTOL GE KVOPOPOVGES YUVAIKEG HOVO HETA O TPOGEKTIKY WLTPIKT) AEL0AGYN o).
Apretég epyaotnprokés HeAETeg yeveTiktg ToSucoroyiog vTodnAdvouy 6Tt 1) Wwdvyog ToPddVN lowg
givar peTaAAoEloyOvVoG, evd GALEG PEAETEG ELYAV APVTTIKG ATOTEAEGHATA, CUUTEPIACUPAVOUEVMV
Eexyoplotdv peretdv oe {oikd npdtoma. Otav Anebei v’ Sy 1 to&ikdTnTa TG wdtovyov ToPddvng
O EPYUCTNPLOKE GLGTNIOTA SOKLULDY, 1] EKTIUNOT TOV amodeiEemv VTOSNADVEL 6TL 1] 1WIOVY0G
noPddvn dev givar yevoto&ikt). Agv £xovv dtevepynOel poakpoypoveg pedéteg oe {da yio vor ekTiumOel
10 KOPKIVoydvo duvoptkd Tng uwdtovyov moPdovng.

6. DPAPMAKEYTIKEY ITAHPO®OPIEXZ



6.1 Kataloyog exdoymv
I\okepdin
Novo&uvoin-9



6.2

6.3

6.4

6.5

6.6

10.

Dwopopukd vétpro (Enpd)
Ktpucd o0&

ABavoin

Y dpo&eidio Tov vatpiov
Nep6 mdopo

Acvpfatotnreg
H 10810006 moPdovn dev mpénet va ypnoponoteiton pali pe Pacets, viepo&eidio tov vEpoydvov,
Towpordivn, oidnpo, deyucd o0&V kot dhato Tov apydpov Kot vépapydpovL.

Awapkera {ong
36 pnves.

Idwitepeg mpouAa&erg kaTd T QOAUEN TOV TPOTGVTOG
Mn puAdooete oe Beppokpacio peyardtepn tov 25°C.

D001 KAL GLGTATIKA TOV TEPLEKTT
Xaptivo kovti mov mepéyel TAaoTikn PaAn Twv 240 ml 1 yvdiwo @orido twv 8 ml pe
EVOOUATMOUEVO TIVELAKL EQAPLOYTG KAOAOG Kot OALO 0d1ydV YpTIoTG.

ISwitepeg mpoPuAGEEIS amOPPLYNG KoL GAANOG YXELPLoOG
Ka0e aypnoiponointo goppokevtikd tpoidv 1 VITOAEYLILN TPETEL VO, OTOPPINTETAL COLPOVOL |LE
TG KOTA TOTOVG 10YVOVCEG OYETIKES SLUTAEELS.

KATOXOX THX AAEIAZ KYKAO®OPIAX
LAVIPHARM A E.

Aylog Mapivag, 190 02 IMouavia, ATtk

TnA.: 210 66 91 000

A1k0100Y0¢ ZNUATOC
MUNDIPHARMA AG, Switzerland.

APIOMOX(OI) AAEIAY KYKAO®OPIAX

HMEPOMHNIA ITPQTHXE ET'KPIZHY. / ANANEQXHY. THX AAEIAX

HMEPOMHNIA ANAGEQPHXHY TOY KEIMENOY



