IHCTPYKIA
AJIS1 MeUYHOI'0 32CTOCYBAHHSA Npenapary

BETAJINH"
(BETADINE")

Ckiiaa JikapcbKoro 3aco0y:

diroya peyoguHa: TIOBIIOH-HO;

1 M1 po3uuny mictutk 100 Mr noBinoH-HOIY;

oonomixcHi pewosunu: TiinepuH (85 %), HOHOKCHHON 9, KHUCIOTa JUMOHHA O€3BOAHA, HATPIIO
riagpodocdar 6e3BoIHUIN, HATPIIO TIAPOKCHI, BOJA OYHIIICHA.

Jlikapcbka ¢opma. Po3unH 11 30BHIIIHBOTO Ta MiCLIEBOTO 3aCTOCYBaHHS.
P0o3unH TeMHO-KOPHYHEBOTO KOJIBOPY i3 3aI1aXOM HOy, HE MICTUTh 3B&KCHHX Ta OCAIPKCHUX YaCTOK.

Ha3sga i micue3HaxoaxeHHsI BHUPOOHUKA.

3AT ®dapmanestuunnii 3aBoa EI'IC, Yropmumna 3a minensiero kommanii MYHIIDAPMA A.T.,
HIseitnapis/EGIS Pharmaceuticals PLC, Hungary under license from MUNDIFARMA A.G.,
Switzerland,

9900, M. Kepmenn, Byn. Matsim kipaii 65, Yropumaa/9900, Kormend, Matyas kiraly ut 65, Hungary.

dapmakoTepaneBTHYHA Ipyna. AHTHCENTHYHI Ta Ae3iH(iKyrodi 3acoou. [oBimoH-Hom.
Kon ATC DO8A G02.

[ToBinOH-HO]T € KOMIUIEKCOM HOAy Ta MOJiMepy MOMIBIHUIMIPOMIIOHY, IO BUAUISE HOA MPOTATOM
MIEBHOTO Yacy IMICIIs HOro HaHeCeHHs Ha IKipy. EnemenTtapuuii o nposiBiisie CHIIbHY OaKTEPHIIUAIHY
Ti10, Ma€ MIMPOKUA CHEKTP MPOTHUMIKPOOHOI mii moa0 OakTepii, BipyciB, TpHOKIB Ta HAUMIPOCTIIIHNX
MIKpOOPTaHi3MiB.

MexaHi3Mm aii: BUIbHUN WO 3M1ACHIOE MBUIKUIA OaKTEPUIIMIHUN €PEKT, a MOIIMep € IeT0 I HOdy.
[Tpu KOHTAKTI 31 MIKIPOIO Ta CIM30BUMH OOOJIOHKAMH 3 TOJIiMEpa BUALISETHCS 3HAYHA KUTBKICTh HOTY.
[Tpu yTBOpenHi komruiekcy i3 [1BII #iox 3Ha4HOIO MipOIO BTpaydae MiCIEBOMIOIPA3HIOBAIBHY 10, 1110
IpUTaMaHHa CIHMPTOBUM pO3YMHAM Homy, 1 TOMy J00pe NEepeHOCUThCS IIKIPOK, CIM30BUMHU
000JIOHKaMU Ta ypa)KeHUMH TTOBEPXHIMHU.

Wox pearye 3 okucmopansHUME-CyIbgiganmu (SH) Ta -rinpoxcunsanmu (OH)-rpynamu aMiHOKHCIIOT,
10 BXOJIATH J0 CKIaAy GEepPMEHTIB 1 CTPYKTYPHHX OUIKIB MIKpOOPTaHi3MiB, IHAKTUBYIOUW UYX PYHHYIOUH
i O11Ku. BifbIIicTh MiKpOOPraHi3MiB 3HUIIYIOTHCS MPU il in Vifro MEHIII HiX 32 XBUIIUHY, 2 OCHOBHA
pyiHiBHa 71 BinOyBaeThes y nepiui 15-30 cexyna. [Ipu npomy o 3He6apBIIOETHCS, Y 3B’ 3Ky 3 UMM
3MiHa HACHYEHOCTI KOPUIHEBOTO KOJIBOPY € 1HIUKATOPOM HOTO €(peKTUBHOCTI.

AKTHBHA pedyoBHHA NpenapaTy beraqun® po3uuH HAIIKipHHUI Mae MUPOKUH aHTHUMIKpOOHMiT CIIEKTp
aii, a came — Ji€ Ha TPAMIIO3UTHBHI Ta TpaMHETaTUBHI OakTepii (OakTepuIUAHMII), HAa BipycH
(BipyniuuaHuii), Ha TpuOKHM (PyHTIIMAHUNA) Ta crOpU TPUOKIB (CIIOPUIIMAHUI), @ TAKOX Ha AEsKi
MPOCTIII MIKPOOPTaHi3MH (MPOTO30HHUI).

3aBasKM MEXaHI3My Jii pe3UCTEHTHICTh Ha MperapaTr, y TOMY YHCI BTOPHHHA PE3UCTCHTHICTh NMPHU
JOBIOTPUBAJIOMY 3aCTOCYBaHHI HE OYIKY€EThCS.

[Ipenapat po34HHSAETHCA Y BOAI 1 JIETKO 3MUBAETHCS BOAOIO.

JloBroTprBaje HaHECEHHs Iperapary Ha BEJIUKI PaHOBI MOBEPXHI UM TSKKI OIKH, 8 TAaKOX CIIH30BI
000JIOHKHM MOXX€ TPHU3BECTH 10 BCMOKTYBAaHHS 3HAYHOI KUIBKOCTI Homy. SIK mpaBuiio, BHACTIIOK
JIOBFOTPUBAJIOrO 3aCTOCYBAHHS Mpenapary BMICT HOLy y KPOBI HIBHJIKO MiBUILY€eThcs. KoHIEHTpalis
MIOBEPTAETHCS JI0 MOYATKOBOT'O piBHA uepe3 7-14 nib micist 0CTaHHBOT'O 3aCTOCYBAHHS Ipenapary.

VY mamieHTIB 3 HOPMAJIBHOIO (YHKIII€I0 IUTOBUIHOI 3aI031 30UTBIICHHS 3araciB HOay He BUKIMKAE
KJIIHIYHO 3HAYYIIMX 3MiH TUPEOiTHOTO TOPMOHAIBHOTO CTAaTyCy.



AOcop011is 1 HUPKOBA €KCKpellis MOBIIOHY-HOIy 3aJ€XUTh BiJl OO0 MOJEKYJISIPHOI MacH, a OCKUIbKU
BOHa KoJuBaeTbesa y Mexax 35000-50000, To MokJIMBa 3aTpUMKA PEUOBHHH.

O06’em posnoainy BimmoBigae nmpudauzno 38 % macu Tina, yac OI0JOTIYHOTO HAIIBBUBEICHHS ITiCIIS
BariHaJIbHOTO 3aCTOCYBAHHS CTAHOBUTH OJTM3bKO 2-X A10. HopMansHuUi 3arajibHAM piBEHb HOAY Y I1a3Mi
KpOB1 CTAHOBUTH pUOIHM3HO 3,8-6 MKI/1, @ piBeHb HeopraHiuHoro ioxy — 0,01-0,5 mxr/am.
BuBoauThcs npenapar 3 opranizMy nepeBakHO Yyepe3 HUPKH 3 KiipeHcoM BiJ 15 1o 60 Mir/XB 3a51exKHO
BiJl piBHS Oy y TJIa3Mi KpOBi Ta KimipeHcy kpeatuHiny (y Hopwmi: 100-300 Mkr fiony Ha 1 T KpeaTHHIHY ).

IMoxa3aHHs 1J151 3aCTOCYBaHHS.

o Jlesindexmis pyk 1 aHTHCceNnTHYHA OOpoOKa CIM30BUMX OOOJOHOK, HAINPHUKIAL, Tepes
XIpypriyHUMH  OMepalisiMy, TIHEKOJOTYHMMH Ta  aKyIIepChKUMHU  MPOIEeAypPaMH,
KaTeTepU3alli€l0 CEYOBOr0 MiXypa, 0i0MCi€l0, iH’ €KLIIMHU, MYHKIISIMHU, B3ATTSAM KPOBI, a TAKOX
K TIepIa TOTIOMOra MPpHU BUTIAIKOBOMY 3a0pyIHEHHI MIKipH iH(PIKOBAaHUM MaTepiaioM.

e AHTHcenTHYHa 00poOKa paH Ta OMIKiB.

e [irieniyHa Ta Xipypridaa ae3iH(eKIis pyk.

IIporunoxa3aHHs.

e [linBuIeHa YyTIUBICTh 0 HOMY UM Mif03pa HA Hel a0o0 10 1HITUX KOMIIOHEHTIB Mpenapary.

e [lamienTy 3 mopymeHHIMHA QYHKIIIT IIATOBUIHOI 3271031 (BY3JI0BUH KOJIOTTHUH 300, €HIEMIYHUN
300 1 TUPEOITUT XaITUMOTO).

e [lepen Ta micns iKyBaHHS Ta CUMHTUTpadii 3 pagioaKTUBHUM HOJIOM, Y XBOPHX 13 KAPIIHHOMOIO
IIUTOBHUIHOI 3aJI03U.

o ['epnerudopmuuii nepmatut Jropunra.

e HupkoBa HEIOCTATHICTb.

Haue:xni 3axoam 0e3nexy nNpu 3acTOCyBaHHi.

3acTrocyBaHHs MOBIJOH-HOAY MOK€ 3MEHIIMTU MOTIMHAHHS MOy IIMTOBUAHOIO 3aJI03010, II0 MOKE
BIUIMHYTH Ha pe3yJbTaTH JESIKUX OOCTeXeHb 1 mpouedyp (cumHTHrpadii IIUTOBUAHOI 3aJ03H,
BH3HAYCHHS OIJTKOBO3B’SI3YIOUOT0 MOy, MIarHOCTHYHI MPOILEIYPH 13 3aCTOCYBAHHIM PaliaKTHBHOTO
Hoy), y 3B’SI3Ky 3 UMM IUIaHYBAHHS JIIKyBaHHsI 3aXBOPIOBaHHSI IIIMTOBHUIHOT 3aJ1031 MpernapaTaMu Hoxy
Moske OyTH He MOKITUBUM. [licis mpunuHEeHHs TiKyBaHHS MMOBIJOH-H0/I0M HEOOX1THO 3pOOUTH TIEpEPBY
He MeH1Ie 1-4 THXHIB.

OxwucioBabHa JTis MOB1IOH-HOTy MOXe IPU3BECTH 10 XUOHO-TIO3UTUBHUX PE3YJIbTATIB IIaTHOCTUIHHUX
TECTIB (HAMPUKIIAJl TOJYiTMHOBA 1 TBAsSKOBA MpoOa Ha TeMOTJIO01H Ta TIII0KO3Y Y Kauli Ta cedi).
OxucnroBanabHa il MOBIMOH-HOMY MOXKE CHOPUYUHUTH KOPO3iI0 METaliB, TOJMI SIK IJIACTMAacoOBi 1
CHUHTETHYHI MaTepiajy 3a3BHYail HEe YyTIMBI J0 TOBIJOH-Homy. B okpemux Bumagkax Moxe
CTIOCTEpIraTUCs 3MiHa KOJIBOPY, 10 3a3BUYAl BiTHOBITIOETHCS.

[ToBi10H-#10/1 JTIETKO BUAATISETHCS 3 TEKCTUIIBHUX Ta IHITUX MaTepiaiB TEIUIO BOIOIO 3 MIJIOM. [Tmsimu,
10 BaXKKO BUAANSIOTHCA, CIiJT 0OPOOUTH PO3YMHOM amiaKy 4d Tiocyiab(haToM HATPIIO.

Po3unH He mpU3HAYSHUH I BHYTPILIHBOTO 3aCTOCYBAHHSI.

[Tpu mepenomnepaniiiHOO Ne3iH(EKII€I0 MKIPA CIi CTEKUTH, MO0 MiJ XBOPUM HE 3AJIUIIATIOCS
3QJIAIIKKA PO3YUHY (Yepe3 MOMKIIMBICT MOAPA3HEHHS IITKIPH).

OCKibKM HEMOXXJIMBO BHUKIIOUUTH PO3BUTOK TilepTHpeo3y, AoBrorpusaie (Oinbimie 14 1HIB)
3aCTOCYBaHHS MOBIJOH-HOAY YU HOTo 3aCTOCYBAaHHS Y 3HAYHHUX KUIBKOCTSIX Ha OOLIMPHUX IMOBEPXHIX
(monan 10 % moBepxHi Tija) y mamieHTiB (OCOOIUBO JITHHOTO BiKY) 3 JATEHTHHMHU TOPYIICHHSMHU
(GyHKIIT IMMTOBHUIHOI 3aJl03W JOMYCTUME TIIBKH ICIS PETEIHHOTO CITIBBIIHOIICHHS OYiKyBaHOT
KOPHCTI 1 MOXJIMBOTO PHU3UKY. TakMX MAali€HTIB CNiJl KOHTPOIIOBATH IS BUSBICHHS PaHHIX O3HAK
rinepTupeo3y 1 HaJEeXKHOro OOCTeXeHHsA (YHKIII HIMTOBUAHOI 3aJI03H, HABITh MICJIs HPUIUHEHHS
3aCTOCYBaHHA Mpemnapary (Ha TEpMiH A0 3 MICHIIIB).

Oco0s1uBiI 3acTepexeHH .
3acmocyeannsa y nepioo ea2imnocmi abo 200y8aHHsA 2pyooio.



[ToBinon-iion He Mae TeparoreHHoi aii. [Ipemapar mpoTUnoka3zaHo 3aCTOCOBYBATH MiCIs 2-TO MicsIis
BariTHOCTI Ta y mepioJ rogyBaHHs rpyamio. Mon mpoHukae yepe3 IUIalleHTapHUE Oap’ep 1 Moxe
MIPOHMKATH y TpyaHE MOJIOKO. Ha uac nikyBaHHsS HE0OXiTHO MPUMTUHUTH TOLYBAaHHS TPy IIIO.

30amuicmb enaueamu Ha WGUOKICMb peaKuyii npu KepyeanHi agmompancnopmom aoo pooomi 3
iHwumu mexanizcmamu.Hesigoma.

Mimu.
HoBonapomxenuM 1 aitsM a0 1 poKy MOBIIOH-HOA CITiJi BUKOPUCTOBYBATHU TUIBKH 332 CYBOPHMH
MMOKa3aHHAMH. Y pasi HeOOXI1THOCTI, CIIiJ CIIOCTEPIiraTu 3a QyHKITIEI0 IUTOBUIHOI 3271031,

Croci0 3acTocyBaHHA Ta 103H.

[IpenapaT npu3HaueHuil 17151 30BHIIIHBOTO 3aCTOCYBAaHHS Y PO3YMHEHOMY Ta HEPOZUYUHEHOMY BUTJISII.
He cnig 3mimryBatu mpemnapar 3 rapsiuoro Bojorw. [lpumycTrme nuine KOpOTKOYacHE HarpiBaHHS 10
TeMIepaTypH Tijia.

Jlo3yeanHsi.

Hepossenennii posunn beraauny® 3acTocoByroTh 171 00poOKH pyK 1 LIKipH Hepes XipypriuHomo
OTepaLi€lo, KaTeTepU3alielo CeY0BOr0 MiXypa, 1H €KIiSIMH, MyHKIISIMUA TOLIO.

Po3unnu MoxHa 3acTocoByBaTu 2-3 pa3u Ha 100y .

[irieniuna nesiHdekinis pyk: 2 pa3d 1Mo 3 MJ HEPO3BEICHOTO PO3YMHY — KOXKHA J03a MO 3 M
3aNUIIAE€THCA Ha MIKipi MpoTaroM 30 ceKyH.

Xipypriuna ge3iHdekirs pyk: 2 pa3d mo 5 MJI HEPO3BEACHOTO PO3YMHY — KOXKHA J03a MO 5 MII
3aJTUIIAETHCS HA IIKIPi TPOTATOM 5 XBUJIMH.

Jlist ne3indexuii mikipu HEPO3BEICHUM PO3UMH TICIS HOTO 3aCTOCYBAHHS 3AJIMILIAETHCS O BUCUXAHHS.
3a 3a3HauE€HUMU BHILE TOKA3aHHSAMH PO3YMH MOKHA 3aCTOCOBYBATH MICJISI PO3BEIEHHS BOJOTPOBIAHOIO
Bozoto. [Ipu omepanisix, a TakoK MPU aHTUCENTHUHIA OOpOOIl paH Ta OMIKIB AJSl PO3BEIACHHS CIiJ
3actocoByBatu 0,9 % po3unH HATPilO XJIOpHUIY Y po3uuH Pinrepa.

PexomenayroThCst Taki pO3BEICHHS: Tabmuus 1.
IHoxka3zanus Po3Benennst 006’em mpenapary/
00’€M pO3UYMHHHUKA
Bonoruii komnpec 1:5-1:10 200 ma — 100 msi/1 1t
3anypenHs Ta cuiasiyi Banuu | 1:25 40 mur/1 1
[lepenonepariiiina BaHHa 1:100 10 ma/1 11
['irieniyHa BaHHa 1:1000 10 mui/10 11
CrpHUHIIOBaHHS MIXBU 1:25 4 Mmu1/100 Mo
BBenenus BMC

3poIIeHHs TPOMIXKHOCTI
3porieHHs B ypoJorii

3pOLIeHHS XPOHIYHUX 1 1:2-1:20 50 v — 5 mui/100 mn
nicisonepalifHux pad

3pomenHss B opromemii i|1:10 10 /100 v
TpaBMaTOJIOTI{

3poleHHs NpHU omepalisx y
MIOPOXHHHI POTa

Po3uuH ciif po3BoauTH 6€3MOCepeHbO MEpe]] 3aCTOCYBAHHSM.

Ilepeno3yBanns.

[Tpu rocTpiit HoaHIN IHTOKCHKAIIIT XapaKTepHi TaKi CUMITTOMH:

— MeTaJeBUI MMPUCMAaK y POTI, MiJABUIIECHE CIMHOBUIUICHHS, BIAIYTTS 1e4ii yu OUIb y pOTi abo ropii;
— MOJpa3HEeHHs Ta HAOPSK B 04ax;

— IIKIpHI peaxii;



— IIUTYHKOBO-KHUIIIKOBI PO3Ja/u Ta Jiapes;

— nopy1eHHs QPyHKLIi HUPOK Ta aHypis;

— HEeJIOCTAaTHICTh KPOBOOOIry;

— HAOPSIK TOPTaH1 3 BTOPUHHOIO ac(ikci€ro, HAOPSK JIereHb, METAOOIIYHUI aIfua03, TiepHaATPIEMIS.
JIikyBaHHA: C;iJl MPOBECTH CHUMITOMATHYHY Ta MIATPUMYIOUY TEpamilo 3 OCOOJIMBOIO YBarow 10
EJIEKTPOJIITHOTO OanaHcy, PyHKLIi HUPOK 1 ITUTOBUIHOI 3a7I03H.

IMo6iuHi edexTn.

Hocnidoicennsi: 3MiHa pPIBHS €IIEKTPONITIB CHPOBAaTKM KpOBi (TimepHATpieMis) i OCMOJISPHOCTI,
MeTa0OIIYHUN anugos.

3 60Ky HUpOK i ceuo8udinbhoi cucmemu: OPYIIEHHS (QYHKIII HUPOK, TOCTPa HUPKOBA HEJOCTATHICTb.
3 60Ky wiKipu ma nIOWKIpHUX MKAHUK: MICUEB1 HIKiPHI peakii rinepuyTIuBOCTI, TaKi K KOHTaKTHHUHI
JIepMATHT 3 YTBOPEHHSM IICOPia30moAiOHNX YEepBOHHMX IpiOHMX OYyIBO3HHX YTBOPEHB; aliepriuHi
peaxIiii, BKIII0OYa4u CBepOIXK, TOUYEPBOHIHHS, BUCHITAHHS, aHT10HEBPOTUYHHI HAOPSIK.

3 boky endokpunnoi cucmemu: rineptupeos. TpuBaie 3acToCyBaHHS MOBIIOH-HO1y MOKe IPU3BECTU 10
MOTJIMHAHHS BEJIMKOI KUTBKOCTI HOTY.

VY nesikux BHUIaAKax OyB ONMUCAaHWN HO-1HIYKOBaHUI TEPTHPEO3, [0 BUHUK y PE3yJIbTaTi TPUBAJIOTO
3aCTOCYBaHHs IpenapaTy, B OCHOBHOMY Yy MAI[IEHTIB 3 ICHYIOYHUM 3aXBOPIOBAHHSAM IIUTOBUAHOT 3aJI03H.
B oxpemux BHMaakax MOXIHBI Te€Hepani30BaHI rocTpi peakilii 31 3HWKEHHSIM apTepialbHOTO THCKY
1/ab0 yTpyAHEHUM IUXaHHAM (aHA(UIAKTUYHI peaKIii).

B3aemonis 3 iHIIMMu JikapcbKMMU 32c00aMU Ta iHIII BUAU B3a€EMOiil.

KoMruiekc moBiIoH-101 aKTUBHH 110 BiTHOMICHHIO 10 MiKpoopraHi3Mmis mpu pH 2-7.

VBara! 3aBasiku CBOIM OKHCITIOBAJLHUM BJIACTUBOCTSIM TIOBIIOH-HO/ MOKE BIUTMHYTH Ha Pe3yJIbTaTH
NESKUX 1arHOCTHYHUX TECTIB, TAKMX K BUSBIICHHS MPUXOBAHOT KPOBi y Kaii abo cedi, a00 TIIFOKO3H Y
ceui. [Ipu 3acTocyBaHHI MOBIAOH-0ly MOTTIMHAHHS WOy IHUTOBUIHOIO 3aJI03010 MOKE 3HU3UTHCH, 1€
MOJK€ BIUTMHYTH Ha PE3yJIbTATH JIESKHUX J1arHOCTUYHUX TECTIiB (HAIPHUKIIA] CHUHTUTPA]IS ITUTOBUTHOL
3aJI03M, BU3HAUEHHS MOy TOB’SI3aHOTO 3 OUTKOM, Ha BHUMIPIOBAaHHS paJIMaKTUBHOTO Hoy) abo Moxe
MPOTHIISTH 3 HOJIOM, KM 3aCTOCOBYIOTH ISl Tepallii MUTOBUIHOT 3ai03u. [Ipenmaparu, mo MicTiITh
PTYTh, cpibII0, IEPEKHUC BOIHIO UM TAyPOTIIUH, MOKYTh B3aEMOJIISITH 3 KOMIUIEKCOM MOBIIOH-HOMY, Y
3B’SI3KY 3 ITUM IX CyMiCHE 3aCTOCYBaHHS HE PEKOMEHIYEThCSI.

[Ipemapat Moke BCTyIATH y PeaKiii 3 OUTKaMH 1 HEHACHUYEHUMHU OPTaHIYHHUMH KOMIUICKCAMH, TOMY
e(deKT MoBIAOH-HOAY MOXKE OyTH KOMIICHCOBAHHUH MiABUIIICHHSIM HOTO J03H.

Crnig yHUKaTH JOBrOTPUBAIOrO 3aCTOCYBAaHHS, OCOOIMBO HAa BENUKUX TMOBEPXHSX, Y MAIIEHTIB, SIKi
OTPUMYIOTh NPETapaTH JiTilo.

Tepmin npugaTHocTi. 3 poku.

YmoBu 30epiranus.
30epiraTy B OpHUriHaJIbHIN ynakoBui npu TeMnepatypi He Buile 25 °© C. 30epiraTi y HeIOCTyTHOMY ISt
niTer Micr.

Ynakoska.
ITo 30 M a6o 120 mu1, a60 1000 Mt po3unHy y 3€JICHOMY TUTACTMAcOBOMY (DIIaKOHI 3 KpamneIbHULICHO,
o 1 ¢pmakony mo 30 mi 1 120 M y kapToHHI#M nayii; paakonu o 1000 Mt BKIIagat0ThCsl y TPAHCTIOPTHY

Tapy.

Kareropis Binnmycky. bes penenra.



