.;jugqo?.??—

KPATKA XAPAKTFPI’I(,THKA HA HPOHYKTA

628274 0109 105

e — o .

1. UME HA JIEKAPCTBEHMWSI [TPOAYKT

beraanu 200 mg necapu

Betadine 200 mg pessaries

2., KAYECTBEH U KOJIMYECTBEH CbCTAB

Beceku necap cuaspaxa 200 mg noBuioH-H01 (povidone-iodine) (cborBercTa Ha 20 mg cBodo/1eH
aKTUBEH Mo (iodine)).

3a MbJIHKUSA CITUCBK HA MOMOLIHHUTE BELIECTBA. BUKTE TOUKA 6.1.

3 JJEKAPCTBEHA ®OPMA

[lecap (3a BaruHaIHO MPHIIOKEHHE).

[lecap ¢ xapakrepHa opma u riaaka noBbpPXHOCT, C UBAT U MUPHUC Ha o1, [lecapbT € ¢ ab/kHuHa
OKO0JIO 33 mm, @ MAaKCUMAJIHMAT MY JAMaMeTbp € 0KoJ10 12 mm.

4. KJIUMHHUYHU JAHHHU
4.1 TepaneBTHYHH NMOKA3AHUS
e  OCTbp WK XPOHUYEH BArMHUT, CMECeHM MHPEKUMH, HecnieunpruuHn HHPEKLHMH
(OakTepuanHa BaruHo3a, npuuuHena ot Gardnerella vaginalis), rbOnuHn MHPEK UMK,
uHdekunu ot Trichomonas vaginalis.

L BaruHaauu IiH(bEKLlHH. Bb3HUKHAJIM CJ1e/1 JIeYeHUe ¢ aHTHOHOTHIIM MITH CTCPOHIIH,
e ﬂpodmﬂai{nn{a Npeian BarnHajHa XupypruvuHa oriepatms nin AHarHoCTH4H MHTCPBCHILIHMH.

4.2 Jlo3MpoBKa M HAYKMH HA NPUJIOKECHHE

Jo3upoBKa

Bwi3pacmmu
[TpenopbyUTETHO € €AMH necap J1a ce rnpusara BeAHbXK JHEBHO B [POJIb/IKEHHE HA 7 JIHH.

B C.."[}“iaﬁ Ha HE3aJJ0OBOJIUTECIICH OTroBOpP MNalHCHTKATAa Tpﬂﬁ!!ﬂ J1a C€ KOHCY/ITHUpa C JicKkaps CH
JOITBJIHHUTEIIHO. I—[pl"l YCTOHUYHUBHUTE Hlld.){ihlll{ll MPHIIOKCHHUEC IBA ITbTH JIHCBHO H NMO-IPOIABIKHTCIHO
JEHCHHUEC Ca CbIIO Bb3MOKHHM.

Jlopu ¥ aKO HACTBLIKH MEHCTPYAJIHO KbPBEHE, HE € HEOOX0AMMO J1a C€ NPEeKbCBa U3I10JI3BAHETO Ha
[MecapuTe M JICYEHHUETO MOKE J1a NMPOABL/IKHU TOJIKOBA BpEME, KOJIKOTO € IperopbyaHo rno-rope.

[leduampuuna nonyaayus

3a BarMHajHO MPHITOKEHHC,




[MpernopbuBa ce necapbT Aa €€ HAMOKPH NPEAH NMPHUAOKEHUETO MY U 1a CE NOCTABU ABLIAOOKO BbB
BIACANUIIETO, BEHED MPELHU JIsiTaHeE.

ChLIO TaKa ce NPenopbyBa [1a Ce UINOM3BAT NaMCKH PEBPb3KH N0 BPEME Ha Kypca Ha JIe4EHME.
3a 1a ce rapaHTHpa MaxCHMAITHO pa3TBapsHe Ha aKTUBHOTQ BELIECTBO, KAKTO Y /1a C€ H30erHe
JOKaNHO pa3HEeHe, € BAXHO NnecapsT Aa C& HAMOKPH C BOAA NPEAU MOCTABSHETO MY,

4.3 [IporuBonoxkazaHus

o  CBpPbXUYBCTBMTE/IHOCT KbM AKTHBHOTO BELIECTBO WM KbM HAKOE OT NOMOLIHUTE BEUIECTBA.
H30pOeHH B TOUKA 6.].

e HapyuieHua BbB PyHKUMKATA HA LUIKTOBKAHATA XAe3a,

o [Ipenwu, o BpeMe WK Clle3 NPUIIOKEHHE Ha PAAMOAKTHBEH Hoa (BX. T. 4.5).

o Xeprnetudopmer aepMaTut Ha Duhring.

e bpeMeHHOCT U KbpMeHe {BX. T. 4.6).

e [Tlpu neBoiiku npeay nydepreTa.

o [IpoaykTH, CbabpXallH X HWUBaK, He TpAORA fa ce U3NoN3BaT €AHOBPEMEHHO NopanH
obpa3zyBaHeTO Ha BELLECTBO, KOETO MOXE Ja YBPEIM KOMXATa.

4.4 Cneunajiiy npeaynpexieHnua U npexna3Hu Mepku npu ynorpeba

ToBa neKapCTBO € MoKa3aHo camo 3a BaruHanHa ynortpeda.
Ot chobpaxeHus 3a cTabUNHOCT, NecapbT Aa He ce 3aTonas npeau ynorpeda.

[ToBMAOH Hoa, aKTUBHOTO BeulecTBO Ha betanuy necapu, € ¢ MHoro 106pa NOHOCUMOCT. To# Moxe
Jla MpeAU3BKHKA Peakuny, BbNPEKKH e Ce CYKTa, Y€ NIPUUMHARA MO-MaNKOo Apa3HeHe OT foaa.

JbnrocpoyHara ynorpeda Moxe [1a Mpean3BMKa Apa3HeHe, KOHTAKTEH AEpMATHT,
CBPBXUYBCTBUTENHOCT. [lprnoxeHuero Tpsadea Aa ce npexpaTH, aKo Bb3HHKHAT APA3HEHE MU
CBPbLX4YBCTBUTENHOCT.

YHOTPEGEITH Ha AOBMAOH-HOA MOXe Ja JOBeae 1o NMpeXoiHd ApOMsiHA B UBETd HA KOYKATA HA MACTOTO
Ha NPUAGKEHHUE, TPHUYHHCHO OT cODCTBEHHA LUBAT Ha JICKAPCTBCHHUA TTPOAYKT,

CrneuyasHO BHUMaHUE CE M3UCKBA B Cliyuail Ha PpeIOBHO NIPUITONEHNE NPKU NMALIMERTH C XPOHWYHA
OBLOpeUHa HeIOCTATBUYHOCT.

lleduampuuna nonyaayus
VnorpebaTa Ha beTaark necapy ca NpOTHBONOKA3aHU NIPY 1E€BOHKU B npeanydbeprera (Bx. T.4.3).

4.5 BiaumoneiicTBHE ¢ APYrH J1€KAPCTBEHH NIPOAYKTH H APYTH POPMH HA B3aKMOAEHCTBHE

[ToBHAOH-H0A KOMIINEKCHT € akTUBeH npu croiiHocTu Ha pH mexay 2.0 u 7.0. Ouakea ce, ue
KOMITIEKCHT LUE pearupa ¢ NPOTEHHHW U IPYr HEHACHTEHH OPraHHYHH CbeAMHEHUSA, KOETO BOAU 10
BNOLIABAHE Ha HEroBaTa e(h)eKTHBHOCT.

EﬂHOBpEMEHH&TE }’I'IDTp36El C NeKapcTea 3a JICHCHHUE HAa PadHU, ChblbpallH €H3UHMHH KOMITOHCHTH,
BOOW A0 oTcnabBaHe Ha ECI)EI{THTE H Hd IBETE BCLIECTEA.

[TpoaykTH, CbabpXaLlH HBaK (Bxk. T. 4.3), cpebpo, BOAOPOAEH NEPOKCHI U TaypOlHIKH, MOTaT Aa
B3aMMOAEACTBAT C MOBUIACH-IHOA ¥ TOBA MOXE Aa JOBEAE N0 B3aMMHO HaMallfBaHE Ha eeKTUTE.

KoraTto ce uanonasar Nnpean NN Cen NpuIoKCeHNE Ha OKTCHHUIUH, MPOAYKTHUTC C
MOTraT da aoBeaat a0 NpexXoJHH TbMHHU OUBCTABAHWUA Had MACTOTO Ha MPHITCKECHHU




brnaroaapeHue Ha OKCUAATMBHHUTE CH CBOACTBA, KOHTAMHMHUPAHETO € NOBUAOH-HOA MOXKE 1A J0Beae
A0 HEACHCTBUTEHU MONOMHTENHH PE3YATATH B HAKOU JIMATHOCTHYHM M3CNEABAHMA (HaMp.
U3CNEABAHUA C TOJYMAWH MK I'BASKOBA CMOJA 33 OTKPUBAHE HA OKYNTHA KPbB B U3NPAKHEHUATE UITH
YpUHATA, MU 38 MJIFOKO3a B ypUHaTa).

AbBcopbunsita Ha HOA OT MPOAYKTH, CeABPKALM NOBUAOH HOJ MOXE J1a HAMaK YCBOSBAHETO Ha
Hona OT LWMTOBMAHATA Xe3a. 1oBa MOXE Aa JOBE/IE A0 NOB/IMABAHE HA HAKOJIKO AMArHOCTHYHMK
U3CieABaHNA (HANpP. CUMHTUIpadus Ha LWMTOBUAHATA XKJi1e3d, ONpPeAe/IRHE HA NPOTEUH-CBLP3aH fion
[PBI], uamepBaHus Ha paaluOaKTHUBEH HOA) M MOXE Aa [ONpeyn Ha [iaHWpaHaTa Teparuns Ha
HIMTOBMAHATA Xe3a ¢ Hoa (Tepanus ¢ paauoakTuseH fon), Cnea kpas Ha neyeHueTo Tpsbna aa
M3MHHAT 4 CeaMHULIM, NIPEAU Aa CE HanpaBk HOBA CUMHTUIrpadUs Ha WWMTOBKAHATA »nNe3a (Bxk. T.4.3).

PenoBuara ynotpeba Ha beranun necapu Tpadsa na ce n3dArsa npy NauueHTH, NMPOBEXK AALIM
neyeHue ¢ TMTHI.

4.6 DOepTHANTET, OPEeMEHHOCT U KbpMeHe

bpeMeHHOCT

Ynorpebarta Ha NOBUAOH-HOA Mecapu € NPOTUBONOKa3aHa npu OpeMeHHHN WEHH, Thit KaTo
abcopbupanuaT Hoa MOXe J1a MpeMrHaBa naaueHTHaTa dapuepa.

KbpmeHe

Ynorpebarta Ha MOBWMAOH HON NecapH € MPOTHBONMOKa3aHa NPpH KbpMadku, Thit kato abcopOHpaHUAT
MO C& eKCKpeTupa B HOBELIKATA KbPMaA.

DepTunurer

Mma orpaHMUeny JaHHHM 33 BIMAHUETO Ha NOBUAOH HOX BbPXy depTuanTeTa npu Xxopa. Hama
HaJUYHW JaHHHK 3a NMOBAMSBaHE Ha epTUIUTETa.

[lecapuTe uMAaT cnepMULMAEH e(EKT, MOPAAU KOETO yNnoTpedaTa UM He Ce NMpernopbuBa Ha
NalMEHTKH, KOUTO IIAHMAPAT A2 3abpemeHenr.

4.7 EdexTu BbpXy cnocoGHOCcTTa 32 WI0UpaHe U padoTa C MALIMHY

beraauH necap HAMa HAKAKBO BAMAHUE BbPXY CNOCODHOCTTA 3a wodurpaHe ¥ paboTa ¢ MaLLHHH.
4.8 Hexenanu n1ekapcTBEHH peakilvH

KnacugukaunaTa Ha HEXENaHu peakluuu € criopes CAeAHNTE KATErOPUH Ha YeCToTa:

Muoro yectu >1/10)

Hectn (>1/100 no <1/10)

Heuectu (=1/1 000 no <1/100)

Peaxu (=1/10 000 oo <I1/1 000)

Muoro peaku (<1/10 000),

C Heu3BeCcTHa yecToTa (YecTorara He Moxe aa Obje yCTAHOBEHA OT HATMUYHKUTE AaHHN)

Hapyweuuﬂ HAa HMYHHAaTA CHCTEM A

Peoxu CBpbXUyBCTBUTENHOCT

Mrozo peoku AHaQHUNaKTUUHA peaKLus

EHNOKpHHHH HADYLUEHHUA




Muozo pedku | XHNepTHPEeOoraAH3bM {B HAKOK CNyYau NpHAPYkKEH
OT CUMIITOMU KaTO TAXUKapAUa WU
0e3nokoicTBO) *

C neusgecmua wecmoma XHUOTUPEOHAUTILM ***

Hapywenust Ha meTaboM3ma H XpaHeHeTo |

C HeuzgecmHa wecmoma Hapymenus Ha enekrponutHua Gananc**

MerabtonuTHa aumMaosa **

Hapymennn HA KOXKaTa U NOAKOXKHATA ThbKAH

Pedxu KonTtaxTeH nepMatut (NpUApyeH oT CUMIITOMYU
Kato eputeM, ApebHH 0OpHBH U chpbe)

Muoco pedku AHIHOHEBPOTHYEH OTOK

C neusgecmua wvecmoma [Tpomsana B uBeTa Ha Koxarta (BX. Touka 4.4)

HapyuteHus Ha 6b0peunte ¥ nUKoUHUTE
NbTHINA

C neuszsecmna vecmoma Octpa 6b0peuHa HezoCTaTbYHOCT **

Hapyuien ocMonapuTeT Ha kpbeTa **

* Ilpx naumeHTH ¢ aHaMHe3a 3a THPEOUAHO HapyLweHHe (Bx. Touka 4.4) chea 3HaYHUTENEH NpHeM Ha
#ol, Hanp. cnen Nnpoab/KUTENHA yrniorpeda Ha pa3TrBop Ha NOBUAOH-HOI.

** Mose na Bb3HUMKHE camo cnel abcopfOuma Ha ronsamMo KOJIWUeCcTBO NOBHAOH-HO.

*** XUNOTHPEOUAXIbM CAEA NPOABIKUTENHA UITH €KCTEH3MBHA ynioTpeda Ha NOBULOH-HOA.

CpoblLuaBaHe Ha MOACINPAHM HEXENAHW peaKLnK

CpobL1aBaHeTo Ha NOAO3MPAHM HEXKENaHU peakUuK cnea pa3pellaBaHe 3a ynorpeda Ha
JEKAPCTBEHMUR NPOAYKT € BaXKHO. TOBa NO3BONABA J1a NPOALIXKK HAOMIOAEHHUETO HA CHOTHOLLEHHETO
non3a/pycK 3a nekapcTseHuA npoaykt. OT MeAHLMHCKNATE CrelalncTi ce H3UCKBa aa cxobluasar
BCAKA MOAO3MpaHa HEXENAHa peaKUuMs NO HaUMOHANHATA cUcTeMa 3a CbobLLaBaHe, upe3 RONbBaHE
Ha (opMynap 3a cbobuuasaHe Ha HJIP oT MeaMUMHCKUTE CeuranucTy, Ha XapTus Uav Ha yeb-caiita
Ha M3nbaHWTENHaTa areHUMS 1o JJeKapcTeaTa. ,.CboOLeHNEe 32 HEXENAHW IEKApCTBEHH PEaKLIMK™,
unu B UAJL, Codna 1303, vn. . Jamsan 'pyes™ Ne8, ten. (02) 890 3555, ¢-mail: www.bda.bg.

4.9 IIpezo3upane

CUMNTOMHTE

OcTpa TOKCUKaLMA C HOA C€ NPOABABA C:

- KOPEMHH CUMIITOMM: CTOMALUIHO-4PEBHO PA3CTPONCTBO U AWapHs,
- OwuOpeuHa HELOCTATEYHOCT W aHY U,

. LIMPKYNaTOpeH Konaric,

- ©6enoapobeH oTOK,

- merabonuTHa auMzo3a.

Taxukapausa, XHnotToHUuA, LHPKYNaTOPHa HEAOCTATBYHOCT, OTOK HA I'TOTHCA, BDﬂEl?

CrcTemMHaTa TOKCUYHOCT MOXeE 21a A0seae A0 ObOpeyHO yBpeKaaHe (BKIIIOYNTENHO
uin benoapobeH OTOK, MbpUOBE, Tpecka M MetabonuTHa aunio3a. Moxe cbLuo Ja J
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XUIEPTHPEOKANIBEM WM XHNOTHPEOUAU3bM. B ciyuait Ha HapyluaBaHe Ha QyHKLHMATA Ha
IWUTOBHUAHATA XKNE€3a, JICYEHHETO C MOBUAOH-HO TpsOBa Ja ce NpeyCTaHOBM.

JleueHue

Tpsabba na ce OCHrypH CUMIITOMaTUYHO M NOAAbPKALLO JIeUeHIUe, KaTo CrieuManHo BHUMaHue Tpabaa
ce 00bpHE Ha eNEKTPOJMTHIA OanaHc W (hyHKUUATa HA OBOpPELMTE M LIMTOBUAHATA XKIE3a.

[Tpn TexKa XUNOTOHUSA TPAOBA Aa Ce MPHIICHKH UHTPABEHO3HA TEUHOCT; Npu HeOBXOAMMOCT Tpsibaa
na ce 106aBaAT Ba3onpecopH.

Moske n1a ce HaNnOXU eHaoTpaxeanHa HHTyOauus, ako BCISACTBUE YBpexKaaHe OT UirapsHe uma
3HAYUTENHO MMOAYBAHE U OTOK HA FOPHUTE AMXATENHH NbTHLLA.

He Tpsbea aa ce npeausBukBa noBpbilade. [TalHeHTsT TpsiOBa A8 ce NOAIbPXKA B [TONOKEHUE, NPH
KOETO IMXaTEeNHHUTE MbTHILA Ca OTBOPEHM. 3a Ja C€ NPEAOTBpaTH acnupauus (B ciyuail Ha
[IOBPbLUAHE).

AKO MAUMEHTBT HE NOBPbLLA M MOXKE /1 C€ XPaHU NepopasHo, NOMTbUWAHETO Ha HALIECTEHA XpaHa
(Hanp. kapTogu, OpalHOo, HUIIECTE, XNA0) MOXE 12 NOMOTHE 3a NPEBPLLIAHETO Ha Hoaa B NO-MAaNKo
TOKCHYEGH HOoAUA. AKO HiAMa IPU3HALIM 33 YpeBHA NeppopaLri, MOXKE Aa Ce HaNpaBy CTOMALUHA
MPOMHMBKA C pa3TBOP Ha HUILIECTE Hpe3 HAa30racTpaiHa CoHAA (€BAKYUPAHOTO CTOMALIHO ChABPHKMUMO
l1l€ C€ OLIBETH TBMHO CHHLO-JIIABO, KATO LBETHT MOMKE /1a CIIYXKHU 32 OPUEHTHp 3a OnpenensHe Kora
MOXE Aa Ce NpeKpaTH MpOMUBKaTa).

Xemoauanmn3aTa epeKTUBHO M3UUCTBA iHoaa v TpadBa 21a & U3N03Ba MNPU TEXKH CNyJyanu Ha OTpaBsaHE
¢ o, ocobeHo ako e Hannue ObOpeyHa HeAOCTATBHHOCT. [1poaAbNKUTENIHATA BEHO-BEHO3HA
XEMOAWADHITPAUUSA € NO-MANKO ePEKTHBHA OT XEMOHAJIH3ATA.

5. ®APMAKOJOIMYHU CBOUCTBA
3.1 (DapmMaKOAHHAMHKYHH CBOHCTBA

DapmakoTeparnebBTUYHa rpyna: [ MHEKONOrHuHY aHTUMHMEKUHUOIHM CPEACTBA U AHTHCENTHUUM, JAPYTH
aHTHUHODEKLIMO3HU cpeacTBa U auTucenTuun, ATC koa: GOTAXT ]

MexaHW3bM HA AeHCTBUE
[ToBHAOH-HOO € KOMMIEKC OT eaeMeHTapeH Hoa (12, akTHBHATA 4acT) ¥ CUKHTETHYEH NONUMEp
nosuaoH (PVP), koHTO AeiicTBa KATO pe3epBoap € NpoAbAXUTEIHO 0CBODOXKAaBAHE HA HOX
(MOBHAOH-HOA HAMA HUKAKBA NMPUChUIA aHTHOAKTCpHATIHA AKTUBHOCT) M ChIUO TaKa YNECHABRA
KOHTaKTa Ha Hoaa ¢ KaeTbyHuTe MeMOpaHu. ThH KaTo NOBMAOH-HO/A BAX3d B KOHTAKT € KOXAaTa U
JIMraBULMTE, HOABT CE AMCOLIMUPE OT NMOBUAOH-HOAHUA nonuMeper koMmnaekc, CBOOOAHUAT Hoa e
TO3H, KOATO Obp30 NpUUNHABA MUKPOOULIMAHA AKTUBHOCT, AOKATO CBbP3AHUAT C NTONIMMeEpa Hon
CNYKH KaTo ioneH pe3eproap. ToBa nocteneHHO 0CBOOOK/1aBaHE HA 10/l HaManaBa HeAOCTaTbUUTE,
CBBP3aHM ¢ HANHYHMETO Ha eNeMeHTaper Ho/ M NoIabpXKa HEroBaTa BUCOKOehEeKTURHA
MHUKpPOOHLKHAHA aKTUBHOCT. CBOOOZHUAT 1o ObP30 NPOHUKBA B MUKPOOPraHM3IMMUTE ¥ aTaKkyBa
KIOYOBUATE FPYNK NPOTEHHHA, AMUHOKUCEITMHI, HYKNEOTUAM U HEHACUTEHW MACTHHU KUCENUHK. To#H
pearupa ¢ THON0BUTE, CYNIDMXUAPUIITHUTE K XUAPOKCUIHUTE PPy Ny HA aMUHOKHCEJIMHUTE B EHIUMKTE
M CTPYKTYPHHUTE NPOTEUHH HA MUKPOOPraHU3MHTe, KaTo 110 TO3W HAUYWH I'M OKHCSBA.
PdapMakoANHAMUYHY €DEKTH

[ToBuaoH-iioa aeMoHcTpupa Obp3a auTubakTepuanya (I'pam-nonoxurenya u I'pam-oTpuuaTtenHa),
NPOTHUBOrEOHUYHA U BUPYLIMAHA aKTUBHOCT (BUPYCH C¢bC M Oe3 obBuBKa). He e HabnonasaHo
Pa3BUTHE Ha PE3UCTEHTHOCT KbM MOBHMAOH-HOA 3a nepuoa oT Hag 60 roanHy UHTEeH3uBHA ynorpeda B
GONHUUK, CTOMATONOTUYHY W MEAMUMHCKHY NTpakTUKH, OCBeH TOBA aHTUOKOTHYHATA
HE OKAa3Ba BIMAHME BLPXY UYBCTBUTENHOCTTA KBM MMOBHAOH-HOA.

5.2 DapmMaKOKHHETHYHH CBOHCTBA




(dapMaKOKHHETHKATA Ha MOBUJIOH-HO CE BiUsie OT AUCoUMaumMsTa Ha NOBUAOH U #oa, U
NOCNeABalloTO MY peayUnpaHe A0 HOMH/ B Opraiusma, Paziuudurte GopMu ¥ paznnyHUTE MbTHILA
Ha BbBEXXAaHe Ouxa rowimsinu Ha abcopbuusra Ha NOBUIOH-HOI U CTEINMEHTa Ha CHCTeMHa abcopbuns
Ha BCAKA Gopma Ha NOBUAOH-H0A 3aBUCH OT MACTOTO M YCJOBURTA HA MPUNOXKeHKe (N0, 3apana
KOMHA MOBBLPXHOCT, YBpPEAeHa KOXKHA NMOBLPXHOCT, JTHIABUUHN, PAHM, TENIECHHU KyXUHH).

Abcopbuus

In vivo npoyuBaHHA OKa3ear, ye koxara adbcopbupa o u abcopObnpaHoTO KOJIMYECTBO 3@BUCH OT
THNA KOxa (Hanp. 3/1pasa 1K yBpedeHa), KAKTO ¥ OT NPOABIKUTENHOCTTA U NOBbPXHOCTTA HA
npunoxeHue. OrpaHMyYeHO KOMUUECTBO Hoa ¢ce abcopbupa npe3 HEMOKbLTHATA KOXa, OrojieHa Koxa,
3BY, TOBBPXHOCTH HA IMraBULATA ¢ BUcoka abcopbunonHa cnocobHoCT (Harnp. BarMHa) Wiy roneMu
y4acTbUM OT HEMOKbTHATA KOXa yaecHapar abcopbuusra.

Cnen BarMHanHo npunokeHue, NoBuaoH ce abcopbipa B He3HauuTenHa creneH. Cnea BarMHanHO
npunoxenne, abcopbuunnta Ha Hoa e Obp3a U CEPYMHUTE KOHLIEHTPAUMK Ha oD1ums oA u
HEOpPraHWYHUg HoaAuA C€ NOBULIABAT.

He3HaunTtenHo konuuecTBo NOBUIACH (~ 35 KDa) Moxe aa ce abcopbupa B CHCTEMHOTO
KpbBoOOpaueHKe,

PasnpencneHue

He3aBUCHMO OT HauWHa Ha npunoxkeHue, abcopbupanuat Hoa/foaua ce pasnpenens B TANOTO Ype3
KPBbBOHOCHATA cucTeMa. EaHa dacT (npubnusnrento 30%) ce zazens OT WMTOBKUAHATA XKfle3a 3a
XOPMOHANEH cuHTe3. MoabT ce pasnpesens (MAakap v B MAJIKA CTEREH) M B PA3NHUYHM OPraHu, B T.4.
YyepHua Apod, KPbBTA W LUMTOBUAHATA *Jie3a cnen 24 waca. HoanT NMpeMHHAaBa B NIaLEHTATa MU Ce
EKCKpeTHpa B KbpMaTa (Bx. T. 4.6).

[ToBuaoH ce abcopbupa B HE3HAUMTEIIHA CTENEH CIIeA KOXHO, EPOPAJIHO UIIM BATMHATHO
NPUIIOKEHHE, KATO HE NTPEMUHEBa KPbBHO-MO3buHATa Dapuepa ¥ He MiHaBa npe3 rnnaLeHTara,

buoTrpaHcthopmManus

HMoasT ce penyunpa 10 HOMMA ¥ Ce KOHLEHTPUPa OT KPbBHUS NOTOK BLB (DONMKYNapHAaTa KJIETKA Ha
IWMTOBKAHATA XJ1e3a ype3 NeACTBUETO Ha HaTpUeB/HoanaeH cumnoprep (NIS). Tupoun-
CTUMYyAupalus xopMoH (TSH) ctumMynupa doaAMAHKS TPAHCTIOPT OT KPbBTA KHM THPOUAHHTE
KNTeTKH, OKMCJIEHHETO Ha ifoanaa a0 oA ¥ CBBLP3BAHETO Ha oaa ¢ TUpO3rH. MeTabonu3MbT Ha
NOBUAOH € MHUHUManeH (< 0,3%),

EnuMuHMpane

HMonbT, OCBEH aKo He Ce OnoN30TBOPH B LUIMTOBMIHATA %J1e3a, Ce eKCKPeTHpa MIaBHO Ype3 ypuHaTa.
YceranoseHo g, ue 6u6peunnsT knupwHe Ha #oa (Cl) e 872,4 = 119,3 ml/uac ¢ nmocTosHHA CKOPOCT Ha
enumuuupane (k) 0,0996 + 0,009/uac 1 nonyxuBoT oT 6,22 yaca,

ENUMUHUPAHETO HA NOBHAOH Ce OCHIIECTBABA NPeAKMHO Ype3 ObOpeLrTe W Manka 4acT - ypel
MbYKATA.

3.3 [IpeaknuBHYHY JaHHH 3a Oe3onacHoOCT

MonbT € 0CHOBEH eNeMEHT U € HeoOXOAMM 3a CHHTE3a Ha XOPMOHMTE Ha LIMTOBUAHATA XNe3a, KaTo
Ype3 TE3W XOPMOHHM HOAbT Urpde BaXKHA PONA B eHEPrUiHUS MeTabONMILM 1 MHOTO APYTH
$ur3nonornyHn npouecy. HoasT ce rormbLua ¢ XpaHa kaTo Mopcka puba, BOAOPACIH, MIIEHHH
MPOAYKTH, siflia, ZOMALHK NTHUK 1 Meco. [TepopanHaTta LDsp 32 MHULIKH, ITIBXOBE H MOPCKH
ceuHueTa € 40-100 g/kg, a unTpaneputoneantara LDso 3a mutuxm ¢ 12-15 g/kg (cpenso monexkynaHo
Terno Ha noBuaoH 10-30 KDa). I1poyusanusgTa 3a ocTpa, cyOXpOHHUYHA M XPOHHUUYHA TOKCHYHOCT ¢
MOBUJIOH-HO/ MOKA3BAT TOKCUYHOCT Ce] CUCTEMHO NPUI0KEHNE Ha OTHOCUTEIHO BUCOKH 103U H
nopajin TOBA TOKCHUHOCTTA HE C€ CUYMTA 32 3HAYMMA NPV KJIMHUYHA ynoTpebda.

[ @HOTOKCHYHOCT
HAKONKO reHeTHUHY TOKCUKOJIONMYHM in Vitro NPOYYBaAHUA NIpeanonarar, e noBy
6bAE MyTareHeH, AOKATO APYIH IPOYyUYBAHMA MOKA3BAT OTPULIATENHY pe3yNTaTH, B
OTAENHH in vivo NpoyuBaHHui. KaTo ce uma npeaBua TOKCHYHOCTTA HA NOBUIAOH-
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TECTOBHTE CUCTEMH, Bb3 OCHOBA Ha obema aokalaTescrsa ce npeanonara, e NOBUAOH-HO HE €
reHOTOKCHMUeH. He ¢a npoBekaaH AbJIFOCPOYHU NPOYUBAHUS NPH XKHMBOTHH 328 OLIEHKA Ha
KaHUEPOreHHUs NOTEHUMA N Ha NOBUI0H-HOA,

PenpoayKTHBHA TOKCHYHOCT M TOKCU'UHOCT Ha Pa3BUTHETO

[TpoyuBaHUATA 33 TOKCHYHOCT 38 Pa3BUTHETO NPM 3ahUM 110Ka3BaT, Y€ NOBUAOH-HOA KOMILIEKC C
HUCKO MonekynHo terno (16-75 mg/kg/neH), npuumnHsLBa 10303aBUCMMO HAMAJIABAHE HA HAA1aBAHETO
Ha TENECHO TETNIO NpY MalKarta, a CPenHOTO TErjlo Ha eMOpHOHa 1 NN1aLeHTaTa € NO-HUCKO OT TOBA Ha
KOHTPOJTHUATE MBOTHHA. EMOPHOTOKCHUYHOCT € 10Ka3aHa KoraTo NOBMAOH-HOA ce npunara Bbpxy
BarMHaaHMA OTBOP Ha MulKkaTa. [Topaan cnocobHOCTTA HA HoZa Aa NpeMiKHaBa npes3 nnaueHTara 1
YYBCTBUTENHOCTTA Ha 11,1012 KbM (hapMaKoIorHuHy 103u Ko, MOBUIAOH-H0/ TpadBa na ce M3nons3sa
npH OpeMeHHY XEHU CAMO C1eJl BHHMATEIHA MEANUMHCKA OUEHKA.

6. OAPMAUEBTHYHU JAHHH

6.1 CnHCBK HA NOMOLIHUTE BeUIecTBa

Makporon | 000

6.2 HecbBMeCcTUMOCTH

[loBMAoH-ioa He TpabBa Aa ce M3MO/13Ba 3a€1HO € ANKAITHKW COMM, TAHMHOBA KUCENHHA, CpeObpHH
COJIM, TAYPONUINH, BOAOPOAEH NepokcHa (Bx. T.4.5).

H3bsireaiiTe KOHTAKT ¢ OUXKyTa, OCODEHO C U3AEANR, CHABPXKALLU cpebpo.
6.3 Cpok 1a roanoct

3 rOAUHH

6.4 CneuntajiHH YCJIOBHA HA CbXPaHEHHe

Ha ce cbhxpansipa B xnaaunsuk (2°C-8°C).

6.5 Bun un ChABPKAHHC HA ONNAKOBKATA

|4 parmHanHy necapu, ornakosadu B 600 PVC/PE doauo B kapToHeHa KyTus ¢ JTUCTOBKA 32
MauMreHTa.

6.6 CrelnuMajHy rnpeanas’Hy MepKH NpH U3XsnLpasHe u padora

[lpaBHa kateropus: JlekapcTBEH NPOAYKT 0€3 NEKAPCKO NPEATIMCAHHE.

Heun3non3BaHMAT NEKAPCTBEH MPOAYKT MW OTNATbUHKTE MaTepHanu oT Hero TpsabBa aa ce
U3XBbPAT B CbOTBETCTBHME C H3MCKBAHMATA HA MECTHOTO 3aKOHOAATENCTBO.

7. [TIPUTEXATEJ HA PA3PEILIEHHUETO 3A YIIOTPEBA

Egis Pharmaceuticals PLC

1 106 Budapest, Keresztari ut 30-38.

YHrapus

BETADINE® e perucrpupaHa Tbproscka mapka Ha iNova Pharmaceuticals




8. HOMEP(A) HA PABPELIIEHHUETO 3A YIIOTPEDBA

beranuu 200 mg necapu: Per. No: 20000437

9. JATA HA TBPBO PAZPELUABAHE/ITOAHOBSIBAHE HA PABPELIEHUETO 3A
YIIOTPEBA

Hara Ha nbpBo pa3pewaane; 02.10.1992 r.
JlaTta Ha nocnenHo noaHosasane: 15.11.2011 r.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

Mait, 2025 r.




