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KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA - oo Dulnlinlnmy

LE//7AT7 LT 5 /J’éd

HME HA JIEKAPCTBEHUSA NIPOAYKT - 0 ﬁ -UZ_—_ 1023

Tonunein 80 mg/g nedebeH nak 3a HOKTH
Polinail 80 mg/g medicated nail lacquer

KAYECTBEH H KOIHMECTBEH ChCTAB

Enuu rpam neweGen nax 3a Hoktd cbaAbpxka 80 mg uMkiionupoke (ciclopirox).

[ToMOlHKM BELIECTBA ¢ H3BECTHO AelficTRUE:

EzapH rpam oT pa3TBOpa Ha JieyeOHUAT JIak 33 HOKTH ChIbpika 10 mg NerocTeapinoB aTkKoXon H
730 mg eTanou.

3a NBJIHUA CIHCHK HA IOMOLUIHHTE BELIECTBA BKDKTE TOUYKa 6.1,

JEKAPCTBEHA ®OPMA

Jleueben nak 3a HOKTH. BHCTBD, GestBeTeH A0 cnabo KBITEHHKAB Pa3TBOP.

KIMHHYHH JATHN
TepaneBTHYHR HOKAIAHHASA

Jlexku 10 yMepeHO H3paseHH MHKOTHYHKM HHQEKIMH HA HOKTHTE, NPHYHHEHH OT JepMaTO(HTH
W/ANK ApYTH MUKO3H YyBCTBHTENHH Ha Lluxnonupokce, 6e3 na 6bae aHraXmMpaHa MATPHLATA HA
HOKBTA.

J03HpPOBKA B HAYMAH HA NPHIOKEHHE

HO3HQOBK&

Teouampuuna nonvrayus .
BesonacHoctTa M eukachoctTa Ha Ilonmueiin 80 mg/g nevefen jak 3a HOKTH NpH Aeua u
nojipacTeamy nox 18-roaviuHa Bu3pacT Bee olle He ca yeTaHosenn. HaMa Hanwunmn naHHH,

Ha4uH Ha npunokeHHE

Tpuno:xkeHHe Bbpxy Koxara.
3a NOKATHO MPHIOKEHHE BbPXY HOKTHTE Ha PHLETE, HOKTHTE Ha KpakaTa M KOXkaTa, KOATO € B
HenocpeacTeeHa 6nmsoct (perionychivm, hyponychium).

AKo Hama apyrH ykaszanua [Tonuneitn 80 mg/g neyeGe 1ak 3a HOKTH ¢e NpHIAra B THLK CIIOH
€JHH TMNbT [AHCBHO BbPXY 3acerdaTHs HOKHT/HOKTH Cliel TNpPeABapHTE/IIHO H3MHBAHE H
noacyiasane. JIeueOHHAT J1ak 3a HOKTHM C€ HAHACA BBPXY LAJATA HOKLTHA MIOYKa, S mm oT
OKOJTHATA KOXA H aKO € B3MOKHO nof ceoboanus pe0 Ha HokbTa. TTomuneiin 80 mg/ ncqeGeH

TpabBa 11a ce Mue Hail-Maiko 6 yaca, Opaj| KOeTo Ce npenop'bqna npusar;
nsirane. Crient ToBa BpPEME Ca NO3BONEHH HOPMAJIHH XHTHEHHH TPOLICY PH.
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BHHMATEJIHO H3MHBaHE Ha HOKTHTE ¢ Boja. [Torskora, nopaau HEMPaBHIIHO MHEHE Ha HOKTHTE,
clell HAKOJKO IHEBHO JIeYeHHEe, MO3Ke 13 C€ MOABH Ofi C1oH BbPXY MOBBpXHOCTTA. CTapaTeliHo
H3MHBAHE C HEYTPAJICH CaITyH H, aKO € HEODXOIRMO C YeTKa HIH I'ea, LIe IOMOTHE 32
OTCTpaHsABaHE HA TO3H cnoif. B ciryyaii Ha HeBonHO w3MHBaHe Ha [lonuneiin 80 mg/g neueben
JI8K 38 HOKTH, TOH MOXKe Ja C€ HAHECE OTHOBO.

[ipenopruBa ce pemoBHO OTCTpaHdBaHeé Ha cBoOOEHMA pPBO Ha 3acCerHATHA HOKBT H
OHHXOJIMTHYHH MaTepHH Ype3 H3IPAZBAHE ¢ HOKHLIA.

Jleuennero TpAGRA Na NPOARINKH 10 MOCTHTAHE Ha OKOHYATCAHO MHKOJOTHYHO H KIHHUYHO
H3JICKYBaHe H OTHOBO H3paCcTBAHE HA 37paB HOKBT, QOOHKHOBEHO ITBIIHO H3NIEKYBAHE HA HOKTHTE
Ha PBLETE CE MOCTHTA 32 OKOJIO 6 Mecella, a Ha HOKTHTE HAa KPaKaTa 3a okolno 9 go 12 mMeceua.

KOHTPOJ'['ET Ha MHUKOTHYHA KYJITYpa € NpOoBEHkIa 4 CCIMHLH CNCO 3aBbPILIBAHC HA JICUCHHETO,
3a Ja ce u3berHe HHTephepeHIUATA HA PE3YATATHTE ¢ BHIMOKHH OCTATBYHM KOJIHYECTBA HA
aKTHBHOTO BEILECTEO.

Twil Karo NpUIONKEHHETO ¢ JIOKATHO, HE C€ Hajara paliiHYHO JO3HpaHe 3a CHELMATHH
NIOMyIALMOHHH TPyNy.

B cnyuaii Ha yrnopuTa Ha neveHHe ¢ IMonunein 80 mg/g nedebeH Nak 3a HOKTH HHQEKIHH
U/HIIH aKo €[MH WM HAKOJIKO HOKTH Ha PhUETe WIM Ha Kpakara ca oDLIMpHO 3acerHaTH,
HeoOX0AMMO € Na ce o6CHAM NPHIAraHeTo Ha NOMBTHHTETHA ePopaIHa Teparnus.

IIpoTaBOMOKA3AHAS

CBPBXUYYBCTBHTEITHOCT KbM AKTHBHOTO BCIUIECTBO MM KEM HAKOE OT MOMOWIHHTE BEINECTBA,
n3bpoenn B Touka 6.1,

Jeua W 1oHowml mox 18 roAMiIHA BB3PACT, ThH KATO ONMTA TIPH TAa3H BB3PACTOBA Cpyma €
OTpaHHYEH.

Creunanny npeaynpexacHHA H HPeINa3HE MEPKH 3a yunorpeba

IMponb/DKHTENHOCTTa Ha 3a00NABAHETO, CTENEHTA HA MHQEKUHA (3acAraHe Ha HOKbBTHATA
TUI04KA) 1 AeGeTTHHATA HA HOKTHTE MOraT 2a NOBIMAAT HA PE3YJITATHTE OT JICUCHHETO.

IMaunenTn ¢ anaMuesa 3a avabeT, HMyHHH 3aboiBaHusd, NepHdepHH CHAOBH 3abonABanMA,
HAPAHABAHMA, OONEe3HEHH HIH CEPHOZHO YBpEJICHH HOKTH, CLCTOSHHMA HA KOMWKATa KaTo
NCOPHA3UC HAH APYTC XPOHHYHO CHCTOAHHE HA KOXKATA, OTOK, HapylIeHHA Ha HILAHETO
(CMHAPOM Ha XBATHA HOKBT) TpAGBa [a MOTHPCAT MEJMIHHCKA MOMOLL NMpead 3allO4BAHE
JICUeHHE).

B cayuai na CBPBXMyBCTBHTISNHOCT NieueHHeTo TpAOBa na Oble npeycTaHOBEHO H HPHWIOKEHA
CHOTBETHA TEpanus.

KakTo npd BCHYKH BHIOOBE JIOKATHO JIEUEHHE HA OHMXOMHKO3H, HeoOxoauMo € aa ce 00chban
TIPHJIATAHETO HAa CHCTEMHa Tepanyd B CIYUYaHTE, NpM KOHTO Ca 3acerHaTH TNoBeue HOKTH (>3
HOKDBTS); HIH NOBEYE OT MOJOBHHATA OT HOKBLTHATA IUTOYKA € MPOMEHEHA HIH € aHTaKUPaHa
MATPHLATa HAa HOKLTA IPH HAIMYHE HA Npejpasnoaramy QakTopy, Kato qMader U HapyIneHHs
HA HMYHHATa CHCTEMa.

IIpy nauMeHTH ¢ aHamMHe3a 3a MHCYNHH-3aBHCHM AHaler Win aAnabeTHa HeB )
BHMMATENHO Aa 6ble 0TYETEH PHCKA OT OTCTPAHABAHE Ha MOBpeAeHus, HHGer lqi‘é
KBANKPUIMPaHO MEAMIMHCKO NHIE WK OT NaUHEHTa MO BPeMe HA NOYHCTBAHSTS.

[Ja ce M30ATBa KOHTAKT C OYHTE H JIMrABHLIATE.
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[Toanneiin 80 mg/g neyebeH nak 3a HOKTH € NPeHAZHAYEH CAMO 32 BHHIIHO MPUJIOKEHHE.

He u3nonssaiite nak 3a HOKTH WIH APYTH KO3METHYHH HPOAYKTH 33 HOKTH BBPXY JTEKYBaHHTE
HOKTH.

Itonnueiin 80 mg/g nevebeH Nak 3a HOKTH ChABPKA LETOCTEAPHIOB ANKOXON, KOHTO MOXe Aa
NPHYHHH TOKATHH KOXKHH PeakUHH KaTo HANp. Bh3NAMHTENCH KOHTAKTEH JSPMATHT.

Toea nexapcreo chabpka 730 mg ankoxon (eTaHon) BBB BCEKH I'pam OT pasTBopa. Moxke na
MPHYHHH YCELIaHe 3a MapeHe BEPXY HAapaHEeHa KowkKa.
Tosu npoxykT ¢ 3ananum. J[priKre Aaned OT TOILTHHA K OTKPHT M1aMBK.

B3aumopeiicTBne ¢ APYrH JeXapcTBEHH NPOAYKTH H Apyrd (opMH Ha B3anMoAeHcTBHE

Hama crobluenus 3a B3auMofeiicTEHe MeX Iy LHAKJIOMMPOKC W JIPYTH JIEKapCTBEHH NPONYKTH.
He ca chobieHs HEKakBM JIpyra GOPMHE Ha B3aHMOICHCTBHE.

DepTuaHTET, GPEMEHHOCT H KbpMEHe

Deprunurer

He ca mpoBexpanu npoyuyBaHHA BbpXY TUIOJOBHTOCTTa NMpH xopa. HabGmiopaea ce HamaneH
MHIEKC Ha TUIOAOBHTOCT NpH TUTEXOBE Cle/ MEpopanHo npunoxeHue. Tesn ITaHHH TNpH
JKHBOTHH Ca C HE3HAYHTE/IHA KIMHHYHA 3HAYHMMOCT NOPaAH HHCKATa CHCTEMHA eKCIIO3HLUMA Ha
LHKJIONHPOKC CJIEA TepalleBTHYHO npriokenyde Ha [Nomineiin 80 mg/g neueGeH nak 3a HOKTH.

bpemennoct

3a UHKAONMHPOKC HAMA KIHHHYHA JaHHH 3a CIyyau Ha eKCMO3HLHA 110 BpeMe Ha DpEMEHHOCT.
TIpoyuBanusaTa NpH XMBOTHH HE TIOKAZBAT MPAKO HIIH HEMPAKO BPEIHO BE3ACHCTBHE BBPXY
6peMeHHOCTTa, eMOPHOHAIHOTO/ (ETANHOTO pa3BHTHE W/WIM paxnaHero. Bce mak Hama
3aJJOBOJIMTE/IHMA JJAHHH OTHOCHO BB3MOXKHOTO JBATOCPOYHO Bb3AeHCTRHE BBPXY NOCTHATATHOTO
pa3puTHe (BK. TouKa 5.3). JleucHneto Ha Opemennn xenn ¢ ITonuneiin 80 mg/g neyefen nak 3a
HOKTH MOXE Ja Ce NpHara caMo B C1y4ad Ha KATeropHvHa HeoOXOOHMOCT OT JEeHEHHETO W
Clie/l BHHMATeAHa PEleHKa OT IeKyYBaLIHA JIEKap Ha ChOTHOLLCHHETO MONI3a/PHCK.

Knpmene
Hsama nasnn pani IMKIONHPOKC MPEMHHARA B MAUMHOTO MITAKO.

Jleuenueto c TTonunein 80 mg/g neuebeH J1aK 3a HOKTH MOXKE 1a Ce TPHIara caMo B CIIy4aH Ha
cnelta HeoOXOAUMOCT OT JIEUEHHETO M CNIENl BHHMATCIIHA MPELICHKA OT JIEKYBAIlHs JICKAp Ha
CBOTHOLIEHHETO MOMI3a/PHCK.

EdexTn BLpxy cnocobBocTTa 32 modupane n pabora ¢ MAIAEA

IMonwneiin 80 mg/g nedebeH nak 3a HOKTH He NOBNEABA CNIOCOOHOCTTA 32 WIohHpaHe u paboTa ¢
MAalllHHH,

Hexenann jiekapcTBeHH peaknnn

YecroTtata Ha HeXENAHHTE JICKAPCTBEHH PEAKLHMH € KIacH(PUIMpaHa KakTo crieasa: (MHOro
yectd (=1/10), yectu (=1/100 no <1/10), HeuecTn (=1/1 000 a0 <1/100), peaku :
<1/1 000), muoro peaku (<1/10 000), ¢ HeH3BeCTHA Y€CTOTA (OT HATHYHHTE
6be HalpaBeHa OICHKA).

He ce ouaksaT cHCTeMHM Hekenamu peakumd. ChoOHIEHHTE HapylleH
MSCTOTO Ha MPHIOKEHHE ca GHnu nexu 1 Obp30onpexonHH.

OO1H HapymeHHs W eeKTH HA MICTOTO HA TPHIIOKEHHE:
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Muozo pedxu
Ha MacTOTO Ha NpUnoxeHUe: 3aMepBABAHE, TIOUIEHE, NapeHe U Chphek.

C Heuzgecmna vecmoma

O6pHB, €K3eMa B aJlepriyeH KOHTaKTeH JEPMATHT, CBIHO H H3BBH MACTOTO Ha MPUIOKEHHE.
(ITpexoaua) npoMaAHa B [BETA HAa HOKTHTE (Tasy peakims Moxe Aa Obne MpHNHCcaHa H Ha
CamaTa OCHHXOMWKO3a).

C'bOﬁ[l.LaBaHe Ha Non03BpadHd HEIKEIAHY PEAKIIMH
CrobmiasaneTo Ha NOXO3MPaHH HEBEIAHH peakLiy cilel paspelliasane 3a ynotpelba Ha

NeKapcTBEHHA MPOAYKT € BakHO. ToBa NO3RONIABA Na LPOTBKH Hab/MoAeHHeTO Ha
CHOTHOLICHHETO HONI3a/PHCK 32 JIEKAPCTBEHHA MPOAYKT. OT MEAHIIMHCKHTE CIELIMATIHCTH C&
M3HCKBA a CHOOIIABAT BCsiKa OJJO3HPAHA HEXKENAHA PEAKLIMA Ype3 HALMOHAIHATA CHCTeMa 32
ceobmasane; H3mbanuTenHa areHLys no JekapeTeara, yi. ,,Jlamsu Ipyes” Ne 8, 1303 Codms,
Ten.: +339 2 8903417, yebceaiir: www.bda.bg

TIpeno3npane

Hsma crobiuenns 3a cmyvuad Ha npeosHpaHe pd ynotpe0ara Ha TO3H MPOLYKT.

DAPMAKOJOTHYHHA CBOMCTBA
DapMaKkoAEHAMHYHE cBOlicTBA

DapMaKoTepaneBTHYHA Tpyna: APYrH NPOTHBOTEOUYHH 3a JIOKATHO MpHiIoxkenue, ATC koa:
DO01AE]4

MMonuweiin 80 mg/g neyefeH nak 3a HOKTH € Gopma, Ch3JadeHa B pPe3yJITAT HA NATEHTHO
sauguTeHa TexHonorus (ONY-TEC®) 3a ocsofoxapaHe HA AKTHBHOTO BEWIECTBO BBPXY
HokbTd. Toli mpeacTaBisBa BOAHO-AIKOXONEH Pa3TEOP HA XMAPOKCHIPONMI-XHTO3aH, KOUTO
NPHTEKABA CHAEOHHTE cBoifcTBa: /100pa paiTBOPUMOCT BHE BOOA, BUCOKA NHACTHYHOCT,
A(HHHTET KBM KepaTHH, PaHO3A3APABABAIIA AKTHRHOCT M A06pa MOHOCHMOCT OT YOBELIKHTE
TbKAHH.

[Monunein neveben 80 mg/g nak 3a HOKTH HMA JIOKATTHO AHTHMHKOTHYHO AeficTBie. AKTUBHOTO
BEIIECTBO € UMKIONKpPOKC (MHPHAOHOBO MPOH3BOAHO). B in vitro ycnopus e mokasaHa Kakro
GyHrnunaHa ¥ QYHIMCTATHYHA, TaKa MW COOPHUMIHA aKTHBHOCT HA LMKJIONHPOKC,
ITHKIOMHPOKC NPHTEKaBA AKTHBHOCT CHPAMO LUMPOK COSKTHP OT AepMATO(QWTH, APOMKIH,
nnecend M ApYrd BHAOBe TBHOHMKM. 3a rojsMa uacT AepMaroduTH (pa3nHuHH BHIOBE
Trichophyton, Microsporum, Epidermophyton) w npoxnn (Candida albicans W Ip. BHIOBe
Candida). MuaaManHara unxuGupama xoHuenrpaums (MIC) e B rpamwummre ot 0,9 go
3,9 pg/ml.

3a nopeve OT 2 AeceTHiETHA He € chOGLIABAH HHUTO €AMH CIIYYaif HA PE3HCTEHTHOCT KBM
LMIJIOMHPOKC.

Tabnuila Ha AHTHMHKOTHYHKA CNEKTHP (IIAMOBE, CREP3aHH ¢ OosecTTa)

Hepmaropurn Trichophyton rubrum
Trichophyton mentagrophytes
Trichophyton spp
Microsporum canis
Epidermophyton floccosum

i




Hdpoxnn Candida albicans
Candida parapsilosis
Tnecenn Scopulariopsis brevicaulis

Aspergillus spp
Fusarium solani

Cnen HaHaciHe BBPXY MOBBPXHOCTTA Ha HOkbTH, Flomuneitn 80 mg/g neyeben nak 3a HOKTH
obpazypa Hesabeneskum ¢MIM, NpOHMLEAEM 3a Blara M BB3AYX, KOHTO NpHIENBA KbBM
KEpaTHHOBAaTa CTPYKTYpa Ha HOKBTH, MO3BOJABalHKH NecHo W Obp3c ocBoboknaBaHe Ha
aKTMBHaTa ChCTaBKA KEM CyOCTpara.

Honunelin 80 mg/g neyebeH nak 3a HOKTH € H3C/EABaH MPH NPOABLDKHTENHO KJIHHHYHO
H3MUTBAHe Ha 467 NMalMEeHTH ¢ OHMXOMHKO3a. HM3NWTBaHETO € MPOBEeHO B CpaBHEHHE C
nnanebo (Bexukyn Ha Foauneiin) u HanwvnaTa GopMa B THProOBCKaTa Mpexa LiKonupoke 8%.
BbB BCHUKH CITy4aH TPETHPAHETO Ha WH(EKTHPaHHTe HOKTH CE € MPOBEXKAAN0 eKeIHEeBHO B
npoab/okenre Ha 48 cenmuum. IManpeHTHTE Ca MpOCNEASBaHH B MOCHEABRAN mepHox ot 12
cenMHI. Criopea XapaKTepHCTHKHTE Ha Pa3/iHYHHTE ChCTAEH Ca CMa3eHH M3HCKBAHHATA KaKToO
cnejpa: pedlepeHTHHAT JIak 38 HOKTH LMKJIOIMPOKC € GHI OTCTPAHABAH €IMH BT CEAMHYHO ¢
pasTBOpHTEN H NHia 3a HOKTH; [Tonuneiin 80 mg/g neueben nak 3a Hoktu ¥ wiauedo (u aBara
BOJHOPA3TBOPHMH) TIPOCTO C H3MHBaHE C BOJA.

Jannnte 3a edukacHocT ca Hanuyau 3a 454 naumenta (ITT) u ca norenpmenw npm 433
naumentH (PP). Ilonuueiin 80 mg/g newebex nax 3a HOKTH MoOKazea no-gobpa edHKacHOCT B
CpaBHeHHE ¢ Mnauebo U pedepeHTHHA NPOAYKT UHKIonupokce. [To-no0pHAT edekT & oueBHACH
OpH OCHOBHATA UL - H3NCKYBaHW (TALUMEHTH C HAMBIHO YHHIIOXEH NPUYHHHTEN Ha
MHKOTHYHATa uHpekuua 1 100% HarbIHO H3YHCTBAHE HA HOKTHTE) H NPH BTOPHYHATA LieN —
MOBJIMAHH OT JICUEHHETO {MALMEHTH ¢ HeTaTHEHA MHKOIOTHA H = 90% BB3cTaHOBEHH HOKTH).

Ha 48-mara u 52-pata cenMHLa IPOLIEHTHTE HA NALIAEHTH HAITBJIHO W3JIEKYBaHH M MOBJIWAHH OT
JeuyeHuero B rpymara Ha Ilonuueiin 80 mg/g neuebeH nak ca 10OCTOAHHO NO-BHCOKH B
CpaBHeHHE ¢ rpynara Ha pedepeHTHHA MPOIYKT UHKIOTTHPOKC.

Ha 60-tata ceammua, T.¢. 12-Ta cenMuma cnex Kpad Ha TPETHPAHeTO, MpPOLEHTHTE Ha
NaLMEHTHTE HAMBIHO H3JIEKYBAHH M MOBIHAHH OT J¢UYeHHeTO B rpynaTa Ha Ionnneiin 80 mg/g
neuebeH Nak HApacTBAT B cpaBHenue ¢ pedeperTraTa rpyna — 119% no-BHCOK 3a H3NlEKyBaHHTE
(ctatucTHyeckH s3HauuMo, p<0,05) W 66% MO-BHCOK 3a MOBIHAHHTE OT JleYeHHETO
(cTaTucTHYECKH 3HAYHMO, p<0,05).

[Torurein 80 mg/g nak 3a HOKTH MOKazBa MOCTOAHHO MNOBHINABAHE Ha e€(EKTHBHOCTTA B
npoasmkenre Ha 48, 52 u 60-Ta cenMuLM 33 pa3nuKa OT pedepeHTHN NMPOAYKT.

IoHocHMOCTTa HA MACTOTO Ha TIPWIOXKEHHE € TIPOCTEAABAHA HEMPEKHCHATO MO BpEME Ha
nevenneto. IpeXH3BHKAHATE PEAKLMH/CHMIITOMH CA OTHETEHH NPH MAJIKO MALMEHTH B TPHTE
rpynH. Karo wano, peakuvure MIH CHMITTOMHTE ca TO-4e€CTH B rpynara ¢ peepeHTHHA
npoAyKT unxnonapokc (8,6% peakuuu u 16% cumnromu) orkonxoto ¢ [lonuseiut 80 mg/g nak
3a HOKTH (2,8% peaxumn u 7,8% cumrrromu). B nnanebo rpynara ca ceobwenn 7,2% peaxipmn
1 12,4% cummromu. Haii-uecto cpobmapanara peakuus € epurema. Ta e Halmozasada ot
uicnenoparen npH 2,8% ot naunenture B rpynara ¢ ITomueeitn 80 mg/g nak 3a HOKTH M NIpH
8.6% B pedepenrHara rpyna. Eputema Bnocnenctene e goknaneana npH owe 2,1% nanHeHTH
oT perepentHara rpyna. Haif-uecto cwoblmaBanusat cumnrom e napene. Toit e noks
2,8% or nanuenture B rpymara ¢ [lonuweiin 80 mg/g nak 32 HOKTH U]
pedepeHTHaTa rpyna.

Hsama cbobuieHns 3a rbOM4HA Pe3HCTEHTHOCT KBM EHKIIONHPOKC.
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JIOMBAHATETHO  BTOPO  AWINOCPOMHO  KIHHHYHO  MNpOY4YBAaHE €  IIPOBEACHO  Ha
137 OHHXOMHKOTHUHH NauHeHTH. To € panaoMu3vpaHo, 48-ceIMMYHO TpOyyBaHe, C OBE
pamena, cpapnaeawio Ilomaneiin 80 mg/g nak 3a HOKTH, MpHAaraH eXeJHEBHO C MpejjlaraHaTa
dopma Ha 5% amoponduH 1aK 332 HOKTH Ha AKPWIATHA OCHOBA, NPHJIATaH IBA I'bTH CEMHYHO.

BeHukl mpomennueH Ha edHkacHocTTa (KpaliHM TOUKM HA M3c/leABaHeTo) GAxa OLCHEHH HA
LieJIeBHs, [ONSM HOKBT Ha KpaKa.

Hacnenpavero € mnOCTHrHAIO CBOATA OCHOBHA LeJ, T.e. cied 12 cenMHYHO JedeHHe
Tonureitn 80 mg/g neuebeH ak 3a HOKTH, MOKA3Ba HE NO-JIOIH PE3YNITATH B PEBPHIIAHETO HA
KyJATYpaTa B HeraTMBHa, CPaBHEHO ¢ amopoi¢uH 5%: mpespbllaHe B OTPHUATENHA KyJTypa
78,3% npu [lomueiin 80 mg/g nak 3a HOKTH cnipamo 64,7% npn amopondHH 5% nak 3a HOKTH,
KOETO O3HauaBa pazmuka oT 13,6% mexay nedenwara (95% norepurenes wHTepBan [-1.4;
28.5)).

Ha 48-tata ceaMuua NpOUEHTHT HA HAMBIHO HIACKYBAHHTE MALHEHTHTE, € YCIOGX Ha
JieYeHHe/CTeneH Ha PeakuwHs W MHKOJOTHYHO JiedeHve B rpynara na Ilosmmeiin 80 mg/g

NeuedeH NaK 3a HOKTH € MOCTOAHAO MO-BHCOK, OTKQJIKOTO B pe¢epeHTHaTa rpyna:

Tabnuna: pesynratu B kpas Ha seyenueTo (ceamuna 48)

Kpaiinn Tlonuneiin 5% amoponduu | Paznuxa (%) 095% aoBepuTenen

TOYKH 80 mg/g neueben | nak 3a HOKTH HHTEpBAJI 33 palIMKaTa
JIaK 32 HOKTH

Hambawo 35,0% 11,7% 233+ 8,8; 37.9

H3JIEKYBaHe

Yenellttio 58,3% 26,7% 31,7+ 14,9; 48,4

JieueHHe #

Mukosoruro 100% 81,7% 18,3%* 8,5; 28,1

neueHue §

* nmpeoOpasyeane 00 HeraTHBHA kakTo Ha KOH MHKpockonusTa, Taka U Ha roOHYHaTa kyatypa u 100%
HINEKyBAHE Ha TapTeTHHA [OJIAM HOKBT Ha Kpaka, OLEHEHO OT 3aclielleH OLEHHTEN

# mpeobpa3ypaHe [0 HeraTHBHA kKakTo Ha KOH Murpockonudra, taks ¥ Ha re0uwyHata KyaTypa H
HAMAMBaHe Ha 3a001eN1HTe 30HH HA HOKBTA A0 < 10% oT ofuuTe, OLSHEHO OT 3acieneH ONeHHTel

$ [Ipeobpasyrase no HeratusHa kakTo Ha KOH MuKpockonisaTa, Taka M Ha MLOHMHATA KyITYpa

** n <0,001

B TOBa KIIHHHYHO MpOyYBaHe CRIIIO HE € ChOOLIEHO 3a CHCTEMHO HEXENaHO ChOMTHE, CBBP3IaHO
¢ TeKapCTBOTO.

Ionnuein 80 mg/g neveben nak 3a HOKTH, ce NoHacs KoOpe OT FlieJHa TOYKA HAa JOKATHHTE H
obure Hesxenanu peakudu. IlpusHauy Ha BB3MANCHHE OKOIO KOXKATa HA TPETHPAHHTE HOKTH

ca oTkpHTH caMo B 2,06% ot rpynara Ha [Nonuneiin 80 mg/g neveben nax.

PapMAKOKHHETHIHH CBOHCTBA

Bnarogapenne na ONY-TEC® Texnonorusara Ha [lonuneiin 80 mg/g nedeGen nak 3a HOKTH ca
NOCTHIHATH N0OPH MPOHUKBALLKA CBOICTBA Npe3 KepaTthHa. Cliel MpHIaraseTo Ha neveOHus nak
32 HOKTM BBPXY BPOrOBEHMTE THKAHM, AKTHBHOTO BelllecTBO He3abasHO Ce ocsobooasa H
ApoHMKBa B HOKBTA. Upes mnoctiraHe Ha (yHrHUMAHZ KOHLUEHTpaUHs Ha MACTOTO Ha
HH(EKUMATA, AKTHBHOTO BEICCTRBO CE CBBLP3BA HeoOPaTUMO ¢ MHKOTHYHATA KNETHYHA CTE
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neuenue). Toea nokasea, ve NekapeTREHHS TIPOAYKT MPOSBABA CBOATA AKTHBHOCT NPEJHMHO Ha
JIOKATHO HHBO H PHCKBT OT Bh3MOJKHO B3aHMOAEHCTBHE C HOPMATHHTE (YHKLHH Ha OpraHn3Ma
€a HHLIOMKHH.

IpeAK.-IAHAYAE JaHHH 34 0€300ACHOCT

HexkMHHyHHTE NAHHH He MoKa3zBaT Oco0eH pHCK 34 XOpaTa NMpH NMPHIArAaHETO HA AHEBHA
opanda noza oT 10 mg/kg uuknonupokc Ha §aza Ha KOHBEHLIMOHATHHTE H3NMTBAHHA 34
TOKCHYHOCT [pH MHOTOKPATHO NpPHIaraHe, FeHOTOKCHYHOCT U KaHLeporeHeH noreHuman. Ilpu
NpOyuUBAHHS HAa pPENPOAYKTHBHHTE (YHKUMM BBPXY IUTBXOBE H 34HUM He € YCTaHOBEH
eMOpuo/deToTOKCHUeH UNK TepatoreHen edext. [pu nepopanna noza ot 5 mg/kg, npunoxena
BBPXY [UTBbXOBE € OTYETeH HAMIEH WHAEKC Ha IUIOZOBUTOCT. HaMma #aHHH 3a nepH- M
MOCTHATANHA TOKCHYHOCT, 0bate BE3MOXHHTE ABNTOCPOYHH eeKTH BLPXY NOTOMCTBOTO HE ca
npoy4yend. Ilpy HacneasaHus HA NOKaJdHA TOHOCHMOCT BbpXy 3aiillH M MOPCKM CBHHYETA
Honuneiin 80 mg/g neueben nak 3a HOXTH He Moka3Ra edexT Ha pazfpazHEeHuUe.

[Mpow3BoAHOTO Ha XHTO3aH, CHABPIKALIO ce B ¢heTaBa Ha [lomineiin 8C mg/g neueben sak 3a
HOKTH HE CBLAbPMKA TPOTIOMHOIWH M He IPHTEXKABA AllepreHeH NOoTeHLMall NpH NAalMeHTH ¢
ANCPTHA KbM YePYIKH OT MEKOTEIH,

DPAPMANEBTHYHH JAHHH
CHnHCLK Ha NOMOIIHHETE BelecTBa

Erwmanerar

Eranon (96%)
LeTocTeapunos ankoxon
XHIPOKCHNPOIIHA-XHTO3aH
Ilpeuncrena sona

HechEMECTHMOCTH
Henpunoxumo
Cpok 5a roanoct

3 ropunm
Crien nepBOTO OTBApAHE Ha OyTHNKATA: 6 Mecena

Cnenuanun APEAOAIHH MEPKH EPH ChXPAHENHE

Ja ce cbxpaHaBa OYTHIKaTa B KAPTOHEHATA KYTHA, 34 [1a C€ NPEANa3y OT CBETIIHHA.
Jla ce cobxpanssa OyTHikaTa IUTETHO 3aTBOpeHa, 3a fAa c¢ w3lerHe M3napsBaHe Ha
CBOBPKAHHETO.

Jla "e ce 3ampasisa. .
{Ipu Temmeparypa noa 15°C neueGHMAT nak 3a HOKTHM obpasyBa rell, BE3MOXKHO € Jia C&
obpa3syBa cBETN2 yTalKa Ha ABHOTO HA GYTHIIKATA WIH Ja C¢ TIOABST CBETIIH IU1ABAIIH YaCTHLH,
KOMTO C€ pasTBapAT NpH 3aTOMUIAHe HA cTaiina Temnepatypa (25'C) npu BY)

Topa ne BnMAe Ha KaUECTBOTO U ePUKACHOCTTA HA HPORYKTA.
3a ycnoBusTa Ha CbXpaHeHWE Cled [ILPBOHAYAIHOTO OTBAPAHE Ha JIEKape

BHIKTE TOUKA 6.3,

ChXpaHABa NaJICY OT 3arpABaHe H OTKPHT IUIAMBK.
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10.

BH1 B cheTap HA KoHTeliRepa

BYyTHIIKH OT MpO3pavHo CTHKIIO C HOJTHAPONAIEHOBA KANadka Ha BUHT M C YeTKA.
KonmHuecTeo B eaHa onakoeka: 3,3 ml u 6,6 ml.

He BcHuKH BHIOBE ONAKOBKH MOIaT 1a 6bAaT MycHaTH B npodaxsa.
Cnenpanns npeInasny MepKH NPH HIXBbLP/ISHE

HaMa crenuanHi H3HCKBAHKA.

IMPHTEXATEJI HA PASPEINIEHHETO 3A YIIOTPEBA
Polichem SA

50, Val Fleu_ri, 1526 Luxembourg

Ten.: +352-26864924

Dakc: +352-26864925

Hwmeiin: info@polichem.com

JokceMBypr

HOMEP(A) HA PAZPEIIEHHETO 3A YIIOTPEBA
20090260

JATA HA ITBPBO PA3SPENIABAHEMTIONHOBABAHE HA PA3SPEINEHHETO 3A
YIOTPEBA

Jlara Ha mepBo paspeinaBaHe: 29 maii 2009 r.

Jara wa nocneasno noguosasane. 16 snyapn 2014 r,

JATA HA AKTYAJIN3HPAHE HA TEKCTA

07/2022




