IHCTPYKLIUA
AJIS1 MEIUYHOI0 32CTOCYBAHHS JIKapPCHKOIo 3ac00y

I'THO-NEBAPWJI®
(GYNO-PEVARYI®)

Cknao:

ditoua peuosuna: econazole nitrate;

1 mecapiit mictuth 50 Mr a6o 150 Mr eKoHa30Iy HITpaTYy;
OONOMINCHA Peyo8UHA: TBEPANUN KUP.

Jlikapcbka gopma. [ecapii.
OcnosHi ¢hizuko-ximiuni eénacmueocmi.: 61100 abo Maiike OLI0ro KoJIbopy TOpIeaonomoHi mecapii.

dapmakoTepaneBTH4YHA rpyna. [[poTumikpoOHi Ta aHTUCENTUYH1 3aCO0H, 10 3aCTOCOBYIOTHCS Y T1HEKOJIOTI].
Kox ATX GO1A F05.

Dapmakonoauni enacmugocmi.

DapmakoOuHamMiKa.

[Ipenapart € Tpra3zooBuUM QyHTiIHUIOM. BUSBIISIE aHTUMIKOTHYHY aKTUBHICTH IIOAO AepMaTO]ITIB, APLKIKIB Ta
IUTICHSABUX I'puOiB. AKTUBHUH 100 ACSIKHX TPAMIIO3UTHBHUX Ta TPaMHEraTUBHUX OakTepiil. [lis ekoHazomy
HITPATy MOJISATae y MOWIKOAKEHH KJIITHHHUX MeMOpaH rpu0iB HUISIXOM IMiBUIIEHHS IPOHUKHOCTI TPUOKOBUX
KIIITUH Ta YIIKOPKEHHS BHYTPIIIHBOKIITHHHUX MeMOpaH y ruTora3Mi. J[iISHKOIO BIUIMBY,IMOBIPHO, € allUIbHI
3aJIMIIKKA HEHACUYEHUX )KUPHHUX KUCIOT ocdomimiaiB MeMOpaHu.

Dapmaxokinemuxka.

[Ticyis BariHaIBbHOTO 3aCTOCYBAHHS €KOHA30JIy HITpaT abcopOyeThCs HE3HAUHOIO Mipoto. MakcumalibHi
KOHIICHTpAIIiT eKOHA30JTy Ta/ab0 HOro MeTaboITIB CIIOCTEPIraIics MPOTIroM 1-2 AHIB MicIs 3aCTOCYBaHHS Ta
cTaHOBWIM 15 Hr/mit muis mecapiiB 50 mr ta 65 Hr/ma ais necapiiB 150 mr. KinbkicTs €ekoHA30iTy, 110
BCMOKTY€ETBCS Y CHCTEMHHI KPOBOOOIT, CTAaHOBUTH MPUOIU3HO 5 % st ecapiiB 50 mr abo 150 mr.

Exonazoin Ta/abo #ioro MeTaboiTH y CHCTEMHOMY KpPOBOOOITY MEPEBaXKHO 3B’ SI3yIOTHCS 3 OLUIKAaMH CUPOBATKHU
KpoBi (> 98 %). ExoHa3011 nepeBakHO MeTa003y€eThCS IUISIXOM OKHCICHHS, 1e3aMiHyBaHHs Ta/abo O-
JICQIKITyBaHHS, HOTO METa0OJITH BUBOAATHCS 3 CEUCIO T KAJIOM.

Kainiuni xapaktepucTukm.
Ilokazannsa.
BynbBoBarniHaibH1 MiKO3H, CIIPUYMHEH] 30y IHUKaMU TPUOKOBUX iIHPEKIiH, Yy TIIMBUMU 10 €KOHA30ITy.

Ilpomunokaszanns.
[inepuyTnuBICTh 10 OYAb-IKOTO KOMIIOHEHTA Mperapary.

B3aemoodia 3 inwumu nikapcokumu 3acovamu ma inuii 6uou 63a€mMooiil.

I'iHo-ITeBapun® He ciniJl HOE€IHYBATH Pa30M 3 IHIIMMHU I'HEKOJOTIYHUMH MIpernapaTamMu JUIst
BHYTPIITHROBAriHAJILHOTO 200 MICIIEBOTO 3aCTOCYBAaHHS Ha OCHOBI MiHEpaJIBHOT 0111, pOCIMHHOI 0J1ii 200
BasellinHy.

BiamoBigHuX mociimkeHb He TPoBoauiIocs. BpaxoByoun XiMiuHy OAIOHICTh €KOHA30JTY 3 TIOXITHUMH 1M11a307Ty,
iCHy€ HMOBIpHICTh KOHKYPEHTHOI B3a€EMOJIii €KOHA30Ily HITPATy 3 pEYOBHHAMH, 1110 META0O0I3yIOTHCS
depmentamu CYP3A/2C29. Onnak, Oepydn 0 yBar# Te, Mo Mpenapat cia0ko BCMOKTYEThCS Y CUCTCMHHUIMA
KpOBOOOIT, BUHUKHEHHS KJIHIYHO 3HAYYIIIUX B3a€MOJI MaJOMMOBIpHE.

[TamieHTy, sKi IpUEMaIOTh EPOPATIbHI AHTUKOATYJISIHTH, TaKl SIK BappapuH, alleHOKyMapoJy Ta (GeHIPOKYMOH,
MOBUHHI JOTPUMYBAaTHCh 00EPEKHOCTI Ta CIIKYBaTH 3a apaMeTpaMy 3TOpTaHHs KPOBl. YTIPOJOBXK Ta MCst
JIIKYBaHHS €KOHA30JIOM MOe OyTH HE0O0X THOIO KOPEKIIisl T03H IMePOPATbHUX aHTUKOATYJISTHTIB.

Curin yHUKaTH OIHOYACHOTO BUKOpHUcTaHHs 3 [iHo-IleBapunom® niagparm abo mpe3epBaTHBIB. YHACIIOK TaKO1
B3a€MO/II1 3HMKYETHCS €(PEKTUBHICTD JIIKAPCHKOT0 3ac00y Ta 0CIa0II0EThCA MIITHICTD 0ap’€pHUX KOHTPALCITHUBIB.



Ocoonueocmi 3acmocysanns.

l'Ho-IleBapun® npu3zHaYeHHI JHIIE AJIs BariHATHHOTO 3aCTOCYBAaHHS, HE CIIiJ] 3aCTOCOBYBATH HOTO MEPOPaIHHO.
3a 30 XBWIHMH JI0 3aCTOCYBAaHHS MMOKJIACTH TIecapii y MPOXOJIOAHE MiCIIC.

o cknamy necapiiB ['iHo-IleBapun® BXOIUTH )KMPOBa OCHOBA, sIKa MOKE pyHHYBAaTH TYMOBHUM KOHTPAIICTITUB Y
BUTIISAL AiadparMu abo JIATeKCHUN Npe3epBaTUB Ta 3MEHIITYBAaTH €(PeKTUBHICTH IXHBOI J1ii, TOMY HE CIiJ
MOETHYBATH 3aCTOCYBaHHA UX 3ac00iB. [lamieHTaMm, sKi 3aCTOCOBYIOTh CIIEPMILIU/IHI KOHTPAIIENTUBH, CII1T
MOPAJUTHCA 3 JTIKapeM, OCKIJIBKHU MiCIIEBE BariHANbHE JIKyBaHHS MOXKE IHAKTUBYBATH [0 CIIEPMILIUTHUX
KOHTPAIICTITHBIB.

[Nuo-TleBapui® He CITizl 3aCTOCOBYBATH y MOEIHAHHI 3 IHIIUMH MperapaTaMu IS JTIKYBaHHS 3aXBOPIOBaHb
TeHITaN1H, [0 MPU3HAYAOTHCS MIEPOPATBHHO a00 30BHIMIHBO. KO 3’ IBUIUCS CUMIITOMU MOAPa3HEHHS 200
MIABHUINEHOT Yy TIMBOCTI, JTIKyBaHHS CJiJ{ IPUITHHUTH.

VY marieHTiB 13 T ABUIIICHOIO Yy TIUBICTIO J0 MpenapaTiB iMiJa301bHOT TPYITH MOYKE TAKOX CIIOCTEPITaTHUCS
MiZIBUIIEHA Yy TJIMBICTh 10 €KOHA30Jy HiTpaTy. [Ipenapar He 3ayuIIae CiifliB Ha CHiAHIHM OLIN3HI.

EdextuBHIicTh Ta Oe3meka 3aCTOCyBaHHS JKIHKaM BIKOM BiJ] 65 pOKiB HE BCTAHOBJIEHI.

3acmocysanns y nepioo eacimuocmi abo 200y8amnHs 2pyooio.

BaritHicTh

ExoHazouny HITpaT He BUSBUB TEPATOI€HHOT'O BIUIMBY i/l 4ac JAOCI1KEHb HAa TBAPUHAX, ajle IPU 3aCTOCYBAHHI
BUCOKHX /103 OyB (peTOTOKCHYHMM. BayKIMBICTh TaKOTO BIUTMBY JJIs JIFOAEH HerpoMma. [Ipemnapat BCMOKTYeTbCS Y
CHCTEMHHI KPOBOOOIr 13 MIXBU, TOMY HOTO HE CJIJT 3aCTOCOBYBATH IPOTATOM | TpuMeCTpy BariTHOCTI, SKIIIO
TUIBKHM JIIKap HE BUPIIUTB, IO JIIKYBAaHHS UM MpEnapaToM BayKIMBE IJis 370poB’s mameHTKU. Y nepiog 11 Ta III
TpuMecTpiB BaritHocTi I'iHo-ITeBapui® Mo)kHa 3aCTOCOBYBATH, SIKIIO MOTEHIIITHA KOPUCTH BiJ] 3aCTOCYBAaHHS JJIs
MaTepi MepeBUILY€e MOXKIUBUI PU3HK IS TT0/IA.

l'onyBaHHA rpyTIO

VY xomi mocipKeHb 0yJI0 BCTaHOBIIEHO, IO TICIIs TEPOPaIbHOTO IPHHOMY €KOHA30J1 Ta/ab0 HOTro MeTaboiTH
MPUHUKAIIN y TPYAHE MOJIOKO IIIypIB Ta BUSBIISIUCS Y KPOB1 HOBOHAPOKEHUX IIYPIB.

HeBinomo, 4 mpoHHUKae €KOHA30JIy HITPAT Y TPYJHE MOJIOKO, TOMY Y IEplO/] TOAYBaHHS TPYAIIO TpenapaT Ciijg
3aCTOCOBYBATH 3 00EPEXKHICTIO, 3 YPaxXyBaHHSM CITi BBIAHOIICHHSI KOPUCTh-PU3HUK.

30amuicmo eniueamu Ha WEUOKICMb pearyii npu Kepy8anHi A8MOompaHcnopmom abo iHUUMU MEeXAHIIMAMU.
['iHo-IleBapun® He BIJIMBA€E HA MIBUKICTh PEAKIlii MPH KEPyBaHHI aBTOTPAHCTIOPTOM ab0 poOOTI 3 IHIIMMHU
MeXaHi3MaMH.

Cnocio 3acmocyeanns ma 003u.

Iecapii mo 50 wmr.

Jlopocnum npu3HavYaTH Kype JiKyBaHHS 14 THIB MOCIUIL, BBOJUTH 10 | TIecapito y 3aJiHe CKIICIiHHS MXBU 1 pa3
Ha 100y nepes; CHOM, 6a)KaHO y TIOJI0KEHH JIe)kayH Ha criuHi. JIikyBaHHS HEOOXITHO MPOJOBKYBATH HABITh MICIIS
3HUKHEHHS Cy0’ €KTUBHUX CUMITTOMIB 3aXBOPIOBAaHHS (CBEpOEXKy, JeHKOpd).

IMecapii mo 150 mr.

JlopocnuM npu3HavaTH Kypce JiKyBaHHS — 3 JTHI IOCHIJIb, BBOAUTH 110 | mecapito y 3aHe CKIICTiHH miXBH 1 pa3
Ha 7100y meper CHOM, 0a)KaHO Y TTOJIOXKEHH JIe)Kaud Ha CIIUHI. Y pa3i penuauBy abo SKIo yepe3 1 THKACHD MiCIs
TKyBaHHS aHaMi3 KyJIbTYpH IMOKa3aB MO3UTUBHUN Pe3yJbTaT, CJill MPOBECTH MOBTOPHUN KypC JTiKyBaHHS.

Jimu.

besneka Ta eeKTHUBHICTH BiJ] 3aCTOCYBaHHSI Mpenapary JIiTIM He BCTAHOBJICHA.

Ilepedo3ysanns.

Ouikyerbcs, 0 TOOIYHI peakii, IKi MOKYyTh BUHUKHYTH TIPH Tepe103yBaHHi, TOAIOHI 10 3arajibHOTO POQiIo
MOOIYHUX PEaKITii.

Bumnanku nepeno3yBaHHs HE CIIOCTEPIraIrCs.

[Tpu BUIMaIKOBOMY 3aCTOCYBaHHI MPENapaTy BHYTPIIIHBO MOXKYTh BUHUKHYTH HYI0Ta, OJFOBAaHHS Ta mapes. Y
TaKUX BUMAJAKaX MPU HEOOXITHOCTI CIIiJT 3aCTOCOBYBAaTH CUMIITOMATUYHY TEpaIlo.



[Nuo-TleBapun® npu3HadeHUH I BariHAIBHOTO 3aCTOCYBAaHH. Y pasi BUNAJAKOBOTO KOBTAHHS MpeIapaTy CJij
IPOBOJUTH CUMIITOMATUYHY TEparito. Y BUMAJKy MOTPAIUIHHS Mpernapary y odi Cliii HeraifHo MpOMMTH iX
BOJIOIO 200 (hi310JIOTIYHUM PO3YMHOM. SIKIIIO CUMIITOMH MOJIPA3HEHHS TPUBAIOTH, HEOOX IHO 3BEPHYTHUCS 10
JKapsi.

Hobiuni peakuii.

besneunicTth necapiiB Ta kpemy ['iHo-IleBapun® BcraHoBMIOBaNacs y X0/ 32 KIiHIYHUX JOCIIHKEHb 3 Y4acTIO
3630 mamienTiB. Ha ocHOBI 3BeleHUX JaHUX, OTPUMAHHUX MPOTATOM IMX KJIIHIYHUX JOCIIPKEHb, HAHYACTI MU
noOiyHUMH peakuismu 0ynu cBepOixk (1,2 %) Ta BimuyTTs nevinus mkipu (1,2 %).

VY nopauiit HHXK4Ye TaOIULI 3rpyNOBaHi MOOIYHI peakilii, Mpo sKi MOBiTOMIISUIOCS i Yac KI1HIYHUX JTOCTIIKEHb
Ta IOCTMapKETUHIOBOMY Iiepioal. BeepennHi KoxKHOro Kilacy 4acTOTH HeOaXkaH peakilii IpeCTaBlIeH] y
MOPSIIKY 3MEHIIIEHHS cepiio3HocTi. YacToTa BU3HAYaeThCA K aye yacto (> 1/10), wacto (> 1/100, < 1/10),
Hewacto (> 1/1000, < 1/100), piako (> 1/10000, < 1/1000), ayxe pinko (<1/10000) Ta HeBigoMo (He MOxke OyTH
BCTAHOBJICHA 3 HASIBHUX JIAHHX ).

IoG6iuni peaxuii
. Yacrora
Cucrema oprasis -
Yacro Heuacto Pinxo .
Hesigomo
(111/100, <1/10) | (171/1000, <1/100) | (111/10000, <1/1000)
3 6oky imynnoi . .
rinep4YyTINBICTh
cucmemu
3 60Ky wKipu ma CBEpOIK, aHT10HEBPOTUYHUI HAOPSIK,
RIOWKIPHOT BIUyTTS BHUCHITAHHS epurema KpOIMB’sIHKA, KOHTAaKTHUM
MKAHUHU MIeYiHHS IIKIpH JEPMaTHT, JTIICHHS KPH
3 6oky
penpooyKmusHoi BIIUYTTS TICHIHHSA
cucmemu ma B MiXBI
MONIOUHUX 347103
. 0171b y MiCIII HAHECEHHS
3acanvui posnaou y Mictt N
- NOJPa3HEHHS Y MICITi
ma peaxyii y micyi .
HAHECEHHS, IPUITYXJIICTh Y
HaHeCceHH sl ..
Miclll HAHECEHHS

Ipumimka: aHT1OHEBPOTHYHUHN HAOPSIK, epUTEMa, KPOITUB’ THKA, TINePUYyTIIUBICTh, KOHTAKTHUI JIEPMATHUT, JTYIICHHS
HIKipH, OB y MiCIli HAHECEHHSI, TOIPa3HEHHs Y MICIi HAHECEHHsI, HaOpsIK y MicIli HAHECEHHS HaBEJICH] 3TiHO 3
nepenikoM MeIuyHOTo TEPMIHOJIOTIYHOTO CIOBHUKA JIs peryistopHa aisuibHocTi (MedDRA), Bepcist 13.0. Tamri
no0OiuHi peakuii HaBeaeHi 3rinHo 3 MedDRA Bepcii 12.0.

Tepmin npuoamnocmi. 3 poku.

YmoBu 30epiranns.
30epiratu y HeIOCTYITIHOMY Il iTel Micui npu TeMnepatypi He Buie 30 °C.

Ynakoska.
[Tecapii 50 mMr exoHazoy — 1o 5 necapiiB y Oxictepi, no 3 OiicTepu y mauii.
[Tecapii 150 Mr exoHazomy — o 3 necapii y 6iicrepi, 1o 0AHOMY OJIiCTEepy Yy Mayiil.

Kareropis Bianmycky.3a penentom.

BupoOHuk.
SAnccen ®apmanestuka H.B., bensris/Janssen Pharmaceutica N.V., Belgium.

Micue3Haxoa:keHHsl BAPOOHMKA Ta HOr0 agpeca Miclsl IPOBAIKEeHHS AilJIbHOCTI.
Typuxoytceer 30, B-2340 Beepce, benbris/Turnhoutseweg 30, B-2340, Beerse, Belgium.



