IHCTPYKIIA

IJIs1 METUIHOT O 3aCTOCYBAaHHSI JTIKaPCHKOT0 3aCO0y

JIOMEKCHH"®

(LOMEXIN®)

CKnao:
Oitoua pevosuHa: HGeHTUKOHA30JTy HiTpaT;
1 kamcyna mictuth peHTHKOHA301y HiTpaTy 200 Mr a6o 600 Mr;

donomidcHi peyosuHu (014 Kancya 8aziHaavHux M’ akux no 200 M2): TPUTIILEePUIU CepegHbOr0
JIQHIIOTA, KPEeMHiI0 JiOKCH[ KOJTOimHUM 6e3BOOHUMN; 000/10HKA KANCYAU: XeJaTHH, TTIIePHUH, TUTaHY
miokcup (E 171), natpito eTunnaparigpokcrubeH3oat, HaTpito mpominnaparigpokcubensoat (E 217);

donoMidcHI peuosuHU (044 Kancy/a 8aziHaavHux m’akux no 600 m2): omis MiHepasbHa Jerka, napagin
Oimui M’'SIKUY, TIEIUTUH COEBUM; 000/10HKA KANCyAu: XeJaTuH, TIinepuH, Tutany giokcun (E 171),
HATPilo eTHINaparigpokcubeH30at, HaTpito npominmaparigpokcuden3oat (E 217).

JIikapcbka ¢popma. Kancynu BariHanbHI M'SIKi.
OcCHOBHI (pi3uKko-XiMiYHI 81aCMUBOCMI:

Kancyau eaziHanvHi m’aki no 200 me: M'SKi XKeJTaTHHOBI KaICyTX KparenonioHol ¢opMu, KOIbOPY
CJIOHOBOI KiCTKHU;

Kancyau 8aziHa/avHi m’aki no 600 me: M'gKi XKeTaTUHOBI KalCyIXd 0BaJIbHOI (POPMHU, KOJIEOPY CIIOHOBOI
KICTKH.

®dapMakKoTepaneBTUYHA I'pyna.
[TpoTuMiKpoOHi Ta aHTHCENTHUYHI 3aco0H, 1110 3aCTOCOBYIOTLCS Y TiHekosnoril. IToxigui imima3omy.

Kom ATX GO1A F12.

Papmakono2iuHi e1acmusocmi.
dapmakoOuHamika.

Jlomekcur® - TPOTUrpUOKOBHUI 3aCi6 MIUPOKOTo CIEeKTpa fii.



[TpemapaT BUSBIISIE BUCOKY QYHTICTaTUYHY i QYHTIMAHY aKTUBHICTh BiTHOCHO mepMaTodiTiB (yci
Bunu Trichophyton, Microsporum, Epidermophyton), Candida albicans Ta iHmmx rpu6KoBuX iHeKIin
MIKipHUX TTOKPUBIB i cmr3oBux 000710HOK. [Ipenapart iHribye kucnotHy npoteinady Candida albicans.

[Tpenapat YuHUTL aHTUOAKTEPiaIbHY [il0 BiTHOCHO IPaMIO3UTHBHUX MiKPOOpTaHi3MiB.

[TpunyckaoTh, 110 MexXaHi3M [ii GeHTHKOHA30Iy HITPaTy MojArae y iHri0yBaHHI OKUCTIEHHST €H3UMIB
HAKOIIMYEHUM IIEPOKCHUIOM Ta Y HEKPO3i rpuOKOBUX KIIITHH, 1[0 BUSBISEThCS y Ge3mocepenHin mii Ha
MeMOpaHu.

JlomekcuH® TaKOX BUSBIIsI€ aKTUBHICTh BimHOCHO Trichomonas vaginalis in vivo Ta in vitro.
dapmaxoKiHemuxka.
dapMakoKiHEeTHYHI OOCTiIKeHHSs BUSBUIN He3HaYHY abcopOilito yepe3 MIKipy y TBApUH Ta JIIOJEH.

He3HauHa KinbKicTh (GE€HTHKOHA301y HiTpaTy abcopbyBanacs yepe3 CI130By 000JIOHKY BariHU Y
XKIHOK.

V XOofli JOKIIiHIYHKX AoCTifXKeHb JIoMeKCHH® He BUSBUB MyTareHHOI0 IOTeHI[iasly, He CIPHIB
HiABUIIEHHIO YYTIUBOCTI, GOTOTOKCUYHOCTI Ta (HoTOanepril.

Hocnigyu Ha TBapuHaxX He BUSBUIM BIIUBY (PEHTUKOHA30JIy HiTpaTy Ha QYHKIII YOIOBIUUX UK
JXIHOYUX CTaTeBUX 3aJ103 Ta Ha Nepii a3y pernpomyKIil.

KniniuyHi XxapaKTepHCTHKH.
Iloka3aHnHs.

- [enHiTanbHUY KaHAUAO03 (MOJIOYHUIIA), BYJIbBOBATIHITH, KOMIBIIITH, 3MilllaHi iHQEKIIil CTU30BUX
000JI0OHOK CTATEBUX IIIIXiB.

IIpomunoka3aHHs.
[TigBuIleHa YyTNUBICTH [0 Ai040l peY0oBUHU ab0 0 Oyb-IKOi 3 MOMOMIKHUX PEeYOBUH IIpemnapary.

JlomekcuH®, KaICyny BariHanabHi M'aKi 1o 600 Mr, MiCTHTEL COeBHE NenuTHH. Ko y Bac € anepris
Ha apaxic abo coio, He 3aCTOCOBYHTe 1Iel JTiKapchKui 3acil.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemodilii.

2KVpOBMICHI pe4YOBUHY, 1110 BXOAATH OO CKJIaAy KallCyJsl BariHaJIbHUX M IKUX, MOXYTh IIOIIKOOUTH
KOHTPALIENITUBY 3 JIaTEKCY.

[TamieHTaM PEeKOMEHAYEThCSI BUKOPUCTOBYBATH albTEPHATHBHI METOOM KOHTPAIEMNIIil/BXXUBaTH
3anob6iKHUX 3aX0fiB IIPX 3aCTOCYBaHHI IOTO JIiKapChKOT0 3aC00y.



Oco06.1ue8ocmi 3acmocyeaHHsi.

Hesiki momoMixHi peYOBUHHU KaIlCyJl BariHaMbHUX M’'SKUX (TaparifpokcubeH30aTil) MOXKYTh
BUKJIMKATH alepriyHi peakiril (MOXKIINBO, BilKTageHi).

Y pasi BUHUKHEHHS MiclleBoi mifIBUIIEHOI YyTIMBOCTI ab0 anepriyHoi peakii TiKyBaHHS CIIif
IPUIUHUTH.

[TanieHTy ciif TPOKOHCYIBTYBATUCSA 3 JIIKapeM, SIKIIO:
- IIPOSIBU CUMIITOMIB HE 3MEHIIUIUCS IPOTITOM OQHOTO TUXKHS;
- CHMIITOMY BUHUKIIU ITOBTOPHO (OinbI HiXK 2 iHQEKIIii MPOTITroM OCTaHHIX IIECTH MICSIIiB);

- B MUHYJIOMY ITlepeHEeCeHi 3aXBOPIOBaHHS, 110 TePealoThCs CTaTEBUM HUISTXOM, ab0 y pasi
iHbiKyBaHHS MapTHEPa 3aXBOPIOBAHHSMH, 110 IEPEHAIOTHCS CTATEBUM IIISTXOM;

- BiK marrieHTa 10 16 pokiB Ta moHan 60 pPOKiB;

- BiZloMa rinepuyTauBicTh g0 iMima3oiB abo iHIIKMX BariHaJbHUX TPOTUTPUOKOBUX IIPEaparTis;
- HasiBHa OyIb-Ka aHOMaJibHa a00 HeperyasapHa BariHalbHa KpOBOTEUA;

- HasiBHi OyOb-sKi BariHambHi BUOiIIEHHS 3 KPOB' SHUMHU BKJTIOYEHHSIMHU;

- HasiBHi Oymb-sKi ByJIbBOBariHambHi 00J1i, BUpa3ku abo myxupili;

- HasiBHUM Oy[b-aKuM Oifib y HUKHIN YaCTUHI KUBOTA, IKUU MOXKe OyTH acOoLiiioBaHUM 3
3aXBOPIOBAHHSM, III0 TiKYeThCs, ab0 6inb Mpy Ce4OBUIYCKAHHI;

- crocTepirawThes Oyab-ski nobiuni epekTH, Taki gk eputeMa, cBepbik abo BUCHUII, TKi MOXKYTh
OyTu acolifioBaHi 3 JIIKyBaHHSIM.

Karmcynu BarinanbHi M'sIKi He CJIifi BAKOPUCTOBYBATHU B IIOEOHAHHI 3 6ap’€pHUMU KOHTPAIENTUBAMU.
fAKmo cTaTeBU MapTHED TaKOX iH(IKOBaHWM, IOKa3aHe BiANIOBiIHE JTiKyBaHHS.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py00H0.

He crig 3acTocoByBaTH Ipemnapar y mepiof BariTHOCTI abo rofyBaHHS I'PYOA0, OCKINBbKY BifCyTHI
OaHi OCHiAXKeHb 00 3aCTOCYBaHHS IIpenapaTy UM rpyliaM Halli€HTiB.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

[TpemapaT He BIUIMBAE Ha IMIBUAKICTh Peakliii Mpy KepyBaHHI aBTOTPaHCIOPTOM a60 pobOoTi 3 iHmuUMH
MexaHi3MaMu.

Cnoci6 3acmocyeaHHss ma do3u.



3aCTOCOBYBATH iHTpaBariHasabHO.
Kancyau sazinanvHi M’ sKi no 200 me

1 xamcyny BBoguTH ITn00KO Y BariHy y ITOJIOKEHH] JIeskaun yBeuepi nepen cHoM. Kypc nikyBaHHS - 3
nHi abo K peKOMEeHI0BaHO JliKapeM.

Kancyau eaziHaavHi M’ saKi no 600 me

1 kamcyny BBOOUTH TTTMOOKO Y BariHy y IIOJIOKEHHi JIezka4yu yBeuyepi mepef CHOM. SKII0 CUMITOMHU
30epiraioThCs, TO MOXKHA 3aCTOCYBATH IIle OHY KaICyly Yepes3 3 OHi.

[ITo6 yHUKHYTH ITOBTOPHOTO iH(iKyBaHHS, pEKOMEHI0BAaHO OMHOYACHO IIPOBOUTH MiclieBe JIiKyBaHHS
CTaTeBOro MapTHepa MallieHTKK IpernapaToM JIOMEeKCHH®, KpeM, IIUIIXOM HaHeCeHHs KpeMy Ha
TOJIIBKY CTATEBOI'0 YjieHa Ta KPauHIo MJI0Tk.

Himu.

[TpemapaT He 3aCTOCOBYBATH [IiTSIM.

Ilepedo3yeanHns.

TToBimOMIIEHE IIPO II€PEN03yBaHHs Ipenapary He HagXoauno. JIoMeKcuH” Mpu3HauYeHul s
MICIIeBOT'0 3aCTOCYBaHHS, a He ISl IEPOPaIbHOr0 3aCTOCYBaHHA. Y pa3i BUIaAKOBOT0 IePOPAIbHOTO
3aCTOCYBaHHS IIpenapaTty MoXKe BUHUKHYTHU Oifib y JKUBOTI Ta OII0BaHHS.

ITo6iuni peakuii.

[Ipu 3acToCyBaHHI BiAIIOBIIHO [0 PeKOMEHAALil Jlomekcun® IIPAKTUYHO HE BCMOKTYETHCS, TOMY
cucTteMHi HeOaxKkaHi peakilil He 04ikyi0Thcs. [lic/ig 3acTOCyBaHHS MOXkKe BUHUKHYTH ITOMipHE
THMYacoBe BiguyTTs NedinHs. TpuBaje MiclieBe 3aCTOCyBaHHS IIpernapaTy MOXe BUKJIUKATH
MiABUIIEHY YYTJIUBICTE.

B Tabnuili HUXK4Ye BKa3aHi M00iYHi peakilil, mpo SKi IOBIMOMIISIIIOCS i Yac KITiHiYHUX
mociimxkeHb abo y mepiof micnsipeecTpalifHOro 3aCTOCYBaHHS IpernaparTy, BilIOBigHO [0
Knacudikanil oprasiB Ta cucteM MedDRA Ta 4acTOTH BUHUKHEHHS: qyxkKe 4acTi (= 1/10); gacrTi (Big
> 1/100 mo < 1/10); HevacrTi (Bim = 1/1000 mo < 1/100); moomuHoKi (Bim = 1/10000 mo < 1/1000);
pigkicHi (< 1/10000) Ta yacToTa HeBigoMa (y BUIIafiKaX, KOJIX YaCTOTY Peakilil He MOXHa
po3paxyBaTH 3a HasSIBHUMU [JaHUMHU).

Opras abo cucrema HacToTa BUHUKHEHHS [To6iuHi peaxiiil

3 00Ky penponyKTHBHOI PigxicHi [TeuiHHS CIU30BO1 000JIOHKH IIiXBH
CHCTEMH i MOJIOYHHUX 3aJI03

3 00Ky LIKipu Ta mimmkipHoi  |PigkicHi [TouepBOHIHHS, CBEPOiXK,
KJTiTKOBUHH BUCHIIAHHS




Tepmin npudamHocmi. 3 POKH.

YMmoBH 30epiraHHsi.

36epiratu nmpu TemieparTypi He Buine 252C. 30epiraTé y HEOOCTYIHOMY AJIS HiTEH MiCIIi.

VnaxoBka.

Kancyau eazinaavHi M’siki no 200 me: o 3 abo mo 6 karcyn y [IBX/TIB[IX/amominieBomy 6imictepi. ITo
1 6rmicTepy B KapTOHHIN KOPOOIIi.

Kancyau eazinaavHi M’siki no 600 me: mo 1 abo mo 2 kancynu y IIBX/TIBIX/amtominieBomy OmicTepi.
[To 1 6micTepy B KAapTOHHiN KOpOOIIi.

Kareropis Bignycky. bes penenra.

BupoOHHK.
KaranenrT Itani C.im.A./

Catalent Italy S.p.A.

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOr0 aJpeca MicCIisi IPOBaAKeHHsI Tis/TbHOCTI.
Bia Hertynence Kwm. 20, 100 - 04011, Anpinia (JIT), ITamis/

Via Nettunense Km. 20, 100 - 04011, Aprilia (LT), Italy.

3asABHHK.
Pekoppmari Ainenp JIto/

Recordati Ireland Ltd.

Micue3HaxogKeHHsI 3asiBHHKA.
Pexiu3s Ict, Pinreckigmi, Ko.Kopk, Ipnangis/

Raheens East, Ringaskiddy, Co.Cork, Ireland.






