IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

JIIBAPOJI

Cknao:
ditoua pevosuHa: ketoconazole;
1 mecapiut MicTuTh KeTOKOHa301y 400 Mr;

donomidcHi pevosuHu: Oytunrigpokciauizon (E 320), makporon 1500, makporon 400.

Jlikapcbka ¢opma. [Tecapii.

OcHoeHi ¢isuko-ximiuHi 81acmueocmi: ecapii 6ioro, 6ioro 3 xK0BTYBaTUM ab0 CipyBaTUM
BiITIHKOM KOJIbOPY, TOpIenomnonionoi ¢opmu. [lonyckaeThCs HasBHICTh MiMKONOAIOHOTO
NOru0IeHHS 1 TOBITPSIHOTO CTPUKHS.

dapMaKoTepaneBTHYHA Ipyma.

[TpoTuMikpoOHi Ta aHTUCENTUYHI 3aco0u, 10 3aCTOCOBYIOTLCS B FiHEKOJIOTII.

Kog ATX GO1A F11.

dPapmako102iuHi 8 1acmueocmi.

dapmakoOuHamika.

AKTVBHa pe4yoBHMHA - KETOKOHA30J1, TOXigHe iMiga3oiokconany. YnHUTh QyHTIIUOHY Ta
dbyHrictaTuuny mito mopo mepmatoditiB (Trichophyton spp., Epidermophyton floccosum,
Microsporum spp.) i gpixnxis (Candida spp., Pityrosporum spp.). MexaHi3M [il CIpIMOBaHUU Ha
npurHiyeHHs 6i0CUHTE3y epProcTepoly Ta 3MiHY JinigHOro cKiamy MeMOpaHu rpubiB.

[TpemapaT akTUBHUY IOAO CTa(iIOKOKIB Ta CTPENITOKOKIB.

dapmakokiHemuxka.

HpI/I BaTiHaHBHOMy SaCTOCYBaHHi Imperapar crmabko BCMOKTYETBECsI, HEBEJINKA KiJIbKiCTh IIpernapaTty



IIOTPAIISE ¥ CHCTEMHUY KPoBOOOir. MakcuManbHa KOHIIEHTpalisi KETOKOHA30JIy y Ijia3Mi KpOBi
nicns 3actocyBanHs 400 Mr npenapaTy KonuBaeThes Big 0 go 20,7 Hr/mi.

KrinigHi xapaKTepHCTHKH.
Iloka3aHnHs.
- JlikyBaHHS IOCTPOT'0 Ta XPOHIYHOT'0 PELIUAUBYIOUYOr0 MIKO3Y ITiXBH.

- TlpodinakTuka rpubkoBux iHMEKIIiM MiXBYU NpU 3HUKEHi! Pe3UCTEeHTHOCTI OpraHi3aMy Ta Ha T
JIiIKyBaHHS IIpeliapaTaMy, SIKi MOPYIIyIOTh HOPMabHy MiKpO(dIIopy MiXBH.

IIpomunoka3aHHs.

[HpuBigyanbHa MiABUINEHA YyTIUBICTh [0 KOMIIOHEHTIB IIpenapary, BariTHICTh (I TpuMecTp).

B3aemodisn 3 inwumu nikapcoKumu 3acobamu ma iHwi eudu é3aemodilii.

[Ipu ogHOYACHOMY 3aCTOCYBaHHI npemnapaty JliBapoin 3 pugaMmiliHOM Ta i30Hia3ug0M 3HUKYETHCS
KOHIIeHTpallis KeTOKOHAa30J1y y Ijta3Mi. [Ipyr ogHOYaCcHOMY 3aCTOCYBaHHI 3 [IUKJIOCIIOPUHOM,
HEPAMUMU aHTUKOATyJISHTaMU Ta METUNINPENHI30JI0HOM KETOKOHA30JI MOXKe MiiBUIIyBaTU

KOHIIEHTpALlif0 BUIIle3a3HaUYEHUX NpenapaTiB y mwia3mi. [IpakTuyHe 3HaUYEHHS [IUX B3aEMOJIN IIpU
JiKyBaHHI KETOKOHA30JI0M y BUTJISI[Ii BariHa/IbHUX MecapilB HeBimoMe.

Oco6 1ueocmi 3acmocyeaHHsi.

Y noomuHOKMX BUMafKaX MOXKJ/IUBI MICI[eBi allepriyHi peakliil y cTaTeBOro mapTHepa. 115 3HUXKeHHS
PU3UKY PELUIUBY 3aXBOPIOBAHHS PEKOMEHIYETHCS ONHOYACHE JIIKYBaHHS CTaTeBOro napraepa. Cin
YHUKaTU KOHTAKTY 3 JJaTeKCHUMU IIpernapaTaMu (KOHTpaLeNnTUBHI AiadparMu, npe3epBaTUBY).

[lig yac nikyBaHHA CIIif yTPUMYBATUCS Biff CTaTEBOT'0 KUTTS.

JliBapo peKOMEHAYETHCS 3aCTOCOBYBaTH Ha Hi4, OCKIJIbKY IpernapaT YUHUTh OCMOTHYHY Ta
IOpeHaxXHy Mito, 110 CYIPOBOIKYETHCS 30ibIIIEHHSIM BUIiNIEHD i3 mixBu. PEKOMEHIYETHCS HA Yac
JIIKyBaHHA npenapatoM JIiBapos Ha HiY BUKOPUCTOBYBATH Tiri€HIYHI IPOKIAOKHU.

[Ipu PO3BUTKY peakliiy rinepuyTAUBOCTI Ipenapar Ciif BiTMiHUTYU Ta 3BEPHYTUCS A0 JTiKaps.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.



He 3actocoBytots y I TpumecTpi BaritHoCTi. YV II-III TprMecTpi BariTHOCTI Ta y nepiof rogyBaHHS
TPYLLOIo IIpenapaT 3aCTOCOBYIOTH TIIBKY TOML, KOJIU O4iKyBaHa KOPUCTH AJI1 MaTepi IepeBUIlye
TOTEHIINHUY PU3UK IJIS 1072 a00 OTUTUHHU.

30amHicmb eniueamu Ha weudKicmb peakuii npu kepysaHHi asmompaHcnopmom abo pobomi 3
[HWUMU MexaHizMamu.

He BrimuBae.

Cnoci6 3acmocyeaHHss ma do3u.

[TpemapaT 3aCTOCOBYIOTh iHTpaBariHaiabHO. [lepeq 3acTOCyBaHHAM Iecapiil 3BUIbHSAIOTH Biff KOHTYPHOI
YIIaKOBKHY i BBOASTH HOro IMOOKO y MiXBY V IOJI0KEHH] JIexKayy Ha CIIKMHI. 3aCTOCOBYIOTH 10 1
necapiio Ha goOy mpoTsAroM 3-5 OHIB 3a/Ie3KHO Bif mepebiry 3axBopioBaHHs. [Ipu motpebi Kypc
JIiKyBaHHS IIOBTOPIOIOTH [I0 KITIHIYHOT'O Oy2KaHHS, IMiATBEPAXKEHOr0 1ab0paTOPHUMHU
nocnigxeHHAMU. [Ipy XpoHiYHOMY KaHAMA03i 3aCTOCOBYIOTH 10 1 mecapito mpotsarom 10 pHiB.

Y nepiop BaritHocTi (II-III TpuMecTp) Ta romyBaHHS TPYAOIO0 CIOCI0 3aCTOCYBaHHS Ta 03U 3BUYAMHi.

Himu.

ITocBig 3acTOCyBaHHSA IIpenapaTy AiTSAM BiiCYyTHiM, TOMY MOTO HE CIIif MpU3Ha4aTH Liid BiKOBIX
KaTeropil maiieHTiB.

Ilepedo3yeanHns.

[Tepeno3yBaHHS Ta TOKCUYHI e(heKTU IPU 3aCTOCYBaHHI IpenapaTy He BUSBJIEHI.

ITobiuni peakuii.

MoxuBi rinepemist Ta mogpa3HeHHs CIU30B0Oi 000JIOHKY MiXBH, CBepOixK MiXBHU Y MicClli BBeIeHHS
mecapis, anepriuyui peaxitil (IIKipHi BUCHIIaHHS, KPOIIUB SHKA).

Y MooguHOKMX BUMagKaX MOXe BUHUKHYTHU HyOOTa, 3allaMOPOYEHH.

Tepmin npudamHocmi. 2 POKH.

He 3acTocoByBaTu micns 3aKiHYeHHS TEPMIHY IPUNATHOCTI, 3a3HA4YEHOr'0 Ha yIIaKOBII.



YMoBu 30epiranssi.
30epiraTu B OpUTiHANbHIN YIIaKOBIi IpU TeMIepaTypi He Buiie 25 °C.

306epiratéi B HEOOCTYIHOMY IJIST OiTEH MiCIIi.

YnaxoBka.

[To 5 mecapiiB y 6micTepi, o 1 a6o 2 6ricTepu y KapTOHHIN KOpPOOIIi.

KaTteropisa Bigmycky. Be3 perenrTa.

BupoOHUK.

TOB «®APMEKC I'PYII».

Micue3HaxoIKeHHsI BUPOOHHKA Ta ajfipeca Micls MpoBaIXKeHHS HOTr0 Tis/IbHOCTI.

Ykpaina, 08301, KuiBcbka 0611., Micto Bopucmine, Bynuus [lleBuenka, 6yauHok 100.

HHCTPYKIIUA

Mo MEJUITHHCKOMY IIPHMEHEHHIO JIEKAPDCTBEHHOI' 0 CpeJICTBa

JIAUBAPOJI

Cocmas:

delicmsyruiee sewecmao: ketoconazole;



1 meccapuii comepxkuT KeTokoHa3ona 400 wmr;

gcnomozamenvHble sewecmasa: oOytunrugpokcuanuion (E 320), makporon 1500, makporomn
400.

JIekapcTBeHHas ¢opma. [Teccapuu.

OcHogHble (pu3uKko-xumuveckue ceolicmea: neccapuu 6emoro, 6eJ10To ¢ KeJITOBATHIM UK
CepOoBaTHIM OTTEHKOM IIBeTa, TOPIenoo6pa3Hoit Gopmel. [lomycKaeTcs: Hanuyue
BOPOHK0O00OPA3HOTO yriyO/IeHus ¥ BO3OYIIHOTO CTEPIKHS.

(I)apmaKOTepaneBaneCKaﬂ IrpyIiiIia.

HpOTI/IBOMI/IKpO6HBIe 1 aHTHCENITH4YEeCKHuE CpeacCTBa, IPUMEHIEMEIE B THHEKOJIOTHH.

Kom ATX GO1A F11.

dapmako.i02uyecKue ceolicmad.
d®apmaKkoOuHamuka.

AKTHBHOE BeIleCTBO - KETOKOHA30J1, IPOU3BOJHOE UMHUAA30JIAN0KCoTaHa. OKa3klBaeT QYHTUIIUAHOE U
(yHruCTaTAYECKOE OelCTBUE B OTHOIIEHUN aepMaTtodutos (ITrichophyton spp., Epidermophyton
floccosum, Microsporum spp.) u gpoxxe# (Candida spp., Pityrosporum spp.). MexaHu3M JeNCTBUS
HallpaBJieH Ha MoflaBeHue OMOCUHTE3a 9ProCcTepoia U U3MeHEeHNe JIMITUAHOT0 COCTaBa MeMOPaHE!
rpuboB.

HpenapaT dKTHBEH B OTHOIIEHUHU CTa(I)I/IJ'IOKOKKOB " CTPEIITOKOKKOB.
(DapMaKOKUHemUKa.

[Tpu BarvHaIBHOM NMPUMEHEHUH IpemnapaT cj1abo BcachiBaeTcsi, HeOOIbIIOe KOTMYEeCTBO IIpemapaTa
morafaeT B CUCTeMHOe KpoBooOpaieHue. MakcuMalibHas KOHIIEHTPallUs KeTOKOHA30J1a B IIJla3Me
KpoBu nocne npumMeHenust 400 mr nmpemaparta Konednercs ot 0 go 20,7 ur/mmn.

KinuHuuyecKHe XxapaKTepUCTHKH.
IToka3anus.
- JleyeHure OCTPOro ¥ XPOHMYECKOI0 PELUANBUPYIOIIEr0 MUKO3a Blarajuiia.

- [TpodunakTrka rpubKOBBIX MHPEKINY BIarasullla Ipyu MOHUKEHHON Pe3UCTEHTHOCTH
opraHu3Ma 4 Ha (poHe JIedeHUs IpenapaTaMy, KOTOPhe HapyLIIaloT HOPMAJIbHYI0 MUKPOGIOPY
BJIarajuia.



IIpomueonoka3zaHus.

WHpuBuUayanbHas MOBHILIEHHAS YYBCTBUTEIBPHOCTh K KOMIIOHEHTAM IIpenapaTa, 6epeMeHHOCTH (I
TPUMECTD).

B3aumodeiicmeue ¢ dpy2umu 1eKkapcmeeHHbiMu cpedcmeamu u dpyaue eudvi
e3aumodeticmaull.

HpI/I OOHOBPEMEHHOM IIPUMEHEHHUH IIPEIlapaTa HI/IBaIJOJ'I C pI/I(l)aMHI/ILII/IHOM "N N30HHA3UJOM
CHHUXKAETCA KOHIOEHTPAlA KETOKOHA30JIa B IIJIa3Me. HpI/I OOHOBPEMEHHOM IIPDUMEHEHNH C
IUKJIOCIIOPHUHOM, HEIPAMBIMHA aHTUKOATYIIAHTAMHU U METUJINIPEJHU30JIOHOM KE€TOKOHA30JI MOXKET
IMOBBIIIATH KOHIIEHTPAIIWIO BEIMIEYKA3aHHEIX ITPEIIapaTOB B IIJIa3Me. HpaKTI/I‘-IeCKOG 3Ha4YeHHne 3Tux
B3aMMOJIEICTBUM IIpHY JIE4YEHNHN KETOKOHA30JIOM B BHi€ BaI'MHAJIEHEIX II€ECCAPHEB HENI3BECTHO.

OcobeHHocmu npumMeHeHusl.

B enWHUYHEIX CITydasix BO3MOXKHEI MECTHEIE ajlIepruiecKre Peakliy y II0JI0BOT0 napTHepa. s
CHUXKEHUS PUCKa peluarBa 3a00jieBaHUS PEKOMEHYETCSI OGHOBPEMEHHOE JIeYeHUe T10JI0BOTO
naptHepa. CrnegyeT u3beraTh KOHTaKTa C JJaTEKCHBIMU IIpeniapaTaMu (KOHTpPalelTUBHEIE
nuadparmsl, Ipe3epBaTUBEI).

Bo BpeMs JIedeHus CilieayeT BO3OEePXKUBATECA OT MIOJIOBOM XKU3HU.

JIuBapos PEKOMEHOYETCS IPUMEHSATh Ha HOYb, IIOCKOJIbKY IIperapaT 0Ka3hbiBaeT OCMOTUYECKOE U
IpeHaxXHOe [eHCTBUe, COMMPOBOXKAAIOIIEECS YBeIMYeHHEM BhIIeIEeHHH U3 Bilarauiia.
PekomeHyeTCs Ha BpeMsi JIe4eHUs IpernapaToM JIMBapoI Ha HOYb MCIIOJIb30BaTh THTHEHNYECKHe
IIPOKJIAAKH.

[Tpu pa3BUTUM PeaKIui T'UIePUYyBCTBUTEILHOCTH IIPeapaT CaeqyeT OTMEHUTh U 06paTUThCS K
Bpauy.

ITpumeHeHue 8 nepuold bepemMeHHOCMU UAU KOPMAeHUS 2PYO0bi0.

He nmpumensior B I TpuMectpe 6epemerHocTu. Bo II-III TpumecTpe 6epeMeHHOCTH U B IIEPUO],
KOPMJIEHUS TPyObI0 IIpenapaT IPUMEHSI0T TOJIBKO TOTHa, KOrAa OXupaeMas 1ojIb3a AJis MaTepu
IIPEeBHIIAET MOTEHIIMAaIbHbIM PUCK OJIS TI00a WiIu pebeHKa.

CnocobHocmb 81UAMb HA CKOPOCMb pedkuuu Npu ynpasaeHuu asmompaHcnopmom uiu
pabome ¢ OpyauMu MexaHu3mamu.

He Bnusier.

Cnoco6 npumeHeHus u 0o3bol.



[IpenapaT IpUMEHSIOT MHTPaBaruHaibHO. [lepeq MpuMeHeHUEM TecCaprii 0CBOO0XK AT OT
KOHTYPHOM YIIAaKOBKM ¥ BBOLSAT €ro ITy0OKO BO BIaraJiMile B IIOJIOXKEHUU JiexKa Ha CIIUHE.
[TpuMeHSIOT 110 1 Meccapuio B CyTKU B TedeHue 3-5 qHel B 3aBUCUMOCTH OT TeUeHHUs 3a00IeBaHuUS.
[Tpu HeOOXOOMMOCTH KyPC IeYeHUS IIOBTOPSIOT M0 KIMHUYECKOTO BEI3[IOPOBIIEHNS,
IIOMITBEPKAEHHOT0 1Ta00pPaTOPHBIMY UCCIeOBaHUSIMHU. [IpK XpOHNYECKOM KaHOU03€e IIPUMEHSIOT 110
1 meccapuio B Tedenue 10 guen.

B nepuopn 6epementoctu (II-I11I TpumecTp) ¥ KOPMIEHUS TPYObIO CIIOCO0 IPUMEHEHUS U O3B
OOBLIYHEIE.

Hemu.

OnmIT IIPUMEHEHHU TIpellapaTa OeTAM OTCYTCTBYET, II03TOMY €r0 He CIIeJyeT Ha3Ha4aThb 9TOH
BOBp&CTHOfI KaTeropuu ImainyeHTOB.

IIepedo3upoeka.

Hepe):[03I/IpOBKa U TOKCHUYECKHue Sd)(beKTBI IIpU IIPUMEHEHNHN IIPEellapaTa HE BEISIBIIEHEI.

ITob6oyHble peakuuu.

B0o3MOXHEI TUIIEpeMUs U Pa3fapaxKeHne CITM3UCTOM 000TI0UKHU BJIarajinilia, 3yA BilaraJIMilla B MeCTe
BBEOEHHUS IIECCaPU, aJlJIiepruieCKrue PeaKIuu (KO}KHBIG BLBICBHIIIAHHU A, KpaHI/IBHI/II_[a).

B egUHMYHLIX CIyYasx MOXKET BO3HUKHYTh TOIIHOTA, TOJIOBOKPYXKEHHE.
Cpok 200Hocmu. 2 TOfA.

He ucmonbs30BaTh 110 UCTEUEHUHU CPOKa I'OOHOCTH, YKa3aHHOI'0O Ha YIIaKOBKeE.

YcnoBusa xpanenusi.

XpaHUTh B OPUTMHAJILHOM yIIaKOBKE IIPU TeMIlepaType He Bhie 25 °C.

XpaHUTh B HEJOCTYIIHOM [JId AETE MeCTe.

VYnakoBka.

ITo 5 meccapues B 6ucTepe, mo 1 unu 2 61UcTEPa B KAPTOHHOM KOPOOKe.

Karteropus ornycka. be3 perernra.



IIpou3BoguTeIb.

000 «®APMEKC I'PVYII».

MecTOoHax0XKaeHHE MMPOU3BOIUTEIA H aJlpeC MeCTa OCyIlIeCTB/JIEHHsA €ro
JesATe/JIbHOCTH.

Ykpausna, 08301, Kuesckas 001., ropon bopucmnons, ynuiia [llesuerko, gom 100.



