IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

KJIOTPUMA3O0J1

(CLOTRIMAZOLE)

Cknao:

ditoua pevosuHa: clotrimazole;

1 r ma3i micTuTh KoTpuMasony 10 Mmr;

0OnoMIdCHI pe4oBUHU: MaKpPOTOJTy 1IeTOCTeapusIoBul edip, CIUpT LeTOCTeapuioBul, napadin 6inui

M’SIKMH, OJIig MiHepaJsbHa, MPOMieHTTiKO/Ib, XJIOPKPE30J1, HaTpio rimpodocdar gurimpar,
apomatu3atop (Creamatest P3078), Boga ouuireHa.

JlikapcbKa ¢opma. Ma3b.

OcHosHi (i3uko-xiMiuHi 81acmusocmi: M’'sika Ma3b 6iJ10T0 KOJIbODPY.

®apMmakoTepaneBTu4YHa rpymna. Kog ATX.

[TpoTturpuOKOBi ImpemnapaTu [ MicIieBOT0 3acTocyBaHHS. [ToxifHi iMiga3ony Ta Tpia3oy.
Knorpuma3zon. Kog ATX DO1A CO1.

dPapmako102iuHi e1acmusocmi.
dapmakoOuHamika.

Knotpruma3sosn Ma€e MUPOKUH CIEKTP aHTUMIKOTHAYHOI Ail in vitro Ta in vivo, y T. 4. Ha epMaToditu,
6rmacromineTy, ribomineTu Ta fuMOpdHi rPUbOKH.

Y xomi ekcliepuMeHTaIbHUX AOCTiAKEeHb MiHiMasIbHi KOHLIEHTPallil, SKi MIPUTHIYYI0Th PO3BUTOK
rpudkiB, cranoBunu 0,062-4 (-8) Mkr/mi1. KmoTpumMa30/1 YMHUTE IepeBaxkHO QyHTiCTaTUYHY Hif0.
EdekTu in vitro o6MexXyI0ThCS [Ii€l0 Ha eJleMeHTH IpubKa, 110 MpoidepyioTh; TprOKOBi CIIOPH MaOTh
HU3bKY BPa3/lUBiCTh. MeXaHi3M fil IONAra€e y NPUTrHiYeHHI CUHTE3Y eprocTepoly, 0 MPU3BOAUTE [0
PYHHYBaHHS Ta MOTipIneHHS QYHKIII IUTOIIa3MaTHYHOI MeMOpaHu rpubKa.

Kpim aHTUMIKOTHYHOTO ePeKTY, KIOTPUMA30JI in vitro MpUrHiyye PO3MHOXKEHHS KopuHeOakTepiii Ta
rpaMIO3UTHUBHUX KOKIiB, 3a BUHATKOM €HTEPOKOKIB, y KOHIIeHTpaliax 0,5-10 MKr/MI Ta i€ Ha



TPUXOMOHAAM NIpU KOoHIeHTpalil 100 MKr/miI.

Pe3ucTeHTHICTE 10 KJIOTPUMAa30J1y OLIHIOETHCS K CIPUAT/INBA Y IEPBUHHO PE3UCTEHTHUX LITaMiB
YYTJIMBUX BUAIB TPUOKiB i BUHMKAE PiAKo. BTOpMHHA Pe3UCTEHTHICTh PO3BUBAETHCS Y IEPBUHHO
YYTIUBUX BUIB IPUOKIB MMicyis NiKyBaHHS, II0 CIIOCTEPIraeThCs BKpail pifko.

dapmakokiHemuka.

HocmimxkeHHS (papMaKOKiHEeTUKY IT0Ka3ay, 110 BCMOKTYBaHHS KJIOTPUMAa30Jly He3HayHe - < 2 Ta
3-10 % 3acTOCOBaHOI 103K 3 MKOM IJTa3MOBOI KOHIIEHTpallil fifo4ol peuoBuHu < 10 Hr/MIL.

KrinigHi xapaKTepHCTHKH.
Iloka3anus.

- I'pubkoBi inGeKIil wKipy Ta cIM30BUX 000JIOHOK, CIIPUYUHEHI fepMaTodiTaMu, APiKAKOBUMHU Ta
TUTICHSIBUMY IpuOKaMu Ta iHIMKUMY 30yIHUKAMHU, YYTIUBUMU [0 KJIOTPUMAa30Iy.

- Indexknii mkipu, cipuunneni Malassezia furfur (BuciBkononiouui nuiait) Ta Corynebacterium
minutissimum (epuTtpa3Ma).

- Kanoumo3uuit By/IbBIT Ta KAHOUOO3HUM OaaHiT.

IIpomunoka3aHHs.

[TigBuINeHa YYTIUBICTE IO KJIOTpUMa301y abo 10 Oyob-KuX iHIIUX KOMIIOHEHTIB IIpernapary.

B3aemodisa 3 iHwumMu aikapcbKumu 3acobamu ma iHwi eudu 83aemodii.

Bumnapku B3aeMofiii 3 iHIIMMU NTiKapCchKUMU 3aco0aMu HeBimoMi. Uepe3 HU3bKY BCMOKTYBaHICTh IIPU
MiCIIEBOMY 3aCTOCYyBaHHI PU3UK PO3BUTKY B3a€MO[il € MaJIOVMMOBIPDHUM.

[Ipu ogHOYaCHOMY 3acTOCyBaHHI KnoTpuMa3zosny Masi 3 TaTeKCHUMY IPOAYKTaMu (HalmpuKiiamg
IIpe3epBaTHBaMHU Ta fgiadparMaMmu) QPyHKIiOHaIbHA 3aTHICTh OCTAHHIX MOXKe 3HUXKYBaTHUCS 4epe3
IOTIOMiXKHi PeYOBUHH, SIKi MiCTUTB ITpemnapart (0co0IMBO CTeapaTH) IIo, SIK HaCig0K, MOXKe BIJIMBATH
Ha 0e3MeyHiCTh IUX MIPOAYKTIB.

Oco06.1ueocmi 3acmocyeaHHsi.

JlikapcbKu# 3acib MiCTUTD [[eTOCTeapUIOBUM CIIUPT Ta MPOIIiIEHTIiK0/Ib, 110 MOXKYTh CIPUYAHUTH
MiCIIeBi LIKipHi peakilil (Hanpukiaj, KOHTaKTHUY OepMaTHUT) Ta IOApa3HeHHS MKipU a TaK0XK
XJIOPKPEe30J1, 1110 MOXKe CIPUYWHUTH aJlepriuHi peakuil. ¥ TakKux BUNaAKaX 3aMiCTh KpeMy
PEKOMEH[IYEThCS 3aCTOCOBYBATH JIiKapChKi (hopMH, 110 He MICTATH LILOTO KOMIIOHEHTY (Po34uH abo
CIIpei).

Lleit mikapchbkuit 3aci6 MicTUTh OEH3UIOBHUY CIIUPT, TOMY MOT'0 He CJIifl 3aCTOCOBYBATH HEIOHOIIEHUM



OiTsSIM Ta HOBOHAPOOXKEHNM.

[Tig yac 3acTOCyBaHHS LIBOTO IIpelapaTy CIif YHUKaTH CTaTEBUX KOHTAKTIB, OCKIJIBKY 1HOEKIIA MOXe
nepenatucs naptHepy. [Ipy ogHOYacHOMY 3acTocyBaHHI KioTpuMa3son, Ma3b, 3 IaTeKCHUMU
IPOAYyKTaMu (HalpuKial, Ipe3epBaTUBaMu Ta JiadparMaMu) QyHKIiOHAIbHA 3[aTHICTh OCTAHHIX
MOXKe 3HUXKYBATHCS Yepe3 [ONOMiXKHiI pedyoBUHH, IKi MicTuTh KnoTpruma3sor, Ma3sb, (0COOIHMBO,
CTeapaTH), 1110, SIK HACJiIOK, MOXKe BIIJIUBATH Ha 0e3MeYHIiCTh IuX MpoayKTiB. Llel edekT
TAMYaCOBUH i CIIOCTePIraeThCs JHIIE BIPOLOBXK MEPIOAY 3aCTOCYBaHHS Ipelapary. YHUKATH
KOHTAKTy 3 ounMa. He KoBTaTu.

XBOPOMY PeKOMEHIYETHCS ITPOKOHCYIbTYBATUCS 3 JTiIKapeM: IIpH BUSBIIEHiH Tinep4yyTAUBOCTI 10 Oyab-
SIKUX IPOTUTPHUOKOBUX 3ac00iB ab0 MoXigHUX iMifa3oiy; y pa3i HagBHOCTI BeHEPUYHUX 3aXBOPIOBaHb
B aHaMHe3i XBOporo abo #oro cTaTeBoOro mapTHEpPA; SKIIO Y XBOPOTO BUCOKA TeMIeparypa Tina (38 °C
abo Bute), 6ib y HUXKHIN YaCTHHI XKUBOTA, AU3Yypid, Oinb y CiuHi, THilHI BariHanbHi BUAINTEHHS 3
HEIIPUEMHUM 3allaxoM, BUpPa3Ky BYJIbBU Ta BariHa/lbHiI BUPa3KHU, IOYEPBOHIHHS, Alapes, HyOOTa,
OmroBaHHS, BariHalbHa KPOBOTEUa, sIKa CYIIPOBOAXKYETHCS 00JIeM Y IJIedi.

ITonepedacenHa w000 AIKYyBaAHHA KAHOUOO3HO20 8Y/1b8IMY Y JHCiHOK. [IpOTIroM MeHCTpyalil
JiKyBaHHS IPOBONUTHU He CJIifl. JIiKyBaHHS CIIif 3aKiHYKWTU [0 IOYATKy MEHCTPYallii.

He 3acTocoByBaTy TaMIIOHH, iHTpaBariHaabHi 3pOIIeHHs, criepMinuay abo iHIIi BariHaabHi TPOAYKTH
IIiJ Yac 3aCTOCYBaHHS LIbOTO IIpemnapary.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pyd0to.

KriHiyHMX OOCHiAXKEeHb II0A0 BIIMBY KJIOTPUMA30JIy Ha (PEePTUBHICTE y KIHOK He IPOBOOUIIU, IIPOTE
[OCTiIKEeHHS Ha TBApUHaX He BUSBUIM BIUIMBY KJIOTPUMa30iy Ha GepTUIbHICTE.

KinpkicTh mocmifizkeHb 3 BUKOPUCTAaHHSIM KJIOTPHMAa30Jly V IIepiofl BariTHOCTiI o6MeKeHa.
HocmimKeHHS Ha TBApHHAX He BUSBUIM NMPSIMOT0 ab0 HEMPSIMOTO IIKiAJIMBOTO BIJIUBY 3 TOUKU 30Dy
PENPONYKTUBHOI TOKCUYHOCTI. SIK momepenKyBaabHUN 3axifl, 0akaHO YHUKATH BUKOPUCTAHHS
KJIOTPUMAa30J1y BIPOLOBXK | TpuMecTpy BariTHOCTI.

Y xopi nikyBaHHS KJIOTPUMA30JI0M CJIifj IPUIIMHUTY FOAYBaHHA rpynnato. He 3acTocoByBaTu
KnotpuMa3sos, Ma3b, y OUIAHI MOJIOYHUX 3aJI03 IIPOTATOM YChOI'0 IIepioAy rogyBaHHS IPYLALLO.

30amHicmb eniueamu Ha weudKicmb peakuii npu kepysaHHi asmompaHcnopmom abo pobomi 3
IHWuUMU MexaHismamu.

He BrimuBae.

Cnoci6 3acmocyeaHHss ma do3u.

Hopocnmum Ma3b 3acTOCOByBaTu 1-3 pa3u Ha 10o0y. CMyKKy Ma3i JoBXKUHOI0 0,5 CM HAHOCUTH TOHKUM
I1apoM Ha [UISHKY IIKipy PO3MIipOM 3 [OJIOHIO Ta BTUPATH.

[Tpu KaHOMIO3HOMY BYJIBBITI Ta KAaHOUAO3HOMY 0ajlaHiTi y JOPOCIUX CMYKKY Ma3i HQHOCUTH TOHKUM



IIIaPOM Ha ypaxKeHi OinsHKY (30BHIIIHI CTAaTEBi OPraHu i IPOMEXUHY Y XKiHOK a00 IOJIOBKY CTaTEBOIO
YyjieHa i Kpa#HIo IJIOTh Y YOJIOBiKiB) Ta BTUpATHU. Teparis JaHuX 3aXBOPIOBAHb BUMAra€ OOHOYACHOTO
JiKyBaHHS 000X ITapTHEPIB.

Ins HapmiHOTO BUaNeHHs 30yIHMUKA Ta 3aJIeXKHO Bifl CUMIITOMIB JTiKyBaHHS CJIifl TPOJOBXKYBaTU
IPUOIN3HO 2 TUXKHI MiC/Ig 3HUKHEHHS Cy0 €KTUBHUX CUMIITOMIB.

3arajibHa TPUBAJIICTE JIIKYBaHHS CTAHOBUTE:

[nepMaToMiko3u - 3-4 TUXKHI;

epuTtpasMma - 2-4 TUXKHI;

pisHOOapBHUM NUiIai - 1-3 THXKHI;

KaHOUIO3HUU BY/IbBIT Ta KAHAUOO3HUM OanaHiT - 1-2 THXKHI.

[TarienT Ma€ 000B’SI3KOBO IMOBITOMUTH JIiKapsi, SKINO He HACTAJIO HiIKOTO IMOKPAIeHHS IiCIs
4 TUXHIB JIIKyBaHHS.

Himu.

IoCBif 3acTOCyBaHHA IIpenapaTy AiTsSM BiICYTHIH.

Ilepedo3yeanHsi.

2KomgHOT0o pU3uKY rOCTPOI iHTOKCHUKALll HEMA€E, OCKiTbKM MaJIOWMOBIpHO, 1[0 TIEPEeN03yBaHHSI
MOXKJIMBE ITiCJIsT Pa30BOi BariHAMBHOI 103U a00 HaHEeCEeHHS Ha IIKipy (3aCTOCYBAaHHS Ha BEJIUKUX
OiNsHKaX LIKipU IpY YMOBAX, 10 CIIPUSIOTH MiABUAIIEHOMY BCMOKTYBaHHIO), & TAaKOXK MiC/Is
BUIIAJKOBOT'0 II€POPAlbHOT0 3aCTOCYyBaHHSA. Cienu(piyHOro aHTUAOTY HE iCHYE.

[Tpu BUIIafIKOBOMY II€POPAIbHOMY 3aCTOCYBaHHI PiIKO M0oXKe BUHUKHYTHU ITOTpeba y MpoBedeHHi
IIPOMMBAHHS IIUTYHKA, SKIIO [[03a, SKa 3arPoXKYye XKUTTI0, OyIa 3aCTOCOBaHa BIIPOMIOBXK MTOIEPeIHbO1
roguHu abo SKIO HasBHI BUAMMI CUMIITOMU Ilepeo3yBaHHs (HalpuKIIal, 3allaMOpOdYeHHs, HyJoTa
abo OmroBaHHS). [IpoMUBaHHS IIJTyHKA CJIifl IPOBOOUTH JIUIIIE Y BUNIafKaX, KOJIU € HaJIe’KHUH 3aXUCT
OVXaJIbHUX ILIJISXIiB.

ITo6iuni peakuii.
[TpoTsiroM 3aCTOCYBaHHS IIpelapaTy MOXKJIKBI Taki mo6iuHi edeKTu:

- 3 00Ky iMyHHOI CHCTEMHU: alepriyHi peakiii (HEIPUTOMHICTb, apTepiajbHa TilTOTEH3is, 3aqUIIKa,
KPOTIHUB'THKA);

- 3 00Ky LIKip¥ Ta MiAIMKipHOI KIITKOBUHMU: TIOYEPBOHIHHS (€puUTeMa), MyXupi, He3myKaHHS,
nruckoMpopT/6inb, HAOPSK, TOAPa3HEHHS, TyIIeHHS, CBepOiXK, BUCUIIAHHS, TIOKOJTIOBaHHS,
[IeYiHHA/BIIUYTTS XKapy.



Tepmin npudamHocmi.

4 poxKu.

YMoBu 30epiranHsi.

30epiratu B OpUriHabHill yIakoBI B HEOOCTYIHOMY OJIS OiTel Micli npu TeMnepaTypi He Buille 30
°C

YnaxoBka.

[To 20 r B amoMiHieBi# Ty6i B mmayili 3 KAPTOHY.

Kareropis Bignycky. bes penenra.

BupoOHUK.
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