IHCTPYKUIA

JJIS1 MEIUYHOI0 32CTOCYBAHHA JIKAPCHKOIo0 3ac00y

KJIIOTPUMA30.1

(CLOTRIMAZOLUM)
Cknao:
diloua pe4o8uHa: KIOTPUMAa30I;
1 TabneTka MiCTUTh KiIoTpumMazoiry 100 mr;
OONOMIICHI peyosuHu: JIaKT03a, MOHOTIIpAT; KpOXMallb KapTOIUISHUM, KHUCIOTa
aJINIHOBA, HATPIIO TiApOKapOOHAT, MarHil0 CTeapar, KPeMHII0 JIOKCH]T KOJIOITHUN
0€3BOJHMIA, HATPIIO JTAYPHIICYIIb(aAT.
Jlikapcbka ¢gopma. TaGneTky BariHaibHI.
OcnosHi @isuxo-ximiuni éracmugocmi: OU11 TaONETKU, JBOOMYKI, 3 OOPI3SHUMHU
KpasiMH, TMPOJIOBracToi (popMH, 3a0KpYIJIEHI 3 OJHOrO0 OOKY Ta 3 TYNHUM KpPaEM 3
1HILIOTO.
®apmakoTepaneBTH4YHa rpyna. [IpoTuMikpoOHI Ta aHTHCENTHYHI 3aco0H, IO
3aCTOCOBYIOTHCSI B T1HEKOJIOTIi, 32 BHHATKOM KOMOIHAIil 3 KOPTHKOCTEpOinaMu.
[Moxinni imigazomny. Knorpumason. Kox ATX GO1A F02.
PdapMaKoJIOTiYHi BJ1ACTHBOCTI.
Dapmaxoounamixa.
MexaHi3M aHTUMIKOTUYHOT i1 KJIIOTPUMA30J1y OB’ A3aHUH 3 IPUTHIYCHHSIM CUHTE3Y
eprocTeposy, IO MPHU3BOIUTH [0 CTPYKTYPHOTO Ta  (YHKIIOHAJIBHOTO
MOIIKOJKEHHS IIUTOIIa3MAaTHUYHOI MEMOpaHH.
Knorpumazon Mae IIMpoKHii CIEKTP aHTUMIKOTHYHOI aKTUBHOCTI in Vitro Ta in vivo
Ta Jiie Ha AepMaToQiTH, APLKIHKONOIIOHI Ta IUTICHABI IpubH, AMMOp¢HI TprdH.
[Tpu BiMOBIAHMX YMOBaX TECTYBaHHS MiHIMaJbHI iHT10yI0Y1 KOHIIEHTpALIT A1 IIX
THUIIB IpUOiB CTAaHOBIATH Mpubmu3HO MeHtre Hix 0,062 — 8,0 Mkr/mi cyOcTpary.
MexaHi3M [ii KJIOTpUMAa30jdy IOB’SI3aHUM 3 MEPBHUHHOIO (yHricTaTUYHOIO abo
(GYHTIIUIHOI aKTUBHICTIO, 3aJIEKHO BiJl KOHIIEHTpAIlil KIOTPUMA3OIy y MiCIi
1HpeKmil.
In vitro akTUBHICTh OOMEKEHa eJIeMeHTaMU Tproa, 110 mpoiidepyoTh; CIIOpH rpruda
MAaloTh JIUILE HE3HAYHY UyTJIUBICTb.
JlomaTKkoBO 0 AaHTHUMIKOTMYHOI AKTUBHOCTI KIOTPHUMA30J] TaKoX [i€ Ha
IPaMIIO3UTUBHI ~ MIKpOOpraHi3aMu (CTpenToOKOkH, cradpiiokoku, Gardnerella
vaginalis) Ta TpaMHEraTUBHI MiKpoopraHi3mu (Bacteroids).
In vitro x110TpUMa30J NpUrHiYye po3MHokeHHs Corynebacteria Ta TpaMIIO3UTUBHUX
KOKIB (32 BUHSTKOM Enterococci) y xonuentpamii 0,5-10 Mkr/mi cyOcTparty.
[lepBUHHO PE3UCTEHTHI IITaMU YYTJIMBHUX BHUIIB TPUOIB 3yCTPIUaIOTHCS PIJIKO.
P03BUTOK BTOPUHHOI PE3UCTEHTHOCTI MpPH JIIKYBaHHI y UyTJIUBUX I'pUOIB J0TEnep
criocTepiraBes aye piako. JIOKIiHIYHI JOCHTIKEHHS, SIKi POBOJUINCH 32 YUACTIO
JIOOpPOBOJIBIIIB 13 3aCTOCYBAHHSAM OJHOPA30BOi Ta MOBTOPHOI TOKCHYHOI J103H, HE
BUSBWIM  TOIIKO/XKYBAJbHOIO TOKCHYHOIO, T'€HOTOKCHMYHOI'O BIUIMBY Ha
PEeNpOayKTUBHY (PYHKIIIIO.
Dapmaxoxinemuxa.
VY pochimkeHHi y JKIHOK MICis BBEASHHS BariHaJNbHOI TaOJeTKH, mo MicTuth 100
MT' KJIOTPHUMA30Jly, MaKCUMaJbHa KOHLIEHTpALlisl KIIOTPUMA30iy B CUPOBATIl KPOBi
yepe3 1-2 aHi miciis BBEeACHHs cTaHoBMIIA puoOan3Ho 0,03 MKr/mir.



IIpu BariHaJbHOMY 3aCTOCYBaHHI BCMOKTY€TBhCSl JIMIIE HE3HayHa KIJIbKICTh
kiorpumasoiny (3— 10 %). ITicns BeMokTyBaHHs pubau3Ho 50 % Bij ioro 3aranbHol
KUTBKOCTI 3B’A3Y€TbCcS 3 anbOyMiHOM. AOCOpOOBaHUI KIOTPUMA30J IBUIKO
MeTa0oMI3yeThCsl B MEUIHII J0  HEaKTHBHOro Meradomity 2-xjiopdenin-4-
rizpokcudenui-peninmeran. ToMy MK I1a3MOBOi KOHLEHTpALl KJIOTPUMA30Iy
micJisg BariHaJIbHOTO 3acTocyBaHHA y A031 500 mr OyB menmmit 3a 10 ur/mi. Lle
O3Hayae, 10 BUHUKHEHHS BHUMIPHHX CHCTEMHHX e(eKTiB abo mobiunoi mii micis
IHTpaBariHaJIbHOTO 3aCTOCYBAHHS KJIIOTPUMA30JIy € MAJIOHMOBIPHUM.

KuiniuHi XapakTepucTHKH.

Ilokazannsa.

[Hdexuii y TUIsHII CTaTeBUX OpraHiB (BariHiT), COpUYMHEH] rpubamu (3a3BUYaii
pony Candida), Ta cynepindekuii, cnpuurHeHi OaKTepisiMu, Yy TIAUBUMHU 10
KJIOTPUMA30ITy.

IIpomunokaszanna.

[TigBuIieHa Yy TAUBICTH 0 A1F0Y01 pEYOBHHH 200 IHITNX KOMIIOHEHTIB Mpenapary.

B3aemooia 3 inwumu nikapcokumu 3acodamu ma inuii 6uOu 63a€mo0iil.
IIpu ogHOYacHOMY 3acTOCYBaHHI 3 JIATEKCHUMH KOHTpALENITUBAMHU MOJKJIMBE
MOLIKO/DKEHHSI OCTAaHHIX, TOMY €(QEeKTHBHICTh JaHMX KOHTPALENTUBIB MOXe
3HMKyBaTucs. [lamieHTaM peKOMEHIOBAaHO BHKOPHCTOBYBATH alIbTEPHATHBHI
METOAM KOHTpauenuii NpuHaiiMHI MPOTATOM 5 JHIB MICHIS 3aCTOCYBaHHS LbOTO
npemnapary.
OpnHouacHe JIKYBaHHS 3 KJIOTPMMA30JI0M, IIO 3aCTOCOBYETHCS BariHaJbHO, Ta
takpoiimycoM mnepopanbHo (FK-506, imyHocymnpecaHT) ab0 CHpPOJIIMycOM MOKe
MPU3BOJMUTHU JI0 MiJBUILEHHS PiBHS TaKpoJiMycy abo CHpOJiMyCy y Ijia3Mi KpoBi.
TakuM YUHOM, CIiJi PeTeNbHO KOHTPOJIOBATH CTAaH XBOPOTO JJIsi BUSBJICHHS
CHUMIITOMIB IEPe03yBaHHs TaKpOJIIMyCy ab0 CHPOIIMYCY HUISIXOM IEpEeBIpKU iX
PIBHIB Y I1a3Mi KPOBi y pa3i HEOOX1THOCTI.
Ocobueocmi 3acmocyeanns.
[TpoTsirom MeHcTpyallii JTiKyBaHHS IPOBOAUTH He ciiifl. JIiKyBaHHS CIiJ 3aKIHUUTH
710 IOYaTKy MEHCTpYallii.
XBOpili peKOMEHIYETHCSI MIPOKOHCYJIBTYBATUCS 3 JIKapeM: MpH MEPLIMX MPOsBax
XBOpPOOM; SKIIO CHUMITOMH 30epiraioTbCs JOBIIE 7 JHIB; SKIIO CHUMITOMH
3’ABIIAIOTHCS 3HOBY ITPOTATOM 2 MmicsAuiB abo OB HIX 4 pa3u BIPOJOBK
ocTaHHIX 12 MicsIB.
Ilepen mouaTKOM 3aCTOCYBAaHHS CIIiJ] MOPAAMTHUCS 3 JIKapeM, SIKIIO Y Mali€HTKH
BUHUK Oy/b-sKUI 3 HABEJICHUX HMXKYE CTAHIB:
rpuOKoBa 1H(EKIIsI MOBTOPIOETHCS YACTIIIe HDK 2 pa3u MPOTATOM ILIECTH

MICSIIIB;
y ManieHTKH abo i1 CTaTeBOro napTHepa B aHaMHe31 OyJIM 3aXBOPIOBAHHS, 110
NEePeaoThCs CTATEBUM IUIIXOM;
MaIi€HTKa BariTHa abo BariTHICTh MiJO3PIOETHCS;
narieHTKa Bikom g0 12 abo Big 60 pokis;

- BilOMa TIMEPUyTIWBICTh 1O 1MiJla3ody abo IHIIMX BariHAJIBHUX

IPOTUTPUOKOBHX MpenapaTis.

He pexomennyeThest 6e3 mopau Jikaps 3aCTOCOBYBATH Mpenapar MpHu:

- HEepEeTyJSPHUX BariHaJbHUX KPOBOTEYAX;

- aHOMAaJBHMX BariHAJIbHUX KPOBOTEUYaX UM BUAUIEHHSX 3TYCTKIB KPOBI;



CMEpAIOYNX BariHaJbHUX BUIIJICHHSX;
BYJIbBJIbHUX UM BariHaJIbHUX BUpPa3KaX, yTBOPEHHI MiXypiB UM paH;
00110 B HIDKHIN JIJISTHIN KUBOTA YU TU3YPIi;
OyAb-SKHUX MOOIYHMX peakiisfiX, TAKUX SK MOYEPBOHIHHSA, MOAPA3HEHHs a0o

HaOpsIK, aCOIIMOBAaHUX 3 JIIKYBaHHSM;

- migBuineHHi remnepatypu (38 °C Ta Buiie) ado nMponacHMIIL;

- HYJOTIi 4¥ OJIOBaHHI;

- miapet;

- 0010 y CrIMHI;

- acouiioBaHOMY 0O0JIIO y IJIeyax.
PexomeHy€eThCs TIKyBaTH BC1 ypaskeH1 JUISTHKH HIKiIpU OJTHOYACHO.
VYHHUKaTH KOHTaKTy Mpernapary 3 04aMu Ta HE IPOKOBTYBATH.
ITix yac 3acTocyBaHHS IIOrO MpenapaTy CiiJl YHHKAaTH CTaTeBUX KOHTAKTIB,
OCKIUTBKH 1H(EeK1Iig MOXe nepenaTics napTHepy. Moske 3HHKYBaTUCS €(PEKTUBHICTh
Ta Oe3reKa JIATeKCHUX MPOJIYKTIB (TaKUX SK Mpe3epBaTUBU Ta AiadparmMu).
OckinbKH 3BHUAiHO YPaKyIOThCA SIK IiXBa, TaK 1 30BHIIIHI CTaTeBl OpraHu (CTaTesi
ryOM Ta MpWJIerii JUISHKH), CIIiJ 3aCTOCOBYBAaTHM KOMOIHOBaHE JIIKyBaHHS 000X
TUISTHOK, BKJIIOYAIOUX MiCII€BE JIIKYBaHHS KPEMOM JUIsl 30BHIIIHBOTO 3aCTOCYBaHHS.
ITig wac nikyBaHHS HpenapaToM PEKOMEHIOBAaHO JIIKyBaHHS 000X MapTHEpIB 13
3aCTOCYBaHHSAM KpeMmy.
He BukopucTOBYBaTH TaMIIOHH, IHTpaBariHajIbHI 3pOIICHHS, CIEPMILMIU a00 1HIII
BariHaJIbHI 3aCO0M IiJl 4ac 3aCTOCYBAHHSA LIbOTO Mpernapary.
3acmocysanns y nepiod eazimuocmi ado 200y8anus 2pyoon.
KniHiuHi AOCHIPKEHHS BIUIMBY KJIOTPUMA30dy Ha (EpTHIBHICTh Y JKIHOK He
MIPOBOJIMIINCH, IPOTE AOCII/PKEHHS HAa TBAPUHAX HE BUSBUIN BIUIUBY KJIOTPUMA30ITy
Ha (pepTUIIBHICTb.
JlocnmipKeHHsT Ha TBapuHAX HE BHSBHIM NMPSAMOro abo HENmpsMOro ILIKiJIMBOTO
BIUIMBY Ha PENpOYKTHUBHY (yHKLi0. KinbKicTh TOCHiIKEHb 3 BHUKOPHCTAHHIM
KJIOTPUMA3oJly IIiJ] 4ac BariTHOCTI OOMEKeHa, TOMY PEKOMEHJ0BaHO YHUKATH
BUKOPUCTAHHSA IpenapaTty npoTsiroM I TpuMecTpy BariTHOCTI.
ITix yac AiKyBaHHS IpenapaToM CIIiJ IPUIIMHUTH FOJyBaHHS TPYIIIO.
30amuicmbs  énaueamu  Ha  WEUOKICMb  peakuyii  npu  KepyeamHi
A6MOMpPAHCROPMOM A0 IHUWIUMU MEXAHIZMAMU.
Knorpumason, TalneTku BariHajbHi, HE BIUIMBAIOTh Ha 3JaTHICTh KepyBaTH
aBTOTPAHCIOPTOM a00 1HIIMMHU MeXaHi3MaMU a00 MalOTh JIMIIE HE3HAYHUH BILTUB.
Cnoci6 3acmocysannsa ma 0o3u.
3a3Buuail mpenapar ciiJl 3acTOCOBYBATH BBeuepi 1o | BariHanbHil TabneTni Ha 100y
IpoTIrom 6 THIB.
JU1si TOBHOT'O pO3UYMHEHHS Ta0JIETKU Y BariHi MoTpiOHE BOJIOTe CepeIOBUILE, IHAKIIIE
HEPO34YMHEH1 YaCTOYKU TaOJETKU MOXKYTh BHCHUIATHCA Ha30BHI. [[ng 3amobiraHHs
IIbOMY Ta0JIETKY CJIi/1 BBOAMTH SKOMOTI'a [INOIIIE Y BariHy 6a)xaHo mepea CHOM. SIKIIo
Ta0JIeTKH BariHaJbHI HE PO3YHHSIIOTHCS TMOBHICTIO BIPOJOBXK OJNHIET HOYI, CIiA
PO3IIISIHYTH MO>KJIMBICTh 3aCTOCYBAaHHS KPEMY BariHaJIbHOTO.
JlikyBaHHS CJi 3aBepUIMTU JO MOYaTKy MeHcrTpyauii. Ilix wyac MeHcTpyarii
JIKyBaHHS TIPOBOAWUTH HE CIiJ 4Yepe3 PpU3MK BUMHMBAHHSA IIpenapary
MEHCTPYaJIbHUMHU BUIIJICHHSMHU.

Himu.



He 3actrocoByBatu gitsiMm BikoM a0 12 pokiB. [itsm BikoM Big 12 pokiB

3aCTOCOBYBATH MICIsI KOHCYJIBTALT 3 JTIKapeM.

Ilepedosyeanns.

KomHoro pu3uKy roctpoi IHTOKCHKAlli HEMa€, OCKUIBKM MajOHMOBIpHO, IO

Nepeso3yBaHHs MOXJIMBE TICHIsS pa3oBOi BariHaJbHOI JO3M, a TaKOX MICI

BHUIIA/IKOBOT'O MIEpOPaNIbHOTO 3acTocyBaHHs. CrienniyHOro aHTUI0TY He icHye. [Ipu

BUIIA/IKOBOMY IIE€POPAIbHOMY 3aCTOCYBaHHI PIIKO MOYK€ BHHUKHYTH TOTpeba y

NPOBEJCHHI TNPOMHUBAHHS MUIyHKa, SKIIO /1033, fKa 3arpoKye >KUTTIO, Oyia

3aCTOCOBAaHA MPOTATOM MOIMEPEIHbOI TOAUHU a00 SKIIO HAasBHI BUIMMI CUMIITOMHU

nepefo3yBaHHs (HANpHUKIIAZ 3allaMOpPOYEHHs, HyA0Ta, OnroBaHHsA). [IpoMuBaHHS

IIJTYHKA CJIi/1 IPOBOAUTH JIMIIE Y Pasi, SIKIIO € HAJISKHUHN 3aXUCT AMXAIBHUX [UIAXIB.

Ho6iuni peaxuii.

3 60Ky iMyHHOI cucmemu. anepriyi peakuii, BKIOYaOYH KPOIUB’THKY, AUCITHOE,

apTepianbHy TiOTeH3110, CHHKOIIE.

3 60Ky WIYHKOBO-KUWKO08020 mMpakmy: OlIb y KUBOTI.

3 60Ky penpodykmugHoi cucmemu ma MONOYHUX 3an03. MUCKOMMOPT y IUISHII

BYJIbBU Ta BariHW, HAOPSK, BIAUYTTS MEUYIHHS, €pUTEMA, JIYILEHHs KIpU y AUISHII

CTaTeBUX OpPraHiB, MOAPA3HEHHS, CBepOikK, OUTb y Ta30Bii AUISHIN, BHCHUIIAHHSA,

BariHajbHa KpOBOTeYa.

Tepmin npuoamunocmi. 3 poxu.

YMoBHu 30epiranns. 30epiraTv y HEJOCTYITHOMY JUIsl iTei Micii. 30epiraTi mnpu

Temnepatypi Huxue 25 °C.

YnakoBka. [Io 6 Tabnerok y Omicrepi 3 6e30apBHOi a00 61101 MOJNIXJIOPBIHITOBOT

TUTIBKH Ta anmoMiHieBoi ¢onbru (IIBX-Al), mo 1 Gxicrepy B KapTOHHIN YIAKOBIII.

Kareropis Binmycky. bes penenra.

Bupoonuk. 'makcoCmitKnsitn @apmacsiotukans C.A. , [lonbma/
GlaxoSmithKline Pharmaceuticals S.A., Poland.

Micue3Haxo:keHHsI BHMPOOHHMKAa Ta HMOro ajpeca Micusi MPOBAJIKEHHS
TislILHOCTI. I'makcoCmitKnsitn ®apmackrotukans C.A., 189, By
I'pronBanbaceka, 60-322 [To3nans, [lonbma.

GlaxoSmithKline Pharmaceuticals S.A., 189 Grunwaldzka Str., 60-322 Poznan,
Poland.



