IHCTPYKUIA
JJISE MEIUYHOT0 3aCTOCYBAHHS JIIKAPChKOI0 3aC00y

KJIOTPUMA30.1
(CLOTRIMAZOLE)

Cknao:

oioua pewosuna. clotrimazole;

1 Tabnetka MicTUThH KioTpumMazony 100 mr;

OONOMIJICHI pevosuHu. KpOXMallb KYKypyI3sHHM, jakto3a, mnoBimoH (K-30), marniro creapar,
KPEMHII0 TIOKCHJI KOJIOiMHUM 0€3BOHUMN, HATPIIO KPOXMAIBIITIKOJAT (THIT A).

Jlikapcbka ¢gopma. TabieTku BariHaibHi.
OcHosHi  i3uko-Ximiuni eracmueocmi: TAOJIETKW BariHajdbHI JOBractoi (OpMHU 3 JTBOOMYKIIOO
MOBEPXHEIO0, OJMH KiHEIb 3a0KPYTJICHUH, NpyTruil — piBHUH, O1710T0 KOJIBOPY.

dapmakoTepaneBTUYHA rpyna.

[IpoTuMikpoOHI Ta aHTHUCENTHYHI 3acO0HM, IO 3aCTOCOBYIOTHCS B TIHEKOJIOTii, 3a BHHSITKOM
KOMOIHOBaHHMX IpeNaparis, SKi MICTATh KopTukoctepoiau. [loxiani imigazomy.

Kon ATX GO1A FO2.

Dapmakono2iuni eracmueocmi.

Dapmaroounamika.

MexaHi3M aHTUMIKOTHYHOI Jii TOXIJHUX 1Mi/a30Jly TIOB’S3aHUN 3 TIPUTHIYCHHSIM CHHTE3Y
eprocrepoiy, IO NPHU3BOAUTH JO CTPYKTYPHOTO Ta  (PYHKIIIOHATHHOTO  IMOIIKOKCHHS
[IUTOIUIA3MAaTUIHOT MEMOpaHH.

KioTpumason mae MmMpOKUil CIEKTp aHTUMIKOTHYHOI aKTUBHOCTI iN Vitro Ta in Vivo Ta nie Ha
nepmatoiTi, IpLKIKOBI, TUTICHABI Ta auMmopdHi rpubu. Ilpw BIAMOBIIHMX yMOBaX TECTYBaHHS
MiHIMaJbHI 1HTIOYIOYi KOHIICHTpAIlii IS [UX THUIIB TPUOIB CTAHOBISTH MPHOIM3HO MEHIIE HiXK
0,062-8,0 Mxr/mut cyocTpary.

MexaHi3M [ii KJIOTPUMA30Jdy IOB’SI3aHUNA 3 TMEPBUHHOIO (YHTICTATUYHOIO a00 (YHTIIHMIHOIO
AKTUBHICTIO, 3QJICYKHO BiJ] KOHIIEHTpAIll KJIIOTPUMA30JIy Y MicIli 1H(DEKITii.

In vitro akTUBHICTH OOMEXEHA eJIeMeHTaMH rpuda, 10 MpoiepyroTh; CIIoOpy Tprda MaIOTh JIHIIE
HE3HAYHY YYTJIHBICTb.

JIomaTKoOBO 70 aHTHUMIKOTHYHOI aKTHBHOCTI KJIOTpUMAa30Jl Takok jie Ha Trichomonas vaginalis,
TPaMIIO3UTUBHI MIKpOOPraHi3MH (CTPENTOKOKH, CTa(iJIOKOKH) Ta TpaMHETaTUBHI MIKPOOPTaHI3MHU
(Bacteroids, Gardnerella vaginalis).

In vitro Knorpumason mpurhidye po3mHoxenus Corynebacteria ta rpammo3suTHBHHX KOKIiB (3a
BuHATKOM Enterococci) y xonnentpanii 0,5-10 mMxr/mi cyocrpary. [IepBHHHO PEe3HCTEHTHI MITaMH
YYTJIMBHUX BHUJIIB TPUOIB 3yCTPIHAIOTHCSA PiAKO. PO3BUTOK BTOPHHHOI PE3UCTEHTHOCTI TPH JIIKyBaHHI
y 4yTIUBHUX I'pUOIB ToTENep crocTepiraBes qyxe piako. JIOKIiHIUHI JOCHIHKEHHS, SIKi IPOBOMIUCH
3a y4acTiO TOOPOBOJIBIIIB i3 3aCTOCYBaHHSAM OJTHOPA30BOi Ta MOBTOPHOT TOKCUYHOT 1031, HE BUSBUIIH
MOIIKO/[)KYBaJTbHOTO TOKCUYHOTO, TEHOTOKCHYHOTO BILTMBY Ta BILTUBY HA PEPOAYKIIIIO.
Dapmaxokinemuxa.

HocnimkenHs: (hapMaKOKIHETUKU MiCTs BariHAIBHOTO 3aCTOCYBaHHS MOKA3aly, IO JIWIIE He3HAYHA
KUIbKICTh  KIoTpumazony (3—10 %) BcMoOkTyeTbesi. AOCOpOOBaHUMN KJIOTPUMA30d  HIBUIKO
MeTabomi3yeTbcss B TEYIHIN JO HEAaKTUBHUX MeTaloniTiB. ToMy MiK TUIa3MOBOi KOHIIGHTpAIIii
KJIOTPUMA30JIy MICs BariHAJIBHOTO 3acTocyBaHHS y 1031 500 mr craHoButTh MeHmie 10 ur/mmn. Lle
O3Hayae, 110 BUHUKHEHHS BHUMIPHHX CHCTEMHHMX e(ekTiB abo moOiuHoi il micis BariHaJbHOTO
3aCTOCYBaHHS KJIOTPUMA30JIy € MAJIOWMOBIPHUM.



Kuiniuni xapakTepucTuKH.

Ilokazanns.

[Hdexuii y ainsHIi craTeBUX opraHiB (BariHit), cipuyrHeHi rpudamu (3a3Buyaii poxy Candida), Ta
cynepiHdexIrii, CipuuuHeH1 OaKTePiIMH, Yy TIUBUMH 10 KJIIOTPUMA30ITY.

Ilpomunoxazanns.
[TigBuIIeHa Yy TJIMBICTH 10 KIIOTPUMA30J1y abo J10 IHIIMX KOMITOHEHTIB JIIKapChbKOTO 3ac00y.

B3aemodia 3 inmumu aikapcoKumu 3acovamu ma inuwii 6uou 83acmooiil.

[Tpu otHOYaCHOMY 3aCTOCYBaHHI 3 1HIIMMHU JIIKaPCHKUMHU 3ac00aMH MOJKIJIMBI TaKi B3a€MOJII:

3 makponimycom nepopanvro (FK-506; imynodenpecanm) abo CUpOIIMYyCOM — MIABUIIICHHS PIBHS 1X
y IUIa3Mi KpOBi; Y pa3i 0JIHOYACHOTO 3aCTOCYBaHHS 3 KJIIOTPUMA30JI0M CIiJ 3/11HCHIOBATH PETEIbHUI
MOHITOPHHT CTaHy XBOPOTO IS BHUSBICHHS CHMIOTOMIB TIEPEIO3yBaHHS TaKpoJIiMycy abo
CHpOJIIMYCY, TP HEOOXITHOCTI — IUIIXOM NEPEeBipKH X piBHIB Yy IJ1a3Mi KPOBI,

3 HICmamuHoM — 3HUKEHHSI aKTUBHOCTI KJIOTPUMA30J1y;

3 amgomepuyunom B ma iHwumu noiicHo8UMU AHMUOTOMUKAMU — SHUKCHHS aKTUBHOCTI OCTaHHIX.
[Ipy onHOYacHOMY 3acCTOCYyBaHHI KIOTPUMAa30dy 3 JIATEKCHUMH KOHTPALIEITHUBAMU MOYJIMBE
MOIIKO/KEHHS OCTaHHIX, TOMY €(eKTUBHICTh MJAaHUX KOHTPALCTITUBIB MOXE 3HHUKYBATHUCS.
[TamieHTaM pEKOMEHJO0BAaHO BUKOPHUCTOBYBATH ajJbTEPHATHUBHI METOIW KOHTpAICMINl NMpUHANWMHI
IPOTSroM 5 110 Micis 3aCTOCYBaHHS I[bOTO JIKAPChKOTO 3ac00y.

Ocobnueocmi 3acmocyeanns.
Crni yHMKATH KOHTaKTy 3 ounMa. He koBTarwy.
XBOpPOMY pEKOMEHIY€EThCS IPOKOHCYIBTYBATUCS 3 JIIKapeM:
® TIpU MEPIIUX MPOsIBAX XBOPOOU;
® SKIIO CUMIITOMH 30epiratoThes oBIe 7 1i0;
® SKIIO CUMIITOMH 3 SIBJISIFOTHCS 3HOBY MPOTATOM 2 MICSIIIB a00 OUTBII HIX 4 pa3u BIPOIOBK
oCTaHHIX 12 MicsiB;
® IpU HAasBHOCTI BEHEPUYHUX 3aXBOPIOBaHb B aHaMHe3l a00 OOTSHKEHOMY aHaMHeE3l I0JO
BEHEPHUYHUX 3aXBOPIOBAHb y MapTHEPa;
MIPU HAsIBHOCTI O1TbIIIE 2-X €MMi30/11B KaHIU03HOTO BariHITy BIPOJIOBXK OCTaHHIX 6 MICSIIIB;
y pa3i BariTHOCTI ab0 MiI03pU Ha BariTHICTH;
SIKITIO BIK TAIlIEHTKHU MoHAa 60 pOKiB;
SKIIO y XBOpPOro BHcoka Temmeparypa Tuta (38 °C abo Buie), Oi1b Yy HWIXKHIA YacTHHI
KUBOTA, AU3Ypis, OLTb y CHWHI, THIWHI BariHaJbHI BUIIJICHHS 3 HEMPHUEMHUM 3alaxoM,
BUpa3KM BYJIbBM Ta BariHaIbHI BHUPa3Kd, MOYEPBOHIHHS, Jdiapes, HyJIO0Ta, OJIOBaHHS,
BariHaJibHa KPOBOTEYA, SIKa CYNMPOBOKYETHCS 00JIeM y TUIeui;
® [IpU BUSBJCHINA TINEPUYTIUBOCTI N0 OyAb-IKUX MPOTHTPHOKOBUX 3acO0IB a00 TMOXITHUX
iMigazony.
He pexomenayetbcst 6€3 KOHCYJIBTAIT JIIKapsi 3aCTOCOBYBATH JIiKapchkuid 3acid6 Kimorpumason npu:
® HeperyJspHUX BariHaJbHUX KPOBOTEYAX, AHOMAJIbHUX BariHAIbHUX KpOBOTEUaX YH
BariHaJbHUX KPOBOTEUAX, IPHU BUIICHHSX 3TYCTKIB KPOBI;
BYJIbBAIILHUX 200 BariHaJIbHUX BUpa3Kax, yTBOPEHHI paH;
THIHUX BariHAIBHUX BUAUICHHSX 3 HEIPUEMHHM 3aI1axoM;
00JTI0 Y HIKHINM JUISHIN )KUBOTA, Y CIIMHI Ta MPH JU3YPil;
Oyab-KMX MOOIYHMX pEaKLisX, TaKuX SK TIOYEPBOHIHHS, NOApa3HEHHS abo HaOpsK,
acolliOBaHUX 3 JIIKYBaHHSIM;
niasuieHHi Temneparypu (38 °C ta Buie);
® HYJOTi YU OJIOBaHHI;
e jtiapei.



[IpotsiroMm MeHcTpyarii JIKyBaHHS MPOBOAWTH HE cimia. JIiKyBaHHS CIiJ 3aKiHYMTH JI0 TOYATKY
MEHCTpYaIlii.

OCKUIbKY 3BUYAIHO YPaXKY€EThCA SIK T1XBa, TaK 1 30BHIIIHI CTaTE€B1 OpraHu (CTaTeBl TyOM Ta MPHIIETIIl
TUISTHKY), CJiJ 3aCTOCOBYBAaTH KOMOIHOBaHE IIIKYBaHHS 000X JUISHOK, BKJIIOYAIOYH MICIIEBE
JIIKYBaHHS KPEMOM JJISI 30BHIIITHBOTO 3aCTOCYBaHHS.

I[Tix yac Tepamii JikapchbKuM 3aco0oM KioTprumazon peKoMeHI0BaHO JIiKyBaHHS 000X MapTHeEpiB i3
3aCTOCYBaHHSIM BIJIIOBITHUX JIIKAPCHKUX (HOPM.

[Tix wyac 3acTocyBaHHS LbOTO JIKapChKOro 3aco0y CIiJi YHHKATH CTaTEeBUX KOHTAKTIB, OCKIIbKH
iH(eKIIisI MOXe MepeIaTucs napTHepy.

Moske 3HWKyBaTHCS €(PEKTUBHICTh Ta Oe3leKka JIaTeKCHUX 3aco0iB (Takux SK Tpe3epBaTHUBU Ta
niadparmn).

He BuKoOpHcTOBYBaTHM TaMIIOHHW, IHTpaBariHaJbHI 3pOIICHHS, CHEpMIIMIM abo 1HII 3aco0u s
BariHaJbHOIO 3aCTOCYBAHHS IIiJl Yac Teparlii JikapchkuM 3acoboM Kiorpumasor.

3acmocysanns y nepioo eacimnocmi abo 200y8aHus 2py0oio.

Komiaiuai 1oCmipKeHHs MI0I0 BIUIMBY KJIOTPUMA30ly Ha (EpPTHIIBHICTh Y JKIHOK HE MPOBOIMUIIUCH,
IpOTe JOCIIJKEHHS Ha TBapUHAX HE BUSBWIN BIUIMBY KJIOTPHUMA30i1y Ha (hepTUIBHICTS.
JlocImipkeHHsT Ha TBapWHAX HE BUSBUIIM MPSMOTO a00 HENMPSIMOTO IIKIIJTMBOTO BIUTHBY 3 TOYKH 30pY
PEenpoOayKTUBHOT TOKCHMYHOCTI. KiIbKiCTh HOCHIIKEHb 3aCTOCYBaHHS KIOTPHMA30Iy Y Iepiof
BariTHOCTI OOMEXeHa, TOMY pEKOMEHJIOBAaHO YHHUKATH 3aCTOCYBaHHS JIIKAPCHKOTO 3acoly
Knorpumason Bripogosx [ TpumecTpy BariTHOCTI.

Bnpoor:x BariTHOCTI ¢i1ij] 3aCTOCOBYBATH TaOJETKH BariHaJIbHI 0€3 3aCTOCYBaHHS aruTikaTopa.

V pasi 3acTocyBaHHs JiKapchbKoro 3aco0y KioTpumasosn cinil IpUuIuHATH TOLyBaHHS TPYIIO.

30amuicms enausamu Ha wWEUOKICMb peakyii npu KepyeaHHi asmMompaHcnopmom abo pooomi 3
THUWUMU MEXAHIZMAMU.

Knorpumason, TabneTku BariHajdbHI, HE BIUIMBAIOTh HAa 3/IaTHICTb KEpyBaTH aBTOMOOiIEM abo
MpaloBaTH 3 IHIIMMU MeXaHi3MaMH a00 MalOTh JIMIIE HE3HAUYHUIN BIUIMB.

Cnocio 3acmocysannsa ma 003u.

1 TabneTky BariHaJbHY 3aCTOCOBYIOTH BBeuepi. Kypc nikyBanHs Tabnerkamu BariHanbHumMu 100 mr
CTAHOBUTH O [IHIB.

Jitam BikoM Bif 12 pokiB nikapcbkuii 3aci6 KiioTpumaszon 3acTocoByBaTH MiCis KOHCYJbTaLli 3
JIKapeM.

Tabnerkn BariHaJbHI CJiJ BBOJUTH Yy MIXBY SKOMOra TIJHOIIe, HACKUJIBKM MOMJIHMBO, yBEuepi,
HaW3py4HIIe BBOJUTH JIe)Ka4YH Ha CITHHI 31 3JIeTKa 3ITHYTUMH HOTaMHU, BUKOPUCTOBYIOUHN arlTIKaTOpP.
Jitsam BikoM Bijx 12 pokiB sikapcskuii 3acid Kimotpumaszon 3actocoByBaTH 6€3 ariikaTopa.
Knorpumaszo:n, TabiaeTky BariHajabHI TOBMHHI MTOBHICTIO PO3YMHSTHCS Y TIXBi, 1HAKIIE HEPOZUYUHEH]
[IIMAaTOYKW TAOJETKH BariHaIbHOI MOXYTh BUIANATH 3 MiXBH. [ momepemkeHHs 1bOTO BaXXIUBO
BBOJIUTU JIIKAPCHhKUHN 3aci0 y MiXBY Tak TIIMOOKO, HACKUIBKK 1€ MOXJIMBO, TEpea CHOM. SIKIIo
TAaOJIETKN BariHAIbHI HE PO3YMHSIOTHCS TOBHICTIO TMPOTATOM OJHI€l HOYI, CIiJ PO3TISTHYTH
MOXJIMBICTB 3aCTOCYBaHHS 1HIINX JIIKAPCHKUX (HopMm.

Jimu.

Jlikapcpkuii 3aci6 Kiorpumason He mokazaHuil 1o HaCTaHHS MEHapXe.

He 3actocoByBartu aiTsM BikoM a0 12 poKiB.

JliTam BikoM Bif 12 pokiB 3acTOCOBYBaTH JiKapchKuil 3aci®6 Kmorpumason micns KOHCynbTamii 3
JiKapeM; He BUKOPUCTOBYBATH arlIiKaToOpP.

Ilepeoo3ysanns.
KonmHoro pu3uky ToCTpoi IHTOKCHKAIii HEMae, OCKUIBKA MaJOHMOBIPHO, MIO MEpe03yBaHHS
MOXJIMBE TICJIS Pa30oBOi BariHaJIbHOI J03W ab00 HAaHECEHHs Ha IIKipy (3aCTOCyBaHHS Ha BEJHKI
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JUJISTHKY TIKIPH 32 YMOB, IO CIIPHUSIOTH M1JIBUIIEHOMY BCMOKTYBAHHIO), @ TAKOX ITICIIs BUTIAKOBOTO
NEepOpaNbHOTO 3acTocyBaHHs. CrieugiqHOro aHTHIOTY HE ICHYE.

[Ipn BuUmagKOBOMY MEPOPAIILHOMY 3aCTOCYBaHHI PIIKO MOKE€ BHHUKHYTH MOTpeda y MpOBEIEHHI
MIPOMUBAHHSA IUTYHKA, SKIIO 7034, SKa 3arPOKYeE KUTTIO, Oylia 3aCTOCOBaHA MPOTSATOM MOIMEPETHBOT
roJuHA a00 SKIIO HAsIBHI BUAMMI CHUMIITOMH TE€pPE03yBaHHS (HAMPUKIIAJ 3alIaMOPOYCHHS, HYJ0Ta
abo OmoBanH#). [IpoMUBaHHS HUTyHKA CIiJ MPOBOAMTH JIMIIE 32 YMOBHM HAasBHOCTI HAaJEKHOTO
3aXHCTy TUXaTbHUX MUISXIB.

Ho6iuni peakuii.

3 60Ky imyHHOI cucmemu. aJepriyHi peakilii, y TOMy YHCII BTpaTa CBIJOMOCTI, apTepiajbHa
TiNOTEH31s, 3a/IUIITKa, KPOITUB THKA.

3 60Ky penpodykmusHoi cucmemu ma MOJIOYHUX 3G7103. JIYIICHHS IKIPU y TIISHIN CTaTEBUX OPraHiB,
cBepOiK, BHCHII, HAOPSAK, epuTeMa, AUCKOMQOPT, BIAUYTTS NEUiHHS, MMOJPA3HEHHS, Ta30BUI OuIb,
BariHaJibHa KPOBOTEYA.

3 60Ky WAYHKOBO-KUUKO8020 Mpakmy'. O11b Y KHBOTI.

[ToBimomieHHsT TTPO MOOIYHI peakIlii Mmicis peecTpalii JIKapchbKOTO 3ac00y Ma€ Ba)KIIMBE 3HAYCHHSI.
Ile nmae 3MOry IpOBOJUTH MOHITOPUHI CHIiBBIJHOIICHHS KOPUCTH/PU3UK IPU 3aCTOCYBAaHHI I[LOTO
JKapchKoTo 3aco0y. MeauyauMm Ta ¢apmarieBTUYHUM MpalliBHUKAM, a TaKOX MaIieHTaM abo iX
3aKOHHUM TPEACTABHUKAM CIIiJ] TOBIAOMIISATH PO yCi BUMIAAKH M1JO3PIOBAHUX MOOIYHUX peaKIiil Ta
BIJICYTHOCTI €()EeKTHBHOCTI JIIKApPCHKOTO 3ac00y uepe3 aBTOMAaTH30BaHy 1H(GOpMAIiiHYy CHCTEMY 3
(bapmakoHarsy 3a nocuinanusam: https://aisf.dec.gov.ua

Tepmin npuoammnocmi. 4 poxu.

YmoBu 30epiranns.
30epiraTy B OpUTiHANIBHIN yHIAKOBIN B HEJOCTYITHOMY JJIS IITEH MICIIl TpU TemiiepaTypi He Butle 30
°C

Ynakoska.
ITo 6 BariHambHUX TAOJIETOK Yy CTPHITI, MO | CTPHUITY 3 arIikaTOPOM Y KapTOHHIHN TadIli.
ITo 6 BarinanmpHUX TabneTOK y OmicTepi, mo 1 GmicTepy 3 arIiKaTOPOM Y KapTOHHIN Haylli.

Kareropis Binnmycky. bes penenra.

BupooHuk.
EBepromxken Jlaitdh Caencus Jlimiten / Evertogen Life Sciences Limited.


https://aisf.dec.gov.ua/
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