3ATBEPI’KEHO
Haka3 MinicTepcTBa 0XOpOHH
310pOB’sl YKpaiHu
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IHCTPYKIIA
JJIS1 MEIUYHOT0 32CTOCYBAHHSA JiKapPCbKOIo 3ac00y

KJIO®AH
(CLOFAN)

Cknao:

ditoua peyosuna: K1oTpumaso (clotrimazole);

1 r kpeMy MicTUTB Ki10TpuMa3zony 20 mr;

OONOMIMNCHI pevosuHy. TETHIMAIBMITAT, CIUPT IIETOCTEAPWIIOBHM, cOpOiTaH MOHOCTeapar,
nosicop6at 60, OKTUIIIOIEKAHO, CIUPT OSH3UJIOBHIA, BO/Ia OYHUIIICHA.

Jlikapcbka gopma. Kpewm.
OcHosHI Qi3uKko-XiMiuHi racmueocmi: OTHOPITHUHN B’ I3KUN KpeM O1710T0 KOJIbOPY.

dapmakoTepaneBTUYHA Ipyna.

Hepmarosoriuni  3aco06u. I[IpoTurpmOkoBi mpemapatu [uis 3acTOCYBaHHS B JI€pMaTOJIOTIi.
[IpoturpuOKoBI Tpemapatu i MicleBoro 3actocyBaHHs. [loxigHi imiga3zomy Ta Tpiazony.
Knorpumazon. Koqg ATX DO1A COI.

Dapmakonoziuni eracmueocmi.

Dapmaroounamika.

MexaHi3M aHTUMIKOTUYHOI Jii KJIOTPUMAa3zoyly TOB’S3aHMN 13 TIPUTHIYCHHAM CHHTE3Y
€procTeposly, M0 MPHU3BOJUTH JI0 CTPYKTYpHOrO Ta (YHKIIIOHAIEHOTO ITOIIKO/KEHHS
[IUTOIJIA3MAaTUIHOI MEMOpaHU TPUOKIB.

Knorpumazon mae mMpoKuil CHEKTp aHTUMIKOTHUYHOI aKTUBHOCTI in Vitro Ta in vivo 1 Ji€ Ha
nepMatodiT, IPKIKOBI, TUTICHSIBI Ta 1HII BUIU TPHOKIB.

3a BIAMOBITHUX YMOB TE€CTYBaHHsI MiHIMaJIbHI 1HTiIOYIOUi KOHIIEHTpAIlli IS WX THIIB IPUOKIB
cTaHOBIATH puO3HO 0,062—8,0 MKT/MIT CyOCTpaTy.

MexaHi3M nii KJIOTPpUMAa30Jly TOB’SI3aHUM 13 TIEPBUHHOIO (PYHTICTaTUYHOK a00 (PYHTIIHIHOIO
AKTUBHICTIO, 3aJIE)KHO BiJ] KOHIICHTpAIIi1 KJIOTPUMA30Jy B MicIli iH(eKIIii.

In vitro akTUBHICTh OOMEXXEHA €JIeMEHTaMH I'pHOKa, 10 MPodidepyroTh; CIIOPH IPUOKIB MAIOTh
JUIIIE HE3HAYHY YYTIHUBICTb.

OkpiM  MPOTUTPUOKOBOI  AKTMBHOCTI, KJIOTPHMA30J [l€ TaKoX Ha T'PaMIO3UTHUBHI
Mikpoopranizsmu  (Streptococci/Staphylococci/Gardnerella  vaginalis) Ta TpamMHeTraTHUBHI
MikpoopraHi3mu (Bacteroids).

In vitro koTpuMason npurHiaye po3MHoxkeHHs Corynebacteria Ta TPaMIIO3UTUBHHUX KOKIB (3a
BUHATKOM Enterococci) y konnentparisx 0,5-10 mxr/mn cyOcTpary.

[lepBUHHO pE3UCTEHTHI IITaMU YYTJIMBUX BUJIB IpUOIB 3yCTPIHAIOTHCA yXKE PIIKO; PO3BUTOK
BTOPUHHOI PE3UCTEHTHOCTI YYTJIWBHX TPHOIB MPHU JIKyBaHHI JOTENEp CIIOCTEPIraBCs JIHIIE Y
Iy’Ke TIOOAMHOKUX BUTAIKAX.



Dapmaxokinemuxa.

[Ipu HaHeceHHI KpeMy Ha HEYIIKOKEHY a00 3 O3HaKaMH 3alalieHHs ILIKIpY KIOTPHMAa30ll
MOTPAIUISAE Y KPOBOOOIT JIFOJMHHA B MIHIMAJIbHIM KUTBKOCTI. [TiKOBI KOHIIEHTpAIIil KIOTPUMA30Ty
B CHPOBATIII KPOBi OyJH HUXK4YE MEXi BUsBIEHHS, ska ckinangae 0,001 MKr/mii, mo CBiT4UTH PO
Majay HWMOBIPHICTh BHHUKHEHHS CHCTEMHHX €(eKTiB a00 MOOIYHMX pEeakIii MpH MICIIEBOMY
3aCTOCYBaHHI KJIIOTPHUMA30Iy.

Kuiniuni XxapakTepucTuKu.

Iloxazanns.

Kannuno3Huii ByJIbBIT.

Kannnmo3auii BariHiT (K JOMIOMIDKHUHN 3aci0).

JIikyBaHHSI CTaTE€BOTO MapTHEPA 3 METOIO 3aM00IraHHs MOBTOPHOMY 3apPaXKEHHIO.

Ilpomunoka3zanna.
[limBuieHa YyTJIMBICTE 10 AiF0YOI pEUYOBMHU ab0 70 Oyab-SKOi 3 JOMOMDKHUX PEUYOBUH
JIKapChKOTO 3ac00y.

B3aemooia 3 inwumu aikapcokumu 3acodamu ma inuii 6uou 83aEmooiil.

[lpu omHOYACHOMY 3aCTOCYBaHHI 3 JATEKCHUMH KOHTPAIENITHBAMU KPEM MOXE CIIPHUYUHHUTH iX
NOLIKOJDKEHHS Ta 3HIDKEHHS eQeKTHBHOCTI. [lamieHTaM peKOMEHIOBaHO 3aCTOCOBYBATH
aJbTEPHATHBHI METOIM KOHTpAICMII MPUHAWMHI BIIPOJIOBXK IT’SITH AHIB ITCJISI 3aCTOCYBaHHS
IIbOTO TIpEerapary.

Ocobaueocmi 3acmocysanns.
[lepen 3acTocyBaHHSM TIpenapary HEOOXITHO TPOKOHCYJBTYBATHCS 3 JIKapeM Yy TaKuX
BUIIAJIKAX:
- SIKIIO II€ MEePIITNi BUTIAI0K KaHIUI03HOTO BariHITY;
- TIpW HAsSBHOCTI OunbIIe BOX €Mi30AiB KaHAMIO3HOTO BariHITY BIPOJOBXK OCTaHHIX 6
MICAIIIB;
- TIpY HasBHOCTI BEHEPUYHMX 3aXBOPIOBAHb B aHaMHeE31 a00 OOTSHIKEHOTO aHaMHe3y 00
BEHEPUYHHUX 3aXBOPIOBaHb Y IAPTHEPA,
- Tpu BaritHOCTI a00 MiZ03pi Ha BariTHICTh;
- SIKIIO BiK mamienTa MeHie 16 abo Ginbine 60 pokis;
- TpH BIOOMIA TIMEPUYyTIMBOCTI JO TMOXIAHUX iMmigazomy abo 10 Oyab-KuX
MIPOTUTPHUOKOBUX 3aCO01B.
He Mo’xHa 3acTocoByBaTH Impemnapar Ta HEOOXiTHO TNPOKOHCYJBTYBaTHCA 3 JIKapeM IpH
HAsIBHOCT1 OYb-SIKOTO 3 TAKUX CUMIITOMIB:
- HeperyJsipHi BariHaJbHi KpOBOTEYI;
- IMaTOJIOTIYHI BariHajbHI KPOBOTEYl a00 BariHajabH1 BUIIJIECHHS 3 JIOMIITKaMH KPOBI;
- BUPA3KH YM MMyXUpi BYJIbBU a00 MiXBH;
- Olgp BHM3Y JXMBOTA a0 TU3YPis;
- Oynap-fiKi HECHpUSATIMBI SBHINA, TaKi SIK MOYEPBOHIHHS, MOJpa3HEHHs abo HaOpsK,
MOB's13aH1 3 JIIKYBaHHSIM;
- Tapsuka abo 03HO0O;
- HyZnora, OiroBaHHS ab0 giapes;
- BariHaJbHI BUIUICHHS 3 HEIPUEMHHUM 3aMIaXOM.
Ie#t mikapchKuii 3aci0 MICTUTH IIETOCTEAPUIIOBUI CIIUPT, STKHA MOXE CIPUYNHUTH BUHUKHEHHS
MICIIEBUX IIKIPHUX peakUid (HAmpUKIaa, KOHTAKTHOrO AepMmatuty). Kpem Takoxk MiCTHTbH
OCH3WJIOBUI CIIUPT, KM MOE BHKJIMKATH aJepriyHi peakilii Ta moMipHe MOApa3HEHHS Y MiCIIi
HaHECEHHS.

3acmocysanus y nepiod eazimnocmi abo 200y8aHHsA 2pyO0io.



DepTUIBLHICTD.

Kniniuai  JOCHDKEHHS 100 BIUIMBY KJIOTPUMAa30idy Ha (EepTHIBHICTH Yy JKIHOK He
MIPOBOJIWIINCS, IPOTE TOCTI/DKEHHS HA TBAPHHAX HE BUSABWIIM HOTO BIUIMBY Ha (EPTHIILHICTD.
BariTHicTb.

IcHye oOmexeHa KUIBKICTh J@HUX TPO 3aCTOCYBAHHS KIOTPUMA30Jy BariTHUMH >KIHKaMH.
JlocnikeHHsT Ha TBapWHAX TOKA3ald PENPOAYKTHBHY TOKCUYHICTH KIOTPUMA30Jly TpPH HOTO
MepopaIbHOMY 3aCTOCYBaHHI Y BHCOKMX Jo03aX. IIpw HU3BKIA CHCTEMHIH EKCITO3HUIIil
KJIOTPUMA30JIy MiCJsl MICLEBOrO JIKYBaHHS IIKIIJIMBA Jisl 10O PENPOIYKTUBHOI (PyHKIIT He
mporHo3yeThes. KioTpumazon MoO)KHa 3aCTOCOBYBAaTH 1T/ 4Yac BariTHOCTI, aj€ TUIBKW ITiJT
HATJISIOM JTiKapsl.

[lepion rogyBaHHs IPYAIIO.

Hemae nanux mpo BUAUICHHS KJIOTPUMAa30jy B rpyaHe Mojioko. OpHaK cucteMHa abcopOris €
MIHIMQJIBHOIO MICJISI 3aCTOCYBAaHHS 1 HaBpsJ 4 TMpu3Bene 10 cuctemMHux edekriB. Kimodan,
KpeM, MOKHa BUKOPUCTOBYBATH B MEPiOJ IPYIHOTO FOyBaHHsA. Y pa3i MiCIIEBOrO 3aCTOCYBaHHS
Ha JUBTHKY COCKIB IMTOTPIOHO MUTH TPy TIEPE]l TOTyBAHHSIM JTUTUHH.

30amuicmv enauseamu Ha WBUOKICMb peakyii npu Kepy8aHHi asmompaHcnopmom abo iHuumu
MEXauizsmMamu.

KpeMm 13 kmoTpmmaszojoM He BIUIMBaE a00 Ma€ HE3HAYHWN BIUIMB Ha 3/IaTHICTh KepyBaTH
TPAHCTIIOPTHUMH 3aCO0AMHM Ta MPAIIOBATH 3 MEXaHI3MaMHU.

Cnoci6 3acmocysanns ma 0o3u.

[Ipenapar npu3HAYEHH 1711 MICIIEBOTO 3aCTOCYBaHHSI.

Kpem HaHOCHTH TOHKHM IIApPOM Ha Ypa)KeHY HIKipy 30BHIIIHIX CTaTEBUX OPraHiB Ta MPHIIETIIUX
TISTHOK 2—3 pa3u Ha 100y 1 371eTKa BTUpaTH.

JlikyBaHHS IOTPiOHO MPOIOBXKYBATH JIO 3HUKHEHHS] CHMITOMIB 1H(EKIIi1.

Slkmio mpu JIIKyBaHHI BariHiTy CHUMIITOMH HE TMOKPAIIyIOTHCA MPOTATOM CEMH MJHIB, CIIiJ
OTPUMATH KOHCYJIBTALIIIO JiKapS.

JIikyBaHHS CTaTEBOrO MapTHEpA.

3 MeTo10 3amobiraHHs MOBTOPHOMY 3apaK€HHIO KpPEeM HAaHOCHUTH TOHKHMM IIApOM Ha CTaTeBUH
4jieH 2—3 pa3u Ha 100y 1 371erKa BTUPaTH.

JlikyBaHHS IOTPIOHO MPOJIOBKYBATH MPOTATOM 2 THXKHIB.

Jimu.

JlocBia 3acTocyBaHHS Mpenapary JiTSM BIJICYTHIMH.

Ilepeoo3ysanns.

Pusuky rocTpoi iHTOKCHKAIii HEMae, OCKUIBKH MajJOHMOBIpHO, IO MEpPEeI03yBaHHS MOXKJIMBE
MicsT OAHOPA30BOT0 HAHECEHHS Ha IIKIPY HAaJAMIPHOT KITBKOCTI (3aCTOCYBaHHSI Ha BEJHMKIN
TUISHII IIKIPH B YMOBAaX, CHPUATIMBHX Ui BCMOKTYBaHHs) a00 BHUIAJKOBOTO MEPOPATBLHOTO
pUoOMy.

CriernigHOro aHTHI0TAa HEMAE.

Omnak y pasl BHIIQJKOBOTO TMEPOPAIBHOTO MPUHOMY PIAKO MOXE BHHUKHYTH MOTpeda y
NPOBEICHHI NMPOMHBAHHS HUTyHKA, SKIIO /032 KIOTPUMA30lly, sKa 3arpoXye >KHUTTIO, Oyna
3aCTOCOBaHa TMPOTATOM IMOMEPENHhOI TOAWHU ab0 y pa3i BHABICHHS KIIHIYHUX CHUMIITOMIB
nepeao3yBaHHs (HANPHUKIAJ, 3allaMOPOUYEHHs, HyJIOoTH abo OmroBaHHs). [IpomMuBaHHS IITyHKa
MOTPiOHO TPOBOIUTH JIMIIIE B TOMY pa3i, KOJIU € HATCKHUH 3aXUCT IUXATbHUX MIIAXIB.

Iloo6iuni peakuii.

OCKiNbKM JTaHI TNpo HWKYCHaBeNeHI HeOakaHi e(eKTH TIPYyHTYIOTbCS Ha CIIOHTaHHUX
HOBIZJOMJICHHSX, BU3HAYUTH TOYHY YaCTOTY 1X BHHUKHEHHS HEMOXITUBO.

3  6oxy imynumoi cucmemu: aHa(IAKTUYHA  pPEaKlis, aHTIOHEBPOTUYHHUN  HaAOpIIK,



TiepYyTIUBICTD.

3 60Ky cyounHoi cucmemu: CHHKOIIE, apTepiajbHa TMOTeH31s.

3 6oky ouxanvHoi cucmemu ma opeanie cepe0oCmiHtsA.: TUCITHOE.

3 6oky wkipu ma niOWKIpHOI KIIMKO8UHU: TYXUPIi, KOHTAKTHHN JEPMATHUT, €pUTEMa,
nmapecTesis, JYIIEHHS IIKipu, CBEpODK, BUCHIIAHHS, KpPONWB SHKA, IMOKOJIOBaHHS IIKipH /
BIZTUYTTS TIEUIHHS IIKIPH.

3acanvni poznaou ma peaxyii y micyi 3acmocyganHs; OAPA3HEHHS Y MiCLll HAHECEHHS, peaKiis
y MicClli HAaHEeCEHHsI, HaOpsIK, OLTb.

[ToBigOMJIEHHS PO MiI03PIOBaHi NOOIYHI peakKilii.

[loBinomneHHss mpo mMoOIYHI peakiii Micis peecTparii JIKapchbKoro 3aco0y Mae BeJHKe
3HaueHHs. lle mgae 3Mory mNpOBOAWTH MOHITOPHHT CITIBBIJHOIICHHS KOPUCTH/PU3HK TIPH
3aCTOCYBaHHI LOTO JIKapChKOTO 3aco0y. MeauuHuMm Ta ¢apMalleBTUYHUM IpalliBHUKAM, a
TaKOX MarfieHTamM abo IXHIM 3aKOHHUM MPEICTAaBHUKAM CIIiJ[ MOBIJIOMJISITH MPO yCi BUITAJIKH
IiI03pIOBaHUX MOOIYHMX peakIiii Ta BiACYTHOCTI €()EeKTUBHOCTI JIKapChKOTO 3aco0y uepes
ABToMarm3oBaHy  iH(dopmarliiHy  cuctemy 3 (dapMakoHArIsuAy 32 TOCHJIAHHSM:
https://aisf.dec.gov.ua

Tepmin npuoamnocmi. 2 poxu.

YmoBu 30epiranns.
36epiraTu pu Temneparypi He Buie 25 °C B opuriHanbHii ynakosiii. He 3amoposxyBartu.
30epiratu y HeJJOCTYITHOMY ISl NITEH MICITi.

YnakoBka.
ITo 20 T y Ty0i1, o 1 Ty0O1 B KapTOHHI# KOPOOITI.

Kareropis Bigmycky.
bes penenra.

BupoOnuk.
KYCYM XEJITXKEP IIBT JITH/
KUSUM HEALTHCARE PVT LTD.

Micue3HaxonxeHHsI BHPOOHUKA TA ajpeca Miclsi NPOBAZKeHHsI HOro AislJIbHOCTI.
CII-289 (A), PIIKO Inmactpian apea, Yomanki, bxiani, [ict. AnBap (Pamxkacran), [Hmis/
SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.

Jarta ocrannboro neperJsiay. 08.07.2024



