IHCTPYKIIA

IJIsi MeIUYHOr0 3aCTOCYBaHHS JIIKapChbKOro 3aco0y

Kanecten®

(Canesten®)

Ckaan:
ditoua pe4o8uHa: KIOTPUMA30JI;
1 TabneTtka BariHanmbHa MictuTh 100 Mr a6o 200 mr, a6o 500 Mr KI10TpUMa30Iy;

0onoMmidicHI peyo8uHU: KalblIlilo TaKTaT, IeHTarifpaT; 11e/II0/103a MiKpOKPUCTaliuHa; KPOCIIOBiIOH;
rinmpomersnosa; KHUCJI0Ta MOJI0OYHa; JTaKT03a, MOHOTiApaT; MarHilo cTeapaT; KpoXMaJslb KyYKyPYO3sHUN;
KPEMHiIO TiOKCH[ KOJIOigHUM 0e3BOIHUI.

JlikapcbKa ¢opma. TadseTKH BariHajabHi.

OcCHOBHI (pi3uKo-XiMiuHI 81aCMUBOCMI:

Ons mo3u 100 Mr: BariHanmbHa TabneTka 6ioro abo K0BTYBaTOT0 KOIbOPY 3 MapKyBaHHSAM «P3» 3
opHOTO 60Ky Ta «BAYER» - 3 iHmoro.

Ons mo3u 200 Mr: BariHanmbHa TabneTka 6i10ro abo XKOBTYBaATOr'0 KOJIHOPY 3 MapKyBaHHSIM «NR» 3
opHOTO 60Ky Ta «BAYER» - 3 iHmoro.

Ons mo3u 500 Mr: BariHanmbHa TabneTka 6i10oro abo XKOBTYBATOT'0 KOIHOPY 3 MapKyBaHHAM «MU» 3
opHOTO 60Ky Ta «BAYER» - 3 iHmoro.

®dapMakoTepaneBTUYHA Ipyna.

[TpoTuMiKpOOHi Ta aHTUCENTHYHI 3ac00H, 110 3aCTOCOBYIOTHCS B iHEKOJIOT], 3a BUHITKOM
KoMOiHaIlifl 3 KOpTUKOCTepoigamMu. KimoTpuMa3zort.

Koo ATX GO1A F02.

dPapmako02iuHi e1acmusocmi.

dapmakoOuHamika.



MexaHi3M aHTHUMIKOTHYHOI Hil KITOTPUMA30J1y OB’ I3aHUM 3 MPUTHIYEHHSIM CHHTE3Y epProcTeposIy, o
IPU3BOIUTH 0 CTPYKTYPHOTO Ta (PYHKITIOHATBHOT'O MOIIKOIXKEHHS IIUTOIIa3MaTHYHOI MeMOpaHH.

Knotrpruma3sosn Ma€e MUPOKUH CIEKTP aHTUMIKOTHYHOI aKTUBHOCTI in vitro Ta in vivo Ta [ii€ Ha
nepMmaTodiTH, APiKAKOBI, MITiCHABI Ta guMOpPGHi rpudu.

[Tpu BigmoOBigHUX yMOBaX TeCTyBaHHS MiHiMasbHi iHTiOyI04i KOHIIEHTpAalil A/ UUX TUIIB rpubiB
CTAHOBIATEH MpubMu3Ho MeHIe Hix 0,062-8,0 MKr/mn cyOcTpary.

MexaHi3M [ii KTOTPUMa30Jy OB I3aHUM 3 TEPBUHHOI0 (PYHTiCTAaTUYHOIO a00 GQYHTIIIMIHOO
aKTHBHICTIO, 3aJI€2KHO BiJ] KOHLIEHTPAIIil KJIOTPUMA30/1y y MicIi iH(peKIil.

In vitro akTUBHICTh 0OMeXKeHa elleMeHTaMu Irpuba, 10 IPoIigepyoTh; criopu rpuba MaloTh JIUIIE
HE3HAYHY Yy TIUBICTS.

IomaTKOBO IO aHTUMIKOTAYHOI aKTUBHOCTI KJIOTPMMa30JI TaKOXK i€ Ha TPaMIIO3UTHUBHI
MIKpOoOpraHi3mu (CTpenTokokH, ctadinokoku, Gardnerella vaginalis) Ta rpaMHeraTUBHL
Mikpoopraniamu (Bacteroids).

In vitro KmoTpuMa3oJl IPUTHiYye po3MHOKeHHs Corynebacteria Ta TpaMIIO3UTUBHUX KOKiB (3a
BUHSTKOM Enterococci) y KouneHTtpatiiii 0,5-10 Mkr/mn cy6cTpaty. [IlepBHHHO PE3UCTEHTHI IITaMu
YYT/IMBUX BUAIB rpuliB 3yCcTpidaioThCs Pifiko. PO3BUTOK BTOPHHHOI PE3UCTEHTHOCTI IIPH JTiKyBaHHI y
YyTNIMBUX TPpUbiB AOTEIeEp CIOoCTepiraBcs gyxe pigko. [JOKIiHIYHI JOCTigKeHH, SKi MIPOBOOUINCE 3a
y4acTio HOOPOBOIBIIIB i3 3aCTOCYBaHHSIM OOHOPA30BO1 Ta MOBTOPHOI TOKCUYHOI N03U, HE BUSBUIU
IIOIIKOAKYBAJIbHOTO0 TOKCUYHOI'0, TeHOTOKCUYHOTI'O BIJIUBY Ta BIIMUBY Ha PEIPOOYKIIIO.

dapmakoKiHemuxka.

HocrnigxeHHs papMaKOKIHETUKH IiC/IA BariHaJIbHOI'O 3aCTOCYBaHHS ITOKa3aly, 10 JIMile He3HayHa
KiNbKicTh KnoTpruMa3ony (3-10 %) BcMOKTyeThCsl. AOCopOOBaHUY KIOTPHMAa30JI MIBUAKO
MeTabo0i3y€eThCs B MEYiHIN 10 HeaKTUBHUX MeTa0oiTiB. ToMy IiK 171a3MO0BOi KOHIIEHTpallii
KJIOTPUMA30JIy IicJIs BariHaJIbHOTO 3aCTOCYBaHHA ¥ mo3i 500 mr OyB MeHmmumit 3a 10 ur/mi. Le
03HAYae, 1110 BUHUKHEHHST BUMIPHUX CHCTEMHUX e(peKTiB a0o mobiuHoil mil micys iHTpaBariHaabHOTO
3aCTOCYBaHHS KJIOTPUMA30J1y € MaJIOMMOBIPDHUM.

KrinigHi XxapaKTepHCTHKH.
Iloka3zanus.

[HdexkIil y minsgHIi cTaTeBUX OpraHiB (BariHiT), cnpuuyuHeHi rpubamu (3a3Buyait pony Candida), Ta
cynepindexiii, cnpuyruHeHi 6aKTepisiMu, YyTAUBUMHU 00 KJIOTPUMAa30Ily.

IIpomunoka3aHHs.

[TinBuiieHa iHOUBiAyaNbHA YYTAUBICTh M0 KJIOTPUMa301y abo iHIINX KOMIIOHEHTIB IIpemnapary.



B3aemodina 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

OpHoYacHe JIiKyBaHHS KJIOTPUMAa30JI0M, LI0 3aCTOCOBYETHCS BariHaabHO, Ta TAKPOJIIMYCOM
nepopanbsHo (FK-506; imyHOmempecaHT) abo CHpPOIiMyCcOM MOXKe ITPU3BOAUTH [I0 HiIBUILEHHS PiBHS
TaKpOJIIMyCy/CAPOJIIMYCY y IIJIa3Mi KpoBi. TaKUM YHMHOM, CJIifl pETEJILHO KOHTPOJIIOBATH CTaH XBOPOr'0

1715 BUSIBJIEHHSI CUMIITOMIB ITlepefl03yBaHHS TaKpOIiMycy abo cupoiMycy, y pa3i HeoOXigHOCTI -
nepeBipsATH IX PiBHI y m1a3Mi KPOBi.

Oco6.1ueocmi 3acmocyeaHHs1.

Crip yHUKaTH KOHTAKTY 3 ouuMa. He KoBTaTu.

XBOPOMY PEKOMEHOYETHCS IPOKOHCYIBTYBATUCS 3 JIiIKapeM:
IIPH TIEPIIUX IPOsSBaX XBOPOOH;

SIKITIO CUMIITOMH 30€epiraloThCst JOBIIE 7 OHIB;

SIKIIIO CUMIITOMHU 3’SIBJISIIOTHCST 3HOBY BIIPOMOBK 2 MicsiiliB a60 GinbIl HixK 4 pa3u BIPOJOBK OCTAaHHIX
12 Mmicsamis;

IIPY BUSIBJIEHIM TilepuyTIuBOCTI 10 Oymb-IKUX MPOTUTPUOKOBUX 3ac006iB ab0 MOXimHUX iMima3oiy;

P HasSIBHOCTI BEHEPUYHUX 3aXBOPIOBAHbL B aHAMHEe3i a60 00TSIKEeHOT0 aHaMHe3y I0fI0 BeHEPUYHUX
3aXBOPIOBaHb y MAPTHEPA;

IIPU HASIBHOCTI OiJibllle OBOX eIi30[1iB KAHAUI03HOT'0 BATiHiTy BIPOMOBXK OCTAHHIX 6 MicsIIiB;

SIKIIIO Y XBOPOT'0 BEUCOKA TeMImepaTypa Tina (38 °C abo Buire), 6iib y HUXKHIM YaCTUHI XKUBOTAQ,
nu3ypis, 6inb y CuHi, THiMHI BariHanbHi BULiNEHHS 3 HEIPUEMHUM 3allaXOM, BUPa3KM BYJIbBU Ta
BariHa/bHI BUPa3Ky, IOUEPBOHIHHS, Hiapesi, HymoTa, O/II0BaHHS, BariHalbHa KPOBOTEYa, KA
CYTIPOBOMIKYETHCS O0JIEM V TIIEYi.

[Tig 9ac 3acTocyBaHHS LIbOTO IIpelapaTy CJliJ YHUKATH CTaTeBUX KOHTAKTIB, OCKI/IbKY iHPEKIIis MOXKe
nepenaTucs napTHepy. Moxe 3HUKYBaTUCS eEKTHBHICTh Ta 6e3meKa JIaTeKCHUX IPOAYKTIB (TaKuX
SIK IIpe3epBaTHUBY Ta fiadparmu).

OcCkinbKY 3BUYalHO ypaXKyeThCA 5K IiXBa, TakK i 30BHIiIIHI cTaTeBi opranu (cTaTeBi rybu Ta mpunermii
OiJITHKY), CJTiJ 3aCTOCOBYBaTH KOMOiHOBaHe JIiKyBaHHS 000X [iITHOK, BK/II0Yal0UX MiclieBe
JIIKYBaHHSI KPEeMOM [1J151 30BHIIIHBOTO 3aCTOCYBaHHS.

ITig yac nikysanHs npemnapatoM Kanecten®, TabneTkaMy BariHaJbHEMM, PeKOMEHI0BAHO JTiKyBaHHS
000X IapTHePIB i3 3aCTOCYyBaHHAM KpPEMY.

[TpoTsaroM MeHCTpYyallil TiKyBaHHS IPOBOAUTH He cilif. JIiKyBaHHS CIlif 3aKiHYUTHU 0 IOYATKYy
MEeHCTpyaLil.

He BUKOPUCTOBYHTE TaMIIOHU, iHTpaBariHalbHi 3POIIeHHSs, criepMinuau abo iHII BariHambHi
IIPONYKTH IIiJl YaC 3aCTOCYBaHHSA LIbOT'0 IIpernapary.



3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py00io.

KriHiuHi goCTmigXKeHHS LU[00 BIJIUBY KJIOTPUMAa30J1y Ha (GePTUIbHICTh ¥ XKIHOK He IIPOBONUIINCS,
IIPOTE JOCTiAXKEeHHS Ha TBapuHaX He BHUSBUIIM BIIJIUBY KIOTPUMAa30Jly Ha (EePTUIbHICTb.

HocnimKeHHS Ha TBApHHAX He BUSBUJIM NIPSIMOT0 ab0 HEMPSIMOTO IIKiAJIMBOTO BIJIUBY 3 TOUKU 30PY
PENpPOIyKTUBHOI TOKCUYHOCTI. KinbKiCTh HOCIiIKEeHb 3 BUKOPUCTAHHSIM KJIOTPUMA30I1y Yy Iepion
BariTHOCTI 0OMeKeHa, TOMy PEKOMEHIOBaHO YHUKATH BUKOPUCTaHHs KaHecTeH® TaGIeToK
BariHaJbHUX BIPONOBXK I TpUMECTPY BariTHOCTI.

BrpomoBx BariTHOCTI CiIifi 3acTocoByBaTu TabeTKM BariHasibHiI 0€3 3aCTOCYBaHHS alljlikaTopa.

B xopi nikyBaHHs npenapaToM KanecTeH®, TabneTKaMy BariHaJIbHAMH CIIif IPUIAHATY TONyBaHHSI
TPYALIO.

30amuicmb 8nausamu Ha weudKicmby peakuyii npu KepysaHHi aBmompaHcnopmom iHwumMu
mexanismamu. Kanecten”, TaGreTKy BariHasbHi, He BINIMBAIOTH Ha 3[aTHICTh KEPYyBAaTH aBTOMOGIIEM
abo mpaifoBaTH 3 iHIIMMHU MeXaHi3MaMu a00 MalOTh JIHIlle He3HAYHUM BIIJIUB.

Cnoci6 3acmocyeaHHss ma do3u.

1 TabneTKy BariHa/lbHY 3aCTOCOByBaTU BBeuepi. Kypc nmikyBauHus s TabneTok BarinambHux 100 Mr
cTaHoBUTH 6 gHiB; 200 Mr - 3 gni; 500 Mr - 1 geHs.

TabneTku BariHa/lbHI CJIil BBOMUTH Y IiXBY sIKOMOTa raubie, HaCKiIbKU MOXKJIMBO, yBeYepi,
Hal3py4YHillle BBOOUTH JIeXa4yX Ha CIUHI 3i 37IeTKa 3irHyTUMU HOTaMU.

Kanecten®, TabGneTKy BariHaabHi IOBUHHI 3BOJIOKYBATUCE V MiXBi [JI IOBHOTO PO3YMHEHHS, Y
iHIIOMY BUIIAAKy HEPO34YMHEHI IMaTOYKy TabJeTKU BariHaabHOI MOXKYTh BUIIafaTH 3 MixBu. [11s
TIoTIePEeIKEeHHS IThOT'0 BaXKJIMBO BCTABJISATH JTiIKapChKUii 3aci0 y MiXBYy Tak rubOOKO, HACKiIbKHU 1ie
MOXKJIMBO, TIepe[ CHOM. fKIo TaOneTKy BaTriHaIbHi He PO3UMHSIOTHCS MIOBHICTIO BITPOIOBK OOHi€l
HOYi, CJIifi PO3TJISHYTH MOXKJIUBICTh 3aCTOCYBaHHS KPEMY BariHa/IbHOTO.

Himu. He 3acTocoByBaTu AiTaM BikoM 10 12 pokis. [JiTsiM BikoM Bif 12 pOKiB 3aCTOCOBYBaTH IMiCHsA
KOHCYJIbTallil 3 TikapeM; He BUKOPHCTOBYBATH aIllikaTop.

Ilepedo3yeaHHsi.

2KomHOT0 pU3UKy TOCTPOI iIHTOKCHUKAIlil HeMa€, OCKiTbKM MaJIoMMOBIPHO, II0 IIepefo3yBaHHS
MOXKJIMBE ITiC/ISI pa30BOI BariHaabHOI 103U a00 HaHECEeHHS Ha WIKipy (3aCTOCYBaHHS Ha BEJIUKUX
OiNsHKaX LIKipU IpY YMOBAX, 10 CIIPUSAIOTH MiABUIIEHOMY BCMOKTYBaHHIO), @ TAaKOXK IiCIIs
BUIIAJKOBOT0 II€POPAIbHOTO 3aCTOCYBaHHSA. Cienn(piyHOr0 aHTUAOTY HE iCHYE.

[Tpu BUMTaIKOBOMY II€POPAIbHOMY 3aCTOCYBaHHI PiIKO MOXe BUHUKHYTHU noTpeba y MpoBeeHHi
IIPOMUBAHHS IITYHKA, SKIIO0 1034, Ka 3arpoXkKye XUTTI0, Oysia 3aCTOCOBaHa NIPOTSATOM IIOTIEPENHBOI
roguHy abo SKINO HasgBHI BUAUMI CUMITOMY [Tepef03yBaHHA (HalpUKiIaZ 3allaMOpPOYeHHSs, HyJoTa
abo OmroBaHHS). [IpoMUBaHHS IIJTyHKA CJIifl TPOBOOUTH JIUIIE Y BUTIafKaX, KOJIU € HaJlIeKHUH 3aXUCT



OUXaJIbHUX IIIIXIB.

ITobiuni peakuii.

3 6oky iMyHHOI cucmemu: anepriuli peakiii, BKII0Ya0un, HEIIPUTOMHICTS, TiIOTEeH3is, 3aIMIIIKa,
KPOIIUB’ THKA.

3 60Ky penpodykmueHoi cucmemu ma MOAOYHUX 3d/103: NYIIeHHS MKipy y TiASHI CTaTeBUX OPTaHiB,
cBepOix, BUCHII, HAOPSK, epuTeMa, UCKOM@OPT, BifUyTTs MeUiHHS, TOAPa3HEeHHS, Ta30BUi Gifb,
BariHalbHa KpPOBOTEYa.

3 60Ky WAyHK0B0-KUWKO0B020 Mpakmy: 6iflb y XKUBOT.

Tepmin npudamuocmi.

4 poxwm.

YMoBu 30epiranHsi.
30epiratu npu TeMiepartypi He Buie 25 °C.

36epiratu y HEJOCTYIIHOMY IJIST OiTe# MicIi.

VnaxoBka.

Ta6nerku BarinanbHi 1o 100 Mr Ne 6, mo 200 mr Ne 3 a6o mo 500 mr Ne 1 y GricTepi 3 antominieBoi
Gonbry 3 amIikaTopoM y KapTOHHIN KOpOOIIi.

Kareropis Bigmycky.

bes penernra.

BupoOHUK.

Baiiep A" / Bayer AG

Micue3HaxoIKeHHsI BUPOOHHKA Ta HOr0 aJpeca MicCIisi MIPOBaKeHHsI Tisl/IbHOCTI.
Kaiizep-Binsrensm-Anee, 51368, JleBepky3eH, HiMmeuunna/

Kaiser-Wilhelm-Allee, 51368, Leverkusen, Germany.



