IncTrpykuisn
AJIsl MeIUYHOI0 3aCTOCYBAHHS JiKAPCHKOT0 3aC00y
Kanecten ®
(Canesten®)

Cxuaan:

diloua peyosuna: KI0TPUMA30IL;

1 Tabnetka BarinambHa MicTuTh 100 Mr a6o 200 mr, a6o 500 Mr KITOTpUMa30ITy;

-00-n0-M-i)CHI -pe-40-6unu: KaJbIIiI0 JAKTAT, IEHTATipaT; IeJI0I03a MIKPOKPHUCTAIIYHA; KPOCIIOBIIOH;
rinmpoMerno3a; KUCJIOTa MOJIOYHA; JJAKTO3a, MOHOT1IpaT; MarHito cTeapar; KpoXMallb KyKYPYA3sSHHI;, KPEMHIIO
JIOKCHJT KOJIOTTHUN O€3BOIHUIA.

Jlikapcbka ¢opma TabneTku BariHajabHi.

OcHo8HI i3uKo-XiMIUHI 61ACMUBOCMI:

Just no3u 100 mr: BariHanbHa Tabnerka 6110ro a0 KOBTYBATOTO KOJIBOPY 3 MapKyBaHHAM «P3» 3 ogHOTO OOKY Ta «
BAYER» — 3 inmioro.

Just no3u 200 mr: BariHaibpHa TabneTka 6110ro abo KOBTYBATOTO KOJILOPY 3 MapKyBaHHAMNRY 3 071HOro 00Ky Ta «
BAYER» — 3 inmioro.

Junst no3u 500 mr: BariHaibpHa TabneTka 6110ro abo KOBTYBATOTO KOJILOPY 3 MapkKyBaHHAMMU» 3 ogHOTO OOKY Ta
«BAYER» — 3 iH1moro.

dapmakoTepaneBTHYHA rpyna. [IpoTuMikpoOHi Ta aHTUCENITUYHI 3aCO0H, 110 3aCTOCOBYIOTHCS B T1HEKOJIOTI.
Kox ATX. GO1A FO02.

Dapmakonoziuni e1acmueocmi.

Dapmaroounamixa.

MexaHi3M aHTUMIKOTHYHOI J1ii KJIOTPUMA30ITy MOB’SI3aHUN 3 IPUTHIYCHHSIM CHHTE3Y €procTepoiy, o MPU3BOIUTD
JI0 CTPYKTYPHOTO Ta (PYHKIIIOHATFHOTO TIOIMIKO/PKEHHS [IUTOIIIA3MaTHIHOT MEMOpaHH.

Kimorpumazonr Mae mupoKwii CIEKTP aHTUMIKOTUYHOI aKTUBHOCTIN Vitro Ta in vivo Ta Jii€ Ha IepMaTtoQiT,
JPLKIDKOBI Ta TUTICHSBI TPHOM.

[Tpu BiAMIOBITHMX YMOBAX T€CTyBaHHS MiHIMaJIbHI IHT10YI0Y1 KOHIICHTPAIIIT 7S X THUITIB TPUOIB CTAHOBIISITH
npuosm3HO MeHie Hix 0,062 — 8,0 mxr/mi cyOcTpary.

MexaHni3M J1ii KJIOTPUMa30ITy OB’ I3aHUN 3 IEPBUHHOIO (DYHTICTATUYHOIO a00 (DYHTIIIUIHOIO aKTUBHICTIO, 3aJIEKHO
B1JI KOHIICHTpAIlii KJIOTPUMAa30Iy y MicIli iHDEeKITii.

In vitro akTUBHICTh OOMEKEHa eleMeHTaMU rpuda, o MpoJipepyoTh; CIOPH rpruda MaIOTh JIUIIEC HE3HAUHY

Yy TIUBICTb.

JlonaTKoBO 10 aHTMMIKOTHYHOI aKTUBHOCTI KIIOTPUMA30J1 TAKOXK JIi€ HAa TPAMITO3UTHBHI MiKPOOPTaHi3MHU
(ctpenitokokw, cradinokoku,Gardnerella vaginalis) Ta rpaMHeTaTHBHI MiKpoopraHizmMu Bacteroids).

In vitro xnorpumasoi npurHiuye po3muoxxeHHs Corynebacteria Ta TpaMIIO3UTUBHUX KOKIB (32 BUHSATKOM
Enterococci) y xonnenrpartii 0,5—10 Mxr/mut cyocTpary. [lepBUHHO pe3UCTEHTHI IITaMH Yy TIIMBUX BUJIIB TpUOiB
3yCTpi4atoThCs PifKo. PO3BUTOK BTOPHHHOI PE3UCTEHTHOCTI MPH JIKyBaHHI y YyTJIMBUX IPUOIB ToTENEp
CIIocTepiraBcs ayxe pinko, JIoKmiHIYHI JOCTiHKEHHS, sIKI TPOBOIUIIUCH 32 YYaCTIO JOOPOBOJIBIIIB 13
3aCTOCYBAaHHSIM OJIHOPA30BOi Ta MOBTOPHOT TOKCUYHOI JJO3H, HE BUSBUIIH ITOIIKOKYBATLHOTO TOKCUYIHOTO,
TC€HOTOKCUYHOTO BIUIMBY Ta BIUIMBY Ha PEMPOIYKIIIIO.

Dapmarkoxinemuxa.

JocnimkenHs hapMaKOKIHETHKH MICIIS BariHAIBHOTO 3aCTOCYBAaHHS MOKa3aJlH, IO JIMIIE HE3HAYHA KUTbKICTh
kiorpumazoiy (3—10 %) BcMokTyeTbesi. AGCopOOBaHMIA KIOTPUMA30JI IIBUKO METa00II3yEThCS B TIEUIHIII 10
HEAKTHUBHUX MeTa0o0IiTiB. TOMYy MK TUIa3MOBOT KOHIIEHTPAIIT KJIOTPUMA30JTy MICIIsl BariHAJIBHOTO 3aCTOCYBAHHS Y
1031 500 mr Oys menmmmii 3a 10 ur/mi. Le o3Havae, 110 BUHUKHEHHS] BUMIPDHUX CUCTEMHHX e(heKTiB a00 moOiuHOi
i TiCTIs IHTpaBariHaIbHOTO 3aCTOCYBaHHS KIIOTPUMA30JIy € MAJTOMMOBIPHUM.

KuiniuHi xapakTepucTukm.
Iloka3zanns.



[Hdexuii y ainasHI cTaTeBUX OpraHiB (BariHiT), COpUuYrHeH1 rpudamu (3a3Buuail poa§andida), Ta cynepindexiii,
CIpUYMHEH] OaKTepisMHU, UyTIIMBUMHU JI0 KIIOTPUMA30ILy.

Ilpomunoka3auna.
[TigBuieHa iHAMBITyaIbHA Yy TIIMBICTh A0 KIOTPUMA30JTy a00 IHIIUX KOMIIOHEHTIB IIpenapary.

B3aemooia 3 inmumu nikapcoKumu 3acodoamu ma inuwii 6UOU 83acmooiil.

OnHoyacHe JTiKyBaHHS 3 KIIOTPUMA30JIOM, IO 3aCTOCOBYEThCS BariHAIBLHO Ta TaKpoaiMycoM nepopainbHo (FK-506;
IMyHOJIETIpECaHT) 200 CIpOJIIMYCOM MOJKE IMPU3BOAUTH JI0 ITiIBUIICHHS PIBHS TAaKPOJIIMYCY / CIpOTIMYCy Y Tu1a3Mmi
KpoBi. TakuM YUHOM, CJIiJT PETETHHO KOHTPOIIOBATH CTaH XBOPOTO ISl BUSIBJICHHSI CHMIITOMIB ITEPEI03yBaHHS
TaKpoJIiMyCy abo cipomimMycy, TpH HEOOX1THOCTI MUISIXOM MEPEBIPKH iX PIBHIB Y IIa3Mi KPOBI.

Ocoonueocmi 3acmocy8amnns.

Crig yHUKATH KOHTaKTy 3 ounMa. He koBTaTu.

XBOPOMY PEKOMEHAYETHCS POKOHCYIBTYBATHUCS 3 JTIKAPEM:

IIPY TEPIINX MPOSBAX XBOPOOH;

SIKITIO CUMITTOMH 30€piraloThcs TOBIIE 7 JTHIB,

SIKIIIO CUMITTOMHU 3’ SIBJISIFOTHCSI 3HOBY BITPOJIOBXK 2 MICSIIIB;

MIPH BUSBIICHIH TMIEPUYYTIUBOCTI 10 OYIb-IKUX MPOTUTPUOKOBUX 3aC001B 200 MOXIAHUX 1Mi1/1a3071y;

BEHEPHUYHI 3aXBOPIOBAHHS B aHAMHE31 200 00TSOKEHUH aHAMHE3 1010 BEHEPUIHIX 3aXBOPIOBaHb Y TIAPTHEPA;
OlIBIIIEe TBOX €IT130/11B KaHIU03HOTO BariHITy BIPOJIOBXK OCTaHHIX 6 MICSIIIB;

SKIIO y XBOPOT'O BUCOKA Temrieparypa Tija (38 °C abo Buie), 6171b Y HIDKHIN YaCTHUHI )KUBOTA, AU3YPis, OUTb y
CIIMHI, THIMHI BariHajabH1 BUIIJICHHS 3 HEIPUEMHUM 3allaXxOM, BUPA3KH BYJIbBHU Ta BariHalbHI BUPa3KH,
MOYEPBOHIHHS, Jiapes, HyJ0Ta, OJIF0BaHHS, BariHaJIbHA KPOBOTEYA, sIKa CYMPOBOKY€ETHCS 00JIEM y TIIeHi.

ITix gac 3acTocyBaHHS ITLOTO TIPEMapaTy CJIiJI YHUKATH CTaTEBUX KOHTAKTIB, OCKIJILKH 1H(EKIIS MOKE ITepeaaTHCs
napTHepy. Moxe 3HMKyBaTuCs €)EeKTUBHICTh Ta Oe3reKa JaTeKCHUX MPOIYKTIB (TaKKUX SK MPEe3epPBATHBH Ta
niadparmn).

OCKUTBKH 3BHUAIHO YPaXKy€eThCs SIK MiXBa, TAaK 1 30BHIIIHI cTAaTEeBl OpraHu (ctaTeBl ryOu Ta MpUIIETIIi AUISTHKH), CITiJT
3aCTOCOBYBaTH KOMOIHOBaHe JIIKyBaHHS 000X TUISTHOK, BKJIFOUAIOYHU MICIIEBE JIIKYBaHHS KPEMOM JUIsl 30BHIIIHBOTO
3aCTOCYBaHHSI.

ITin yac nixyBanHs npenapatoMm KanecTeH®- TabaeTkyu BariHaibHI PeKOMEHIOBAHO JTiKyBaHHS 000X MapTHEPIB i3
3aCTOCYBAaHHSM KpPEMY.

[TpoTtsirom MeHcTpyaIlii JIiKyBaHHS TPOBOIUTH HE cirija. JIIKyBaHHS CIIiJl 3aKIHYUTH JI0 TTIOYAaTKy MEHCTpYaIlii.

He BUKOpHCTOBYHTE TaMIIOHH, IHTpaBariHajIbHI 3pOMICHHS, CIIEPMIIMIN a00 1HIII BariHaJIbHI MPOIAYKTH IIiJ] 4ac
3aCTOCYBaHHS LIbOTO Mpernapary.

3acmocysanns y nepioo sacimmuocmi abo 200y8aHHs 2pyooro.

KitiHiuHI 1OCTIIKEHHS 1010 BITUBY KJIOTPUMAa30J1y Ha GEPTHIIBHICTh Y )KIHOK HE MTPOBOIUIUCH, TIPOTE
JOCITI/PKEHHSI HA TBApUHAX HE BUSBIIIN BIUTHBY KJIOTPUMA30JTy Ha (DEPTHIIBHICTS.

JocnimxeHHs: HAa TBapUHAX HE BUSBUIU MPSAMOT0 a0 HEMPSMOTO MIKIIJTUBOTO BIUIUBY 3 TOYKU 30PY
PEnpOayKTUBHOI TOKCHYHOCTI. KiTbKicTh TOCTiIKEHb 3 BAKOPUCTAHHIM KJIOTPUMA30IIy Y TIepio]] BariTHOCTI
00MesKeHa, TOMy PEKOMEH/I0BAHO YHUKATH BuKopucTanHs Kanecten®- TabneTku BariaabHi BIponosx |
TPUMECTPY BariTHOCTI.

Bnpoaosk BariTHOCTI CJIiji 3aCTOCOBYBATH Ta0OJIETKU BariHajabHI 0€3 3aCTOCYBaHHS arulikaTopa.

B xoxi nixyBanns npenapatom KanecTer®- TabIeTKy BariHaJbHi CIIiJl IPUITHHATH TOyBaHHS TPYUIIO.
30amuicmo énaueamu Ha WBUOKICMb peakyii npu KepyearHi asmompancnopmom abo pooomi 3 iHuuUMu
mexanizmamu. He BruiBae.

Cnoci6 3acmocyeanns ma 003u.

1 TabGneTKy BariHanbHY 3aCTOCOBYBaTH BBedepi. Kypc mikyBanHs 11 TabneTok BariHaabHUt00 Mr CTaHOBUTH 6
nauiB; 200 mr — 3 gui; 500 Mr — 1 geHb.

TabyeTku BariHaibHI CJIJT BBOJUTH y MIXBY SKOMOTa TTIHOIIE, HACKIJILKA MOXIJIMBO, YBEUEP1, HAM3PYUHIIIEe BBOJIUTH
JIe’)Kaud Ha CIIUHI 13 3JIeTKa 3irHyTHMU HOT'aMHU.



Knorpumaszon, TabneTku BariHajdbHI TOBHHHI 3BOJIOKYBATUCH Y TMIXBI1 /711 TOBHOTO PO3YUHEHHSI, Y 1HILIOMY
BUMA/IKy HEPO3UMHEHI IIMATOYKN TaOJIETKN BariHaIbHOT MOKYTh BHIIQAATH 3 MiXBU. [ onepe;keHHs [IbOro
BaYKJIMBO BCTABJIATH JKapChKUI 3aci0 y MiXBY TakK ITMOOKO, HACKIIBKY 1€ MOXKIIMBO, TTepe CHOM. SIKIIo TabneTku
BariHajbHI HE PO3UYMHSIIOTHCS MOBHICTIO BIPOJIOBXK OJHIET HOU1, CJIIJT PO3TJITHYTH MOXKJIUBICTh 3aCTOCYBaHHS KpEMY
BariHaJbHOTO.

imu. He 3actocoByBatu AiTsiM BikoM 110 R pokiB. [liTsam BikoM B 12 pokiB 3aCTOCOBYBATH Miciisi KOHCYJIbTAIIIT 3
JiKapeM; He BUKOPUCTOBYBATH aIUIIKATOP.

Ilepedo3ysanns.

KonHoro pusmuky roctpoi IHTOKCHKaLlli HEMa€, OCKIJIbKYA MaJIOHMOBIPHO, 110 NE€PEI03yBAHHS MOKIIMBE MICIsS
pa30BOi BariHaJIbHOI 1031 a00 HAHECEHHS Ha LIKIPY (3aCTOCYBaHHs Ha BEJIMKUX JUISHKAX LIKIPH MIPU yMOBAX, 1110
CHPUSIIOTH M1IBUILIEHOMY BCMOKTYBAHHIO), @ TAKOX IICJI BUIIaJJKOBOT'O NEPOPATBHOI0 3aCTOCYBaHHSI.
CrnenudiyHOro aHTUOTY HE ICHYE.

[Tpu BUMaIKOBOMY MEPOPaAIbHOMY 3aCTOCYBAHHI P1IKO MOKE€ BUHUKHYTH MOTpeda y MpOBEECHHI MPOMUBAHHS
IUTYHKAa, SIKIIO /1032, KA 3arPOKy€ KUTTIO, OyJia 3aCTOCOBaHa MPOTATOM MONEPEAHbOI TOJUHU a00, SKILO HAsBHI
BUJIUMI CUMIITOMH T€pe03yBaHHs (HATPUKIIAI, 3alaMOpOYCHHS, Hy10Ta abo OmoBanHs). [IpoMuBaHHs nuTyHKa
CJIiJ MPOBOAMTH JIMIIIE Y BUMIA/IKAX, KOJIM € HAJEKHUM 3aXUCT AUXATbHUX IIJISAXIB.

Ilo6iuni peakuii.

3 60Ky imMyHHOI cucmemu, aIEPTivHI peakIlii BKIIOYaI0YH, HEPUTOMHICTb, TIMOTEH3151, 3a/IUIITKA, KPOITUB SHKA.

3 60Ky penpodyKmueHoi cucmemu ma MOAOYHUX 3G7103, TYIEHHS WIKIpU Y AUISHII CTaTeBUX OpraHiB, CBEpOIK,

BUCHII, HAOPSIK, epuTeMa, TUCKOMDOPT, BIIIYTTs MIEUiHHS, TOAPAa3HEHHS, Ta30BUH OiJIb, BariHaJbHAa KPOBOTEYA.
3 60Ky winyHKOBO-KUUKOB020 Mpakmy, O171b Y 5KUBOTI.

Tepmin npuoamnocmi.
4 poxu.

YmoBu 30epiranns.
36epiratu npu Temneparypi He Butile 25 °C.
30epiratu y HEJJOCTYITHOMY IS NiTEH MICITi.

YnakoBka.
Tabnerku BarinaibHi o 100 Mr Ne 6, mo 200 mr Ne 3 a6o no 500 mr Ne 1 y Giictepi 3 ajitoMiHi€BOT (DOJIBIH 3
aruIiKaTopoM y KapTOHHIM KOpOoOI

Kareropis Binmycky. be3s peuenra.

BupoOuuk.

baitep ®apma Al', Himeuuuna/

Bayer Pharma AG, Germany

Micue3Haxo/:KeHHsI BUPOOHUKA Ta HOT0 ajpeca Miclsi NPOBAaJIKeHHS AislJIbHOCTI.
Kaiizep-Binsrensm-Anee, 51368 Jleepkysen, Himeuunna/

Kaiser-WilhelmAlleg 51368 Leverkusen Germany

3asiBHMK.

baiiep Konceromep Kep AT, LlBetinapis/

Bayer ConsumerCare AG, Switzerland
Micue3HaxonxeHHs 3asiBHUKA.

[Terep Mepian-IlITpacce 84, 4052 bazens, [IBetinapis/
Peter Merian Strasse 84, 4052 Basel Switzerland



