IHCTPYKLUIA

AN MeAMYHOTO 3aCTOCYBaHHSA NiKapCbKOro 3acoty

Jepvea C MC
(DerivaCMY9)

Cknag:

AitoYi pevoBUHK: afananeH (MiKPOHI30BaHWIA), KNiHAAMILWH;

11 refto MicTUTh agananeHy (MiKpoHi3oBaHOro) 1 mr, KniHgamiuvny (y BUraaai Kningamiuuny gocgarty) 10 wmr;

[ONOMI>KHI peYyoBMHM: [AMHATpPit0 edeTaT, Kapbomep 940, nponineHrnikonb, MetunnaparigpokcméeHsoat (E 218), nonokcamep 407, deHOKCieTaHO/N, HaTpito
rigpoKcuz, Boja ounLleHa.

Jlikapcbka thopma. Menb.
OCHOBHI (hi3MKO-XiMiYHi BNaCTUBOCTI: O4HOPIAHWIA refib Bif, 6iN10ro A0 XXOBTOr0 KONbOpPY.

dapmakoTepaneBTUYHa rpyna.
Mpenapaty 4ns MiCLEBOro /liKyBaHHA akHe. PETUHOIAN 419 MICLLEBOr0 NiKyBaHHA akHe. AfananeH, kombiHauii. Kog ATX D10A D53.

dapmMakosoriyHi BnacTmneoCTI.

dapmakoguHamika.

AjananeH € NoxigHOK HaTOMHOI KUCNOTK, PETUHOIAONOAIGHOK PEUYOBMHOLO, L0 MOAY/HOE NPOLECH KNITUHHOT AndepeHLialii i KepaTuHi3aLii, a TaKOX 3anasibHi
MpoLecy LIKIpW, fKi CKNafaroTb OCHOBHI NAaTOreHeTUYHI NaHKW Yy PO3BUTKY akHe. AflanaieH 3B'A3YETbCA 3 PETUMHOIAHMMW peuenTopaMun fapa KNiTUHW i, Takum
YMHOM, CNIPUSE HOPMabHIN audepeHLiauii eniTeniabHUX KNITUH QONiKyNiB, WO NPU3BOANTL A0 3MEHLLEHHS YTBOPEHHS MIKPOKOMEAOHIB i MepeLLIKOaKaE PO3BUTKY
aKHe, Crpusie 30epeXXeHHI0 HeYLLIKOXKEHOT LKipW.

ApananeH y npenapati Oepvea C MC yknageHuin y mikpocdepu. Mikpocgepn ABNSOTb CO60K OKPYI /i MIKPOCKOMiYHI YaCTUHKM, BUTOTOB/EHI 3 CUHTETUYHUX
nonimepis. 3acTocyBaHHA MIKPOC(EPHOT TEXHO/ONIT 3HMXKYE MMOBIPHICTb BUHUKHEHHS MOGIYHUX edieKTiB i NiABULLYE CTabiNbHICTb, 36i/bLUYE 6IOAOCTYNHICTL Ta
eeKTUBHICTb NiKapcbKoro npenapaty. Mikpocepn fiameTpom 12 MKM MarOTb BNacTUBOCTI MIKPOry6oK, L0 MICTATb aKTMBHY PEYOBMHY i 3abe3neyyroTb i
KOHTPO/IbOBaHE B Yaci BUBI/IbHEHHS Micns HaHeceHHs refto Jepvsa C MC Ha LWKIpY B CYKYNHOCTI 3i 3HVDKEHHAM NOAPA3HEHHS, NOMIMWeHHAM (hoToCcTabisIbHOCTI Ta
36i/bLLEHHAM NeHeTpauii npenapary B LLKIpY.

KniHgamiumHy docthat — HaniBCUHTETUYHWIA aHTUOIOTUK, AKWIA i€ AK iHTIGITOp CUHTe3y GakTepianbHUX MPOTEIHIB 3aBAAKM 3B'A3yBaHHIO 3 50S cyboanHULED
prMbocoM Ta iHribyBaHHIO npouecy iHiuiayii dhopmyBaHHA NenTUAHOro naHytora. KniHgamiumH iHriéye yci KynbTypu Propionibacterium acnes, wo nignaratoTb
TECTYBaHHIO 3 MiHIMa/IbHOO iHFi6YHUOH KOHLEHTpaLieto 0,4 MKr/Mn. BusiBneHa nepexpecHa peancTeHTHICTb MiDK KNiHAAMILMHOM Ta epuTPOMILIHOM.
dapmakoKiHe TVKa.

He focnifpkysanach.

KniHiYHi XapaKTepUCTUKN.



lNoka3aHHA.
MicueBe nikyBaHHs 3B1Y4aitHX ByrpiB (acnevulgaris.

IMpoTnnoKasaHHA.
MigsuLLieHa YyTAMBICTL [0 agananeHy, KaiHgamiymHy abo [0 iHLIMX KOMMOHEHTIB Mpenapaty, a TakKoX NiHKOMIUWHY. EHTepWUT, BMPa3KOBWUIA KOMIT, KONIT,
acouinoBaHWin 3 aHTUBIOTUKaM (B aHaMHe3I).

B3aemogis 3 iHLUMMM NiKapcbKMMK 3aco6amMm Ta iHLWi BUAM B3aEMO/IN.

OcKinbkn npenapat y AeskUX NauieHTiB MOXe BUSBMASATUA MICLEBUIA NoApPasHIOBa/IbHUIA eqieKT, OfHOYACHe 3aCTOCYBaHHA iHLWMX MNOTEHLIAHO NOApa3HIOBa/IbHUX
MicLeBMX npenapariB 36i/bLUye pU3nK HebaxxaHOro BrMBY Ha LLKIpY.

Cnif 3 06epexHICTIO 3aCTOCOBYBATY refib 3 Npenaparamu, Lo MICTATb CIPKY, Pe30puuH abo caniunioBy KUCIOTY.

Mpn HeoOXIAHOCTI 3aCTOCYBaHHA Mpenapary pa3oM 3 iHLWUMK NiKapCbKMMK 3acobamu refib 3actocoByBaTy 1 pa3 Ha 0Oy Ha Hid, a BpaHLi 3aCTOCOBYBaTU iHLWI
npenaparu.

KniHgamiymH moxe 6/10KyBaTh HelMpOM'A30BY nepegady, TOMY MOro cnif 3 06epexXHICTIO 3acTOCOBYBaTM MaujieHTaM, SKi NiKyKTbCA IHLWUMK npenapaTamu
HeMpOM'A30BOI AiT, Y 3B’A3KY 3 MOXX/MBICTIO NiACUNEHHS TX eDEKTY.

MpoAeMOHCTPOBAHO NepPexpPecHy Pe3UCTEHTHICTb MDK KTIHAAMILWHOM Ta IIHKOMILMHOM. MiX KNiHAAMILMHOM Ta epUTPOMILIMHOM CMOCTePIraETbCA aHTaroHi3m.

Oc06/1MBOCT i 3aCTOCYBaHHSI.

MpenapaT NpU3HaYeHnin TiNbKK 418 MICLLEBOrO 3aCTOCYBaHHS.

Cnip yHMKaTW KOHTaKTY Fento 3 oUnmMa, rybamm, ginsgHkamm Kpua Hoca i LWKIpo HaBKOMO OYel, a TaKoX CAM30BUMK 06010HKamu. Mpu BUNaaKoBOMY NOTPan/IsHHI
refito Ha Wi 4iNSAHKM HeoOXi4HO peTesibHO NPOMUTH TX TEM/I0K BOAOHO.

He HaHOCUTK refb Ha eK3eMaTOo3HI YPaXKeHHS LIKIPKW, COHAYHI OMNiKK, NOPI3n abo IHLLI YpaXkKeHHS LKIpW.

YHVKaTU NOTPanIsHHA B POTOBY MOPOXHWHY. [Nepes HAHECEHHAM Trefito He0bXiAHO PeTeNlbHO BUMUTU PYKW.

MMig yac nikyBaHHA Cnif YHUKATX HagMIPHOIrO BMN/IMBY COHAYHMX NPOMEHIB Ta Y/bTPadioneToBoro CeitNa, BKAKYaoUM naMmnu, BHaCcMiAoK MigBULLEHHS BPa3/IMBOCTI
LUKIPW | 301/IbLUEHHS PUSUKY BUHUKHEHHS COHAYHOT epUTEMN.

3acTocyBaHHSA MpenapaTy pasoM i3 KOCMETUYHMMM 3acobamm, SKi MiACYLWYHOTh WKipy (abpa3uBHi abo NiKyBaslbHI MUMa, OYUCHUKM LIKIpW, 3ac00U, WO MICTATb
HaaMipHY KifbKiCTb CUPTY, B'SXKYYi 3aC00M, KpeMU Y TOCbIOHM 418 abo Nicns roniHHSA, MUKOYI 3aC061), MOXKe NPU3BECTM [0 NOAPa3HEHHS.

Y pa3i BUHVKHEHHS afiepriyHoT peakuii o 6y/4b-aKoro3 KOMMNOHEHTIB npenaparty Tepanito Cig NPUInVHUTK | BXXUTUM BiANOBIAHUX 3aX04iB.

KniHgamiumH npu MicueBoMy 3aCcToCyBaHHI abCOpOYeTLCS 3 MOBEPXHI LWKIPKU | B AEAKUX BUMAAKax Yy  UyTAMBUX NaLiEHTIB MOXE CIPUYMHUTY fiapeto, MeNeHy, a
TakoX KONIT (BK/IOYAKOUM MCEBLOMEMOPAHO3HUIA KONIT). MpU BUHWKHEHHI LMX ABWLLY Cif HeramHoO MPUNUHUTK 3aCTOCyBaHHA npenapaTty. CUMNTOMU MOXYTb
CrocTepiraTnuca TakoX MNPOTAroM KifIbKOX TUXKHIB MiCNS NPUMMHEHHSA Tepanii.

KoniT, fiK npaBuio, NPOABASETLCA THKKOK fAiapeeto i cnasmamMu B >KMBOTI. EHAOCKOMiIYHE OOCTEXEHHS MOXE BWUSBUTWU MCEBLOMEMOPaHO3HWIA KONIT. 3
[IarHOCTMYHOIO MeTOHo cnif nposecTy nocis Kany Ha C. difficile abo 3pobutn aHani3 Ha TokcuHu C. difficile.

AHTUNEpUCTa/IbTYHOUI 3aC00M, Taki K oniaTu Ta ANQeHoKCUIaT 3 aTponiHOM, MOXYTb MOAOBXYBaTV Ta/abo MoripLuyBaTy CTaH.

Mpy NiKyBaHHI TSHXXKOro KoNiTy, acoLiioBaHOro 3 aHT16IoTUKaMu, MoXKe OyTW e(heKTUBHUM 3aCTOCYBaHHA BaHKOMILMHY. 3BMYaiiHa fo3a CTaHoBUTL 125 — 500 mr
BCepeAVHY KOXHi 6 roguH npotarom 7 — 10 AHiB. 3a HEO6XiAHOCTI CNif BXXUTK L04ATKOBUX 3aX0AiB NiATPUMYHOUOT MeAUYHOT ONOMOTW.

KonectupamiH abo cepocTanosioBi CMOMM 3B'A3YHOTb BaHKOMIUMH in vitro. Mpu ogHo4YacHOMY MpW3HaYeHHi CMOJST Ta BaHKOMILWMHY, AOUIbHO BiJOKPEMUTU 4Yac



NPUIAOMY KOXHOTO npenapaTy.

3 ornagy Ha MOXMBICTb PO3BUTKY fiapel, fiapei 3 KpoB't0 Ta MceBLOMeMOPaHO3HOro KOMITY, NiKap MOBUHEH PO3INAHYTU MOXIMBICTb 3aCTOCYBaHHA iHLUNX
NniKapcbKMx 3acobiB, WO € 6inbLU MNigXoaAWMMU 415 NiKyBaHHSA (AMB. po3ainun «poTunokasaHHs», «IMo6iuHI peakuii»).

KniHgamiumH, Lo BBOAMUTLCA NePOpasibHO Ta NapeHTepasibHO, 6YB NOB'A3aHNIA 3 TSXKKUM KOMITOM, KWl MOXKe 6y Ty haTasibHUM.

3 06epeXXHICTIO 3aCTOCOBYBATU KNiHAAMILMH A/19 MICLIEBOr0 3aCTOCYBaHHS Y MaLieHTIB 3 aTONIYHMMU 3aXBOPHOBAHHAMMU.

HasBHi B cKnaji NikapcbKoro 3acoby nponifieHrNikosb 1a MetTuanaparigpokcmoeHsoar (E 218) MoXyTb CIPUYNHATA aneprivHi peakuii (MOXINBO, YNOBINIbHEHI).
besneka Ta e()eKTUBHICTb 3aCTOCYBaHHSA NiKapCbKOro 3acoby natieHTam BiKOM 65 poKiB | BULLE He BCTAHOB/IEHI.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHA rpyagato.

Uepe3 06MEXEHICTb JOCTYMHUX AaHMX Ta Yepe3 MOX/IMBICTb Ay)Ke CNabKoro NPOHNKHEHHS Ait0UMX PEeYOBUH Yepes LLKIpY, NiKapcbKuii 3acib He cnif 3acTocoByBaTU
nif Yac BariTHOCTI. Y BMNaKYy HeOUYiKyBaHOI BariTHOCTI /liKyBaHHA CMig NPUNUHUTHA.

3acTocyBaHHs nNpenapaty y nepiof rogyBaHHs rpyat0 NPOTUNOKa3HE Yepe3 MOX/IMBICTb PO3BUTKY CEPIO3HMX MNOGIYHUX peakLiii y HOBOHAPOMXKEHMX.

30aTHICTb BNAMBATM Ha LWBMAKICTb peakuii Npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMMU MexaHi3Mmamu.

AjananeH He BMJIMBAE Ha 34aTHICTb KepyBaTV aBTOTPAHCMOPTOM ab0 iHLWMMK MeXaHi3maMun. Bnave KniHAamiuuHy Ha 34aTHICTb KepyBaTu aBTOTPaHCNopToM abo
IHWMMK MeXaHi3MaMK He OLiHIOBaBCS. [poTe MasoMMOBIPHO, WO 3aCTOCYBaHHA (DiKCOBaHOT KOMOIHaUiT agananeHy Ta KniHAaMiUuHy mMaTuMe CYTTEBUIA BNNB Ha
LUBUAKICTb peakLii Npu KepyBaHHI aBTOTPAHCMOPTOM ab0 IHLLIUMY MexaHi3Mamu.

Cnoci6 3acTocyBaHHs Ta [03W.

3acTocoByBaTtu AOPOCVM i AiTAM BiKOM Bif 12 poKiB.

["enb HAHOCUTM TOHKUM LLIAPOM Ha YMCTY CyXY LUKIpY Y Micuax Bucunie 1 pa3 Ha Jo6y, Ha Hiu.

MMpoTAroM nepLUmx TYXKHIB NiKYBaHHA MOX/1MBE 3arOCTPEHHSA BYrpoOBOro NPOLIECY BHACNILOK BMNMBY AiH040I PEUYOBMHMN HA OCEPeLKN YpaXKeHHSs, HeBUAMMI paHille. Y
TaKoMY pasi He cnif NpUNUHATK NikyBaHHA. Kypc nikyBaHHS BU3HaYae Nikap.

aiTn.
besneka Ta e(yeKTUBHICTb 3aCTOCYBaHHSA NpenapaTy A4iTAM BiKOM A0 12 pokiB He BCTaHOB/IEHI, TOMY He C/lij, 3aCTOCOBYBaTM npenapar AiTsM Bikom 40 12 pokiB.

Nepeno3yBaHHS.

CumnTomu.

ApananeH NpusHaveHnn nnLe AnNs HalKipHOTO 3aCTOCYyBaHHS. [pu HaHeCeHHI rento y HaaMipHIl KinbKOCTI MOX/IMBE NOYEPBOHIHHS | NYLLEHHS LLKIpW.
Mpw MicLeBOMY 3aCTOCYBaHHI KNiHAAMILMHY Y HAAMIPHUX Ki/IbKOCTAX MOX/MBMWIA PO3BUTOK CUCTEMHUX e(DEKTIB.

Y pasi BUNagKoBOro NPOKOBTYBaHHS NiKapCbKOro 3aco0y MOX/MBI 6iNb B XXMBOTI, Hy0Ta, 6/110BaHHS Ta fiapes.

JiKyBaHHSi CMMNTOMATUYHE.

Mo6iyHi peakuil.



B okpemux BuMagkKax Npu HaHeCeHHI re0 Yy HaAMIPHMX KifIbKOCTAX CMOCTepiraiMca peakuii TWMOBI 1A ipUTATUMBHOIO [fepMatuTy. Y TakuxX BUMafkax
PEKOMEH/YETLCA 3aCTOCYBaHHSA 3B0JI0XKYBaYa.

[MoYepBOHIHHSA, NYLEHHS, CyXiCTb, CBEPOIXK i MeYiHHS LUKIPW Y MiCLi HAHECEHHA rento oApasy Micns Noro HaHeCeHHs, ke MUHaE y noganbliomy. AnepriydHi peakuir,
peakLii ()oTOUYTIMBOCTI, aKHE, BiA4YyTTA NOKONOBAHHS, FpaMHeraTuBHUIA hoNiKyNiIT, LWNYHKOBO-KULLIKOBI po3naau, 6ifb B XKMBOTI, KPONUB’AHKA, MigBULLEHA XKUPHICTb
LUKIpW, KOHTAKTHUIA AepMaTuT, 6iNb Ha LLKipi, HABPAK LWKipW, epuTeMa MoBikK, CBEPOIX NOBIK, HABPSK MOBIK, Big4YTTH AMCKOM®DOPTY.

HesBaxxarouu Ha Te, LLO /IMLLIE HeBeNMKa KiNbKICTb KNIHAAMILMHY BCMOKTYETHCA Yepes LUKIpY, Ay>Ke PiAKO MoBifZOMAANOCA NPO BUMAAKWM MCEBAOMEMOPAHO3HOro
KONITY MpWY BMKOPUCTaHHI TOMIYHWMX MpenapaTiB KniHAamiyuHy. TOMY iCHYE TEOPETUYHWIA PU3NK PO3BUTKY MNCEBAOMEMOPAHO3HOIO KOMITY, CNPUYUHEHWIA
3aCTOCYBaHHAM K/iHAAMILNHY.

TepMiH NpUAaTHOCTI.
2 POKMW.

YMOoBW 36epiraHHs.
36epiratv npy Temnepatypi He BuLLe 25 °C. He 3aMOpoXXyBaTu.
36epiraTv y HeAOCTYNHOMY AN1s AiTel micL,i.

YnakoBkKa.
Mo 15 rento y Ty6i, No 1 Ty6i y KapTOHHIA KOPOOL.

Karteropis Bignycky.
bes peuenTa.

BupobHuK.
I"neHmapk ®apmacbroTukans Jitg. / Glenmark Pharmaceuticals Ltd.

Micue3HaxomkeHHSA BUPOOHMKaA Ta M0ro agpeca MicUsi MPOBagKeHHS AisNIbHOCTI.
LinbHnys Ne E-37/39, Em.A.Ai.Ci., Catnyp, Hacik — 422 007, IHgis/
Plot No E-37/39, M.1.D.C., Industrial Estate, Satpur, Nasik — 422 007, India.



