IHCTPYKLUIA

AN MeAMYHOTO 3aCTOCYBaHHSA NiKapCbKOro 3acoty

OepwuBa C renb
(DerivaC gel)

Cknag:

Ait0Yi peyoBUHW: afananeH, KniHgamiuuH;

11 refto MicTUTL agananeny 1 mr, KniHgamiuvny (y BUrnai Kningamiuuny gocgarty) 10 mr;

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

Jlikapcbka thopma. Menb.
OCHOBHI (hi3MKO-XiMi4Hi B1aCTUBOCTI: O4HOPIAHWIA renib 6in0ro abo 61i[0-X0BTOro KOMbopy.

dapmMakoTepaneBTUUHa rpyna.
MpenapaTti Ans NiKyBaHHSA akHe AN MiCLIEBOro 3aCTOCYBaHHS.
Kog ATX D10A D53.

dapmMakosoriyHi BNacTmBoCTI.

dapmakoanHamika. AfananeH € NoxiAHWM HahTOMHOT KACNOTW, PETUHOTA0NOAIGHO PEYOBMHOD, LLLO MOAY/HOE NPOLECH KNITUHHOT AndepeHLiauii | kepaTuHi3auit, a
TaKOXX 3anasibHi NpoLecn LUKIpW, AKi CKMajatoTb OCHOBHI MaTOreHeTMYHI flaHKW Y PO3BUTKY akHe. AfanasieH 3B’A3YETbCA 3 PETUHOILHUMW peuenTopamu fapa
KNITUHW i, TaKUM YMHOM, CMPUSE HOPMasbHI AndepeHuialii eniTenianbHUX KNITUH (ONiKyNiB, WO NPU3BOANTL A0 3MEHLLUEHHSI YTBOPEHHS MiKPOKOMEAOHIB i
NepeLLKOpKae PO3BUTKY akHe, CNPUSE 36epeXXEHHI0 HEYLLIKOKEHOT LLKIPW.

TepaneBTUYHWIA e(heKT npenapaTty 3a3Bu4yalt NPOSBMASETLCA MPOTAroM 8-12 TWXKHIB Bif Mo4yaTKy JiKyBaHHA. [Mpu 3acToCyBaHHI afgananeHy Yy BWUMMsAI Tento
BCMOKTYBaHHS Npenapary Yyepes LWKipy Y KPOB Haf3BMYaNHO HU3bKE.

KniHgamiymHy gocdat — HaniBCUHTETUYHWIA aHTUGIOTUK, AKUIA [i€ AK iHri6iTOp CMHTe3y GakTepiaslbHUX MPOTETHIB 3aBAAKM 3B'A3yBaHHIO 3 50S cy60aMHULED
pnbocoMm Ta IHribyBaHHIO MpoLuecy iHiuiauil popMyBaHHA NENTUAHOMO NaHuoXKa. KniHgamiuuH iHribye yci KynbTypu Propionibacterium acnes, Lo nignaratotb
TECTYBaHHIO 3 MiHIMa/IbHOO iHFi6YHUOH KOHLUEeHTpauieto 0,4 MKr/Mn. BusiBneHa nepexpecHa pesncTeHTHICTb MiDK KNiHAAMILMHOM Ta epuUTPOMILHOM.

dapmakokiHeTnka. He gocnigpkysanach.

KniHiYHI XapaKTepUCTUKN.
Noka3aHHA.
MicueBe nikyBaHHA 3BUYaitHMX BYrpiB (acnevulgaris.



IMpoTnnNoKasaHHA.

MigsuLLeHa YyTAMBICTL [0 ajananeHy, KniHgamiunMHy abo [0 iHLWKMX KOMMOHEHTIB npenaparty, a TakoX A0 NiHKOMIUMHY. EHTEpUT, BMPa3KOBWUIA KOMIT, KONIT,
acouinoBaHumin 3 aHTMBIOTUKaMK (B aHamHesi), xBopoba KpoHa.

B3aemogisi 3 iHLLIMMK NiKapcbKUMM 3ac06aMu Ta iHLWi BUAW B3aEMOSIA.

OcKinbKn npenapar y Aeskux NauieHTiB MOXe BUSABNATW MICLEBUIA MOAPa3HIOBA/IbHUIA eeKT, OfHOYACHe 3aCTOCYBaHHS iHLIMX NOTEHLINHO MOAPasHIOBaIbHUX
MiCLieBMX MpenapaTis 36i/bLLUYE PU3NK He6aXXaHOT0 BIN/INBY Ha LLKIPY.

Cnipg 3 06epexxHICTHO 3aCTOCOBYBATH reflb i3 Npenaparamu, Lo MiCTATb CipKy, pe3opLmH abo canilynnoBy KACNOTY.

Mpy HEO6XiAHOCTI 3aCTOCYBaHHS Mpenapary pas3oM 3 iHLWMMW NTiKapCbKUMK 3aco6aMu reflb 3aCTOCOBYBaTM 1 pa3 Ha 06y Ha Hi4, a BpaHLi 3aCTOCOBYBATM iHLLI
npenaparu.

KniHgaMiunH Mae BNacTMBICTb 6/10KyBaTK HEPBOBO-M’S30BY Mepefady, Wo MOXe NPU3BOAMTU A0 MOCUAEHHA AiT iHWMX npenapartiB i3 No4iGHUMK BNaCTUBOCTAMMN.
Tomy oro cnif, 3 06epeXKHICTIO 3aCTOCOBYBATW MNalieHTam, SKi OTPUMYIOTb Taki npenapatu. ICHye nepexpecHa CTINKICTb MK KNiH4AMILMHOM Ta NiHKOMILUHOM.
Takox 6y/10 Bifjl3HAYE€HO aHTaroHi3M Mi>XK epUTPOMILMHOM Ta KNiHAAMILMHOM.

Oco61MBOCTI 3aCTOCYBAHHA.

Mpenapat npu3HayYeHni TiNbKN 415 MICLLEBOr0 3aCTOCYBaHHS.

Cnip, yH/KaTN KOHTaKTY resto 3 o4rMma, rybamu, ginsgHkamy Kpua Hoca i LUKIpOK HaBKO/O OYeld, & TaKOXX i3 C/IM30BMMU 060/10HKamu. Mpy BUNaaKoBOMY MOTPanIsHHI
refito Ha Ui AiISHKM HeoOXiAHO PeTesIbHO MPOMUTH iX TEMJIOH BOAOHO.

He HaHOCUTW renb Ha eK3eMaTO3Hi YPaXKeHHS LLKIPKW, COHAYHI OMNiKK, MOpi3v abo iHLWWI ypaXkKeHHS LKIpW.

[Mig Yac NikyBaHHA Cif YHUKaTU HaAMIPHOMO BMN/IMBY COHAYHMX MPOMEHIB Ta Y/IbTPa(ioNeToBOro CBIiT/a, BKAKYaUM Namnu, BHACNIA0K NiABULLEHHSA BPa3NBOCTI
LUKIPW | 301/IbLUEHHSA PU3NKY BUHUKHEHHS COHAYHOT EpUTEMN.

3acTocyBaHHA Yy nepiof NikyBaHHS npenapaty pa3oM i3 KOCMETUYHMMM 3acobamu, SKi NiACYLIYHOTb LWKipy (abpasvBHi abo NiKyBanbHI MUIa, OYUCHUKK LLKIpK,
3acobu, WO MICTATb HaaMipHy KifbKiCTb CNUPTY, B’SHXKy4i 3aco0M, KPemm UM NOCbAOHWM Anis abo Nicns rofiHHA, MUIoYi 3acobu) MOXKe NPW3BecTM Ao
MoApPa3sHIOBA/IbHOT O eIeKTy.

Y pasi BUHUKHEHHS aneprivyHol peakuil 10 6y/ab-aKOro3 KOMMNOHEHTIB Npenapaty Tepanito caif NPUIVHUTK | BXXUTM BiANOBIAHMX 3aX0AiB.

Mpy MicueBOMYy 3aCTOCyBaHHI KNiHAamiLuHy BigOyBaeTbCA abcopbuis aHTUOIOTMKA 3 MOBEPXHi LWKipW. [pu 30BHIWHLOMY | CUCTEMHOMY 3aCTOCYBaHHI
KNiHAamiLMHY NoBifoOM/IAN0CS NPO PO3BUTOK fAiapei, Aiapei 3 AoMiLLKamMy KPOBi Ta KONITY (30Kpema nceBoMeMO6paHO3HOI0 KONITY).

JocnimpkeHHs MOKa3yoTb, LLLO FO/I0BHOK MPUYNHOKO PO3BUTKY KOJITY, NOB’S3aHOrO i3 3aCTOCYBaHHAM aHTUOIOTUKIB, € TOKCUH, AKUIA NPOAYKYETLCS KNOCTPULIAMM.
3a3Buyail KONIT XapaKTepU3YETbCA TSHKKOK CTIMKOK Aiapeetd i THKKUMU KONIKaMU Yy >KMBOTI Ta MOXe CYNnpOBOLKYBaTUCH BUAINEHHAM KPOBI Ta C/uU3y.
MceBAOMEMOPAHO3HMIA KONIT MOXHA BUSIBUTW 3a [JOMOMOrOK eHAoCKoniyHoro obctexxeHHs. Mocie Kany Ha Clostridium difficile Ta aHani3 Kany Ha HasiBHICTb

ToKcuHy Clostridium difficile MoXXyTb ONOMOI T NpW AiarHOCTUL JaHOT XBOPOOU.

Y pasi po3BUTKY 3HaYHOI fiapel 3aCTOCYBaHHA NiKapCbKOro 3acoby crif NpUnuHUTA. Y BUNagkax TSHKKOT giapel HeobXifHO PO3r/ISHYTM MOXIMBICTb NPOBEAEHHS
€HZL0CKOMIYHOr0 06CTEXEHHS TOBCTOIO KMLLEYHWKY A/11 BCTAHOB/IEHHA TOUHOTO AiarHo3y.

3acTocyBaHHs 3ac06iB, L0 NPUTHIYYHOTb NEPUCTAIbTUKY, TaKUX AK OniaTh i AUgeHOKCKIaT 3 aTponiHOM, MOXe MOoJ0BXYBaTy i/abo noripLuysaTtu Leit cTaH. byno
BM3HAYEHO, L0 BaHKOMIUMH € e(EeKTUBHUM Y JiKyBaHHI MCeBAOMEMOPAHO3HOIO KOMITYy, MOB’S3aHOM0 i3 3acTOCyBaHHSIM aHTUGIOTMKIB, MPUUYMHOK SKOrO €
Clostridium difficile. 3BnuaiiHa fo3a gns LOpociMX NauieHTiB cTaHOBWUTL Bif 500 Mr Ao 2 r BaHKOMIUMHY Ha 06y nepopasbHO, po3dineHi Ha 3-4 npuitomu,
BNpofoBX 7-10 gHiB. CMon XonecTrpamiHy abo KonecTunony 38’ A3yHTh BAHKOMILMH B YMOBAX in Vitro. Y BunagKy Heo6XigHOCTI CynyTHbLOr0 3aCTOCYBaHHA CMON
i BAHKOMILMHY 6aXXaHO BUKOPUCTOBYBATW KOXKEH i3 LIX NiKAPCbKMX 3aC06iB Y Pi3HMIA yac.




BpaxoBytoun NOTEHLiiIHY MOXNMBICTb PO3BUTKY fiapei, Aiapel 3 AOMIlUKaMU KPOBI Ta NCEBAOMEMOPAHO3HOIO KOMITY, Nlikap MOBUMHEH BUPILLMTU, YX [OLINbHO
3aCTOCOBYBATU iHLLI NiKapcbKi 3ac06u (AMB. po3ainm «MpoTunoKasaHHN», «Io6ivHI peakLii»).

Heob6XigHO YHMKATK rnonafaHHa npenapaTty Ha CAmM30BY 060/0HKY O4eil Ta Y POTOBY MOPOXHMUHY. Mpy HaHEeCeHHi reto MOTPIOHO peTeslbHO BUMUTK pPyKu. Mpu
BUMaAKOBOMY KOHTAKTI 3 Yy T/IMBMMW NOBEPXHAMM (04i, CafHa Ha LLKipi, CN130Bi 060/10HKM) HEOOXIAHO pPeTe/lbHO NPOMUTY AaHy AiNAHKY MPOX0MI04HOK BOAOH.
MepopasibHe Ta MapeHTepasibHe 3aCTOCYBaHHS K/iHAAMIUMHY OY/0 NOB’si3aHe 3 PO3BUTKOM TSXKKOr0O KONITY, AKWI1 MOXe NPU3BOAUTM [0 NETabHOIN0 Hacnifky.
HeobxifHO 3 06epeXXHICTIO Npu3HaYaTu fikapcbKi popmu KniHgamiumHy gocgaTy 405 30BHILLHBOr0 3aCTOCYBaHHA NaLjieHTam 3 atomnieto.

3acTocyBaHHA y nepiof BariTHOCTIi abo rogyBaHHs rpyaato.

OCKi/NlbKM afileKBaTHUX KNiHIYHWX BUMPOOYBaHb LL0A0 Ge3MneKn 3acTOCYBaHHA NpenapaTy Y BariTHUX XKIHOK He MPOBOAM/IOCH, He CAif, 3aCTOCOBYBATU refib Y Liel
nepiog,.

3acTocyBaHHA npenapary y nepiog rofyBaHHA rpyAAt0 NpoTMNOKasaHe.

34aTHICTb BNAMBATY Ha WWBMAKICTb peakLii npy KepyBaHHi aBTOTPaHCNOPTOM abo iHLIMMKU MeXaHi3mamu.
He BnanBae.

Cnoci6 3acTocyBaHHs Ta [03W.

Mpenapat c/if 3aCTOCOBYBATU LOPOC/IMM | LITAM BIKOM Bif 12 pOKIB.

["eNlb HAHOCUTM TOHKMM LLIAPOM Ha YUCTY CyXY LIKipYy Y Micusax BucuniB 1 pa3 Ha 006y, Ha Hiu.

[MpoTArom nepLumx TUXHIB NTiIKyBaHHA MOX/IMBE 3aroCTPeHHs BYrpoBOro NpoLecy BHACNILOK BNVBY AiHOYOT PeHOBUHM Ha OCEPeLKM YpaXKeHHS, HEBUAUMI paHille. Y
TakoMy pasi He C/lif, NPUMNUHATI NiKyBaHHA, TepaneBTUYHWIA epeKT cnocTepiraetbes Yepes 8-12 TUXKHIB Bif MOYaTKYy NiKyBaHHS.

aiTn.
besneka Ta e()eKTUBHICTb 3aCTOCYBaHHA NpenapaTy A4iTAM BiKOM 40 12 pokiB He BCTaHOB/IEHI, TOMY He C/lij, 3aCTOCOBYBaTM npenapar AiTam L€l BIKOBOI KaTeropir.

Nepeno3yBaHHS.
[Mpwn HaHEeCEHHI rento Y HaAMIPHIM KifIbKOCTI MOX/IMBE NOYEPBOHIHHSA | TYLLEHHS LWKIpK.
Tepanisa cumnToMaTUYHa.

Mo6iuHi peakuil.

[MoYepBOHIHHSA, NYLWEHHS, CyXiCTb, CBEPOIXK | MeYiHHS LUKIPW Y MiCLi HAHECEHHA rento oApasy Micns Noro HaHeCeHHs, ke MUHaE y nodanblomy. AnepriydHi peakuir,
peakLii ()oTOUYTIMBOCTI, aKHE, BiAYYyTTS NOKONOBAHHS, rpaMHeraTMBHUIA hoNiKyNIT, LWTYHKOBO-KULLKOBI po3naau, 6ifb y XKMBOTI, KPOMUB’AHKA, MigBULLEHA XXUPHICTb
LUKIpW, KOHTaKTHWUIA AepMaTuT, MeYiHHA OYeid, 3pidka crnocTepiraloTbesl MOGIYHI peakuil y BUrNAAi diapei, giapei 3 AOMIlLKaMy KpoBi Ta KOMITy (BKOYaruu
nceBLOMeMOPaHO3HUIA KONIT).

TepMiH NpUAaTHOCTI.
2 POKMW.



YMoBM 36epiraHHs.
36epiratv npu Temnepatypi He BuLLe 25 °C. He 3amopoxyBaTu. 36epiratin y HeJoCTynHOMY Ans AiTein micu,i.

YnakoBKa.
Mo 5ra6o 15r rentoy Ty6i, No 1 Ty6i B KAPTOHHI KOpobL,i.

KaTteropis Bignycky.
3a peLenTtom.

BupobHuK.
I"neHmapk ®apmacbtoTukans J1Ta./Glenmark Pharmaceuticals Ltd.

Micue3HaxomMkeHHS BUPOOHMKaA Ta A0ro agpeca Micua NPoBagKeHHS LisiNIbHOCTI.
LinbHuus Ne E-37/39, EM.AR.Li.Ci., Catnyp, Hacik — 422 007, IHgis/
Plot No E-37/39, M.I.D.C., Industrial Estate, Satpur, Nasik — 422 007, India.



