COTJAC
HL PB MUHHCTENCTAON SADABOORPQHEHT
PECTIVBIHKIE ERTAPYCh
8547 -2017

TIpuraz MuHUCTEPOTEA BAPRROOXPAMEH IS
a0

HHCTPYKINUA
1o MeIlHHHHCKOMy anMeHeHPIIO rIpeHapaTa

(uaOpMaUKA UL CIICIIMATMCTOB)

1. HA3BAHUE JIEKAPCTBEHHOI'O CPEACTBA

®

3ajauH BarumHajJbHbIe cynnosuropun 300 mr

MexayHapoaHoe HenmaTenToBaHHOe HasBanue (MHH): ceprakonason (sertaconazole)

2. COCTAB JIEKAPCTBEHHOI'O CPEJACTBA

JleHcTByIOIIEE BEMIECTBO: KAXIbINA CYNMo3uTopuii conepxut 300 Mr cepTakoHa3oj1a HUTpara.
TTonHBIM IIEpeYeHs BCIIOMOTATENIBHBIX BELIECTB CM. paszen 6.1.

3. POPMA BBIIIYCKA
BaruHanbHBIE CYyNIIO3UTOPHH.

Benble wu moutu Genble BOCKOOOpa3HbIe CYINIIO3UTOPHH OBabHON GopMEl, €3 3amaxa.
4. KIMHUYECKHME JAHHBIE

4.1 Iloxa3aHusi K IpHMEHEHHIO

MecTHOE JIe4eHHe BarnHAJIBHOIO KaHAKA03a.
B cly4yae OTCYTCTBHS XapaKTCPHBIX KIIHHHYCCKUX MPHU3HAKOB, MOJJIOXHATEIIBHOC MPIKpO6KOHOI‘H‘lCCKOC
3aKJII0YEHHE caMo IT0 cebe He SBJISETCs MOKa3aHUEM 711 Hadauna JICUYEeHHU.

4.2 Cpoocob npuMeHeHHs H 103bI

OnvH BarMHAIBHBIM CYNITO3HTOPUN BBECTH INIYOOKO BO BJIarajlMINE B IIOJIOKCHHH JIEXKa Ha CIIMHE,
BeyepoM nepell cHoM. Ecii KIMHHYECKHE CUMIITOMBI 3a00J1€BaHMsl COXPAHAIOTCS, MOXKHO BBECTH €IIE
OJIMH BarMHA&IBHEBIN CYMITIO3UTOPUI Yepe3 ceMb JHEH.

IIpakmuyueckoe pyko6oocmeo.

Iepen npuMeHeHHEM IpenapaTa Heo6X0oIUMO 0OMBITE HapY KHBIE I10JIOBBIE OPTaHbl, HCIOJIB3YS MBLIO
¢ He#TpamsHbIM pH. PekoMeHIyeTCs HCKIOYATH (AKTOPBI, KOTOPHIE MOTYT CHOCOGCTBOBATh
COXpaHEeHHIO MHGeKuuda (HampuMep, HCHONB30BaHHE XJIOMYaTOOyMaXHOro Oenbs  BMECTO
CHHTETHYECKO OIE)K/IBI, H30eraTh MHTEHCHBHOI'O TPOMBIBAHHS BJIarajIMiia, H T.1.).

JKenarenbHO [JOIOJHHTENBHO MCIOJB30BaTh IIPOTUBOTPHOKOBEIM KpeM Ha 061acTh BYJIBBBL U
IEepHaHATBHYIO 00J1aCTh.

[TapaienbHoOe JieueHHE IOJIOBOrO IMAapTHEpa CleAyeT pacCMaTpHBaThb HHIMBHAYABHO B KaXIOM
KOHKDETHOM ClIyyYae.

MCHCpraIIHX He ABJLIETCS IIPOTHBOIIOKAa3aHUEM K IPHMECHCHHIO CYHNIO3UTOPHEB.

“ ®
Her COOTBETCTBYIOIUX ITOKa3aHUM U1 IPHUMEHECHHA BarnHAJIbHBIX CYIIIO3UTOPHCB 3ananH y JeTel.
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4.3 IIpoTHBONOKAa3aHUA

e TUNepYyBCTBUTENLHOCTh K aKTHBHOMY BEIIECTBY, BCIOMOTaTEIbHBIM BEIICCTBAM KM moboMy
IPOTHBOrPMOKOBOMY COEMHEHHUIO IPYNIEI KIMUA301a.
e [lapamiensHOE HCIOIH30BAHKE JIATEKCHOTO NIPE3€PBATHBA HIIH BIIaraJIMIIHON AuadparMsl.

4.4 Mepbl NpeaoCTOPOKHOCTH

IIpy MOATBEPXKAEHHH JMAarHO3a KaHAU03 BaXXHO BBIABUTH H yCTPAHHUTH OBITOBBIE U TMTHEHUYECKUE
(aKTOpKl, COCOGCTBYIOWIME PA3BUTHIO H COXPAHEHHMIO HHQEKIMH.

Taxum o6pasoMm, 9TOoOBl u30€XaTh PpELUIUBOB, JIMKBHAALMS BO30yauTENd M YCTAHOBJICHHE
BBHIIEYNIOMAHYTHIX OBITOBBIX ¥ THTHEHHYECKHX (aKTOPOB ABJIAIOTCA HEeO0OXOIUMBIMH.

[Ipy HeoGXOOMMOCTH CJEAYeT IIPOBECTH JICYCHHE JPYTHX nHdexuuii, acCOIMHPOBAHHBIX C
KaH/IMJ030M.

JleyeHne NOMKHO OBITH NPEKPAIEHO B Clydae BOSHMKHOBEHMM MECTHOH HENEPCHOCHMMOCTH HIH
awtepruy. [TanuentaM cireyeT peKOMEHI0BATh HE HCIOIb30BaTh MBUIO ¢ KHCIIBIM pH.

4.5 BzaumopeiicTBHEe ¢ JAPYrHMH JIeKADCTBEHHBLIMH CpPEeACTBAMH W JApyrue $opmbl
B3auMoOJeiicTBHSA

Vcronb30BaHKE NPE3EPBATHBOB MM BIATAIMINHBIX JuadparM BO BPEMs JICYEHHS CYIIIO3UTOPHUCM
3ajlaH NPOTHBOIIOKA3aHO B CBA3M C PHCKOM HX MOBPEHKICHHUA.

Cynnosutopuu 3anana® MOryT CHH3HTH 3(D(EKTHBHOCTH MECTHBIX CIIEPMULMAHBIX KOHTPAlCITHBOB,
II03TOMY MX OAHOBPEMEHHOE IPUMEHEHHE HE PEKOMEHAYETCsI.

4.6 ®epTHIBLHOCTH, 0ePEeMEHHOCTH U IPy/HOE BCKAPDMJIMBAHHE

B cBf3M ¢ TeM, 4YTO JUI1 CepTaKkoHa3oja ObUIO IIOKa3aHO OTCYTCTBHE TEPAaTOTCHHBIX apdexToB B
JOKITHHMYECKHX MCCIISTOBAHMAX, HE OKHUAAETCS NOsABNEHHE 3P (PEKTOB NPpH MPUMEHEHHH Yy CIOBCKa.
Tem He MeHee, HeT IOCTOBEPHBIX HAHHBIX O BO3MOXHBEIX ()ETOTOKCHYECKHX H TEpPaTOreHHBIX
sddeKxTax IpHUMeHeHHs cepTakoHasona. [IpumHHMas BO BHMMaHHE croco6 IpHMEHEHHs Ipenapara
(JledeHME OJHOKpaTHOM 1030i) M OTCYTCTBHE CHCTEMHOH abcopOLMH, CEPTAKOHA30J1 MOXET OBITH
Ha3HAYeH BO BpeMs GE€PEMEHHOCTH, HO TOJBKO €CJIH MPEeHMYIIECTBA €0 HCIOJB30BaHHA, 0 OLCHKE
Jleyalero Bpaya, NPeBHIIAOT BO3MOXHBIE PHCKH.

I'pyonoe eckapmnusanue

Her AOCTOBEPHBIX AAHHBIX, IIOATBEPXKTAONIMX MM HCKMOYAIOMMX BBUIC/ICHHE CEPTaKOHA30/a C
TPYXHBIM MOJIOKOM.

IIpenmapaT MOXHO NPUMEHSTH B IIEPHON KOPMIIEHHS IPYZABIO, HO TOJIBKO €C/IH NpPeHMYINECTBA, MO
OlEHKE JIeYalllero Bpaya, MPEBBIIIA0T BO3MOXHBIC PUCKH.

4.7 BausiaMe Ha COOCOGHOCTH YNPABJEHHS TPAHCHOPTHBLIMH CpelCTBaMH H pabory ¢
MeXaHH3MaMH

[IpuMeHeHre BarvHAIbHBIX CYNIIO3UTOPHEB Banaun® He OKa3pIBAeT HEraTHBHOTO BIHMSHHMS Ha 3TH
CITOCOOHOCTH.

4.8 IloGouHoe aeiicTBHE
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Hapywenus co cmoponbl UMMYHHOU CUCHEMbL

Penxo MOT'YT BO3HHKATh AJUIEPrHYECKHE PEAKIIHH.

CucmemHble HAPYUWEHUS U OCTONCHEHUS 6 MECMe 66€0€HUA

VIHOTZa MOTYT BO3HHMKATh KPATKOBDEMEHHBIE MECTHBIC PEaKIMU DasApaXCHMAd, TAKAE Kak YYBCTBO

YOKEHHS 1 3yJ BO BIArajupie. DTH NPOSBICHHS TAKXKe MOTYT OBITh BEI3BAHBI 3¢ (peKTOM pas3IoKeHHs
VHUYTOXEHHBIX BO30YAUTENEH M [IOTOMY ABIATECA IPH3HAKOM YCIICIIHOTO JICUCHHA.

4.9 Ilepeno3upoBKa

Hu ouH cnydaif nepeAO3MPOBKH HE OIKUCAH.

5. DAPMAKOJIOTMYECKHE CBOMCTBA

5.1 ®dapmakoaMHaAMHYeCKHe CBOICTBA

dapMakoTepaneBTHYECKas FPYNINa: THHEKONIOTHIECKUE NPOTHBOMH(EKIHOHHBIE H aHTHCENTHYECKHE
cpezcTBa, Npou3BoAHbIe UMUAaszona, kog ATX: GO1 AF.

o Mexanusm deticmeus

MexaHu3M JeHCTBHA CEpPTAKOHA30JIa 3aKII0YaeTcs B oAaBIeHnd GHOCHHTE3a 3procTepoa, BaxHOro
KOMIIOHEHTa MeMOpaH TpHOKOBBIX KJIETOK, 4YTO NPHUBOAMT K JC30praHM3alid M YBCIHYCHHUIO
NPOHHIAEMOCTH  KJIECTOYHOM  MeMOpaHbl, OECTPYKUHM M YHHYTOXEHHIO  IATOTCHHOTO
MHKpPOOpraHu3Ma.

e CeprakoHa3on, IPOM3BOJHOE MMHJA30/1a, SBJIAETCA NPOTHBOTPHOKOBBIM JIEKAPCTBEHHBIM
TPENapaToM /i MECTHOTO JICYEHHsI THHEKONIOTHYECKUX MHPEKUMHA. [ vitro OH aKTHBEH B OTHOLICHUM
NaToTeHHBIX TpH6OB, TakuX kak Candida spp., a TakKe MPOTHB NPYTUX OPraHM3MOB (HampuMep,
IPAMIIOTIOKHUTENbHBIE GaKTEpHH: CTAQHIOKOKKH, CTDENITOKOKKH).

5.2 dapmakoKHHeTHYECKHE CBOICTBA

Hpn BardHaJIbHOM IPHUMEHEHHH KOHLCHTpPAIHA aKTHBHOIO BEIECTBA B INIA3M€ KPOBH HE AOCTHIacT
Imopora 06Hapy>xenwl. Tlocne BarMHaJILHOTO NMPHUMEHEHH CEPTAKOHA30J1a € pa)II/IoaKTHBHOﬁ METKOH B
mia3Me KpoBH PaJJHOAKTHBHOEC BEUICCTBO HE 9380 06Hapy>x<eHo.

5.3 JlanHble JOKJINHAYECKHX HCCIeA0BAHUHA 6€30MacCHOCTH

JIOKIMHHYECKHE JaHHble, TOJMy4YCHHBIC IIpM MPOBENCHHH CTaHJapTHBIX HCCIIENOBaHUH 1O
6e30MacHOCTH, (apMaKkoJOrHH, TOKCHYHOCTH IOBTOPHBIX 103, T€HOTOKCHYHOCTH, HCCIIeJOBAHUH
KaHIePOreHHOIO IIOTEHIMANA H TOKCHYECKOTO BIMSAHHS Ha PENPOAYKTUBHYIO GYHKIHIO, HE BBLIBHIA
KaKoii-mub0 OonacHOCTH JUIS YEJIOBEKa.

6. DPAPMAILIEBTUYECKHE JAHHBIE

6.1 Ilepeyenb BCIIOMOraTe/JbHbIX BEIECTB

TBepaBle NMOTYCHHTETHYECKHE IIHMIEPHbI BUTENCOI M CYMIOUMP, KPEMHHMSA JUOKCHA KOJUTOMIHBIH
0e3BOIHBIH.
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6.2 HecoBMecTHMOCTDH

He PEKOMEHAYETCA COBMECTHOE HCIIOJIB30BAHUC .CO CIIEpMUIIHIHBIMHM KOHTPallCITHBAMH.

6.3 Cpok rogHocTu

5 ner.
He ucnons30BaTh M0 HCTEYEHHH CpOKA FOJAHOCTH, YKA3aHHOI'0 Ha YIaKOBKe.
JlaToli uCTeYEeHHUs CpOKa FOXHOCTH CYMTACTCA NOCIEAHUH NE€Hb YKa3aHHOT0O MecAla.

6.4 VYciaoBusi XxpaHeHHSA
Xpauuth npu Temmeparype He Boiie 30° C, B HeOCTYITHOM JULA IETEH MecTe.

6.5 VYnaxkoska

1 BarMHaNLHEIA Cynmo3uTOpuil ynakosaH B Gnuctep u3 [IBX/IID. 1 6imucrep ynakoBaH B KapTOHHYIO
IaYKy BMECTE C HHCTPYKUHEH 110 METUIIMTHCKOMY IIPUMEHEHHMIO JI NTAIlEHTOB.

6.6 Mephl NPeAOCTOPOKHOCTH NPH YTHIH3ALMH

CroeumansHeIX TpeOOBaHMIt HET.
VYiaanenne MOOBIX KOJHYECTB HEHCIIONH30BAHHOIO Ipenapara UM OTXOJOB CJEAYET BBHINOJIHATE B
COOTBETCTBUH C MECTHHIMH TpeOOBaHUIMH.

6.7 YcaoBus ormycka

[Ipenapar otmyckaercs 6e3 penenTa Bpava.

7. BIAJIEJIELl PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA U ITPOU3BOAUTEJIb

3A0 «®apmanestuueckuii 3apog I UC»,
1106 bynanemwr, yin. Kepecrypn, 30-38
BEHI'PUA

IIponsBoanTenn

Tpommcropdd I'M6X u Ko. KI', I'epmanus
no munensun Peppep Unrepracuonan A.O., bapcenona, Mcnianus
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