OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA
OJIFOKOBAT', 300 mr, cynmno3uTopuu BaruHAJIbHBIE.

2. KAUECTBEHHBII M1 KOJIMYECTBEHHBIN COCTAB
JlelicTByrolI€€ BEUIECTBO: CEPTAKOHA30II.
Kaxnpiii cynnosutopuit cogepxut 300 Mr ceprakoHa3oJjia HUTpaTa.

[TonHbIi IepeyeHb BCIOMOTaTeIbHbBIX BEIIECTB MPUBENIECH B pa3aene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Cynno3uTopuu BaruHajibHbIE.

Cynmno3utopuu 0T 6e510ro 0 6EI0r0 C KENTOBATHIM UM CEPOBATHIM OTTEHKOM I[BETa, OBAJILHOM
dopMbI, HE HMMEIOIINE BUAMMBIX BKpAaIUIEHUH M HeogHopoaHocTed. Ha mpomonpHOM cpese

JIOITYCKAETCs HAJTMUUE BO3IYITHOTO CTEPKHS M/HIIM BOPOHKOOOPA3HOTO YIITyOJICHHS.

4. KIMHUYECKUE JAHHBIE
4.1. Iloka3zaHusl K IPUMEHEHHUIO
MectHoe nedeHre MHGEKIUN CIU3UCTON OOOJOUKHM BIAralivdila, BBI3BIBAEMBIX T'pubOaMu pojaa

Candida (kaunan103HbIi BYJIbBOBATHHUT).

4.2. Pe:kuM 103UPOBAHNS M CIIOCO0 MPUMEHEHUSI

PexxuM 103upoBanus

OnHOKpaTHO.
Ecnu knvHUYECKHne CUMIITOMBI COXPAHSIIOTCS, BO3MOXHO IOBTOPHOE BBEACHHUE CYIIO3UTOPUS
yepe3 7 JTHEH.

Crrocob nmpruMeHeHus

I/IHTpaBaFI/IHa.HBHO.
HCpCI[ IMPUMCHCHUCM IIpCriapara HCO6XO,Z[I/IMO O0OMBITh HApY’KHBIC TIOJIOBBIC OpraHbl C
HCITIOJIB30BaHHUEM HeﬁTpaJIBHOFO WK TICJI0OYHOI'0 MbljIa.

OnuH BaruHaJIbHBIN CYNIO3UTOPHM BBOJAT ITyOOKO BO BIIarajiuiile, Jieyka Ha CIIMHE, ITepe]l CHOM.

4.3. lIlpoTuBONOKA3aHNUS
['MnepuyBCTBUTENFHOCTh K CEPTAKOHA30JTy WIIM TMPOW3BOIHBIM MMH/a30J1a, WK OCH30THO(hEHA,

WM K JTIOOOMY M3 BCIIOMOTaTeNbHbIX BEUIECTB, IEPEUNCIICHHBIX B pa3jene 6.1.
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4.4. OcoOble yka3aHMsl M1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

ITpu npumeHeHnH MpenapaTa peKOMEHAYETCS BO3AEPAKHUBATHCS OT IOJOBBIX KOHTAKTOB.

Jlis peoTBpalleH!sl YPOreHUTAIbHOW peMH(EKIMN PEKOMEHAYETCS pacCMOTPETh BOIPOC 00
OJIHOBPEMEHHOM JICYCHHUH I10JIOBOTO IapTHEPA.

Puck paspeiBa mnpesepBatuBa WM JAuadparMbl YBEIUYMBACTCS TPU HUX OJHOBPEMEHHOM
MCII0JIb30BaHUU C IPUMEHEHHUEM IIpenapara.

JleueHune MOKHO IIPOBOAUTE BO BPEMA MCHCTpYyalluH.

4.5. B3anMojeilicTBMe C JAPYrHMH JIEKAPCTBEHHbIMHM IpenaparamMu W JApyrue BH/bI
B3aMMOJEHCTBHSA
OnnoBpemenHoe npuMeHenue cynno3utopues GJIIFOKOBAI ¢ MecTHBIMU KOHTpalenTUBHBIMU

nperaparaMmn MOKET IIPUBECTHU K 0CJ1a0JIEHUIO CIICPMULIUAHOT'O JEUCTBUS MOCIICIHUX.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTDb U JAKTALMS

bepeMeHHOCTh U TaKTalus

JIOCTaTOYHBIX JMAHHBIX O MPUMEHEHHH CEPTaKoHa30Jla BO BpeMs OCPEMEHHOCTH M B IEPHO]
TPyAHOT'O BCKapMJIMBAHUA HET. O)IHaKO, IpuHHUMasA BO BHUMAaHUC croco0 IIPUMCHCHUA ITpeIriapara
(oTHOKpaTHOE BBEACHHE), a TakKe, OTCYTCTBHE CHCTEMHOM aOcopOIuu mperapaTta Iocie
WHTPaBaruHAIBHOTO BBEACHHUS, IPUMEHEHUE CEPTaKOHAa3071a BO BpeMsi 06pEMEHHOCTH U B IEPUO/T
TPYAHOTO BCKapMJIMBaHUS BO3MOXHO B TOM CiIy4ae, €cli MOTEHIUaIbHas MOoJb3a [l MaTepu

IIPEBOCXOIUT BO3MOKHBIN PUCK /7S TJI0/1a WM peOeHKa.

4.7. Bausinne Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPEACTBAMH H pPadorarh ¢
MeXaHH3MaMH

DOJIIOKOBAT e oka3bnIBaeT BIMSHUS Ha CIOCOOHOCTH K BBITTOHEHHIO MOTEHIIHAIBLHO OMMACHBIX
BHUJIOB JICSITCIIBHOCTH, TPEOYIOMMX TOBBIMICHHONW KOHIIEHTPAIIMK BHUMAHHUS W OBICTPOTHI
MICUXOMOTOPHBIX PEeaKIuil (yrpaBieHHe TPAHCIIOPTHBIMH CPEICTBAMU, padOTa C JBUKYITUMHUCS

MCXaHU3MaMu, pa60Ta Aucneryepa, onepaTopa).

4.8. He:xennaTesbHbIC peaKIIUT

PesromMe HexenaTeabHbIX PeaKIil

YacTtoTa BCTpEYaEMOCTH HEXKENATeNbHBIX pEaKklMid MpuBeJeHa B  COOTBETCTBUU C
HIDKeceayromen knaccudukanueit: ouers yacto (> 1/10), gacro (> 1/100, vHo <1/10), HEHacTO

(>1/1000, O <1/100), penko (=1/10000, mHo <1/1000), ouenr penko (<1/10000), wacrora
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HEW3BECTHA (Ha OCHOBAaHNM MMEIOIINXCS JTAHHBIX OIICHUTH HEBO3MOXHO).

Hapywenus co cmoponbl uMMYHHOU CUCTEMbL:

4aCTOTa HEU3BECTHA — AJUIEPTUUECKHE PEAKIHH.

Obwue napyuieHus u peaxyuu 8 Mecme 66€0eHUsL:

PEIKO — OLIYIIEHHE XKKECHUS, 3yl BO BIIATAJIHIIIE.

MecTHbBIE peakIi MPOXOIAT CaMOCTOSATEIHO BO BpeMs JICUYCHHS M He TPeOYIOT OTMEHBI
npenapata. OTH 1M0004HbIE 3()(EKThl ABIAIOTCA XapaKTEPHBIMH JUIsI TPENapaToB MECTHOTO

MPUMEHEHHUS U 0TpaxkatoT 3((hEeKTUBHOCTH MPUMEHEHUS Ipernapara.

COO6HI€HI/I€ 0 ITOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mare O MOAO3PEBAEMBIX HEXKENIATEIbHBIX PEAKLUUAX IOCIE PETUCTpaLUU
JIEKapCTBEHHOTO Iperapara ¢ Lelibl0 00ecreyeHns HePephIBHOIO MOHUTOPUHIA COOTHOLLICHUS
«I10JIb3a — PHUCK» JIEKAPCTBEHHOI'O Ipenapara. MeIuIMHCKUM pPaOOTHUKAM PEKOMEHIYeTCs
coo0ImaTh O JIIOOBIX IOJO3PEBAEMBIX HEXKEIATENIBHBIX PEaKIMAX JIEKaPCTBEHHOIO Ipernapara
yepe3 HallMOHAJIbHBIE CHUCTEMBbl COOOIIEHMSI O HEKEIATENbHBIX PEAKIHUAX IOCY1apCTB — YICHOB

EBpaSHﬁCKOFO SKOHOMHYCCKOI'O COrO3a.

Poccniickas @enepanns

®denepanbHas cinyx0a 1Mo Haa30py B chepe 31paBoOXpaHEHUS

Anpec: 109012, r. Mocksa, CrnaBsiHCKasl miiomanp, 1. 4, ctp. 1
Tenedon: +7 800 550 99 03

DnekTpoHHas noyta: pharm@roszdravnadzor.gov.ru

Caiit B mHGOpPMaIIMOHHO-TEIEKOMMYyHUKAIIMOHHOM ceTu «HTepHEeT»:

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

YuuTeiBas criocod MpuMEHEHHs, TepeA03UPOBKA MIPEMapaToM MajTOBEpOsTHA.

CHMIITOMBI

He ycranoBneHsl.

JleueHme

[Ipu cayuaiiHoM mpueMe Tmpenapara BHYTPh HEOOXOAMMO TIPOBECTH CHUMITOMATHYECKYIO

TCpaInro (HpOMBIBaHI/Ie menyzuca) 1N HCEMCAJICHHO O6paTI/ITBC$I K Bpady.

5. PAPMAKOJIOTMYECKHWE CBOMCTBA

5.1. @apmakoanHaMUYecKHe CBOCTBA


https://www.roszdravnadzor.gov.ru/

®apMakoTepaneBTUYeCKass Ipynmna: MOPOTUBOMHUKPOOHBIE  CpPEACTBA M AHTHUCENTHUKH,
OpUMEHSIeMble B THHEKOJOTMH; MNPOTHBOMUKPOOHBIE CpEACTBA W AHTHCENTHKH, KpOMeE
KOMOMHAIUN ¢ KOPTUKOCTEPOUAAMHU; IPOU3BOIHBIE UMUA30JIA.

Kon ATX: GO1AF19.

Mexanuswm aeiictBus U hapMakoauHaMmudeckue dbhheKThI

CeprakoHa30l — MPOTHBOIPUOKOBOE CPEICTBO, MPOM3BOAHOE HMHJA30jla U OeH30THOdEHA.
Ob6nagaer pyHrucTaTH4ecKuM U (PYHTUIUMIHBIM IEHCTBUEM B TEPANEBTUUYECKUX 103aX. AKTUBEH
B oTHouieHun rpuboB poma Candida. MexaHu3m JeiicTBUS cepTakOHa30Jla 3aKIIOYaeTCs B
YTHETEHUU CUHTE3a 3ProCTEPOIIa U YBEIMUEHUU IPOHUIIAEMOCTH KJIETOYHOW MEMOpaHbl TpuOOB,
YTO MPUBOJUT K JIU3UCY KIETKH rpuoda.

Ob6nagaer Takke aHTUOAKTEPHANBLHOM AKTUBHOCTHIO B OTHOILIEHUH T'PAMIIONIONKHUTEIbHBIX

OakTepuil (cTaduiI0- U CTPENITOKOKKOB).

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AOGcopbims

BcacriBanue nocie HWHTPABAIrnHaJIbHOI'O IPUMCHCHUA OTCYTCTBYCT.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHp BCIOMOraTeJIbHBIX BEIIECTB
Kup tBepasiii (Butencon, mapku H 19)

Kup tBepasiii (Cynnocup, mapku NAI 50)

Kpemuust nuokcua KoJIOUIHbIN O€3BOAHBIN

6.2. HecoBMecTHMOCTE

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHus1)

2 rona.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH PH XPAHEHUHU
[Tpu Temnepartype He Bble 25°C B OpUTHHAIBHOM yHakoBKe (KOHTYpHas SYeHKOBasi yIakoBKa B

navke).

6.5. Xapakrep u coaepkaHue NePBUYHON YIIAKOBKH
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[To 1 cynno3uTopuio B KOHTYPHYIO SYEMKOBYIO YAKOBKY U3 MUICHKH MOJUBUHUIXJIOPUTHOM.
ITo 1 nnu 2 KOHTYpHBIE TYEUKOBBIE YIIAKOBKU BMECTE C MHCTPYKLMEN 110 TPUMEHEHHIO TOMELAIOT

B [IaUKy U3 KapTOHA.

6.6. Oco0Oble Mepbl NPeIOCTOPOKHOCTH NPH YHUYTOKEHHH HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0  Mpenapara WJIM OTX0A0B, TOJYYEHHBIX TOCJe NpPUMEHEeHHs
JIEKAPCTBEHHOT'0 NMPenapara, u Apyrue MaHUIYJ/ISIIUM ¢ IPenaparom

Het ocoObix TpeOoBaHUI K yTUIH3AIUH.

7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YOCTOBEPEHUSA
Poccniickas @enepanys

Axuuonepsoe oomiectBo "Otucudapm" (AO "Otucudapm")

123112, r. Mockga, yi. TectoBckas, a. 10, 31. 12, nom. 11, xom. 29
Ten: +7 (800) 775-98-19

dakc: +7 (495) 221-18-02

Anpec anekrporHoi moutsl: info@otcpharm.ru

7.1. IlpencraBuTe b AepKaTesisi perucTPAllHOHHOIO YAOCTOBEPEeHH s

[Iperen3un norpedbUTENEH HAOPABIATE 110 aIPECY:

Poccuiickas ®enepanus

Axuunonepsoe o6mectso "Otucupapm" (AO "Otucudapm")
123112, r. Mockaa, yi. TectoBckas, 1. 10, o1. 12, mom. II, xom. 29
Temn: +7 (800) 775-98-19

®akc: +7 (495) 221-18-02

Anpec snexrponHo# mouTsl: info@otcpharm.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHU A
9. IATA NEPBUYHOHN PETMCTPAIIMM (IIOJATBEPXJIEHUSI PETUCTPAILIUU,
HEPEPEINCTPALINN)

Jlata nmepBoii peructpanuu:

10. IATA IEPECMOTPA TEKCTA


mailto:info@otcpharm.ru
mailto:info@otcpharm.ru

O6mias  xapaktepuctuka JiekapctBeHHoro nmnpemapata @OJIIOKOBAIT  nmoctymHa Ha

UHPOPMALIMOHHOM TopTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

KOMMYHHKaIMOHHOM cetu «HTepHeT»: https://eec.eaeunion.orq.


https://eec.eaeunion.org/

