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OBIIAS XAPAKTEPUCTHKA JEKAPCTBERHOT O TIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
KETOKOHA3OJI, 400 mr, cynmo3uTopuu BaruHaJbHbIE

2. KAUECTBEHHBIN Y KOJIMYECTBEHHBIA COCTAB
JlefcTByOIIEE BENIECTBO: KETOKOHA30I.

Kaxnpiit cynmosuropuii cogepxxut 400 Mr keTokoHazo1a.
[TonHbIN IEpeUeHb BCIOMOTaTeNIbHBIX BEIIECTB PUBEICH B pasnene 6.1.

3. JJEKAPCTBEHHAS ®OPMA
Cynno3utopun BaruHAJIbHBIE.

Cynnosuropun Toprenooopa3Hoi (opmbl, 0ea0ro uiaM Oe’Ioro ¢ MKEJITOBAThIM
OTTEHKOM I1BeTa. Ha mpomoispHOM cpese [OMyCKaeTcs Hajduuue BO3YLIHOTO
CTEPKHS UM BOPOHKOOOPA3HOTO YIiTyOJIEHHUS.

4. KIMHUYECKUE JTAHHBIE

4.1. Tloka3zaHusl K NPUMEHEHUIO

— Jleyenue ocTpOoro W XPOHUYECKOrO PEHUIAUBUPYIONIETO BarMHAJIBHOTO
KaHJIU103a.

— IlpodunakTuka BO3HUKHOBEHUS TPUOKOBBIX HWH(MEKIUN Biaraiuina mpu
MOHIKEHHOW  PE3UCTEHTHOCTH OpraHu3mMa ¢ Ha (QOHE  JIeYCHUS
aHTUOAKTEPUAIbHBIMA ~ CpPEACTBAMH W JIPYTUMH  TIperapaTamu,
HapyIIAIIMMA HOPMAJIBHYI0 MUKPO(]IIOpY Baraiuiia.

4.2. PesxuMm 103MPOBaHUSI U CNIOCO0 NMPUMEHEHUS
Pexxum 1o3upoBanus

ITo 1 cynmo3utoprio B CyTKH B TeUeHUE 3 —5 NHEH B 3aBUCHUMOCTH OT TCUCHUS
3aboneBanus. [Ipy XpOHHMYECKOM KaHIUI03€¢ MPUMEHSIOT MO0 1 CYNIO3UTOPHIO
10 nueit.

Cnoocob npuMeHEHUs

HNHTpaBarnHanbHO.

[IpenBaputenbHO OCBOOOIMB CYMITO3UTOPUI OT KOHTYPHOUM yIaKOBKH, BBOJST €TO
rJIyOOKO BO BJIaraJIMIIE B TIOJIOKCHUH JIeXKa Ha CIIUHE.

4.3. TlporuBomoka3zaHusi

— TUINEPYYBCTBUTEIBHOCTh K  KETOKOHA30Jdy WM K  Jo0oMy U3
BCIIOMOTATENILHBIX BEIECTB, IEPEYNCICHHBIX B pazjaene 6.1;

— OEepEeMEHHOCTH;



— TIepHOJ JIaKTalluu;

— JIeTCKuii Bo3pacT 1o 18 ner.

4.4. QOcoOble ykazaHHS U MepPbI IPEAOCTOPOKHOCTH NPHU NMPUMEHEHUH
Oco0ble yKazaHus
JUis CHMXKEHMsI pUCKa peluauBa 3a00JeBaHUs PEKOMEHAYETCS OJHOBPEMEHHOE

Jie4YeHue TI0JI0BOro MapTHEpA.
B penkux ciydasix BO3MOKHA FMIIEpPEMUS TIOJIOBOIO WIEHA y MOJIOBOTO IMapTHEpA.
[IpumMeHeHne Cynmo3uTOPUEB MOXKET CHIDKATh HAJEKHOCTh MEXaHHYECKOU
KOHTpaleniuu (JIaTekc-coeprKallue mpe3epBaTUBbl U BarMHaJIbHbIC TuadparMsl).
Bo BpeMs nedeHus: peKOMEHIyeTCsl OA0UPaTh HaIEKHBIE METOIbl KOHTPALICTILIVH.
Bo Bpems jeueHuss HEOOXOOUMO KOHTPOJIUPOBATH KapTUHY MepupepruuecKoin
KpPOBH, (DYHKIIMOHAJIBHOE COCTOSIHUE MTEYEHU U TTOYEK.

BarvHanpHbI€ CyNIO3UTOPUH MOJ IEHCTBUEM TEMIIEPATYphl TENA PACIUIABIIIOTCS,
o0pa3ys 00BEMHO pacHpOCTPAHSIOUIYIOCS IMEHUCTYI0 MaccCy, YTO CIOCOOCTBYET
PaBHOMEPHOMY PACTPEAECICHUIO aKTUBHOW CYOCTAHIIMH 110 CIU3UCTON 000JI0UKE.

4.5. B3aumopaeiicTBHe ¢ IPYTMMH JIeKAPCTBEHHBIMU NpPenapaTaMu
Apyrue BUAbI B3aHMOEeHCTBUSA
N3-3a Hu3Koi abcopOLuu Npu UHTpaBaruHaJIbHOM IPUMEHEHUN B3aUMOECUCTBUE C
JPYTUMU JIEKAPCTBEHHBIMU CPEJICTBAMH MAJIOBEPOSITHO.

4.6. DepTUIBLHOCTb, 0€PEMEHHOCTH M JAKTAIUSA
bepeMeHHOCTh

ITpuMeHeHne KETOKOHA30J1a IPU OEPEMEHHOCTH ITPOTUBOIIOKA3aHO.

JlakTanus
Knuauyeckre naHHbIE O MPUMEHECHUH MPENApaTOB KETOKOHA30Ja y KCHIIWH B

nepuo, TPYJHOrO BCKapMJIMBaHUs OrpaHWYeHbl. B mepuon  jedeHus
KeTokoHa30J10M TpyJHOE BCKapMIIMBAHHE CIIEYET IPEKPATUTb.

4.7. BJausiHue HA CTIOCOOHOCTH YNPABJISTH TPAHCHOPTHBLIMH CPeACTBAMM
U padoTaTth ¢ MEXaHU3MAMM
[IpumeHeHue Tmipenapara HE BIUAET Ha CIOCOOHOCTH K  YIPABJICHUIO

ABTOTPAHCIIOPTOM, ABMIKYHIMUMHUCA MCXAHHU3MAMHU MW 3aHUMATLCA IMMOTCHUOUAJILHO
OITIaCHBIMHU BHJaMH OACATCIIBHOCTU.

4.8. HexenaTenabHble peaKkun
Pe3roMme HekenaTelIbHBIX PEAKITUN

['unepemust U pasipa)k€HUE CIM3UCTOM OOOJIOUKHM Bllarajuiia, 3y Biarajiuiia.
Anepruyeckre peakuuu: KOKHas Chlllb, KpaTMBHULIA.



C006HICHI/IG O IMOAO03PECBACMBIX HCKCIATCIIHbHBIX PCAKIIUAX

BaxxHo coo0Omare 0 TMOJ03PEBAEMBIX HEXKENATEIbHBIX PEAKIHIX TOCTe
perucTpayy Tpernaparta C Ielblo 00eCleYeHHs] HEeMPEPHIBHOTO MOHHUTOPHHTA
COOTHOIICHHSI  «II0JIb3a-PUCK» JICKAPCTBEHHOTO TperapaTta. MeTuImHCKUM
paboTHUKAM peKOMEHIYETCsl COOOIaTh O JIFOOBIX MO03PEBAEMbIX HEXKEIATSIIHHBIX
peakIusIX JICKapCTBEHHOTO Mpemnapara 4epe3 HallMOHAIbHBIE CHCTEMBI COOOIIEHNUS
O HCKCJIATCIIbHBIX PCaKIUAX IOCYyAapCTB-4JICHOB EBpaSHﬁCKOFO 3KOHOMHUYECKOT'O
COI03a.

Poccniickas ®@enepanms

109012, r. MockBa, CiaBgaHcKas iomajisp, 1. 4, ctp. 1

denepanbpHas ciayx0a o Haa30py B cepe 3apaBooxpanenus (PoczapaBuanzop)
Tenedon: +7 (800) 550-99-03

Omn. moyta: pharm@roszdravnadzor.gov.ru

Wurtepner-caiit: https://roszdravnadzor.gov.ru/

4.9. TIlepeno3upoBka
CHUMOTOMBI
B cBs3u ¢ HU3KOi abcopOrueit nmpenapaTa Npyu UHTpaBaruHajIbHOM NIPUMEHEHHUH B
PEKOMEH/I0BaHHBIX (TepaneBTUUECKHUX) J03aX Mepe1o3upoBka MaioBeposTHa. [lpu
CIly4aiilHOM MpHeMe Tpernapara BHyTPb BO3MOXKHBI CHMIITOMBI OTPABIICHHS.

Jleuenue
Crneuunduaeckoro antuaoTa HeT. [Ipn HEOOXOIMMOCTH MPUHATH AKTUBUPOBAHHBIN
yTOJIb ¥ IPOBECTH CUMIITOMATHYECKOE JICUCHUE.

5. ®PAPMAKOJIOTHYECKHE CBOMCTBA

5.1. dapmakoamHamMuvecKHue CBOCTBA
dapmakoTeparneBTHUeCcKas Tpymnna: IpOTUBOMUKPOOHBIE CPEACTBA U AHTHCENTHKH,
OPUMEHSEMbIE B TMHEKOJIOTHMH; MPOTUBOMHUKPOOHBIE CPEACTBA U AHTHCENTUKH,

KpOMe KOMOMHAIMI ¢ KOPTUKOCTEPOUAAMHU; IPOU3BOIHBIE UMUA301a.
Kon ATX: GO1AF11

MexaHusM aencTBusa U hapmakoanHamuueckue dhhEKThI

Ketoxonazon (mpou3BoIHOE MMHIA30JIIMOKCOJIaHA) — CUHTCTHUYECKOEC

MPOTUBOTPHOKOBOE CPEACTBO IIMPOKOTO CHEKTpa JCUCTBUS JJIi MECTHOTO

IIPUMCHCHMA.

OxaspiBaeT GyHrUIUIHOE U (YHTHCTATHUYECKOE JEHCTBUE B OTHOIICHUH

nepmarodutos: Trichophyton spp., Epidermophyton floccosum, Microsporum spp.;

JPOXOKEBBIX M JPOXkKenomnoOHbix rpubos: Candida spp., Pityrosporum spp.,
3


https://roszdravnadzor.gov.ru/

Torulopsis, Cryptococcus spp., auMop
AKTUBEH B OTHOIICHHH CTa(UIOKOKKOB M CTPENTOKOKKOB. MexaHW3M JCHCTBHS
3aKJII0YaeTCsl B YTHETCHHH OMOCHHTE3a IProcrepoiia M M3MEHEHWH JUIUIHOTO
cocTaBa MeMOpaHbl TPHUOOB.

5.2. dapmakoKHHeTHYeCKHE CBOiicTBA

AOcopbims
CuctemHas abcopOIus Py HHTPaBarMHAJIBHOM MPUMEHEHUH He3HAYNTEeIbHAS.

6. ®PAPMAIIEBTUYECKUE CBOMCTBA

6.1. IlepeuyeHb BCIOMOraTeJbHBIX BelECTB
byTtunruapokcruanuson.

[TonycuaTetnueckue raunepubl (Cymnmonup AM).

6.2. HecoBMecTHMOCTH
He npumenumo.

6.3. Cpok rogHocTu
3 roja.

6.4. OcoOble Mepbl NMPEIOCTOPOKHOCTH MPH XPAHEHHH
XpaHUTh B 3aIHAIIECHHOM OT CBETa MECTE MpHU Temmeparype He Boime 25°C.

6.5. Xapakrep u coaep:KaHUe NEPBUYHOI YIIAKOBKH
ITo 5 cynmo3uTopueB B KOHTYPHYIO SYEMKOBYIO YIIAKOBKY.

[Io 1 mmm 2 KOHTYpHBIE SYEHMKOBBIE YNAKOBKH BMECTE C HMHCTPYKLMEH IIO
MEIMIMHCKOMY TPUMEHEHUIO MIOMEIIAIOT B [TAaYKy U3 KAPTOHA.

6.6. Oco0bIe Mepbl MPeI0CTOPOKHOCTH npu YHUUTOKEHUHN
HCMOJIb30BAHHOTO JIEKAPCTBEHHOr0 TIpemapara WJIH OTXO/OB,
MOJIyYeHHBIX TOCJIe MPUMEHEHHUsl JIEKAPCTBEHHOr0 Tpenapara Wi
padoThI ¢ HUM

OcoOble TpeOOoBaHUs OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
Poccuiickaa ®enepanus

OAO «ABekcuma»
125284, Poccus, r. Mocksa, JlennHrpaackuii npocnekt, a. 31A, ctp. 1.
Ten.: +7 (495) 258-45-28.

DnekTpoHHas nmouta: info@avexima.ru
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7.1. TlpencraBuTeb JepKaTessi
[Iperen3un noTpeduTEIEH HAIPABIITh 10 aJIPECY:

Poccniickas ®@enepanms

OAO «ABekcuma»

125284, Poccusi, r. MockBa, JIeHUHTpaJACKuii poCHeKT, a. 31A, ctp. 1.
Ten.: +7 (495) 258-45-28.

DnekTponHas nmoyta: info@avexima.ru

8. HOMEP PETUCTPALHUOHHOI'O YAOCTOBEPEHUSA

9. JTATA IEPBUYHOM PETUCTPAIIMU (ITIOABTEPXKJIEHUSI
PEIT'UCTPAIIUU, TIEPEPEI'MCTPALIUN)
Jlata nepBUYHOUN pErUCTPaALIUU:

10. JATA TIEPECMOTPA TEKCTA

O6mas xapakrepuctuka jekapctBennoro npernapara KETOKOHA3OJI noctynna
Ha uHGOpPMAIMOHHOM TmopTajie EBpa3uiickoro 3KOHOMHUYECKOIO COK3a B
MHPOPMAIIMOHHO-KOMMYHHUKAIIMOHHOM cetn « HTepHEeT» https://eec.eaeunion.org


mailto:info@avexima.ru

