COOQTBETCTBYET 3KCMEPTHOMY OTYETY
o1 18.12.2024 Ne 28040
OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOFOTIPERAPATA 7003

1. HAUMEHOBAHHUE JIEKAPCTBEHHOI'O ITPEITIAPATA

Haramunun, 100 mr, cynno3utopun BaruHaJIbHBIE.

2. KAUECTBEHHbBINA U KOJIMYECTBEHHBIN COCTAB
JelicTBytolee BENIECTBO: HATAMUIIMH.
1 cynno3uropuii conepxxut 100 Mr HaTaMuLIMHA.

[TonHbI IepeyeHb BCIOMOTaTeIbHBIX BELIECTB IPUBENICH B pa3ene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Cynno3uTopuu BaruHajibHbIE.

Cynno3uTopuu TOprneA0BUIHON (OPMBI OT CBETIO-KENITOr0 O CBETIO-KOpUYHEBOro 1sera. Ha
IIPOJIOJILHOM pa3pe3e JI0JKHBI OTCYTCTBOBATh MOCTOPOHHUE BKIIOUEHHUs. Jlonmyckaercs Haau4ue
BO3/YIIHOT'O CTEPXKHsI IM BOPOHKOOOPA3HOIO yriyOIeHusl.

4. KIMHUYECKUE JTAHHBIE

4.1. Iloka3aHus1 K IPUMEHEHHUIO

Ilpemapar HaramMunuH 1OKa3aH NpPH BarMHWTAX, BYJIbBUTaX, BYJIbBOBAIMHHUTAX, BBI3BAHHBIX
riaBHeIM 00pa3zom rpubamu Candida.

4.2. PexxuMm 103MpoOBaHNs U c1IOCO0 MPUMEHEeHUs!

PexxuM 103upoBaHus

ITo 1 cynnosuToputo 1 pa3 B CyTKH Ha HOUb B Te4eHUE 3—6 HEN.

HpO}IOJ’DKI/ITeJ'II)HOCTB KypcCa JICUCHUA YCTAaHABJIMBAIOT WHIAWBUAYAJIBHO. Ilocne mcue3HOBEHUS
CHMIITOMOB 3a00JIeBaHUS PEKOMEHAYCTCA TPOAOJIKATD JICHECHUC €IIC HCCKOJIBKO ,Z[Heﬁ.

Criocob nmpuMeHeHus

WntpaBaruHanbHo. Cynmo3uTopuil  OCBOOOKIAIOT OT KOHTYPHOM YHNAKOBKM UM BBOJSAT
3a0CTPEHHBIM KOHIIOM, HaXO/ISICh B MIOJIOKEHUH JIeXkKa, TI0 BO3SMOXHOCTH INTyOOKO BO BiIarajiuiie.

4.3. TIpoTuBONMOKA3AHUS

o [loBbIIeHHAas YYBCTBUTEIHHOCTh K HATAMUIIMHY WIH JII0OOMY M3 BCIIOMOTAaTEIbHBIX
BEILIECTB, NIEPEUYHCIICHHBIX B pa3zeine 6.1.

4.4. OcoOble yka3aHusi U Mepbl IPeIOCTOPOKHOCTH NIPH NPUMEHEHHH

[Ipy BarMHaNbHOW AaNIUIMKAIMKM TIOJ JCHCTBHEM TEMIEpaTypbl Tela CYINMO3UTOPUU
IpeBpallaloTcsl B IEHHCTYI0 Maccy, 4YTO CIIOCOOCTBYET pPaBHOMEpPHOMY paclpeeseHUI0
HATaMHIIMHA [0 CITU3UCTON 000I0YKE BIIaraiuila.
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PCKOMCHAYCTCSA IMPOBECTU 06CHCI[0BaHI/Ie IMMOJIOBBIX TIAPTHCPOB W B CJIydacC BbISBJICHUA
KaHAUAO3HOI'0 MMOPAXCHUA MPOBECTU KyPC JICUCHUA HATAMHUIIMHOM. B nepuo Je4cHud CJICAYyCT
HCIIOJIB30BAaTh 6apbepHLIe MCTOJbI KOHTpalCIIHUH.

B cnyyae xpoHudeckoi WM peuuauBUpYIOUIeH HMHGEKIUH MECTHOE JICYEHHE MOXKET ObITh
JIOTIOTHEHO Ha3HAYeHHEM HaTaMUIMHA B BUJE TaOJIETOK JIJIs IpUeMa BHYTpb JUJIsl CAaHAIIMK o4ara
KaHAMJI03HOH WHQEKIUH B KUMICYHHKE. s JedeHus KaHAMIO03HOTO MOPaKEHUS MOJOBBIX
OpraHoB NapTHepa Ha3HAYalOT HaTaMHUUUH B Qopme kpema. Eciam KiIMHWYECKHE NpPU3HAKU
UHQEKIMH COXpPAHATCA TIOCJIE 3aBEpUICHUs JICYEHUS, CIEAYeT MPOBECTH IOBTOPHOE
MUKpPOOHOJIOTUYECKOE HCCIIEJOBAHUE C 1I€JIbI0 IOATBEPXKAEHUS JauartHosa. llpu nedeHun
BarMHAJIBbHBIX HMH(EKIUI MpenapaT HeIb3sd NPUMEHATh BO BpeMsl MEHCTpyalluH, JeueHUe
11€J1€c000pa3HO HAYMHATH 10CJIE MEHCTPYALIUH.

[Tpu npumeHeHnH MpenapaTa BO BpeMsi 06peMEHHOCTH HE CIIEAYET UCII0Ib30BaTh aIIMKATOP.

4.5. BzaumoaeiicTBue ¢ JPYrHMH JIEKAPCTBEHHBLIMHM TMpenapaTaMd W JApyrue BH/bI
B3auMOAelCTBUA

JlexapcTBeHHOE B3aMMOJECICTBUE Mpenapara C APYTMMHU JIEKAPCTBEHHBIMHU IIperapaTaMu He
OIHCAaHO.

4.6. ®epTUWIBLHOCTD, 0€PEMEHHOCTH M JIAKTALUS

Bo3moxHO mnpuMeHeHue mpenapara BO BpeMsi OEpeMEHHOCTH U B IEPUOJ TPYIHOIrO
BCKapMJIMBaHUS.

4.7. BiusiHue HA CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMH CpeICTBAMH M padoTaTth ¢
MeXaHu3MaMu

HaTaMI/IIII/IH HE OKa3bIBAET BIMSHHE HA CITOCOOHOCTh YIIPpaBJIATHL TPAHCIOPTHBIMH CPEACTBAMU U
pa6OTaTB C MCXaHHU3MaMHU.

4.8. HexkeslaTeJibHBIE peaKINu

Pe3roMe HeXeTaTeIbHbIX PEeaKIui

IIpy MECTHOM NPUMEHEHUU BO3MOKHO JIETKOE Pa3IpaKCHHUE U OILLYLIEHHUE MOKEHUS B MECTE
BBEJICHMUS.

COO6H.ICHI/IC 0 TOAO03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxxHo coo01maTh 0 1o/103peBaeMbIX HEXENATENbHBIX PeaKIUsaX MOC/Ie PErUCTpalliy Mpenapara ¢
LEeNbI0  O0EcreYeHns: HEMpEephIBHOIO MOHUTOPHHIA COOTHOIIEHUS «IOJb3a — PHCK»
JIEKapCTBEHHOI'0 TMpernapara. MeIuuHCKUM pabOTHHKAM PEKOMEHIYeTCs cOOOIaTh O JIF0ObIX
M0JI03PEBAEMBIX HEKENATEIbHBIX PEaKlUIX JIEKAPCTBEHHOTO IpernapaTa yepe3 HallMOHaIbHbIE
CHUCTEMBI COOOILEHUS O HEXKeJaTeNbHbIX pEeaKIUsiX ToCyAapcTB — ujeHOB EBpasuiickoro
HKOHOMHYECKOTO COI03a.

Poccuiickas @enepanus

Anpec: 109012, Mocksa, CnaBsiHCKas 11011ajib, 1. 4, cTp. 1
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Tenedon: +7 (499) 578-06-70, +7 (499) 578-02-20
DnekrpoHHas mouta: pharm@roszdravnadzor.gov.ru
Caiir: https://roszdravnadzor.gov.ru/

4.9. llepeno3upoBKa

O ciydasx nepeo3upoBKH MpernapaTa He COO0IIAI0Ch.

5. ®PAPMAKOJIOTTYECKHUE CBOMCTBA
5.1. dapmakoanHaMHYecKHe CBOlicTBA

dapmakoTepaneBTHUECKasi  TpyIma: MOPOTUBOMUKPOOHBIE  CpEACTBA W AHTUCENTHKH,
IPUMEHSEMblE B TMHEKOJOTMH; IPOTUBOMHUKPOOHBIE CpPEJICTBA M AHTHCENTHUKH, KpoMe
KOMOMHAIUNA ¢ KOPTUKOCTEPOUAAMHU; AaHTUOMOTHKHU.

Kon ATX: GO1AA02

MexaHu3M ASHCTBUS U d)aDMaKOHI/IHaMI/I‘IeCKI/Ie Sd)(beKTbI

[IpoTHBOrpUOKOBBIN MOIHUEHOBBIM AHTUOMOTHK W3 TPYIIBI MAKPOJIUIOB, UMEHOLININ ITHPOKHI
criektp jeiictBus. OkaspiBacT (GYHTHIUAHOE [eiicTBHe. HaraMHIMH CBSI3BIBACT CTEPOJIBI
KJIETOYHBIX MEMOpaH, Hapymias WX IIeJIOCTHOCTh W (DYHKIHMH, YTO UPUBOAUT K TrHOCTH
MHKpOOpraHu3MoB. K HaTaMHUIIMHY 4YyBCTBUTEIBbHBI OOJBIIMHCTBO MATOTCHHBIX JPOMKIKEBBIX
rpudoB, ocobenHo poxa Candida. MeHee 4YyBCTBUTEIbHBI K HATaMHUIMHY JepMaTO(UTHI.
Pe3uCTEHTHOCTh K HATAMHUIIMHY B KIIMHHYECKOM MPAKTHKE HE BCTPEYACTCS.

5.2. ®apMakoKHHeTHYECKHE CBOWCTBA

HaTaMI/IIII/IH HE OKa3bIBa€T CHUCTCMHOI'O I[@flCTBI/I?[, TaK KaK IMPAaKTHYECKMU HEC BCACBIBACTCA C
MMOBEPXHOCTHU CIU3UCTBIX 000JI0YEK.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. [lepeyensb BcmomMorareJbHbIX BellleCTB
Makporoarnuieposna ruapokcucteapar 40
Kpemuus 1MOKCHI KOJITIOWAHBIN

Kup tBepambIii

6.2. HecoBmecTUMOCTH

He npumennmo.

6.3. Cpok rogHocTH (CPOK XpaHEeHUsl)

2 rona.
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6.4. Oco0bie MepbI NPEJOCTOPOKHOCTH IPH anernyt | © ST IEAOBATENEHOCTE 0003]

XpaHUTh B 3aIUIIEHHOM OT CBETa MECTE MpH TeMriepatype He Boimie 25 °C.
6.5. XapakTep u cofepkaHue MEPBUYHONH YIAKOBKH

I[To 3 mau 5 Cynmo3uTopueB B KOHTYPHYIO SYEMKOBYIO YNAKOBKY M3 IOJMMEPHOW IJIEHKHU
I[IBX/TID.

I, 2 wmu 3 KOHTypHbIE SYEUKOBBIC YNAKOBKM BMECTE€ C HHCTPYKIMEH IO MEIUIIMHCKOMY
MPUMEHEHHUIO IMOMEIAOT B MAUKy U3 KapTOHA.

6.6. OcoOble Mepbl  NPEJOCTOPOKHOCTH NPH  YHUYTOKEHUHM  HCIOJH30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WJIM OTX0A0B, TMOJYYEHHBbIX IIOcjle NPHMEHEeHUus
JIEKAPCTBEHHOT'0 MPenapara, u Apyrue MaHUIYJISIIUM ¢ IPenaparom

Het oco0bIx TpeOOBaHM K yTHIIM3AIUH.

7. AEPXKATEJIb PETUCTPALHUOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanus

000 «tOxxDapm»

353821, KpacHonapckuii kpait, KpacHoapmerickuii p-H, cT. IBaHoBcKas, yi1. Jlyounckas, 1. 65.
Ten.: +7 (86131) 5-35-65

dakc: +7 (86131) 2-28-28

E-mail: info@yuzhpharm.ru

7.1. llpeacraBuTe/ib AepPKATENs PETrUCTPAIIMOHHOIO YA0CTOBEPEHUS

[Iperen3un norpeduTENed HAOPABIATE 110 aIPECY:

Poccuiickas ®enepanus

000 «OxDapm»

353821, Kpacnonapckuii kpaii, Kpacnoapmeiickuii p-H, cT. FIBaHoBckas, yi. JlyouHckas, 1. 65.
Ten.: +7 (86131) 5-35-65

daxc: +7 (86131) 2-28-28

E-mail: info@yuzhpharm.ru

8. HOMEP PETUCTPAIIMOHHOTI'O YOCTOBEPEHUA

9. IATA TEPBUYHOM PETUCTPAIIMA (IIOATBEPXXJIEHWUSA PETUCTPAIINN,
INEPEPETUCTPALINN)

[lata nmepBoii peructpanuu:
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10. TATA IEPECMOTPA TEKCTA (NOCNEOCBATENEHOCTE 0003)

OO0miass ~ xapakTepuCTUKa  JIEKApCTBEHHOro  mpemapara  HatamuuuH — gOocTynmHa  Ha
uH(OPMAIIMOHHOM TMopTane EBpa3suiiCKOro SKOHOMHYECKOTO COI03a B HH(OpPMAIIMOHHO-
KOMMYHHUKAIMOHHOM cetu «HTepHer» https://eec.eacunion.org/.



