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OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOGFO TIPERAPATA 1002

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA
CTAIIPE/IVH, 10 mr, cynmo3uTOpHH peKTaIbHbIE.

2. KAYECTBEHHbBIW 1 KOJIMYECTBEHHBIA COCTAB

JleiicTByto11I€€ BEIIECTBO: IPOCTATHI AKCTPAKT

Kaxnprit cynmosutopuii comepxkut: 10 mr npocratel 3kctpakta (CTAIIPE/INH) (B mepecuere
Ha BOJIOPACTBOPUMBIE MENTUIBI).

[TonHbIi mepedyeHs BCIIOMOTaTENbHbIX BEIIECTB NMPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

CynnosuTopuu peKraibHblE.

Cynno3utopuu TopnenoodpazHoi (opMel 0T 6e0ro 10 GEI0ro ¢ JKEITOBAThIM MM CEpPOBATO-
OypoBaTbIM OTTEHKOM ILBeTa. Jlomyckaercss mnosiBieHHE O€JIOro Hajera Ha IOBEPXHOCTH
CYIIIIO3UTOPHUS ¥ HAJIMYUE HA CPEe3€ BO3LYLIHOIO CTEP>KHS U BOPOHKOOOPA3HOTO yIiTyOJIeHHs.

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3aHusl K IPUMEHEHHUIO

[Tpenapat nokasaH K NPUMEHEHHUIO Y B3POCIIbIX AIIUEHTOB cTapiue 18 ner.
— XPpOHUYECKHU NTPOCTATHUT.

— Cocrosgaus A0 1 1IOCJIC OIICPATHBHBIX BMCIIATCIILCTB HA HpeIlCTaTCJH)HOI\/JI KEJIC3C.

4.2. PexxuMm 103MpOBaHNs U CIIOCO0 NPUMEHEHUS
PexxuMm n1o3upoBanus

B3pocnbie mnpuMeHSAIOT 1Mo | CyNmoO3UTOPUIO TIOCIE CaMONPOU3BOJIBHOTO OMOPOKHEHHUS
KHUIIIEYHUKA WJIM OYUCTUTEIHHOM KIM3Mbl 1 pa3 B geHb. [locie BBenEHUS CYIIIO3UTOPHS
JKeaTeNIbHO MpeObIBaHWE MarueHTa B nocrenu B TedeHue 30-40 munyT. [[nuTenpHOCTh Kypca
Je4eHus npenaparoM — He meHee 10 nHei.
[Tpu HEOOXOIMMOCTH BO3MOXKHO MPOBEEHUE MTOBTOPHBIX KYPCOB.

€TU
bezomacHocTh u 3pPexTuBHOCT y Aereld B Bo3pacTe oT 0 10 18 ner Ha HACTOSIIIMKA MOMEHT He
YCTaHOBJIEHBI. /[aHHBIE OTCYTCTBYIOT.
Crnoco0 npuMeHeHus
PexranbHo.

4.3. IlpoTuBONOKa3aHUS

— TUNEPUYYBCTBUTEIHHOCTH K MPOCTATHI DKCTPAKTY WIH JTHOOOMY M3 BCIIOMOTaTEeNbHBIX BEIIECTB,
MEePEUYUCIICHHBIX B pasnene 6.1.;

— BO3pact 10 18 ner.

4.4. OcoOble ykazaHusl 1 MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH
Oco0ble ykazaHus

HpI/IMeHHIOT TOJIBKO IJIA JICYCHUA B3POCJIBIX MYKYHWH; HC IPUMEHAIOT Y )KCHIIIUH U /:[eTeﬁ.
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JleyeHne XpOHUYECKOTO MPOCTATUTA JAOKHO OBITH KOM@EMEQ&E&E{%@&)&B& -ira';'m'hy c

Ha3Ha4YCHHWEM IIpernapara MPUMEHEHUE JPYIMX TpyNN JIEKapCTBEHHBIX IPENapaToB U
HEMEIMKAMEHTO3HBIX METO0B JICUCHUS.

Jlo Hayana Je4yeHHs XPOHUYECKOTO MPOCTATUTA M, PU HEOOXOAWMOCTH, B MPOLIECCE JICUCHUS
PEKOMEHIyEeTCsl IPOBOJIUTD aHAJIU3 CEKPETa NPEACTATEIIbHON KEIE3bI.

4.5. B3aummopaeiicTBMe ¢ JPYrHMM JIEKAPCTBEHHBIMHM MpenapaTaMu W Jpyrue BH/bI
B3aNMOJAEeHCTBUSA

[IpenapaT MOXKeET MPUMEHATHCS B KOMIUIEKCHON Tepanuu.

Cnyqan B3aHMOHeI>'ICTBI/I$I HJIM HCCOBMCCTUMOCTH C APYIUMH JICKAPCTBCHHBIMU CPCACTBAMU HC
OIIHMCAaHBbI.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTALMS
[Ipenapat He peHa3HAYCH IS TPUMEHEHHS Y JKEHIIUH.

4.7. BunsiHue Ha CMOCOOHOCTH YHPABJATHL TPAHCHOPTHBIMM CPEACTBAMH H padoraTh ¢
MeXaHU3MaMH

HpI/IMeHeHI/Ie Imperapara HC OKa3bIBACT BJIMAHUA HA CHOCOOHOCTH K BBIIOJHEHHIO IIOTCHIUAJIBHO
OIIaCHBIX BHIOB JCATCIIBHOCTH, Tp€6YIOHII/IX MHOBBIIIIEHHOU KOHIOCHTpAallMKM BHHUMAHHUA U
OBICTPOTHI ICUXOMOTOPHBIX peakUuil (B TOM 4YUCIE YIpaBI€HHE TPAHCHOPTHBIMU CPEICTBAMU,
paboTa ¢ IBIKYIIMMUCS MEXaHU3MaMH ).

4.8. HexkesaTesibHbIEC peaKIUU
Pe3roMe HexkellaTeNbHBIX peaKIuil

Knaccudukanus dacTtoTel pa3BuTus M000YHBIX 3¢ (HEKTOB, pekoMeHayemas BcemupHoi
opranm3anueit 3apaBooxpanenus (BO3): ouens uacto (>1/10), wacto (>1/100, <1/10), Hewacto
(>1/1000, <1/100), peaxo (>1/10000, <1/1000), ouenr peaxo (menee 1/10000), gacrora
HEW3BeCTHA (HE MOXKET OBITh YCTAHOBJICHA IO UMEIOIIMMCS JTAHHBIM).

Hapywenus co cmoponvl ummyHHoU cucmemul. 4acTOTa HEU3BECTHA — AJUIEPTUUYECKUE PEAKIIUH.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mare 0 M0J03peBaeMbIX HEXKeEJaTelIbHbIX pEeaklUsX Ha JIeKapcTBa IOCIe
perucTpalnyy JEeKapCTBEHHOIO Ipernapara C IeJblo 00ecreueHnss HePepbIBHOI0O MOHUTOPUHTA
COOTHOILIEHUS «II0JIb3a — PHUCK» JIEKAapCTBEHHOro mpemnapara. MeIUIMHCKUM pabOTHHKAM
peKoMeHayeTcss  coo0marb O  JIOOBIX  TOJ03PEBAaCMBIX  HEKENATENBbHBIX  PeaKIusIxX
JIEKapCTBEHHOI'0 IIpernapara 4yepe3 HallMOHAJIbHBIE CHUCTEMBI COOOLIEHHS O HeXKeIaTelbHbIX
peaKUMAX rocy1apcTB — wWieHoB EBpa3uiickoro 5KOHOMUYECKOT0 COr3a.

Poccuiickas ®@edepayus

OenepanbHas ciayxk0a mo Haa3opy B cdepe 3apaBooxpanenus Anpec: 109012, r. Mocksa,
CrnaBsiHCKas 1I0maab, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnexTponHas moyra: pharm@roszdravnadzor.gov.ru
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Caiit B MH(POPMAIOHHO-TEJIEKOM vaHHKaIiMi;t;%J': BAZEHEHOC EHQI:%eT»:

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

4.9. Ilepeno3npoBka
Jlo HacTOsIIEro BpEMEHHU Cllyyad IepeI03UPOBKH MperapaTa He 3aperHCTPUPOBAHBI.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoauHaAMHUYeCKHE CBOMCTBA

dapMakoTeparneBTUYECKasl TPYIIA: CPEICTBA, MPUMEHSEMbIC B ypPOJIOTHH, IPYTHE CPEICTBA,
MPUMEHSIEMBIE B YPOJIOTHH.

Kox ATX: GO4BX.

MexaHu3M JAeicTBHS U (hapMaKoguHAMUYECKHE YD (DEKTHI

CTAIIPE/IVH o6nagaer opraHOTPONHBIM JIeHICTBHEM Ha MPEACTATENbHYIO JKele3y. Y MEHbIIAeT
CTENEHb OTEeKa, JIEHKOLUMTApHOM MHQUIbTpaLMU MpeACTaTeNbHON KeJe3bl, HOPMAJIU3YyeT
CEKPETOPHYIO (DYHKIMIO 3MUTENNAIBHBIX KJIETOK, YBEJIWYMBAET YUCIIO JICLUTHHOBBIX 3€pEH B
CEKpEeTe AalUHYCOB, CTUMYJMPYET MBIIIECYHBI TOHYC MOYEBOrO Iy3bIps. YIydllaer
MUKPOIMPKYJSALUIO B TIPEACTATEIHHON JKele3e 3a CUeT YMEHBIICHHS TpoMO00Opa3oBaHMS,
AQHTHArperaHTHOM aKTUBHOCTH, IPEMATCTBYET Pa3BUTUIO TpoMOO3a BEHYJ B IpEACTaTeNbHON
Kelese.

CTAIIPEJIMH nHOpmanu3yeT mapaMeTpbl HPEACTaTEeIbHOM JKEle3bl U ISKYJATa. Y MEHbIIAET
60J1b U AUCKOMPOPT, YCTPAHSAET JU3YPUUECKUE SIBICHUS, YIyUIlIaeT KOMyJIATHBHYIO (YHKIIHIO.

5.2. ®apmakoKMHeTHYECKHE CBOMiCTBA
He nmpumenumo.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
TBepasblii xKup

6.2. HecoBMecTHMOCTH
He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHHus1)
2 rona.

6.4. OcoOble Mepbl MPE0CTOPOKHOCTH NPHU XPAHEHUU
[Tpu Temneparype He Boie 25 °C.

6.5. XapakTep u coaep:kaHue NePBUYHON YIIAKOBKH
I[To 5 cynno3suTopueB MNOMEHIAIOT B KOHTYPHYIO SYEMKOBYIO YIAKOBKY W3 IUIEHKU
MOJIMBUHUIXJIOPUTHOM, TAMUHUPOBAHHON MOJIUITUIIEHOM.
I[To 1 win 2 KOHTypHBIE AYEUKOBBIC YIMAKOBKM BMECTE€ C HMHCTPYKIHUEH MO MEIUIMHCKOMY
MPUMEHEHHUIO JIEKaPCTBEHHOT'O Iperapara MOMEealoT B MAUKy U3 KapTOHA.
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(NOCNEQCBATENEHOCTE 0002)

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH  YHUUYTOXKEHHH  HMCIOJb30BAHHOIO
JIeKAPpCTBEHHOr0  MpenapaTta WJIH  OTXOJA0B, MOJYYeHHBIX TOCJe NpPUMeHeHHUs
JIEKAPCTBEHHOT0 Mpenapara, u pyrue MaHUuMyJIsIHU ¢ MPenapaTom

Oco0ble TpeOOBaHHS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSI

Poccuiickas ®@enepanus

®denepanbHOE TOCYAAPCTBEHHOE YHUTAPHOE NTpeAnpusiTiHe « MOCKOBCKUHN SHIOKPUHHBIN 3aBOJI»
109052, r. Mockaa, yi. HoBoxoxmoBckas, A. 25

Temn.: +7 (495) 678-00-50

dakc: +7 (495) 911-42-10

mez@endopharm.ru

7.1. IlpeacTaBUTENb A€PKATE/IsI PETHCTPALMOHHOTO Y10CTOBEPEHUsI
[IpereH3un noTpedUTENeH HAMPABIATH 110 A/IPECY:

Poccuiickasa ®eoepayus

®denepanbHOE TOCYIAPCTBEHHOE YHUTAPHOE NpeanpuaTue « MOCKOBCKUI SHIOKPUHHBIN 3aBOI
109052, r. Mockga, yi. HoBoxoxmnoBckas, . 25

Ten.: +7 (495) 678-00-50

®dakc: +7 (495) 911-42-10

pv@endopharm.ru

8. HOMEP PETUCTPAIMOHHOI'O YOCTOBEPEHUA

9. JATA NEPBUYHOMN PEI'MCTPAIIMU (ITIOJATBEPXKJIEHUSI PETMCTPAIIMMA,
HEPEPETUCTPALINN)
Jlata nepBoii peructpanuu:

10. IATA IEPECMOTPA TEKCTA

O6mas  xapaktepuctuka JsekapctBeHHoro mpemnapata CTAIIPEJIMH  pocrymna Ha
uH(pOpMallMOHHOM TMopTaje EBpasuiickoro SKOHOMHMYECKOTO COr03a B HMH(DOPMAIOHHO-
KOMMYHHUKAIIMOHHOM cetu «HTepHe™ https://eec.eaeunion.org/.
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