COOTBETCTBYET ZKCTNEPTHOMY OTHETY

ot 02.04 2025 N° 8833

(NOCNEAOBATENEHOCTb 0002)

NMHCTPYKLUA
10 MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA
CTAIIPEJIUH®

PerncrpanuoHHblii HOMep:

Toprosoe naumenosanue: CTAIIPEJITUH®

I'pynnupoBoYHOe HAMMEHOBAHHUE: [IPOCTATHI IKCTPAKT
JlekapcTBeHHas (popMa: pacTBOP JJIsl BHYTPUMBIILIEYHOTO BBECHUS
Cocras

1 mMJ1 pacTBOpa COACPIKHUT:

ﬂeﬁcmgwomee eeulecmeo.”

npocratsl skctpakT (CTAIIPEJMH®) B nepecyere Ha BOAOPACTBOPUMBIE TIENTHIBL — 5,0 MT

Bcnomoeamenvuvie sewecmea.

rauiuH — 50,0 Mr, Boja 11t HHBEKIUHA — 40 1 MII

Onucanue:

[Ipo3paunblii pacTBOp OT OECIIBETHOTO IO CBETJIO-XKEJITOTO IIBETA.

dapmakoTepaneBTHYecKAass TPyNNa: Mpenaparsl, MTPUMEHSEMbIE B YPOJIOTHH; JAPYTHE TMpenaparsl,
MPUMEHSEMbIE B YPOJIOTHH.

Kon ATX: G04BX

dapmMaKoJ0rH4ecKne CBOHCcTBa

@CZDMCZKOOMHCZMMKCI

CriocoOCTBYET YMEHBIIEHUIO OTEKA, JIEUKOUUTAPHON MHOUIBTPALUU U TpoMO03a BEHYJI NpeACTaTeIbHON
KeJle3bl, HOPMAIU3YET CEKPETOPHYI0 (GYHKIHUIO SIUTEIUAIbHBIX KIETOK, YBEJIWYUBAET KOJIUYECTBO
JELUTUHOBBIX 3€PEH B CEKPETE AllMHYCOB, CTUMYJINPYET MBIILIEYHBII TOHYC MOYEBOT0O ITy3bIpSI.
YMenbiaet TpoM0000pa3zoBanue, 0071a1aeT AaHTHArPETaTHON aKTUBHOCTBIO.

Dapmakoxurnemuxa

HeﬁCTBYIOIHHM BCIICCTBOM IIpCIiapara ABJIAOTCA BOAJOPACTBOPHUMEBIC IIETITUABI, CXOAHBIC C SOHIOTCHHBIMU
NEenTugaMu 4€JI0BCKa, B CBA3U C UCM ITPOBCACHUC q)apMaKOKI/IHeTI/I‘-IeCKI/IX I/ICCJIGI[OBaHI/Iﬁ HEC
MpeACTaBISIETCS BO3MOXKHBIM. [Ipy nonaganuu B opraHu3M NeNTHAbl PACIIECIUIIOTCS IPOTEa3aMu 10
AMUHOKHCIIOT.

IMoka3anusi K NpUMEHEHUI0

XpOHI/I‘IeCKI/Iﬁ HpOCTaTI/IT; OCJIOKHCHMUS IMOCJIC OIICPATHBHBIX BMCHIATCIILCTB HA HpeHCTaTCHLHOﬁ KCIIC3C.
IIporuBonOKa3aHUsA

— 'HIEPUYYBCTBUTCIIBHOCTD,
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— JCTSIM ¥ TIOJIpocTKaM 0 18 merT.

IIpuMeHenne npu 6epeMEHHOCTH M B MEPHO/I TPYIHOr0 BCKAPMJIMBAHUS

[Ipenapat He mpeaHa3HaueH K MPUMEHEHHIO Y )KCHIIIHH.

Cnoco0d npuMeHeHMs M 103bI

BuyTtpumsbiieyHo o 5-10 Mr ouH pa3 B CyTKH B TeueHue 5-10 qHeil.

[Ipu HeoOXx0oAMMOCTH MPOBOJAAT MOBTOPHBIN Kypc (depe3 1-6 MecsiieB).

ITo0ouHoOE nelicTBHE

YacTora BO3HHUKHOBEHHS MOOOYHBIX A(P(PEKTOB ONpenesuiach B COOTBETCTBUU C KiacCH(UKAIUCH
Bcemupnoii Opranusanuu 31paBooxpaHeHus: o4eHb 4acto (> 1/10), gacto (> 1/100, < 1/10), Hewacto (>
1/1000, < 1/100), peaxo (> 1/10000, < 1/1000), ouensr penaxo (< 1/10000), vacrora HeusBecTHa (Ha
OCHOBAaHUHU UMEIOIIUXCS IAHHBIX OIICHUTh HEBO3MOJXKHO).

Hapywenus co cmopoHbl uMMyHHOU cucmeMbl: 9aCTOTA HEU3BECTHA — AJUIEPTUYCCKHUE PEAKIIUH.

Ecnu nobvle uz ykazannvix 8 uncmpykyuu nobounsix sghgexmos ycyeyonsaromes, unu Bol samemunu 1odvle
opyeue nobounvie IhGexmol, He YKA3aHHble 8 UHCMPYKYUU, CO0Owume 00 3mom epauy.
Ilepeno3upoBka

Jlo HacTOSIIEro BpEMEHU CBEIEHUH O Mepelo3UpOBKe Mpernapara He 3aperucTpupoBaHo.
B3aumopeiicTBHe ¢ IPYrUMH JIEKAPCTBEHHBIMH CPeACTBAMH

[Ipemapatr MOXXET TPHUMEHSATHCS B KOMIUIEKCHOW Tepammu. Cilydyanm B3auMOJCHCTBHS WU
HECOBMECTHMOCTH C JIPYTHMMH JIEKAPCTBEHHBIMHU CPEICTBAMH HE OITHCAHBI.

Oco0ble yka3anus

[IpemapaT mpUMEHSIOT AJIs JICYSHUS B3POCTBIX MYKUUH; HE MPUMEHSIOT Y KEeHIIWH U Jneteil. Jleuenue
XPOHUYECKOTO TPOCTATHTA JIOJKHO OBITh KOMIUIEKCHBIM, IMPEINOJaraloiiiM Hapsay C Ha3HAYeHHUEM
npenapara CTAIIPEJIMH® mnpumeHenue Jpyrux TIpyII  JIEKapCTBEHHBIX — NpenapaToB M
HEMEIMKAMEHTO3HBIX METOJIOB JieueHHs. [lo Hayama JiedeHUS XPOHUYECKOTO TMPOCTATUTA W, MPH
HEOO0XO/IMMOCTH, B TPOLIECCE JICUCHUS PEKOMEHIYeTCs MPOBOJIUTH AHAINU3 CEKpeTa IpelCTaTeIbHON
JKETIe3Bl.

B mepuo mpuMeHeHus penapara Uik XpOHUIEeCKOT0 TPOCTATHTA CIIEyeT PETyJISIPHO MOCEIIaTh Bpada
JUTS IPOBEIEHUS] CTAHIAPTHOTO KOHTPOJISI TaHHOTO 3a0oneBanus. [Ipexae yem HauaTh Kypc JIeueHus,
HE00X0UMO YOEIUTHCS, UTO MATOIIOTUS UMEET T0OPOKAYEeCTBEHHBIN XapaKTep.

Bausinne Ha cioCOOHOCTH YIIPABJISITH TPAHCIIOPTHBIMH CPeACTBAMH, MEXaHM3MaMHU
ITpumMeHeHMe npenapaTa He OKa3bIBAET BIUSHHS HA CIOCOOHOCTH K BBIIOJIHEHUIO IIOTECHIIMAIBHO OMACHBIX
BUJIOB JEATEIBHOCTH, TPEOYIOIUX MOBBIIIEHHONW KOHIIEHTPAL[MY BHUMAaHUS U ObICTPOTHI ICHXOMOTOPHBIX

peakiuii (ymnpaBiieHHE TPAHCIIOPTHBIMU CpeICTBaMM, paboTa ¢ IBMKYIIMMHUCS MeXaHH3MaMmH, padora
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JUCIIeTYepa, OnepaTopa).

®opma BhINIyCKA

PacTBOp /U1 BHYTPUMBIIIEYHOT'O BBEIEHUS, 5 MI/MIL

ITo 1 M B ammyJsl M3 OECLIBETHOTO CTEKJIa IEPBOr0 T’HAPOIUTHYECKOTO Kiacca.

Ha ammynry HaK/I€HMBarOT 3TUKETKY CAMOKJIESAIIYIOCS.

[To 5 aMmyn mOMEIAOT B KOHTYPHYIO SYEHKOBYIO YIIAKOBKY W3 IJICHKH MOJUBUHUIXJIOPHIHON U (POIBTU
AJIFOMUHUEBOM [1€4aTHON JJaKUPOBaHHOM W1 'MOKOM YITaKOBKU HAa OCHOBE aJIFOMUHUEBOH (DOJIBIH, UITH O€3
dhonbru.

Ilo 2 xoHTypHBIE sueiKoBble ymakoBKU (¢ Qonbroi mnm 6e3 (oyibIM) BMECTe C MHCTPYKLUHUEH 1o
IIPUMEHEHHUIO Npenapara, HO’KOM WK CKapu(pUKaTOPOM aMITyJIbHBIM [TOMEILAIOT B MAYKy U3 KapTOHA JJIs
MOTPEOUTENLCKON Taphl.

HpI/I YIIaKOBKEC aMIIyJI C HaApE3aMUu (HaCE‘HKaMI/I) W TOYKaMH MJIM KOJIbIIaMH HU3JI0Ma HOXKH NN
CKapI/I(bI/IKaTOpLI AMITYJIbHBIC HC BKJIA/IbIBAOT.

YcaoBust xpaHeHus

IIpu Temnieparype ot 2 1o 8 °C.

XpaHUTb B HEOCTYITHOM JUIsl JETEN MECTE.

Cpok rogaocTu

2 roga. He mpuMeHSTH 1OCIie HCTEYEHUSI CPOKA TOTHOCTH.

YciaoBus oTmycka

OTnyckarT Mo penenty.

IIpousBoauTeb:

Poccutickas @enepanus

denepanpHOE TOCYIAPCTBEHHOE YHUTAPHOE NpeAanpusiTie « MOCKOBCKUI SHAOKPUHHBIN 3aBOI»

(OI'VII «OHAODAPM»)

IIpouzeo0cmeo 20moeoii 1ekapcmeeHHOU Popmbi:

109052, r. MockBa, BH.Tep.I. MyHUIMNAIbHbIN OKkpyr Huxkeroponckuii, yin. HoBoxoxiosckas, a. 25,
cTp. 2

Buinyckarowuu konmpons kauecmea:

109052, r. MockBa, BH.Tep.I. MyHULIMNAIbHbBIM Ookpyr Hukeropoackuii, yia. HoBoxoxmnosckas, a. 25,
ctp. 1

Baajesen  perucTpamuoHHOro  yaocroBepenusi/OpraHusanusi, NPUHUMAKIIAS  NPeTEeH3UH
norpeouTeIst:

Poccuiickas @enepanus



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 02.04. 2025 N= 8833

(MOCNEODBATENBEHOCTE 0002)

®denepanbHOE TOCYAAPCTBEHHOE YHUTApPHOE Mpeanpusitue «MOCKOBCKUNM SHIOKPUHHBIN 3aBoy (DIVII
«OHIAODAPM»)

109052, r. MockBa, BH.Tep.r. MyHULIMNAIbHbIM Okpyr Huxkeropoackuii, yn. HoBoxoximoBckas, a. 25,
ctp. 1

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

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

https://www.endopharm.ru
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