COOTBETCTBYET 3KI
ot 17.06.2025 N= 14957

(NOCNEOOBATENEHOCTL 0002)

CMEPTHOMY OTUETY

OBLIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

[Tporectepon, 25 Mr/mi1, pacTBOp AJIsI BHYTPUMBIIIICUHOT'O BBEACHUS [ MaCIISTHBIMN .

2. KAUECTBEHHBII M1 KOJIMYECTBEHHBIN COCTAB

JelcTByrolee BENECTBO: MPOreCTEPOH.

B M1 pacTBOpa mpemnapara coep>Kutcs 25 Mr nporectepoHa

Kaxnas amnyna 1 mu1 mpenapaTta coOAEpKUT 25 Mr porecTepoHa.

BcenomorarenbHble BelllecTBa, HAMYME KOTOPBIX HAJIO YYUTHIBATh B COCTABE JIEKAPCTBEHHOI'O
npenapara: OSH3WIOBBII CIIUPT, COEBOE Macio (cM. pasnen 4.4).

ITonubIi MNEPCUCHb BCIIOMOT'ATCIIbHBIX BCIICCTB IIPUBCACH B Pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
PactBOp /U151 BHYTPUMBIIIEYHOTO BBEICHUS [MACIISIHbIN .
[Tpo3paunblii MaCIIHUCTBIM O€CLBETHBIN UJTU C KEITOBATHIM OTTEHKOM PACTBOP C XapaKTEPHBIM

3ar1axoM.

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3zaHusi K NPUMeEHEHH IO

[Ipenapar IlporectepoH mOKa3zaH B3pPOCIBIM MAllMEHTKaM IpU OECIUIOJUU  BCIEJICTBUE
HEJ0CTAaTOYHOCTH JKEJITOro Teja sIMYHUKA B CIIydae HEMEPEHOCUMOCTH WM IPOTUBONOKA3aHUS K

MMPUMCHCHUIO ITIpCIiapaTta NnepopajibHO UJIN HHTPABAI'NHAJIBHO.

4.2. PexxuMm 103MpoBaHNs U €c1IOCO0 NPUMEHEeHUs

Pexxum 103upoBaHus

[Tpu Gecrmmoanu BCIENCTBUE HEIOCTATOUYHOCTH JKEJITOTO Tela sSUYHuKa mo 12,5 Mr/cyTku B
TeYeHUe 2 HeJIEeb C TI0CIIe OBYJISAIINH.

Oco0ble TPVIIILI TAIUEHTOB

Tayuenmuwr nodcunozo eospacma
O¢ddexTrBHOCT M 6€30IMACHOCTD MPOTECTEPOHA Y MALMEHTOK MOKUIOro Bo3pacTa (crapuie 65
JeT) He ycTaHoBJeHbI. [loka3zaHus k npuMeHeHuto npemnapara [IporectepoH B moKuiaoM Bo3pacrte

OTCYTCTBYIOT.

Tayuenmoi ¢ Hapywenuem hyHKyuu nevyenu
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. JT10E B HOCTH 002
VY manueHToK ¢ MeYEeHOYHOH HENOCTATOUYHOCTHID HCFKOH%'CDQ}(@[‘QI/F@[CE%KECEH‘ npefapar

[IporectepoH cieayeT NPUMEHSATh C OCTOPOXKHOCTHIO. Y MAIMEHTOK C IEYCHOYHOM
HEIOCTaTOYHOCTHIO TSDKEIIOW CTEIICHU MPUMEHEHHE Mperapara MpOTUBOIIOKA3aHO.
Tayuenmol ¢ napywenuem GynKyuu noex
[Ipumenenue npenapata [IporecTepoH y MAIlMEHTOK C MOYEYHOW HEJOCTATOYHOCTHIO TPeOyeT
COOIOZICHHSI MEP TPEOCTOPOKHOCTH M BpaueOHOTO HAOTIOACHHSI.

CTHU
Db beKTHBHOCTL M 0€30MaCHOCTh MPOreCTEePOHa Y JeTei U MOIPOCTKOB B Bo3pacTe 10 18 jet He
ycTaHoBJIeHbI. [IpuMeHeHne mpemnapara I[IporecTepoH B JAaHHONW BO3PACTHOW MOMYJISIIUAH
POTHBOIIOKA3aHO.

Cnoco0 nnpuMeHeHus

[Tpenapat cienyer BBOAUTh BHYTPUMBIIIEUHO (TIIyOOKO B SITOJUYHYO MBIIIILY).

4.3. lIlpoTuBONOKA3aAHUS

® THIEPYYBCTBUTEIHLHOCTh K MPOTECTEPOHY WM K JTFOOOMY U3 BCIIOMOTATENILHBIX BEILECTB,
NIEPEYUCIICHHBIX B paszzaene 6.1;

® IMarHOCTHPOBAHHBIC WM IOJ03PEBaeMble HOBOOOpPA30BAaHMS MOJIOYHOM >KEJIe3bl HITU
MIOJIOBBIX OPTaHOB;

® [I€YEHOYHAasl HEJJOCTATOYHOCTb TSDKEJION CTETEeHH WMIIM TsKelble 3a00JeBaHUs MI€UYEHH, B
TOM YHCJIE 3JI0KAUECTBEHHBIE OITYXOJIM TICUYSHH, B HACTOSIIEE BPEMsI MJIH B aHAMHE3E;

e 0OepeMEeHHOCTb (BO3MOXKHO TOJIbKO MHTPABArMHAJIbHOE PUMEHEHHUE ITPOreCTEPOHA);

® [EpUOJ IPYJHOTO BCKAPMIIMBAHHUS;

® pAMONaTHYecKas KeNTyxa, 3yl WK TepIiec BO BpeMs MPEIIIEeCTBYONIeH OepeMEeHHOCTH;

e TpoMOOIMOONIMUYECKHE HapylleHus (TpoMOO3MOONIUS JIETOYHOW apTepuu, HH(apKT
MHUOKap/a, WHCYJIbT), BHYTPHUEPENHOE KPOBOMBJIMSHUE WIM HAIWYME JAHHBIX
COCTOSIHMI/3a00JIeBaHNi B aHAMHE3E;

e Tpom003 MIYOOKUX BEH, TPOMOO3 COCYIOB CEeTYaTKH; TPoMOOGIEOUT B HACTOSAIIEE BpEeMs
WM B aHaMHE3e,

® KpPOBOTEUEHHS U3 BIArajuiia HEesICHOrO TeHe3a;

®  HETOJHBII a0OPT WM HECOCTOSBIIUNCS BBIKHIBIII, WIIA DKTOMHYECKasi 0EpeMEHHOCTh;

e nopdupus;

e Bo3pacT 10 18 yeT (B CBA3M ¢ OTCYTCTBHEM JAHHBIX MO d(PPEKTUBHOCTH M OE30MACHOCTH

IpUMEHEeHU IpernapaTa B JaHHOM BO3pacTHOW TpyIe).
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4.4. OcoOble yKa3aHUs U MepPbI NPeT0CTOPOKHOCTH n%‘%}rﬂﬁ%ﬁﬁ& EMEHOCTE 0002)

[IporectepoH cneayeT NPUMEHATH C OCTOPOKHOCTBIO IpU CIEAYIOIIMX 3a00JI€BaHMSIX U

COCTOSTHUSIX:
o 3a00JIeBaHUs CEPAECYHO-COCYUCTON CUCTEMBI;

o apTepuanbHas THIIePTEH3Us;

o XpOHHUYECKAsl I0YEYHAs! HEIOCTATOYHOCTh;

. caxapHbIii quaber;

. OpoHXHaIbHAs aCTMa;

o SIMIETICHS;

o MUTPEHB;

o JeTIpeccus;

o THIIEPIIUTIONPOTEHHEMUS;

o [IEYEHOYHAasl HEJJOCTaTOYHOCTD JIETKOW U CPEIHEN CTEeNEeHH TSKECTH;
o (OTOUYBCTBUTEIBHOCTD.

Jlo Hayana npUMEeHEHHUs POrecTepoHa HeoOX0IMMO MPOBEACHNE MEAUIIMHCKOTO 00CIeA0BaHNUS,
BKITIOYAIONIETO 00CTIeI0BaHNE MOJIOYHBIX JKEJIe3 ¥ OPraHOB MAaJIOTO Ta3a W MCCIIEIOBAaHUE Ma3Ka
nio [lamanukouay.

W3-3a pucka pa3BuTHs TPOMOOIMOOIUYECKUX OCIOKHEHHN ClelyeT MPEeKpaTuTh MPUMEHEHUE
mpemnapaTa B Cllydae BO3HMKHOBEHHMS: 3PUTEIBHBIX HApYIIEHUH, TaKUX KakK MOTeps 3peHus,
JIBOCHHE B TJIa3aX, COCYAHUCTHIC MOPAKEHUS CETYATKU; MUTPEHU; apTePUATBHON MM BEHO3HOU
TpoMO0IMO0INH, TpOMOOGIedHTa, TPOMOO03a, HE3ABUCUMO OT JIOKATU3AIIUH.

[Tpu Hamuuuu TpoMOodrednTa B aHaMHe3€e, MallMeHTKa JOHKHA HaXOMUTHCS MOJ TIIATEIbHBIM
HaOIIOICHUEM.

[TporecTepoH MPUMEHSIOT C OCTOPOKHOCTBIO Y MAIMEHTOK ¢ 3a00JICBAHUSIMH U COCTOSHUSMU,
KOTOpPBIE MOTYT YCYIyONSATBCS TIPH 3aIEpPKKe IJKUIKOCTH (apTepuaibHAs THUICPTEH3HUS,
CEpJICYHO-COCYIUCThIE 3a00JIeBaHUSA, XPOHHUYECKas IMOYeYHas HEJOCTaTOYHOCTb, DIHIICTICHUS,
MUTpPEHb, OPOHXHMANFHAS aCTMA); Y MAIUEHTOK C CaXxapHbIM JUabeTOM; HapyIIeHUSIMH (YHKIIUU
MIEYCHHU JICTKON U CPEAHEH CTETICHH TSHKECTH; (POTOTYBCTBUTEIIBHOCTBIO.

HeoOxomumMo HaOMIOaTh 3a MallMEHTKAMHU C JIENpecCHedl B aHaMHEe3e M, B CIydac pPa3BUTHS
JENPECCUU TSHKETIOM CTENeHH, He0OX0IMMO OTMEHHTH Mpemnapar.

[TarueHTKH ¢ COMYTCTBYIOMIMMHU CEPJICYHO-COCYAUCTHIMHU 3a00JEBAaHUSMU WM HAJTMYUEM UX B
aHaMHe3e JIOJDKHBI IEPUOTNICCKH HAOTI0AaThCs y BpayJa.

[Tpr ATUTEIIEHOM JICYEHUH MPOTSCTEPOHOM HEOOXOJUMO PETYJISIPHO MPOBOJUTH METUITHHCKUE

OCMOTpHI (BKJIIOYast 0OcneaoBanre (YHKIUHU TIEUYEHN); JIedeHHe HeoOX0IMMO OTMEHHTD B CIy4yae
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BO3HUKHOBEHMS OTKJIOHEHHI OT HOPMaJIbHbBIX HOKa3aTeJ'IQ/JI‘dJ'\7;-II§&|I/I'0E['aJ'R€lﬂ§ IilmoﬁTlr'equpr TIIN

XO0JIECTAaTUYECKON KENTYXH.

[Tpu npuMEHEHUH [TPOrECTEPOHA BOZMOKHO CHIXKEHUE TOJIEPAHTHOCTH K IUIIOKO3€ U YBEIUUEHUE
HOTPeOHOCTH B HHCYIMHE WM JAPYI'MX THMIOIIIMKEMHMYECKHX IIpernaparax y MalUeHTOK ¢
caxapHbIM J1a0eTOM.

B cnyyae mosiBIeHHs aMeHOpeM B TNpoOIecce JICYeHHS HEOOXOIMMO HCKIIOYHUTh HaIU4yHue
OEpEeMEHHOCTH.

B ciydae anumkimyeckux KpOBOTEYEHHUI HE ClleAyeT MPHUMEHATh Mpernapar JO BbIICHEHUS HMX
IPUYMHBI, BKIIIOYAsl IPOBEIEHUE TUCTOJIOTNYECKOTI0 UCCIEI0OBAHUS YHIOMETPHUS.

[Ipy mpUMeHEHHH TMPOreCTEpPOHA C OACTPOTCHCOACPXKAIIMMHU IpernaparaMi  HEoO0XOAUMO
oOpamiateCsi K HHCTPYKUMSAM IO HX TPUMEHEHHIO OTHOCHUTEIBHO PHCKOB BEHO3HOMN
TPOMOOIMOOIIHH.

[TpuMeHeHHe mporecTepoHa MOXKET BIUATH Ha PE3yJIbTaThl HEKOTOPBIX J1a00paTOPHBIX aHAJIU30B,
BKJIIOYAs IOKa3aTeNu (YHKIUM TI€UYEHH, LIMTOBUIHOM >KENe3bl, IMapaMeTpbl KOaryJsluy,
KOHLEHTPALUIO [TpErHaHANOA.

Jlomyckaercs BbllajieHue KpUCTAIOB. B cityyae BbINageHus KpUCTAJUIOB aMITyITy ClIelyeT HarpeTh B
KUIISIIEH BOJSHOM OaHe Mpu BCTPSAXMBAHUM 10 MOJIHOIO pacTBOPEHMs KpucTaiuioB. Eciu pactBop
CTaHET MPO3PavHbIM, U MPH OXJaxaeHnu 10 36 - 38 °C KpuCTaIbl HE BBIIAAYT CHOBA, Tperapar
TOZIEH K YIOTpeOIEeHUIO.

BcnoMorarenbHEIE BEIIeCTBA

bensunoswiii cnupm

CyrouHast 103a O€H3WJIOBOTO CITUPTA HE JI0JDKHA MpeBbIaTh 90 MI/Kr Macchl Tena.

[Ipy BBICOKMX KOHILEHTpauusx OeH3ujoBoro cmnupra or 99 no 234 Mr/kr B CyTKH MOTYT
HaOJII0AaThCSl TUMOTEH3Ms, TSDKEIbIH MeTaboJMYecKUi anuao3 ¢ YBEIMYEHHBIM aHUOHHBIM
nepUIUTOM, JIEHKONEHNUs, TPOMOOIICHHSI, TUIIEPAMMOHUEMHUS U yIyLIbeE.

CyrouHas n03a OEH3MJIOBOIO CHHMpTa B IpenapaTe COCTABISAET 25 MI, YTO HE MPEBbIIIAET
PEKOMEHTyEMOW CYTOYHOM J03BbI.

Coesoe macno

ITpenapat IlporecTtepoH conepXUT coeBoe Macio. B cBsI3u ¢ 3TUM €ro He cienyeT NPUMEHSTh
MaUMEeHTKaM MpH MOATBEPKACHHON WU MOJ03PEBaEMO ajlIepruyecKoi peakiuy Ha apaxuc Uiu

COIO.
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4.5. B3amMmopaeiictTBHUe € JPYrumMu nercapcmennm%“%%%%&

B3anMMoO/IelicTBUS

[IporecTepoH ycuiaMBaeT NEHCTBHE AMYPETHKOB, THIIOTCH3MBHBIX JIEKAPCTBEHHBIX CPEICTB,
UMMYHOJICTIPECCAHTOB, AHTHKOATYJSHTOB, YMEHBIIAET JIAKTOI€HHBIH S((EKT OKCHUTOIHMHA.
OnHOBpeMEHHOE TNPHMEHEHHE C IpernapaTaMU-MHAYKTOPaMH MHUKPOCOMAJIBHBIX (DEPMEHTOB
neueHn cucrtemsl muroxpoma P450 (m3odepmenta CYP3A4), takumm kak OapOUTypartsl,
MPOTUBOIMUIICTITUYECKHE npenaparsl (peruTOUH), pudaMIuUINH, (bennnOyrasoH,
CIIMPOHOJIAKTOH, Tpu3e0(QyIbBHH, IpernapaTaMd 3BEpO00s  MPOMABIPSIBICHHOTO, MOXET
YBEJIMYMBATH CKOPOCTh SIMMHUHALINH IPOTeCTEPOHA U TEM CAMBIM CHIKATh €r0 OMOIOCTYIHOCTb.
CreneHb BBIPAKEHHOCTH YKa3aHHBIX B3aMMO/ICHCTBHI MOKET BAPHUPOBATD Y Pa3HBIX NAIIMEHTOK,
MOSTOMY IIPOTHO3 KIIMHUYECKUX 3()(HEKTOB IMepeurCcIeHHBIX B3aUMOICHCTBUN 3aTPyTHEH.
KeTokoHa3051 MOXXET YBEITMYUTH OMOOCTYITHOCTh IIPOT€CTEPOHA.

[IporecTepoH MOKET MOBBIIIATH KOHIIEHTPALINIO KETOKOHA30J1a U IMKJIOCTIOPUHA.

[TporecTepoH MoxeT CHU3UTH () (HEKTUBHOCTH OPOMOKPHUTITHHA.

[IporectepoH MOKET BBI3BaTh CHH)KEHHE TOJIEPAHTHOCTH K TIFOKO3€, BCIIEJCTBUE YETO - YBEITUUUTh
NOTPeOHOCTh B MHCYJIMHE WM IPYTHX THIIOTJIMKEMHYECKUX Tperaparax y MalleHTOK ¢ CaxapHbIM
MadeToM.

BbronocTynmHOCTs IporecTepoHa MOXKET ObITh CHIDKEHA y KYPSIIMX MAIMEHTOK U TIPU Ype3MEPHOM

YIOTPeOIEHUH AJIKOTOJISL.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTDH U JAKTALMSA

bepemeHHOCTD

[Ipumenenue mporecTepoHa B JIAHHOW JIEKQpCTBEHHOW (opme B mepuoa OEpeMEeHHOCTH
MIPOTHUBOIIOKA3aHO.

JlakTanus

[IporecTepoH MPOHUKAET B TPYJHOE MOJIOKO, TO3TOMY IPUMEHEHUE Mpenapara MpoOTUBOMOKA3aHO

B [IEPUOJI TPYAHOTO BCKAPMJIMBAHMS.

4.7. Bausinne Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPeICTBAMH H pPadorarh ¢
MEXaHU3IMaMu

Cnenyet cobm01aTh OCTOPOKHOCTD MIPU YIPABICHUH TPAHCIIOPTHBIMU CPEJICTBAMU U 3aHATUSIX
JPYTUMH TOTEHLMAIBHO ONACHBIMM BHJAMM JESTEIBbHOCTH, TPEOYIOUMMH TOBBIIICHHON
KOHIIGHTPAallM BHUMAHUS M OBICTPOTHI IICUXOMOTOPHBIX PEAKLUM, TaK KakK Ipernapar MOKET

BbI3bIBaTh MOOOYHBIE AP PEKTHI, KOTOPbIE MOTYT BJIMSTH HAa yKa3aHHbIE CIOCOOHOCTH.
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4.8. HexkennaTeibHbIe peakunu

PesroMe HexxenaTeabHbBIX PeaKIni

Hapywenusa co cmoponvbl uMMyHHOU cucmemsl. KOXHBIA 3y[A, CHIllb, KpaIMBHHUIIA,
aHA(QHUIIAKTOUTHBIE PEAKITHH.

DHOOKpUHHbLE HAPYUIeHUs: TAPCYTH3M.

Hapywenusa memabonuzma u numanus. OTEKH, yBeITUIEHUE MACCHI TeTa.

Tcuxuueckue nHapywenusa: anatusi, Tucopus, Aenpeccusi, 1a0MIbHOCTh HACTPOCHHUS.
Hapywenus co cmopoHbl HepeHOll cucmemyl. TOJIOBHAs 00JIb, TOJOBOKPYKCHUE, COHIIUBOCTD,
OECCOHHUIIA, ACTCHUS, HEBPUT 3PUTEIHLHOTO HEPBa.

Hapywenus co cmoponul opeana 3penus’. HapyluieHUE 3pSHUS.

Hapywenus co cmopoHbl cocy0og: TIOBBIIICHUE apTEPUANBHOTO JaBJICHUS, TPOMO0IMOous (B
TOM 4YHCIIE JICTOYHOH apTepuu), TPOMOO3 COCYZOB TOJOBHOTO MO3ra WU BEH CETYATKH,
TpoMO0(DIeOUT, reMOpparnyecKas Chillb.

Hapywenus co cmoponbl d#ceny0ouHo-KUmeyHo20 mpakma: TOIMIHOTa, PBOTA, B3AYTHE JKUBOTA,
3arop, quapes, 00J1b B )KUBOTE.

Hapywenus co cmopornvl neuenu u cenyebloosauux nymeil: XOJICIUCTUT, XOJeCTaTHUECKas
KEINTyXa, XOJIECTATUYCCKHUI T'eIaTUT, KaJIbKyJIC3HBIH XOJICIIUCTHUT.

Hapywenus co cmoponvl Kodxcu U NOOKOMCHbIX MKaHel: aKHe, ajonenus, MHorodopMHas
dpUTEMA, Y3JI0Bask HPUTEMA.

Hapywenusi co cmopoHbl MblieuHOoll, KOCMHOU U COeOUHUMeNbHOU mKanu: 00Ib B CIIUHE.
Hapywenusi co cmopoHbl nowex u Mouegble00AuWuUx nymeii. 1ACTUT.

Hapywenus co cmoponsbl penpooyKmueHoU CUCmemMbl U MOJIOYHBIX Jcelle3. N3MEHEHHE JINOHIO;
«IPOPBIBHOE» KPOBOTEUCHHE, «MAXKYIIHE» KPOBSHUCTHIC BBIICICHUS; aMCHOpEs; YKOpOUYSHUE
MEHCTPYaJIbHOTO [UKJIA; DPO3Us MIEHKHA MATKH; CIIa3M MBIIIIl MaTKH, BBIJICICHUS U3 BJIArajiuiia,
3y[ U OIIyIIeHHe AUCKOMQOopTa BO Baraiauiie, BYJIbBOBArMHHUT, CHHAPOM THUIEPCTUMYISALINUN
STMYHUKOB, «ITPUJIHBBD», 3JI0KAYECTBEHHBIC 32a00JICBAHUS MOJIOYHOM JKEJIe3bI;, H3MEHEHHUE BA3KOCTH
CeKpeTa IMEeHKH MATKH;, NPEIMEHCTPYAIbHBIM CHHIPOM; TaJIaKTOpEes; YBEIWUYCHHE, OO0Jb U
HANPSDKEHHUE MOJIOYHBIX JKeTie3.

Obwue napyweHus u peakyuu 6 Mmecme 6e0eHus . TANIEPTEPMUs; TUIIEPEMUs, pa3ipaskeHue 1/ 1l
007 B MecTe BBEICHHS, I'eMaroMma, YIDIOTHEHHWE, OTEK M 3yJl B MECTe WHBEKINH, 0OIIee
HEJIOMOTaHHUE, YCTAIOCTb.

COO6H.ICHI/I$I 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

Baxno COO6H_IaTB 0 IIOAO3PCBACMBIX HECKCIIATCIBbHBIX PCEAaKNUAX IIOCJIC PErucTpanuu
JICKApCTBCHHOT'O IMperapara ¢ LECJIbIO o0OecreyeHus HCIMIPEPBIBHOI'O MOHUTOPHHTI'Aa COOTHOIICHUSA

«I10J1b3a — PHUCK» JIEKAPCTBEHHOIo Mpemnapara. MeIuIMHCKUM pabOTHUKAM PpPEKOMEHAYETCs
6
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co00IIaTh O JIOOBIX TOJI03PEBAEMBIX Hemenaﬂ“enLHblx':%gg;%'%ﬁfl—%%&g:'rf?)%ﬁ;ﬁam

4yepe3 HalMOHABHBIE CUCTEMBI COOOIICHHS O HEXKEIATeNbHBIX PEAKIIMSIX TOCYIapCTB — YICHOB
EBpa3uiickoro 3K0HOMHUYECKOTr0 COI03a.

Poccuiickas @enepanus

®denepanbHas ciayx0a 1Mo Haa30py B chepe 3apaBoOOXpaHEHUS

Anpec: 109012, Mocksa, CnaBsHckas riomas 1. 4, ctp. 1

Tenedon: +7 (800) 550-99-03

OnekTpoHHas mouta: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEJICKOMMYHUKAIIMOHHOM ceTH «MHTepHeT»:

https://www.roszdravnadzor.gov.ru

4.9. llepeno3upoBka

CHMIITOMBI

COHIMBOCTB, MPEXOJSIIEe TOJOBOKPYKEHUE, dU(DOpHs, YKOPOUCHHE MEHCTPYaIBLHOTO IHKIIA,
JIMCMEHOpesl.

YV HEKOTOPBIX MAIMEHTOK CPEAHss TeparneBTUUYECKas /1032 MOXKET OKa3aThbCs YPE3MEPHOU H3-3a
MMEIOIIICHCS MM BO3HUKIIICH HECTAOMIBHOM YHAOTEHHOM CEKPEIMH ITPOreCTepOHa, OBBIIICHHON
YYBCTBUTEIHLHOCTH K MIpeNapary WK CIUIIKOM HU3KOW KOHLIEHTPAIMU ACTPaInoa.

JleueHme

JlanHble TPOSBIEHUS TEPEJO3UPOBKH MOTYT OBITh YMEHBIIEHBI IMYyTEM CHIDKEHUS O3B,
BOCCTAHOBJIEHUSI BBICOKOM ACTPOr€HU3ALMU WM MEPEX0/ia Ha MPUMEHEHUE MHTPABATMHAIBHBIX

¢dbopm mpemnapaToB nporectepoHa. [Ipu He0OX0AMMOCTH TPOBOJIAT CUMITTOMATHYECKOE JICUCHHE.

5. PAPMAKOJIOTUYECKUE CBOHMCTBA

5.1. ®apmakoaMHAMHYeCKHE CBOICTBA

®dapmakoTepaneBTUYECKass TpyMNna: IOJIOBBIE TOPMOHBI M MOJAYJISATOPHI IIOJIOBOW CHCTEMBI;
recTareHsbl; POU3BOJIHbIE TPETH-4-eHa.

Koxg ATX: GO3DAO0A4.

Mexanuszm geiicTBus

[IporecTepoH - TOPMOH JKEJITOrO Tejla, OKA3bIBAET IECTareHHoe naencTBue. CBA3BIBASCH C
pelenTopaMyu Ha MOBEPXHOCTU KJIETOK OpraHOB-MHUIIEHEH, MPOHUKAET B AP0, T1e, aKTUBUPYS

I[e3OKCI/IpI/I6OHyKJ'ICI/IHOBy'IO KHCJIOTY, CTUMYJIIMPYCT CUHTC3 pH6OHy1(J'ICPIHOBOI>i KHCJIOTHI.
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(OUTMKYIIPHBIM TOPMOHOM, B CEKPETOPHYIO, a TIOCJIE OIUIOAOTBOPEHUS CO3aeT HEOOXOIUMbIE
YCIOBHSL JJIi UMIUIAHTAllMd W Pa3BUTUS  OIUIOJJOTBOPEHHOM SIUIEKJIETKU. Y MEHbIIAET
BO30yIUMOCTb U COKPAaTUMOCTb MYCKYJIaTyphl MAaTKU U MAaTOYHBIX TPyO. CTUMYIHPYET pa3BUTHE
KOHIIEBBIX 3JIEMEHTOB MOJIOYHOM KeNe3bl U MHIYyHHUPYeT JiakTanuio. CrocoOCTBYeT pa3BUTHIO
HOPMAaJIbHOT'O SHJIOMETPHSI.

dapmakoauaamuyeckue d3PHeKTol

Ctumynupys NpPOTEHHIIMIIA3Y, YBEITUYMBACT 3alachl KUPa, MOBBIIACT YTHIM3AIMIO TIIOKO3bI,
yYBEJIMYUBAs KOHLEHTpaluH 0a3aJbHOTO M CTHUMYJIHMPOBAHHOTO WHCYJIMHA, CIIOCOOCTBYET
HAKOIUICHHWIO B TIEYCHHM TIUKOTCHA, TOBBIIIACT BBIPAOOTKY albJOCTEPOHA; B MaJbIX J03aX
YCKOpSIET, @ B OONBIIMX — TMOJABISET MPOAYKIHIO TOHAIOTPOIHBIX TOPMOHOB THITO(PU3A;
YMEHbIIIAET a30TEMUI0, YBEIMUNBACT BhIBEICHUE a30Ta TOUYKAMH.

5.2. ®DapmakoKuHeTHYECKHE CBOMCTBA

AOGcopouus

BeicTpO W TPakTUYECKH TMOJHOCTHIO BCACBHIBACTCS IIOCJIE BHYTPUMBIIIEYHOTO BBEICHHUS.
MaxkcuManbHasi KOHIEHTpalus B IJJa3M€ KPOBU TOCIE€ BHYTPUMBIIIEYHOTO BBEICHUS
MPOrecTepOHa JIOCTUTaeTCsl B TEUCHHE 8 U U OCTAETCsI BhIIIE 0a3aJIbHOTO YPOBHS B TEUEHUE OKOJIO
24 4.

Pacnpenenenne

[TporecTepoH aKTUBHO CBSI3BIBAETCSA C OENKaMHU T1a3Mbl KPOBH, TJIABHBIM 00pa3oM ¢ alnbOyMHHOM
(50-54 %) 1 KOPTHKOCTEPOHI-CBSI3BIBAONINM TII00yIHHOM (43-48 %).

buorpaucdopmarms

Mertabonu3upyercs B MeYeHH ¢ 00pa3oBaHUEM METAaOOJIUTOB — MPETHAHNOJIA U TIPETHAHOJIOHA,
KOTOPBIE KOHBIOTHPYIOT C TJIFOKYPOHOBOW W CEpHOW KUCIOTaMu. B MeTaboim3Me ydacTByeT
uzodpepment CYP2CI19.

DJIMMUHAIIHS

MeTabonuThl IporecTepona BeIBOJATCS moukamu — 50-60 %, yepe3 kumeuynuk — 6osee 10 %.
KosimyecTBO MeTabOIUTOB, BEIBOJAMMBIX TTOYKAMH, KOJICOJIETCS B 3aBUCUMOCTH OT (ha3bl KEITOTO

TCIa. HCpI/IOI[ MOJIYBBIBCACHUSA — HCCKOJIBKO MHUHYT.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
ben3uinoselii ciupr.
CoeBoe Maco.

6.2. HecoBMecTHMOCTH
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pPacTBOPUTEINISIMU HE PACCMATPUBACTCS, TAK KAK MPerapar rOTOB K MIPUMEHEHHIO.
[Tporectepon (hapMareBTHUYECKH HECOBMECTUM B OJIHOM LINPHIIE C JPYTUMH JIEKapCTBEHHBIMHU
CpeICTBaMHU.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )

3 roga.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHECHUHU

XpaHUTh B 3alIMIIEHHOM OT CBETa MECTE MpHU TemnepaType He Bhiie 25 °C.

6.5. XapakTep u coaep:kaHue NePBUYHOI YNIAKOBKH

[To 1 M B ammyinel 6eCIIBETHOTO HeHTpanbHOro crekia (tum I) ¢ 1BeTHo# Toukoi Hagmoma. Ha
KOXIYI0 aMIyJly HaKJICHBAIOT ATHKETKY WIM HAHOCSIT MapKHPOBKY OBICTPO3aKpEIUISIOIICHCS
KpacKOH.

[To 10 ammyn B 6mucrep u3 [1BX, o 1 6iucrepy BMecTe ¢ MHCTPYKIMEH 110 TPUMEHEHHUIO B MAYKy
U3 KapTOHa.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH MNPH  YHUYTOKEHUM  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJIYYeHHBbIX TOcjde NPHMEHEeHUus
JIEKApPCTBEHHOI0 Mpenapara, u Apyrue MaHUNyJsiMU ¢ penapaTomM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJb PETUCTPAIIMOHHOT' O YIOCTOBEPEHUSI

Poccuiickas ®enepanus

000 «AJIBUWIC»

Anpec: Poccus, 109316, r. Mocksa, OctamoBckwii mpoes, 1. 5/1, ctp.1, atax 6, opuc Ne650
Ten./daxc: +7 (495) 775-71-61

E-mail: pharmacovigilance@alvils.ru, pv@alvils.ru

7.1. IlpeacraBuTe/Ib AepKaTeNs PETUCTPALMOHHOIO YA0CTOBEPEHUS

[IpereH3un norpedUTENed HAOPABIATE 110 aIPeCy:

Poccniickas @enepanvs

000 «AJIBUJIC»

Anpec: Poccus, 109316, r. Mocksa, OctamoBckwii mpoes, 1. 5/1, ctp.1, atax 6, opuc Ne650
Ten./daxc: +7 (495) 775-71-61

E-mail: pharmacovigilance@alvils.ru, pv@alvils.ru
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8. HOMEP PETMICTPAIIMOHHOTO YJ10CTOBEPE M54 TEITEHOLTS 000

9. JATA NEPBUYHOM PETMCTPAIIMM (IIOATBEPXKJIEHHS PETHCTPAIIWH,
INEPEPETUCTPALIMN)

Jlara nepBoii peructpanuu:

10. IATA IEPECMOTPA TEKCTA

OOmiass  xapakTepucTHKa JIeKapCcTBEHHOro rmpemnapatra IIporectrepon  jmoctymHa  Ha
uH(pOpMallMOHHOM TmopTaie EBpa3uiickoro SKOHOMHYECKOTO CcO03a B HH(OpPMAIMOHHO-

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