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OBILAS XAPAKTEPUCTHUKA JEKAPCTBEHHOFO HPEHAPATA ")

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

[Tupokcukam, 10 mr, Kancybl

ITupokcukam, 20 Mr, Kancybsl

2. KAMECTBEHHBIN M KOJIMYECTBEHHBINA COCTAB

JlencTByIO1Iee BEIIECTBO: TIUPOKCUKAM.

ITupokcukam, 10 Mr, KancyJiel

Kaxxnas xancyna cogepxut 10 Mr nupokcukama.

BemiectBa, HanmMuMe KOTOPBIX HAJO YYHUTBHIBATH B COCTABE JICKAPCTBEHHOTrO Iperapara: Kpaxmall
MIIEHUYHBINA (CM. pazzaen 4.4.).

ITupokcukam, 20 MI, KamncyJibl

Kaxnas xancyna cogepxut 20 M nMpoKCcHUKaMa.

BemiectBa, HanmMuMe KOTOPBIX HAJO YYHUTBHIBATH B COCTABE JICKAPCTBEHHOrO Iperapara: Kpaxmall
MIIEHUYHBINA, KpACUTEINb COJIHEUHBIH 3akat xkenthiil (E110) (cm. paznen 4.4.).

ITomubrit MNEPCUCHDb BCIIOMOTI'aTCIIbHBIX BCHICCTB ITPHUBCACH B Pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kancymnsr.

ITupoxcukam, 10 mr, KancyJisl

TBepable xkenaTHHOBbIE Karcysbl Ne 3 ¢ OelbIM KOPIyCOM U CHHEH KpPBIILIECUKOH.

ConepxuMoe Karcyjiabl — TMOPOIIOK OT Oeloro 70 KpeMoBaTo-0elioro I[BeTa, BO3MOXKHO
o0Opa3oBaHKe HUIMHAPHIECKON (POPMBI, JIETKO paclagaronieiicsi Mpu MPUKOCHOBEHHH.

ITupoxcukam, 20 Mr, KacyJibl

TBepaple xenatnHoBbIE Karcyibl Ne 3 ¢ KpeMOBBIM KOPITYCOM U OPaHKEBOW KPBIIIEYKOM.

ConepxuMoe Karcyjiabl — TMOPOIIOK OT Oeloro 70 KpeMoBaTo-0eloro I[BeTa, BO3MOXKHO
o0Opa3oBaHKe HUIMHAPHIECKON (POPMBI, JIETKO paclagaronieiicsi Mpu MPUKOCHOBEHHH.

4. KIMHUYECKHUE JAHHBIE
4.1. IToxazaHus1 K IPUMEHECHHUIO

[Ipenapat IlupokcukaMm Moka3aH K NPUMEHEHHIO Y B3POCHBIX MAalMEHTOB crapuie 18 ner ans
CHUMIITOMAaTHYECKOM Tepanuu cleayromux 3a00JeBaHu’:

® PEBMATOWHBIN apTpHUT,
® AHKWJIO3UPYIOMHK cioHaWINT (00sie3Hs bexTepera),

® 0CTE0apTpO3 MNpU HEBO3MOKHOCTH HCIIOJIb30BATh JAPYTHE JEKApPCTBEHHbIE PEnapaThl.
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[IpeqnaznaueH myis  yMeEHbIIEHUS OOMM W BOC ,r[aneHI/mn 1 M iI:I-'TTEESI/'I_IL/réHJ}H/I 'h

MPOrpeccupoBaHre 3a00JICBaHUS HE BIIUSET.
4.2. Pe:xum 103MPOBaHUSA U CIIOCO0 MPUMEHEHM I

JUIMTENBHOCTD JICYEHUS] U IPUMEHIEMYIO 103y Ha3Ha4aeT Jeqallui Bpay.

PexxuM mo3upoBanus

Bspocnvie

IIpy cuMnTOMaTHUECKOW TEpaluyd PEBMATOMIHOIO apTPUTA, AHKWIOZHUPYIOILEro CHOHIWIIUTA,
ocreoapTpo3a npuHumaercs 10 —20 mr 1 pa3 B cytku (1 —2 xancynsl [lupokcukam 10 mMr wim
1 xancymna [Tupokcukam 20 mr).

MakcumanbHasi CyTO4Has /103a He JoJpKHA mpeBbimaTh 20 mr (2 karcynsl [Tupokcukam 10 Mr nnm
1 xancyna [Iupokcukam 20 mr).

Cnocob IIPUMCHCHU A

[Ipenapar npruHUMAarOT BHYTPb BO BPEMsI €]IbI.
4.3. [IpoTuBONOKA3AHUSA

— THIEPYYBCTBUTEIHLHOCTD K MUPOKCUKaAMY WIN JIpYTHM HECTEPOUIHBIM
npotuBoBocnianuTensHbpM Tperniapatam (HIIBIT), nam x nro0oMy M3 BCOMOTaTeNbHBIX
BELIECTB, [IEPEUNCIEHHBIX B pa3aene 6.1.;

— IOJHOE WJIM HEMOJIHOE COYeTaHHE OPOHXMAIBHON aCTMbI, PEIMIMBHPYIOIIEro MOJIHII03a
HOCa M OKOJIOHOCOBBIX Ma3yX, M HEMEPEHOCHMOCTH aleTHJICAIHLIMIOBON KUCIOTHI WIN
npyrux HIIBII (B ToM uncie B aHamHE3e);

— OPO3UBHO-A3BCHHBIC MOPAKCHHA KCIYJOYHO-KHIICYHOI'0 TpPaKTa U I[BGHZl)IH&THHGpCTHOfI
KHIIKHU, aKTUBHOC KCJITYJOYHO-KUIICYHOC KPOBOTCUCHUC,

— 1epeOpOBaCKYJISIPHOE UM UHOE KPOBOTEUEHUE;

— BOCMANUTENbHbIE 3a00NIeBaHUs KHUIIIEUHUKA (SI3BEHHBIM KonuT, Oone3Hb Kpona) B (haze
obocTpeHus;

- FCMO(I)I/IJ'II/I}I " JPYyIruc HapyHICHUA CBCPTHIBACMOCTU KPOBH,

— JIEKOMIICHCUPOBAHHAsl CEpJE€YHAsl HEJOCTaTOYHOCTh, IMEPUOJ TIOCIE MPOBEICHUS
A0OPTOKOPOHAPHOTO IIYHTUPOBAHUS;

— II€YCHOYHas HEAOCTAaTOYHOCTH TSOKEJION CTEIICHH HJIU aKTHBHOE 3a00JICBaHHE TICYCHU,

— TIOYeYHas HEJOCTATOYHOCTh TSKENOW  CcTenmeHu (KIUpPEeHC KpeaTHHWHA  MEHee
30 mu1/MHH), TIPOTPECCUPYIOIIHE 3a00JIeBaHUS MTOYEK, TOATBEPIKICHHAS THIIEPKATHEMHUS;

— JeTckuit Bo3pact (1o 18 mer);

— OepeMEeHHOCTb, IePUOJI TPYAHOT0 BCKApMIIMBAHUSI.
4.4. OcoOble yka3aHHMsl 1 MePbl NPEI0CTOPOKHOCTH NIPH IPUMEHEHUH

C 0CTOPOKHOCTBIO

S3BeHHas 0OJIe3HB KENyAKa W JBEHAIIATUIIEPCTHON KHUIIKU, S3BEHHBIH KOJUT, 00je3Hb KpoHa,
3a0ojeBaHMs TIEYEHM B  aHaMHe3e, I[e4eHOouyHass MNoppupHs, XpOHHYECKas IOuYeqHas
HeJO0CTaTOYHOCTh  (KimupeHc  KpeatuHuHa 30-60  Mi/MHH), XpOHUYecKas  cepJedHas
HegocratouyHocTh [ —1II pyHkumonanbHoro kmacca mo kmaccupuxauumun NYHA, aprepuanbhas
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THIICPTCH3UA, 3HAYUTCIBbHOC CHHIKCHHUC o0bema I KVJ'II/IDVIQIJI 1%90;EHEEJ;U:1\JI-| ‘:II/I-'CFIE 'lTO'CJIe

XUPYPTUYECKOTO BMEIIATENbCTBA), MOXKUJIBIE MAlMEeHThl (B T.4. TMOJIyYalOUIMe JUYPETUKH,
ocnabiieHHbIE MAIMEHThI U ¢ HU3KOM Maccoil Tena), OpoHXHaabHas acTMa, OJHOBPEMEHHBIN MPUEM
IJIIOKOKOPTUKOCTEPOUIOB (B TOM 4MCIE IPEIHU30JI0HA), AHTUKOATyJISHTOB (B TOM 4HCIIE
BapdapuHa), aHTUArPETaHTOB (B TOM 4YHCJE AaleTHJICAIUIMUIOBONW KHCIOTHI, KJIOMUIOrpesa),
CENICKTUBHBIX WHTUOMTOPOB OOpaTHOTO 3axBaTa CEPOTOHMHA (B TOM YHCIE IMTAJONpaMa,
(biayokceTHHa, MApOKCETHHA, CEPTpPAIMHA), UIIEMUYecKass 0O0Je3Hb cep/la, LepeOpoBacKyIsIpHbIE
3a00JeBaHus, JUCITUIUAICMUS/TUIIEPINIHAEMUS, CaXxapHbIi auader, 3a001eBanus nepudepudecKux
aprepuid, KypeHue, Hamuuue uHpexkuun Helicobacter pylori, cucremHbie 3a00JeBaHUS
COCMHUTENIbHOW TKaHU, UINTEIILHOE HCIIOJIB30BAaHUE HECTEPOUIHBIX MPOTHBOBOCIAIUTEIBHBIX
MpernapaToB, TyOepKyse3, BBIPAKEHHBIH OCTEONOpPO3, AJKOTOJIU3M, TSKENbIE COMAaTUYECKUE
3a00JIeBaHuUS.

Oco0Oble YKa3aHuA

Jlnst mpenynpexxaeHus HexXelnaTeabHbIX 3(p(PEKTOB IpenapaT HeoOXOAUMO MPUMEHSTH TOJBKO 10
HA3HAUYEHUIO Bpaya B MUHMMaJIbHON 3(()EeKTUBHON 103€, MUHUMAIBHO BO3MOXHBIM KOPOTKHUM
KypcoM. JlnuTenbHOE NpUMEHEHue mpenapara B jno3ax Oonee 30 Mr B JeHb NOBBILIAET PUCK
BO3HUKHOBEHHUS MOOOYHBIX SIBIEHUH (B MEpPBYIO OYepelb, CO CTOPOHBI KEIIyI0YHO-KUIIEUHOTO
TpaKTa).

OZHOBPEMEHHOE  HUCIOJIb30BAHUE  HECKOJBKHX  HECTEPOHUJHBIX  IPOTHMBOBOCHAIMTEIBHBIX
MPErapaToB yBETUYMBACT OMACHOCTh BO3SHHKHOBEHHS MOOOYHBIX (P (PEKTOB, MPU 3TOM JiedeOHOe
JEMCTBHUE HE yJIydlIaceTCs.

[TarmenTam ¢ HapymeHUSAMH (DYHKIUH JKEITyTOYHO-KHIIEYHOTO TpPaKTa, IIOCIe OOIIMPHBIX
XUPYPIUYECKUX BMEILIATENIBCTB, B IIOXKHJIOM BO3pacTe, OOJIbHBIM OpOHXHAIbHOM acTMOW u
XpOHUYECKMMH  OpOHXOOOCTPYKTMBHBIMH  3a00JIeBaHUSIMH B aHaMHe3€, HE0O0XOAMMO
KOHTPOJIMPOBATh KJIETOUHBIH COCTaB KPOBH, (DYHKIUIO MTOYEK U TIEUCHH.

HpI/I BO3HUKHOBEHUM IICITUYECKON S3BBI HIIH KpOBOTe‘-IeHI/Iﬁ N3 KCIYJOYHO-KHIICYHOI'O TpPaKTa
JICYCHUC CIICAYCT IPCKPATUTDL; €CJIN IIPUMCHCHUC IIpCIlapaTa sSABJISICTCA a0COIIOTHO HCO6XOZ[I/IMBIM,
TO JICHCHHUE IPOBOJAT 110 Ha6J'IIOI[CHI/IeM Bpayda.

HpI/I BO3HHMKHOBCHHU Hapy'H_IeHI/Iﬁ 3pCHUA HCO6XOI[I/IMa KOHCYJIbTallWs ClICHUAJINCTA.

VY KEHIIUH BO3MOYKHO CHM)KEHHE KOHTpAlENTHUBHOro 3(@dexkTa BHYTPUMATOUHOM CHHUpAIN H3-3a
BIIMSHMS IUPOKCUKAaMa Ha TOHYC MUOMETPHSL.

Bo Bpems niedeHus cienyer UCKIIUNUTh YIOTPEeOIEHUE STaHOA.

KokHbIe peakimu

[Ipu npueme nupokcukama coood11anocs 0 GUKCUPOBAHHON JIEKAPCTBEHHOM CHIIH.

HI/IpOKCI/IKaM HE CJICAYCT Ha3Ha4daTb IMOBTOPHO IMAOUCHTaM C (bHKCHpOBaHHOﬁ HeKapCTBeHHOﬁ
CBIITbIO B aHAMHE3C, CBSI3aHHOM C IMUPOKCHUKAMOM. MoxeTt BO3HUKHYTB IIEPECKPECTHAA PCAKTUBHOCTDH
C ApyTMMHU OKCUKaAMaMH.

BcrnoMmorarensHble BElIecTBa

IIpenapar [IupokcukaMm COAEPKUT MIIEHUYHBIN KpaxMall. MOKHO IPUMEHATD JIIOASM C LICJIMAKUEH.
JlaHHBIN JIEKapCTBEHHBIN Mpenapar COAEPKUT TOJIBKO OYEHb HEOOJBIIOE KOJUYECTBO IIIOTeHa (U3
MIIEHUYHOTO Kpaxmaja), 03TOMY BO3HHUKHOBEHHE MpOoOJIeM y MalMeHTOB C LieJIMaKkuel KpaiiHe
MajoBeposATHO. [lammenTam ¢ auieprueil Ha MIHIEHUILY (OTIIMYHOM OT IIEIMAKWUH) HE CIEIyeT
[IPUHUMATH 3TO Ipernapar.

[Ipenapar Ilupoxkcukam B n03upoBKe 20 MI' COAEPKHUT KPACUTENIb COJIHEUHBIM 3aKaT KEIThIN
(E110), kOoTOpBIif MOXKET BBI3BIBATH AJUIEPIHUECKHUE PEAKITHH.
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[Ipenapat npoTuBoIIOKa3aH y eTeil B Bo3pacte 10 18 ner.

4.5. BzaumoaeiicTBue ¢ JPYrdMHM JIEKAPDCTBEHHBIMHM IpenapartaMu W Jpyrue BHJbI
B3aMMO/1eliCTBUSA

AHmaL;uablZ OAHOBPEMCHHOC IIPHMMCHCHUC AaHTAllMJAO0B HE OKa3bIiBA€T BJIIHWAHHA Ha YPOBCHb
IMUPOKCHKaMa B I1JIa3ME.

Anmuxoacynanmer:  HIIBII, B TOoM 4wWcie NOUPOKCUKaM, MOTYT YCHJIHMBaTh JCUCTBUE
AHTHKOATyJISTHTOB, TAKKX KaK Bap(hapuH.

Cenexmuenvie UHCUOUMOPLL 0OPAMHO20 3AX8AMA CEPOMOHUHA (YUMANLONpam, GryoKcemun,
NAapoxKcemuH, Ccepmpaniut): TOBBIIIAETCS PHUCK PA3BUTUS DPO3UBHO-SI3BEHHBIX IOpPAKEHUN
KEITyJ0YHO-KHUIIEUHOTO TPAKTA.

Ayemuncanuyunosas xucioma u opyeue HecmepouoHvle NPOMUBOBOCHANUMENbHbIE Npenapambl
(HIIBII): yMeHBIIAIOT arperamnuo TPOMOOIIUTOB M YBEIHMUMUBAIOT BPEMsI KDOBOTECUECHHUS.

Cepoeunvie enuxozuovr: HIIBII MoryT ycunuBaTh cepieuHyIO0 HEIOCTATOYHOCTh, CHU3UTH CKOPOCTh
KITyOO4KOBOH (DMIBTPAIIMH U TOBBICUTH YPOBHU ITHMKO3UIOB B IJIa3Me KPOBHU.

HMKJZOCI’IOPHH, maxkpoaumyc: BO3MOKHO IMOBBIIICHUEC PHUCKa HC(l)pOTOKCI/I‘-IHOCTI/I.

lluMemuduH: MOZKCT MOBBICUTHCA YPOBCHB KOHUCHTPALUU IMUPOKCHUKAMa B CbIBOPOTKE KPOBH, UTO
BCACT K YCUJICHUIO MOOOYHOrO I[GflCTBI/ISI IMUPOKCUKaMa.

FﬂlOKOKOpmuKOC‘mepOMObZZ MOBBIIICHHBIN PUCK Pa3BUTHUSA KCITYJOUHO-KHUIICYHOTO KPOBOTCUCHUA
HJIN pa3BUTHA A3BBI.

,ZZMZOKCMHZ OI[HOBpCMGHHBIfI IIpUEM HEC BJIMACT HA INIA3MCHHBIC YPOBHU oboux ImperaparTtoB.

Juypemuxu: HIIBII Moryr BBI3BaTh 3aJ€pKKy HATpuUs M KalMs, YTO MOXKET YMEHBUIUTh
MOYETOHHBIHN 3¢ (DeKT.

Jlumuu: HIIBII yBenmnuuBarOT ypOBEHb JIUTHS B IUIa3Me.

p-aopenobnokamoper: HIIBII MoryT yMeHbIIaTh TMIIOTEH3UBHBIA 3¢ ¢dekT B-aapeHo010KaTopoB,
4T0 00YyCIIOBJIEHO HHIMOMPOBAHIEM CHHTE3a MIPOCTArIaHAnHOB.

Memompekcam: CHMIKCHHUC OJKCKPCHUHU MCTOTPCKCATa, 4YTO MOKCT MPUBECTU K IMOBBIIMICHUIO
KOHIOCHTpAIMK METOTPEKCATa U K YCUJICHUIO €0 TOKCHYECKOI'O I[CI\/’ICTBI/ISI.

XuHnononosvie anmubuomuKy: NOBBIIIEHHBIA PUCK PA3BUTHUS CYIOPOT.

Mucghenpucmon: B CBSI3U ¢ TEOPETUUECKUM PUCKOM H3MEHEHUSI 3D (PEKTUBHOCTH MUPENPHUCTOHA 1101
BJIMSIHUEM WHTHOMTOpPOB cuHTe3a npoctarianauHoB, HIIBII He cienyer HazHauaTh paHee, yeM
yepes 8 — 12 cyTok nocie 0OTMeHbl MU(DETPUCTOHA.

HpI/I OIHOBPCMCHHOM npueme MOXCT YCUIINBATHCA JIeiicTBUe ma6ﬂemup06aHHb1x
npomueodua6emu%c:<ux Cpedcme, TEM CcaMbIM HUMECTCA OITaCHOCTH BO3HUKHOBCHUA
TUIIOT'TIMKEMMHU.

4.6. ®epTHIBHOCTH, 0€PEMEHHOCTD U JIAKTALMS

bepemeHHOCTD

[Ipenapat I[Iupokcukam MpoTHBONOKa3aH Npy OEPEMEHHOCTH.
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[Ipenapat [InpokcukaM IpOTUBONOKAa3aH B IIEPUOJL IPYAHOIO BCKAPMIIMBAHMUS.

Bo Bpems npumMeHeHMs npenapara ciieyeT NPeKpaTuTh rpyAHOE BCKapMIIMBaHHUE.

4.7. BiusiHue Ha CHOCOOHOCTH YNPAaBJATH TPAHCIOPTHBIMH CpeACTBAMHM M padotath ¢

MEXaHU3MaMHu

B nepuon neyenus HeoOXOIMMO BO3IEPKUBATHCS OT YNPABICHHUS TPAHCIIOPTHBIMU CPEICTBAMH U
3aHATUM MOTEHIMAJbHO ONACHBIMM BHJAMU JEATEIBHOCTH, TPEeOYIOIUMH IOBBIIIEHHON
KOHLEHTPALlU BHUMAHUS U ObICTPOTHI ICUXOMOTOPHBIX PEAKIIUM.

4.8. HexkesaTe/ibHbIE peakmuu

Pe3romMe HexenaTenbHbIX PEAKIINT

HexenarenbHble peaknuuu, IPEACTABIICHHBIC HHXKE, CrPYIIHAPOBAHbI IO CUCTECMHO-OPTaHHBIM

Kj1acCaM M 94aCTOTC BO3HHUKHOBCHHU.
YacrtoTa BO3HHMKHOBCHUA HCKCIIAaTCIIbHBIX peaKI_[I/Iﬁ

OoIpcaciiCHa B COOTBCTCTBHUH C

knaccupukanueit BcemupHoit opranusanuu 3apaBooxpanenus (BO3):

oudeHb yacto (> 1/10),

gacto (> 1/100, Ho < 1/10),
Heyacto (> 1/1 000, Ho < 1/100),
penko (= 1/10 000, Ho < 1/1 000),
oueHb peako (< 1/10 000),

qacToTa HCM3BCCTHA (Ha OCHOBAHHMHU UMCHOIIUXCA JaHHBIX OICHHUTD HGBO3MO)KHO).

Hapywenus co cmoponsl kposu u ﬂuM(ﬁamuVQCKOZZ cucmenbnvl

Yacmo: anemust, 503MHOPUINS, TUMPONECHHS, TPOMOOLIUTONIEHUS.

Yacmoma Heuzsecmua: anjaacTUUEeCKas aHEMUs, TEMOJIMTHYCCKAas aHCMU .

HaDVW@HZ/l}Z CO CImMOpPOHDBL MMMVHHOZZ cucniembul

Yacmoma nHeuzsecmua: aHa(anaKcm[, ChIBOPOTOYHAA 00JIC3Hb.

HaDVZMEHM}Z MemaboaU3MAa U NUMAHUS

Yacmo: aHOPEKCHS, THIIEPIIIMKEMUS.
Heuacmo: TAIIOTIINKEMUS.

Yacmoma neuzsecmua: 3aACPKKaA KUAKOCTH.

Icuxuueckue napyuieHus

Yacmoma Heuzsecmua. ACIpPECCUA, HAPYUICHUA CHA,
HU3MCHCHUA HACTPOCHHUA, HCPBO3HOCTD.

Hapywenus co cmoporsl Hep8HOU cucnmembl

Yacmo: TOJIOBOKPYKCHUC, IT'OJIOBHAA 60J'H:, COHJIUBOCTh.

Yacmoma neuzgecmua: napeCcTe3us.

raJuUTIoIMHAIMK, OECCOHHMIIA, YaCThbIE
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Hapywenus co cmoponsl opeana 3penus

Heuacmo: HapyllIeHUs 3pEHUsL.

Yacmoma neuzsecmua: pasapakCHue rias, HepHOp6HTaHBHBIﬁ OTCK.

Hapywenus co cmoporsl opeana cayxa u Jla61/ll71/lea

Heuacmo: «3BOH B ymaxm.

Yacmoma Heuzeecmna: HapyllIEHUE CIIyXa.

Hapywenus co cmoponbt cep()ua

Peoxo: omymenue cepaiedueHus.

Yacmoma neuzsecmua: CEPACUHO-COCYAUCTasA HEAOCTATOYHOCTD.

Hapywenus co cmoporbl COCV()OG

Yacmoma Heuzeecmua: apTCpI/IaJ'IBHHﬁ TpOM603, BACKYJIUT, ITOBBIICHUC apTCPUATIBHOT'O JaBJICHH.

Hapywenus co cmoporbl ObIXaAmMenbHOU cucmemsvl, opeaHoe ZDVGHOIZ KiemkKu u cpedocmeHu;z

YacToTa HEeM3BECTHA! 6pOHXOCH8.3M, AUCITHO3, HOCOBOC KPOBOTCUCHHUC.

Hapywenus co cmoporbl ofceﬂy()oqno-lcumeqnoeo mpaxkma

Yacmo: 6016 1 AUCKOMMOPT B 00IaCTH JKUBOTA, 3a10p, TUAPEs, METEOPU3M, TOITHOTA, PBOTA.
Hevyacmo: cToMaTur.

Yacmoma Heuzgecmmna.: TaCTPUT, KEIyIOUYHO-KUIIEYHbIE KPOBOTEUYEHHUS (B TOM 4YMCIE U PBOTA
KPOBBIO — MEJICHA), MAHKPEaTuT, nepdopamus u 00pa3oBaHUE SI3BBI KETYJOUYHO-KAIIIEYHOTO TPAKTa,
TeIaTUT, JKEITyXa.

Hapywenus co cmoporbsl koorcu u NOOKONCHLIX IMKAHE

Peoxo: 3yn, celb.

Ouenw peoxo: cunipoM CtupeHca-J[>KOHCOHA U TOKCUUYECKUH AMHIEPMaTIbHBIN HEKPOIU3 (CHHAPOM
Jlatienna).

Yacmoma wneuzgecmua: anonelus, aHTMOHEBPOTHYECKUH OTEK, HKC(HOIUATUBHBIA JEpPMaTHT,
MHOroopMHasi sputeMa, TpomOouuToneHnueckas mypnypa (Illenneitn-I'enoxa), peaxuun
(OTOYYBCTBUTEIBHOCTH, KpPANMBHUIA, OYyJIE3HBIM JepMaTUT, (PUKCUpOBAHHAS JIEKApCTBEHHAas
CBIIIb.

Hapywenus co cmoporsl nouex u MOUQGblGO()ﬂWuX nymeu

Peoxo: wuTepcTHLMANBHBIM HEPpPUT, HEPPOTUUECKUHA CHHAPOM, MOYEYHas HEIOCTaTOYHOCTH,
MaNAUIPHBIA HEKPO3.

061/14146 HAapyweHuAa u peaKkuuu 6 mecnie 66e0eHUs.

Peoxo: oTekn.

Ouenb peoxo: HeIOMOTaHHE.

ﬂa60pam0prle U UHCIMPYMEHMAIbHbLE OanHble

Yacmo: ioBBILIEHNE YPOBHEH «ieueHOUHbIX» TpaHcamuHas (AJIT, ACT), yBenuyeHnue Beca.
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Yacmoma wneuzsecmna: CHUXEHHE T'eMOINIOOMHA U FCM&TOIJB_ 4 -”;‘Qc ' IHEED&%'XGHVHO"H—I:(;-

KHIICYHBIM KPOBOTCUCHUCM.

COO6I_HCHI/IC O ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PECAKIINAX

BaxHo coobmare 0 TOA03pEBAaCMbIX HEXKENATEIbHBIX pPEAKLUSIX I[OCIE  PErHCTpauu
JIEKapCTBEHHOI'0 IIpernapara ¢ Ledbl0 00eCHeueHUs] HeNpPEepbIBHOIO MOHMTOPUHIA COOTHOILIECHHUS
«I10J1b3a — PHUCK» JIEKAPCTBEHHOIO Ipernapara. MEIUIUMHCKUM paOOTHUKAM pEKOMEHAYETCs
coo01IATh O JIOOBIX M0I03PEBAEMBIX HEKEJIATEIIbHBIX PEAKIMAX JEKAapCTBEHHOr0 IpenapaTa yepes
HAllMOHAJIbHBIE CHUCTEMBbl COOOILIEHUS O HEXKEIATENbHbIX pEeakUusiX TOCYJapcTB — UJIEHOB
EBpa3uiickoro 3KOHOMHYECKOT0 COH3a.

Poccuiickas @edepayus

denepanbHas ciry:x0a 1Mo Haa30py B cdepe 3ApaBOOXPAHCHUS

109012, r. Mocksa, CinaBsiHcKasi muiomanib, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnekTpoHHas nouta: pharm@roszdravnadzor.gov.ru wim npr@roszdravnadzor.gov.ru

Caiit: https://www.roszdravnadzor.gov.ru
4.9. Ilepeno3upoBka

CHUMIITOMBI

bonb B xUBOTE, TOLIHOTA, PBOTA, COHJIMBOCTh, HAPYIIEHUE 3PEHUS, [IPU NpPUEME OUYEHb OOJIBLINX
1103 — [I0TEPsl CO3HAHUSA, KOMa.

Jleuenue

ITpombIBaHHE KETyAKa C MCIOJIBb30BAHUEM AKTMBUPOBAHHOTO YIJIS, JJIsl 3aMEIJICHUs BCAChIBAHUS
NPUMEHSIOTCS aHTauuzbl. llpu TsHKemoM oTpaBieHUM OOJIBHOTO CIEAYeT TOCHUTAIN3UPOBATh.
Crnenuduueckoro aHTU0Ta HET. JIeueHne cuMnTOMaTHYeCcKoe.

5. DPAPMAKOJIOTMYECKHE CBOMCTBA
5.1. ®apmakoaMHAMHYeCKHe CBOiCTBA

®apmakoTepaneBTHueckass rpymnma: [IpoTuBOBOoCHANWTENbHBIE W MPOTHBOPEBMATUYECKHUE
Ipernaparbl, HECTEPOUJHBIE IPOTUBOBOCIAIUTEIBHBIE W IPOTUBOPEBMATHUYECKUE IIpENaparhl,
OKCHKAaMBI.

Kog ATX: MO1ACO1

MexauusMm JercTBus U hapMakoanHaMudeckue YOO EKThI

Hecrepouanslii nporuBoBocnanutenbHblil npenapat (HIIBIT) oka3piBaeT mpoTHBOBOCHIANIUTENBHOE,
aHaJIbIre3UpyIolllee M KapoloHMWXKarolee JeiictBue. HecenekTMBHO TOAABIAET aKTUBHOCTh
nukiookcurenassl 1 u nukiookcurenassl 2 (LOI'l u [IOI'2), yraeTaeT cuHTE3 NpOCTarjiaHJuHOB B
oyare BOCHAJIEHHMS M B IIEHTPAIbHONH HEPBHOM CHCTEME, I[IOJIaBIsE€T HKCCYJIAaTUBHYIO U
nponudepatuBHyio (asy BocnaneHus. TOpMO3UT arperanuio HeMTpouioB U 0Opa3oBaHUE B HUX
CYNEPOKCH/IHBIX aHHOHOB, MUTPAIUIO MOJIMMOPPHOSIEPHBIX KJIETOK W MOHOIMTOB B Ouar
BocrajieHus. CHMXKaeT BBICBOOOKJCHHE JIM30COMAIBHBIX (DEPMEHTOB U3 CTUMYJIHMPOBAHHBIX
JEHKOIMTOB. YMEHBIIAET MUPOTeHHOE BIIMSHHE MPOCTArJIaHJUHOB HA LEHTP TEPMOPETYIISIIHHU.
CHuXaeT BBIPAKEHHOCTh OOJEBOrO CHHIpPOMA CpeaHEeH WHTEHCHBHOCTH, YBEJIWYHMBAs MOPOT
0071€BOM 4yBCTBUTEJIBHOCTH K OMOJIOTMYECKMM aMUHaM. AHanbreTudeckuili a3¢dekt nmposBiseTcs
yepe3 30 MuUH nocne nepopaiapHoro npuema. [locine oqHOKpaTHOroO MpreMa JAeHCTBUE COXPAHAETCS
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B Teyenue 24 4. IIpu cycTaBHOM CHHAPOME 0cIa0seT Hilu xyhdbYer Botmaienin it 60is BHOROE h

IpU JABWKEHHM, YMEHBIIACT YTPEHHIOI CKOBAaHHOCTh M MPHUIYXJIOCTH CYCTaBOB, CIIOCOOCTBYET
yBelnuueHUIo0 obobeMa nBukeHui. [Ipu mepBuuyHON nucMeHopee (SIBISSICh MHTMOMTOPOM CHHTE3a
IIPOCTArjJaHAMHOB B 3HJIOMETPUH) OCJIA0JIAET COKpALIEHMs] MaTKH, IPEJOTBpaIlas €€ HILIEMUI0 U
Kynupys 00JeBOi CHHAPOM.

5.2. apmakoKknHeTHYECKHE CBOIICTBA

AOGcopOrus

IIpy mnpueme BHYTpH IpenapaTr XOpOILIO BCACBIBACTCS U3 JKEIyJAOYHO-KHUIIEYHOIO TPAKTa,
KOHLEHTpalus B IUIa3Me MPONOPLMOHAIBHA UCIIOIB3YEMOU 103€, MAKCUMAJIbHAS KOHLICHTpALus B
IU1a3Me JOCTUraeTcs uepes 3 — 5 4 mocje nprueMa BHyTpb.

[Tocne ogrokparHoro mpuema 20 mr npemapata Cmax — 1,5—2 MKI/mit, Iociie peryJIsipHOTO Iprema
20 mr/cytr — 3-8 wmkr/min. [luma 3aMeuisieT CKOpPOCTh BCACHIBAHUS, HO HE BIIMAET Ha 00BbEeM
abcopOIuu.

Pacnopenenenne

buonoctynnocte — moutu 100 %. Bpemss pocTuxkeHus paBHOBECHOM KOHLIEHTpaUUUd —
7—-12 nueii. [Iponukaer B cuHOBHANbHYIO KUIKOCTD (40 — 50 %), BbIAENsAETCA C TPYJHBIM MOJIOKOM —
1-3 %. Jlerko cBsizbIBaeTCs ¢ OenKamu 1mia3Mbl KpoBu (outH 98 %).

Buorpancdopmarus

ITpenapat MeTa®onu3upyeTcs B EYEHU MTOCPEACTBOM THAPOKCHIMPOBAHUS MUPUANHOBOIO KOJIbLA
OOKOBOW IeNH, C MOCJEIYIOIeH KOHBIOTAIMeH C TIIOKYPOHOBOW KHCIOTOH W 00pa3oBaHUEM
HEaKTHBHBIX META0O0JIUTOB.

OnUMUHALMS

HepI/IO,Z[ IMOJIYBBIBCACHUSA COCTABJIACT 24 — 50 4, 1Ipn 3a00JIeBaHUSIX TCYCHU MOIKET YAJIUHATBCH.
BI)IBOI[I/ITCSI B BHJC KOHBIOIaTOB IIOYKaMHU U B MCHBIIICH CTCIICHH — 4cpe3 KUIICYHUK. B
HCHU3MCHCHHOM BHJIC BBIBOAUTCA OKOJIO 5 %.

6. PAPMAILLEBTUYECKUE CBOWCTBA
6.1. IlepeyeHb BcnOMoOraTe/IbHbIX BeLIECTB

ITupoxcukam, 10 mr, KancyJiel

[emnros103a MUKPOKPUCTATUTMYECKAS

Kpaxman nimeHnaHbIi

RS 0%000%051

Kpemuns nrokcua KOJJIOUIHBINA O€3BOTHBII

Tanbk

Maruus creapat

Cocmas obonouku xancynwl:

CocraB kopiryca karcynibl — Tutana quokeun (E171), xemnatun

CocraB KPBIMICYKH KaIlCyJIbl — TUTaHa AHUOKCHI (E171), JKCJIIATHH, KpAaCUTCJIIb HWHIAUTOKApMHUH
(E132)
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IInpokcrukam, 20 MI, KaCyJIbl

[emnr0s103a MUKPOKPUCTATUTMYECKAS
Kpaxman nimeHnyHbIi

I'nmuua

Kpemuus 1ruokcua KOJJIOUIHBINA O€3BOTHBII
Tanpk

Maruus creapat

Cocmas 0bonouku Kancynwl:

CocraB kopmyca kancysbl — Tutana auokcua (E171), sxxenatuH, KpacuTeNb kKene3a OKCHJ JKEIThIA
(E172)

CocraB KpbIIIEYKH Karcyibl — TuTaHa auokcun (E171), skenaTuH, KpacuTedb COJIHEUHBIM 3aKaT
xenteiil (E110)

6.2. HecoBMecTHMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CpOK XpaHeHus )

3 rona

6.4. Oco0ble MepbI MPEAOCTOPOKHOCTH NMPU XPAHEHUH

XpaHUTh B OPUTHHATIBLHOW yIaKOBKE (OJUCTEp B MAYKe) JUISl 3aIUTHI OT BJIATH MPH TEMIIepaType He
BeIrIe 25 °C.

6.5. XapakTep u coaep:kaHue YIIaKOBKHU

10 xancyn ynakoBbiBatoT B 6nuctep u3 [IBX/amomunneBoit Gponbru.
2 OnucTepa BMECTE € JIMCTKOM-BKJIAJIBIIIEM ITOMEIIAIOT B KAPTOHHYIO MaYKYy.
6.6. OcoOble Mepbl MPEJOCTOPOKHOCTH NPH YTHIN3ALUH MCIOJIb30BAHHOIO JICKAPCTBEHHOI0

npenapara MM OTXO0J0B, IOJYYEHHBIX IOcJe NMPUMeHEHHs JeKAPpCTBEHHOro mnpenapara, u
Apyrue MAaHUMYJISIKHU € IPenapaTom

Oco0sbie TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

Bbonrapus

CODPAPMA AO

Nnuenckoe mocce 16, Codust 1220, bonarapus
Tenedon: +359 2 81 34 200

daxkc: +359 2 936 02 86

OnexktpoHHas noyra: mail@sopharma.bg


mailto:mail@sopharma.bg

COOTBETCTBYET SKCTNEFTHOMY OTHETY

7.1. TipeacraBuTe/Ib AepKaTe/Isi PerucTPaAIMOHHON0 yaocroBepennt - o~ TEITBHOCTS 0005)

[Iperen3uu notpeduTeneil HAPABIATH 1O APECY:

Poccutickas ®@edepayus

000 «Codapma Pyc»

127030, r. MockBa, BH.Tep.T. M.0. TBepckoii, yi. HoBocinoboackas, 1. 31, ctp. 4
Tenedon: +7 (495) 127 1011

DnekTpoHHas nmo4ra: info@sopharmagroup.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

JITI-Ne(008426)-(PT-RU)

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOTI' O IIPEITAPATA

HCKapCTBeHHBIﬁ npemnapat OTHOCUTCA K KaTCTrOpUH OTITYCKa 110 PCLCIITY.

OOmast xapakTepUCTHKa JICKApCTBEHHOTO Tperapara [IMpokcukaM JOCTyIHA B €IUHOM peecTpe
3apErHCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3sMiicCKOro SKOHOMHYECKOTO COI03a M Ha
ouHmaTEHOM caiire YIOJTHOMOYCHHOTO oprana (3KCTIepTHOM OpTaHHU3AIIH )
https://lk.regmed.ru/Registet/ EAEU SmPC
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