COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 01.07.2024 N= 13130
MHCTHY KL OCTENOBATENBHOC TS 0002)

1O MEJJUIITMHCKOMY TTPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA
CITAPEKC®

PerncrpanuoHHblii HOMep:
Toprosoe HanmeHoBanue: Crapexc®
Me:kayHapogHOe HeMATEHTOBAHHOE MJIH I'PYNIUPOBOYHOE HAMMEHOBaHHe: MEOCBEpUH
JlekapcTBeHHas popma: TaOIETKU, TOKPBITHIC TNIEHOYHON 000I0UKOH.
Cocras:
Oeticmeyrowee seuwjecmeo: medbesepuHa ruapoxiopun 135,00 mr;
scnomozamenvhvie geujecmsa: Kpaxman kapropenpHbii 42,00 mr, 1akTo361 MoHOTHIpAT 88,00 MT,
MarHusi creapar 5,50 wmr, wMerunuemnonoza 16,00 wmr, Tamek 6,50 wMr, uemIono03a
MUKpokpuctauiraeckas (tun 102) 7,00 mr;
cocmas nnewounou obonouxu: Onaapait Il xenteiii (85F32410) 21,000 Mr, B TOoM 4YHCIe:
nonuBUHUIOBBIN ciupT 8,400 mr, makporon-4000 (monustuneHrinnkoib-4000) 4,242 mr, Tanbk
3,108 mr, Tutana nuokcun 4,935 mr, KpacuTenb kene3a OKCHI KenThiid 0,315 mr.
Onucanne
TabneTku Kpyriible NBOSKOBBINYKIIbIE, MOKPBITHIE MICHOYHOW 000JI0UKOW kenToro mnpera. Ha
TIOTIEPEYHOM pa3pes3e — MOYTH OeJIoTo IBETA.
dapmakoTepaneBTHYeCKasi TPYMNINAa: CPEACTBA JUISA JICUCHUS (YHKIIMOHATBHBIX HapyIICHUN
KEIYAOYHO-KUIIIEYHOTO TPAKTa; CUHTETHUYECKHWE AHTUXOJIMHEPTUYECKHE CpelCTBa, YPHUPHI C
TPETUYHOU aMUHOTPYIIIION.
Kon ATX: A03AA04
DapMaKoJIOrHYecKue CBOMCTBA
Dapmaxoounamuka
Cra3MONIMTHK MHUOTPOITHOTO NIEHCTBHS, OKa3bIBaeT MPSAMOE JEHCTBHE HA TIAAKYI0 MYCKYIaTypy
JKEITYTOYHO-KUIIIEYHOTO TpakTa 0Oe3 BIUSHHS Ha HOPMAIBHYIO TEPUCTAIBTHKY KHUIICYHHKA.
ToYHBII MEXaHU3M JCHCTBUS HEU3BECTCH, HO MHOKECTBEHHBIE MEXaHU3MbI, TAKWE KaK CHIKCHHE
MPOHUIIAEMOCTH HWOHHBIX KaHAIOB, OJOKaga OOpaTHOrO 3axBaTa HOpPAJpEHAMHA, MECTHOE
aHecTe3upyloliee NeHCTBHe, a Takke H3MEHEeHHe abcopOIHMM BOJBI MOTYT BBI3BATH MECTHOE
JeicTBe MeOEBEepHHA Ha IKEITYIOYHO-KHUIICUHBIA TpakT. [loCpeicTBOM 3THX MEXaHH3MOB
MeOEBEPHH MPOSBISIET CIAa3MOJTUTHYCCKOE JICHCTBUE, HOPMAITU3YS MEPUCTATBTUKY KUIICYHHKA U
HE BBI3bIBAs MOCTOSIHHOM peNlaKkCalliy TJIaJAKOMBIIIEYHBIX KJIETOK JKETYI0YHO-KHIIIEYHOTO TPAKTa
(«runoronmo»). CucremHeie MOOOYHBIE JPQPEKTH, B TOM YHCIE aHTUXOJIHMHEPTUYECKUE,

OTCYTCTBYIOT.

@apmaxoxunemuka
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MebeBepHH OBICTPO U TOJIHOCTBIO BCACBIBAETCS MTOCTIE TPHEMa BHYTPb.

Pacnpeoenenue

[Ipy npueme NOBTOPHBIX /103 Ipenapara 3HAYUTEIbHOM aKKyMYJSILIMM HE MPOUCXOIMT.

Memabonusm

MebeBeprHa TUAPOXIOPUT B OCHOBHOM META0OIM3HPYETCS 3CTepa3aMH, KOTOpPbIE Ha IEPBOM

JTane paciieuiiioT 3QUp Ha BEpaTpoBYIO KHUCIOTY © cnupT MebeBepuHa. OCHOBHBIM

METa00JIUTOM, LIUPKYJIUPYIOIIKUM B IUIa3Me, ABISETCS AEMETHIMPOBaHHAs KapOOHOBAsl KUCIIOTA.

[Tepuon nosyBbIBEICHNS B PABHOBECHOM COCTOSTHMM JEMETHIIMPOBAHHON KapOOHOBOM KHUCIOTHI

COCTaBIISICT MPUOIM3UTENHHO 2,45 4. [Ipu mpuemMe MOBTOPHBIX 103 MaKCUMaJIbHAs! KOHIICHTPAIIUS

JeMETHINPOBAHHONW KapOOHOBOM KHUCIOTHI B KpPOBU (Cmax) coctaBmser 1670 Hr/mu, Bpewms

JOCTH>KEHUS] MAKCHUMAJIbHOM KOHIIEHTPALUHU IEMETUIMPOBAHHOM KapOOHOBOM KUCIOTHI B KPOBU

(Tmax) - 1 gac.

Buigeoenue

MebeBeprH Kak TaKOBOIM HE BBIBOJAUTCS M3 OPraHMW3Ma, HO MOJIHOCTHIO META0O0IM3UPYETCs; €ro

METa0OJIUThl TMPAKTHUECKH TOJHOCTBIO BBIBOJSATCS W3 oOpraHu3Ma. BepaTpoBas kuciora

BbIBOAMTCA mNoukamu. Crnupr MeOeBepuHa Tak)Ke BBIBOAUTCS MOYKaMM, YaCTUYHO B BHUJE

KapOOHOBOM KMCIIOTHI M YaCTUYHO B BHJIE AIEMETUIIMPOBAHHON KapOOHOBOM KUCIIOTHI.

IMoka3anus K NPpUMEHEHUIO

CuMnToMaTHueckoe JiedeHue OonM, crna3MoB, AUCHYHKIMH M AuckomMdopra B 001acTH

KUIIEYHHUKA, CBA3aHHBIX C CHHJIPOMOM Pa3JIpaKEHHOTO KUIIEYHUKA.

CUMOTOMBI MOTYT BKJIIOYaTh: OOJb B OOJIACTH JKMBOTA, CHA3Mbl, OINYIICHHE B3IyTHUS W

METEOpU3M, U3MEHEHHE YacTOTHI CTyNa (AMapes, 3armop WM YepeOBaHUE JHUApPEH U 3aropoB),

U3MEHEHHE KOHCUCTEHILIUH CTYJIa.

IIporuBonokasanus

e [ umepuyBCTBUTENHLHOCTH K JIFOOOMY KOMIIOHEHTY TIpernapara;

e Bospacrt a0 18 ner;

e BpoxneHHas HENepeHOCHMMOCTb TaJlakTO3bl (JIAKTO3bI) WM (PPYKTO3BI, HEAOCTATOUYHOCTh
JaKTa3bl, nepuuuT caxapasbl/U30MalIbTas3hl, CHUHJIPOM TJIFOK030-TaIaKTO3HOU
MaJbabCcopOITH;

e bBepeMeHHOCTH ¥ MTEPHO/ TPYTHOTO BCKAPMITHBAHHUS.

IIpumMeHenune npu 6epeMEHHOCTH M B IEPUO/] TPYAHOI0 BCKAPMJIUBAHUS

bepemennocmo
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JKEHIIIMHAMU. J[aHHBIX MCCIIeIOBaHUI Ha )KUBOTHBIX HEAOCTATOYHO /ISl OIEHKH PENPOIyKTHBHOU
TOKCUYHOCTH. He pekoMeHIyeTcs MPUMEHSITh MeOEBEPHH BO BpeMsi OEPEMEHHOCTH.

Ilepuoo epyonoco éckapmausanus

Nudopmaniuu 00 »dKCKkpenuu MeOEBEpHHA WM €ro METaO0OJUTOB B TPYIHOE MOJIOKO
HepocTaTouHO. VccnemoBanus SKCKperuy MeOeBepruHa B MOJIOKO Y KMBOTHBIX HE IMPOBOIMIIUCH.
He cnenyer npuHIMAaTh MEOSBEPHUH BO BPEMsI KOPMIICHUS TPYIBIO.

DepmunbHocms

Knunuueckue naHHble MO BIMSHUIO TNpenapara Ha (GEpTUIBLHOCTh Y MY)KUMH WIM JKEHIIUH
OTCYTCTBYIOT, OJIHAKO W3BECTHBIC HCCIICJIOBAHMS HA >XHUBOTHBIX HE IPOJEMOHCTPHUPOBAIN
HeOmaronpusTHEIX 3¢ dexkToB medeBepuHa.

Cnoco0 npuMeHeHMsI U 103bI

Jlns mpuema BHYTpb.

TabneTkn HEOOXOIUMO TPOTIATHIBATh, HE PAa3KEBBIBAS, 3alMBasi JOCTATOYHBIM KOJIWYCCTBOM
Bo/bI (He MeHee 100 mu).

[To ognolt TabneTke 3 pas3a B 1€Hb, IPUOIU3UTENBHO 32 20 MUHYT JI0 €]IBI.

[TpogomKUTensHOCTD MIpUEMa MpernapaTa He OrpaHHyueHa.

Ecnu narnupieHT 3a0bI1 MPUHSATE OJHY WIIM HECKOJIBKO JI03, TIPUEM Mpernapara clieAyeT Ipoa0KaTh
co cuemyromieit m1o3pl. He ciemyeT mpuHUMATH OJIHY HMIIM HECKOJIBKO MPOITYIIEHHBIX 103 B
JIOMOJIHEHNE K OOBIYHON J03€.

HccnenoBanus pexxuma TO3UPOBAHUS y MOKUIIBIX MAI[EHTOB, MAIIMEHTOB C MOYEYHOW W/UITU
MEYCHOYHON HEJIOCTATOYHOCTHIO HE MPOBOIMIINACE. JIOCTYITHBIC TaHHBIE O MOCTMAPKETHUHIOBOM
MPUMEHECHUY TIperiapara He BBIABUIM CIeU(UIecKuX (aKTOPOB pHUCKA MIPH €ro MPUMEHEHUH Y
MOXXUJIBIX TAIIMEHTOB M TMAalMEHTOB C TMOYEYHOW W/WIM TEYEHOYHOH HEIOCTaTOYHOCTBIO.
H3MeHeHus pexuma JO3UPOBAHUS Y TMOXKWIBIX MAlMEHTOB U MAIIMEHTOB C MOYEUHON /WM
MEYCHOYHOH HEIOCTATOYHOCTRIO HE TpeOyeTcs.

IloGouHoe nelicTBUE

CooO1ieHnst 0 MEepPEeYMCICHHBIX MOOOUYHBIX 3(QeKTaXx HOCHUIM CHOHTAHHBIM XapakTep, W UL
TOYHOH OIEHKU YaCcTOTHI CIIy4aeB UMEIOIUXCSI TAHHBIX HEIOCTATOYHO.

AJutepruyeckue peakiny HaOII0AaUCh MPEUMYIIECTBEHHO CO CTOPOHBI KOXKHBIX ITOKPOBOB, HO
OTMEUAIIHCh TAKXKE M JIPYTHE MPOSIBICHUS aJUICPTHH.

Hapyuwienus co cmopombl Koxcu u NOOKONCHbIX MKAHEll

KpaHI/IBHI/II_[a (aJ'IJICpFI/I‘-ICCKaﬂ CLIHB), aHFI/IOHCBpOTI/I‘-ICCKI/Iﬁ OTCK (CCpBCSHaSI aJuIepruucckas
pE€aKnus, KOTopasd MOXKCET BKIIIOYATE: 3aTPYAHCHUE AbIXaHWsA, OTCUHOCTD JIMIIA, ICH, FY6, sA3bIKA,

ropia), OTEK JUIa, IK3aHTeMa (KO>KHasI ChITIb).
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- ToC OBA
Hapywenus co cmoponbl uMMYHHOU CUCmeMbl (NOCNEOCBA

Peaknyy TUnepdyBCTBUTENLHOCTH (aHA(DUIAKTUYECKUE PEAKIIMH - CEPhE3HBbIC AJUICPTHUECKUE
peaklny, KOTOpble MOTYT BKJIKOYATh: 3aTPyJHEHUE MbIXaHUS, YYaIICHHBIH IYJIbC, PE3KOE
CHI)KEHHE apTepUAIbHOTO J1aBleHus (cI1aboCTh U rOJIOBOKPYKEHUE), IIOTOOTACIICHUE).

Ecnu y Bac otmeuarorcs kakue-au00 U3 moOOUHBIX 3(PQEKTOB, B TOM YHUCIIE HE yKa3aHHBbIE B

JIAHHOM MHCTPYKIIUH, IPeKpaTHTe mpueM npenapata Crapekc®

U HE3aMeJIUTEIbHO 00paTUTECh

K Bpauy!

Ilepeno3upoBka

B cnyuae nepenosuposku npenapatom Crapekc® HE0OX0MMMO He3aMeIIUTENbHO 00PATUThCS K

Bpauy.

Cumnmompl: TEOPETUYECKH B CIIydae MEPEAO3UPOBKH BO3MOXKHO MOBBIIICHHE BO30YIUMOCTH

LEHTPaJbHOW HEPBHOW cHucTeMbl. B ciydasx mepeao3upoBKH MeOEBEPUHOM CHMIITOMBI JTHOO

OTCYTCTBOBAJIM, JHOO OBUIM HE3HAUUTEIbHBIMU M, KaK IPaBHIO, OBICTPO OOpaTUMBIMHU.

OTMeuaBINECS CUMIITOMBI NepCaA03UPOBKHU HOCHUIIN HeBpOJIOFI/I‘IeCKI/Iﬁ u CCpI[G‘-IHO-COCYIIPICTLIfI

XapakTep.

Jleuenue: cnenupuyeckuil aHTUIOT HEU3BECTEH. PeKOMEHIyeTCs CUMIITOMAaTHYECKOe JIeUueHHE.

[TpoMbiBaHMe >kenyaKka HEOOXOIUMO TOJIBKO B TOM ClIy4ae, €CIM MHTOKCUKAlMS BbISBICHA B

TeYEeHHUE MPUOIM3NUTEIFHO OJHOTO Yaca MOocie MprUeMa HeCKOJIBKHX 103 Tperapara. MeponpusTus

M0 CHIDKCHHIO YPOBHS BCAChIBaHUS HE TPEOYIOTCHI.

B3aumopeiicTBHe ¢ APYrUMH J1eKAPCTBEHHBIMH CPeACTBAMH

[TpoBOAMINCH TONBKO HCCIEIOBAHHUS MO B3aUMOJICHCTBHUIO JIAHHOTO TMpernapara ¢ ajaKOTOJIEM.

I/ICCJ'IGI[OBaHI/ISI Ha JXUBOTHBIX MMPOACMOHCTPHUPOBATIN OTCYTCTBHC KaKoro-JInoo BSaI/IMOI[eI\/JICTBI/IH

MCKOY MG6CB€pI/IHOM " OTUJIOBBIM CITUPTOM.

Oco0ble yka3anus

Iepen npuemoM npenapata Crapekc® HE06X0AUMO IPOKOHCYILTHPOBATLCS C BPAUOM, B CITyUae:

®  eCIIM CHMITTOMBI 3200JI€BaHHSI BO3HUKIIH BIIEPBEIC;

e HENpeJIHAMEPEHHON U HEOOBSICHUMOM MOTEPH Beca;

® aHEeMUHU;

® PEKTaJIbHOTO KPOBOTECUECHHUS WU TIPUMECH KPOBH B CTYIIE;

® JIMXOpPAJIKH;

® ¢ClIi B CEMbE OBLI JUAarHOCTUPOBAH pakK TOJICTOH KHUIIKHW, IECJIHaKHuA HJIM BOCHAJIUTCIIBHBIC
3a00JIeBaHUS KUIIICYHUKA;

e Bo3pacta crapiue 50 JIeT U eclii CUMITOMBI 3a00JI€BaHMsI BOSHUKIIM BIIEPBBIE;

® HCAABHETO IIPUMCHCHUA aHTI/I6I/IOTI/IKOB,
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Ecnu Ha (oHe mpueMa mperapara cocTosHHe nannbHta-yxyAminfiocs’ i id Haetumo

YIy4IIEHUE CHMITTOMOB TIOCJIE 2-X HEJIeNb MPUMEHEHUSI HEOOXOAMMO O0paTUThCS K Bpady.
Biusinue Ha CIOCOOHOCTH YNIPABJISITh TPAHCIIOPTHBIMHU CPeICTBAMM U MeXaHNU3MAMU
HccnenoBanus BAUSHUS IMperapaTa Ha CIOCOOHOCTh K YIPaBJICHUIO aBTOMOOWJIEM WU JPYTUMHU
MeXaHU3MaMH He MPOBOIMINCh. DPapMaKOJIOTHYeCKHe CBOMCTBA IMperapaTa, a TakKe OIbIT €ro
MPUMEHECHUS HE CBUACTEILCTBYIOT O KaKOM-THOO HEOJIaronpusTHOM BIHMSHUM MeOeBeprHa Ha
CHOCOOHOCTH K YIPABJICHHUIO aBTOMOOUIIEM U IPYTHUMHU MEXaHU3MaMHU.

®opma BBIILYCKA

TabyeTku, MOKPHITHIC INIEHOYHON 00010UKOM, 135 M.

ITo 10 mnu 15 TabneTok B KOHTYPHYIO SIUEHKOBYIO YIIaKOBKY U3 IJIEHKU MOJIMBUHWIXJIOPUIHOW U
($oJIbrY aMIFOMUHNEBOM NEYaTHON JTAKUPOBAHHOM.

[To 30 wmmu 60 Tabnerok B OaHKy MOJUMEPHYIO [Js JEKapCTBEHHBIX CPEACTB W3
MOJMATHIIEHTEpedTanaTa ¢ KPHIIIKON U3 MOTUATUIICHA UK TOTUIPONIIICHA.

ITo 3, 5, 6, 9 KOHTYPHBIX SYCHKOBBIX YMakoBOK Mo 10 Tabnetok miau mo 2, 4, 6 KOHTYPHBIX
STYEHKOBBIX YIAKOBOK 110 15 Tabyetok, win 1o 1 6aHKe MoJTMMEPHON /1151 JIEKAPCTBEHHBIX CPEJICTB
BMECTE C MHCTPYKLIHEH MO0 MPUMEHEHHIO B MMAYKy U3 KapTOHA.

YciaoBus xpaHeHust

[Tpu Temneparype He Boie 25 °C.

XpaHUTb B HEIOCTYITHOM JIJISI IETEH MeCTe.

Cpoxk rognocru

2 roxa.

He npuMeHsTh MO MCTEYEHUU CPOKA TOTHOCTH.

YcaoBust ornycka

OTtnyckatoT 0e3 perenTa.

Baanesen perucrpanmoHHoOro yaocrosepenust/Opranusanusi, NPUMHIMAKOIIAS NPeTEH3UU
norpedouTesen

3A0 «Kanondapma npogakmny», Poccust

141100, MockoBckast 0611, . [llenkoBo, yi. 3apeunas, a. 105.

Temn.: (495) 797-99-54, daxc: (495) 797-96- 63.

DneKTpOoHHBIN anpec: safety(@canonpharma.ru

Tonyuums 0ononrHumenvHvle OaHHble O npenapame, HANPAGUMb NPEMmeH3Ul0 HA e20 Kaiecmaso,
be30nacHocmy, coOOWUMb O HEHCeNAMeNbHbIX JIeKAPCMBEHHBIX PEAKYUAX MONACHO NO MeaepoHY.
8 (800) 700-59-99 (6ecrnmatHas nuHUS 24 Yyaca) win Ha caiilte www.canonpharma.ru B pazzuene

«[Tonutuka B 06sacTu KauecTBay - «be30nacHOCTh MpemnapaToBy.
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IIpousBoauTen

3A0 «Kanondapma mpogakuiay, Poccus

Ten.: (495) 797-99-54, daxc: (495) 797-96-63.

wWww.canonpharma.ru

IlIpouszeoocmeo 2omoeoit nekapcmeeHHoul hopmol:

MockoBckas 00:1., T.0. [llénkoBo, r. [ll€nkoBo, yn. 3apeunas, 1. 105
Ilepsuunasn ynakoeka:

MockoBckas 001., r.0. LllénkoBo, r. [1i€nkoBo, yi. 3apeunas, 1. 105
MockoBckas 001., r.0. LllénkoBo, r. Ill€nkoBo, yi. 3apeunas, ctp. 1055, k. 12
Bmopuunas (nompebumensvckasn) ynakoexa:

MockoBckas 00:1., T.0. [llénkoBo, r. [ll€nkoBo, yi. 3apeunas, 1. 105;
MockoBckas 00:1., T.0. [llénkoso, r. [lI€nkoBo, yiu. 3apeunas, ctp. 1055, k. 12
MockoBckas 00:1., T.0. lLllénkoso, r. [ll€nkoBo, yiu. 3apeunas, ctp. 1055, k. 1
Buinyckarowuit konmpons kauecmea:

MockoBckas 00:1., T.0. [llénkoBo, r. [ll€nkoBo, yi. 3apeunas, ctp. 1056, k. 11.
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