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OBIIASI XAPAKTEPHCTHKA JEKAPCTBEHIOPO TIPEITAPATA 7007

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA

Oenoaunun Kanown, 2,5 Mr, TabJIeTKH ¢ IPOJIOHTHPOBAHHBIM BBHICBOOOKIEHUEM, IOKPBITHIC
TUICHOYHON 000JIOUKOM.

O®enoaunun Kanon, 5 mr, TabiaeTKu ¢ MPOJIOHTHPOBAHHBIM BBICBOOOXKIEHUEM, TTOKPHITHIE
MJICHOYHON 000JIOUKOH.

®enogunun Kanon, 10 mr, TabeTKH ¢ MPOJTOHTUPOBAHHBIM BHICBOOOKIEHUEM, MTOKPHITHIC
MJICHOYHON 000JIOUKOH.

2. KAUECTBEHHBIN U1 KOJIMYECTBEHHBIN COCTAB
JleiicTByromee BemecTBO: (esIoIuIHIH.
q)eJIOHI/IHI/IH KaHOH, 2,5 M, TaGHGTKI/I C IIPOJIOHI'UPOBAHHBIM BBICBO60)KI[€HI/IGM, ITIOKPBITHIC

IUIEHOYHOI 000JI0UKOH
Kaxxnas Tabnerka conepxut 2,5 Mr (eoaunuHa.
®enonnnma Kanon, 5 Mr, TabIETKH ¢ IPOJIOHTHPOBAHHEBIM BEICBOOOKIEHUEM, ITOKPBITEHIE

IUIEHOYHOI 000JI0YKON

Kaxxnas Tabnerka cogepuT 5 mr penoaunuHa.
Denoqnnua Kanon, 10 Mr, TaOJeTKM ¢ OPOJOHTMPOBAHHBIM BBICBOOOMKIEHUEM, ITOKPBITHIE

IUIEHOYHOI 000JI0UKOH
Kaxxnas Tabnerka cogepxut 10 mMr ¢enoaununa.

BcnomorarenbHble BelecTBa, HAJIMYHE KOTOPBIX HAJAO0 YUHUTHIBATH B COCTaBE JICKAPCTBEHHOTO
nmpenapara: Jlaktosa (cM. pasnensi 4.3., 4.4.).
[TonHbIM IepeyeHb BCIOMOTaTEeIbHbBIX BEIIECTB MPUBENIECH B pazaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TalneTku ¢ MPOJTOHTMPOBAHHBIM BBICBOOOKICHUEM, TIOKPBITHIE TNICHOYHOH 000JI0UKOH.
TalneTku Kpyriible JBOSKOBBIMYKJIbIE, IIOKPBITHIC TUIEHOYHON 000JI0YKOW OT CBETJIO-XKEJITOTO 10
xenToro 1Beta. Ha monepeuynom paspese — 6€10ro Win Mo4YTH OeIoro IBeTa.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloxka3zanusi K NPUMEHEHUIO

®enoannvH KaHOH MOKa3aH K MPUMEHEHHUIO Y B3pOCIBIX B BO3pacTe OT 18 Jier.

— ApTtepuanbHas TUNEpTeH3us (B MOHOTEpanud WIM B KOMOMHAIMM C APYTUMHU
TUIOTEH3UBHBIMU CPEICTBAMHU, TAKUMH KaK OeTa-aApeH00I0KaTOPbl, TUYPETUKA U UHTHOUTOPHI
aHTHOTEeH3WHITpeBpataroniero pepmenta (AI1D)).

— CrabunpHast cTeHOKapAus (B MOHOTEpanuy U B KOMOMHAIIUK ¢ OeTa-aipeHO0I0OKaTOpamMu ).

4.2. Pe:kum 103MPOBAHUSA U CIOCO0 MPUMEHEHM I
PexxuM no3upoBanus

Apmepuanvras cunepmen3us
Jlo3a momkHa moaoupaThCsi HHIAUBUIYATHHO.
Hauanbnas no3a — 5 Mr oJIvH pa3 B CyTKH.
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OBITH yBEJIMYEHA WIIH K Teparnuu PeroaUIMHOM MOKET OBITh JOOABICHO IPYroe TUIOTEH3UBHOE
cpeacTtBo (Hampumep, Oera-agpeHoOnoKaTop, aAuypeTHk wuin uHruoutop AllD). Peaxo
Ha3HayaloT npenapat 6osxee 10 Mr B CyTKH.

MaxkcuManbHas cyTouHas 103a — 10 Mr B CyTKH.

Cmabunvuas cmeHokapous

Jlo3a nomxHa moadupaThCsi UHAUBUIYATbHO.

HeoOxoaumMo HauMHATH JIeY€HUE C 10361 5 MT OJIMH pa3 B CYTKH, IPU HEOOXOAMMOCTH YBEIUYUBas
no3y 1o 10 Mr ouH pa3 B CyTKU. MOKeT Ha3HA4aThCsl COBMECTHO ¢ OeTa-aapeHO0I0KaTOpaMH.
Oco0ble rpynmbl NaMEeHTOB

Tlayuenmul nodcunoco eospacma
VYV nmanueHToB MOKUIOro BO3pacTa pEKOMEHIyeMasi HadajlbHasi 103a COCTaBIISAET 2,5 M.
Tayuenmoi ¢ Hapywenuem hyHKyuu novex
Hapymienne ¢yHKUIMM mouyek He BIMSIET HAa KOHIEHTpAILMIO IMperapaTa B mia3Me kposu. Her
HEO0OXOUMOCTH KOPPEKTUPOBATh CXEMY JICUEHHS y MAllMEHTOB C HapyluIeHueM (YHKIUH MOYeK,
OJIHAKO ClIeZlyeT cO0JII0/IaTh OCTOPOKHOCTh NMPU Ha3HAUYEHUU Mperapara NalueHTaM ¢ TSKeIon
MOYEYHON HEAOCTaTOYHOCTHIO (CM. paznen 4.4.).
THayuenmoi ¢ HapywieHuem QYHKYuU neveHu
Y ManucHTOB C HApYIICHUAMU (byHKI_II/II/I II€YEHU MOXKET Ha6.HIOI[aTBC$I IIOBBIIIICHUEC
KOHIICHTpaUuH (eIOUINHA B MJIa3Me KPOBH, MO3TOMY OOBIYHO JJOCTATOYHO /03Bl 2,5 MTI (CM.
paszzmen 5.2.).

eTu
[IpoTuBOMOKa3aH y nereit B Bo3pacte a0 18 ner.
besonacHocte u 3ddexkruBHOCTE Denogunun KanoH y geret B Bo3pacte a0 18 mer He
yCTaHOBJEHBI. [laHHBIE OTCYTCTBYIOT.
Cnoco0 npuMeHeHus

BnyTps.

[IpunumaTh yTpoM, 3ammBas BojoW. TabneTky He nenuTh, HE IPOOUTH M HE pa3KEeBHIBATD.
TabneTku MOXXKHO HPUMEHSTh HATOIIAK MM C HEOONBIIMM KOJMYECTBOM MHINU C HUZKHM
COJIEp’KaHUEM J)KUPOB U YIIIEBOJIOB.

Crnenyer uzberath npuMeHeHus npenapara Oenogunuy KaHoH ¢ rpedndpyToBBIM COKOM (CM.
pasznmen 4.6.).

4.3. [IpoTuBONOKA3aHUS

— Tl'unepuyBcTBUTENBHOCTh K (EIOTUNUHY MM JIIOOOMY U3 BCIIOMOTaTeNbHBIX BEIIECTB,
MepEUYUCIICHHBIX B pazzaene 6.1.;

— CepneuyHasi HEIOCTaTOYHOCTH B CTAJIUU JIEKOMITCHCAITUH;

— Octpblif HH(MAPKT MUOKAPAA;

— HecrabunbHas creHOKapaus;

— T'eMoauHamMuyecKku 3HAYMMBIN CTEHO3 KJIAlTAaHOB CEP/IIa;

— T'uneprpoduueckast 06CTpyKTUBHAS KapAHOMHUOIIATHS;

— Bospact 1o 18 et (3¢ hekTHBHOCTS U 6€30MaCHOCTh HE YCTAHOBJICHBI);

— HenepenocumMoCTh TaKTO3BI, JEQUIIAT JTAKTA3bI, TNIFOKO30-TaJIaKTO3HAS MaThaOCOPOITHs;
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— bepemMeHHOCTB, IEPUOA TPYAHOTO BCKAPMIIMBAHUS ( CIIVD pa3

4.4. OcoOble yKa3aHUS U MepPbI MPETOCTOPOKHOCTH NPH MPUMEHEHUH
C OCTOPOKHOCTBIO

MuTpanbHblii CTE€HO3, TrUnepTpoduueckas OOCTPYKTHBHAS KapAHOMHOIATHS, JAOUIBHOCTD
aprepuanbHoro naasieHus (AJl), aprepuanbHas TUIIOTEH3Us, KOTOpas y IMPerpacloioKEHHBIX
NaIMEHTOB MOJKET BBI3bIBATH HILIEMHIO MUOKap/a.

Oco0ble ykazaHus

TpeOyetrcss cobmoaaTh 0COOYI0 OCTOPOXKHOCTH TIPH CIEAYIONIUX COCTOSHHSX: aOpTaJIbHBINA
CTEHO3, HapylleHue QYHKIUM [eYeHH, TsDKenas T[oYeyHas HeIOCTaTOYHOCTh (KIIMPEHC
kpeatnanHa MeHee 30 MII/MHH), cepJedHas HEJO0CTaTOYHOCTh IIOCNIe OCTporo uH(papKTa
MHOKapAa, MOKUJIONW BO3PAacT.

DenoAUNHUH MOXKET BbI3BATh 3HAUUMYIO apTepUATHHYIO TUIIOTEH3HUIO C TOCTEAYIONINM Pa3BUTHEM
TaXUKapIuu. DTO MOXKET MPUBECTH K Pa3BUTHIO UIIEMHHM MHOKapja y TPeapacroyioKeHHBIX
MAIUEHTOB C TSHKEIBIM MOPAXKEHHEM KOPOHAPHBIX apTEPUI.

denoaunuH MeTabOIM3UPYETCs B TICUCHU. B CBSI3U € UeM y MAIMEeHTOB ¢ HapylIeHueM (yHKIIUN
MIEYCHU MOXKHO OKHUIATh 00JIe€ BRICOKUX TEPANIeBTHUSCKUX KOHIIEHTpAUi eToOAUIIHA U OTBETA
Ha jiedeHue (cM. pazzaen 4.2.).

CoBMecTHOE TpUMEHEHHE TmpemnapaToB, uHayHupyromux uzopepmenr CYP3A4 cucremsl
nuroxpoma P450, mpuBOAWT K 3HAYMTEIILHOMY YMEHBIIEHHUIO KOHIICHTpaluu (eJoIulnHa B
Ma3Me KpPOBH M HEJIOCTATOYHOMY TepamneBTHYecKoMy 3P dekTy oT mpuéma mpemnapara (CM.
pazzaen 4.5.). Cnenyer u3zberatb COBMECTHOTO HA3HAUEHUS TAKUX MPETapaToB.

CoBMmecTHOE TpUMEHEHHE TNpemnapaTtoB, MHrHOupyromux uzopepmeHT CYP3A4, npuBomut K
3HAUUTENBPHOMY YBEIMYCHHUIO KOHIICHTpamuu (ENOAWIIHA B IUIa3ME KPOBH, B CBSI3U C HYEM,
crnenyer n3berarb TaKMX KOMOMHAIIUM.

Cnenyer wu3beraTth mnpuéma IMpemapaTa C TpeHNn@pyTOBBIM COKOM H3-3a 3HAUYUTEIBHOIO
YBEJIMYEHUS KOHIIEHTpAMH (eJIOAUINKHA B TUIa3Me KPOBHU.

CooOmianocs 0 ciay4asx THIEPIUIa3HH CIM3UCTONM OOOJOYKM SI3bIKa U JIECEH Y MAalUeHTOB C
BBIPOKEHHBIM TMHTUBUTOM/TIAPOAOHTUTOM. JIiist m30exaHus NMaHHOTO moOodHoro 3ddekra wim
YMEHBIIIEHUS €r0 MPOSBICHIS HEOOXOAUMO MPOBOIUTH TIIATEIHHYIO TUTUEHY MOJIOCTH PTa.
BcenomoraTenbHbIe BellecTBa

IIpenapar conmepxutr nakro3y. IlanvenTam ¢ peako BCTPEYAOIIEHCS HACIEACTBEHHOMN
HEMEePEeHOCUMOCTBIO TallaKTO3bl, JEQHUIMUTOM JIAKTa3bl JIOMApeil WM TIIOKO30-TaJaKTO3HOM
MajgbabcopOIMel He cieyeT MPUHNUMATh 3TOT Ipenapar.

4.5. B3aummopaeiictTBue ¢ [PYrHMH JIEKAPCTBEHHbIMH MNpenaparaMM W JApyrue BHAbI
B3aNMOJAEHCTBUSA

®enoaunuH sBiuseTcs cyocrparom it uzopepmenta CYP3A4. IlpenapaTsl, HHIyIUPYIOIINE WITH
uHru6upyrone nzopepmeHT CYP3A4, oka3bpIBalOT 3HAUNTEIBHOE BIMSHUE HA KOHICHTPALIUIO
¢enonunuHa B 11a3Me KPOBH.

[Ipenaparel, THAYNHPYIOUTHE CUCTEMY H30(epMEHTOB ItuToXpoma P450

®enuTonH, KapbamazenuH, ¢eHobapOutan u pudaMOUIMH, a TakKXKe Ipernaparsl 3Bepo0os

NPOJBIPSBICHHOTO YCUJIMBAIOT METa0oMu3M (QenoguniHa 3a CYET WHAYKIUH CHUCTEMBI

nzodepmentoB 1uToxpoma P450. CoBmecTHOe mpuMeHEHHWE (PEHUTOWHA, KapOamasenuHa,
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«xonuentpanusi-speMs» (AUC) Ha 93 % u makcumanbHOU KOHIEHTPAIUH (Cmax) pemonunuHa Ha
82 %. Cnenyer u3berarb COBMECTHOI'O Ha3HaueHUs ¢ MHIyKTOpamu n3opepmenta CYP3A4.
IIpenaparsl, HHTHOUPYIOIINE CHCTEMY M30(DePMEHTOB HTOXpoma P450

[IpoTrBOrprMOKOBBIEC MpenapaThl a30J0BOTO psiAa (MTPAKOHA30J, KETOKOHA30J), MaKpOJIUIHBIC

AHTUOMOTHKY (HAIpuMep, IPUTPOMHUIINH ) U HHTHOUTOpbl BUYU-TipoTeas SBIArOTCS HHTHONTOpaMu
n3odpepmenra CYP3A4. Tlpu coBmecTHOM Ha3HaueHHM uUTpakoHazola Cmax Genoaunuaa
yBenuuuBaercs B 8 pa3, AUC B 6 pa3. [Ipu coBMecTHOM Ha3HaY€HUU FPUTPOMUIIUHA Cmax 1 AUC
denogunuHa yBeIMUMBaeTCA MNpUONM3UTENbHO B 2,5 pa3a. Cnexyer u3berarb COBMECTHOTO
HazHavyeHus Qenoaunuua u utHruouTopoB uzopepmenta CYP3A4. Cok rpeindpyra uHruOupyer
uzopepment CYP3A4. [Ipumenenue ¢penoaununa ¢ rpeiingpyroBsIM COKOM yBeTUUUBACT Ciax U
AUC ¢enoaununa npuOnu3urtensHo B 2 pa3a. Cnenyer n3beraTb 0JHOBPEMEHHOTO IIPUMEHEHUSI.
Taxpoaumyc

@DenoAUNHUH MOKET BBI3bIBATh YBEIMUEHHE KOHIIEHTpAM TakpoiauMmyca B mia3me KpoBu. [lpu
OJIHOBPEMEHHOM MPUMEHEHUU PEKOMEHAYETCS] KOHTPOIMPOBATh KOHIIEHTPAIUIO TaKpOJIMMYyca B
CBIBOPOTKE KPOBH, MOXKET MOTPEOOBATHCSI KOPPEKIIUS T03bI TAKPOIUMYCA.

Luxnocnopun

[Ipu coBMecTHOM Ha3HaYeHUH IUKIOCTIOpuHA U PenoaunuHa Cmax (QETOAUNIHA YBEINUNBACTCS
Ha 150 %, AUC yBenmuuBaercs Ha 60 %. OpnHako, BozneicTBue (denmonunuHa Ha
(dhapMaKOKMHETHYECKHUE TTOKA3aTeIH IUKIOCTIOPHHA MUHUMAJIBHO.

Lumemuoun

CoBMecTHOE MPUMEHEHUE ITUMETHINHA B (EJIOIUNTIMHA TPUBOAUT K YBETUICHUIO Cmax 1 AUC
dbenonununaa Ha 55 %.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTb U JIAKTALMS

bepemeHHOCTD

B Hacrosimiee BpeMsi HET JOCTaTOYHBIX JAaHHBIX O NMPUMEHEHUH (eroaunuHa y OepeMeHHBIX.
OCHOBBIBasICh Ha MOJYYEHHBIX Y )KUBOTHBIX JaHHBIX O HAPYLICHUU PA3BUTHUS U101, (PEeOTUIHH
HE JOJDKEH Ha3HAuyaThCsl BO BpeMsi OEPEMEHHOCTH. BIIOKaTOpBI «MEUIEHHBIX» KaJbIHMEBBIX
kaHaioB (BMKK) MoryT mHruOGupoBaTh COKpamleHHs MaTKH HpU MPEKICBPEMEHHBIX poOJax,
BMECTE C TE€M HEJOCTAaTOYHO AAHHBIX, MOATBEPXKAAIOIINE YBEIMYEHUE IPOJOLKUTEIbHOCTU
(Gu3noIoruuecKux poaoB. Bo3aMoXkeH pUCK pa3BUTHUS TMIOKCHUU IUIOJAa NIPU HAJIMYHMU y MaTepu
apTepuanbHONl TMIIOTEH3MHM M yMEHbIIEHUHM Nepdy3uH B MaTKe 3a CYET IepepaclpeneieHus
KPOBOTOKA U NepU(epruuecKoil Ba3oAnIaTaluHt.

JlakTanus

@enoaunuH NMPOHUKAET B rpyAHoe Mojoko. [Ipu mpueme xopmsimieil matepbio (eroaunuHa B
TEPaNeBTUUECKUX J103aX JIMIIb HE3HAYMTEIbHOE KOJIMYECTBO Ipernapara MonajaeT ¢ rpyaHbIM
MOJIOKOM peOeHKy. HemocTarouHslii OMBIT NpUMEHEHUs (DEeoUNUHa KEHIIMHAMU B TEPHOJ
JAKTalMy HE WCKIIOYAcT PUCK BO3ICHCTBHS Ipernapara Ha JETeH, HaXOIAIIMXCS Ha TPYAHOM
BCKapMJIMBaHMH, B CBSI3U C YEM, HE PEKOMEH/yeTCsl Ha3Ha4aTh ()eJIOAUINH KEHIIMHAM B IIEPUOJL
naktauuu. [Ipy HeoOXOAMMOCTH MNPOJOJKEHUS TEpanuu sl JOCTHXKEHHUS KIMHUYECKOro
a¢¢exTa ciaenyer pacCMOTPETh BONPOC O MPEKPAILEHUH IPYIHOTO BCKapMJIUBAHMSL.
DepTUIILHOCTD

Hert naHHBIX 0 BIUSHUM IpUeMa fpenapara Ha GepTUILHOCTb.
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4.7. Bausinne Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPeACTBAMH M padorarh ¢
MeXaHM3MaMH

[Ipu ynpaBieHUM TPaHCHIOPTHBIMU CPEACTBAMU WM JPYTUMH MEXaHU3MaMH, TPEOYIOUMMHU
IMOBBIIICHHOI'O BHUMAHUSA, CICAYCT YUYUTBIBATH BO3MOKHOCTH PA3BUTHA T'OJIOBOKPYXCHUSA H
cnaboctu Ha (oHE TpHeMa Mmpernapara.

B Havane Tepanuu niaM B NMEpPUOJ YBEIMUYEHMs J03bl NALIMEHTaM CIIEAYET BO3AEP)KUBATHCS OT
3aHATUM MNOTEHIMAJIbHO ONACHBIMM BHUAAMHU JIEATEIBHOCTH, TPEOYIOIIMMU KOHLIEHTPALMH
BHUMAaHHUA U ObICTPOTHI ICHXOMOTOPHBIX peaKIuil.

4.8. HexxennaTesibHbIE peaKIUU
Pesrome npodwis 0e3o0macHOCTH

K wnambonee 9acto BCTpedaroOmMMCS HEXKENATENbHBIM DPEAKIUSAM MpH HpuéMme (enoaunuHa
OTHOCHUTCSI J10303aBUCUMBIN 3P (HEKT: OTeK JIOABDKEK JIETKOW/CpeTHEe CTEIEeHH TSKECTH,
00yCIIOBJIICHHBIN Ba30AUIATHPYIOIIUMU CBOMCTBaAMH (PETOUIMHA. 110 3TOM NMPUYMHE TPUMEPHO
2 % manueHTOB OTKAa3bIBAKOTCS OT NMpUEMA Ipenapara.

B nHavane Ttepanuu WM NpU YBEIMYEHHWU J03bI MOTYT OTMEYaThCsl IMOKpPAacCHEHHE JIHIIA,
COMPOBOXKAAIOIIECECS  «MPUIMBaAMHU»,  TOJIOBHas  0OJb,  OIIyIIEHHE  CepaIecOueHuUs,
TOJIOBOKpYKEeHHE U cabocTh. OOBIYHO 3TH PEAKIIUU HOCST BPEMEHHBIM XapakTep W MPOXOMIST
CaMOCTOSITENILHO.

NmMetoTes oTaenbHbIe COOOIIEHUS O HAPYIIEHUH CHA, OJTHAKO CBSI3b C IpUEeMOM (DeToIuIuHA He
yCTaHOBJICHA.

CooOmianoch 0 ciydasix THIEpIUIa3Ud CIU3UCTOM O000JOYKM s3bIKa W JECEH Iocie MpuemMa
denoaunuHa y naliueHTOB C BbIPaXKEHHBIM THHTUBUTOM/TIAPOJOHTUTOM. J{71s1 u30exkaHus JAaHHOTO
no0o4HOro 3(pexTa niu yMEHbIIEHUS €ro MPOSBICHHS PEKOMEHIYeTCS IPOBOANUTD TIATEIbHYIO
TUTHUEHY MOJIOCTH pTa.

Cumnraercs, 4YTo TUNEpriIuKeMus Bo3HUKaeT Ha ¢one npuema rpynnsl BMKK, ognako Ha done
npuéma (HeroIunuHa TUIIEPTIIHKEMUS OTMEYANIaCh TOJBKO B OTIENBHBIX CITyYasiX.

Pe3tome HexenaTelbHbIX peakIuit

Hwuxke NEpCUUCIICHDBL HO60‘-IHBI€ pCaKknuu, OTMCUCHHBIC B XOAC KIIMHUYCCKUX I/ICCHGI[OBaHI/Iﬁ U Ipu

MIOCTMApKETUHTOBOM TIpuMeHEHUHU. [lo0ouHBIe peakiuu KiIacCH(PHUIMPOBAHBI IO YaCTOTE

pa3BUTHS U KIACCY CHUCTEMbI opraHoB. YacTtoTa pa3BUTHsI MOOOYHBIX PEaKIWi IpHBEICHA C

WCITOJI30BaHUEM CIICAYIOIMNUX YCIOBHBIX 0003HaUeHU: 04eHb yacTo (> 1/10), wacto (> 1/100, HO

< 1/10), mewacto (> 1/1000, o < 1/100), penxo (= 1/10000, Ho < 1/1000), oueHr penko

(< 1/10000).

DHOOKpuUHHbIE HAPYUWEHUL:

OueHb PECAKO — T'UNCPTIINKEMHUHL.

Hapywenus co cmoponul HepeHoll cucmembi:

YacTo — roioBHas 00Jb; HEYACTO — TOJIOBOKPYKEHHE, TTAPECTE3HH.

Hapywenus co cmopoHul cepoya:

HeuacTo — Taxukapausi, OIyIeHHe CepaIicOneHHS.

Hapywenus co cmopoHbl cocy0os:

Yacto — TMOKpacHEHHWE JIMIA, «IIPUIUBBIY»; HEYACTO — BBIpAXKEHHOE CcHibkeHue All,

COIIPOBOKAAOIICCCA TaXI/IKap,Z[I/IeI\/'I, KOTOpass y YyYBCTBUTCIILHLIX IMMAIIMUCHTOB MOXKCT BBI3bIBATH
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IKCTPACUCTOIIHS.
Kenyoouno-Kuuieynvie HapyuleHus:

Hewacro — TomHOTa, abpoMuHaNbHAs OOJb, PEOKO — PBOTA; OYEHb PEAKO — THUIEPILIA3HS
CIIU3HUCTON 000JOYKH SI3bIKA M I€CCH, THHTUBHT.

Hapywenus co cmoponul neuenu u sicenuebl800auux nymeti:

OueHb peKo — MOBBIIMICHUE aKTUBHOCTH «II€UYEHOYHBIX» (DEPMEHTOB B CHIBOPOTKE KPOBH.
Hapywenus co cmoponul kodicu 1 nOOKONCHbIX MKAHELL:

HewacTto — »sK3aHTeMa, KOXHBIM 3yJ; PEIKO — KpPAaMMBHHUIIA, OYCHb PEAKO — TIOBBINICHHAS
(OTOUYBCTBUTEIHHOCTS, JIGHKOIUTOKIACTUICCKUI BACKYITHUT.

Hapywenus co cmopoHvl MbluleyHot, cKelemHOot U COeOUHUMENbHOU MKAHU!

Penko — aprpanrus, MUaIrus.

Hapywenus co cmopoHbvl nouex u Mouegbl800auux nymeti:

OueHb peKo — 4acToe MOYCHCITyCKaHHE.

Hapywenus co cmoponwl penpodykmuernoti cucmembul U MOJAOUHBIX HCENE3!

Penko — ummnoTeHmus/cekcyanbHas JuchyHKITHS.

Obwue napywerus u peakyuu 8 Mecme 88e0eHUs..

Odenp yacTo — mnepudepuyecKue OTEKH; HEYacTO — YCTaJoCTh, OYEHb PEIKO — PEeaKIuu
MOBBIIIICHHOW YYBCTBUTEIBHOCTH, HAIIPUMEP, aHTHOHEBPOTUIECKUI OTEK B BUJE OTEKa r'y0d WK
SI3bIKA, TUXOPAJIKA.

He ycTaHoBneHO MPUYUHHO-CIIEICTBEHHOM CBSI3H CIEAYIOMUX MOOOYHBIX 3(PPEKTOB ¢ MPpUEMOM
nperapara: HapyuleHust CoO CMopoHbl KPOSU U TUMDAMU4ecKol cucmempl.: aHEMUS; IHOOKPUHHbLE
HapywieHusi: THHEKOMACTHUS;, HApyUleHus CcO CMOPOHbl HEPEHOU cucmembvl. JEIpeccus,
OCCCOHHMIIA, TPEBOXKHBIC PACCTPOMCTBA, HEPBO3HOCTh, COHJIUBOCTH, Pa3IPAKUTEIHHOCT;
HApYyweHusi CO CMOPOHbL OPeaHa 3peHust: 3pPUTEIbHBIC PACCTPONCTBA; HAPYULCHUSL CO CMOPOHbBL
cepoya: MHGAPKT MUOKAP/IA, CTCHOKAPIHS, apUTMUS, SKCTPACUCTOIIUS, HAPYULEHUsL CO CIOPOHbL
cocy008: apTepuanbHasi TUTIOTEH3US, CHHKOIIS; HAPYULeHUs. CO CMOPOHbL ObIXAMETbHOU CUCTEMDbL,
0peanos8 2pyoHoll Kiemku u cpedocmenusi. (PapUHTHUT, OMABIINIKA, OPOHXUT, TPHIIN, CHUHYCHUT,
HOCOBOE€ KPOBOTCUCHUE; JHCeNYOOUHO-KUUIeUHble HAapyuleHus: JIHhapes, CyXOCTb BO PTY,
METEOPU3M; HAPYULEHUSI CO CIOPOHbL KOXCU U NOOKOJICHHIX MKAHell: dPUTeMa, KPOBOIOATEKH,
JCHKOIMTOKIIACTHYCCKUIA BAaCKYJIHT, HAPYUIEHUs CO CMOPOHbL MbIUEUHOU, CKelemuol u
COCOUHUMENLHOU MKAHU. apTPAITHs, 00b B CIIMHE, MBITIICYHBIC OOJTH, MHAJITHS, OOJIM B BEPXHHUX
U HIDKHUX KOHEYHOCTSIX; HAPYUIEHUSL CO CMOPOHbL NOYeK U MOYesbl80OAWUX nymell. TOJINYPHs,
TU3YPUS, 00wue Hapyuwienus u peakyuu 6 mecme 68edeHus: 00b B TPYAH, OTCK JIHIIA,
IPUNTONOIO0HBIA CHHIPOM.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

Baxxno cooOmare 0 TOM03PEBACMBIX HEXKENATENbHBIX PEAKIUAX T[OCIEe PETUCTPAIUU
JICKapCTBEHHOTO Tperapara ¢ melibio 00ecredeHnsi HeMPephIBHOTO MOHUTOPUHTA COOTHOIICHHUS
«I0Jb3a — PHUCK» JIEKAPCTBEHHOIO Mpernapara. MeaunuHCKUM paOOTHUKAM DPEKOMEHIYyeTcs
coo01maTe 0 JIIOOBIX MOJI03PEBAEMbIX HEXeNaTelIbHBIX PEeaKIUsAX JEKapCTBEHHOIO Ipernapara
yepe3 HallMOHAIbHBIE CUCTEMbI COOOUIECHHS O HEXENaTebHBIX PeaklusiX rocydapcTB — YJICHOB
EBpa3zuiickoro 5KOHOMUYECKOTO COI03a.

Poccuiickas @edepayus
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®depnepanbHas cinyx0a 1mo Haa30py B chepe 3ap Booxpad@ﬁ%(ﬁrgéﬁgfﬁﬁg&%ﬁ)bi Tk 0002)

Anpec: 109012, r. Mocksa, CrnaBstHCKas IJI10I1a1b, 1. 4, cTpoeHue 1
Tenedon: +7 (800) 550-99-03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEJICKOMMYHUKAIIMOHHOM ceTH «HTepHeT»:
https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CuMOTOMBI

Toxcuunocms: 10 Mr ¢Qenogunuua y 2-x JeTHero peOEHKa BBI3BATO HE3HAYUTEIbHYIO
uHTOKCcHuKaruio. 150-200 mr denomunuuaa y 17-Tu nerHero manueHta u 250 MT y B3pOCIIOTO
BbI3BAJI0O MHTOKCHKAIIMIO OT HE3HAUUTEIbHOM CTENEHU 10 yMepeHHOo#l. BepostHo, denonunun
OKa3bIBaeT OoJiee 3HaUYMMBIN 3P dekT Ha nepudeprudeckoe KpoBooOpalieHue, 4eM Ha Ceplle 1mo
CPaBHEHHMIO C IPYTMMH IpernapaTaMy TaHHOM TepaneBTHUYECKON TPYIIIbIL.

[Ipu nepeno3npoBKe CHUMITOMBI MHTOKCUKAILIUH NPOSBIISIIOTCS yepe3 12—16 gacoB mociie nmpuema
npernapara, TsKeJlble CUMIOTOMBI MOTYT BO3HHMKAaTh M 4Ye€pe3 HECKOJIbKO IHEW Iocie Ipuema.
MoryT oTMeYaThCs CIEAYIONINEe CUMITOMBL: Opaaukap s (MHOTAAa TaXWUKap/us), BHIPAKEHHOE
camwkenne AJl, arpuoBeHTpuKyssipHas Onokana I-1I1 crenenu, sxemnyioukoBasi SKCTPACUCTONHA,
MpeJICEePIHO-KEITYI0UKOBasT AUCCOIMALIMS, ACUCTOMMS, (PUOPHIUIAIMS >KEITyA0YKOB; TOJIOBHAS
00J1b, TOJIOBOKPY)KEHHE, HapyllIeHWE CO3HaHMS (WM KOMa), CYAOPOTH; OJBIIIKA, OTEK JIETKUX
(HeKapIUOTEHHBI) U AamHod; Y B3POCIBIX BO3MOXKHO pa3BUTHE PECHUPATOPHOTO JHUCTpecc-
CUHAPOMa; alluJ103, TUIIOKATHEMHUsI, TUIIEPTIIMKEMHUS], BO3MOXHO FMIOKAJIbLIUEMUST; TIOKPACHEHNE
JIMIIA, COTIPOBOXKIAIOIIEECS «IIPUIMBAMM», TUIIOTEPMHUS; TOIHOTA U pBoTa. [Ipu nepeno3uposke
HauOOJBIINN PUCK TPEACTABISIOT CHMITOMBI CO CTOPOHBI CEPACYHO-COCYIUCTON CUCTEMBI.
Jleuenue

Ha3naueHue akTMBMPOBAHHOTO YIJIs, B CIy4ae HEOOXOAMMOCTH HMPOMBIBAHHE KENTyJIKa, B psfe
ciydae 3¢ (HEeKTHBHO Jake Ha TIO3IHEH CTaJMd WHTOKCHKAIUH.

BAKHO! Atponun (0,25-0,5 Mr BHyTpuBeHHO (B/B) mist B3pocibiX, 10-20 MKI/Kr mjis nerei)
JOJIKeH OBITh Ha3HAYEH JI0 MPOMBIBAHHUS JKeTyAKa (M3-3a pUCKA CTUMYJIHPOBAHUS Oy Ial0IIEro
HepBa). Crenyet ocymiecTBIsATh KOHTPOIb DKI', KOppeKInio KUCIOTHO-OCHOBHOTO COCTOSIHUS U
JJIEKTPOJIUTOB  CHIBOPOTKM KpPOBH, TMpPU HEOOXOAMUMOCTH OOECHEeYHUTh MPOXOJUMOCTD
JBIXATENbHBIX TyTeH U aICKBATHYIO BEHTUJISIUIO JIETKUX.

B cnyuae Opaaukapauu U aTpHOBEHTPUKYISIpHOM Osiokaabl HazHauyaioT atpornuH 0,5—1 mr B/B
B3pocibiM u 20-50 MKr/kr gersM (Ipd  HEOOXOAWMOCTH TMOBTOPSITH BBEACHHE), WU
nepBoHayaibHO BBOAUTH m3onpeHainH 0,05-0,1 mkr/kr/mus. IIpu ocTpoil MHTOKCHKAIMHM Ha
paHHEll cTaauM MOXKET MOHAJ00MTHCS YCTAHOBKA 3JIEKTPOKAPAUOCTUMYIATOpa. BolpaskeHHOE
cHmkenne AJl crmeayeT KOpPpEeKTHpOBaTh B/B BBEIEHUEM KHUAKOCTH, B3POCIBIM B/B BBOJISAT
pactBop KanbIius riokoHata (9 mr Ca/mir) 20-30 M1 B TeYeHHE 5 MUHYT WM B BUAEC UHPY3UH
(3-5 wmr Ca/kr nmersMm), mpu HEOOXOAMMOCTH TOBTOPSIOT BBEACHHE B TOW ke jmgo3e. [lpu
HE00X0UMOCTH WH(Y3UOHHO BBOJST SNTUHEPPUH (aIpeHAINH) WU JOTAMUH.

IIpu ocTpO¥ MHTOKCHUKALMU MOKHO HAa3HAYaTh IVIFOKATOH.

[Ipu octaHoBKe cepila BCIEACTBHE MEPEIO3UPOBKU MOTYT MOHANOOUTHCS peaHMMAalMOHHbIC
MEpOTPHUATHS B TEUEHUE HECKOJIbKMX 4YacoB. IIpu cymoporax Ha3zHaualoT Auasenam, a TaKkke
MPOBOAUTCS IPYroe CUMITOMAaTHYECKOE JICUEHHE.

7



ot 16.05.2025 N= 12506
(NOCNEOCBATENEHOCTE 0002)

COOTBETCTBYET 2KCNEPTHOMY OTYETY

5. DPAPMAKOJIOTTYECKUE CBOMCTBA

5.1. ®apmakoauHaMHYecKHe CBOHCTBA

dapMakoTepaneBTUYECKas TPyIa: OJIOKATOPHI KAbI[MEBbIX KAaHAIOB; CEJICKTUBHBIC OJIOKATOPHI
KaJIbIIUCBBIX KAaHAJIOB € MPCUMYIICCTBCHHBIM HGﬁCTBHeM Ha COCylbl, TIPOU3BOJIHBIC
JUTHAPONUPHUINHA.

Kox ATX: CO8CAO2.

MexaHu3M J1eUCTBUS

denogunuH — OJIOKATOp «MEUIEHHBIX)» KaJbIHEBBIX KaHAJIOB, MPUMEHSAEMBIH IJI JICUCHUS
apTepuanbHOI TUIEPTEH3UN U CTAOUIILHON CTEHOKApAUH.
denounuH — MPOU3BOAHOE JUTHAPOINPUINHA, IPEACTABISIET COOON PallEMHUECKYIO CMECh.

QenomunuH cHWkKaeT AJ] 3a cuer CHWXKEHHS o00mero nepudepruuecKkoro CoCcyaucToro
COIIPOTHUBIIEHUS, OCOOCHHO B apTEPUOJIAX.

[IpoBOIMMOCTE U COKpaTUTENbHAsE CIIOCOOHOCTh TJIAJIKOM MYCKYJIAaTyphl COCYJIOB IOAABISACTCS
yTeM BO3JICHCTBHS Ha KAJBIIUEBHIE KAHAIBI KJIETOYHBIX MEMOpaH.

bnaroaaps BbICOKO# CEIEKTUBHOCTH B OTHOIIEHHUH IJ1aIKOW MYCKYJIAaTypbl apTepuoll, penoaunuH
B TEpPANeBTUYECKHX J103aX HE OKa3bIBAET HEraTUBHOI'O MHOTPOMHOTrO 3¢ (eKkTa Ha COKPaTUMOCTh
WIHM MPOBOAUMOCTh MUoOKapaa. denoaunuH paccialisieT MagKkylo MyCKyJIaTypy JObIXaTelbHbIX
nyreit. [lokazaHo, 4To (eTOIUNMH OKa3bIBAaCT HE3HAYMTEIbHOE BO3JCHCTBHE HA MOTOPUKY
KeNyJOYHO-KUIIEYHOro TpakTa. I[lpu anuTenbHOM NpuMeHEeHHH (EeNOAUIUH HE OKa3bIBaeT
KJIMHUYECKH 3HaUnMOro 3((ekTa Ha KOHIICHTPALIUIO JTUIH/IOB B KPOBH. Y MAI[MEHTOB C CaXapHbIM
nrabeToM 2 Tuma Mpu NpUMEHEHUH QesToIUIINHA B TeUeHUE 6 MECSIIeB HE OTMEUEHO KIIMHUYECKH
3HaYMMOro 3¢dexra Ha MeTabomuUecKre mpouecchl (MUKUpoBaHHbIH remoriooun (HbAlc)).
@DenoUNUH MOKHO TAaKXKe Ha3HA4YaTh MAI[MeHTaM CO CHIDKEHHOHM (yHKIIMEH JIEBOTO JKEITy10UKa,
MOJIyYaIOUUM CTAaHJApTHYIO TEpaluio, W NalleHTaM ¢ OpOHXHalIbHOM acTMOM, CaxapHbIM
MabeToOM, IMOJArPOi WIIH TUTICPIIUITHICMHCH.

Knunuyeckas 3 QexTUBHOCTH U 6€30MaCHOCTb

Anmueunepmenszusrwiii 3¢hghexm

Cumwxenue AJl nmpu npuéme denmomunuaa oOYCIOBICHO YMEHBIICHHEM Tepru(epruIecKoro
COCYIIUCTOTO CONIPOTHBIICHHUSL.

@enomunuH >PPeKTUBHO CHMXKaeT AJ] y MalueHTOB C apTepHalbHOW TUINEPTEH3UEH Kak B
MOJIO’KEHUU «JIEXKA, TAK U B TIOJIOKEHUU «CHJISH» U «CTOS», B COCTOSTHUU TTOKOSI ¥ TIPU (PU3UIEeCKON
Harpy3ke. [lockonbky Qenoaunuu He oka3biBaeT 3(PQeKTa Ha MNIaJKyI0 MYCKYIaTypy BEH WU
aJIpEHEPrUYECKUII Ba30MOTOPHBIM KOHTPOJb, TO Pa3BUTHUE OPTOCTATHUYECKOW THUIOTEH3UH HE
npoucxoauT. B Havane yneuenus, B pesyibTate cHkeHus AJ] Ha done mpuéma denmonunuHa,
MO’KET HaOII0AaThCsl BpeMEHHOE pedIeKTOpHOE YBEIHMUEHUE YaCTOThl CEPACYHBIX COKpaIlleHU
(UCC) wu cepumeunoro BbeiOpoca. YBenuueHutro YCC mpensTCTBYeT OJHOBPEMEHHOE C
¢denonunuHOM TNpuUMeHeHue Oeta-aapeHoOsokaTopoB. /[leiictBue ¢enoaunuua Ha AJl u
nepuepuyeckoe COCYAMCTOE COMPOTHBIEHHE KOPPETUPYET C IUIa3MEHHOW KOHILIEHTpaIuen
¢denonununa. [Ipy paBHOBECHOM COCTOSIHUU KIIMHUYECKUH APPEKT COXpaHIETCs MEXy TPUEMOM
103 1 cHkeHue AJl coxpaHsercs B TeueHue 24 4acos.

Jleuenue ¢GenoaAUNMHOM IPUBOJUT K PErPECCUU TUIIEPTPOPHH JIEBOTO JKEITYA0UKA.

®enogunuH o0JIagaeT HATPUHYPETUUECKMM W AWypeTudeckuM 3ddextom u He obnamaer
kanuityperrnaeckuM 3¢ dexrom. [Ipu mpuéme enogunmua cHIKaeTCs KaHAIbIIEBasi peadcopOIus
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HaTpUsT M BOJIBI, YTO OOBICHSIET OTCYTCTBHE 3anepﬂ@:190ﬁg'%'§xww§CBTB&‘y;'r;f ME.

COOTBETCTBYET 2KCNEPTHOMY OTYETY

@enoUNUH CHUXKAET COCYIMCTOE CONMPOTHUBICHHE B MOYKAX M YCHIIMBACT MEepPy3HI0 MOYEK.
@enoaunUH HE OKAa3bIBAaeT BIHUSHHS Ha CKOPOCTh KIYOOUKOBOH (HIBTpALMM U HKCKPELHUIO
aIb0yMUHA.

[Ipumenenne denogunuua B xkomOuHauuu ¢ uHruOutopamu AIID, Gera-anpeHoOiI0KaTopamu
W/WIM TIpY HEOoOXOJUMOCTH JAMYPETUKAMM, CHIDKaeT nuactoinumdeckoe AJl 10 ypoBHS MeHee
90 MM. pT. cT. y 93 % nauueHTos.

Yactora cepeyHO-COCYANCTHIX OCJIOKHEHHMHA y TAIMEHTOB C CaXxapHbIM aua0eTOM 2 THIIa
(n=1501) 3nauurensHo Huxke (50 %) B rpymnmne MalUeHTOB, Y KOTOPBIX YAAJIOCh AOOUTHCS
cHIKeHus auactonuyeckoro AJl mo ypoBHs < 80 mm pr. ct. (11,9/1000 mammenro-ner), mo
CpaBHEHHMIO C TPYNIIOH, I'/ie ypoBeHb auactonndyeckoro A/l cocrasisut < 90 mm pr. ct. (24,4/1000
MAIMEHTO-JIET).

[Ipumenenne auruaponupuauHoBbix BMKK B kauecTBe HauanbHON Tepanmuu ¢ MOCIEAYIOIIUM
nobapiieHreM OeTa-aapeHO0JI0KaTOpOB, NPH HEOOXOJWMOCTH, HE BIHSET Ha IOKa3aTelb
CMEPTHOCTH OT CEPACUYHO-COCYAUCTHIX 3a00JI€BaHUN MO CPABHEHUIO CO CTAaHJIAPTHOW Tepamuein
OeTa-aipeH00I0KaTOpaMu H/UITH TUYPETHKAMH.

Jnsa nedeHus apTepuanbHOW THNEpTEH3UH (ETOTUNUH MOXKET NPUMEHSATHCS B KadecTBe
MOHOTEpAINUU WM B KOMOMHALIMY C JPYTUMH THIIOTeH3UBHBIMHE IIperapaTaMu, TAKUMH Kak OeTa-
aIpeHOOIOKATOPBI, AMYPETUKU MM HHTHOUTOpH ATID.

Aumuuwemunecxkuti 2¢hghexm

[Ipumenenne ¢Qenoaunuua NPUBOAUT K YIYUIICHUIO KPOBOCHAOXEHHS MHOKapAa 3a Cyer
JUIIaTallid KOPOHAPHBIX COCYJOB. YMEHbIIIEHUE Harpy3Ku Ha cepjie oOecrneuynBaeTcs 3a CueT
CHI)KEHHSI  NepuepruyecKoro  COCYAMCTOTO  COMPOTHUBIECHUS  (CHIDKEHHS  HarpysKu,
MIPEOJIOJICBAEMOM CEpJICYHOM MBIIIIIEH), YTO MIPUBOJAUT K CHHUKEHUIO MOTPEOHOCTH MHUOKap/a B
kuciopojie. DenounuH ycTpaHseT cna3M KOPOHApHBIX COCYIOB.

@enoAUNUH YIydlllaeT COKPaTUTENbHYI0 CHOCOOHOCTh MHMOKapAa M YMEHBIIAeT YacTOTy
IPUCTYNOB CTCHOKApIUH y MAllMEHTOB CO CTaOMIIBLHOM CTEHOKapauell HampsbkeHus. B Hauane
Tepanuy MOXeT HaOmogaTrbess BpemenHoe yBenundenne YCC, Kynupyemoe HazHaueHueM Oera-
anpeHobmokaropoB. DPdekT HacTymaeT uyepe3 2 yaca U coxpaHsercs B TedeHue 24 gacon. s
JeYeHHsI CTAaOUIIBHON CTEHOKApAuH (PETOJUIMH MOXKET NMPUMEHATHCS B KOMOWHaAImMu ¢ Oera-
aapeHo0J0KaTOpaMy UM B BUI€ MOHOTEPAIIHH.

5.2. ®DapmakoKMHeTHYECKHE CBOMCTBA

AbGcopbuus

CucremHas OMOAOCTYIHOCTH (PETOTUIIMHA COCTABISIET IPUMEPHO 15 % M He 3aBUCHUT OT mpueMa
nunm. OHAKO CKOpOCTh abcopOIMK, HO HE €€ CTEINEeHb, MOXKET MEHSATHCS B 3aBUCUMOCTH OT
npreMa MUIM, W MaKCHUMallbHas KOHIIEHTpalWs B IUIa3Me, TaKUM 0O0pa3oM, TMOBBIIIAETCS
npuMepHO Ha 65 %. MakcumanibHas KOHLEHTpalus B IIa3Me€ KPOBM JOCTUraercs yepes3 3—5
YacoB.

Pacnipenenenue

[Ipenapat cBsa3biBaeTcsa ¢ Oenkamu miaa3Mbel Ha 99 %. O0beM pacripeesieHUs B paBHOBECHOM

coctostHuM cocTanisieT 10 n/kr. [leprosa momyBbIBEIEHNS COCTABIISIET TPUMEPHO 25 vacoB, (a3za
IJIaTO JOCTUTAETCS MPUMEPHO B TeueHue S5 qHei. He kymynupyer gaxke npu JUIMTEIbHOM MPUEME.
Buotpancdopmarys
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®denoaunuH  MeTaboM3UpPYyeTCss B TEYCHHU 1101 neﬁwg&ew%&i;égw':EJ???AQ;] BCE

uacHTUGUIUPOBaHHBIE  METabONMUTHI HE  O0NamaloT  Ba3oqwiIaTUpyomuM  dhdekToM
(reMOAMHAMHUYECKOM aKTUBHOCTHIO).

OO0umii TIa3MeHHBIN KIIMpEHC B cpefHeM coctapiser 1200 mu/MuUH. Y MEHBIICHHBIN KIMPEHC Y
NAIMEHTOB MOKUJIOTO BO3pacTa M y MAallMEHTOB CO CHIKEHHOW (yHKLMEH MEeYeHH MPUBOAMT K
YBEJIMUEHUIO KOHIIEHTpaIK (peoaunuHa B ria3Me KpoBu. Bmecte ¢ TeM BO3pacTHOM MpU3HaK
JUIIb YacTUYHO OOBACHSET WHIUBUIYyalbHbIE HM3MEHEHUS IUIA3MEHHON KOHLIEHTPALUU
denonunuHa.

OJIMMUHANA

Oxono 70 % oT mpUHATON A03bI B BUJE META0OJIMTOB BBIBOJAMTCS MOYKAMHU, OCTAIbHAs 4acTb
BBIBOAMTCS 4epe3 kuuieyHuK. Menee 0,5 % BBIBOAWTCS MOYKaMH B HeM3MeHEHHOM Buje. [Ipu
HapylmeHUH (YHKIMM TOYEK IUTa3MEHHAs KOHIEHTpanus (enoaunuHa He H3MEHSETCsS, HO
HaOroMaeTcsl KyMYJSIIHMs HEaKTHBHBIX MeTa0onuToB.  DenoaunuH He BBIBOAUTCS MpH
reMouause.

6. PAPMAIEBTHYECKHE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
Sapo TabieTku:

lMunpomernosa (TUAPOKCHITPOTIIMETHIIIEIUTION03a)
Kansuus runpodocdara nuruapat

Kpemuust auokcua KoJmouaHbINA

JlakT03bI MOHOTHApPAT

Maruus creapat

Harpus anrunar

IMToBunmou K-30

IInenounas o6onouka Onagpaii 11 xenTolii:

[TonuBUHUIOBBIN CIUPT
MakporoJ (oJUITHICHTITUKOJI)
Tanbk

Twutana quokcug

KpacuTrens xene3a okcuI JKeIThIH

6.2. HecoBMeCTHUMOCTD
He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHUs )
3 roxa.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH
XpaHuTb Npu TEMIiepaType He Bbliie 25 °C Bo BTOpUYHOM yIakoBKe (ITaUuKe KapTOHHOM ).

6.5. XapakTep u coaep:kaHue NePBUYHONH YIIAKOBKH
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ITo 10, 15 wmu 30 TabneTok B KOHTYPHYVIO \ rll'q'eﬁlgt;bﬁ)&“m%%i TI& ( “[II!I;elHKI/I

HNOJMBUHUIIXJIOPUIHON M (DOJIBIH aTFOMHUHHUEBOM MEYaTHOMN JIAKUPOBAHHOM.

ITo 1, 2, 3, 6 KOHTYPHBIX SAYEHKOBBIX ymakoBOK mo 10 tabmetok mmm mo 1, 2, 4 KOHTYPHBIX
STYCHKOBBIX YMAKOBKHM MO 15 TabmeTok, wiau mo 1, 2 KOHTYpPHBIX SYEHKOBBIX YIMakoBKH 10 30
TabJIETOK BMECTE C MHCTPYKIMEH 10 MPUMEHEHHIO TOMEIIAI0T B MAUKY M3 KapTOHA.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH YHUYTOKEHHHM HMCHOJb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara WM OTX0A0B, TMOJYYEHHBbIX TOcjle NPHMEHEeHUus
JIEKAPCTBEHHOI'0 Mpenapara, ¥ Apyrue MaHuMyJIsiiiU ¢ NpenapaToM

Oco0ble TpeOOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIHIMOHHOI'O YIOCTOBEPEHUSA
Poccniickas @enepanys

3A0 «KanoHhapma mpoIaKImH

141100, MockoBckas 00u1., T.0. [IlénkoBo, r. [lé€nkoBo, yiu. 3apeunas, a. 105
Ten.: +7 (495) 797-99-54

DnekTpoHHas nmoyvra: safety(@canonpharma.ru

7.1. llpeacraBuTe/Ib AepPKATEsl PETMCTPALMOHHOIO YA10CTOBEPEHU
IIperen3uun norpedbuTeiell HANPABIIATS 10 AJIPECY:

Poccniickas @enepanvs

3A0 «Kanonhapma mpoIaKImTH

141100, MockoBckas 00u1., T.0. [IlénkoBo, r. [lénkoBo, yiu. 3apeunas, a. 105
Ten.: +7 (495) 797-99-54

+7 (800) 700-59-99 (6ecnnaTHas ropsiyas JIMHUS 24 daca)

DneKkTpoHHas rmoyvrta: safety@canonpharma.ru

8. HOMEP PEI'UCTPAIIMOHHOI'O YOCTOBEPEHMUSA

9. JTATA NEPBUYHOM PETMCTPAIIMUA (IIOATBEPXJIEHUSA PETMCTPAIINUN,
INEPEPETUCTPALIMN)

JlaTa nmepBoii peructpanuu:
10. JATA HEPECMOTPA TEKCTA
OOmasi xapakTepucTHKa JeKapcTBEeHHOro mpemnapara @emomunuH KaHOoH gocTymHa Ha

uH(OPMAIIMOHHOM TmopTane EBpa3suiickoro SKOHOMHYECKOTO C€OI03a B HH(DOpPMAIMOHHO-
KOMMYHUKaIMoHHOU cetn «HTEpHET» https://eec.eaeunion.org/.
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