COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 03.05.2024 N= 8780

OBILASI XAPAKTEPHCTHKA JTEKAPCTREAHOT OTIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOT O IIPEITAPATA

I'mokogax Jlonr, 500 mr, TabIeTKU C MPOJIOHTUPOBAHHBIM BHICBOOOKICHUEM.

2. KAUECTBEHHbBIN 1 KOJIMYECTBEHHBIA COCTAB

JleficTByto1iee BEmecTBO: MET(HOPMUH.
Kaxxnass TabneTka ¢ mpoJIOHTHPOBAHHBIM BBICBOOOXKIeHHEM conepkuT 500 mr metdhopmuHa (B
BUJIE TUAPOXIIOPUAA).

[TonHbIi mepeyeHs BCIIOMOTATENbHBIX BEIIECTB MPUBECH B pasjene 6.1.

3. JEKAPCTBEHHASA ®OPMA

TabneTku ¢ MPOJOHTUPOBAHHBIM BBICBOOOKICHHUEM.
Kpyribie 1BOSKOBBIMYKIIbIE TaOJETKH O0€TI0TO WIIA TTOYTH O€JI0T0 IBETa, ¢ TpaBUpOoBKOM «500» Ha

OJHOI CTOpPOHE.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3zanusi K NPUMEHEHUIO

[Ipenapar ['moxodax JIOHT mokazaH K IPUMEHEHHUIO Y B3POCIIBIX MO MOKa3aHHSIM:

e Caxapublii [uaber 2 Tumna, 0COOCHHO y TMAIMEHTOB C OXXHMPEHHEM, NMpH HeddekTuBHOCTH
IUETOTepanuu 1 (pu3nIecKux Harpy3okx:
- B KQUeCTBE MOHOTEPAIIHH;
- B COYECTAaHMH C JPYTMMH IEPOPAIBHBIMH THUIIOTJIMKEMUYECKUMHU CPENCTBAMU WIH C
MHCYJIMHOM.

e MoHnotepanus npeauadera B cirydae, ecii U3MeHEeHHe 00pa3a )KU3HU He TI03BOJIUIIO JOCTHYb

AACKBATHOI'O TJIMKCMHUYCCKOI'O KOHTPOJIA.

4.2. PeskuMm 103MPOBAHUSA U CIOCO0 MPUMEHEHM I

PexxuM 103upoBaHus

Bspocnvie

Jlo3a npenapata I'mokodax JIoHr B ¢hopme TabIETOK C MPOJOHTUPOBAHHBIM BBHICBOOOXKIEHUEM
noadupaeTcss BpauoM HHJIMBUAYAIBHO MJS KaXJOro MAallMeHTa HAa OCHOBAaHUHU DPE3YJIbTaTOB
U3MEPEHUs] KOHLEHTPAIUHU TTII0KO3bl B KPOBH.

Monomepanus_u KOM6MHMDO€CZHHCZ}1 mepanusi 6 couvemaHuu ¢ ODVZMMM cunociuKkemudyecKumu
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e Jlng DAIMEHTOB, HE MPUHUMAIOMIMX MET()OPMHUH, PEKOMEHIYyEeMOH HayaJllbHOW 10301
npenapara ['moxodax Jlonr sensercs 500 mr 1 pa3 B CyTKH BO BpeMsl y)KHHA.

e B 3aBucuMocTH OT KOHLEHTpPALMU TJIIOKO3bl B IUIa3Me€ KpOBH, uepe3 Kaxable 10-15 nHen
BO3MOXKHO MEJICHHOE yBenuueHue 103bl (Ha 500 Mr), 10 JOCTHXKEHUsS MaKCUMalbHOM
cyrouHoi 11036l (2000 mr). MenjgeHHOe yBETMYEHHE O3Bl CIIOCOOCTBYET YMEHBIICHUIO
HEXeIaTeIbHBIX PEaKIIUi CO CTOPOHBI KeyouHO-KumedHoro Tpakta (JKKT).

e Jlns MAnUeHTOB, YXe INOIy4alolUX JiedeHue METGOPMHUHOM, HayajbHas J03a Ipernapara
I'moxodaxxk Jlonr momxkHa OBITH SKBHBAJICHTHA CYTOYHOM J03€ TaOJETOK C OOBIYHBIM
BBICBOOOKIEHUEM.

e [lanmenTtam, npuHUMAOIMM MeT(GOPMUH B (hopMe TaOIETOK ¢ OOBIYHBIM BBICBOOOKICHUEM
NEMCTBYIOLIEro BellecTBa B 103€, npesbimaromeid 2000 Mr, He peKOMEHI0BaH MEpPEXo] Ha
I'mokodax JIoHT.

e B cinyuae muaHMpoBaHUA NEepexoa ¢ JPyroro THIONIMKEMUYECKOIO CPeICTBA, HEOOXOIMMO
MPEKpPaTUTh MPUEM APYroro CpeAcTBA U HayaTh IpueM mnpenapara [ mokogax JIoHr B no3e,
YKa3aHHOM BBIIIIE.

Koxwéunauuﬂ C UHCYJIUHOM

JUist TOCTMKEHUST JYYIIero KOHTPOJISL CONEp>KaHMsI TIIOKO3bl B KPOBH MET(HOPMUH U MHCYJIHH
MOYKHO MPHUMEHATh B BUJE KOMOMHHPOBaHHOW Teparnuu. OOblUHAsS HauyalbHas 103a Mpernapara
['moxodax Jlonr coctaisieT oaHy TadneTky S00 mr 1 pa3 B CyTKH BO BpeMs Y>KHHA, B TO BpeMs
KaK J103y MHCYJIMHA MOJ0UPAIOT Ha OCHOBAHUU PE3YJIbTaTOB U3MEPEHHUS KOHLIEHTPALIUHU TIIOKO3bI
B KPOBH.

Cymounas 0o3a

MakcumanbHasi pekoMeHoBaHHast jo3a npenapara [mokodaxk Jlonr — 4 tabnerku 500 mMr B
cytku (2000 mr). Ecnu mpu npuemMe MakCMMadbHON PEKOMEHIOBAHHOM /10361 1 pa3 B CYyTKH BO
BpEMsl YKMHA HE yAaeTcs JOCTUYD aIeKBaTHOTO KOHTPOJIS TIIMKEMUH, TOT1a MaKCHMasbHasl 1032
MOXET OBbITh pa3zeneHa Ha JaBa npuema: 2 tabnetku 500 Mr — Bo Bpemst 3aBTpaka U 2 TaOJIeTKH
500 Mr — Bo BpeMsl y>KHHA.

Ecnu anmekBaTHBII KOHTPOJb TIMKEMUHM He nocturaerca npu npueme 2000 Mr mnpenapara
['mokodaxk JIoHT, TaGNeTKN ¢ MPOJIOHTMPOBAHHBIM BBICBOOOXKICHUEM, BO3MOKEH MEpexoi Ha
MeT(GOpPMHUH ¢ OOBIYHBIM BBICBOOOKICHHEM ACHUCTBYIOIETo BemecTBa (Hampumep, ['mokodax,
TaOJIETKH, TOKPHITHIC TUICHOYHOH 000JI0YKOI) ¢ MaKCUMaIbHOU CyTOYHOM 10308 3000 Mmr.

Mouomepanusa npu npeduabeme

O6wrunas mo3a cocrasisier 1000-1500 mr 1 pa3 B CyTKH BO BpeMs WM TOCJE MpPUEMa TTHIIH.

PexoMeHayercst peryisipHO IPOBOAUTH TIMKEMUYECKUN KOHTPOIIb JJII OLIEHKH HEOOXOIUMOCTH
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JaIbHENIIEro MpUMEHEeHHs Mpernapara.

Oco0ble rpyInel NAKMEHTOB

Tayuenmor noxcunozo 6ospacma

M3-3a BO3MOXXHOTO CHIKEHHSI (DYHKITUH ITOYEK 103y MeT(hOopMHUHA KOPPEKTUPYIOT HA OCHOBAaHHUH
OLICHKH (DYHKIIUU TIOYEK, KOTOPYIO HEOOXOIMMO MPOBOIUTH PETYIISIPHO, HE MEHee 2 pa3 B TOI.
Tayuenmoi ¢ HapyweHuem yHKyuu novex

MeTopMHUH MOKET MPUMEHSTHCSA Yy MAIlMEHTOB C IMOYEYHOH HEIOCTaTOYHOCTBIO C KIMPEHCOM
kpeatnanHa (KK) 30-59 Mi/MHH TOJTBKO B Cllydae OTCYTCTBHUSI COCTOSIHUI/(DaKTOpOB pHCKa,
KOTOpPBIE MOTYT YBEITMYNBATh PUCK PAa3BUTHS JIAKTOAIIN03A.

OyHKIHS TOYEK JI0JDKHA OIICHUBATHCS JI0 Havajia Tepanii MeT(OpMHHOM, a 3aTeM He pexe 1 pasa
B IroAa. Y MalMCHTOB C IMOBBIIICHHBIM PUCKOM IIPOrpeCCUPOBAHUA OYEYHOU HEAOCTAaTOYHOCTHU U
y TOKUJIBIX JTFO/ICH (PYHKIIMIO TIOYEK CIIeIyeT KOHTPOJIMPOBATh varie (Kaxkabie 3-6 MecsIeB).

Ecmu KK mmke 30 mur/MuH, mpueM npenapara JI0JDKeH ObITh HEMEIJICHHO TIPEKPaIlleH.

KK (m/Mun) MakcumanbHas JlononHUTENbHBIE CBEACHUS

CyTO4YHas J03a

60-89 2000 mr B cBs3u co cHwkeHueM (YHKIIMA TIOYEK CIeayeT

pPacCMOTPCTh BO3MOXHOCTb YMCHBIICHUA JO03bI

MeT(QOpMHUHA.
45-59 2000 mr Ilepen w©Havamom Tepanmuui METGOPMHUHOM CIEAyET
30-44 1000 mr U3Y4YUTh (DAaKTOPHI, MOBBIIAIONINE PHUCK Pa3BUTHUS

naktoauuo3a (cm. pazaen 4.4).
Hauanpnas no3a cocraBisieT NOJOBUHY MaKCHMalbHOU

CYTOYHOM J103BI.

<30 - [Tpuem meTopmMuHa MPOTHBOMOKA3aH.

1IpoaomKHTEIBFHOCTE Kypca JICUCHUS

['moxodax JloHr cieayeT NMpUHUMATH €XKEIHEBHO, 0e3 mepepwiBa. B ciydae mpekpamieHus
JICYCHUS TAIUEHT JOJIKEH COOOIIUTH 00 ATOM Bpauy.

IIponyck 1035l

B citywae npomycka npueMa o4epeHON 103bl, TAaUUEHTY CIAEAYET NPUHATH CIEAYIOLIYIO 103y B
ob6pryHOE Bpems. He cneayer npuHuMaTh NBOWHYIO 103y mpemnapata ['mokodax JIoHT.

eTu
[Ipumenenue npemnapara y aereit 1o 18 et nporuBonokasano (cm. pasznen 4.3).

Cnooco0 nnpuMeHeHus

BuyTpb.
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KUAKOCTH, | pa3 B CyTKM BO BpeMsl yXKHHA.

4.3. [IpoTuBONOKA3aAHUS

® TUIEPYYBCTBUTEIBLHOCTh K METHOPMUHY W/WIM K JIOOOMY M3 BCIIOMOTAaTENbHBIX BEIIECTB,
MEPEUYNCIICHHBIX B pazzene 6.1;

e uabeTHYEeCKUi KeToaua03, TnadeThiecKas mpeKoma, Koma;

e [I0YeYHAas HEJAOCTaTOYHOCTh Wiu HapymeHnue Gyukiuu nouek (KK menee 30 mu/mMuH);

® OCTpbl€ COCTOSIHHA, NPOTEKAIOUIME C PHUCKOM pAa3BUTUS HapylleHUs (QYHKIUU TOYEeK:
neruaparanus (Mpu XpOHUUYECKOM MM TSDKEION Thapee, MHOTOKpPaTHBIX MPHUCTyHaX pPBOTHI),
TsDKeNble MHGEKIMOHHBIC 3a0oJjieBaHus (Hampumep, HHQPEKIHH IbIXaTCIbHBIX ITyTEH,
WH(EKIINHY MOYEBBIBOISIINX ITyTeH), IIOK;

® KJIMHUYECKU BBIPAXKCHHBIC MPOSIBICHUS OCTPBIX WM XPOHHUYECKUX 3a00JI€BaHMIA, KOTOPHIC
MOTYT TMPUBOJUTH K PA3BUTHIO TKAHEBOW TUMOKCHH (B TOM YHCIE, OCTpas CepIeqHas
HEJOCTATOYHOCTh, XPOHHYECKas CeplIeYHas HEIOCTaTOYHOCTh C  HECTAOMIbHBIMHU
MOKa3aTeasiMM  TeMOJMHAMUKH, JbIXaTellbHAs HEJAOCTAaTOYHOCTh, OCTPBIA  HH(APKT
MHUOKap/a);

e OOWmMUpHBIE XHUPYPrUYECKHE OINEepallMid ¢ TPaBMbL, KOTJAa [OKAa3aHO TMPOBEICHUE
WHCyNMUHOTepanuu (cM. pazaen 4.4);

® [IEYCHOYHAs HEIOCTATOYHOCTh, HAPYIIIEHUE (PYHKIINH [ICUCHH,

® XPOHHUYECKHI aIKOrOJIM3M, OCTpask aIKOT0JIbHAs HMHTOKCUKAIUS;

e JlakTOANua03 (B T. 4. U B aHAMHE3E);

® [IpMMCHEHHWE B TeueHue MeHee 48 4acoB 10 M B TeueHUe 48 4acoB MOCIE MPOBEIACHUS
PaIMOU30TOIHBIX UM PEHTTC€HOJIOTHYECKUX UCCIICIOBAHHMA C BBEJICHHEM HOI0COIEPIKAIIETO
KOHTPACTHOTO BellecTBa: (Hampumep, BHyTpUBeHHAs yporpadus, anruorpadus) (cMm. pa3aen
4.5);

e cobOmonenue runokanopuitHoit auetsl (MeHee 1000 kkan/cyr);

e JerTckuid Bo3pacT A0 18 5eT B CBSA3M C OTCYTCTBHEM JaHHBIX MO 3(PPEKTHBHOCTH U

0€301acHOCTH MPUMEHECHHS B JaHHOW BO3PACTHOU TPYIIIIC.

4.4. OcoOble yKa3aHUs U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHUH
[Ipenapar npuMeHsIETCS C OCTOPOKHOCTHIO: y MalUMUEHTOB crapiie 60 JeT, BBITOIHSIIOMUX
TSOKENYI0 (U3MUECKYI0 pPa0OTy, YTO CBSI3aHO C TIOBBIIICHHBIM PHUCKOM pa3BUTHS Yy HHUX

JIAKTOAIM/103a; Y TAIUEHTOB ¢ moyeyHoi HemoctaTtouyHOCThi0 (KK 30-59 mn/mun); Bo Bpems
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Jlakmoayuoos

JlakToanua03 SIBISIETCS OYEHb PEIKUM, HO CEPhE3HBIM OCJIOKHEHUEM (BBICOKAsi CMEPTHOCTb IIPHU
OTCYTCTBUM HEOTJOXHOTO JIEYEHHsI), KOTOPOE€ MOXKET BO3HUKHYTh H3-32 KyMYJIALUU
meTdopmuHa. Crnyyaum jakToanuao3a MpU IpueMe MeT(GopMHHA BO3HUKAIM B OCHOBHOM Y
MAIMEHTOB C CaXapHbIM AHA0ETOM C BBIPAKCHHON MOYEYHON HETOCTATOYHOCTHIO.

CrnemyeT yuyuThIBaTh U IPYTHE COMPSKEHHBIE (PaKTOPHI pUCKA, TAKHE KaK JEKOMIICHCUPOBAHHBIN
caxapHbIil 1UabeT, KeT03, MPOIOJKUTENIBHOE TOJI0/JaHUE, AIKOT0JIN3M, TSDKeI0e MHPEKIIMOHHOE
3a0oyieBaHuE, MEYCHOYHAs] HEJIOCTaTOYHOCTh, JHO00€ COCTOSHHE, CBSI3aHHOE C BBhIPAKEHHOMN
TUMIOKCUEW W OJHOBPEMEHHBIM NpHEM MpernapaTtoB, KOTOPbIE MOTYT BbI3bIBaTh pPAa3BUTHE
JaKToanuo3a (cM. paszen 4.5). 9To MOXKET IOMOYb CHU3UTh 4acTOTY CIIy4aeB BOZHUKHOBEHHUS
JAKTOALN103a.

Cnenyer yduThIBaTH PHUCK pa3BUTHA JIAKTOAIA03a MPU TOSBICHUM HECHEeIU(PUIECKUX
NPU3HAKOB, TAKUX KaK MBIIIEYHbIE CYAOPOTH, COMPOBOKAAIOUIUECS JAUCIEICUYECKUMU
paccTpoiicTBamMu, OOJBIO B )KUBOTE U BHIPAKCHHON aCTCHUEH.

JlakToanumo3 XxapakTepu3yeTcsl CHIIBHBIM HEJJOMOTaHHUEM C OOIIel C1aboCThI0, alluI0THIECKOM
OJIBITIIKOM, PBOTOM, OOJIBIO B )KUBOTE, MBIIIEYHBIMH CYJOPOTaMH U TUIIOTEPMUEH C IMOCISAYIOMIEH
KOMOH. JlMarHocTHUeCKUMH Ja00paTOPHBIMH TOKa3aTeIsIMH SIBJISIIOTCS CHIDKeHHe pH kpoBu
(menee 7,35), KOHIIGHTpaIUsl JaKTaTa B IJJa3M€ KPOBU CBBIIIE 5 MMOJIB/J, TMOBBIIICHHBIC
AQHUOHHBII MPOMEXYTOK M OTHOILIEHHWE JakTaT/mupyBaT. [lpu momo3peHnn Ha JaKTOAIMI03
HE00X0IUMO MPEKPATUTh MIPUEM IpernapaTa U HEeMEUIEHHO 00paTUThHCS K Bpauy.

Xupypauueckue onepayuu

[Ipumenenne meropMuHa TOMKHO OBITH MpeKpaiieHo 3a 48 4acoB 0 MPOBEACHUS IMJIaHOBBIX
XUPYPrUYECKUX OTEpaIuii 1 MOKET ObITh MPOAOHKEHO HE paHee YeM uepes 48 yacoB mociie, mpu
YCIIOBHH, YTO B XO7I¢ 00cIen0Banus GyHKIIUS MOYEK OblIa TPU3HaHA HOPMAIBHOM.

QyHKYUsA noyex

[Tockonbky MeT(hOpPMUH BBIBOJWTCS MOYKAMH, TEpe] HAdajdoM JICUCHUS U PETYJIsIpHO B
nocneayromemM Heooxoxaumo ompenenats KK: He pexe ogHOro pasza B roj y MalUeHTOB C
HOpMaJIbHOW ()YHKIIMEH MTOYeK, Kaxaple 3-6 mecsieB y nanueHToB ¢ KK 45-59 mi/MuH u kaxapie
3 mecsima y marueHToB ¢ KK 30-44 mn/muH.

B ciyuae KK menee 30 Mii/MUH nnppMeHEHHE Mpenapara MpOoTUBOIIOKA3aHO.

CrnenyeT mposiBISATH 0COOYIO OCTOPOKHOCTH NPU BO3MOKHOM HapylIeHWH (QYHKUUN MOYeK y
MOKUJIBIX MAIMEHTOB, MPH AETUApATaluu (XpOHUYECKass WU TsKelas Tuapes, MHOTOKpaTHBIE
MPUCTYTBI PBOTHI), IPU OTHOBPEMEHHOM MPUMEHEHUN TMIIOTEH3UBHBIX JIEKAPCTBEHHBIX CPEJICTB,

JAUYPCTHUKOB HJIM HECTCPOUAHBIX ITPOTUBOBOCIIAIIUTCIILHBIX MTPCIIApPaTOB.



ot 03.05.2024 N= 8780

(NOCNENOBATENLHOCTL 0005)

Cepoeunas nedocmamouHoCcmo

COOTBETCTBYET ZKCNEPTHOMY OTUETY

[TaneHTsI ¢ cepeYHOM HEJOCTATOYHOCTHIO UMEIOT 00JIee BHICOKUN PHCK PAa3BUTHUS THIIOKCHH U
MOYEYHOM HEAOCTATOYHOCTH. [lanumeHTam C XpOHUYECKOW CEPIEYHONM HEIOCTaTOYHOCTHIO
CIIeIyeT PEryJIIpHO MPOBOAUTH MOHUTOPHUHI CepleYHON (YHKIMU U QYHKLIUU MOYEK BO BpeMs
npuemMa MeThopMHIHa.

[Ipuem merdopMuHa TPU OCTPOH CEPIEUYHON HEAOCTATOYHOCTH M XPOHHUYECKOM CepaedHOM

HEI0CTaTOYHOCTH C HECTAOMIIbHBIMU ITOKA3aTENIIMU T€MOMHAMUKY TIPOTUBOIIOKA3aH.

IIpumenenue 8o 8pems bepemenHocmu

[IpumeHnenue mnpemapaTa BO BpeMsi OEpEeMEHHOCTH BO3MOKHO TOJBKO IO PEKOMEHIAluu

JIeYalero Bpaya ¢ y4eToM OTHOILIEHHS 0>KMJAEMOMW IOJIb3BI Il MaTEPU K BO3MOYKHOMY PHUCKY

JUTS TITI0J1A ¥ peOCHKa.

HmeroTcs orpaHnyeHHbIE U HEYOeAUTENbHBIE JAHHBIE O BIUSHUN MET(GOPMHUHA HA JOJITOCPOYHbIE

pe3yNbTaThl Macchl TeNa JeTel, MOABEepPraBIIuXcsi BO3ACHCTBUIO METHOPMUHA BHYTPUYTPOOHO.

MetdopMuH HE BIHIET HA JBUTATEILHOE U COIIMATIBHOE PAa3BUTHE y JI€TEH B Bo3pacTe 10 4 JeT,

MOJBEPIIINXCS BO3ICHCTBUIO MMpenapaTa Bo BpeMsi 0epeMEHHOCTH, XOTsI JAHHBIE O JOJITOCPOUYHBIX

pe3yabpTaTax OrpaHUYEHBI.

Jlpyaue mepol npedocmopoicHocmu

e [lanmeHTam peKOMeHIyeTcsl MPOAOIDKATh COOMIOAATh TUETY C PAaBHOMEPHBIM MOTpEOICHUEM
yIJIeBOJIOB B TedyeHHe naHs. [lamueHTam ¢ HW30BITOYHOM Maccod Tena PEeKOMEHIYeTCs
poAoIDKaTh COONIOaTh TUnoKanopuiinyto auety (Ho He MeHee 1000 kkan/cyt). Taxoke
MaIMeHTaM cJelyeT PeryJsipHo AenaTh (PU3NYecKHe yIpaKkHEHHs.

e [lanueHTsl JOMKHBI HHPOPMUPOBATH Bpaya O KaKOM-THOO MPOBOJMMOM JICUEHUHU U JIFOOBIX
MH(EKIMOHHBIX 3a00JIEBaHUSIX, TAKUX KaK MPOCTyAa, MHPEKIUU JIbIXaTEIbHbIX MyTeH WU
MH()EKIMU MOYEBBIBOIAIIUX MTyTEH.

e PekomeHayeTcs peryisipHO MPOBOAUTH CTaHIAPTHBIE Ja00paTOpHbIE aHATHU3BI I KOHTPOJIS
caxapHoro auabera.

e PeKOMEHIyeTCs €KEroJHO KOHTPOJIIMPOBATh YPOBEHDb BUTaMuHa B2 B CBIBOpOTKE KpoBU. Prck
CHIDKEHUS YPOBHA BHTaMHHa Bi2 Bo3pacTaeT mo mepe yBeNWYeHHs 103bI METQOpMHUHA,
NPOAOIDKUTEILHOCTH Tepanuu W/HWIM Yy TMAalUeHTOB ¢ HajduuueM (aKTOpOB pHCKa,
BBI3BIBAIOMINX AePUIUT BUTaMuHa B12 (cM. paznen 4.8).

e MerhopMUH NP MOHOTEpANUU HE BBHI3BIBAET THIOMIMKEMHIO, OJHAKO PEKOMEHAYETCS
MPOSIBIIATH OCTOPOKHOCTD MPHU €ro MPUMEHEHUH B KOMOMHAIIMY ¢ UHCYJIMHOM WM JIPYTHUMHU
NepOpaIbHBIMU  THUIOTJIMKEMUYECKUMU  CPeACTBAaMHU  (HampuMmep,  MPOU3BOAHBIMHU
CyJIb(OHIWIMOYEBHHBI WIN PENarjivHuAoM U 1p.). CUMITOMaMH THIOTVIMKEMHH SBIISIOTCS

CHaGOCTB, T'OJIOBHAsA 60.]'[]:, T'OJIOBOKPYXKCHHUC, TOBBINICHHOC IMOTOOTACICHUC, YYAIICHHOC
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

H€O6XO,Z[I/IMO npeaynpecauTb ImanucHTa, qTo0 HCAaKTHUBHBIC KOMITIOHCHTBI npemnapara
FJ’IIOKO(ba)K Jlonr MOTYT BBLACIATHECA B HCU3BMCHCHHOM BUJIC YCPC3 KUIICUHUK, UTO HC BJIMACT HA

TEpaneBTUYECKYI0 aKTUBHOCTH Mpernapara.

4.5. BzaumogeiictTBie ¢ JPYTHMH JICKAPCTBEHHBIMHM IpenapaTtaMM MW Jpyrue BHABI
B3aMMO/EHCTBUA

[IpoTHUBOIIOKA3aHHBIE KOMOHWHAIIMU

Hoocodeporcawjue penmeenokonmpacmuvle cpedcmsa

Ha ¢one ¢pyHKIIMOHATBHONW MOYEYHON HEJOCTATOYHOCTH Yy TMAIMEHTOB C CaXapHBIM IHa0eTOM
PaAMOIOTHYECKOe WCCIICIOBAaHHE C MPUMEHEHHEM HOJCOAEPKAIUX PEHTTEHOKOHTPACTHBIX
CPEICTB MOXET BBI3bIBATh Pa3BHTHE JakToanuao3a. Jleuenue mpemaparom [mokodax JloHr
HEOOXOMMO OTMEHHTh B 3aBHCHUMOCTH OT (DYHKIMH TOYeK 3a 48 4acoB 10 WJIM Ha BpeMs
PEHTTEHOJIOTHYECKOTO UCCIEAOBAHUS C MIPUMEHEHHEM HOICOAEPKAMUX PEHTTEHOKOHTPACTHBIX
CPEICTB U BO30OHOBIISTH HE paHee 48 9acoB mocie, MpU YCIOBUU, YTO B XOJe 00CIeI0BaHUs
noveyHas (pyHKIus OblIa TpU3HAHA HOPMAJIBHOM.

HepexoMeHayeMbIe KOMOMHAIMU

Anxoeonw

IIpn ocTpol aJKOroJILHOM HHTOKCHKALMM YBEIWYMBACTCA PHUCK DPA3BUTHs JIAKTOALU03a,
0COOEHHO B CiTyYae:

® HEJ0CTaTOYHOI'O MUTAaHUs, COONIOIEHUS] HU3KOKAJIOPUIHOM TUETHI;

® IICYCHOYHOU HEJOCTATOYHOCTH.

Bo Bpems nmpuema npenapata cienyer u30eratb npruema ajJkoroiisi U JEKapCTBEHHBIX CPEACTB,
COJIEPIKaLIMX ATAHOI.

Kom0Ounammu, tpedyromue 0cToOpoKHOCTH

Jlexapcmeenuvie cpedcmeéa ¢ HENpAMbIM — 2UnepeiuKeMudeckum oelcmeuem (Hanpumep,
enoxokopmukocmepouovt (I'KC) u mempaxoszaxmud (cucmemno2o u MecmHo20 Oelucmesus),
bemaz-adpeHomMumemuxu, OaHA30J, XA0PNPOMA3ut npu npueme 8 boavuux 0o3ax (100 me 6 oenv)
u ouypemuxu)

Mosxket notrpeboBaThesi 0oJiee 4acThlif KOHTPOJIb KOHLEHTPALMH TIIOKO3bI B KPOBH, OCOOCHHO B
Hauvane JsedeHus. Ilpu HeoOxommmoctu npo3a mnpenapata [mokopax JloHr MokeT OBITH
CKOPPEKTHPOBAaHA B IIPOIIECCE JICUEHUS U MOCIIE ero MPEeKPaIeHUs], UCXOs U3 YPOBHS INIMKEMHUU.
Jluypemuxu

OnHOBpEMEHHBIN TPUEM IETIIEBBIX» TUYPETUKOB MOXET MPUBECTH K PA3BUTHUIO JIAKTOAIN1032

M3-32 BO3MOXHON (DyHKIIMOHATBLHOW MOYEYHON HETOCTATOYHOCTH.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

CYNbPOHUIMOYEBUHL,  UHCYIUHOM,  aKapOO30U,  Caluyulramamu  BO3MOXKHO  pa3BUTHE

TUTIOTJIMKEMHH.

Hudgeounun

Hudenunun mopeimaeT abcopOmuio 1 MakKCUMaIbHYIO KOHIIEHTPAIHIO (Cmax) MeTOpMUHA.

Kamuonuwvie nexapcmeennvle cpedcmea (amunopuo, OueoKCuH, MOpQUH, NPOKAUHAMUO, XUHUOUH,

XUHUH, PAHUMUOUH, MPUAMMEDPEH, MPUMEMONPUM U BAHKOMUYUH), CEKpemupyrouuecs 6

NOYeYHbIX KAHAIbYAX, KOHKYPUPYIOT ¢ MET(HOPMUHOM 32 KaHaJIbLIEBblE TPAHCIIOPTHBIE CUCTEMBI

U MOTYT MPUBOJUTH K YBENUYEHUIO €T0 Cax.

Konecesenam

KoneceBenam mpu OJHOBpEMEHHOM MpHUMEHEHHH C MeThopMuHOM B (opme TabimeTok ¢

MPOJOHTUPOBAHHBIM BBICBOOOKJICHHUEM YBEIMYMBAET KOHIIEHTPAIMI0 METPOpMHUHA B IJIa3Me

KpoBHU (YBEIMYECHHE TUIOMAIN TIO KpUBOM «KoHIEHTpanus-BpeMs» (AUC) 6e3 3HAaUUTEeITbHOTO

yBenU4eHUSA Crax).

Tpancnopmepwr opeanuveckux kamuonog (OCT)

Metrdopmun sBasiercss cyocrpatom oboux TpancmoptepoB OCT1 u OCT2. OmpHOBpeMeHHOE

npuMeHeHne MeTopmMuHa c:

e ynaruburopamu OCT1 (Bepamamuil) MOXXET yMeHbIIATh 3 (PEeKTUBHOCTH METPOPMHUHA;

e wuHaykropamu OCT1 (pudammuima) MoxeT yBennuuBath abcopOruto Mmetopmuna B XKKT u
ero 3¢ (peKTUBHOCTD;

e yaruburopamu OCT2 (UUMETUIUH, TOTyTErpaBUp, PaHOIAa3UH, TPUMETOIIPUM, KPU3OTHHUO,
onanmapu0, JakjiaTacBUp, BaHAETaHHO) MOTYT YMEHBIIATh [OYEYHYIO JIMMHHALIUIO
MeThOpMHUHA U TaKUM OO0pa3oM MPHUBOJIUTH K YBEIMYCHHUIO TUIA3MEHHOH KOHIICHTpAIUU
MeT(QOpMHUHA.

B cBs3u ¢ 3TUM pekoMeHayeTcs coOI0aTh OCTOPOKHOCTh, 0COOCHHO y MALIMEHTOB C MOYEYHON

HEJOCTAaTOYHOCThIO, KOTJAa 3THU JIEKapCTBEHHBIE IMpenapaThl MPUHUMAIOTCS OJHOBPEMEHHO C

MeTHOPMHUHOM, TaK KaK BO3MOXKHO TOBBIIIICHHE TNIA3MEHHON KOHIleHTpanuu Metrdopmuna. [pu

HEOOXOIMMOCTH MOXKET OBITh PacCMOTPEH BOMPOC O KOPPEKLHUH 1036l MET(HOpPMHUHA, TaK Kak

uHruouTOpEI/MHAYKTOPE OCT MOTYT M3MEHATH 3P HEKTUBHOCTh METHOPMHHA.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JAKTALMS

bepemeHHOCTD

HekoHTponupyemasi THIEPTIUKEMHES B TIEPUKOHIICTIIIMOHHBIN TIEPHO]T M BO BpeMsi OEpEeMEHHOCTH
CBS3aHA C TIOBBIIIICHHBIM PHUCKOM BPOXKIEHHBIX TOPOKOB, BBIKHUIBIIICH, apTepHATbHON

THIIEPTEH3UEH, BBI3BAaHHON OEpEeMEHHOCTBIO, MPEIKIAMIICHEH M TepUHATAIBHON CMEPTHOCTHIO.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

HOpMe, JUIsl CHUYKEHHSI pUCKA BO3ZHUKHOBEHHUSI HEOIArONMpUsATHBIX UCXO0JI0B, aCCOLUUPOBAHHBIX C
THIIEPTIMKEMHUEH, UI MaTepH U TUI0AA.

MeTtdopMuH MpOHUKAET yepe3 IUIALIEHTY B KOHIEHTPALHUAX, KOTOPble MOTYT OBITh TAaKMMHU K€
BBICOKMMH, KaK 1 Y MaTepHu.

Bonbmioe konuyecTBO NaHHBIX O OepeMeHHBIX jkeHIMMHAX (> 1000 ciydaeB), MONydYeHHBIX B
paMKax KOTOPTHOTO HCCIEIOBaHMs Ha OCHOBE PETrUCTPOB, OIMYOJMKOBAHHBIX B peecTpe
(MeTa-aHaNM3bl, KIWHUYECKHE UCCIEJOBAaHUS U PEECTPhbl), YKa3bIBAIOT HA OTCYTCTBHUE
MOBBIIICHHOTO PUCKA BPOXACHHBIX aHOMAIMM WM (EeTO-/HeOHATaIbHOW TOKCHYHOCTH IOCIIE
BO3/CUCTBUS MET(HOPMHUHA B IEPUKOHIIECTIIIUOHHBIN TIEPUOJ] /U BO BpeMsi OEpEeMEHHOCTH.
NmeroTcst orpaHndeHHbIe 1 HeyOeuTeIbHbIC JaHHbBIC O BIMSHUN MET(HOPMHUHA Ha JOITOCPOUHbIE
pe3yNbTaThl Macchl TeNa JeTel, MOABEepPraBIIuXcsl BO3ACHCTBUIO METHOPMUHA BHYTPUYTPOOHO.
MetdhopmuH HE BIUSET Ha IBUTATEILHOE U COIMALHOE PAa3BUTHE Y JETEH B BO3pacTe 10 4 JeT,
NOJBEPIIINXCS BO3ICHCTBUIO TpenapaTa Bo BpeMsi 0epeMEHHOCTH, XOTsI JAHHBIE O JOJITOCPOUYHBIX
pe3ysbTaTtax OrpaHUYEHBI.

B cnyyae knmuHu4eckoi HEOOXOAUMOCTH, IPUMEHEHHE METHOPMUHA MOXKET OBITH PACCMOTPEHO
BO BpeMsi OEpeMEHHOCTH U B TMEPUKOHIEHIMOHHBIM NEpUoJ B KadyecTBE MAOIMOJHEHUS WU
QIbTEPHATUBBI HHCYJIUHY.

JlakTanus

MetdopmMuH npoHUKaAET B rpyAHOE MOJIOKO. HexenaTenbHble peakiud y HOBOPOXKJIECHHBIX MPU
TPYJHOM BCKapMJIMBaHHWH Ha (oHE MprueMa MeT(hopMruHa HE HAOIIOJAIHCh.

OnHaKko B CBSI3UW C OTpaHHMYEHHBIM KOJMYECTBOM JAHHBIX, MPUMEHEHHUE Ipernapara B MEpUOJ
TPYyIHOTO BCKapMJIMBaHUS HE pPEKOMEHIOBaHO. PemieHne o0 NpekpameHud TPyAHOTO
BCKApMJIMBAHUS JOJDKHO OBITh MPUHATO C YYETOM IMOJIb3bl OT TPYJHOTO BCKapMIIMBaHUS U
MOTEHLHMAIBHOTO PHCKA BOSHUKHOBEHUS HEXKENATEIbHBIX peaklMii y peOeHKa.

depTUabHOCTD

MetdopMuH He BIMAT Ha (EepTHIBHOCTh CaMIIOB M CAMOK KpBIC MPHU BBEICHHHM B J103aX [0
600 MI/KT/AeHb, YTO TPUMEPHO B TPU pas3a MPEBBIIIACT MaKCUMAIbHYI) PEKOMEHIYEMYIO

CYTOYHYIO J03Y.

4.7. Biusinue Ha CIOCOOHOCTH YNPAaBJATH TPAHCHOPTHBIMH CPeACTBAMH M Padorarh ¢
MeXaHM3MaMH

Momnorepanus npenaparom ['nmokogax JIOHT He BBI3BIBAET TUIIONIMKEMUH, [TI03TOMY HE BIIUSET
Ha CITIOCOOHOCTD YTIPaBJIATh TPAHCIIOPTHBIMU CPEICTBAMH U MEXaHH3MaMH.

Tem He MeHee, BO3MOXKHO pa3BUTHE TMIIOTIIMKEMHUH ITPU IPUMEHEHUH MET(GOpPMUHA B COUETAaHUH
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penarjiniua " I[p) HpI/I MOSBJICHUNU CUMIITOMOB THUIIOTJIMKEMHU HEC CICAYCT YIPABJIATH

TPAHCIIOPTHBIMU CPCACTBAMU U MCXAHU3MaMH.

4.8. HexkennaTeibHbIe peakuuu

PesroMme HexxenaTeabHbIX peaKIIui

Yacrora moOOYHBIX peakluil MpUBeeHa B BUAE CIEAYIOUIeH rpafanuu: ovens yacmo (= 1/10);
yacmo (> 1/100, vo < 1/10); reuacmo (= 1/1000, vHo < 1/100); peoxo (= 1/10 000, Ho < 1/1000);
ouenv peoxo (< 1/10000); wacmoma Heuzsecmna (He MOXET OBITH OIICHEHA Ha OCHOBE
MMEIOIIUXCS TAHHBIX).

Hapywenusa memabonuzma u numanus

Yacmo: wHenocTaroyHoCcTh BUTaMuHA Bi2. Ilpm oOHapykeHMM Meramo0JacTHOH aHeMHUU
HEOOXOAMMO YUUTHIBATh BO3MOKHOCTh TaKOM 3THONOTHH (CM. pasnen 4.4);

Ouendb pedxo: nakroanuaos (cMm. pasaen 4.4).

Hapywenus co cmopoHul nepeHoU cucmembl

Yacmo: HapylIeHUE BKyca (METALTMYECKUI PUBKYC BO PTY).

JKenyoouno-kuuieynvle Hapyuienus

Ouenv yacmo: TOUHOTA, pPBOTA, TUapesi, 00U B )KHUBOTE U OTCYyTCTBUE anneruTta. Hanbomnee yacto
OHH BO3HHKAIOT B HAUAIBHBIN TIEPUO/I JICUCHHUS U B OOJIBIIMHCTBE CTy4aeB CIIOHTAHHO MPOXOIST.
J11st ipeA0TBpAIeHNsI CAMIITOMOB PEKOMEHTyeTCsl IPUHIUMATh MET(GPOPMUH BO BPEMsI WITH TTOCTIE
npueMa mHI. MeIJeHHOe YBEIMYEHHUE J03bI MOXKET YIIYYIIUTh JKEIyIO0YHO-KUIICYHYIO
epEeHOCUMOCTb.

Hapywenusa co cmoponbvl neuenu u scenyuebl@o0AWUx nymeu

Ouenb peoko: HapylIeHUE TTOKa3aTese PyHKIUY IeUeHH U TeMaTHT; TOCIe OTMEHBI MET(OPMHIHA
9TH HEXKEJaTeIbHBIC SBJICHHS MOJTHOCTHIO HCUE3AOT.

Hapywenus co cmopoHul Kodcu u NOOKOMCHbIX MKaHeu

Ouendb pedro: KOXKHBIE peaKllid, TAaKUue Kak dpuTeMa (IIOKpacCHEHUE KOXKH), 3y, KPalMBHHIIA.

COO6H_ICHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

Baxxno coo0mare 0 MOJ03peBaeMbIX HEXKENATENbHBIX peakIUsiX I[OoClie pPETUCTpaluu
JICKapCTBEHHOTO TIperapara ¢ melibio 00ecredeHnsl HeMPephIBHOTO MOHUTOPUHTA COOTHOIICHHUS
«TOJbh3a — PHUCK» JIEKAPCTBEHHOTO Tpernapara. MeTuIuHCKUM pa0OTHUKAM DPEKOMEHIYeTCs
coo01maTe 0 JIIOObIX MOJ03pPEBAEMbIX HEXKeNaTeIbHBIX PEeaKIUAX JEKapCTBEHHOIO Ipernapara
yepe3 HallMOHAIBbHBIE CUCTEMbI COOOIIECHHS O HEXENaTEebHBIX PEaKIUsiX rocyJapCcTB — YJICHOB

EBpa3uiickoro 53K0HOMHUYECKOr0 COI03a.
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Poccuiickas Denepanus (NOCNEAQCBATENEHOCTE 000%)
®denepanbHas Ciryxk0a 1Mo Haa30py B chepe 3ApaBoOXpaHEHUs
109012, r. Mocksa, CnaBsiHCKasl miiomaib, 1. 4, ctp. 1
Tenedon: +7 (800) 550-99-03
DnekTpoHHas rmoyta: pharm@roszdravnadzor.gov.ru
Caiit B UH(POPMALMOHHO-TEIEKOMMYHHUKAITHOHHON ceTu «nTepHeT:

https://www.roszdravnadzor.gov.ru/

ApmeHnus

AO3T «HayuHbIil IEHTp AKCIEPTH3bI JIEKAPCTB U MEIUIIMHCKUX TEXHOJOTHI UMEHH akaJeMuka O.
["aGpuensHay

Anpec: 0051, . EpeBan, np. Komuraca 49/5

Ten.: (+374 60) 83-00-73, (+374 10) 23-08-96, (+374 10) 23-16-82

TNopsiaas muams: (374 10) 20-05-05, (+374 96) 22-05-05

DnekTpoHHas moYTa: naira@pharm.am; vigilance@pharm.am

Caiit: www.pharm.am

PecnyOnuka Benapycs

MunnctepcTBo 3apaBooxpanenus Pecyonmku benapychs,

Pecny6nukanckoe YuurapHoe [Ipeanpusitue [lentp Oxcneptu3 u Mcnbitannii B 3ApaBoOXpaHeHAN
Anpec: 220037, r. MuHCck, niep. ToBapuieckuii, 2a

PecnyOnukanckas KIuHUKO-(hapmMakoiorudeckas 1abopaTopus

Otnen gapmakonamzopa: Ten./gakc: +375 (17) 242 00 29

DnexTpoHHas noyra: repl@rceth.by

Caiit: www.rceth.by

PecnyOanka Kazaxcrag

PI'TI na ITXB «HannoHanbHBIA HEHTP SKCIIEPTU3BI JEKAPCTBEHHBIX CPEACTB M MEIUIIMHCKUX
n3nenuii» Komurera MenuuHCKOro U (hapMareBTHYECKOro KOHTpoJisi MUHUCTEpCTBA
3npaBooxpaneHus Pecryonuku Kazaxcran

Anpec: 010000, . Actana, paiion baiikonsip, yi. A. NUmanosa, 13 (BL] «Hypcaymet 2»)
Ten.: +7 (7172) 78-98-28

DnexTpoHHas noyra: farm@dari.kz

Caiitr: www.ndda.kz
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(NOCNENOBATENLHOCTL 0005)

4.9. [lepeno3upoBka

COOTBETCTBYET ZKCNEPTHOMY OTUETY

[Ipu npumenennun wmerdopmuHa B go3e 851 (B 42,5 pa3 mpeBbIAONIECH MaKCHMalbHYIO
CYTOYHYIO [103y) pa3BUTHsl THIIOTJIMKeMHH He HaOmonanocs. OIHaKo B 3TOM ciydae
HAOJI0IAIOCh PAa3BUTHE JIAKTOAIU03a. 3HAUUTENIbHAs MEpelo3UPOBKA WM COMPSIKECHHbBIE
(dakTOpBI prCKa MOTYT MPUBECTH K PA3BUTHIO JIAKTOAINH 1032 (CM. pa3aen 4.4).

Jleuenue

B cnyuae mosiBieHus: MPU3HAKOB JIAKTOAIM1032 JICYCHHE MIPETapaToM HEOOX0IUMMO HEMEIJICHHO
MPEKPaTUTh, MalMEHTa CPOYHO TOCHUTAIM3UPOBATH U, ONPEAEIMB KOHILEHTPALMIO JaKTaTa,
yTOUHUTH auarHo3. Hambonee 3¢p¢dekTUBHBIM MEPONpPUSITHEM MO BBIBEACHHIO M3 OpraHHU3Ma

JJaKTaTa u MeT(bOpMI/IHa SABJIACTCA IrEMOJUAIN3. HpOBOI[HT TAaKXC CUMIITOMATHYCCKOC JICUCHUC.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoauHaAMHYeCKHe CBOICTBA

QdapMakoTepaneBTUYeCKass  Ipymma: CcpeAcTBa  JUid  JIeUueHuss  caxapHoro  jaualera;
TUIOTIMKEMUYECKHE CPEICTBA, KpOME UHCYJIUHOB; OUTyaHU/IbI.

Kon ATX: A10BA02

Mexanusm aeiicteus u hapMakoauHaMudeckue 3O hEKThI

MetdhopMuH — OUTyaHH]T C TUTIOTIMKEMHUYECKUM JCHCTBHEM, CHIDKAIOIINN Kak 0a3aIbHYIO0, TaK U
NOCTIPaHANATBHYIO0 KOHIICHTPAIMIO TJIIOKO3BI B TUTa3Me KpOBU. He CTHUMyHpyeT cexpenuto
WHCYJIMHA W B CBSI3M C OTUM HE BBI3bIBACT THUIOTIIMKEMHUH. [lOBBIIAaeT YyBCTBUTEIBHOCTD
nepuepuyecKX pPeLenTopoB K HHCYJIMHY M YTWIN3ALUIO TIIOKO3bl KieTkamMu. CHMKaer
BBIPAaOOTKY TJIIOKO3bI TMEYEHBIO 32 CYET WHTUOMPOBAHUS TIIOKOHEOTE€HE3a M TIUKOTCHOJH3A.
3anepKUBaeT BCACHIBAHHE TIIFOKO3bI B KHIIICUHHKE.

MetdopMuH CTUMYITUPYET CHHTE3 TJIMKOTEHA, BO3JCHCTBYSI HA TIIMKOTCHCHHTA3Y.

YBenuuuBaeT TPaHCIIOPTHYIO €MKOCTh BCEX TUIIOB MEMOPAHHBIX MEPEHOCUYUKOB TIFOKO3BL.

Ha ¢one npuema metdopmMiHa Macca Tejla HalrenTa JM00 0CTaeTcs CTaOMIIbHOI, THO0 yMEPEHHO
CHIDKACTCH.

Merdhopmun oka3piBaeT OnaronpusTHbBIA 3PdeKT Ha MeTaOdOaU3M JIMIHUIOB: CHIDKACT
coJiepKaHue 00ILEero X0JIeCTepHHA, JINMONPOTEMHOB HU3KOM TUIOTHOCTH U TPUTIIHLIEPHIOB.

5.2. apmakokuHeTHYECKHE CBOHCTBA

Abcopbrs

[locne mepopampHOrOo TmpHeMa Tmpernapara B QopMe TaOJEeTOK C TPOJIOHTHPOBAHHBIM
BBICBOOOK/ICHHEM, BCAChIBAHUE MET(POPMHHA 3aMEJICHO 110 CPABHEHUIO C TAOJIETKON ¢ OOBIYHBIM

BBICBOOOXKIeHHEM MeThopMuHa. Bpems noctmxenus makcuMmaiabHOH KOHIEHTpamud (TCrmax)

12
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2,5 gac.

B paBHOBECHOM COCTOSTHMH, UIGHTHYHOM PaBHOBECHOMY COCTOSIHUIO MET(HhOpPMHUHA C OOBIYHBIM
BBICBOOOKIEHHEM, MaKcUMasTbHast KOHIIEHTPAHS (Cmax) ¥ TUIOMIAAB 1O PapMaKOKHHETHUECKOU
KpuBOi «KoHIeHTparus-Bpems» (AUC) yBenTWYMBaIOTCS HEMPONMOPIHUOHATBLHO MPUHUMAEMOUN
nose. Ilocine omnokpatHoro mpuema BHYTph 2000 Mr merdopmuHa B ¢dopme TabIETOK C
IIPOJIOHTUPOBAHHBIM BbICBOOOXAeHueM AUC ananornuna Ha0mronaemoi nocie npuema 1000 mr
MeTdopmuHa B hopme TabJIeTOK ¢ OOBIYHBIM BBICBOOOKICHHEM JIBa pa3a B CYyTKH.
BraytpunnauBunyanpHas BapuabenbHOCTh Cmax 1 AUC mocne mpuema metdopmuHa B Gopme
TaOJIETOK C MPOJOHTUPOBAHHBIM BBHICBOOOXK/IEHMEM aHAIOTWYHA HAOJIOIaeMO IMocie mpueMa
metdopmuHa B hopMe TabIETOK C OOBIYHBIM BBHICBOOOXAEHUEM. BcackiBanue MeTdopMHuHa U3
TabJIETOK C MPOJIOHTHPOBAHHBIM BBICBOOOXK/IEHUEM HE M3MEHSETCS] B 3aBUCUMOCTU OT IMpHEMa
MUIIH.

He nabmiofaercss KyMyJsiuu 1pu MHOTOKpaTtHoM mpueme a0 2000 mr merdopmuna B dopme
TaOJIETOK C MPOJIOHTUPOBAHHBIM BBICBOOOKICHUEM.

Pacnopenenenue

CBsi3b ¢ OenmkaMu TuTa3Mbl He3HAUUTENbHA. Cmax B KpOBH HIKE Chax B IDIA3ME M JOCTHTACTCS
MPUMEPHO Yepe3 TaKoe Ke Bpemsl.
Cpennnii 06beM pacripenenenus (Vg4) konednercs B nuanazone 63-276 .

Buorpancdhopmarimsg

MeTaboauTOB y UyeoBeKa He 0OHAPYKEHO.

DJIMMUHAIMS

MeThopMUH BEIBOIUTCS B HEU3MEHEHHOM BHU/JIE TIOYKAMHU.

[Toueunsrit knmupenc merdopmuHa cocraBiser > 400 MiI/MUH, YTO yKa3blBaeT Ha TO, 4YTO
MeT(hOPMUH BBIBOJIUTCS 3a CUET KIyOOUKOBOM (QuibTpaluu U KaHanblieBoi cekpeuuu. [locne
NepopaIbHOTO IpreMa MepUo;] MOJyBbIBEACHUS COCTABIISIET OKOJIO 6,5 4acoB.

IloyeyHas HEAOCTATOUYHOCTD

[Ipu HapymeHHOW (QYHKIIMK TOYEK KIMpeHC MeT(hopMuHa CHUkaeTcs mpornoprronanbHo KK,
YBEJIMYUBAETCS TEPUO]T TIOTYBBIBECHHS, YTO MOXKET NMPUBOAUTH K YBEIIMYCHHUIO KOHIIEHTPALUU

MeT(opMHUHa B Ia3Me.

6. PAPMAIIEBTUUYECKHUE CBOMCTBA

6.1. [Iepeuenb BcnoMorareJibHbIX BellleCTB
Kapwmennosa natpust

I'unpomenoza 2208
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ot 03.05.2024 N= 8780

(NOCNENOBATENLHOCTL 0005)

Marnus creapar

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHHs)

3 roxa.

6.4. OcoOble Mepbl MPEAOCTOPOKHOCTH NPH XPAHEHUH

XpanuThb npu Temmneparype He Boiie 25 °C.

6.5. Xapakrep ¥ coaepkaHue NePBUYHON YIIAKOBKHU

ITo 15 Tabnmerok B 6auctep u3 [IBX/TIBJIX/anmtomunueBoii Goasru, mo 2 wiu 4 6aucrepa BMecTe
C JINCTKOM-BKJIa/IBIIIIEM [TIOMEIAIOT B KAPTOHHYIO MAUKYy.

Ha Onmcrep um KapTOHHYIO MMAYKy HAHECEH CUMBOJI «M» JUIs 3alUTHI OT (panbcuduxanmu.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH YHUYTOKEHHUHM HMCIHOJb30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjde NpPHMEHEeHUus:
JIEKAPCTBEHHOI0 Npenapara u Apyrue MaHUMYJISINMH ¢ MIPenapaTom

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIHIUOHHOI'O YAOCTOBEPEHUA
Poccniickas @enepanvs

000 «Mepx»

115054, r. Mockaa, yi. Banosas, 1. 35

7.1. IlpencraBuTe b JepsKaTesisi pErHCTPALMOHHOI0 Y10CTOBEPEeHH s

IIperen3uu norpeduTeeil HaIPaBIATh 10 AJIPECY:

Poccuiickag ®enepanus

000 «Mepx»

115054 Mocksa, yn. Banosas, 1. 35
Ten.: +7 495937 33 04
®dakc: +7 495 937 33 05

E-mail: safety@merck.ru

Apmenus

[IpencraButensctBO «Acino Pharma AG» (Ilseiinapckas Kondenepanms) B PecmyOGmmke
Apmenus

0014, r. EpeBan, yn. Anonn 6/1, 54

Ten.: +374 60 67 01 70
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e-mail: PV_AM@acino.swiss

Pecny6auka Benapycs

[IpencraBuTenbCTBO  aknuoHEpHOro obmiectBa «Acino Pharma AGy»  (IlIBeimapckas
Kondenepanus) B Pecmy6nuke benapych

220062, r. Munck, np-T [Tlo6enureneii, 106-34

Tem.: + 375 (17) 319-91-41, + 375 (29) 700-65-90

daxc + 375 (17) 319-91-40

e-mail: Safety BY@acino.swiss

Pecny6auka Kazaxcran

TOO «Auuno Kasz»

050047, r. Anmatsel, boctanasikckumii paiion, [Ipocniekt Hypcynran Hazap6aes, nom 223, H.11. 243
Ten.: +7 727 364 56 61
e-mail: PV-KAZ@acino.swiss

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA
JITI-Ne(005399)-(PT-RU)

9. JIATA TIEPBUYHOW PETUCTPALMM (MOATBEPKIEHUS

PEI'MCTPALIMMU, IIEPEPETUCTPAILIUN)
Hata nepsoii peructpauun: 07.05.2024

10. TATA IEPECMOTPA TEKCTA

OO0mas xapakTepHCTHKa JIeKapCTBEHHOro mpemapara [miokodax JloHr pgoctymHa Ha
uH(OPMAIIMOHHOM TmopTane EBpa3suiickoro SKOHOMHYECKOTO C€OI03a B HH(DOpPMAIMOHHO-

KOMMYHHUKaIIMoHHOHU cetn «IHTepHeT» http://eec.eaecunion.org/.

15


mailto:Safety_BY@acino.swiss
mailto:Safety_BY@acino.swiss
mailto:PV-KAZ@acino.swiss

