COOTBETCTBYET 3KCNEPTHOMY O
ot 14.06.2024 Nz 1183

OBIIASI XAPAKTEPUCTHKA JIEKAPCTREAHOLO-TIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOT O IIPEITAPATA

I'mokogax Jlonr, 1000 Mr, TabiaeTKH ¢ MPOJTOHTHPOBAHHBIM BEICBOOOKICHUEM.

2. KAUECTBEHHbBIN 1 KOJIMYECTBEHHBIA COCTAB

JleficTByto1iee BEmecTBO: MET(HOPMUH.
Kaxxnas TabieTrka ¢ mpoJOHTHPOBAHHBIM BBICBOOOXKACHUEM coepkuT 1000 mr meTdopmuHa (B
BUJIE TUAPOXIIOPUAA).

[TonHbIi mepeyeHs BCIIOMOTATENbHBIX BEIIECTB MPUBECH B pasjene 6.1.

3. JEKAPCTBEHHASA ®OPMA

TabneTku ¢ MPOJOHTUPOBAHHBIM BBICBOOOKICHHUEM.
KancynoBuaable ABOSKOBBITYKIIbIE TAOJETKH OEJIOro WM MOYTH Oesoro mBeTa, C TPaBHPOBKOM

«1000» na onnoit cropone u «MERCK» — Ha npyroid.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3zanusi K NPUMEHEHUIO

[Ipenapar ['mroxodax JIOHT mokazaH K IPUMEHEHHUIO Y B3POCIIBIX MO MOKa3aHHUSIM:

e Caxapnbiit quabet Il Tuna, 0COOEHHO y MAIMEHTOB C OXHUpPEHHEM, NMpH HedddekTuBHOCTH
IUETOTepanuu 1 (pu3nuecKux Harpy3okx:
- B KQUeCTBE MOHOTEPAIIHH;
- B COYECTAHMHM C JPYTMMHM NEPOPAIBHBIMH THUIIOTJIMKEMUYECKUMHU CPEACTBAMU WIIH C
HHCYJIMHOM.

e MoHnotepanus npeauadera B cirydae, ecii U3MeHeHHe 00pa3a )KU3HU He TI03BOJIUIIO JOCTHYb

AACKBATHOI'O TJIMKCMHUYCCKOI'0O KOHTPOJIA.

4.2. Pe:kum 103MPOBAHUSA U CIOCO0 MPUMEHEHM I

PexxuM 103upoBaHus

Bspocnvie
JHo3za mpenapara ['mokodax Jlonr 1000 mr mogdupaercss BpauoM UHANBUAYAITBHO TSI KaXKI0TO
MalyeHTa Ha OCHOBAaHUH PE3YyJIbTATOB U3MEPECHHS KOHIIEHTPAITUH TJIFOKO3bI B KPOBH.

Monomepanus u KOM6uHup06aHHa}l mepanui 6 codyemdHuu C ODVZMMM cunociuKkemuyecKumu

cpeocmeamu npu_ CaxapHom ouabeme Il muna




COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 14.06 :E':IE-'i Nz 11834

e IIpenapar I'mokodax Jlorr 1000 Mr ciexyer i ] R R R R IRHOC TR 0010)

e Jlpemapar I'moxodax Jlonr 1000 Mr Ha3Ha4yarOT B KauyecTBE MOIJACPKUBAIONICH Tepanmuu
ManKueHTaM, MPUHUMAIOIIUM METPOPMHUH B (popMme TabIeTOK ¢ OOBIYHBIM BHICBOOOKICHUEM B
no3e 1000 mr wim 2000 mr. st nepexoaa Ha mpenapar [ mokodax Jlonr 1000 mr cyrounas
7032 JIOJDKHA OBITh OSKBUBAJIEHTHA CYTOYHOH 03¢ MeThopMUHA C  OOBIYHBIM
BBICBOOOKICHUEM.

e [laruenTtam, mpuHUMarOIUM METHOPMHH B (hopMe TaOIETOK ¢ OOBIYHBIM BHICBOOOK/ICHUEM B
nose, npesbimatonieir 2000 Mr, He peKOMeHJI0BaH mepexo Ha mpenapar [ moxodax JloHr
1000 mr.

e Jlnsg manMeHToB, HE MPUHUMAIOUIMX MET()OPMUH, PEKOMEHIyeTcs HayuHaThb C IMpuema
npemnapaToB MeThOpMHHA C MTPOJIOHTUPOBAHHBIM BBICBOOOXKIEHHEM B A03UpoBKax 500 mr u
750 mr. Yepes kaxnpie 10-15 nHeill pekoMeHAyeTcss KOPpEeKTHpOBaTh /103y Ha OCHOBAHWUHU
pe3yJabTaTOB M3MEPEHUs] KOHILEHTPAIMK TIIOKO3bl B KPOBU. MeNJIeHHOE yBEIHMUEHHUE 03B
CIOCOOCTBYET JIYUIIIEH MEPEHOCUMOCTH CO CTOPOHBI XkenyaouHo-kuteqnoro tpakra (OKKT).

e B cimyuae nepexoja ¢ Ipyroro rulmorjiukeMUYECKOro CpeicTBa Moa00p A03bl OCYIIECTBISIOT,
KaK OMMCAHO BBIIIE, HAYMHAS C MPUMEHEHUS MpenapaToB MeT(HOpPMHUHA C TPOJIOHTUPOBAHHBIM
BBICBOOOXKIeHHEeM B 103upoBkax 500 Mr wmimm 750 Mr, ¢ BO3MOMKHBIM IOCTEAYIOIINM
nepexoaoM Ha npenapat ['moxodax Jlonr 1000 mr.

KOM6MHGHM}Z C UHCYJIUHOM

Jis  MOCTMXKEHHS JIydIlero TJIMKEMHYECKOro KOHTPOJIE MET(GOPMHH U HHCYJIUH MOXHO
OPUMEHSTh B BHJIE KOMOMHUpOBaHHOW Tepanuu. OOBIYHO HAaYMHAIOT MPHEM C IpernapaTroB
MeT(hOpPMHUHA C POJIOHTUPOBAHHBIM BBICBOOOKIeHHEM B 03¢ 500 Mr wim 750 Mr, B TO BpeMs Kak
103y MHCYJIMHA TOJ0MPAIOT HA OCHOBAaHUH PE3yJIbTaTOB U3MEPEHHsI KOHIIEHTPAIUH TIIFOKO3BI B
kpoBu. Jlaniee Bo3moskeH nepexon Ha ['mokodax Jlonr 1000 mr.

Cymounas 0o3a

MaxkcumanbHasi peKOMEHI0BaHHas a03a npenapara ['mokodax Jlonr 1000 mr — 2 Tabnerku B
cytku (2000 mr). Ecnn npu nmpuemMe MakCUMajbHOM PEKOMEHI0BAaHHOW 103bl | pa3 B CyTKM He
yZaeTcs AOCTHYb aJJIEeKBATHOTO KOHTPOJISA ITIMKEMHH, MAaKCHMAaJIbHAs 1032 MOKET ObITh pa3zeiieHa
Ha J1Ba mpuema: ojHa tabnerka 1000 mr — Bo BpeMs 3aBTpaka u ojHa tadnerka 1000 Mr — Bo Bpemst
ykuHa. Ecnu afekBaTHBIA KOHTPOJIb TJIMKEMUU HE JOCTUTA€TCsl U B 3TOM Cllydae, BO3MOXKEH
nepexo/1 Ha mpenapaTsl METQOPMHUHA C OOBIYHBIM BHICBOOOXKIEHUEM C MAKCUMAIILHOW CyTOYHOM
nozou 3000 mr.

Mouomepanusa npu npeduabeme

O6pbrunas no3a coctasisier 1000-1500* mr 1 pa3 B cyTKu BO BpeMsi MJIU TOCJIE€ TIpUeMa IHIIH.

PexoMeHyercs: peryiasipHO IPOBOAUTH TIMKEMUYECKUN KOHTPOIIb JJII OLIEHKH HEOOXOIUMOCTH
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JaIbHENIIEro MpUMEHEeHHs Mpernapara.

*[Ipu HeoOXOAMMOCTH NPHUMEHEHHsS JAaHHOH J/103bI HEOOXOIMMO UCIIOJIb30BaTh IpenapaT
I'mokogax JIOHT B COOTBETCTBYIOIIECH JO3HUPOBKE.

Oco0rIe I'pynIbl TanMEHTOB

Tayuenmsl nodcunozo 6o3pacma

[MoxubIM nanueHTam 103y MeT(hopMruHa KOPPEKTHPYIOT HA OCHOBAHUH OLIEHKU (PYHKIIUHU MOYEK,
KOTOPYIO HEOOXOAMMO MPOBOIUTE PETYIISIpHO (CM. pasaen 4.4).

Tayuenmvl ¢ napyuwenuem QyHKYuu noex

MetdopMuH MOKET PUMEHSTHCS y TAIIMEHTOB C MOYEYHON HEIOCTaTOYHOCTBHIO C KIIMPEHCOM
kpeatuanHa (KK) 30-59 Mi/MUH TOJBKO B Cilydae OTCYTCTBHSI COCTOSIHHI/(AKTOPOB pHCKA,
KOTOpPbIE MOTYT YBEITMYMBATh PUCK PAa3BUTHUS JIAKTOALIU03A.

OyHKIMS TOYEK JODKHA OLIEHUBATHCS 10 HavYalia Teparnui MeT(OpMUHOM, a 3aTeM He pexe 1 pasa
B T0ojl. Y MAaIIeHTOB C TOBBIMIEHHBIM PUCKOM IPOTPECCHPOBAHUS TOYECYHON HETOCTATOYHOCTH H
y TMOXKUJIBIX JTI0/IeH (PYHKIIMIO TIOYEK CIIeyeT KOHTPOIMPOBATh valle (Kaxaple 3-6 MecsIeB).

Ecnu KK amke 30 Mit/MuH, TpueM Ipenapara JI0JKeH ObITh HEMEIJICHHO MPEKPAIICH.

KK (mn/mun) MakcumanbHas JlomomTHUTEIBHBIC CBEACHUS

CYTOYHAs J103a

60-89 2000 mr B cBs3M co cHWKeHHMEM (YHKLIHUU TOYEK CIEIyeT

pPacCMOTPETh BO3MOXHOCTb YMCHBIICHUA J03bI

MeTdopMuHa.
45-59 2000 mr [lepen HavanmoM Tepamuu METHOPMHHOM  CIEIYyeT
30-44 1000 mr M3Y4YUTh (HaKTOPHI, TMOBBIMIAIONINE PHUCK Pa3BUTHS

nmakToanuaos3a (cMm. pazaen 4.4).
Hauanbnas mo3a cocraBisieT MOJIOBUHY MaKCHMalbHOM

CYTOYHOM J103BI.

<30 - [Tpuem meThopMUHa TPOTHUBOIIOKA3aH.

[IpogoKATEIBHOCTE Kypca JICUSHUS

[Ipenapar I'mroxodaxk JIoHr cremyer NpHUHMMATh €XeIHEBHO, Oe3 mepepbiBa. B ciyuae
IpeKpalleHus JICUeHHs MAUeHT J0JDKEH COOOIUTH 00 3TOM Bpady.

ITponyck 1036l

B ciydae npomnycka npremMa o4epeHOM 03I, MALUEHTY CIENyeT IPUHATH CIEAYIOIYIO 103y B
oOpryHOE Bpems. He crnexyeT npuHUMAaTh IBOMHYIO 103y npemnapara [mokogax JIoHT.
eTu

[Ipumenenue npenapara y aerei 10 18 et npoTUBOMOKAa3aHO B CBSI3U C OTCYTCTBUEM JOCTYITHBIX
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Cnooco0 nnpuMeHeHus

BuyTpb.
TabneTkn MpOrNaThIBalOT LEIMKOM, HE pa3KeBbIBas, 3aluBas JOCTATOYHBIM KOJIWYECTBOM

KUAKOCTH, | pa3 B CyTKM BO BpeMsl Y KHHA.

4.3. [IpoTuBONOKA3aAHUS

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

e uabeTUYECKUi KeToaua03, TnadeThiecKas mpeKoma, Koma;

e T0uYeYHas HeAOCTaTOYHOCTH Tsokenou creneHu (KK menee 30 mu/muH);

® OCTpble COCTOSIHHA, NPOTEKAIOUIME C PHUCKOM pAa3BUTUS HapylleHHs (QYHKIUU TOYEeK:
neruaparanus (Mpu XpOHUUYECKOM MM TSDKEION Thapee, MHOTOKpPAaTHBIX MPHUCTYNaX pPBOTHI),
TsDKeNble MHGEKIMOHHBIC 3a0oJjieBaHus (Hanmpumep, HHQPEKIHH IbIXaTCIbHBIX ITyTEH,
WH(EKIIUA MOYEBBIBOIAIINX MTyTEH ), IIOK;

® KJIMHUYECKU BBIPAKCHHBIC MPOSIBICHUS OCTPBIX HIIM XPOHHUYECKUX 3a00JIEBaHMIA, KOTOPHIC
MOTYT TMPUBOJUTH K PA3BUTHIO TKAHEBOH TUMOKCHH (B TOM YHCIE, OCTpas CepIeqHas
HEJOCTATOYHOCTh, XPOHHYECKas CepleYHasl HEIOCTaTOYHOCTh C  HECTAOMIbHBIMU
MOKa3aTeasiMM  TeMOJWHAMUKH, JbIXaTellbHasi HEJAOCTAaTOYHOCTh, OCTPBIA  HH(APKT
MHOKap/a);

e OOWmUpHBIE XHUPYPrUYECKHE OINEepalMd ¢ TPaBMBL, KOIJIAa [OKAa3aHO TMPOBEICHUE
WHCyNMUHOTepanuu (cM. pazaen 4.4);

® [IEYCHOYHAs HEJIOCTATOYHOCTh, HAPYIIIEHUE (PYHKIINH [ICUCHH,

® XPOHHUYECKHI aIKOrOJIM3M, OCTpask aIKOT0JIbHAs HMHTOKCUKAIUS;

e JlakTOANHa03 (B T. 4. U B aHAMHE3E);

® [IpUMCHEHHWE B TeueHue MeHee 48 4acoB 10 M B TeueHUe 48 4acoB MOCJIE MPOBEIACHUS
PaMOU30TOIHBIX UIH PEHTTC€HOJIOTMYECKUX UCCIICIOBAHHMA ¢ BBEJICHUEM HOI0COIEPIKAIIETO
KOHTPACTHOTO BellecTBa: (Hampumep, BHyTpUBeHHAs yporpadus, anruorpadus) (cMm. pasaen
4.5);

e cobOmonenue runokanopuitHoi auets (MeHee 1000 kkan/cyr).
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

[Ipenapar npuMeHsIETCS C OCTOPOKHOCTHIO: y MalUMUEHTOB crapiie 60 JeT, BBIMTOIHSIIOUUX
TSOKENYI0 (U3MUECKYI0 pPa0OTy, YTO CBSI3aHO C TIOBBIIICHHBIM PHUCKOM Pa3BUTHS Yy HHUX
JIAKTOAIM/103a; Y TAIMEHTOB ¢ moyeyHoi HemoctaTouyHOCThI0 (KK 30-59 mn/mun); Bo Bpems
OepeMEeHHOCTH U B IIEpUO/I TPYAHOT0 BCKapMIIMBAHHUS.

JlakToanmnos

JlakToanu03 SIBISIETCS OYEHb PEIKUM, HO CEPhE3HBIM OCJIOKHEHUEM (BBICOKAsi CMEPTHOCTb IIPHU
OTCYTCTBUM HEOTJOXHOTO JIEYEHHsI), KOTOPOE€ MOXKET BO3HUKHYTh H3-32 KyMYJIALUU
meTdopmuHa. Cinyyaum JakToanuao3a MpU IpueMe MeT(hopMHHA BO3HUKAIM B OCHOBHOM Y
MAIMEHTOB C CaXapHbIM AHA0ETOM C BBIPAKCHHON MOYEYHON HETOCTATOYHOCTHIO.

CrnemyeT yuyuThIBaTh U IPYTHE COMPSDKEHHBIE (PaKTOPHI pUCKA, TAKHE KaK JEKOMIICHCUPOBAHHBIN
caxapHbIil 1UabeT, KeT03, MPOIOJKUTENIBHOE TOJI0/JaHUE, ATKOT0JIN3M, TShKeI0e MHPEKIIMOHHOE
3a0oyieBaHUE, MEYCHOYHAss HEJAOCTaTOYHOCTh, JH000€ COCTOSHHE, CBSI3aHHOE C BBhIPAKEHHOMN
TUMIOKCUEW M OJHOBPEMEHHBIM NpHEeM MpemnapaTtoB, KOTOPbIE MOTYT BbI3BIBaTh PA3BUTHE
JaKToanuo3a (cM. paszen 4.5). 9To MOXKET IOMOYb CHU3UTh 4acTOTY CIIy4aeB BOZHUKHOBEHHUS
JAKTOALN103a.

Cnepgyer yduThIBaTH PHUCK pa3BUTHA JIAKTOAIUA03a MpPU TOSBICHUM HECHEeIH(PUIECKUX
MPU3HAKOB, TAKUX KaK MBIIIEYHbIE CYAOPOTH, COMPOBOXKAAIOUIUECS JAUCHEICUYECKUMU
paccTpoiicTBamMu, OOJBIO B )KUBOTE U BHIPAKCHHON aCTCHUEH.

JlakToanumo3 XxapakTepu3yeTcsl CHIIBHBIM HEJJOMOTaHHUEM C OOIIel C1aboCThI0, alluI0THIECKOM
OJIBITIIKOM, PBOTOM, OOJIBIO B )KUBOTE, MBIIIIEYHBIMH CYJOPOTaMH U TUIIOTEPMUEH C IMOCISAYIOMIEH
KOMOH. JlnarHocTHUeCKUMH Ja00paTOPHBIMH TOKa3aTesIMH SIBJSIIOTCS CHIDKeHHe pH kpoBu
(menee 7,35), KOHIIGHTpaIUsl JaKTaTa B IJJa3M€ KpPOBU CBBIIIE 5 MMOJIB/J, TMOBBIIICHHBIC
AQHUOHHBII MPOMEXYTOK M OTHOIIEHHUE JakTaT/mupyBaT. Ilpu momo3peHnn Ha JaKTOAIMI03
HE0O0X0UMO MPEKPATUTh MIPUEM IpernapaTa U HEeMEUIEHHO 00paTUThHCS K Bpauy.

XUPYPrUYEeCKUe Olleparuu

[Ipumenenne MeThoOpMHHA JOKHO OBITH MpEKpalieHo 3a 48 4acoB 10 MPOBEIACHUS MIAHOBBIX
XUPYPrUYECKUX OIEpaIuii 1 MOKET ObITh MPOAOHKEHO HE paHee YeM uepes 48 yacoB mociie, mpu
YCIIOBHH, YTO B XO7I¢ 00cIenoBanus GyHKIIUS MOYEK ObljIa TPU3HAaHA HOPMAIBHOM.

DyHKIMS TOYEK

[TockonbKy MET(GOPMHH BBIBOAMTCS TOYKAMH, IEpe] HAdajloM JICYEHUS M PEryJsipHO B
nocienytomeM Heooxomumo ompenensith KK: He peke ogHOro pasa B roa y MalUEeHTOB C
HOpMaJIbHOW (YHKIIMEH TTOYeK, Kaxaple 3-6 mecsieB y nanueHToB ¢ KK 45-59 mn/MuH u kaxapie
3 mecsima y narueHToB ¢ KK 30-44 mn/muH.

B ciyuae KK menee 30 Mii/MUH nppMeHEHHE Mpenapara MpOoTUBOIIOKA3aHO.
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MOKUJIBIX MAIMEHTOB, NIPU AETUApAaTaluu (XpOHUYECKAs WU TsKeNas Iuapes, MHOIOKpaTHBIE
IPUCTYIIBI PBOTHI), IPU OJTHOBPEMEHHOM NIPUMEHEHUH TMIIOTEH3UBHBIX JIEKAPCTBEHHBIX CPENICTB,
JUYPETUKOB WJIK HECTEPOUIHBIX IPOTUBOBOCIATIUTEIBHBIX IIPEapaToB.

CepJieuHast HeJOCTATOYHOCTE

[TaneHTsI ¢ cepevHOi HEJOCTAaTOYHOCThIO UMEIOT 00JIee BHICOKUN PUCK PAa3BUTHUS THIIOKCHH U
MOYEYHOM HEAOCTATOYHOCTH. [lanmumeHTam C XpOHUYECKOW CEPIEYHON HEIOCTaTOYHOCTHIO
CIIeIyeT PEryJIIpHO MPOBOAUTH MOHUTOPHUHT CepleYHON (YHKIUU U QYHKLIUU MOYEK BO BpeMs
npuemMa MeThopMIHa.

[Ipuem merdopMuHa TPU OCTPOHM CEpIEUYHON HEAOCTATOYHOCTH M XPOHHUYECKOM CepledHOM
HEJOCTATOYHOCTH C HECTAOMIbHBIMU MMOKA3aTeNIIMU TeMOJMHAMUKY MIPOTUBOIIOKA3aH.

[IpuMeHeHne Bo BpeMst 0epeMEeHHOCTH

[IpuMmeHeHHe TpermapaTa BO BpeMs OEpEMEHHOCTH BO3MOXKHO TOJIBKO TI0 PEKOMEHIAINN
Jedaniero Bpaya ¢ y4eToM OTHOIICHUS O0KHJIA€MOMW TOJIb3BI IS MaTEPU K BOSMOXKHOMY PHUCKY
JUTS TITI01A ¥ peOeHKa.

HmeroTcst orpaHryYeHHBIC U HeyOe AU TEIbHBIC JAHHBIC O BIUSHUN MET(GOPMHUHA Ha TOJTOCPOUHBIC
pe3yNbTaThl MacChl TeNla JIeTeH, MOIBEPraBIIuXCs BO3JACHCTBHIO MET(OPMUHA BHYTPHYTPOOHO.
MetdopMUH HE BIUSET HA IBUTATEIILHOE U COIMATBLHOE Pa3BUTHE Yy JIETeH B Bo3pacTe 10 4 JeT,
MOJIBEPTIINXCSI BO3ACHCTBHIO MTpermapaTa BO BpeMsi 0EpeMEeHHOCTH, XOTsI JAHHBIE O IOJITOCPOYHBIX
pe3yybTaTtax OrpaHuYCHEI.

Jpyrue Mepsl IpeioCTOPOKHOCTH

e [lanmeHTamM peKOMEHIyeTCsI IPOAOIKATh COOIIOIATh TUETY C PABHOMEPHBIM MOTpPEOIeHHEM
yIJIeBOJIOB B TedyeHHe naHs. [lamueHTam ¢ HW30BITOYHONM Maccod Telna PEeKOMEHIyeTCs
poAoIDKaTh COONIOaTh TUNoKanopuiiHyto auety (Ho He MeHee 1000 kkan/cyt). Taxoke
MarUeHTaM CIeayeT PEeryJsipHO AeiaTh PU3NUYeCKue yIpaKHEHUS.

e [laruenTsl MODKHBI MHOOPMHUPOBATH Bpada O KAaKOM-JIHOO TPOBOJUMOM JICUEHUU U JTFOOBIX
WH(EKIMOHHBIX 3200JICBaHUSIX, TAKUX KaK MPOCTYAA, MHPEKIUU JILIXaTEIbHBIX MyTeH WU
WH(EKIIUHA MOYECBBIBOIAIINX MTyTEH.

e PekoMeHIyeTCsl peryasipHO POBOIUTE CTaHIAPTHBIC JIAOOPATOPHBIC aHAIM3BI JJISI KOHTPOJIS
caxapHoro auabera.

e PeKOMEHIyeTCs €KEroJHO KOHTPOJIIMPOBATh YPOBEHb BUTaMuHa B2 B CBIBOpOTKE KpoBU. Prck
CHWKEHHUs YpOBHS BHTaMHHa Bi» Bo3pacraeT mo Mepe yBEIMYECHHsS J03bI METHOpMHHA,
MPOJOJKUTENILHOCTH TEepanuu W/WIK Yy TAlUeHTOB C HamudueMm (aKTOpOB pHCKa,
BBI3BIBAIOMINX AePUIIMT BUTaMuHa B12 (cM. paznen 4.8).

e MerhopMUH NPH MOHOTEpANUU HE BBI3BIBAET THIOMIMKEMHIO, OJHAKO PEKOMEHIYETCS
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MEepOpaJbHbBIMU  TUMOMIMKEMUYECKMMH  CPEACTBaMU  (Hampumep,  MPOU3BOJHBIMHU
CyTb(OHIWIMOYEBHHBI WU PENarivuHuAOM U Jp.). CHMITOMAMH THIOTJIMKEMHH SIBIISIOTCS
cmabocTh, TONOBHAs 00Jb, TOJIOBOKPYXEHHE, IOBBIIICHHOE IOTOOTIACICHUE, YYAIlleHHOE
cepaneOrueHne, HapyIIeHUEe 3pEHHS WIIW HapyIICHUE KOHIICHTPAIIMA BHUMAHUS.
HeobxomuMo  mpenynpeauTh  MAalMEHTa, YTO HEAKTUBHBIE KOMIIOHEHTHI — Mperapara
I'moxodask JIoHT MOTYT BBIIENATHCS B HEM3MEHEHHOM BHJIE Yepe3 KUIICYHUK, YTO HE BIHSICT HA

TEpaneBTUYECKYI0 aKTUBHOCTH Mpernapara.

4.5. BzaumojgeiictTBie ¢ JPYTHMH JICKAPCTBEHHBIMHM MpenapaTtaMM MW Jpyrue BHABI
B3aMMO/EHCTBHUA

[IpoTHBOIIOKA3aHHBIE KOMOHMHAIIMU

Hoocodeporcawjue penmeenokonmpacmusle cpedcmsa

Ha ¢one ¢pyHKIIMOHATBHON MOYEYHON HEJOCTATOYHOCTH Yy TMAIMEHTOB C CaXxapHBIM IHa0eTOM
PaAMOIOTHYECKOe WCCIICIOBAaHHE C MPUMEHEHHEM HOJCOAEPKAIUX PEHTTEHOKOHTPACTHBIX
CPEACTB MOXKET BBI3BIBATH DPAa3BUTHE JaKToalmmao3a. JleueHne meTHOpMHUHOM HEOOXOAUMO
OTMEHHTH B 3aBUCUMOCTH OT (DYHKITH TIOYEK 32 48 4acOB JI0 MJIM HA BPEMsI pEHTTEHOJIOTHYECKOTO
UCCIICIOBAHMSI C TNPUMEHEHHEM WOJICOJCPKAIIMX PEHTTEHOKOHTPACTHBIX CPEICTB U
BO300HOBIATH HE paHee 48 yacoB mocle, MPH YCIOBUHU, YTO B XOfAe 0OCIeNOBaHUS MOYEUHAs
¢dbyHKIMs OblIa MpU3HaAHA HOPMAJILHOM.

HepexoMeHayeMbIe KOMOMHAIMU

Anxoeonw

IIpn ocTpoli aJKOroJILHOM HHTOKCHKALlMM YBEIWYMBACTCA PUCK DPA3BUTHs JIAKTOALU03a,
0COOEHHO B CiTyJae:

® HEJ0CTaTOYHOI'O MUTaHUs, COONIOIEHUS] HU3KOKAJIOPUIHOM TUETHI;

® IICYCHOYHOU HEAOCTATOYHOCTH.

Bo Bpems mpuema mpemnapara cieayer u3beratb mpueMa ajkoroyis U JIeKapCTBEHHBIX CPEJCTB,
COJIEPIKaLIMX ATAHOI.

KomOuHamu, TpeOVIOIIe OCTOPOKHOCTH

Jlexapcmeenuvie cpedcmeéa ¢ HENpAMbIM — 2UnepeiuKeMudeckum oelcmeuem (Hanpumep,
enoxokopmukocmepouovt (I'KC) u mempaxoszaxmud (cucmemno2o u MecmHOo20 Oelucmasus),
bemaz-adpeHomMumemuxu, OaHA30J, XA0PNPOMA3ut npu npueme 8 boavuux 0o3ax (100 me 6 oenv)
u ouypemuxu)

Moxket notrpeboBaThcsi 0oJiee 4acThlii KOHTPOJIb KOHLEHTPALMH TIIOKO3bI B KPOBH, OCOOCHHO B

Hauvane JsedeHus. Ilpu HeoOxommmoctu npo3a mnpenapata [mokopax JloHr MokeT OBITH
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CKOPPEKTHPOBaHA B MPOIIECCE JICYCHUS U MTOCTIE [ero npeﬁ&&e&gﬂlﬁ&ﬁgg%%;h s AR R SN,

Jluypemuxu

OnHOBpEMEHHBIN TPUEM IETIIEBBIX)» TUYPETUKOB MOXET MPUBECTH K PA3BUTHUIO JIAKTOAITN1032

M3-32 BO3MOXHOW (PYHKITMOHATHHOU IMOYEYHON HEJOCTATOYHOCTH.

[Ipy OIHOBpPEMEHHOM MPUMEHEHUH METQOpPMHUHA C HPOUZBOOHLIMU CYIbOOHUIMOYEBUHD,

UHCYIUHOM, aKapbo301l, caruyuIamamiy BO3MOKHO Pa3BUTHE TUIIOTIIMKEMUU.

Hudgheounumn

Hudenunun mopeimaeT abcopOuio 1 MaKCUMaIbHYIO KOHIIEHTPAIUIO (Cmax) MeTHOpMUHA.

Kamuonnvie nexapcmeennvie cpeocmea (amunopuo, OueoKCuH, MOpQuH, nNpOKAUHaAMUO, XUHUOUH,

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

NOYeUHbIX KAHAIbYAX, KOHKYPUPYIOT C MET(hOPMUHOM 3a KaHAJIbLIEBbIE TPAHCIIOPTHBIE CHCTEMBI

U MOTYT MIPUBOJUTH K YBENUYEHUIO €T0 Cax.

Konecegenam

KoneceBenam mpu OJHOBpEeMEHHOM MpHUMEHEHHH C MeThopMuHOM B (opme TabimeTok ¢

MPOJOHTHPOBAHHBIM BBICBOOOKJICHHEM YBEIMUYMBACT KOHIICHTPAIMIO METPOpPMHUHA B IJIa3Me

KpoBHU (YBEIMYECHHE TUIOMAIN IO KpUBOM «KoHIEHTpanus-Bpems» (AUC) 6e3 3HAaUUTEeITbHOTO

yBenu4eHUS Cax).

Tpancnopmepwr opeanuveckux kamuonog (OCT)

Metdopmun sBisiercst cyoctparom obonx TpancnoprepoB OCT1 u OCT2.

OpnHoBpeMeHHOE TpUMEHEHHE MeT(hOpPMHUHA C:

e paruOutopamu OCT1 (BepanmaMuil) MOXET YMEHbBIIIATh AaHTUTHUIIEPTINKEMHYECKOE JCHCTBIE
MeThopmMuHa;

e puHaykTopamu OCT1 (pudamMnuumH) MOKET yBennuuBath abcopomuio metrdopmuHa B XKKT,
ero 3Q¢peKTUBHOCTh U aHTUTUIIEPTIUKEMUYECKOE ICHCTBHE;

e yaruburopamu OCT2 (UUMETUIUH, TOTyTErpaBUp, PAaHOIA3UH, TPUMETOIIPUM, KPU3OTHHUO,
onmanmapu0, MJaKiIaTacBUp, BaHAECTAaHWO) MOXKET YMEHBUIUTh MOYEYHYIO SIMMHHAILIMIO
MeT)OpMHUHA U TaKUM OO0pa3oM MPHUBOJIUTH K YBEIMYCHHUIO TUIA3MEHHON KOHIICHTpAIUU
MeT(GOpMHUHA.

B cBs3u ¢ 3TUM pekoMeHayeTcs coO01aTh OCTOPOKHOCTh, OCOOCHHO y MALIMEHTOB C MOYEYHON

HEJOCTAaTOYHOCThIO, KOTJAa 3THU JIEKapCTBEHHBIEC IMpernapaThl MPUHUMAIOTCS OJHOBPEMEHHO C

MeTHOPMHUHOM, TaK KaK BO3MOXKHO TOBBIIIICHHE TUIA3MEHHON KOHIleHTpauuu Metrdopmuna. [pu

HEOOXOJIUMOCTH MOKET OBITh PACCMOTPEH BOMPOC O KOPPEKIUU J03bI METPOpPMHUHA, TaK Kak

uHruouTOpE/MHAYKTOPE OCT MOTYT M3MEHATH 3P HEKTUBHOCTh METHOPMHHA.
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4.6. DepTUIBLHOCTH, 0EPEMEHHOCTb U JIAKTALMS

bepemeHHOCTD

HekonTtponupyemast TUIIEPIIIMKEMUS B TIEPUKOHLETIIMOHHBIN IEPHO U BO BpeMsi OEpEeMEHHOCTH
CBSi3aHA C IIOBBIIIEHHBIM PHUCKOM BPOXJEHHBIX IIOPOKOB, BBIKHMJBILIIEH, apTepUalbHOU
TUTIEPTEH3UEH, BBI3BAHHONW OEPEMEHHOCTHIO, TIPEIKITAMIICUEN W TIEPUHATAIIBHOM CMEPTHOCTHIO.
Heo6xoauMo moaaep)kuBaTh KOHIIGHTPALMIO TIIOKO3bI B IUIa3ME KPOBHU, KaK MOXKHO OJMKE K
HOpMe, JUIsl CHYKCHHSI pUCKA BO3ZHUKHOBEHHUSI HEOIArONpUsATHBIX HCXO0JI0B, aCCOIMUPOBAHHBIX C
TUIEPIIMKEMUEH, Ul MaTepH U IUI0AA.

MetdopMuH npoHUKaeT yepe3 IUIALEHTY B KOHLEHTPALMsIX, KOTOpble MOTYT OBbITh TAaKUMH K€
BBICOKMMH, KaK U y MaTepH.

Bonbmioe konuyecTBO NaHHBIX O OepeMEHHBIX keHIMMHAX (> 1000 ciydaeB), MONy4YEeHHBIX B
paMKax KOTOpPTHOTO HCCIEIOBaHMs Ha OCHOBE PEruCTpOB, OINYOJIMKOBAHHBIX B peecTpe
(MeTa-aHa/IN3bl, KJIMHUYECKHE WCCIEAOBAaHUS U PEECTphbl), YKa3bplBalOT HA OTCYTCTBUE
MOBBIIIEHHOTO PHCKa BPOXKJIEHHBIX aHOMaluil win (ero-/HeoHaTaTbHOW TOKCHYHOCTH MOCHe
BO3/CUCTBUS MET(HOPMHUHA B IEPUKOHIICTIIIUOHHBIN TIEPUOJ] /U BO BpeMsl OEpEeMEHHOCTH.
HMmeroTcs orpaHUYeHHbIE U HEYOeqUTEIbHbIE JAHHBIE O BIUSHUU MET(OPMHHA Ha JIOJTOCPOYHBIE
pe3yabTaThl MAacchl TeNa JeTel, MOJBEpraBIIuXCcs BO3AEHCTBHIO MET(GOPMUHA BHYTPUYTPOOHO.
MetdopMuH HEe BIHIET HA JBUTATEILHOE U COIIMAIBbHOE PAa3BUTHE y JETEH B Bo3pacTe 10 4 JeT,
NOJBEPIIINXCS BO3ICHCTBUIO MMpenapaTa Bo BpeMsi 0epeMEHHOCTH, XOTsI JAHHBIE O JOJITOCPOUYHBIX
pe3yJbTaTax OrpaHUYEHBI.

B cinyuae knmmHMUYECKOW HEOOXOJUMOCTH, IPUMEHEHNE MET(HOPMHHA MOXKET ObITh PACCMOTPEHO
BO BpeMs OEpeMEHHOCTH W B TEPUKOHLEIIMOHHBIA TMEpPHOJ B KAayeCTBE JOMOJIHEHUS WM
aIbTEPHATUBBI HHCYIIUHY.

Jlakranus

MetdopMuH npoHUKaeT B rpyiHOEe MOJIOKO. HexenaTenbHble peakiuy y HOBOPOXKIEHHBIX MPH
IpyIHOM BCKapMJIMBaHUH Ha QoHE nmpruemMa MeT(GpopMruHa He HAOIIOAAIHCh.

OpnHako B CBSI3M C OIPAaHMYEHHBIM KOJIMYECTBOM JAHHBIX, PUMEHEHHUE Mpenapara B IEpUOJ
IPYyJHOTO BCKapMJIMBaHUS HE pPEKOMEHJOBaHO. PemieHne o0 NpekpameHuy TIpyAHOIo
BCKapMJIMBaHMs JOJDKHO OBITh HPUHATO € YYETOM MOJIb3bl OT IPYJHOIO BCKAapMIIMBAaHUS U
HNOTEHIMAJIBLHOTO PUCKA BOSHUKHOBEHUS HEXKEIaTeIbHBIX Peakuil y peOeHKa.

DdepTUabHOCTD

Metdpopmun He BIusI Ha (EPTUIHLHOCTH CaMIIOB M CaMOK KpBIC MPU BBEIECHUU B J103aX /0
600 MI/Kr/AeHb, YTO TPUMEPHO B TPU pas3a MPEBBIIIACT MaKCUMAIbHYI) PEKOMEHIYEMYIO

CYTOYHYIO J03Y.
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MeXaHHU3MaMH

Monotepanus npenapatom [nmokodax JIOHT He BBI3BIBACT TUIIOTIIMKEMUH, TIO3TOMY HE BIIUSET
Ha CIIOCOOHOCTH YNpPaBJIATh TPAHCIIOPTHBIMU CPEICTBAMH U MEXaHU3MaMH.

TeM He MeHee, BO3MOYKHO pa3BUTHE MMIIONTIMKEMHUH ITPU IPUMEHEHUN MET(GOPMUHA B COYETAaHUU
C IPYTMMH TUIIOTJIMKEMUYECKUMHU TIpernapaTaMu (IpOU3BOIHBIE CYIb(OHUIMOYEBHHBI, HHCYJIIHH,
penarnuHuA U 1p.). Ilpy MosBIEHMM CUMOTOMOB THIIOTJIMKEMUU HE CIENYET YIPaBISThH

TPAHCIIOPTHBIMU CPEACTBAMU U MEXaHU3MaMMU.

4.8. He:xkesnaTesibHbIE peaKIIUU

PesroMe HexxenaTeabHbIX peaKIIui

Yactora moOOYHBIX peakluii MPUBEICHA B BUJIEC CICAYIONICH Ipafanun: ovens yacmo (> 1/10);
yacmo (> 1/100, vo < 1/10); reuacmo (= 1/1000, vHo < 1/100); peoxo (= 1/10 000, Ho < 1/1000);
ouenv peorxo (< 1/10000); yvacmoma neussecmuna (He MOXKeT OBITh OILIGHEHA HA OCHOBE
MMEIOIIUXCS TAHHBIX).

Hapywenus memabonruzma u numanus

Yacmo: wHenocTaTroyHOCTh BUTaMHHA Bi2. Ilpm oOHapykeHMM Meramo0JacTHONH aHeMHUU
HEOOXO0IMMO YYUTHIBATh BO3MOXXHOCTh TaKO# 3THoNOTHUU (CM. pazzaen 4.4);

Ouendb pedro: nakroanuaos (cMm. pasaen 4.4).

Hapywenus co cmoponwl HepsHoti cucmembi

Yacmo: HapymieHue BKyca (METaUIMUYECKUI TIPUBKYC BO PTY).

Kenyoouno-kuuieunvie HapyuleHus

Ouendb yacmo: TOIIHOTA, PBOTA, AWapesi, 00U B )KMBOTE U OTCYTCTBHE anmeruta. Hanbomnee gacto
OHM BO3HUKAIOT B HAYAIBHBIN MEPUOJ] JICYCHUS U B OOJIBITMHCTBE CIy4aeB CIIOHTAHHO MTPOXOJIAT.
Jlnst mpetoTBpaIieHusl CAMITOMOB PEKOMEHIYETCSI PUHUMATh MET(OPMUH BO BpEMS HJIU TTOCIIE
npreMa NUIId. MeIJIeHHOe YBEIMYEHUE T03bI MOXKET YIYUIIUTh MEPEHOCHUMOCTh CO CTOPOHBI
JKKT.

Hapywenus co cmoponul neuenu u sicenuesol8o0sauux nymei

Ouenb pedko. HapyllleHUE MMOKa3aTesei (PyHKITMU TeYEHHU U TeTIaTUT; TI0CIe OTMEHBI MeT(hopMHUHa
ATH HEXKeJNaTeIbHbIC SBICHUS MOJTHOCTHIO CYE3al0T.

Hapywenus co cmopoHwvl Kodcu 1 NOOKOIHCHBIX MKAHeLl

Ouenb pedxo: KOXKHBIE PEaKINH, TAKUE KaK dpuTeMa (MOKpacHEHHE KOXKH), 3y/1, KpallMBHUIIA.

COO6H_ICHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

Baxno COOGH.I&TI: 0 TIMOAO3PCBACMBIX HCKCIIATCIBbHBIX PCAKIHUAX IIOCJIC PErucTpanunu

JICKApCTBCHHOT'O IMperiapaTra C LCJIbIO obecreueHus HCIIPCPBIBHOT'O MOHUTOPHUHTA COOTHOIICHUSA
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coolmiate 0 JOOBIX MOJ03PEBAEMBIX HEXKENATENbHBIX PEaKIHsIX JIEKaPCTBEHHOIO Iperapara
Yyepe3 HallMOHAJIbHBIE CUCTEMBI COOOIICHUSI O HEXEIAaTeIbHbIX PEAKLUAX rOCyIapCTB — YWICHOB

EBpa3zuiickoro 3KOHOMUYECKOTO COH03a.

Poccuiickas Denepanus

®denepanbHas Ciryxk0a 1Mo Haa30py B chepe 3ApaBoOXpaHEHUS
109012, r. Mocksa, CnaBsiHCKas 1iomansp, 1. 4, ctp. 1
Tenedon: +7 (800) 550-99-03

OnexTponHas noyra: pharm@roszdravnadzor.gov.ru
CaiiT B nH(OpMAIIMOHHO-TEJIEKOMMYHHUKAIMOHHOM ceT «HTepHET»:

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

ApmeHnus

AO3T «HayuHbIll IEHTP 3KCHEPTHU3BI JIEKAPCTB M MEAUIIMHCKUX TEXHOJIOTHI MMEHU aKaJieMuka O.
l"abpuensiaa

Anpec: 0051, r. Epesan, np. Komuraca 49/5

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

Topstuast muaus: (+374 10) 20-05-05, (+374 96) 22-05-05

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

Caiit: www.pharm.am

Pecny6anka benapych

MunuctepcTBo 3apaBooxpaneHus Pecyonmku benapych,

Pecny6nmkanckoe YuurapHoe [Ipeanpusitue [lenatp Oxcneptu3 u Mcnbitannii B 3paBoOXpaHeHAN
Anpec: 220037, r. MuHck, niep. ToBapuiueckuii, 2a

PecrryOnukanckas KITHHUKO-(hapMaKoJIoTHdecKas JJabopaTopust

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

OnekTpoHHas noyra: repl@rceth.by

Caiit: www.rceth.by

Pecny6anka Kazaxcrag

PI'TI na ITXB «HannoHanbHBIA HEHTP SKCIIEPTU3BI JEKAPCTBEHHBIX CPEACTB U MEIUIIMHCKUX
m3aenuin» Komurera MeTuIMHCKOTO U (hapMarieBTUIECKOro KOHTpoJii MUHUCTEpPCTBA
3npaBooxpanenus Pecryonuku Kazaxcran

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

Caitr: www.ndda.kz

4.9. [lepeno3upoBka

[Ipu npumenenun MmerdopmuHa B mo3e 851 (B 42,5 pa3 mpeBhIAIOMECH MaKCUMAaIbHYIO
CYTOYHYIO [I03y) O3MH30[I0B THIIOTIIMKEMHH He HaOmomanock. OIHAKO B OJTOM cllydae
Ha6JIIOI[aJIOCI> PAa3BUTUC JIAKTOAUAO034a. 3HaunTenbHAs nepcao3upoBKa WKW COIPAKCHHLBIC
(dhaKkTOpBI prCKa MOTYT MPUBECTH K PA3BUTHIO JIAKTOAIH 1032 (CM. pa3aen 4.4).

Jleuenue

B cinydae mosiBiaeHHsI MpU3HAKOB JIAKTOALK03a MPHUEM Ipenapara HeoOXOIUMO HEMeIJIEeHHO
MMPCKpaTUThb, MAIMCHTA CPOYHO TOCHHUTAJIU3HUPOBATHL H, ONPCACIUB KOHICHTpPAUHWIO JIAKTaTa,
YTOUHUTH JauarHo3. Hambonee 3¢ (eKTUBHBIM MEpONPHUIATHEM IO BBIBEACHUIO M3 OpraHu3Ma

JaKkTara u MeT(l)OpMI/IHa ABIACTCA r€MOAUATIN3. HpOBOI[?IT TAaKXEC CUMIITOMAaTHYCCKOC JICUCHUC.

5. PAPMAKOJIOTUYECKHE CBOMCTBA

5.1. ®apmakoaMHaMHYeCKHe CBOMCTBA

dapMakoTepaneBTUYECKass  Tpymma: CpeAcTBa  JUis  JICUEHUs  caxapHoro  jauabera;
THITOTIIMKEMHYECKUE CPENICTBA, KPOME HHCYJIMHOB; OUTyaHUIbI.

Koxg ATX: A10BA02

MexauusM aeiictus U dhapMakoaruHaMudeckre YO hEKTHI

MetdopMuH — OUTyaHU]] C TUTTOTJIMKEMUYECKUM JCHCTBHEM, CHIDKAIOIINHN Kak 0a3anbHOe, TaK U
NOCTIpPAaHAUATBHOE COJEpKAHWE TIIOKO3bl B IUIa3Me KpoBU. He cTUMynmHpyeT cekpeuuio
WHCYJIMHA W B CBSI3W C OTUM HE BBI3bIBACT THUIOTIIMKEMHUH. [lOBBIIAeT YyBCTBHUTEIBHOCTD
nepu(epuIecKuX PEIeNnTOPOB K HHCYIWHY M YTHIIM3ALHUIO TIFOKO3BI KIIETKAaMH (OCOOCHHO B
MBIIIEYHOH TKaHW). CHWXKaeT BBIPAOOTKY TIIIOKO3BI IEYCHBIO 32 CYET WHTHOUpPOBAHHS
TJIIOKOHEOTeHe3a W TJMKOTEHOJM3a. 3allep)KMBAeT BCAChIBAHUE TIIFOKO3bl B KHIICYHHKE.
MetdopMuH CTUMYITHPYET CHHTE3 TIMKOTeHA, BO3JCHCTBYSI Ha TJIMKOTCHCUHTA3y. Y BEJIMUUBACT
TPAHCHOPTHYIO €eMKOCTh BCEX TUIIOB MEMOPaHHBIX EPEHOCYUKOB TITFOKO3BI.

Ha ¢one npuema metdopmMiHa Macca Tesla HalrenTa JM00 0CTaeTcs CTaOMIIbHOM, THO0 yMEPEHHO
CHIDKACTCH.

Merdhopmun oka3piBaeT OnaronpuaTHBIA 3PdeKT Ha MeTaObOaU3M JIMIHUIOB: CHIDKACT
KOHIICHTPALIMIO O0ILEro X0JeCTepHHA, IMIONPOTEMHOB HU3KOU TUIOTHOCTU M TPUIIIULIEPUIOB.

5.2. apmakokuHeTHYECKHE CBOHCTBA

AOGcopOnus
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KpoBH (TCrax) TOCIE MpHeMa MUIU COCTaBIsIET 5 dacoB (B mpoMexyTke 4-10 dacoB) mocie
OJTHOKpATHOTO npreMa BHyTpb | Tabnetku npenapata ['mokogax JIoHT B 1ekapcTBEHHOH Gopme
Ta0JIETKH C TPOJIOHTUPOBAHHBIM BhICBOOOXKACHHEM 1000 MmT.

B paBHOBECHOM COCTOSIHMH, UIACHTUYHOM PaBHOBECHOMY COCTOSIHHIO MET(HOPMUHA C OOBIYHBIM
BBICBOOOXKIEHHEM, Cmax U AUC yBENIWYMBAIOTCS HEMPOIMOPLHHUOHAILHO MPUHUMAEMOU J103€.
[locne ogHOKpaTHOTO MpHUeMa BHYTph MeT(opmuHa B GopMe TabIETOK C MPOJOHTHPOBAHHBIM
BbICBOOOKIeHHEM B 103¢ 2000 mr AUC ananmornyHa HaOJI101aeMO¥ TTocIie mpueMa MeTpopMHUHA
B (hopme TabseTok ¢ 0OBIYHBIM BBICBOOOXKIEHHEM B 03¢ 1000 MT 11Ba paza B CyTKH.
BrayTrpunHnuBuayansHas BapuadbenbHOCTh Cmax 1 AUC mocne npuema merdopmuHa B opme
TaOJIETOK C MPOJOHTUPOBAHHBIM BBHICBOOOXK/IEHMEM aHAJIOTWYHA HAOJIOIaeMOU IMocie mpueMa
MeTdopmuHa B (hopme TabJIeTOK ¢ OOBIYHBIM BBICBOOOKICHUEM.

[Tpu npueme methopmuHa B hopMe TaOIETOK C MPOJOHTHPOBAHHBIM BBHICBOOOXKICHUEM B J103€
1000 mr nocne npuema numu AUC yBenuuuaercs Ha 77 % (Cmax yBennuuBaercs Ha 26 % u
TCmax yBenmumumBaercsi mpumepHo Ha 1 uac). BcaceiBanume wmerdopmMuHa H3 TabJIETOK ¢
MPOJOHTUPOBAHHBIM BBICBOOOKICHHEM HE U3MEHSIETCS B 3aBUCUMOCTH OT COCTaBa MPUHUMAEMON
MUIIH.

He nabmomaercss KyMmyJsLMu NP MHOTOKPAaTHOM IpreMe MeThopMuHa B Gopme TabIEeTOK C
IPOJIOHTUPOBAHHBIM BBICBOOOXIeHUEM B f103€ 10 2000 mr.

Pacnopenenenue

CBs3b ¢ Oenkamu mia3mbl He3HAUUTENIbHA. Cmax B KPOBU HMKE Cmax B IUIa3Me, U JOCTUraeTCs
IPUMEpPHO Yepe3 Takoe ke BpeMsi. Cpennuit 0obeM pacnpeneneHus (Vq) konebercs B iuana3zoHe
63-276 1. MeTGOpMHUH NIPOHHUKAET B S3PUTPOLUTHL. BEpPOATHO, SpUTPOILIUTHI IPEACTABIISAIOT COOOH
BTOPHYHBIA KOMIIAPTAMEHT paclpeieleHuss MeT(hopMuHa.

Buorpancdhopmarimsg

MeTabonHTOB y YeloBeKka He 00HAPYKEHO.

DJIMMUHAIMS

MetdopMuH BEIBOIUTCS B HEU3MEHEHHOM BH/IE TIOYKAMHU.

[Toueunsrit knmupenc merdopmuHa cocraBiser > 400 MiI/MUH, YTO yKa3blBaeT Ha TO, 4YTO
MEeT(GOPMHUH BBIBOJUTCS 3a CUET KIyOOUKOBOW (pUIbTpalMM M KaHanblieBoW cekperuu. Ilocie
NEepOPAILHOTO MTpHeMa MEPHO/ IOJTyBBIBEACHUS COCTABIISIET OKOJIO 6,5 4acoB.

IToueunast He1OCTATOYHOCTD

[Ipu HapymeHHOW (QYHKIIMK TOYEK KIMpeHC MeTdopMuHa CHUkaeTcs mpornoprronanbHo KK,
YBCIUMYUBACTCA NMECPUOI MOJYBBIBCACHUA, UTO MOXKCT IMPUBOAUTH K YBCIMYCHUIO KOHICHTPAIUN

MeT(opMHUHa B IIa3Me.
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COOTBETCTEYET 3KCNEPTHO
ot 14.06.2024 N= 11834
(MOCNEQOBATENEHOCTE 0010)

MY OTUETY

6. PAPMAIIEBTUUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHbIX BelIECTB
Kapmennoza narpus

I'unpomenoza 2208

Marnus creapar

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHHs)

3 roxa.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH
Xpanutsb npu remneparype He Boie 30 °C.

6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKHU

Ipu npouszsoocmee npenapama na Mepk Xenckea Kl aA, I epmanus unu Mepxk Canms c.a.c.,
DPpanyus

[To 7 Tabnetok B 6muctep u3 [IBX/TIB/IX/antomuaneBoii ¢osbru, mo 4 unu 8 6JIMcTepoB BMECTe
C MHCTPYKIHMEH 1O MPUMEHEHHUIO (JTMCTKOM-BKJIAIBIIIEM) TOMEIIAIOT B KAPTOHHYIO MAUKYy.
ITo 10 Tabnerok B O6muctep u3 [IBX/I1B 1 X/antoMmuaneBoit honabru, mo 3 uiam 6 61uCcTepoB BMECTE
C MHCTPYKUHUEH 10 MPUMEHEHHIO (JIMCTKOM-BKJIAIBIIIEM) TOMEIIAIOT B KAPTOHHYIO MAuKy.
Ha Onmcrep m KapTOHHYIO MMAYKy HAHECEH CUMBOJI «M» JUIst 3alUTHI OT (panbcuduxanuu.

Ipu npouszsoocmee npenapama Ha poccuiickom npeonpusmuu Q00 «Hanoaexky

ITo 10 Tabnerok B Omuctep u3 [IBX/TIBJIX/amtomunueBoit dhonbru, mo 3, 6 win 12 61ucTepon
BMECTE C MHCTPYKLHUEH 10 MPUMEHEHUIO (JIMCTKOM-BKJIA/IBIIIIEM) TIOMELIAIOT B KAPTOHHYIO MUKy .
Ha Onmcrep u KapTOHHYIO MMAYKy HAHECEH CUMBOJI «M» JUIsl 3alUTHI OT (panbcuduxanmu.

Ipu ynaxoske npenapama Ha poccusickom npeonpuamuu Q00 «Hanoaexky

ITo 10 Tabnerok B 6muctep u3 [IBX/I1B 1 X/antoMmuaneBoii hoiabru, mo 3 uiam 6 61uCTepoB BMECTE
C MHCTPYKIHUEH 10 MPUMEHEHHIO (JIMCTKOM-BKJIAIBIIIEM) TOMEIIAIOT B KAPTOHHYIO MAuKy.

Ha Onmcrep m KapTOHHYIO MMAYKy HAHECEH CUMBOJI «M» JUIst 3alUTHI OT (panbcuduxanmu.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH YHUYTOXEHHUHM HMCIHOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjie NpPHMEHEeHUus:
JIEKAPCTBEHHOI0 Npenapara u Apyrue MaHUMYJISINMH ¢ MIPenapaTom

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPZKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSA

Poccniickas @enepanvs
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COOTBETCTBYET 3KCMEPTHOMY OTUETY
or 14.06.2024 N= 11834
000 Mepio> (NOCNEAOBATENEHOCTL 0010)

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

7.1. IlpeacraBureib AepKaTessi periCTPAMOHHOIO YA0CTOBEPEHMsI

[IpereH3uy noTpedUTEIEH HAIIPABILITE 110 aPECY:

Poccuiickas Penepanus

000 «Mepx»

115054 Mocksa, yi. Banosas, 1. 35
Ten.: +7 495 937 33 04
®daxc: +7 495 937 33 05

E-mail: safety(@merck.ru

ApmMmeHus

[IpencraBurensctBo «Acino Pharma AG» (Llseitnapckas Koudenepanus) B Pecrmybnuke
ApmeHus

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

ten.: +374 60 67 01 70

e-mail: PV_AM@acino.swiss

PecniyOsmka Bemapych

[IpencraBuTenpcTBO  aknuoHepHOTO obOmecTBa «Acino Pharma AG»  (IlBeiinapckas
Kondenepauus) B Pecriyonuke benapychb

220062, r. Munck, np-t [Tlobenureneit, 106-34

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

daxc + 375 (17) 319-91-40

e-mail: Safety BY @acino.swiss

PecnyOsnmka Kasaxcran

TOO «Auuno Kasz»

050047, r. Anmartsl, Boctanasikckuii paiton, [Ipocnext Hypcynran Hazap6aes, nom 223, H.11. 243
Teit.: +7 727 364 56 61
e-mail: PV-KAZ@acino.swiss

8. HOMEP PETHCTPAIIMOHHOT' O YAOCTOBEPEHMUSA
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9. JATA TNEPBUYHOM PETUCTPAIIUM (IIOATBEPXKIEHUSI

PEI'MCTPAIIUU, TIEPEPEI'MCTPALIUN)
Hara nepoii peructpanuu: 21.06.2024

10. TATA HIEPECMOTPA TEKCTA

OOmast xapakTepucTHKa JIeKapcTBEHHOro mpenapata [miokodax JloHr gocTynmHa Ha
UHPOPMAIIMOHHOM TIOpTajie EBpa3suiicKkoro SKOHOMHUYECKOTO Cor3a B HWH(POPMAIMOHHO-

KOMMYHUKaMOHHOU cetn « THTepHeT» http://eec.eaeunion.org/.
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