COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 10.07.2024 N= 13940

OBLIASI XAPAKTEPUCTHKA JIEKAPCTBEHIFOFO TIPEITAPATA 1004

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITIAPATA
[enexokcn6-BEPTEKC, 100 mr, xarcymbl
Lenexokcn6-BEPTEKC, 200 mr, xarcymbl

2. KAUECTBEHHbIN U KOJIMYECTBEHHBIN COCTAB
JelicTBy1oIII€€ BEIIECTBO: 1IEIEKOKCHO.

Ienexokcn0-BEPTEKC, 100 Mr, KancyJisl

Kaxnas xancyna cogepxut 100 Mr nenexokcuda.
BcrmomorarennHbIe BCIICCTBA, HAJIMYUC KOTOPBLIX HAAO YUUTBIBATH B COCTABC JICKAPCTBCHHOI'O

npenapara: JJakto3a, HaTpui (cM. pazzaen 4.4).

Henexkoxkcn0-BEPTEKC, 200 Mr, KancyJisl

Kaxnas xancyna cogepxut 200 Mr neiaexokcuoa.
BcrnomorarenbHble BEIIECTBa, HAIMYME KOTOPHIX HA/IO YYUTHIBaTh B COCTaBE JIEKAPCTBEHHOTO

npenapara: JJakto3a, HaTpui (cM. pazzaen 4.4).

[TonHbBIN TepevYeHb BCIIOMOTATEIBHBIX BEIIECTB NMPUBENICH B pasnaene 6.1.

3. JEKAPCTBEHHASA ®OPMA
Kancynbl.

Henexkoxkcn0-BEPTEKC, 100 mMr, Karcyisl

TBepaple sxenatuHoBbIe Kancynbl Ne 0 6enoro nsera. CoepKuMoe Kamncys — rpaHyIMpOBaHHBIN
MOPOIIOK WM YIUIOTHEHHAsh Macca, paclajaroliascs INpU JIETKOM HaXaTHMW CTEKJISTHHON

MAJIOYKOM, 0€JIOro Wi MOYTH OeNoro mBera.

Henexokcn0-BEPTEKC, 200 Mr, Karcyisl

TBCpI[LIC JKCIIATUHOBBIC KAIICYJIbI Ne 0 >xentoro OBCTA. ConepmHMoe KarcyJ — FpaHyHHPOBaHHLIﬁ
IMOPOIIOK WM YIUNIOTHCHHAA Macca, pacrnajaromascsa Ipu JIETKOM HaXXaTHu CTCKJITHHOMU

MMAJIOYKOM, 0€JIOro My IMoYTH OeJIoro IBeTa.
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4. KJIMHUYECKUE JAHHBIE (NOCNEOCBATENEHOCTE 0004)

4.1. IToka3aHus1 K IPUMEHEHHUIO

Lenexokcn6-BEPTEKC mokazan Kk MpUMEHEHHUIO Y B3POCIIBIX B BO3pacTe OT 18 jer:

— CHMIITOMAaTHYECKOE JICYUEHUE OCTe0apTpO3a, PEBMATOUIHOIO apTPUTAa U aHKUIIO3UPYIOLIETO
CHOHAMIINTA;

— 0OoseBoii cuHApoM (00U B CIIMHE, KOCTHO-MBILIEUHBIE, I0CJICONEPALIMOHHbIE U JPYTUE BHIbI
601n);

— JICUCHHUC HepBH‘lHOﬁ JUCMCHOPEH.

4.2. Pe:kuMm 103MPOBAHUSA U CIIOCO0 MPUMEHEHM I

PexxuM J103upoBanus

[TockonbKy PUCK BO3MOYKHBIX OCJIOKHEHUH CO CTOPOHBI CEPAECUYHO-COCYIUCTON CUCTEMbI MOYKET
BO3pacTaTh C YBEIMYEHHEM J03bl U MPOAOIKUTEIBHOCTH NpHEMa IeJeKOKCHOa, ero cieayeT
OPUHUMATh B MUHUMAJIBHO (PQPEKTUBHON 03¢ MUHMMAJIbHO BO3MOKHBIM KOPOTKUM KYPCOM.
MakcumManbHasi peKOMEH0BaHHAs CyTOYHAs 103a MpHU JJIuTenbHOM npueme — 400 mr.
Cumnmomamuueckoe neuenue ocmeoapmposa

PexomennoBannas no3a cocrasisier 200 mr B cyTku 3a | wiu 2 npuema.

Cumnmomamuyeckoe ieuenue peemMamouoHo2o apmpuma

PexomennoBannas go3a cocrasinser 100 uaum 200 mr 2 paza B CyTKH.

Cumnmomamuyeckoe euenue aHKUI03UPyouje2o CnoHOUIuma

PexomennosanHas no3a cocrasiseT 200 Mr B cyTkH 3a 1 uinu 2 npuema. Y HEKOTOPBIX MallMEHTOB
orMeueHa 3¢ dexruBHOCTh MpuMeHeHHs 400 MI B CYTKH.

Jleuenue 6oneso2o cunopoma

PexomenoBanHasi HadanpHas a03a cocrapiseT 400 Mr ¢ mociaenyroIymM, pu HEOOXO0IMMOCTH,
IIPUEMOM JIOTIOJNIHUTENbHOW 1036l B 200 Mr B mnepBwlii JeHb. B mnocnenyroomue JHU
pekoMeH10BaHHas 103a cocTaBisgeT 200 mMr 2 pasza B CyTKH, 10 HEOOXOIUMOCTH.

Jleuenue nepsuunotli oucmenopeu

PexomennoBanHas HavanpHas 103a coctaiseT 400 Mr ¢ mocieayromuM, Ipu HeoOX0MMOCTH,
IIPUEMOM JIOTIOJNIHUTENbHOW 1036l B 200 Mr B mnepBwlii JeHb. B mnocnenyroomue JHU

PCKOMCHAOBAaHHAA 103a COCTABJIACT 200 mr 2 pasa B CYTKH, 110 HCO6XOILI/IMOCTI/I.

Oco0ble TPVIIILI TAIMEHTOB

Tlayuenmui nodcunozo eospacma
OOBIYHO KOPPEKITNH 1031 He TpeOyeTcs. OHAKO y TAIMEHTOB ¢ Maccoil Tena Huxke S0 Kr ieueHue

JIydli€ HauuHaTh C MUHUMAaJbHOU peKOMeHHOBaHHOﬁ JO3BbI.
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Ilayuenmul ¢ Hapywenuem QyHKyuu novex

VY nanueHToB ¢ MOYEYHOW HEIOCTATOYHOCTBIO JIETKOM M CPEAHEHN CTENECHU TSKECTH KOPPEKIUH
110361 He TpedyeTcs. OnbiTa IPUMEHEHUS MpernapaTa y HalMeHTOB C TSHKEJION CTENEeHbI0 MOYSUHOU
HEJI0OCTaTOYHOCTH HET (CM. pazzeinsl 4.3, 4.4).

Tayuenmsi ¢ Hapywenuem gyukyuu nevexu

VY mnainueHToB C IEYEHOYHOM HEIOCTATOYHOCTBIO JIETKOW CTENEeHH TshKecTH (Kjaacc A 1o
knaccudukanun Yaina-I1e10) Koppekuu 1036l HE TpeOyeTcs. Y MAIMEeHTOB C MEYCHOYHOUN
HEJI0OCTaTOYHOCTBIO CpeIHeW creneHu TsokecTH (kmacc B mo knmaccudukanum Yaing-ITsro)
clelyeT CHU3UTh HAa4YaJIbHYI0 PEKOMEHJOBAHHYIO 103y Ipenapara BiaBoe. OmnbITa IpUMEHEHUs
mperapara y malrueHTOB C TSHKEIION IIeUeHOYHON HeToCTaTOYHOCTRIO (Kitacc C 1mo KitaccuuKamu
Yaitnn-I1e10) HET (cM. pasnen 4.3).

OonospemenHoe npumenerue ¢ QyKkoHa3010M

[Ipu opHOBpeMeHHOM mpuMeHeHuu (raykoHazona (unrudburop uzopepmenta CYP2C9) u
LIeJIEKOKCHOa ceyeT CHU3UTh HayallbHYI0 PEKOMEHIOBaHHYIO 103y Mpenapara Bisoe. Ciuenyet
coOJII01aTh OCTOPOXKHOCTH TMPHU OJHOBPEMEHHOM MPUMEHEHUH C JPYTUMU HWHTHOMTOpaMU
uzopepmenta CYP2C9.

[Ipenapar cinegyer ¢ OCTOPOKHOCTBIO NPUMEHATH y IMALMEHTOB, SABISIFOUIMXCS MEIJIECHHBIMU
MeTaboIM3aToOpaMu, WU C TIOJIO3PEHUEM Ha TaKO€ COCTOSTHUE, TaK KaK 9TO MOXKET MPUBECTU K
HAKOIJICHHWIO BBICOKMX KOHIIGHTpAIlMW IIEJICKOKCHMOa B TUTa3Me KPOBH. Y TaKUX MaIMEHTOB

CJICAYCT CHU3UTh HAYAJIIbHYIO PEKOMCHAOBAHHYIO O3y IIpCIiapaTa BABOC.

eTH
be3zonacHocTth 1 3¢ pextuBHOCTh Npenapara Lenexokcndo-BEPTEKC y nereii B Bozpacte ot 0 10
18 ner Ha nmaHHBIM MOMeHT He yctaHoBieHBI llenexoxcu0-BEPTEKC nHe cnemyer Ha3HauaTh

(mpuMeHsTh) y aetet B Bo3pacte oT 0 10 18 ner.

Crrocob nmpruMeHeHus

BHYTpL, HC Pa3’KCBbIBasd, 3allMBast BOHOﬁ, HE3aBUCUMO OT IMPpUCMa MMUIIH.

4.3. [IpoTuBoONOKA3aHUS

— TUINEPUYYBCTBUTENBHOCTh K IIEJIEKOKCHOY WM K JIOOOMY K3 BCIIOMOTATENIbHBIX BELIECTB,
NIEPEYHCIICHHBIX B paszjaene 6.1;

— W3BECTHAas MOBBIIEHHASA YyBCTBUTEIBHOCTb K CyJIb(OHAMUIAM;

— TIOJIHOE WJIX HETIOJIHOE COYEeTaHNe OpPOHXUAIbHON aCTMBI, PELIMIMBUPYIOILETO IOJINUII03a HOCa

H OKOJIOHOCOBBIX ITa3yX H HCIICPCHOCHUMOCTHU aHCTHJIcaJIHHPIJTOBOﬁ KHCJIOTBI HJIM OPYIrux
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MHIHOUTOpPHI LKKI0OKcureHasbl-2 (IIOI'-2) (B ToM uncie B aHaMHE3€);

NEPUOJ 11OCIIE TPOBEIEHUS Ollepallii a0PTOKOPOHAPHOT'O IIYHTHPOBAHMSI;

AKTUBHBIE  DPO3UBHO-S3BEHHBIE IOPAXKEHMSI CIM3MCTOM  OOOJIOUKM  JKelylka WId
I[BeHaI[HaTHHepCTHOﬁ KHIIIKY, WKW sI3BCHHAasA 00J1e3Hb JKCIydKa " HBeHaHHaTHHepCTHOﬁ
KHIIIKHY B CTaAUHU 060CTpeHI/ISI, HJIN KCITYJOYHO-KUIICYHOC KPOBOTCUCHUC,

BOCIHAJIMTENbHBIC 3a00seBaHus KulneuyHuka (Oone3Hb KpoHa, s3BeHHBIH KOiHMT) B (hase

obocTpeHus;
XpoHHueckas cepaeunas HemoctarouHocth (II — IV dyHKUMOHANBHBIM Kiacc 1O
kinaccudukammn NYHA);

KJIMHUYECKH  TOJTBEpXKJEHHas  uuleMudeckas  Oosie3Hb  cepaua,  3a0ojieBaHMS
nepugepuyecKux apTepuil U nepedpoBacKyIspHble 3a00JIeBaHNS B BEIPAXKEHHOM cTainu;
reMopparu4eckuii UHCYJIbT;

cybapaxHOHMIaIbHOE KPOBOU3JIHSIHUE;

TsDKeJIast IeYeHOYHasi HEJOCTAaTOYHOCTD (HET OIbITa IPUMEHEHU );

TSDKeTasi TovedyHas HemocTatodyHocTh (kiaupeHc kpeatnmHuHa (KK) menee 30 wmu/muH),
Iporpeccupyroniie 3a0ojieBaHusl IOYEK, MOATBEP)KICHHAs TUIEepKaaueMusi (HET OIbITa
PUMEHEHHUS);

O6epemeHHOCTH (cM. paszzen 4.6);

MepHOJI TPYAHOTO BCKapMIuBaHus (cM. pazfen 4.6).

4.4. OcoOble yka3aHMs M MepPbl NPEJ0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPO’KHOCTBLIO

3a005IeBaHUs  JKETyJOYHO-KUIIEYHOTO  TpakTa  (s3BeHHass  OOJIe3Hb  JKenyaKka H
JIBEHAATUIIEPCTHON KHUILKH, SI3BEHHBIN KOJIUT, 00e3Hb KpoHa, KpoBOTEUEHUS B aHAMHE3e),
Hannune napexuun Helicobacter pylori;

COBMECTHOE TpPUMEHEHHE C  aHTUKOoaryiasHTamMu (BapdapuH), aHTUArperaHTaMu
(aeTmicanuuuiIoBas KUCIIOTA, KIOMMJIOTPEIN), MEPOPaTbHBIMU TIIFOKOKOPTHKOCTEPOUIaMU
(MpeAHU30JI0H), JOUYpPETHUKAaMH, CEJEeKTUBHBIMA HMHTHOMTOpaMH OOpaTHOro 3axBara
CepOTOHMHA (LUTANIONpaMm, (PIYyOKCETHH, MAPOKCETHH, CEPTPAIHH), TUTOKCHHOM;

3a/iepKKa JKUIKOCTH U OTEKH;

HapyleHus QYHKIUU IeYeHH cpeiHel cTeneHu TsbkecTH (M. pasaen 4.4 nonapasnaen «Ocobbie
yKa3aHus»), 3a00JeBaHNs NICUEHU B aHAMHEe3e, IeUeHOYHast Moppupus;

xpoHudeckas nmoyeunasi HepoctatogHocTh (KK 30 — 60 mu/Mun);
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XUPYPru4ecKoro BMeNIaTelbCTBa);

— 3a00JeBaHUs CEPlIEYHO-COCYAUCTON CUCTEMBI, apTepuaibHas rumneprensus (cMm. pasnaen 4.4
noapazaen «Ocolble yKa3aHHs»);

— 1epeOpoBacKyIsIpHbIC 3a00JICBAHNUS;

—  AMCIUNUACMHUS/ TUTICPIIUTTUICMHUS;

— caxapHbIi quabeT;

— 3a0oneBaHus nepudepuveckux apTepHii;

— OJHOBpPEMEHHOE MpuMeHeHue ¢ uHruouropamu nzopepmenta CYP2C9;

— Yy TMalWEHTOB, KOTOpBIC SBIAIOTCS MEIJICHHBIMA METa0O0JIM3aTOpaMu, WM HMEETCS
[10JI03PEHHE HA TAKOE COCTOSHUE;

— qurenbHoe npumeHenue HIIBIT;

— TsDKEIIble cOMaTH4yecKue 3a001eBaHus;

— TOXWJIbIE TAIMEeHTHI (B TOM YHCIE IOJIYYaOUIMe IUYPETUKH, OCIAOJCHHBIC MAIMEHTHI C
HU3KOH Maccoi Tena);

— KypeHwue;

— TyOepkyes;

— aJIKOI'OJIHU3M.

Oco0ble yKkazaHus

HCHGKOKCI/I6, YUUTBIBAasA KAapPOIMOHMKAIOIICC I[GI\/'ICTBI/IG, MOXKCT CHHU3UTH OUArHOCTUYCCKYIO
S3HAYUMOCTBh TaKOT'O CUMIITOMA, KaK JIMXOpaJKa, U IOBJIUATb HA TUArHOCTUKY I/IH(l)eKHI/II/I.
Bausnue na cepoeuno-cocyoucmyro cucmemy

[{enexokcu0O, Kak U Bce KOKCUOBI, MOXKET YBEITMUUBATH PUCK CEPHE3HBIX OCIOKHEHUH CO CTOPOHBI
CEpJICYHO-COCYIUCTON CUCTEMBI, TAKMX KaK TpOMOO0Opa3zoBaHue, MH(APKT MUOKApAA U UHCYIIBT,
KOTOpPBIE MOTYT IPUBECTH K JIETATbHOMY MCXOAY. PUCK BO3ZHMKHOBEHHS 3THX PEAKLIUN MOKET
BO3pacTarh ¢ JO30M U JUINTEIBHOCTBIO NpHeMa npenapara. OTHOCUTENBHOE YBEIUYEHHE 3TOTO
pHCKa y MAIlMeHTOB, O KOTOPBIX U3BECTHO, YTO Y HUX UMEETCS CEP/IeUHO-COCYAUCTOE 3a00IeBaHIe
WM (aKkTOphl pUCKa BOSHUKHOBEHHUS CEPACUHO-COCYTUCTHIX 3a00I€BaHM, 10-BUIUMOMY, TAKOE
e, KaK y MalMeHTOB, Y KOTOPHIX HET CepAEUHO-COCYTUCTBIX 3a001eBaHmil U (haKTOPOB pUCKa UX
BO3HUKHOBeHUs. OnHako, aOCOJIOTHAs YacTOTa BO3HUKHOBEHHUS CEpAECYHO-COCYIUCTHIX
3a00J1eBaHUN y TMAIIMEHTOB, O KOTOPHIX M3BECTHO, YTO Y HHMX HMEETCS CEepAEeYHO-COCYIHCTOE
3a0os1eBaHne UK (PAKTOPBI PUCKA BOZHUKHOBEHUS CEPAEYHO-COCYIUCTHIX 3a00JIeBaHU, MOXKET

OBITH BEIIIIE U3-3a TOro, 4YTO OHA Yy HUX Obl1a BBIIIE B HCXOAHOM COCTOAHHHU. YTOOBI CHU3UTH PHUCK
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OPUHUMATh B MHHUMAJIBHBIX I(PQEKTHBHBIX 103aX W MAKCUMalbHO BO3MOXKHBIM KOPOTKHUM
KypcoM (Ha yCMOTpeHue Jedallero Bpaua). Jledamuii Bpad ¥ HanMeHT JOJDKHBI UMETh B BUAY
BO3MOKHOCTh BO3HMKHOBEHHUS TAaKUX OCJOXKHEHMM [a)ke IPU OTCYTCTBUU paHEe U3BECTHBIX
CUMITOMOB HapylIeHUs (PYHKUHU CEplIeYHO-COCYAMCTOM cucTeMbl. [laliMeHThl TOMKHBI OBITh
nporMH(GOPMUPOBAHBl O MPHU3HAKAX M CHUMIITOMAax HEraTUBHOTO BO3JEHCTBHS Ha CEepACYHO-
COCYAMCTYIO CUCTEMY U O MEPAX, KOTOPbIE CIEAYET NIPEAIPHUHSTH B CIydae UX BOSHUKHOBEHHUS.
[Tpu npumenennu HIIBII (cenektuBHble mHrHOMTOpH 1[OI'-2) y mamueHTOB mocie onepanuu
AOPTOKOPOHAPHOTO IIYHTHUPOBAHMS JUIsl JIeueHUsT 00JIeBOTO cuHIpoma B rmepBbie 10 — 14 nHei
BO3MOXXHO TIOBBIICHWE 4YacTOThl HMH(PAPKTOB MHOKapJa W HAPYUICHHH MO3TOBOTO
KpOBOOOpaIIeHHUS.

B cBs3u co cnabbim nelicTBUeM IesieKokcr0a Ha (PyHKIHUIO TPOMOOIIMTOB, OH HE MOXKET SIBISTHCS
3aMEHO aleTUJICATUIIUIOBON KUCIOTHI A1 MPOGUIAKTHKU TpoMOosMOonuu. Takxke B CBSI3U C
3TUM HE CIIelyeT OTMEHSTh AaHTHArPETaHTHYIO Tepanuio (Hampumep, aleTUICATULUIOBYIO
KHCJIOTY) Y MAllUEHTOB C PUCKOM Pa3BHTHUS TPOMOOIMOOITMYECKIX OCIOKHEHHUH.

Kak u Bce HIIBII, nenexokcn® MOXET MPUBOAUTD K MOBBIIIEHUIO apTEPUATBHOTO AaBJICHUS, YTO
MOXET CTaTh TAKXKE NPUYUHOW OCJIOKHEHUU CO CTOPOHBI CEpIACYHO-COCYIUCTOM cucTteMbl. Bee
HIIBII, B ToM uucne u LEIEKOKCUO, y MAllMEHTOB C apTEepPUAbHOM THIEPTEH3UEH TOJIKHBI
NPUMEHSTBCS C OCTOPOKHOCThbIO. HaOmromeHue 3a aprepualbHBIM JaBICHHUEM JOJKHO
OCYILECTBIIATHCS B HaUaje TEparuy LEeJIeKOKCHOOM, a TaKKe B TeUECHHE Kypca JIEUeHHUSI.

Bausnue na srcenyoouno-xuweunviti mpaxm (KKT)

VY nmanueHToB, NPUHUMABIINX [IEIEKOKCHO, HaOIoanich KpaiiHe peaKue ciydau nepgopaunu,
n3bs3BieHns U kpoBoTeueHus n3 JKKT. Puck pazsutus stux ocnoxHenud npu gedenun HIIBII
HauOoJiee BBICOK Y MAalMEHTOB IOKUJIOrO BO3pacTa, MAlMEHTOB C CEPAECYHO-COCYIUCTHIMU
3a00J1€BaHUAMH, MALUEHTOB, OAHOBPEMEHHO NOJIYYAIOIUX AlETUICATUIMIOBYIO KHUCIOTY, U
nanueHToB ¢ Takumu 3a0osaeBanussMu JKKT, kak s3Ba, KpOBOTEUEHHUE, BOCTIATUTENbHBIE IPOIIECCHI
B CTaguu 00OCTpeHus U B aHamHe3e. [Ipyrumu ¢akropaMu pucka pa3BUTHS KPOBOTEUECHUS U3
KKT saBasercss oJHOBPEMEHHOE NPUMEHEHHE C INEPOPAIbHBIMU TIIIFOKOKOPTUKOCTEPOUAAMH,
AQHTUKOAryJssHTaMU W aHTHArperaHtamu (aleTHICAIMLNIIOBAs KUCIIOTA), JUIMTEIbHBIA MEPHOL
tepanuu HIIBII, kypenue, ynotpe6ieHue ankoroJis.

BonBIIMHCTBO CIOHTAHHBIX COOOIIEHMI 0 cepbe3HbIX T0O0UHBIX 3¢ dekTax Ha XKXKT oTHOCHIHCH
K MOKWJIBIM U OCJTa0JICHHBIM MalluEeHTaM.

Coemecmmoe npumeneHrue ¢ NePoPaIbHbIMU AHMUKOA2YTAHMAMU

IIpu omnoBpemennom npumeHenuu HIIBII ¢ mepopaibHbIMH aHTHKOAryJSHTAaMU MOBBIIIAETCS

pUCK KpoBoTeueHuil. CnenyeTr coOnoaTh OCTOPOXHOCTH NMPH OJHOBPEMEHHOM IMPHUMEHEHUU
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KyYMapvHOBOIO psiJa U IEpOpalbHbIE AHTUKOATYJSIHTBI MPSAMOro JEHCTBUS (HampuMep,
anukcabaH, naburatpad u puBapokcadan). Coo0Omanoch 0 cepbe3HbIX (HEKOTOPhIE U3 HUX ObUIN
(daTanbHBIMM) KPOBOTEUEHMSAX Yy MAIMEHTOB, KOTOpPbIE MOJIYy4add COIYTCTBYIOIIEE JIeUEHUE
Bap(apMHOM WM aHAJIOTMYHBIMU cpenacTBaMu. Ilockosbky cooOmianock 00 yBeIWYEHUU
IPOTPOMOMHOBOTO BpeMEHH (MeXIyHapoaHoro nporpombuHoBoro Bpemenu (MHO)), To mocne
Hayaja JIEYEHMs LIEJIEKOKCHUOOM WM M3MEHEHHs €ro J03bl, Y MalMEeHTOB, OJHOBPEMEHHO
HOJYYAOIUX TEPAlUI0 MNEepOPAIbHBIMUA AHTHKOAryJISHTaMM, JOJDKHA KOHTPOJIMPOBATHCS
AHTUKOATyJISTHTHAsI akTUBHOCTH W/umu MHO.

3aoeporcka sHcuokocmu u omexu

Kak ¥ 1npu mnpuUMEHEHMHM JApPYruxX JIEKapCTBEHHBIX CPEACTB, TOPMO3SIIMX  CHHTE3
IPOCTarJIaHAXHOB, Y psia NallUeHTOB, IPUHUMAIOIINX LEJIEKOKCHO, MOT'YT OTMEYaThCs 3aepiKKa
KHUJIKOCTH U OTEKH, IOITOMY CJeIyeT COOII0aTh OCTOPOXKHOCTb NPH NMPUMEHEHUHM JIaHHOI'O
npenapara y NaleHTOB C COCTOSIHMSIMM, IPEIpacIioyiaralolliMMK WIH YXY/IIAIUMUCS HU3-32
3a/1epP>KKH KUAKOCTH. [TariueHTs! ¢ cepieyHoN HETOCTaTOUHOCThIO B aHAMHE3€ WJIN apTepraibHON
TUIEPTEH3UEN TOJKHBI HAXOUTHCS 0] THIATEIbHBIM HAOII0CHUEM.

Bnusanue na ¢ynxyuio novex

HIIBII, B TOM uucne ¥ 1EIEKOKCHO, MOTYT OKa3bIBaTh TOKCHYECKOE JEUCTBHE Ha (DYHKIIHIO
nouek. bb1o ycTaHOBIIEHO, YTO LIETEKOKCUO He 001a1aeT 60bIIel TOKCHYHOCTBIO 10 CPaBHEHUIO
¢ apyrumu HIIBII. Ilenexkokcu® cieayeT NpUMEHSTh C OCTOPOKHOCTBIO Y IALUEHTOB C
HapyleHneM (yHKINU MOYEeK, CepAeYHON HeI0CTaTOYHOCThIO, HapyllleHneM (DyHKIMM eUYeHH U
y TalMEeHTOB MOXUJIOro Bo3pacta. DYHKIMS MOYEK Yy TAaKUX MAIMEHTOB JOJKHA TIIATEIbHO
KOHTPOJIUPOBATHCSA (CM. pazzen 4.2).

Crenyer co0ar01aTh OCTOPOKHOCTD IPU IPUMEHEHHUH MpenapaTa y MalueHToB ¢ IerupaTaien.
B Takux ciyuasx nenecoodpa3zHo cHauana mpoBECTU PErHIpaTaliio, a 3aTeM HauWHATh TEPAIUIo
LEJIEKOKCHOOM.

Bausnue na gpynkyuro nevenu

Llenexokcu® He clieAyeT MPUMEHSTHh y MAallMEHTOB C HapylleHHeM (DYHKIUM MEUeHH TSKeIon
crenienu (xnacc C mo kmaccudpukanuu Yainn-ITeio). Ilenekokcnd cregyer NpUMEHSTH ¢
OCTOPOKHOCTBIO MPH JICUEHUH MAIlMEHTOB C MEYCHOYHON HEIOCTATOYHOCTBIO CPEIHEH CTerneH!
TSKECTH U CHU3UThH HA4YaJbHYI0 PEKOMEH/I0BaHHYIO /103y Ipenapara BBoe (cM. pasaen 4.2).

B HekoTophIX ciydasx HaONIOJAUCh TsDKENble PEakUH CO CTOPOHBI IEYEHM, BKIIOYAs
(GyIbMUHAHTHBIA TenaTUT (MHOTJA C JICTaJbHBIM HMCXOJIOM), HEKpO3 TEUEHH M IeYEHOUYHas
HEI0OCTaTOYHOCTh (MHOTJA C JIETAJIBHBIM MCXOJOM MM HEOOXOJUMOCTBIO TpPaHCIUIAHTALUU

neyeHu). BOIBITMHCTBO M3 3THX PEaKIUi pa3BUBAIMCH 4Yepe3 1 Mecsil mociie Havajia mprema
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LeJIeKoKcruoa.

[TareHTHI ¢ CHMMOTOMAMH W/WIIK TIPU3HAKAMH HAapyIIeHHUs QYHKIMH IEUYECHH WIH T€ MAIlUEeHTHI, Y
KOTOPBIX BBIBJICHO HapylmieHHEe (QYHKIUU T[E€YEeHH J1a0OpaTOPHBIMA METOJAMH, JIOJIKHBI
HAXOJUTHCS MMOJ TIIATEIbHBIM HAOII0JCHHEM Ha MPeIMET Pa3BUTHUS OoJiee TSHKEIbIX PeakIuii co
CTOPOHBI MIEUYEHU BO BpEMS JICUCHHS 1IEJIEKOKCHOOM.

Anagunakmuueckue peaxyuu

[Tpu npueme nenekokcnba OBLIM 3apErUCTPUPOBAHBI Clydyad aHA()MIAKTUYECKHX PeaKUuui (CM.
paznen 4.3).

CepvesHvle peakyuu cO CMOPOHBI KOHCHBIX HOKPOBOE

Kpaiine penko npu nprueme mejaeKokcnda OTMEUaINCh CEPbE3HbIE PEAKIIMH CO CTOPOHBI KOXKHBIX
IIOKPOBOB, TaKWe Kak OSKC(OIMAaTUBHBIA JepMaTuT, cuHapoM CrtuBeHca-/[)koHCOHa U
TOKCHYECKHI SMuepMaibHbIi HEKPOJIU3, HEKOTOPhIE U3 HUX ObUIHM (paTtaimbHbIMU. bonee BhICOK
PUCK MOSIBIICHUS] TAKUX PEaKlUi y MAalMeHTOB B Hayalle Tepamnuu, B OOJBIINHCTBE OTMEUEHHBIX
CIlydaeB TaKHe PEaKIUM HAYMHAIKCH B MEPBBIA Mecsn Tepanuu. CieayeT MpeKpaTUTh INpueM
npernapara Ipy MOSBICHUH KOKHOW CBHINMH, U3MEHEHHMI Ha CIM3UCTHIX O00JIOUKAX WM JIPYTUX
MPU3HAKOB TUMIEPUYBCTBUTEIBHOCTH.

Tepanus entoKoKOpmMuUKocmepouoamu

[lenekokcn® HE MOXKET 3aMEHHUTh TJIIOKOKOPTUKOCTEPOWIBI WM TPUMEHSATHCS B KadecTBE
TEpanuy TTIOKOKOPTUKOCTEPOUIHON HEOCTATOYHOCTH.

Yenemenue ¢pynkyuu usogpepmenma CYP2D6

Bbbu1o  ycTaHOBIIEHO, YTO IIENEKOKCHO SBJISETCS YMEPEHHBIM HHIMOUTOpPOM H30(epMeHTa
CYP2D6. B mnepuon Havanma Tepanmuu IEIEKOKCHUOOM CIEAyeT CHU3HTH JI03y Ipernaparos,
MeTtabonuzupyromuxcs uzopepmentom CYP2D6, a mociie okoHUaHUsI JI€UECHUS 1EIEKOKCHOOM

JI03Y 3TUX MPENaparoB cielyeT YBEIUUUTh (CM. pa3zen 4.5).

BcnoMorarensHble BEIECTBA

JlexapctBennsiii mpenapar llenekokcu6-BEPTEKC conmepxut nmaktosy. Ilanmentam ¢ peako
BCTpeYarolIeiics HacaeICTBEHHON HEMepEeHOCUMOCTbIO T'aJlaKTO3bl, 1e(DUIIUTOM JIaKTa3bl Jonapei
WY TIIIOKO30-TaJlJaKTO3HOM ManbabcopOIueil He cienyeT NpuHUMAaTh 3TOT Mpernapar.

JlexapctBennsbiii npenapart Llenekokcu6-BEPTEKC conepxxut menee 1 Mmounb (23 Mr) HaTpus Ha

OJIHY Ta0JIETKY, TO €CTh I10 CYTH HE COAECPKUT HATPHA.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

B3anMMoO/IelicTBUS

OnHOBpeMEHHOE NpHUMEHEHHE LieleKokcnba ¢ mHruouropamu mzopepmenta CYP2C9 moxer
IPUBECTH K IMOBBIIICHUIO €r0 KOHIIGHTpAallMM B IJJa3Me KpPOBH. B Takux ciydasx MOXeT
MOHAI0OUTHCS CHUYKEHUE 03Bl 11eJIeKOKCcHO0a.

OnHOBpeMEHHOE MPUMEHEHHE IeNieKoKcr0a ¢ nHaykTopamu nuzopepmenta CYP2C9, rakumu kax
pudamnuiH, kKapoamasenuH U 0apOUTypaThl, MOKET IPUBECTH K CHIDKEHHUIO €r0 KOHLIEHTPAIHH
B IJIa3Me KPOBU. B Takux ciyyasx MOXKeET MOHAI00UThCS MOBBIIICHUE J103bI LIEJIEKOKCHOA.

B knuHnyeckux uccienoBaHusIX (GapMaKOKMHETHKU M UCCIEIOBAaHUAX in Vitro ObUIO MOKAa3aHo,
YTO IeNEKOKCHO XOTS M He siBisiercs: cyoctparom u3odepmenta CYP2D6, Ho uHrnOupyer ero
aKTUBHOCTH. [l0ATOMY CyIIecTBYeT BEpOSTHOCTH JEKAPCTBEHHOTO B3aUMOJCHCTBHUS Iin VIvo C
npenapaTamMmu, MeTaboIn3M KOTOphIX cBsi3aH ¢ uzodepmentom CYP2D6.

Bapgapun u opyaue anmuxoacynanmet

[Tpu oTHOBpEMEHHOM MTpHEME BO3MOXKHO YBEJIIMYECHUE TIPOTPOMOMHOBOTO BPEMEHH.

DnyKoHazon, KemoKoHa30i1

[Tpu ogroBpemenHoM npumenennu 200 mr gaykonaszona 1 pa3 B CyTKH OTMEYAeTCs yBEIMUECHUE
KOHIIEHTpAIlMU 1IeJIeKOKCuOa B Iu1a3Me KpoBU B 2 pa3a. Takoi 3(pQeKT cBsi3aH ¢ yrHETCHHEM
Merabonu3ma 1eneKkokcuba (Quykonazonmom uepes wu3opepment CYP2C9. Ilamumentam,
npuHUMaIUM  ¢aykoHazon (uHruOutop wu3odpepmenta CYP2C9), cnemyer CHMU3UTH
PEKOMEHIOBAaHHYIO J103y Ilenekokcuba BaBoe (cM. pazaen 4.2). KetokoHazon (MHrHOUTOp
uzopepmenta CYP3A4) He oKa3plBaeT KIMHUYECKH 3HauyuMoro 3¢dexra Ha MeTaboJIu3M
eJIeKoKcHOa.

Hexcmpomemopgan u memonponon

Bbu1o ycraHoBIIEHO, 4TO OAHOBpPEMEHHOE NpUMEHEHHue Ienekokcuba B go3e 200 Mr B CyTKH
IOPUBOAMIIO K TOBBIIEHHIO KOHIIEHTpaluil aekcrpomeropdaHa um Merorposiona (cyocTpaTbl
nzodepmenta CYP2D6) B 2,6 u 1,5 pa3a cooTBeTcTBeHHO. Takoe MOBBHIINICHUE KOHIICHTPAIIUN
CBSI3aHO C MHTHOMpOBaHHEM MeTabonm3ma cyocTparoB mzodepmernta CYP2D6 nenexkokcrnbom
MOCPEICTBOM MHTMOMpPOBaHMUS aKTMBHOCTH camoro u3odepmenta CYP2D6. B cBs3u ¢ 3tuM B
NepuoJl Hayaja TepamuH IENIEKOKCHOOM ClleyeT CHU3UTh 03y MpPernaparoB, SBISIONIUXCS
cyoctpatamu mzopepmenta CYP2D6, a mocine OkOHYaHUS JICUCHHUS IEJIEKOKCHOOM /103y 3THUX
MpernapaToB CIeNyeT YBEIUUUTb.

Memompexcam

He ormeuanoce (apMakOKMHETHUECKUX KIMHUYECKH 3HAYUMBIX B3aUMOACUCTBUI MEXIY

HGJ’IGKOKCI/I6OM U METOTPEKCATOM.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

Gepmenma (AIID)/anmazonucmol  aneuomensuna Il (unu OIO0KAMOPLL  AHSUOMEHZUHOBBIX
peyenmopos), ouypemuxu u -aopeHod10Kkamopsl

WurubupoBaHue CcUHTE3a MNPOCTArJIaHIWHOB MOXKET CHH3UTh 3(PGEKT aHTUTUIIEPTEH3UBHBIX
[penapaToB, B TOM ynciie HHTUOUTOpoB AIID u/mnu 6110KaTOPOB aHTMOTEH3UHOBBIX PELIETITOPOB,
JTMYPETUKOB U -aapeH00I0KaTOPOB. DTO B3aUMOJICHCTBHE JOIDKHO NPUHUMATHCS BO BHUMaHHE
Opd TPUMEHEHHMH IIeNieKOKcrba coBMecTHO ¢ wuHrubOutopamu AllD w/mnmm OGrmokaropamu
AQHTMOTEH3WHOBBIX PELENTOPOB, TUYPETHUKAMU U [-aApeH00I0KATOPaAMH.

VY ManueHTOB MOXKUIIOTO BO3pacTa, 00€3BOKEHHBIX (B TOM YHUCIE y MAIlMEHTOB, MOJYYaIOIIUX
TEpanuIo0 AUYPETHKAMH), WIA y MAlUeHTOB C HapyIIeHHeM (YHKIHU MOYEK OJHOBPEMEHHOE
npumenenne HIIBII, Bxirouas cemexktuBHble mHruouropsl L{OI'-2, ¢ umurubutopamu AllD,
aHTaroHUcTamu aHruoTeHsuHa Il m nuypeTMKkaMu MOXET MPUBOJIUTH K YXYALIECHUIO (YHKIUH
MOYEK, BKIF0Yasi BO3MOXHYIO OCTPYIO MOYEYHYIO HEOCTaTOUYHOCTh. OObIYHO naHHbIe d(H(EeKTh
oOpatumbl. B cBsi3u ¢ 3TUM cienyer coOI0JaTh OCTOPOXKHOCTb IIPU  OJHOBPEMEHHOM
OPUMEHEHUU JTHUX [penapaTtoB. B Takux cioyyasx 1enecooOpa3HO CHayajla IMPOBECTH
peruaparaiuio, a 3aTeM Ha3HAYUTh Tepanuio nenekokcuoom. Kpome toro, cieayer paccMOTpeTh
BO3MOXXHOCTh MPOBEICHUS MOHUTOPUHTA (PYHKIIMH MTOYEK B HAYaJle TEPAIUU U IEPUOJUIECKH BO
BpEMsI OJTHOBPEMEHHOT'O PUMEHEHUS PENnapaToB.

Jlusunonpun

B 28-gHeBHOM HCClEeOBAaHMM MALMEHTOB C apTepUalbHOM runepreHsuerd 1 um 2 creneHw,
HOJYYaOIUX [0 3TOMY IOBOJXY JHU3WHONPHUI, OBUIO YCTaHOBJIEHO, YTO OJHOBPEMEHHOE
npuMeHeHue Ienexkokcuba B mo3e 200 mMr nBa paza B CyTKM HE MPUBOJWIO K KIMHHYECKH
3HAUMMOMY YBEJIMYEHHUIO CPEIHEro CHUCTOJMYECKOrO0 WM JAMACTOJIMYECKOTO JIaBJICHUS
(ycTaHOBIEHO MO pe3yibTaTaM 24-4acOBOrO MOHHMTOPHHTA apTEPHATLHOTO JIaBIEHUS) IO
cpaBHeHMIO ¢ Tutane6o. Cpenu NalueHToB, MOJIyYarouX Henekokcud B 1o3e 200 mr 1Ba pasa B
CYTKH, Y 48 % 13 HUX He OBLJIO OTMEUEHO OTBETA HA TEPAIHIO JTU3UHONPUIIOM (332 KpUTEPUH OTBETA
OBLIM MPUHATHI MOKA3aTeNIM YPOBHS AMACTOJIMYECKOTO JAaBieHus 6onee 90 MM pT. CT. WU
MOBBIIIEHUE JUACTOIUYECKOro naBieHus Ha 10 % Mo CpaBHEHUIO C UCXOAHBIM YPOBHEM) IO
CpaBHEHHIO C MAIlMeHTaMHU, MOJy4aBIIUMHU I1are0o (B 3Toi rpymme He OblI0O OTMEYEHO OTBETa Y
27 % manueHToB).

Luxnocnopun

VYuursiBas, uro HIIBII oka3piBaroT BiMsiHUE HA IOYEYHBINA CUHTE3 MIPOCTArJIaHANHOB, OHH MOTYT
MOBBIIIATh PUCK Pa3BUTHS HEPPOTOKCHYHOCTH TPU OJHOBPEMEHHOM TPUMEHEHUU C

HMUKIOCIIOPHUHOM.
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Jluypemuxu

COOTBETCTBYET ZKCNEPTHOMY OTUETY

N3Bectbie panee HIIBII y HEKOTOPBIX MAIMEHTOB MOTYT CHIKATh HATPUHYypETHUECKHH 3 ekt
dypocemuia ¥ THA3UIOB 32 CUET CHWIKEHHUS TOYEUYHOTO CHHTE3a MPOCTArJIaHAWHOB, 3TO CIEIyeT
UMETb B BUAY IIPH IPUMEHEHHUH LEJIEKOKCHOa.

Ilepopanvuvle konmpayenmugol

He ormeuanoch KIMHMYECKH 3HAYMMOTO BIMAHUS Ha (ApMAKOKMHETHKY KOHTpAIeITUBHOU
KoMOuHarmu (1 Mr HOp3TUCTEPOH/35 MKT STHHWIACTPAIHOIN).

Jlumuai

Otmedanoch MOBBINIEHNE KOHLEHTPALUU JIMTHS B IUIa3ME€ KpPOBH INpuMmepHO Ha 17 % mpu
COBMECTHOM IIpUEME JINTHUS U 1iesieKokcnOa. [lanuenTsl, nomyyaroniye Teparnuo JIUTUEM, JOKHbI
HAXOJUTHCS MOJT TIIATEIFHBIM HAOIIOIEHHEM IPY TIPUEMEe WIIH OTMEHE IEJIeKOKCHoa.

pyeue HIIBII

Crnenyer us0eraTtb OJHOBPEMEHHOIO INpUMEHEHHus uesnekokcuba u apyrux HIIBIT (me
CoJIepKalIiX aleTHICATUIIMIOBYIO KUCIIOTY).

Lpyaue npenapamol

He oTMeuanock KIMHUYECKH 3HAYMMBbIX B3aUMOICHCTBUI MEXIy LIEJIEKOKCUOOM M aHTalU1aMu
(airoMHHMI- 1 MarHuiicoJiepaKaliye npenaparsl), OMEpa3zoyioM, IUOEHKIAMUIOM, (PEHUTOMHOM
WJTU TOJIOYTaMUJIOM.

[lenekokcu®O He BIUSET HAa AaHTHArperaHTHOE JEWCTBUE alleTUJICAIMLUIOBON KHUCIIOTHI,
OpUHUMaeMOM B HU3KHMX jo03ax. llenexkokcu® oOmajgaer ciabbiM JeHCTBHEM Ha (QYHKIUIO
TPOMOOIIMTOB, MO3TOMY €TI0 HeJb3s paccMaTpUBaTh KaK 3aMEHY alleTUJICAIUIMIIOBON KUCIIOTHI,
IPUMEHSIEMOH /17151 IPO(QUIAKTHUKU CEPJCYHO-COCYIUCTHIX 3a00I€BaHUM.

VY 3nopoBeix no6poBosblieB HIIBII He oka3biBatoT BiMsHUSA Ha (PapMaKOKMHETHKY JTUTOKCHHA.
Tem He MeHee, TPU OTHOBPEMEHHOM ITPUMEHEHHH AUTOKCHHA M UHJIOMETAIMHA, U HOynpodeHa y
NAlMEHTOB OTMEYaJOCh IIOBBIIIEHUE KOHLEHTPAallUd JUIOKCHHA B IUIa3M€ KpPOBU. OTO
HEOoOXOIUMO TpPUHUMATh BO BHHMMAHHME IIPU OJHOBPEMEHHOM IPUMEHEHHUH C JPYTrUMHU
npernapaTamu, MOBBIIAIOIIMME KOHIIEHTPAIMIO IUTOKCHHA B 11a3Me KpoBu. Het nndopmanuu o
B3aMMOJICHICTBUM 1EJIEKOKCHOAa W JUTOKCHHA. YUuThIBas Apyrue 3¢h(dekTsl neiaekokcuba Ha
CEPJEYHO-COCYIUCTYIO CUCTEMY, CIEAYET C OCTOPOXKHOCTHIO IPUHUMATh €0 OJHOBPEMEHHO C
JTUTOKCUHOM. B 3TOM ciyuae pekoMeHayeTcs TIaTeIbHO KOHTPOJINPOBATh MOOOYHbIE pEeaKLIUH.
[{enexokcub nmpenmyiecTBeHHO MeTabonu3upyercs B neueHn nzopepmentom CYP2C9. Tak kak
O6apoutypatbl sBiA0TCd UHAYKTopamu u3opepmenta CYP2CY, npu uX O0AHOBpPEMEHHOM
OPUMEHEHUN C IIEJIEKOKCMOOM MOJKET OTMEuaThCsl CHUKEHHE KOHILIEHTPAIMH IIOCIEIHEro B

1a3Me KPOBH.
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4.6. DepTHIBLHOCTD, 0€PEMEHHOCTH U JIAKTALMS

bepemeHHOCTB

[TpumeHeHue neneKokcroa MPOTUBOIIOKA3aHO B IEpHO]] OEPEMEHHOCTH.

OTCYTCTBYIOT JOCTaTOYHbIC JAaHHBIE MO MPUMEHEHHIO IIeJIeKOKcH0a y OepeMEHHBIX KEHILKH.
[ToTeHnnanbHBINA PUCK IPUMEHEHUS 1IeJIEKOKCHOa BO BpeMsi 06peMEHHOCTH He YCTaHOBJICH, HO HE
MOYET OBITh HCKITIOYCH.

B cootBercTBHM ¢ MexaHu3MoM neicTBus, npu npumenenun HIIBIL, Bkmouast nenexokcuo, y
HEKOTOPBIX JKEHIIUH BO3MOKHO PAa3BUTHE U3MEHEHUI B IMYHUKAX, YTO MOXKET CTaTh NPUYUHON
OCJIO’)KHEHUH BO BpeMsi OepeMEHHOCTH.

[{enekokcuO, OTHOCAIIUICS K TpyIIe HUHTHOUTOPOB CUHTE3a MIPOCTArJaHANHOB, IIPU MpUEME BO
BpeMs 6epeMeHHOocTH, 0co0eHHO B III TpuMecTpe, MOXKET BBI3BIBATH C1A00CTh COKPAILIEHU MaTKU
U MPEeXIEBPEMEHHOE 3aKpBITHE apTEepPHAIBLHOrO MPOTOKa y mioja. [IpumeHeHre MHrHOUTOPOB
CHUHTE3a MPOCTArliaHINHOB Ha paHHEM dTane O0EpeMEHHOCTH MOKET HEraTHBHO OTPa3UThCS Ha
TE€YEHUN OEPEMEHHOCTH.

[IpumeHenne menexokcuba MPOTHBOIIOKA3aHO BO BpeMsi OEPEMEHHOCTH M B MEPHOM T'PYJHOTO
BckapmuinBaHus (cM. pasznaen 4.3). [Ipu npumenenuu Bo II — 111 pumectpe 6epemennoctu HITBIIT
MOTYT CIIPOBOIMPOBATH HapylieHue (GYHKIUU IMOYEeK Yy IUIOAA, YTO MOKET IMPUBECTH K
YMEHBILIEHNI0 00beMa aMHUOTHYECKON JKUIKOCTH WM, B TSDKEJBIX CIy4yasX, K MaJOBOJHMIO.
JlanHble sBIIEHHMS MOT'YT BO3HHMKAaThb BCKOpE IOCIE€ Hayaja JICYEHHS M OObIYHO OOpaTHMBI.
Heo6xo1uMo nMpoBOANUTE TIIATEIBHBIH MOHUTOPUHT 00beéMa OKOJIOIUIOIHBIX BOJI Y O€peMEHHBIX

JKCHINWH, MPUHUMAOIIUX I_IeJ'IeKOKCI/I6.

JlakTarms

HpI/IMeHeHI/IC HeHeKOKCI/I6a MPOTHUBOIIOKA3aHO B ICPUOJ T'PYAHOT'O BCKapMJIMBAaHU.

HNmerotcsa OrpaHUYCHHBIC JAaHHBIC O TOM, YTO HGHGKOKCI/I6 IIPOHUKACT B I'PyAHOC MOJIOKO. B
HCCICOOBaHUAX OBLIIO IIOKa3aHo, 4TO HGHGKOKCI/I6 IIPOHUKACT B I'PyAHOC MOJIOKO B OYCHb HU3KHX
KOHICHTPAIuAX. Tem He MCHEC, INpUHHMas BO BHHUMAaHHWEC IMOTCHHOUAJIBHYIO BO3MOXHOCTH
Pa3BUTHA MMOOOYHBIX 3(1)(1)CKTOB OoT I_ICJ'ICKOKCI/I63. Y BCKapMJIMBa€MoOro pC6CHKa, CJICAYCT OUCHUTD
I_ICJ'ICCOO6pa3HOCTB OTMEHBI JIH00 TpPyAHOTIO BCKapMJIMBaHUA, 0o npuema I_ICJ'ICKOKCI/I68.,

YUUTHIBasi BAKHOCTh pUeMa Mpernapara A MaTepH.

DepTUabHOCTD

B cootBeTcTBUM ¢ MexaHU3MOM JeicTBus, pu npumeHeHun HIIBII, Bkirouas 1einexkokcuo, y
HEKOTOPBIX JKECHIIIMH BO3MOXHO PAa3BUTHE U3MEHEHUN B IMYHHUKAX, YTO MOYKET CTaTh MPUYUHOU

HapyleHus (GepTUIbHOCTU. Y JKEHIIUH, KOTOpbIE IUIAHUPYIOT OEpPEeMEHHOCTh WJIM MPOXOISAT
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BKJIFOUAS [[EJIEKOKCUO.

4.7. BausiHue Ha CMOCOOHOCTH YNPABJATHL TPAHCIOPTHBIMU CPeACTBAMHM H PadoTaTh €
MeXaHU3MaMHu

Bnusiaue nenekokcn6a Ha CIIOCOOHOCTH BOXKIEHUSI aBTOMOOMIISL M YIIPABJICHHUS MEXaHU3MaMH He
uccnenoBaniocb. HeoOXoauMo coOt0aTh OCTOPOXKHOCTH TPH YIPABICHUH TPAHCIIOPTHBIMU
CpPEeICTBAMU U 3aHATUSX JPYITMMH [OTEHIMAJbHO ONACHBIMU BHUJAMH JI€ATEIbHOCTH,
TpeOYIOIMMH MOBBIIIEHHOW KOHILIEHTPALlUY BHUMAHUS U OBICTPOTHI ICUXOMOTOPHBIX pEaKLUH,
TaK Kak IpernapaT MOXXET BBI3BIBATh FOJIOBOKPYKEHHE M IpyTrue MoOo4HbIe YPPEKThI, KOTOPHIC

MOTYT BJIUATh HA YKa3aHHbIE CIIOCOOHOCTH.

4.8. HexkennaTeibHbIE peakunu

PesroMe HexxenaTeabHbIX PEAKIU

YacToTra pa3BUTHS HEXKEJIATEIBHBIX PEAKIUN KIacCU(UIMPOBAHA COTVIACHO PEKOMEHJIALUSIM
BcemupHnoii opranuzaiuu 3apaBooxpanenus (BO3):

oyeHb yacto > 1/10;

JacTo >1/100, HO < 1/10;
HEYaCTO >1/1000, O < 1/100;
peaxo >1/10000, HO < 1/1000;

oueHb peako < 1/10000;

4acTOTa HEM3BECTHA (HA OCHOBAHUY MMECIOIIMXCS JJAHHBIX OIICHUTh HEBO3MOXKHO).
Hapywenus co cmoponul kposu u aumgamuueckoti cucmemvi:
HEYaCTO — aHEMHUSI,

pPEenKo — TPOMOOIIMTONICHHUSI.

Hapywenus co cmoponwvt ummynnou cucmemol.

PEIKO — aHTMOHEBPOTHYECKU OTEK;

OUEHb PEIKO — OyJIe3HbIE BRICHITAHUS (Oy/UIe3HBINA JEPMATHT).
THcuxuueckue napywenus:

9acTo — OECCOHHMIIA;

HEYacTo — OECIIOKONMCTBO, COHJINBOCTD;

PENKO — CIYTAaHHOCTh CO3HAHUS (TICUX03).

Hapywenus co cmoponvl HepeHoli cucmembi:

YacTO — TOJIOBOKPYKEHUE;

HEYACTO — NOBBINICHUEC MBIIICYHOT'O TOHYCA.
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ot 10.07.2024 Ne 13940

Hapywenus co cmoponvl opeana 3penus:

COOTBETCTBYET 3KCMEPTHOMY OTYETY
(NOCNEOOBATENBHOCTE 0004)

HEYAaCTO — HEYETKOCTh 3PUTEIHLHOTO BOCIPUSITHSI.
Hapywenus co cmoponul opeana cnyxa u rabupunma:
HEYacTo — IIyM B yIIax.

Hapywenus co cmoponvl cepoya:

HEYacTo — OLIYIICHHE CePALICONCHHUS;

CAKO — IIPOSABJICHHA X OHHYECKOM ce ,Z[G‘-IHOﬁ HEOOCTAaTOYHOCTH, apUTMHs, TaxXuKapIus
9 9 b

uH(bapKT MHOKapAa.

Hapywenus co cmoponwl cocyoos:

qaCTo — nepn(bepnqecmxle OTCKH, IMMOBBINICHUC apTCPUAIbBHOTO AABJICHUWA, BKIIOYAd YTAXKCICHUC

TE€UYEHUS apTEPUAIBHON TMIIEPTEH3UH;
HEYaCTO — «IIPUIIUBBIY;

PEAKO — HIIEMHUYECKUH HWHCYJIBT.

Hapywenus co cmoponsl ObixamenbHOU cucmemyl, 0Op2aHos epyOHOU KIemKU U CPeOO0CmeHUsL:

4acTo — OPOHXHUT, Kallellb, CHHYCUT, MH()EKIINU BEPXHUX JbIXaTeIbHbIX MYyTeH;
HeyacTo — ()apuHTUT, PUHHT.

JKenyoouno-xkuweunvie napyueHus:

4acTo — abIOMHUHATIbHAS 00JIb, AHApest, AUCIICTICHS, METEOPU3M, PBOTA;

HevacTo — 3a0oseBaHus 3y00B (MOCTIKCTPAKIIMOHHBIN TYHOUKOBBIN aJIbBEOJINT);
pEeNKO — s13Ba JKEMy/Ka U ABEHAIIATUIIEPCTHON KUILKH, U3bsI3BICHUE MUIIEBOAA;
OUYEHb peNIKO — nephoparyst KUILICUHUKA, TAHKPEATUT.

Hapywenus co cmopoHul neuenu u sH#ceniesbleo0auux nymei.

HEYaCTO — TIOBBIIIGHWE AaKTUBHOCTU  «IIC€UYEHOYHBIX» (epMeHTOB (B TOM
ananuHamuHoTpaHcpepassl (AJIT) u acnapratamunorpancdepasst (ACT)).
Hapywenus co cmopoHbvl KodicU U NOOKOMCHBIX MKAHEI.:

9acTo — KOXHBIH 3y (B TOM YHCIIEe TEHEPATM30BAHHBIN ), KOXKHAS CHIITb;

HEYacTo — KParuBHUIA, SKXHMO3HI;

PEIKO — aJIOTEeIHsL.

Hapywenus co cmoponbl nouex u Mo4esbleo0Auux nymei.

9acTo — MH()EKIINU MOYEBBIX ITyTeH.

Obwue HapyweHusi u peaxkyuu 8 mecne 66€0eHUs.:

YHUCIIC

HCYACTO — TrHIICPUYYBCTBUTCIIBHOCTD, PpI/IHHOHOI[O6HLII71 CUHAPOM, CJ'Iy‘-I&fIHLIC TpaBMbI, OTCK JIUIIA.

14




COOTBETCTEYET JKCMNEPTHOMY OTUYETY
ot 10 ':I__E':IE-i Mz 'IZ_ _
HexenarenbHbple peakiiiu, BHISBICHHBIC B l'IOCTMaDKeTI/I]'*lI;I(I)']IS:ED—(I %gén%ﬁg%bl OCTb 0004)

Hapywenus co cmoporvl UMMYHHOU CUCTEMbL:

OYCHb PENIKO — aHA(DUIAKTHYECKHE PEAKIIHU.

Ilcuxuueckue napywenus:

PENKO — raJUTIOLIMHALIUY.

Hapywenus co cmoponul HepeHoU cucmembl:

OUYEHb PEJIKO — KPOBOM3IUSHUS B T'OJIOBHOM MO3I, aCENTHUUECKUNH MEHUHIUT, OTEPS BKYCOBBIX
OLIYUIEHUH, TOTePsl OOOHSAHUS.

Hapywenus co cmoponsl opeana 3penus:

HEYacTO — KOHbIOHKTUBUT.

Hapywenus co cmoponsl cocy0os.

OUYEHb PEJIKO — BaCKYJIHT.

Hapywenus co cmoponul Ovixamenvhotl cucmemsl, 0p2anog 2pyOHOU KIemKU U CPeOOCHEeHUsL:
penKo — TpoM003MO0IHSI TIETOYHON apTepuH, THEBMOHUT.

Kenyoouno-kuweunvle napyuienus:

PENKO — JKEIYAOYHO-KUILIEYHbIE KPOBOTEUEHUS.

Hapywenus co cmoponuvl neuenu u scenuegulo0Auux nymei.

PEIKO — renaTur;

OUYEHb PEJIKO — MEYEHOYHAs] HeIOCTATOYHOCTh, (yJIbMUHAHTHBIA Ie€NaTUT, HEKPO3 MEYEHH (CM.
pasznen 4.4, nonpasnen «BausHue Ha QYHKLHUIO TEYEHU»), XOJIECTa3, X0JIECTATUUECKUN I'eraTuT,
KENTyXa.

Hapywenus co cmopoHbl KOJCU 4 NOOKOHCHBIX MKAHE.

peaxo — peakuuu (poTOUyBCTBUTEIBHOCTH;

oueHb peako — cuHApoM CruBeHca-/[koHCOHa, MyJIbTH(GOpPMHAs 3pUTEMA, TOKCHUYECKUN
AMUJIEPMANIbHBIM HEKPOJIU3, JIEKAPCTBEHHAS CHIIIb B COUETAHUU C S03MHOGMINEH U CUCTEMHBIMU
cumntoMamu (DRESS wnu cuHapoM rumnepyyBCTBUTEIBHOCTH), OCTPBIA TI'e€HEpaTM30BaHHbII
9K3aHTEMATO3HBIN MyCcTyJse3, SKCHOIUATUBHBIN JepMaTHUT.

Hapywenus co cmoponbl nouex u Mo4esbleo0Auux nymei.

pelKo — ocTpasi MoYeyHasi HeJIOCTaTOYHOCTh (cM. pasaen 4.4, nonpasnen «BnusHue Ha QyHKIHIO
MOYEK»), TUIIOHATPUEMUS;

OYEHb pEOKO — TYOYJIOMHTEPCTULIHMAIbHBIA HEPPUT, HEPPOTHUECKUH CHHAPOM, OOJIe3Hb
MUHUMAaJIbHBIX U3MEHEHU.

Hapywenus co cmoponuvl penpooyKmugHot cucmembvl U MOJIOYHbIX JiCee3:

PENKO — HAPYIIEHUE MEHCTPYAIbHOIO LIUKJIA;

YacTOTa HEU3BECTHA™ — CHIDKEHHE (PEPTUIILHOCTH Y KEHITNH (cM. pasnen 4.6).
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 10.07.2024 N= 13940

(MOCNEODBATENBEHOCTE 0004)

Obwue HapywieHus: u peakyuu 8 mecne 66e0eH

HEYacTo — 00JIb B TPYAHOM KIIETKE.
*KeHmuHbl, MIaHupyoNe 0EpEeMEHHOCTh, MCKIIIOYAUCh U3 HCCIEIOBAHUSA, TIOITOMY UX HE

YUYUTBIBAJIA IIPH IOACYETE YaACTOTHI BCTPEYACMOCTH PECAKIIHUHU.

COOGH.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo cooOmarb 0 10J03pPEBAEMBIX HEXKENATENbHBIX pEaKUUsAX II0CJIE€ PErucTpaluu
JICKapCTBEHHOT'O Tpernapara ¢ 1ebi0 00ecredeHrs HelpepbIBHOIO MOHUTOPUHTA COOTHOIICHUS
«I0JIb3a — PHUCK» JIEKAPCTBEHHOIO Mpemnapara. MeaunuHCKUM pabOTHUKAM pPEKOMEHIYEeTCs
coo0mare O JIOOBIX MOJO3PEBAEMBIX HEKENIATENBbHBIX PEAaKIHIX JICKApPCTBEHHOTO IIperapara
Yyepe3 HAIMOHAIBHBIE CUCTEMBI COOOMICHUS O HEKENATENbHBIX PEAKIUAX TOCYAapCTB-YICHOB
EBpaszuiickoro 3KOHOMHYECKOT0 COI03a.

Poccuiickas ®@enepanus

®denepanbHas ciayx0a mo Haa30py B cdepe 3apaBooxpanenus (Poczapasuanzop)

Anpec: 109012, r. Mocksa, CriaBsiHCKasl III0OIIaab, 1. 4, ctp. 1

Tenedon: 8 (800) 550 99 03

OnexkTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B uHGOpPMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHEeT»:

https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CumMnToMbI

Knuauueckuii onmpIT TEpPeno3UpOBKH OrpaHuyeH. be3 KIMHUYECKH 3HAYUMBIX TMOOOYHBIX
3¢ (HeKToB MPUMEHSIIUCh OAHOKpaTHBIE 1036l 10 1200 Mr 1 MHOTOKpaTHbIe 10361 10 1200 Mr B 2

IIpYEMa B CYTKH.

Jleuenne

[Tpu momo3peHuu Ha MepeIo3UPOBKY HEOOXOAUMO O0ECTIEUNTh MPOBEICHUE COOTBETCTBYIOIICH
nojaepKuBaroieit repanun. [IpeanonoxuTenbHo quanu3 He sBiseTcs dQPEeKTUBHBIM METOJIOM
BBIBCIICHU A HeHeKOKCI/I6a n3 KpOBI/I n3-3a BBICOKOP'I CTCIICHU CBSI3BIBAHUS npenapaTa C 6eJ'IKaMI/I

IJ1a3Mbl KPOBH.
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ot 10.07.2024 N= 1.
5. DPAPMAKOJIOTMYECKHE CBOVICTBA (NOCNEROBATENLHOCTE 0004)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

5.1. ®apmakoauHaAMHYeCKHe CBOICTBA

®apMakoTEpaneBTUUECKAsT TPYIIA: [POTUBOBOCHAIUTEIBHBIE M  NPOTHBOPEBMATHYECKHE
npenaparbl, HECTEPOUIHbIE MPOTUBOBOCIAIUTEIbHBIE M IPOTUBOPEBMATUYECKHE IPENaparhl;
KOKCHOBI.

Kon ATX: MO1AHO1

Mexanuswm aeiictBus U hapMakoauHaMmuueckue dhheKThI

[lenekokcu® o6sajaeT MPOTHUBOBOCHANIUTEIbHBIM, 00€300JIMBAIOIIUM U >KapPOMOHIKAIOIIUM
neiictBueMm, OJ0Kupyst 00pazoBaHUE BOCIAUTENBHBIX pocTarianauHoB (Pg) B ocHoBHOM 3a cuer
unruouposanus [{OI-2. Uunykuus [{OI'-2 mpoucxoauT B OTBET HA BOCIAJICHUE M MPUBOIUT K
CHUHTE3Y U HaKOIUICHUIO TPOCTarjIaHANHOB, B ocoOeHHOocTH npoctarianauna E; (PgE»), npu stom
MPOUCXOJUT YCUJICHUE MPOSIBICHUN BocmalieHus (0TeK u 0oinb). B TepameBTHuUecKux n03ax y
YeNoBeKa LEeIeKOKCUO 3HauMMO He MHruoupyer nukiookcurenasy-1 (L{OI'-1) u He okasbiBaeT
BIIMSIHUSI HA MPOCTAarjaHAUMHBI, CUHTE3UpyeMble B pe3ynbrare aktuBauuu L[OI'-1, a Takxke He
OKa3bIBaeT BJIMSHUS HAa HOpPMajbHBIE (PU3MOJOTHUYECKHE Tporecchl, cBsizaHHbie ¢ LOI-1 n
MPOTEKAIOIINE B TKAHX, U TIPEXkKIE BCETO B TKAHSX KeNy/Ka, KUIIEYHUKA U TPOMOOILIUTaX.
Bausnue na ¢pynxyuro novex

[lenexokcubd cHukaeT BbIBeneHUEe ¢ Mouoit PgE> u 6-xero-PgF (MerabonuTta mpocTanukinga),
HO HE BJIMSAET Ha CBHIBOPOTOUHYIO KOHIEHTpaluio TpoMmOokcaHa B: W BbIBeieHHE ¢ MOYOMH
11-neruaporpombokcana B, merabonura Tpombokcana (06a — npoayktsl L{OI'-1). Llenexokcu6
HE BBI3BIBAET CHIDKEHUS CKOPOCTU KI1yO0oukoBoi (umbTpaiinu (CK®) y moKXUIIBIX MalluEHTOB U
NAlMEHTOB C XPOHMYECKON MOYEUHOH HENO0CTaTOUYHOCTHIO, TPAH3UTOPHO CHUYKAECT BBIBEJCHHE
HaTpus. Y MalMEeHTOB C apTPUTOM HaOIr0JaeMasl 4acToTa pa3BUTHs NepudepruvecKux OTEKOB,
apTepHallbHON TUIEPTEH3MH M CEpACYHOM HENOCTAaTOYHOCTH CpaBHHUMAa C TaKOBOM Ha (QoHe
npreMa HeceleKTUBHbIX HHruoutopoB L{OI', koTopeie 0061a1a10T HTHTHOUPYIOIIEH aKTHBHOCTHIO
B otHomeHun [[OI-1 u IIOI'-2. HaumbGonee BwipakeH naHHBIH S(P¢ekT ObLT y TMalMeHTOB,
MOJIYYaIOLMX TEepaIruio JAUypeTukamMu. TeM He MeHee, HE OTMEYajoCh YBEIWYEHHs] 4acTOTHI
CIy4aeB TOBBIIICHUS] APTEPUATBHOTO JIaBJICHUS W PA3BUTHUS CEPACUYHONM HEAOCTATOYHOCTH, a

HCpI/I(I)CpI/I‘-ICCKI/IG OTEKH OBLIH JICTKOH CTEIEHH TSKECTU U MpoOXOoaAUJIN CaMOCTOATCIIBHO.

5.2. ®DapmakoKHMHeTHYECKHE CBOMCTBA

AOGcopbuus

[Ipu mnpueMe HaTOmIaK IIENIEKOKCHO XOPOIIO BCACHIBAETCS, JOCTUTAas MaKCUMaIbHON
KoHIIeHTpauu (Cmax) B TIa3Me KpOBH NpUMEpHO 4yepe3 2 — 3 yaca. Cmax B TUTa3Me KPOBH TIOCIIC

npuema 200 mr — 705 ar/mii. AGcontoTHas OMOOCTYITHOCTH Tpenapara He ucciaeaoBanach. Cmax
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 10.07 2024 M= 1.

U Iomans 1ojJ  (HapMaKOKMHETHYECKONW KpUBOM 'U(KOH!(%Q{*BEH‘ 'E{EJ_II: HBpeMz'»"l - ("Z{UC)

NpUOIU3UTENBHO NPONOPLMOHAIBHBI IPUHATON 103€ B 1uamna3zoHe 103 A0 200 Mr 2 pa3a B CyTKH;
Ipy MPUMEHEHUH IieJieKokcrOa B 0Oojiee BBICOKMX J/103aX CTENEeHb MOBBIIECHUS Cmax 1 AUC

IMPOUCXOAUT MCHEC ITPOIIOPLHUOHATIBHO.

Pacnopenenenne

Cesi3p ¢ Oenkamu IJIa3Mbl KPOBU HE 3aBUCUT OT KOHLIEHTPAIMM U COCTAaBIsLeT Okojo 97 %,
[EJICKOKCUO HE CBSA3BIBACTCS C OJPUTPOLUTAMH KpoBH. lLlenekokcuO mpoHHMKaeT uepes

reMaTodHIehaTunIecCKuil Oapbep.

Buorpancdhopmariusa

[{enexokcu® MeTaboONMU3UPYETCs B MEUCHH MyTeM THAPOKCHUIMPOBAHUS, OKUCICHHS U YaCTUYHO
[IIIOKYpOHUPOBaHUS. MeTaboa13M B OCHOBHOM MPOTEKAET C y4acTHeM n30(epMeHTa IUTOXpoma
P450 CYP2C9 (cm. pazgen 4.5). MetabonuTsl, OOHapyKHBaeMbIe B KPOBH, (DapMaKOIOTHIECKU
He akTuBHBI B oTHOmIeHuu [{OI'-1 u [JOI'-2. AktuBHOCTh IuToXpoma P450 CYP2C9 cumxena y
MAIUEHTOB C TEHETUYECKUM MOJIUMOPPHU3MOM, TaKUM Kak roMo3urotHeii mo CYP2C9*3

nonuMop(du3M, KOTOPBIH BeIeT K yMEHbIIEHUIO 3P(EKTUBHOCTH SH3UMOB.

DIMMUHALIUA

[lenexokcn® merabonu3upyeTcsi B ITEYEHM, BBIBOJUTCS 4Yepe3 KHUIIEUHUK WU TOYKH B BHJIE
meTaboauToB (57 % u 27 % cooTBETCTBEHHO), MeHee 1 % NMPUHATOHN 10361 — B HEM3MEHEHHOM
Buje. [Ipu moBTopHOM nprMeHeHuu nepuos nonysbiBeaeHus (T12) coctaBnser 8 — 12 yacos, a
KkinupeHc coctaBiger okosno 500 wu/muH. [Ipy HOBTOPHOM NPUMEHEHHWH pPaBHOBECHBIE
KOHIIGHTpallul B IUIa3M€ KPOBM JOCTUTalOTCd K S5-mMy JHIO. BapuaOGenbHOCTH OCHOBHBIX
papmakokunernaeckux napameTpoB (AUC, Cmax, T112) cocTabnser okono 30 %. Cpexnuit 06bem
pacrpeziesieHus: B paBHOBECHOM COCTOSTHUM paBeH npumepHo 500 11/70 Kr y MOJOJBIX 310pPOBBIX

B3POCJIBIX MAIUCHTOB, YTO YKA3bIBACT HAa HIMPOKOC pacCIpCaACICHUC HCHCKOKCI/I6a B TKaHAIX.

BausHue npuemMa Ouimm

[Tpuem nenexokcudba BMecTe C )KUPHOU MUIIeH yBenuuuBaeT BpeMs JOCTHKEHUS Cmax TPUMEPHO

Ha 4 Jaca ¥ TIOBBIIIAET MTOJTHOE BcachiBaHue mpuMepHo Ha 20 %.

IToyeyHas HEJOCTATOYHOCTh

VY TanueHToB MOXMUIOTO Bo3pacTa co cHumkeHneM CK® >65 mm/mun/1,73 M?, cBA3aHHBIM C

BO3PACTHBIMH M3MeHEHHAMH, U y mamueHToB ¢ CK®, pasmoit 35 — 60 mi/mumn/1,73 M2
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ot 10.07.2024 Nz 13940
(HaC B HOCTH O304
(dhapMakOKMHETHKA IIeJIeKokcnOa He u3MeHsetncs. He %H@%%@TC&E%HWBEHLIOH'%%H3H

COOTBETCTBYET ZKCNEPTHOMY OTUETY

MEXIy coaepaHUueM cbIBOpoToyHOro kpeatuHuHa (uiaum KK) u xnmpeHcoM nenekoxcuoa.
[Ipenmnonaraercs, 4T0 HaJIM4YME MOYEHYHON HENOCTATOYHOCTU TSDKEJIOM CTENEHU HE BIIMAET Ha
KJIMPEHC LEJIEKOKCHOa, IIOCKOJIbKY OCHOBHOM IYTh €r0 BBIBEACHUS — IIPEBpAILEHHE B IIEUYCHH B

HEaKTHUBHBIE META0OIUTEI.

IIeueHouHas HEAOCTATOYHOCTD

Konnenrpanus nenekokcubda B mia3Me KpoBH Y MAIMEHTOB C IMEYEHOYHOW HEIOCTaTOYHOCTHIO
JIETKOM CTeneHu TsbkecTH (Kinacc A o kinaccudukanuu Yanna-11610) He3HaYMTEIIBHO H3MEHSETCS.
VY nanueHToB C MEYEHOYHOM HEIOCTAaTOYHOCTBIO CPEeIHEW cTerneHu TskecTu (kinacc B mo
kinaccupukanuu  Yaiin-I1pr0) KOHIEHTpamusi IEJIEKOKcHOa B IUIa3Me€ KPOBH  MOJKET

YBCIUMYNUBATHCA IIOUYTHU B 2 pasa.

JInna moyKuJioro Bo3pacra

VY nanuenToB crapiie 65 neT otmedaercs yBennuyeHue B 1,5 — 2 pasza cpeqHux 3HaueHUH Cmax,
AUC nenekokcu0a, 4ro B OOiblIeH CTeneHH OOYCIOBIEHO M3MEHEHHEM MacChl Tela, a He
BO3pacTOM (y MaLlMEHTOB ITOXKUIIOr0 BO3pacTa, Kak MpaBuilo, Habmo1aeTcs 0oiee HU3Kas cpeiHss
Macca Teja, 4eM y JIAL 0oJjiee MOJIOZOTO BO3pacTa, B CHIIy 4Ero y HUX IPU MPOUYUX PaBHBIX
YCIOBUSX JOCTUTAIOTCSI O0Jiee BBICOKHME KOHIIEHTpauuu Iesnekokcuba). Ilo Toit e mpuunHe y
HOXKWIBIX >KEHIIMH OOBIYHO OTMedaeTcsi 0ojiee BBICOKAs KOHIEHTpalus Ipernapara B IUia3Me
KPOBH, YeM Y MOXKUIIBIX MY>KUHH. YKa3aHHbIE 0COOCHHOCTH (hapMaKOKMHETUKH, KaK MPaBUIIO, HE
TpeOYIOT KOPPEKINHU J03bl. TeM He MeHee, Y TOKUJIBIX MallMeHTOB ¢ Maccou Tena Huxe 50 Kr

CJICAYCT HAUYMHATD JICHCHHUE C MHUHHMAaJIbHOU pCKOMCHHOBaHHOI\/JI JO3bI.

Paca
VYV npencraButeneit HerpouaHoit pacel AUC nenexkokcnba nmpumepHo Ha 40 % BeImIe, 4eM y

eBpOHeﬁHeB. HpI/IIII/IHI)I 1 KIIMHHUYCCKOC 3HAYCHUEC 3TOT'O q)aKTa HEHU3BCCTHHI.

6. PAPMAIIEBTUYECKHWE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

Henexkoxkcn0-BEPTEKC, 100 mMr, Karcyisl

JlakT03B1 MOHOTHIpAT
Hatpust naypuncynbdar
IMoBunmoun K-30

Kpockapmenno3a Hatpus
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Maruus creapat
Kancynvt meepovie sceramunogule:
Turana quokcug

Kematun

Henekokcud6-BEPTEKC, 200 Mr, kancyisl

=

LA

TEETCTEYET 3KCNEPTHOMY OTUYETY
ot 10.07.2024 N2 13340
(MOCNEOOBATENEHOCTL 0004)

JlakTOo3BI MOHOTHIPAT

Hatpus naypuicynbdar

IMoBunou K-30

Kpockapmenno3za Harpus

Marnus creapar

Kancynwvr meepovie scenamunogule:
Twurana nuokcun

Kpacurenp xene3a OkCHJT KENTHIA

Kenatun

6.2. HecoBMecTHMOCTEL

He npumennmo.

6.3. Cpok romHocTH (CPOK XpaHeHHs1)

2 rona.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHI/ITB B 3allIUIICHHOM OT CB€TAa MECTC IIPU TEMIICPATYPEC HE BBILIC 25 °C.

6.5. Xapakrep u coaepkaHue NEPBUYHON YIIAKOBKH

10 xancyn B KOHTYpHOW SYEMKOBOW YNMAaKOBKE W3 IUIEHKH MOJIMBUHUIXJIOPUAHON U (OJIBIH

ATIOMUHUEBOMN.

10, 50 nnm 100 karcyn B 6aHKe U3 MOJUATUICHA BHICOKOH MUIOTHOCTH, YKYTIOPEHHON KPBIIIKOM

W3 MOJHATHIICHA BRICOKOM IIIOTHOCTH.

1,2,3,4, 5 umn 10 KOHTYpHBIX STYEUKOBBIX yIMakoBOK o 10 karcyn win ojgHa 0aHKa BMECTE ¢

JIMCTKOM-BKJIAJIBIIIIEM B ITAYKE U3 KApPTOHA.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 10.07.2024 N= 13940

6.6. OcoOble Mepbl NPeETOCTOPOKHOCT npn'nl%ﬁm&gﬁﬂﬁﬂ%ﬁfﬁbaﬁﬁﬁ {oro

JIEKAPCTBCHHOI'0 nmpemnapara HJIHA 0TX0/10B, MOJYYCHHBIX mnmocJjie NMPUMEHECHUSA
JIEKAPCTBCHHOI'0 Ipemapara, 1 Apyrue MaHMIyJJAluu ¢ nmpemnaparomM

Het ocoObIx TpeOOBaHMH K yTHIIM3AIUH.

7. AEPXKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Poccus

AO «BEPTEKC»

Anpec: 197350, r. Cankr-IletepOypr, lopora B Kamenky, a. 62, 1ut. A
Tenedon: 8 (800) 2000 305

Anpec 3IeKTPOHHOM MOYTHI: vertex@vertex.spb.ru

7.1. IlpeacTaBUTEb J€pPKATE/IsI PETHCTPALMOHHOTO Y10CTOBEPEHUS

[Iperen3uu norpeduTeNe HAOPABIATE 110 aAPECY:

Poccus

AO «BEPTEKC»

Anpec: 197350, r. Cankt-IlerepOypr, Jlopora B Kamenky, a. 62, nut. A
Tenedon: 8 (800) 2000 305

Anpec anekTpoHHOM nouTkl: pharmacovigilance@vertex.spb.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. TATA NMEPBUYHOM PEIMCTPAIIMM (IIOJATBEPXKJIEHHS PETHCTPAIIWH,
INEPEPETUCTPALINN)

JlaTa nepBUYHON PErUCTPALIMHN:

10. JATA IEPECMOTPA TEKCTA

OOmast xapaktepucTuka JjekapcTBeHHoro mnpenapara llenekokcu6-BEPTEKC noctynmHa Ha
MHPOPMALIMOHHOM TmopTrane EBpa3suilckoro 5KOHOMHYECKOTrO COK3a B HH(GOPMAIMOHHO-

KOMMYHUKaIMOHHOU ceTn HTepHeT https://eec.eaeunion.org.
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