COOTBETCTBYET 3KCINEPTHOMY OTHETY

ot 03.04 2026 N= 6855

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHHOTO PENAPATA- = U005

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA
enebpekc, 100 mr, Karcys

Lenebpexc, 200 Mr, Karcysl

2. KAUECTBEHHbBIN U KOJIMYECTBEHHBIN COCTAB
JlelicTBy1OIIIEE BEUIECTBO: IIEICKOKCHO.

Llenebpekc, 100 Mr, Karicyisl

Kaxnas xancyna cogepxut 100 Mr nenekokcuoa.

Leneopekc, 200 Mr, Karcyibl

Kaxnas xancyna cogepxut 200 Mr neinekokcuoa.

BemectBa, Hammume KOTOPBIX HAJO0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO Iperapara: HaTpHs
naypuiacynbdar, KpocKapMmeuio3a HaTpusi, JIaKT03a, 3TaHOJI W NPONHJICHIVIMKONb (B COCTaBe
YEPHHMII).

[TonHbIi IepevYeHb BCIIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Kancynbr.

Leneopekc, 100 Mr, Karcyisl

TBepaas xenaTuHOBAs KarcyJsa (coaepxarias rpanyssaT 0eoro wim noutu 6emnoro 1eera). Ha 6enom
HEMpO3pavyHOM KOpITyce KaIlCyJIbl HaHeceHa rosry0as rmojioca ¢ MapkupoBkoit 6enbiM «100», Ha 6enoi
HENpO3payHOM KpBIIIEUKE KarcyJbl HaHECeHa royydasl mojioca ¢ MapKHpPOBKOH OenbiM «7767».
Kaxxnas romry0ast mosoca He 10 KOHIIA OMOSICHIBAET KaTCyoy.

Leneopekc, 200 Mr, Karcyisl

TBepnas »kenaTuHoBas Karcya (coaepikaliasi [panyJiaT 0enoro Uik nout o6enoro seta). Ha 6enom
HEMpO3pavyHOM KOPITyCe KaICyJbl HAHECEHA KeJTas [10J10ca ¢ MApKUpOBKOil 6enbiM «200», Ha Gernoi
HENpPO3payHOM KpBIIIEUKE KallCyJibl HAaHECEHa JKENTasl IMojioca ¢ MapKUPOBKOW OenbiM «7767».

Ka)K,Z[aSI JKEJITasd MoJioCca HE 1O KOHIA OITOACBHIBACT KAIICYITY.

4. KIMHUYECKHUE JAHHBIE

4.1. IToxazaHus1 K NPUMEHEHHUIO

JlexapcTBennsiii nipenapar llenmeOpexc mpuMeHsIeTCs MO CISAYIONTUM TOKa3aHHUsIM y B3POCIBIX B
BO3pacTe oT 18 nert:

e Cumnromartuueckoe JedeHue ocreoaptputa (OA), peBmatougHoro aptputa (PA) u

ankwiosupytomero cnonamiuTa (AC);
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e boneoit cunapom (6onu B CiMHE, KOCTHO-MBILIEYHEIE, nocnéOn% [IAOHHBIC U_ApPyrie BUJbI

6omn);

e JledyeHue NepBUYHON TUCMEHOPEH.

4.2. Pesxum 103MpOBaHus U cNIOCO0 NPMMEHEeHHUs

[TockoabKy pUCK BO3MOXXHBIX OCJIOKHEHUN CO CTOPOHBI cepaedHo-cocyauctoir cuctembl (CCC)
MO3KET BO3PacTaTh C yBEJIMYCHUEM JI03bI U ITPOJOIKUTEILHOCTH prueMa npenapara Llenedpekc, ero
CIIEAyeT MPHUMEHSATh MUHUMAIBFHO BO3MOXHBIM KOPOTKHM KYpPCOM B MUHUMAJIBHO 3(PPEKTHBHOM
7103€ mpenapara.

PexxuM 103upoBaHusa

Cumnmomamuueckoe jieueHue ocmeoapmpuma

PexomennoBanHas no3a coctasiser 200 Mr B cyTkH 3a 1 wiu 2 npuema.

Cumnmomamuueckoe jieueHue peemamouoHo20 apmpuma

PexomennoBannas no3a nenexkokcu6da coctasisger 100 unu 200 Mr 2 pasza B CyTKHU.
Cumnmomamuueckoe eyeHue aHKUI03Upyouie2o CHOHOUIUMA

PexoMennoBanHas no3a nenexokcu6da cocrabnsger 200 mMr B cyTku 3a 1 unu 2 mpuema. Y HEKOTOPBIX
MarueHToB oTMeueHa 3ppextuBHOCTh npuMeHeHust 400 Mr B cyTkH (3a | wim 2 mpuema).

Jleuenue bonesoeo cunopoma

PekoMennioBaHHas HavanpHas n103a Iesnekokcuba coctaBisier 400 Mr, ¢ mocieayrooluM, IpU
HE0OXOIUMOCTH, TPUEMOM JOMOIHUTENBHOM 10361 B 200 Mr, B TIepBBId JeHb. B mocneayromye n1Hu
pexomMeHoBaHHas 103a coctapmsieT 200 Mr 2 pasza B CyTKH, 0 HEOOXOAMUMOCTH.

Jleuenue nepsuunoii oucmeHnopeu

PekoMennoBaHHas HavanmpHas a03a Ienekokcuba coctaBisier 400 Mr, ¢ MOCHEAYIOIIUM, MPU
HEO0OXOIMMOCTH, IPUEMOM JOTOTHUTEIBHOM 10361 B 200 Mr, B epBbIi JeHb. B mocneayromme 1o
pexomeHoBaHHas 103a coctapisieT 200 Mr 2 pasza B CyTKH, 0 HEOOXOAMUMOCTH.

Meonennwvie memabonuzamoper CYP2C9

[leneOpekc crneayeT ¢ OCTOPOKHOCTHIO MPHUMEHATh Yy MAIMEHTOB, SIBISIFOIIMXCS MEIJICHHBIMU
MeTabo0JIn3aTOPAMHU WJTU C TTOJJ03PEHUEM Ha TAKOE COCTOsTHME (HA OCHOBAHUH JIAHHBIX aHAMHE3a UJTN
ombiTa TpuMeHeHus: Apyrux cyocrpatoB CYP2CY9). V Takux mamueHTOB CIeAyeT pacCMOTPETh
CHUKEHUE HavyaabHOMI PEKOMEHI0BaHHOM JI03bI npenapara BJIBOE
(cm. paznmensr 4.5 u 5.2).

Oco0nie T'PYIIIBI TAITWMCHTOB

Habﬂ/leHWlbl nooaicun0co so3pacma
OOBIYHO KOPpPCKUOHUH JO3bI HE TpeGyeTc;I. OI[HaKO Y NanucHTOB C Maccoi Tena MeHbIe 50 Kr JeueHue

Jy4Yli€ HaYMHAaTh C MUHHUMAaIbEHOH peKOMeHJIOBaHHOfI JO3BbI.
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VY naiueHToB ¢ JIETKOU U CPeAHEN CTETEHBIO TSKECTH MOYSCUHON HEI0CTATOUHOCTH KOPPEKIIUH JT03bI
He Tpebyercsa. OmpiTa NPUMEHEHUS TMpenapara Yy MNAUEHTOB C TSDKEJIOW MOYCYHOU
HEJO0CTAaTOYHOCTHIO HET (cM. pazzen 4.4).

llayuenmul ¢ neuenouHou HEOOCMAMOYHOCMbIO

Y manueHToB ¢ JICTKOM CTENEHBI0 TSHKECTH TEYCHOYHOM HEJAO0CTaTOYHOCTH (Kimacc A 1o
knaccudukanuu Yaina-ITe0) koppekuuu 10361 He TpeOyeTCsl.

VY nanueHToB € MEYEHOYHOM HEJAOCTAaTOYHOCThIO CpelHed cTeneHu TskecTH (kimacce b mo
kinaccudukanuu Yaitna-I1e10), mpy Ha3HaUYESHUHU 110 TTOKa3aHusAM PA u jnedeHune 60JIeBOro CHHApOMaA
ClielyeT CHU3UTh HAYaJIbHYI0 PEKOMEHJOBAHHYIO J03y MpernapaTta BiaBoe. OrmbiTa TpUMEHEHUs
npernapata y MAlUMEHTOB C TSKEJIOM CTENEHbI0 IEYEHOUHOH HenocTaroyHocTH (xiacc C 1o
kinaccudukanuu Yaina-I1er0) Het (cM. pazaen 4.4).

Oonoepemennoe npumenerue ¢ QayKoHa3010Mm

[Tpu ogHOBpeMeHHOM pUMeHEeHNH (urykoHasouna (uHruourop modepmenta CYP2C9) u nmpenapara
LleneOpekc cieayeT CHU3WTh HAYaJIbHYI0 PEKOMEHIOBAaHHYIO 103y mpemnapara Basoe. Criemyer
COOMIONATh OCTOPOXKHOCTH MPH OJHOBPEMEHHOM MPUMEHEHHH C JPYTMMH HWHTHOUTOpaMu
uzopepmenta CYP2C9 (cm. pazgen 4.5).

Cooco0 nmpuMeHeHunst

Jlst mpreMa BHYTpb.

KaHCYJ'IBI CJICAYCT MPUHUMATh HE3aBUCUMO OT IIpUCMa IMHUIIH, 3alluBasd BOJOM.

4.3. [IporuBonoKa3zanusi

e [ UnepuyBCTBUTENBHOCTh K IEJIEKOKCHOYy WM K JII0OOMY M3 BCIOMOTaTENbHBIX BEIIECTB,
NEePEYUCIIEHHBIX B pa3zzene 6.1;

e lI3BecTHas MOBBILIEHHAS! YyBCTBUTEIBHOCTD K CyJIb(OHAMUIAM;

e [losHOE WM HETIOJIHOE cOYeTaHne OPOHXUATBHON aCTMBbI, PEIIUANBUPYIOIIETO MOJINI03a HOCA U
OKOJIOHOCOBBIX Ma3yX M HENEePeHOCHMOCTH aleTHJICATUIMIOBOM KHUCIOTHl WIN APYTUX
HECTEPOUIHBIX MPOTUBOBOCHANUTENbHBIX TpenapaTtoB (HIIBII), Bkitovas apyrue nHruHOUTOPHI
rukiookcureHassl-2 (LJOI'-2) (B Tom umciie B aHaMHE3e);

e [lepuon nocie npoBeaeHUs ONEepalliid Aa0PTOKOPOHAPHOTO IIYHTHUPOBAHMSI;

e AKTHBHBIE DpPO3UBHO-S3BEHHBIC  IOPAXKEHUS  CIM3UCTOM  OOOJOYKM  KemyJaKka WM
JBEHAAIIATUIIEPCTHON KUILIKH, WU S3BEHHAs O0JIE3Hb jKeNy/IKa U ABEHAIUAaTUIEPCTHON KUIIKU
B CTaJJH 00OCTPEHUS WU JKETYJ0YHO-KUIIEYHOE KPOBOTEUEHHE;

e BocnanmurenbHble 3a0oseBaHust KulnedHuka (Oone3nb KpoHa, s3BeHHBIH KOIUT) B (ase

obocTpeHus;
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Hulo-Mopkckoii kapanonoruueckoii accormauuu [NYHA]);

e KimHMYeCKH MOATBEPKIACHHAS HIIeMUYecKas O0JIe3Hb cepla, 3a00IeBaHus epu(pepruuecKux
apTepuil u epeOpoBacKysipHbIe 3200JI€BaHMUS B BRIPAXKCHHOMN CTaIUu;

e ['eMopparu4eckuii HHCYJIbT;

e (CybapaxHougalbHOE KPOBOU3IHIHHUE,

e bepeMeHHOCTH U MEpUOJI TPYIHOTO BCKapMiiMBaHus (cM. pazzen 4.6);

e Tspkenas meyeHOYHask HEJOCTATOYHOCTD (OIBIT IPUMEHEHHS OTCYTCTBYET);

e Tsmkenmass modeyHas HemoctaTouyHocTh (knupeHc kpeatuHuHa [KK] menee 30 mu/muH),
IIPOrPECCUPYIOLINE 3aboseBaHus MOYeK, MOATBEPKICHHAS TUTNIEPKATUEMUS
(OTIBIT IPUMEHEHUS OTCYTCTBYET);

e Bospact 10 18 neT (onbIT NpUMEHEHUs! OTCYTCTBYET).

4.4. OcoOble yka3aHUs U MePbI PEI0CTOPOKHOCTH NIPH IPUMEHEHUH

Oco0ble yKa3zaHus

[Ipenapar L{eneOpekc, yunThIBas kapOMOHIKAIOIIECE ACHCTBUE, MOKET CHU3UThH TUATHOCTUUYECKYIO
3HAYUMOCTb TAaKOTO CUMIITOMA, KaK JTUXOPaJKa, ¥ MOBIHUITh HA AUAarHOCTUKY MHPekun. Creayer
n30eraTb OJJHOBPEMEHHOI'O MpUMeHeHusl mesekokcuoa u HIIBII, He comepxamiux aclupuH.

BausHne Ha CEpACYHO-COCYIMCTYIO CHCTEMY

[{enexokcn®O MOXKET yBETUYMBATH PHUCK CEPbE3HBIX OcNoXHEHUH co ctopoHbl CCC, Takux Kak
TpoMO0ooOpa3oBaHue, UH(MAPKT MHOKapJa U HMHCYJIbT, KOTOPblE MOTYT NPHUBECTH K JIETAIbHOMY
ucxony. Jnsa Bcex HIIBII xapakTtepeH puck BO3HUKHOBEHUS ocioxHeHHH co ctopoHbl CCC. Puck
BO3HUKHOBEHHUS 3TUX peakluil MOKET BO3pacTarh € J030{ U JUINTEIbHOCTBIO MpHEMa IMpenapara.
OTHOCHTENbHOE YBEIMUYEHHE 3TOTO PUCKA Y MAI[MEHTOB, O KOTOPBIX U3BECTHO, YTO y HUX MMEETCS
cepaedHo-cocynucrtoe 3aboneBanue (CC3) wnmm  daktopsl pucka Bo3HuUKHOBeHuss CC3,
MO-BUAMMOMY, Takoe >K€, KaKk y HalueHToB, y KoTopbix HeT CC3 u ¢akTopoB pHCKa HUX
BO3HUKHOBEHHA. OnHako abcomoTHas yactoTa Bo3HMKHOBeHHMs CC3 y mHalMeHToB, O KOTOPBIX
U3BECTHO, yTo y HUX umeerca CC3 mnu daktopsl pucka Bo3HUKHOBeHUSI CC3, MOXKET ObITh BBILIE
M3-3a TOT0, YTO OHA Y HUX ObLJIa BBIIIE B HCXOJJHOM COCTOSHUU. UTOOBI CHU3UTH PUCK BOZHUKHOBEHUS
3THX peaklyid, y MaluMeHTOB NpUHHMaroUMX mnpenapar Llenebpekc, ero cienyer NpUMEHSTb B
MUHUMAJIBHBIX 3()PEKTUBHBIX 103aX 1 MUHUMAJIbHO BO3MOXKHBIM KOPOTKHM KypcoM. Jleuamuii Bpau
U MalMeHT JO0JDKHBI UMETh B BHUJIy BO3MOXKHOCTh BO3HHMKHOBEHMSI TAaKMX OCJOXHEHHH Jaxe MpH
OTCYTCTBHM paHee M3BECTHbIX cuMnToMOB HapyuieHus QyHkuuu CCC. I[ManueHTsl JOMKHBI OBITH
NpOoMH(GOPMHUPOBAHBI O MpHU3HAKaX U cUMOTOMax HeratuBHoro BosxeicTBus Ha CCC u o Mmepax,

KOTOpBIE CIIEYET NPEANPUHATD B Cllydae UX BOSHUKHOBEHHUS (CM. pazzen 5.1).
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HIIBII (cenektuBHbIX nHTHOUTOPOB L{OI-2) mytst tedenust 60JI€BOro CHHAPOMA Y MAIMEHTOB TIOCTE
ofepaluu aopTO-KOPOHAPHOTO IIYHTUpOBaHUA B miepBbie 10-14 nHEil BO3MOXXHO MOBBIIICHHE
4acTOThl HH(APKTOB MUOKap/Aa U HApYIICHUH MO3TOBOT0 KpoBooOpaieHus (cm. pazzaen 4.3).

B cBsi3u co cnalpiM feiicTBUEM LeTeKoKcnOa Ha (YHKIUIO TPOMOOLIUTOB, OH HE MOXET SIBISTHCS
3aMEHOU alleTHIICATHITMIIOBON KUCIIOTHI TSl TPOPUITAKTUKY TPOMO0IMOouu. Takxke, B CBS3H C ITHM
HE CJeayeT OTMEHSTh aHTHArperaHTHYIO Tepamuio (HarpuMep, aleTHIICATUIUIOBYIO KUCIOTY) Y
MAIUEHTOB C PUCKOM Pa3BUTHUS TPOMOOIMOOTMUECKUX OCIONKHEHHIH.

Kax u Bce HIIBII, nenexokcu® MOXeT MPUBOAUTH K MOBBIIICHUIO apTEPUAILHOTO JaBJICHUS, YTO
MOXKET CTaTh TaKKe NpUYMHON ocioxHeHuil co cropoHbl CCC. Bee HIIBIIL, B Tom uucne u
LIETIEKOKCHO, Y MAIIIEHTOB C apTEPHAIbHON TUIIEPTEH3UEH JOJKHBI TPUMEHSITHCSA C OCTOPOKHOCTHIO.
HabGmionenne 3a aprepuaibHbIM JABICHHEM JIOJDKHO OCYIIECTBISATHCS B Hayale Tepanuu
L[EJIEKOKCHOOM, a Tak)Ke B TeUEHUE Kypca JiedeHus (cM. pazzaen 5.1).

Biustane Ha sxxenynouno-kumeddsd TpakT (OKKT)

VY manueHToB, NMPUHUMABIIMX IEJIEKOKCHO, HAOMIOJATUCh ciydau nepdopanuu, U3bS3BICHUS U
kpoBoteuenus u3 JXKT. Puck pazButus stux ocnoxxkuenuit ipu nedennu HIIBII nanbosnee BbIcOk y
MOKUIBLIX JroAeH, mamueHToB ¢ CC3, u mamueHToB ¢ TakuMM 3a0oneBanmsMu JKKT kak s3Ba,
KpOBOTEUYEHHE, BOCIAIUTENIbHbIE IPOLECCHl B CTaJuM O0OCTpeHHs] W B aHamHese. Jpyrumu
¢daktopamu pucka paszutus kpooreueHus u3 JKKT sBnsercs ogHOBpeMEHHOE MPUMEHEHHE C
MEepOpaIbHbIMU  TNIIOKOKOPTUKOCTEPOUJAMHU,  AHTUKOAryJIstHTaMH, W aHTHarperaHTamu
(ameTuicanuuiIOBas KUCIOTa), ANUTENbHbIN nepuop Tepanuu HIIBII, kypenwe, ymorpebieHue
aJIKOroJisi. BONBIIMHCTBO CIIOHTaHHBIX COOOILIEHUN O cephe3HbIX MOOOYHBIX 3Pdekrax Ha KKT
OTHOCHJIUCH K MOKUJIBIM U OCIa0JC€HHBIM NaIllUeHTaM.

CoBMECTHOE IPUMEHEHHE C IEPOPATbHLIMIA AaHTUKOATYISHTAMHU

[Tpu ognoBpemernHoM npumenenuu HIIBII ¢ mepopalbHBIME aHTUKOATYJISTHTAMH MTOBBIIIAETCS] PUCK
KpoBoTeueHH. Cremyer CcoOONIOAaTh OCTOPOKHOCTh TPU OJHOBPEMEHHOM TPUMEHEHUH ATHX
npemapaToB.  llepopaidbHble  QHTHKOAUYJSHTHI  BKJIIOYAIOT  BaphapwH, AaHTHKOATYJISTHTHI
KYMapHHOBOTO psifia U TIepopabHble aHTUKOATYJISHTBI IPSIMOTO JICUCTBUS (HAIpUMeEp, anmukcadaH,
naburatpan u puBapokcaban). Coob1anocs 0 cepbe3HbIX (HEKOTOpPhIe U3 HUX ObLTH (aTaabHBIMU)
KPOBOTCUCHHSIX y TMAIMEHTOB, KOTOPHIE TOJYYaJH COMYTCTBYIOIIECE JeUeHHWE BappapHHOM WIIN
AHATOTMYHBIMU CcpeicTBaMH. [10CKOIBKY COOOMAIOCH 00 YBETUYCHUN MTPOTPOMONHOBOTO BpEMEHH!
(MexxayHapogHOro mporpoMOuHOoBOoro Bpemenu [MHO]), To mocine Havana JedeHus Mpernaparom
[leneOpekc wWiIM M3MEHEHHUS €ro M03bl, Yy MAIMEHTOB, OJHOBPEMEHHO IMOJIYYAIOIIUX TEPAIHIo
MEePOPATLHBIMA aHTUKOAryJITHTAMH, JIOJDKHA KOHTPOJUPOBATHCS AHTHKOATYJISTHTHAs aKTHBHOCTH

n/umu MHO (cwm. pazzaen 4.5).
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Kak u IIpUu NPUMCHCHHUHU JPYTUX JICKAPCTBCHHLIX CPCACTB, TOPMO3AINIUX CUHTE3 IIPOCTArJIaHAWUHOB, Y
psija ManMeHToB, MPUHUMAKOIUX npenapat Lenedpeke, MOryT oTMe4aThes 3a/iepiKKa KUAKOCTH U
OTEKH, IMO3TOMY CJEIyeT COOJIONaTh OCTOPOXKHOCTH INPH INMPUMEHEHHH JAHHOTO IperapaTra y
MAlMEHTOB C COCTOSHHSAMH, MPEAPACIONaralolliMi WM YXyAIIAIOMUAMUCS HW3-32 3a/EPXKKH
KHUIKOCTH. [lalMeHTbl C CceplIevyHOM HEeNOCTaTOYHOCThIO B aHAMHE3€e WIM apTepHabHOU
THIEPTEH3MEH JOJDKHBI OBITh TOJ THIATEIbHBIM HaOmogeHueM. llemexokcu® criemyer ¢
OCTOPO’KHOCTBIO ~Ha3HayaTh MalMeHTaM C HapyLNIeHHOW ceplaedHod (yHKIueH, paHee
CYIIECTBOBABIIMMH OTEKaMH MM JAPYTMMH COCTOSIHHUSMH, IPEIPACIIONaralolluMu K 3aJepiKKe
KHUAKOCTHU UJIN ycyry6H$I€MbIMI/I €10, B TOM YHCJIC MAUCHTaM, IPUHUMAOIUM JUYPCTHUKU UJIK NWHBIM
O6p330M IMOABCPIKCHHBIM PHUCKY I'MIIOBOJICMHUH.

BinusuHue Ha d)VHKI_II/IIO IIO4YCK

HIIBII, B ToM umcie U 11e1eKOKCHO, MOTYT OKa3bIBaTh TOKCHUECKOE JeCTBUE HA (DYHKIHUIO ITOYEK.
Bbuto ycTaHOBIIEHO, YTO IIETEKOKCHO He 00jamaer OoJbIIel TOKCHYHOCTBIO 0 CPaBHEHHIO C
apyrumu HIIBII. Ipenapar LleneOpekc cieayeT MpUMEHSTh C OCTOPOKHOCTBIO Y TAIMEHTOB C
HapylleHueM (yHKLIUHU IOYeK, CEpeYHON HEI0CTaTOYHOCThIO, HAapyLIeHHEeM (DYHKIMM MEYEHU U Y
MIO’KUJIBIX NAIMEHTOB. DYHKIMS MOYEK y TAKUX MMAllUEHTOB JOJIKHA TIIATEIbHO KOHTPOIMPOBATHCS
(cm. paznen 4.2).

Cnenyer coOmoaThb OCTOPOXHOCTh NpU NpUMEHEHHH mpenapata lleneOpekc y mMmanueHTOB ¢
aeruaparanueil. B Takux cinyuasx menecooOpa3sHO CHayajla NMPOBECTH perujpaTaluio, a 3aTeM
HauMHaTh Tepamnuto npenaparom LleneOpekc.

Tsokenas moueyHas HEAOCTATOYHOCTD

[Ipy Ha3HaueHHM IeeKOKCcHOa MalMeHTaM C MPOTPECCUPYIONIEH MOUYEYHON HEI0CTaTOYHOCTHIO,
ClIelyeT TIIAaTeIbHO KOHTPOIUPOBATh (PYHKIIUIO MOYEK (CM. pasnen 4.2).

Binusuue Ha d)VHKI_II/IIO NCYCHHU

[Ipenapat lleneOpekc He cienyeT NMPUMEHSATh y MALMEHTOB C HapylleHHWEM (QYHKIUH MEeYeHU
TsoKenoi crenenu Tsokectu (kimace C mo knaccudukanuu Yaina-I1e0). Tlpemapar Llenebpexc
CIIeyeT MPUMEHSTh C OCTOPOKHOCTBIO MTPH JICUCHUH MAIIEHTOB ¢ EUEHOYHON HEeI0CTaTOYHOCTHIO
CpeaHel CTeNeHH TSHKECTH U CHU3UTh HaualbHYI0 PEKOMEHOBAaHHYIO J03y Iperapara BABOE (CM.
paznen 4.2).

B HekoTopbIX ciiydasix Ha oHE mpHreMa LeIeKOKCH0a HaOII01aIiCh TSHKEIbIe PEaKIIMU CO CTOPOHBI
NeYeHH, BKIOYas (QyJIbMUHAHTHBIA renatuT (MHOTZA C JIETAIBHBIM MCXOJOM), HEKPO3 NEeUeHH U
NEYEHOYHass HEIOCTaTOYHOCTh (MHOTJA C JIeTAJbHBIM MCXOJOM WJIM  HEOO0XOAWMOCTBIO
TPaHCIIaHTallun He‘IeHI/I).

[TarueHTHl ¢ CHUMITOMAMH W/WIM NIPU3HAKAMU HApYIIEHUS (QYHKIMH MEYSHU, WK T€ MAlUEHTHI, Y
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THIaTCIIbHBIM Ha6JHOI[CHI/IeM Ha OpCaAMET pa3BUTUSA 0oJIee TKENBIX peaKI_II/Iﬁ CO CTOPOHBI IICUCHU BO
BpeMs JieueHus npenaparom Llenedpexc.

AHa(bI/IJ'IaKTI/I‘ICCKI/Ie pPeaKInn

[Tpu npueme npenapata llenedpekc ObUIH 3aperUCTPUPOBAHBI CITyYand aHA(DHIAKTHICCKUX peaKIui
(cm. paznen 4.3).

CGDB€3HBIC pe€aKknu CO CTOPOHBI KOXXKHBIX ITOKPOBOB

Kpaiine penko npu mpueme LEIeKOKCHOa OTMEYAIUCh CEPhE3HbIC PEaKIUU CO CTOPOHBI KOXKHBIX
MIOKPOBOB, TakWe KaK JIEKapCTBEHHAs peakius ¢ A03MHO(DUINEH M CHUCTEMHBIMH CHUMITOMaMHU
(DRESS-cunnpom), skchonuaTuBHblid AepMatut, cuaapoMm CrtuBeHca-/[>KOHCOHA W TOKCHYECKHI
SMHUIEPMATBHBI HEKPOJIN3, HEKOTOphle M3 HUX ObumM QaTambHBIMH. Takke coolmanock o
¢bukcupoBanHoi gekapcTBeHHOH chinu (DJIC), koTopas MOKET MPOSBIATHCS B BHIE 00JIee TAKEIOTO
BapHaHTa, MU3BECTHOIO KaK reHepalu3oBaHHas OyJuie3Has (DUKCHpOBaHHAs JEKapCTBEHHAs ChHINb
(FB®DJIC), B cBsI3u ¢ MPpUMEHEHUEM IEIEKOKCHOa. PUCK MOSBICHHS TaKUX peakiuii 00ee BBICOK Y
MAIMEHTOB B HaYaJle TEPANNHU, B OOJIBIIMHCTBE OTMEUEHHBIX CIIy4aeB TaKHe peakliyi HAUMHAJIUCh B
nepBeld Mecal Tepanuu. Crenyer mpekpaTUTh npueM mnpenapara lLleneOpexc mpu mosiBICHUU
KOXXHOW  CBIIM, W3MEHEHWH Ha  CIM3HUCTBIX O0OJOYKAX WMIM  JPYrHX  IMPU3HAKOB
TUIEePYYBCTBUTEIbHOCTH.

Tepam/m TTIOKOKOPTHKOCTEPOUIaMHU

HpenapaT Hene6peKc HC MOXCT 3aMCHUTH TINIIOKOKOPTHUKOCTCPOUIbI UIIN IIPUMCEHATHCS B KAa4YCCTBE
Tepalnunu l"JIIOKOKOpTHKOCTCpOHI[HOﬁ HEOOCTATOYHOCTH.

VYraerenne dyukimu nzobepmenta CYP2D6

Bri0 ycTaHoBIEHO, YTO 1EIEKOKCHO SBISETCS YMEpEeHHBIM HHruouTopoM n3odepmenta CYP2D6.
B mepwony Havama TepamuMu  IIEIEKOKCHMOOM  CJE€IyeT CHU3MTh J03y  IIpernaparos,
MeTtabonmmzupytrommxcs nuzohpepmentrom CYP2D6, a mocie okoHUaHUS JIEYEHUS eIEKOKCUOOM 103y
ATUX MPENAPATOB CIEAYET YBEIUUUTD (CM. pazzen 4.5).

BcnomMorarensHble BElIecTBa

JlexapcTBeHHbIH npenapat Llenedpexc coaep KUt 1akTo3y (B BUJE JIAKTO3bI MOHOTHpaTa). JJaHHbBII
JIEKapCTBEHHBIN Ipenapar He CJIeAyeT IpUHUMAaTh MAlUMEHTaM C PEeIKO BCTpedarolencs
HACJIEICTBEHHOW HENMEePEeHOCUMOCThIO TaJIaKTO3bl, JJAKTa3HOMW HEIOCTATOYHOCTHIO WIIM TIIIOKO30-
TaJIaKTO3HOHN MababcopOIuei.

B mnpenapare Llenebpekc nosupoBkamu 100 mMr u 200 mr coxepkutcsi Mmenee | MMoub
(23 mr) Hatpus (B Buie HaTpus Jaypwicyib(ara M KpPOCKapMeUIO3bl HATpHs) Ha Karcydmy.
[TanenTam, NpUAEPKUBAIOIIMMCS HU3KOHATPUEBON TUETHI, MOXKHO COOOIIUTh, YTO TOT IMpenapar

MPAaKTUYCCKU HE COACPIKUT HATPUA.
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MMOPOrOBBIX 3HAUCHUN ) COAEPKUT ITAHOI U MPOIMUIICHTIIUKOIb B COCTABE YCPHHUIL.

4.5. B3aumoneiicTBHe ¢ [PYrHMH J€KAPCTBEHHbIMH TMpenapataMd H Jpyrue BHIbI
B3aUMO/IelCTBUSI

Lenexokcu® MeTaboMU3UpyeTCs MNPEHMYIIECTBEHHO B TICUCHH IOCPEACTBOM IIUTOXPOMOM
P450 (CYP) 2C9. IlamuenTtaM, KOTOpBIE, MCXOJS M3 AaHAMHECTHMUYECKHX JIaHHBIX WA OIbITa
npuMeHeHus apyrux cyocrparoB CYP2C9, sBnstorcs cnabbiMu Merabonuzaropamu CYP2CO,
CIIelyeT Ha3HAuaTh [EJIEKOKCHO C OCTOPOKHOCTHIO, TIOCKOJIBKY M3-32 CHHIKEHUSI META00INYECKOTr0
KIIMpPeHCca y JaHHOW KATerOpUM NAIMEHTOB MOTYT OBITh AHOMAJIBHO BBICOKHE KOHIICHTPAIUH
mpernapara B IUla3Meé KpOBH. PeKOMeHIyeTcsi pacCMOTpeTh BO3MOXXHOCTh Hayajla Tepamnud ¢
MOJIOBUHBI MUHUMAJIBHON PEKOMEHAYEMOM J03bI (CM. pazzeinsl 4.2, 5.2).

OpHoBpeMEeHHOE MpUMEHEeHHe Iiefekokcnba ¢ umHrubutopamu uszopepmenta CYP2C9 wmoxer
MPUBECTH K TIOBBIIICHUIO €ro KOHIIGHTpAallMM B IJIa3Me€ KpOBU. B Takux ciydasx MOKET
MOHAI00UTHCS CHUKEHUE J03bI 1eJIEKOKCHO0a.

OpHoBpeMEeHHOE MPUMEHEeHHE IeNiekokcnba ¢ unaykropamu uzopepmenta CYP2C9, takumu kak
pudamnuyH, kapbamazenu u 6apOoUTypaThl, MOXKET MPUBECTU K CHIDKEHUIO €r0 KOHIICHTPAIlUH B
1a3Me KpoBU. B Takux ciyudasix MOXKeT MOHaI00UThCS MOBBIILIEHUE 103bI LIEJICKOKCHOA.

B xnuHMUYecKUX UccneqoBaHUuIX (PapMaKOKMHETHKU U UCCIIEOBAHUX in Vitro ObUIO OKa3aHO, UYTO
I[ETeKOKCHO XOTS W He saBisgercs cyocrtpatom wu3odepmenta CYP2D6, Ho uHrubGupyer ero
aKTUBHOCTH. [l0ATOMY CyIECTBYeT BEPOSTHOCTH JIEKAPCTBEHHOTO B3aUMOJEHCTBUS in Vivo C
mpemnapaTamu, MeTaboIr3M KOTOPBIX cBsi3aH ¢ uzodepmentom CYP2D6.

BaDd)aDI/IH W ApYTHUC aHTUKOAI'YJIAHTBI

IIpy  OIHOBPEMEHHOM IMpHEME BO3MOKHO  yBEJIMYEHHUE  NPOTPOMOMHOBOIO  BpPEMEHU
(cm. paznen 4.4).

DyKOoHAa30JI, KETOKOHA30J1

ITpu onHoBpemeHHOM npuMeHeHnH 200 Mr uiyKoHa30J1a OJUH pa3 B CyTKH OTMEYAeTCs yBEIMUEHUE
KOHIEHTpAlUU IleJleKokcnba B Iiia3Me KpoBH B 2 pa3a. Takod >(¢eKkT CBA3aH C yrHETEHHEM
MeTabomm3ma 1enekokcuba  ¢uaykoHazonmom uepe3 um3odepment CYP2C9. [lanmentawm,
npuHuMaomuM  ¢aykoHazon  (marmOutop um3odepmenta CYP2C9), cnemyer CHU3UTH
PEKOMEHJIOBaHHYIO 103y Ilesiekokcuba BaBoe (cm. pasmen 4.2). Kerokonazon (MHTuOuUTOp
n3opepmenta CYP3A4) He oka3blBaeT KIMHMYECKH 3HayuMmoro sddexra Ha MeTabOIM3M
LeJIeKOKCHOa.

JexcTpoMeTophad 1 METOIPOJION

br11o YCTAHOBJICHO, YTO IIPU OAHOBPCMCHHOM IMPUMCHCHUU LIeJ'IeKOI(CI/I6a B J103¢€ 200 Mr B CYTKH,
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mzopepmernra CYP2D6) B 2,6 u 1,5 paza, cooTBeTCTBEHHO. Takoe MOBBINICHUE KOHIICHTPAIIHA
CBSI3aHO C HMHTHOMpoBaHWEM MeTabomm3ma cybctparoB m3odepmenta CYP2D6 uenekokcubom
MTOCPEICTBOM HMHTHOUPOBaHUS aKTUBHOCTHU caMoro nu3odpepmernta CYP2D6. B ¢Bsi3u ¢ 3TUM B 1epro
Hayajia Tepanuu IEIeKOKCHOOM ClleyeT CHU3UTH J103y MpenaparoB, SBJSAIOMIMXCA cyOcTparamu
nzopepmenta CYP2D6, a mociie OKOHYaHWMSI JICUSHUS [IETICKOKCUOOM JT03Yy 3THUX MIPEMapaToB CIEAyeT
yBenu4uTh (cM. pazzaen 4.4).

MeroTpekcar

He ormeuanoch (apMakOKMHETHYECKMX KIMHMYECKH 3HAYMMbBIX B3aUMOJCHCTBUI Mexay
LEJIEKOKCUOOM U METOTPEKCATOM.

I'mImoTeH3MBHEBIC Iperaparbl, BKJIOYasd I/IHFI/I6I/ITODI)I AHT'MOTCH3MHITPEBPAIIAIOIICTO d)eDMeHTa

(AIl®) / amraronwcrtsl adruoreHsuHa Il (wim  OJIOKAaTOpHl AHTMOTEH3MHOBLIX DELEHNTOPOB),

AUYPCTHUKH U 66Ta—a,I[DeHO6HOKaTODLI

WNurubupoBanue CHHTE3a MPOCTATJIAHMHOB MOXET CHU3UTH 3PPEKT rUIIOTEH3UBHBIX MTPEIIApaToOB, B
TOM umnciae HHruOuTOpoB AIID n/mnm 6J10KaTOPOB aHTMOTEH3MHOBBIX PEICNITOPOB, AUYPETHKOB H
0eTa-aIpeHO0J0KATOPOB. DTO B3aMMOJCHCTBHUE JOJDKHO TNPHHMMAThCS BO BHHUMAaHHUE TIPH
MPUMEHECHUH  LIEJIEKOKCHOa CcoBMeCTHO ¢  wuHruOutopamu All® w/wnm  GaokaTopamu
AQHTHOTCH3WHOBBIX PEIENTOPOB, TUYPETHKAMU B OeTa-aIpeHOOIOKATOpaMHU.

VY MOXUIBIX MallMEHTOB, OO0E3BOKEHHBIX (B TOM YHCIIC Y MAIMEHTOB, MOJYYAIOIINX TEPaInio
IUYPETHUKAMHU) WM y MAlMeHTOB C HapylleHHeM (YHKIUHU MOYeK, OJHOBPEMEHHOE MpPUMEHEHUE
HIIBII, Bxmrouast cenexktuBHble MHTUOUTOpHl L[OI'-2, ¢ muruburopamu AIID, anTaroHucramu
aurnoten3uHa Il m auyperukamu, MOXKET MPUBOAUTH K YXYAIIEHUIO (YHKIMH TIOYEK, BKIIOUAs
BO3MOJKHYIO OCTPYIO IMOYEUHYIO0 HEA0CTaTOYHOCTh. OOBIYHO HaHHBIC 2P deKThl 00paTuMbl. B cBsi3n
C 9TUM, CIIeZlyeT COOII0AATh OCTOPOKHOCTh MIPH OJTHOBPEMEHHOM IPUMEHEHHUH 3THUX Mpenaparos. B
TaKMX CIy4asx Ieecoo0pa3HO CHaydajda MPOBECTH PErujparaiyio, a 3aTeéM HadyMHATh TEpParuio
npenapatroM Ilenebpekc. Kpome Toro, cnemyer paccMOTpeTb BO3MOXKHOCTh TMPOBEICHUS
MOHUTOPUHTa (PYHKIIMU TOYEK B Hayalle Tepaliud W TEPHOJUYECKA BO BPEMS OJHOBPEMEHHOTO
MIPUMEHEHUS MTpEenapaToB.

Pe3yabTaThl MCClI€A0OBAHMS JIM3UMHOIIPUIIA

B 28-mHeBHOM WHCClIEIOBaHMM MAIMEHTOB C AapTepUalbHOM rumepreHsuer 1 m 2 crenenwy,
MOJTyYaOIIUX IO 3TOMY HOBOJY JIM3UHOMPUJI, OBIJIO YCTAHOBJIEHO, UTO OJTHOBPEMEHHOE TPUMEHEHNE
nesekokcu6a B 1o3e 200 Mr /1Ba pa3a B CyTKHU HE MIPUBOAMIIO K KITUHUUYECKH 3HAUUMOMY YBEJIMYEHUIO
CPEAHEro CUCTOJIMYECKOTO MIIM JAMACTOJIMYECKOro JIaBjieHus (YCTAaHOBJEHO MO pe3ysbTaraMm 24-
4aCcOBOI'0 MOHUTOPHHIA apTEPUAIBHOTO JaBJIEHUs), 10 CPAaBHEHHUIO C Iu1ane6o. Cpenn ManueHToBs,

MOJTY4aIouX 1eekokcuo B mo3e 200 Mr 1Ba pa3a B CyTkH, y 48 % U3 HUX HE OBIJIO OTMEYEHO OTBETA
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JMACTOJIMYECKOT0 JaBieHus 6oaee 90 MM. pT. CT. WM MOBBIIIEHUE TUACTOINYECKOIO 1aBJIEHUS Ha
10 % 1o cpaBHEHUIO C UICXOTHBIM YPOBHEM), 10 CPABHEHUIO C MAI[IEHTAMH, TIOTYYaBIINMH TUI1ale60
(B 9T0i1 rpyIIe He ObLIO OTMEUeHO oTBeTa y 27 % NalleHToB).

[{nKII0CIOpUH

VYuuteiBas, yto HIIBII oka3blBarOT BIMsSHHME HA IIOYEYHBIM CUHTE3 IIPOCTAIJIaHINHOB, OHU MOIYT
MOBBINIATh PUCK  Pa3BUTUS  HEPPOTOKCHYHOCTH TMPH OJHOBPEMEHHOM IPHMEHEHHH C
LUKJIOCTIOPHHOM.

[Inyperuku

W3zBectHsie panee HIIBII y HEKOTOPBIX MAallMEHTOB MOTYT CHM)KaTh HaTpuilypeTndeckuil 3¢ ekt
dbypocemuia U THA3UIOB 32 CUET CHIDKEHHS MOYEYHOTO CHHTE3a MPOCTArJIaHAWHOB, 3TO CIIEAYET
UMETb B BUAY IPU NPUMEHEHUH LIEIEKOKCHOa.

IlepopanibHbIC KOHTPALICITHUBEI

He ormedanoch KIMHWYECKH 3HAYUMOTO BIMSHHA Ha ()apMAaKOKWHETHKY KOHTPAICITUBHON
komOuHarwu (1 Mr HOPITUCTEPOH / 35 MKT 3THHHIIACTPAINON).

Jlutuii

IIpu coBMecTHOM IIpue€Me JHUTUS U IeJeKOKcHO0a y 370pOBBIX J0OpPOBOJIBLIEB OTMEYAIOCh
MOBBIIIEHUE KOHIICHTPALMH JUTHS B IJIa3Me KpoBU mpumepHo Ha 17 %. [anmenTsl, momyyaronme
TEPaIuIo JTUTHEM, JOJDKHBI HAXOAUTHCS O] THIATEIBHBIM HAOIIOIEHUEM TIPU MTpHEMe WIIH OTMEHE
LIEJIEKOKCHOA.

Acnupux

Llenekokcn® HE BIMSET HA AaHTHATPETAHTHOE JICHCTBHE AlETHIICAIUIIMIOBOW  KHCIIOTHI,
MPUHUMAaeMON B HU3KUX J03ax (cM. pasnen 4.4). llenekokcud obGmamaer ciabbiM JeHCTBUEM Ha
(GYHKIHIO TPOMOOIIMTOB, TOTOMY €r0 HENb3sl pacCMaTpUBaTh KaK 3aMEHY alleTUJICATIMIMIOBOM
KHUCJIOTHI, TpUMeHseMoit s npodunaktuku CC3.

Jpyrue npenaparsbl

He oTmeuanoch KIMHUYECKM 3HAYMMBIX B3aWMOJEUCTBUN MEXAY LEIEKOKCMOOM W aHTalUIaMu
(amroMHHMIA- ¥ MarHuii-cojiepikaiiue mpenapaTsl), oMernpas3oioM, riubeHknamuaom (I'mubypun),
(EHUTOMHOM MJIH TOJIOYTaMHIOM.

VY 3nopoBeix g06poBosiblieB HIIBII He oka3piBatoT BiusiHUS Ha (papMaKOKUHETUKY AUTOKCUHA. TeM
HE MEHee, MpPHU OJHOBPEMEHHOM NPHUMEHEHHWU JUTOKCHMHAa M HWHAOMeTallMHa U uOyrnpodeHna y
MAIMEHTOB OTMEUYAJIOCh TOBBIIIEHHE KOHIIEHTPAIIMK JUTOKCHHA B IJIa3Me KPOBU. ITO HEOOXOIMMO
IIPUHMMATh BO BHHUMAHUE TIPU OJHOBPEMEHHOM IIPUMEHEHUM C JPYTUMH IIpenapaTramu,
MOBBIIIAIOIINMH KOHIIEHTPALIMIO IUTOKCHHA B 11a3Me KpoBH. Het nndopmannu o B3auMoieicTBUN

IeJeKoKcrOa W JuUrokcuHa. YuuThiBas npyrue d¢ddextsr menekokcndba Ha CCC, crmemyer ¢

10
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TIIATCIIBHO KOHTPOJIMPOBATH MoOOYHBIE pCaKknuu.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTALMS

bepemeHnHOCTh

[Tpumenenue npemnapata llenedbpexc mpoTUBOMOKA3aHO BO BpeMsi OEPEeMEHHOCTH.

OTCYTCTBYIOT JOCTATOYHBIC JaHHBIC IO MPUMEHEHHIO IICJIEKOKCHOa y OCpEeMEHHBIX J>KCHIIWH.
UccnenoBanus Ha >KMBOTHBIX BBISABUJIM PENPOAYKTUBHYIO TOKCHYHOCTb. [lOTEHLIMANBHBIA PUCK
npuMeHeHus npernapata LleneOpekc Bo BpeMs OepeMEHHOCTH HE YCTaHOBJICH, HO HE MOXET OBITh
HUCKJIIOYCH.

Ilenekokcnd, Kak © JApyrue TMpenaparbl, OTHOCSIIHUECS K TpyNIe HWHTHOUTOPOB CHHTE3a
MPOCTarjaHANHOB, MPU MPHUEME BO BpeMsi OEPEMEHHOCTH MOXKET BBI3BIBATHh CJIA0OCTh COKpAICHUI
MATKH{ U NMPEKIECBPEMEHHOE 3aKPBITUE APTEPUATIBHOTO MIPOTOKA.

NHrnbupoBaHue CUHTE3a MPOCTArJIaHIMHOB MOXKET OTPHIATEIIBHO CKa3aThbCs Ha OCPEMEHHOCTH.
JlaHHBIE BNHUAEMUOJIOTUYECKUX MCCIEAOBAHUM CBUJIETEIBCTBYIOT O IIOBBIIIEHHOM PHCKE
CaMOTIPOM3BOJIBHOTO TIPEphIBaHUS OCPEMEHHOCTH TIOC]Ie NPUMEHEHHS WHTHOMTOPOB CHHTE3a
MPOCTarjJaHANHOB Ha PAaHHUX CPOKaxX OEPEMEHHOCTH. bbUIO MOKa3aHO, YTO Y KUBOTHBIX BBEJICHHE
MHTHOUTOPOB CHHTE3a MPOCTAIVIAHJUHOB MPUBOJUT K YBEIWYCHHIO 4YAaCTOTHI MPEPHIBAHUS
OCPEMEHHOCTH JI0 | ITOCJIC HMILUTAHTAIIHH.

[Tpu nmpumenenuu Bo II-III Tpumectpe 6epemennoctu HIIBII moryT cipoBounpoBaTh HapylleHHE
(GYHKIIUU TIOYEK Y MJI0]1a, YTO MOXKET MPUBECTH K YMEHBIIEHUIO 00beMa aMHUOTHYECKON KHUIKOCTH
WJIM B TSDKENBIX CIy4YasX K MAJTIOBOJUIO.

JlakTanus

[Ipuem npemnapata lleneOpexc MpOTUBOMOKA3aH B MEPUO TPYIHOTO BCKAPMIIMBAHUSI B CBSI3U C
BO3MOYXHBIM Pa3BUTHEM HEXKEJIATEIbHBIX PEaKIUi y BCKapMINBAEMOTO peOeHKa.

HccnenoBanuss Ha Kpbicax T[OKa3alld, YTO LEJIEKOKCUO TPOHHKAET B TPYAHOE MOJOKO B
KOHIICHTPAIIUSX, COMOCTAaBUMBIX C KOHIEHTpalusMu B Iwia3me. [Ipu Ha3HaueHHH IIelIeKOKCHOa
KOPMSIIIUM JKEHIIMHAM, ObUIO MOKa3aHO, YTO Mpenapar MPOHHUKAET B IPYJHOE MOJIOKO B OYEHb
HU3KUAX KOHIIEHTPAIHIX.

DepTHabHOCTD

Ucxons n3 mexanusma paeiictBus, npumenenne HIIBII, B Tom umcne u menexkokcnba, MOXKET
OTCPOYUTH WJIM TPEIOTBPATUTH Pa3pblB (OJUTHKYJIOB B SUYHHKAX, YTO MOXKET OBITH MPUUMHON
00paTuMOTOo OeCIIoNNs y HEKOTOPBIX KEHIIMH. Y KEHIITUH, UCTIBITBIBAIONITUX TPYIHOCTH C 3a4aTHEM
WU TIPOXOSIIMX OOCJEeNOBaHMS Ha OecIuiofue, CIEeIyeT PacCMOTPETh BO3MOXHOCTh OTMEHBI

HIIBII, Bxiro4ast 1eaeKokcuo.

11
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MeXaHHU3MaMH

Bnusiaue nenexkokcnba Ha CIOCOOHOCTh YIPABIATh TPAHCHOPTHBIMH CPEACTBAMU M MEXaHW3MaMHU
He uccienoBaochk. OJHaKO, OCHOBBIBAACH HA (papMaKoJMHAMUYECKHUX CBOMCTBaX M 00111eM rpoduiie
0€30MacHOCTH, MpPEJCTaBIsAeTCd MaJOBEpOSTHBIM, 4TO mpenapar lLleneOpexc oka3blBaeT Takoe
BIIUSIHUE.

Onnako HEOOXOAMMO COOIOIATh OCTOPOXKHOCTD MPHU YIPABICHUU TPAHCIIOPTHBIMH CPEICTBAMU H
3aHATUAX APYTMMH NOTEHIMAIbHO ONACHBIMM BUAAMU JI€ATEIILHOCTH, TPEOYIOIMMH MOBBIIIEHHON
KOHIIEHTPALMU BHUMAaHUS U ObICTPOTHI ICUXOMOTOPHBIX PEAKLMH, TAK KaK IIpernapaT MOXKeT BbI3BaTh
TOJIOBOKPY)KEHHE U JApyrue 1moOouHbie 3(PQeKTbl, KOTOpPbIE MOTYT BIHATh Ha YKa3aHHBIC

CIHOCOOHOCTH.

4.8. HexkestaTeibHbIE peakuuu

TabnuaHoe PE3FOME HEXKEIIATSIbHBIX PEaKIIHi

B tabnuue 1 npeacraBieHbl HEXeNaTeNlbHbIE peakluu Mo cucteMHo-opranHbiM kiaccam (COK) u
gactore. BHYyTpH KaXk[10i 4aCTOTHOH TPYIIIBI HEXeNaTeIbHbIE PEaKIIUU PACIIONATAIOTCS B MOPSIKE
yObIBaHHS BBIpaKEHHOCTH. YacToTa pa3BUTHUs OIpeneseTcs Kak: odeHb yacto (> 1/10), gacto (>
1/100, o < 1/10), Hewacto ( > 1/1 000, Ho < 1/100) u pexnko ( > 1/10 000, Ho < 1/1 000), oueHb peaKo
(< 1/10 000) u yacToTa HeM3BecTHA (HA OCHOBAaHUYU UMEIOIIMXCS JaHHBIX OIIEHUTh HEBO3MOXKHO). B
pamMKax KakJIOW TpyNIbl, BBIAEICHHON IO 4YacTOTe, HEKelaTelbHbIC SBICHUS MPEICTABICHBI B
MOPSIIKE YMEHBIICHUS CEPhE3HOCTH.

Tabnuua 1. HexenatensHble peakiuu 1o COK 1 yactoTe BOSHUKHOBEHUS

Cuctremuo- | Oyennb Yacto HeuacTo Penxo QOuens | YacrtoT
OpraHHbIIi gyacto | (or=1/100 1o | (or=>1/1000 10 | (ot =1/10 000 10 peaxo a
KJ1ace =1/10) <1/10) <1/100) <1/1 000) (<1/10 000) |Heu3Bec
THa
Hapywenns [epudepuyeck «IIpunuBey, IIposiBnenue
CO CTOpOHBI He OTEKH, OIIyIICHUE XPOHUYECKOU
cepaua MIOBBILLICHHUE cepAueOneHus cepaedHon
apTepUaILHOTO HEJ0CTaTOYHOCTH
JIABIICHMS, , APUTMHUSI,
BKITIOYast TaxuKap s,
yTsSKeTeHHEe WIIEMHUYECKUH
TE4YEHUs HWHCYNBT U
apTepHaIbHOM UHapKT
THIIEPTEH3UH MHUOKapJia
Kemnynouno- AbnomuHanpHa |3aboneBanus 3yooB| SI3Ba xenynka u |[lepdopamms
KHIICYHEIC s 00J1b, uapesi, | (MOCTIKCTPAKIIUOH | IBEHAILATHIIEPCT | KUIICYHUKA,
HapyLIeHus JUCTICTICHUSL, | HBIH JTYHOUKOBBIN HOW KHUIIKH, MaHKpeaTUT
METEOPU3M, aTbBEOJINT) H3bSI3BIICHUE
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CucremMHO-
OpraHHbIi
KJ1ace

OueHb
4acTo
(=1/10)

Yacro
(ot >1/100 1o
<1/10)

Heuacto

ST s Y

(ot >1/1 000 no
<1/100)

(ot >1/10 000 o
<1/1 000)

penko
(<1/10 000)

HEHU3BEC
THa

pBOTa

MMHIIEBOIA

Hapymenns
CO CTOPOHBI
HEpPBHOMU
CUCTEMBI

I'onoBokpyxeH
ne, 0ECCOHHMIIA

becnokoiicTBo,
MTOBEIIIICHUE
MBIIIIEYHOT'O
TOHYCA,
COHJIUBOCTD

CryTaHHOCTh
CO3HAHUS
(cuxo3)

Hapymenns
CO CTOpOHBI
HOYeK u
MOUEBBIBOJIS
IUX MyTei

WNndexnus
MOYEBBIX IIyTEeH

Hapyuienus
CO CTOpOHBI
JBIXaTEIbHO
W CHCTEMBI,
OpraHoB
TpyAHOI
KIIETKU u
CpeIOoCTEeHUs

Bpouxur,
Kallelb,
CHHYCHT,
UHQEKIHN
BEPXHHX
JBIXaTENbHBIX
nyTei

DapUHTUT, PUHUAT

Hapyuienus
CO CTOpOHBI
KOXH u
MOJIKOKHBIX
TKaHeu

Koxwnsrit 3yn (B
TOM YHCJIC
TeHepaIN30BaHH
BIif), KOJKHas
CBIITb

Kpanusuua,
3KXHUMO3bI

Aronenus

Hapyuienus
CO CTOpOHBI
KpPOBHU u
muMmdaTraec
KO CHUCTEMBI

Anemus

TpomboruTonieHn
Pl

Hapyuenus
CO CTOpOHBI
UMMYHHOMU
CUCTEMBI

AHTHOHEBPOTHYE
CKUI OTEK

Bynnesnsie
BBICBHITIAHUS
(Oysute3HbIf
JIEpMaTHT)

Hapywenns

CO CTOpOHBI
opraHa ciyxa
1 JIAOUpUHTA

[ym B ymax

Hapymenus
CO CTOpOHBI
oprasa
3peHus

HeuerkocTth
3pUTEITHHOTO
BOCIIPHUATHS

Hapyuenns

CO CTOpOHBI
MEYEeHU u
JKETYEBBIBO

IloBbImieHME
aKTHUBHOCTH
«IIEUCHOYHBIX)
(dbepMeHTOB (B TOM

13




COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 03.04 2026 N= 6855

Cucremno- | Ouenn Yacro Heuacro Penro' =-"" Ogent, '~ [Uatror|”’
OpraHHbIii yacto | (0or=>1/100 0 | (oT=>1/1000 10 |(oT=>1/10 000 10 peako a
KJIacC =1/10) <1/10) <1/100) <1/1 000) (<1/10 000) |Heu3BeC
THA
SIIUX MyTEH quUCJie
ATAaHMHAMUHOTPAHC
(hepasel u
acmapTaTaMHHOTpA
Hchepassl)
OO0mme I'umepuyBcTBUTETH
HapYIICHUS HOCTb,
U PEaKiyH B TPHIIIONOA00HBIH
MecTe CUHJIPOM,
BBEJICHUS CITy4aifHbIC
TPaBMBbI, OTEK JIUIA
CTH

B ocHOBHOM HEXeIaTeIbHBIE pCaKknuun, 3apCruCTpUpPOBAHHLIC B KIIFOYCBOM UCCIICAOBAHUHA HA JACTAX,

ObUIM  aHAJOTHYHBI TEM, 4qTo Ha6J'IIOI[aJ'II/ICI> IIanMuCHTOB C

y

(cm. tabmuna 1). Psag HexenaTenbHBIX pEaklMii, HE TMEPEYUCICHHBIX B Tabmuie 1, Obumn

B3POCIIBIX apTpUTOM
KJIacCU(UIIUPOBAHbI HCCIEAOBATEISIMI KaK BO3MOXKHO CBSI3aHHBIE C JIEYCHHEM LIETIEKOKCHOOM:
ronoBHass 001b (11,3%, oueHr wacto), obocTpeHue remarypuu (cooOmanocs 00 000CTpeHun
rematypuu, 0,6%, peako) u actMa [l TaNMEHT C YCTAaHOBJICHHBIM JUArHO30M «acTMa» TIpH
BKIItOUeHuU B uccienoBanue] (0,6%, He xapaktepHo). B Teuenue 12-HenenbHOTO ABOWHOTO CIETOT0O
MCCIIeIOBaHM HE OBLII0O OTMEYEHO HETAaTUBHOTO BIIHSHUS I[eeKOKCHOa B 103aX 3 MI/KT U 6 MI/KT [1Ba
pasa B IeHb Ha POCT ¥ pa3BUTHE JIETEH 110 CPABHEHHIO C HAIIPOKCEHOM.

[To6ounBIe Y DEKTHI, BEIIBIEHHBIE B IIOCTMAPKETHHTOBBIX HAOIOIEHUSIX

HecmoTps Ha TO, 4TO 3TH peakiiy ObLTN BHISIBICHBI B X0/I€ MOCTMAPKETUHTOBBIX HA0IIOICHUH, OHU
oueHb yacto (= 1/10),

(> 1/100, Ho < 1/10), Hewacto (> 1/1 000, Ho < 1/100) 1 peaxo (> 1/10 000, Ho < 1/1 000), oueHs

ObLIH pacnpeaciicHbl IO YacCcTOTC CJICAYIOIIUM 06pa30M: qacTo

peako (<1/10 000), ygactroTa HEW3BECTHAa - HEBO3MOXHO OIEHWTh YacTOTy Ha OCHOBaHUU

UMCIOIINXCA NJaHHBIX.
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Tabmuma 2. Hexemarenbnbie peaknuu 1o COK 1

MMOCTMAPKETUHI'OBBIX Ha6JHOI[eHI/ISIX

-
L

L

OTEETCTEYET 3KCTNEPTHOMY OTYETY

~ = 5
-} 1

ot 03.04 2026 N= 6855

b uacrotd Hosmiirieim, Chbislcniig}

-

B

CucremMHo- Ouenb | Yacto | Heuacro Peaxo Ouensb peaxo (<1/10 000) | Heussect
OpraHHbIi 4acTo (oT > (oT > (o> HO
KJ1ace =1/10) | 1/100 1/1 000 1/10 000 (HeBO3MO
no no Ao JKHO
<1/10) | <1/100) | <1/1 000) YCTaHOBH
Th 110
HMeIINM
sl
JaQHHbIM)
Hapyienns
CO CTOpPOHBI AHadunakTHYECKHe
MMMYHHOI peakuu
CUCTEMBI
Hapyuienus
CO CTOpOHBI Tanmonm KpoBouznusuus B
HEPBHOI Haluu TCOJIOBHOM MO3T,
CUCTEMBI acenTHYeCKUH MEHUHTHT,
NOTEPsI BKYCOBBIX
OILLYLICHUH, TOTEPSI
00OHAHUS
Hapyuienus Konsronk
CO CTOpPOHBI TUBHUT
oprasa
3peHus
Hapyuienus Backynur
CO CTOpPOHBI
COCYJIOB
Hapymenus Tpom603
CO CTOPOHBI MO0
JIBIXaTeJIbHO JIETOYHON
i cucTembl, aprepuu,
OpraHoB MTHEBMOH
TpyaHOMI UT
KIIETKH u
CPEIOCTEHUs
Kemymnouno- Kenmynou
KHILIEYHbIE HO-
HapyIICHUS KHIICYHbBI
e
KpOBOTEY
eHUs
Hapymenus I'ematut [Teuenounas
CO CTOPOHBI HEZ0CTaTOYHOCTD,
MEYEeHN u (GyIbMUHAHTHBIN TENIATHUT,
YKETICBBIBO HEKpO3 MeYEHU (CM.
SIIUX TyTen paszen 4.4, noapasnen
«Brnusiaue Ha QyHKINIO
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
1 04 207 CORR

o1 03.04 2025 M= B85k

OO0 Ba I ENEROCTe 0005)
tkdertyy, xoeetaz, BT VUV
XOJIECTATUYECKHM
TEMaTHT, JKENTyXa.
Hapymenns Peaxnuu Cungpom CTHuBeHca- I'enepanus
CO CTOpPOHBI ¢dorouysc JIKOHCOHa, OBaHHas
KOXKH u TBUTENBH | MHOroOpMHas spuTeMa, | Oyiie3Has
MOIKOXKHBIX OCTH TOKCHUYECKHN ¢bukcupona
TKaHel SMUIEPMAIIbHBIN HHast
HEKpOJIIN3, JIEKAPCTBEHHAs | JIEKapCTBE
CBINIb B COYETAHUU C HHas CBIIb
303uHOUITHEH 1 (I'bDJIC),
CUCTEMHBIMU ¢ukcupona
cumrromamu (DRESS HHas
WM CUHAPOM JIEKapCTBE
TUIEPYYBCTBUTEILHOCTH), | HHAsl CHIIb
OCTpBIH (DJIC)
TeHepaln30BaHHbIN
3K3aHTEMaTO3HBIN
IIyCTYJIE3,
9KC(HOTMATUBHBIN
JIEPMATUT
Hapymenns Octpass | TyOynouHTEpCTUIHATBHBI
CO CTOpPOHBI MoYeYHas i Hedpur,
MOYEK u HEeIoCTaT | He(PPOTUUECKUI CHHIPOM,
MOUEBBIBOJIS OYHOCTh 00J1e3Hb MUHUMAIILHBIX
X MyTei (cm. W3MEHEHUH
paszen
4.4,
rnoapasue
b)
«Bnusgan
€ Ha
(byHKIHIO
ITOYEK»),
TUIIOHATP
neMus
Hapymenus Hapywen CHuxenue
CO CTOpPOHBI ne (bepTHIIEHO
PENPOIYKTHB MEHCTpya CTH Y
HOW CHUCTEMBI JIBHOTO JKEHIIUH
A MOJIOYHBIX IHKJIa (cm.
Keles paznen
4.6) 7
Oo0me Boims B
HapylIeHHs TpyAHOR
U peaxkiuu B KJIETKE
MecTe
BBEJICHUS

t >K6HHII/IHBI, IIAaHUPYIOINUEC 6epeMeHHOCTI), HUCKIIIOYAJIUCh M3 HCCICAOBAHHA, IMMOOTOMY HX HE

YUUTBIBAJIA IPHU NOACYETE YaCTOTBI BCTPCHACMOCTU PCAKIINU.
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 03.04.2026 Nz 6855
(MOCNEQQBATENEHOCTE 0005)

COO6HI€HI/I€ 0 IMOA03PEBACMBIX HEXKECIATCIbHBIX PCAKIIMAX

BaxxHo co0o0mIaTh 0 mo03pEBACMBIX HEKETATEILHBIX PEAKIUIX MOCTIEe PErUCTPAINH JICKAPCTBEHHOTO
mpernapara ¢ IeNbl0 00eCTIeYeHUs] HEMPEPHIBHOTO MOHUTOPHHTA COOTHOIICHUS «IIOJh3a — PHUCK»
JIEKapCTBEHHOTO Tpernapara. MeIuIMHCKUM pPa0OTHUKAM PEKOMEHIIYeTCs COOoO0Iarh O JIH0OBIX
MO/IO3PEBACMBIX HEKEJIATEIBHBIX PEaKIMsIX JICKApCTBEHHOTO IIperapara dYepe3 HalMOHAJIbHBIC
CHCTEMBI COOOIICHUS O HEKENATeNbHBIX PEaKIUsAX TOCYIapcTB — WIEHOB EBpasuiickoro
SKOHOMHUYECKOI'0 COI03a.

Poccuiickas ®exepanus

denepanpHas cayk0a Mo Haa30py B chepe 3apaBoOXpaHSHUS

Anpec: 109012, r. Mocksa, CinaBsiHcKast miiomiaib, 1. 4, ctp. 1

Tenedon: +7 800 550-99-03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru uiau npr@roszdravnadzor.gov.ru

Caiit B nH(GOPMaIMOHHO-TEIEKOMMYHUKAITMOHHOMN ceTH «HTepHeT:

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

Pecny0iimka Apmenust

«LleHTp AKCTIEPTU3HI JIEKAPCTB U METUIIMHCKUX TexHonorui» ['HKO
Anpec: 0051, r. EpeBan, ip. Komuraca 49/5

Ten.: (+374 60) 830073, (+374 10) 231682, 230896

I'opsuas muaus papmakonazopa: (+374 10) 20-05-05, (+374 96) 22-05-05

O1. moyra: vigilance@pharm.am

komud info@ampra.am

CaiiT B m”HpOpMaIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «MHTepHEeT»: http://www.pharm.am

4.9. Ilepeno3npoBka

CuMOTOMBI

Kinuanueckuii onbIT Mepego3UpPOBKU OTpaHUYEH. Y 3J0pPOBBIX JOOPOBOJIBIIEB 0€3 KIMHHYECKH
3HAYUMBIX TOOOUYHBIX 3PPEKTOB MPUMEHSITHCH OAHOKpaTHBIE 10 1200 M 1 MHOTOKpATHBIE O3B J0
1200 mr B 2 npuemMa B CyTKH.

Jleuenue

[Ipy mopo3peHuu Ha MEPeo3UPOBKY HEOOXOIUMO 0OECIEeUUTh NMPOBEIECHHUE COOTBETCTBYIOIIEH
nojiep kuBatoie Tepanuu. IlpeanonoxurensHo auanus He sBuseTcss 3PQGEKTUBHBIM METOAOM
BBIBEICHUS TIperapara u3 KpOBH, U3-3a BBICOKOM CTETICHH CBSI3BIBAHUS MIpernapaTa ¢ OeIkaMu TU1a3Mbl

KpPOBH.
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5. PAPMAKOJIOTMUYECKHUE CBOMCTBA (MOCHELOBATENBHOCTE 0005)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

5.1. ®apmakoanHaMHu4YecKHe CBOCTBA

dapMakoTeEpaneBTUYECKasi  Ipynna:  MPOTUBOBOCHAIMTENBHBIE M IPOTUBOPEBMATHUYECKUE
rpenaparbl; HECTEPOMJIHbIE IPOTUBOBOCHAJIUTENbHBIE W IPOTUBOPEBMATUYECKHE IpPENapaThl;
KOKCHOBI.

Kon ATX: MOTAHO1

MexaHu3M AeiCTBUS

[lenexkokcn® o0MamaeT MPOTHBOBOCIAINTEIBLHBIM, 00€300/IMBAIOIIUM H  YKapPOIIOHMIKAIOIIUM
nencTBreM, OJIOKHPYs 00pa30BaHKWE BOCHATUTENBHBIX MpocTariiananHoB (Pg) B oCHOBHOM 3a cuer
uarubupoBanus 1{OI'-2. Manyknus [{OI'-2 mporcXoauT B OTBET Ha BOCMAJICHUE W MPHUBOJIUT K
CHUHTE3y W HAKOIUICHUIO IPOCTArIAHIUHOB, B OCOOCHHOCTH MpocTarjaHaumHa E, mpu 3TOM
MIPOMCXOJUT YCUJICHHE MPOSBIEHUN BocmalieHus (oTek U Oonb). B TepameBTMYeckuX mqo03ax y
YeloBeKa IIeIeKOKCHO 3HAa4MMO He HHruoupyer mukiookcurenasy-1 (L{OI'-1) u He okasbiBaer
BIIMSAHMS Ha TIPOCTArjaHAWHBI, CUHTE3UpyeMble B pesyibrare aktuBaumu [[OI-1, a Takxke He
OKa3bIBaCT BIUSHUS HA HOpPMaJbHBIC (U3HOJOTHYECKHE Tporecchl, cBszanubie ¢ L[[OI-1 u
MIPOTEKAIOIIIKE B TKAHAX, U MIPEXKEC BCETO B TKAHSX KeNyIKa, KUIIEYHUKA U TPOMOOIIUTAX.

dapmarkonmaamuueckue 3O GEKTHI

Bnusnue na ¢ynxyuro novex

[enexokcud cHmxkaet BoiBeeHuE ¢ nmoukamu PgE» n 6-xero-PgF1 (MeTtabonura npocranukinza), HO
HE  BIMSET HA  CHIBOPOTOUHBIH  TpoMmOokcaH B2 u  BeIBeJeHME C  IOYKAMHU
11-neruapo-Tpombokcana B2, merabonura Tpombokcana (06a — npoayktsl LIOI'-1). Ilenexokcu6 He
BBI3bIBACT CHIKEHUS CKOPOCTU KiIyOoukoBoil (unbTpanuu (CK®) y moXuibix MalueHToB U JUI] C
XpPOHMYECKON MOYEYHONW HEJOCTAaTOYHOCTHIO, TPAH3UTOPHO CHMKAET BBIBEIEHUE HATpPHUS.
VY manueHToB ¢ apTpUTOM HabJroAaeMas 4acToTa pa3BUTHUS NepUdepruuecKUX OTEKOB, apTepUalIbHON
TMIIEPTEH3UU U CEP/IEYHON HEOCTATOUHOCTH CPAaBHUMA C TAKOBOM Ha (hOHE MpUeMa HECEIEKTUBHBIX
unruoutopos L{OI', koTopeie obnagaroT MHrUOUpYroLEel akTUBHOCThIO B OoTHOomeHuu L{OI'-1 u
[HOT'-2. Haubonee BbIpakeH AaHHBIM AS(@PeKT ObUT y MNaIMEeHTOB, MOJYYaIOIUX TEPaIuio
auypeTukamu. TeM He MeHee, HE OTMEYaJOoCh YBEJIMWYEHMS YacTOTHl CIIy4aeB IOBBIIICHUS
apTepUAIbHOTO JIaBJICHUS U Pa3BUTHS CEpACYHON HEOCTATOUHOCTH, a Iepu(epruiecKre OTeKH ObLTH
JIETKOW CTENEeHH TSXKECTH U MPOXOIUIN CAMOCTOSITENIBHO.

Knuanueckas 3¢ dheKTUBHOCTS M 0€30IIaCHOCTD

Ocmeoapmpum
[Tpumenenue nenexkokcrnda ObUT0 ACCOIMUPOBAHO CO 3HAYUTEILHBIM YMEHbBIIIEHUEM OOJH B CyCTaBax
10 CpaBHEHHMIO C Tane6o0. DPPeKTUBHOCTH METeKOKCHOa B OTHOIIEHWH KYITUPOBAHUS CUMIITOMOB

OA KOJICHHOTO M Ta300€ApEHHOr0 CYCTaBOB B TedeHHE |2 Hemenb OIleHWBAJach B IUIane0o-
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KOHTPOJIUPYEMBIX HCCICIOBAHUAX U B UCCIICAOBAHUAX C aKTlLllEIILI_'LI-NI-l E&i;gbﬁgﬁ%%&ﬁﬁ\? iﬂ—é:Ob

COOTBETCTBYET ZKCNEPTHOMY OTUETY

narnueHToB. Y mauueHToB ¢ OA neyenue nenekokcuoom B 1o3e 100 mr aBa pasza B aeHb uinu 200 mr
OJIMH pa3 B JE€Hb NPUBOJAMUIIO K YJIYYIIEHHIO COCTOSIHMSI CYCTaBOB IO CyMMapHOMY ITOKa3aTEsro
nngekca WOMAC (Western Ontario and McMaster University Osteoarthritis Index), ¢ momoristo
KOTOPOI'O OLIEHUBAETCS IMHAMMKa 00JIEBON CUMIITOMAaTHKHU U HapyILIEHHs [TOJIBUKHOCTH B CyCTaBax
pu OA. B Tpex 12-HenenbHbIX UCClIEOBaHUSX LieekokcuO B fo3ax 100 mr nBa pasa B A€Hb WIH
200 mMr nBa pasa B JAeHb B TeueHue 24-48 dacoB mocie Hauyajga IpueMa Ipernapara
IIPOAEMOHCTPUPOBAJ JOCTOBEPHOE CHIKEHHE 00Jn, BO3HUKarollel Ha poHe obocTpenus OA. beuio
MOKa3aHo, YTO MPH MpHUeMe lejekokcrba B 1o3ax 100 mr aBa pasza B nenb wian 200 Mr nBa pasa B
neHb 3P HEKTUBHOCTH IeNIeKOKcH0a aHaiornyHa 2 GeKTUBHOCTH HammpokceHa B jo3e S00 mr 1Ba pasza
B jeHb. Ilpuem nenexokcu6a B po3upoBke 200 mr aBa pasa B JA€Hb HE JaBaji JOINOJHUTEIBHOIO
s¢dekTa, 0 CpaBHEHUIO C TeM, uTo Habmoxancs npu npueme 100 Mr nBa paza B AeHb. bblio
IIPOIEMOHCTPUPOBAHO, UYTO 00Iast cyTouyHas 1o3a B 200 Mr oguHakoBo 3pQeKTUBHA KaK B cilydae
npuema npenapata B 10o3e 100 mr aBa pa3a B geHb uinu 200 Mr ofuH pa3 B JA€Hb.

Peemamouonwviii apmpum

[IpumeHenue 1nenexkokcuba MPUBOAMIO K 3HAYUTEIBHOMY CHHXKEHHIO OOJIE3HEHHOCTH U
IPUITYXJIOCTH CYCTaBOB IO CPaBHEHMIO ¢ Iane6o. D¢ eKTUBHOCTh LE€IeKOKcHOa B OTHOLICHUU
KynupoBaHusi cuMNToMOB PA B TedueHue 24 Helenb OICHHMBANIACh B IJIAE00-KOHTPOIUPYEMBIX
UCCIIEIOBAaHUSIX W B HUCCIEIOBAaHUSAX C AKTUBHBIM KOHTposieM ¢ yuyactueM 2100 manueHToB.
Pe3ynbTaThl JaHHBIX HUCCIEIOBAHUI MPOJEMOHCTPUPOBAIIM, YTO y MAUEHTOB ¢ PA menexkokcud
sa¢dexTrBHEE TU1a1e00 B OTHOIIEHUE TOoCcTKeHUs oTBeTa 1Mo uHaekcy ACR20 (American College of
Rheumatology 20% improvement criteria), IpeICcTaBISIONIETO COO0M COBOKYITHOCTh KIMHUYECKHUX,
nabopaTopHbIX W (QYHKIUOHAIbHBIX  Mokazarenedt mnpu PA. Llenexkoxkcudb B 103e
100 mr n1Ba paza B eHb U 200 Mr 7Ba pa3a B JIeHb IEMOHCTPUPOBAJI COIOCTAaBUMYIO 3P PEKTUBHOCTb,
cpaBHUMYIO ¢ 3(p(peKTUBHOCTHIO HanpoKkceHa B go3e 500 Mr 1Ba pas3a B JIeHb.

VY HeKoTOpbIX NAIMEHTOB MpueM mpemnapara B no3ze 200 Mr aBa pasza B JIeHb OKaszaicsa Oosee
s¢dextuBabiM. [Ipuem mpenapara B noze 400 mMr aBa pa3a B JeHb HE JaBajl JOMOJHHUTEIHHOTO
s¢dexTa, MPEeBHIIAIONIET0 TOT, KOTOPbI Habmoancs npu npueme ot 100 1o 200 mr 1Ba pasa B
JICHb.

AHKUIO3UpYIOWULL CHOHOULOAPMPUN

O¢ddexTuBHOCT, 1IeNeKOKcHO0a B OTHOIIEHWH KynupoBaHus cumnToMoB AC B TedeHue
6 u 12 Henmenb OlEHHMBAIACh B TUIANE00-KOHTPOJIUPYEMBIX HCCIEAOBAHUSAX U B MCCICIOBAHUAX C
aKTUBHBIM KOHTpOJieM (HampokceH wWiu KeromnpodeH). B naHHBIX ucciegoBaHUAX ObUIO
MIPOJIEMOHCTPUPOBAHO, YTO 3P (PEKTUBHOCTH LieeKoKcHba, mpuMenseMoro B 1o3ax 100 mr 1Ba pasa

B AeHb, 200 Mr onuH pa3 B eHb 1 400 Mr oIUH pa3 B JIEHb, CTATUCTUYECKH 3HAYMMO MPEBOCXOIUT
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COOTBETCTBYET 3KCMEPTHOMY OTUETY

ot 03.04.2026 N= 6855

5} dexTHBHOCTE MIanedo Mo TPEM OCHOBHBIM MOKA3ATENIM 5@&)‘&3&1‘%‘0‘ "ﬁTgMafoElﬁﬁé'eﬁh

OIICHKY oOIIell mHTeHCHBHOCTH Oonu (1o BusyanbHO-aHanoroBo# Imkaine), oOmieil aKTHBHOCTHU
3abosneBanus (Mo BusyanbHO-aHANOTOBOW IKaje) M (HYHKIMOHAIBHBIX HApyIIEHUH (10 MHIEKCY
BASFI [Bath Ankylosing. Spondylitis Functional Index]).
B 12-HenenpHOM UCCIIeIOBaHUH HE OBLIO MOKA3aHOo pa3inuduil B 3QpexTuBHOCTH MKy go3amu 200
Mr 1 400 Mr 1o cpaBHEHMIO C UCXOJHBIMU IOKA3aTeNsIMU, OJHAKO, OTBET Ha TEpAIUIO B IpyIIe
MAIMEHTOB, MOTYYarouX 1elekokcuo B qo3e 400 mr, perucTpupoBajcs yaiie Mo CPaBHEHHIO C
nanuentamu, nonyyvarormmu 200 mr npenapata (53% versus [vs] 44%, coorBeTcTBeHHO). OlieHKa
oTBeTa npom3Boamiack mo kpurepusim ASAS 20 (Assessment of Spondylo Arthritis international
Society), coriacHO KOTOpPBIM OTBET OMpEICISICS Kak ylydiieHHe He MeHee, yeM Ha 20% wu
abCcoroTHOE YIIy4IlIEHHE HE MEHeE, yeMm Ha 10 MM o KaJie
ot 0 1o 100 MM, 10 KpaiHel Mepe, 10 TPEM U3 YEThIPEX MapaMeTpoB: 00IIee COCTOSHUE MAaIUeHTa,
0016, PYHKIIMOHAIBHBIN UH]IEKC MTPH aHKUIIO3UPYIOILIEM CIIOHAMINTE, BOCIIAJIEHUE 110 CPAaBHEHUIO C
UCXOJHBIM YpoBHEM. Kpome Toro, pe3yabTaThl HCCIeI0BAHUS TOKA3aId OTCYTCTBUE U3MEHEHUH pU
OLICHKE T10 MPOIIECTBUU 6 HEACb.

bonesou cunopom, nepeuunas oucmenopes

B mopensx anecte3uu mocie onepanuii Ha oJI0CTU PTa, OPTONETUIECKUX OMEpaluii ¥ NEPBUUHOM
JUCMEHOper ObLIO ToKa3aHa, uTo IelIeKOKcUO obreryaer 00ib, KOTOpask MalMeHTaMH OLlEHUBaIach
KaK yMepeHHas wid Tspkenas. OHOKpATHBIN MpUeM JI03bI Ieekokcrba odecneunBan odyierdieHme
6o B TeueHne 60 MUHYT (cM. paznen 4.2).

Cepoeuno-cocyoucmas 6e30nacHocms no OAHHbIM 00J2OCPOYHLIX UCCIE008AHUL C yuacmuem
nayuenmos co CnopaouyecKuUMu a0eHOMAmo3HbIMU ROAUNAMU

bezonacHocTh mpumeHeHus nenekokcuba B otHoumieHnn CCC  oueHuBanack B JIBYX
PaHIOMU3UPOBAHHBIX JBOMHBIX CJEMbIX I1a11€00-KOHTPOJIUPYEMBIX TPEXJIETHUX UCCIEIOBAHUSX C
y4acTUEM NAalMeHTOB CO CIOPAaJUYECKUMH aJIeHOMAaTO3HbIMH MojiunaMmu: uccienoBanue APC
(npodunakTuka aeHoMbl LeaeKokcuooM) U PreSAP (mpodunakTika CIOHTaHHBIX aJ€eHOMATO3HBIX
nonunoB). B ximmaM4eckom uccnenoBannu APC HaOmoanock 10303aBUCHMOE YBETUYCHUE pUCKa
HACTYIUICHHUSI COOBITHSI KOMOMHUPOBAHHOM KOHEeUHOU ToukH (cMepTh oT CC3, nHpapkTa Muokapaa
WM UHCYJIbTA) [OATBEPXKACHHBIE JaHHbIE| B rpyMIe MalMeHTOB, IPUHUMABIINX LEIEKOKCHO, MO
CpPaBHEHUIO C TPYMION Ianedo B TeueHue 3 yier eueHus. B kimmandeckom uccnenoBannu PreSAP
He OBbUIO MPOJEMOHCTPUPOBAHO CTATHUCTUYECKH 3HAUYMMOTO YBEIMYEHUS PHUCKAa HACTYIUICHUS
cOOBITUH IS TaHHON KOMOMHUPOBAaHHOW KOHEYHON TOUKH.

B xnuanueckom uccnenoBanuu APC cooTHOIIEHNHE PUCKOB )11 KOMOMHUPOBAHHOM KOHEYHOM TOUKH
cmeptu ot CC3, nuHdpapkTa MUOKap/ia WK HHCYJIbTA (IO MOATBEPKACHHBIM JJaHHBIM) cOCTaBUIO 3,4
(95% noseputensHblil nuaTepBan [[AU1] 1,4-8,5) npu npueme nenexkokcuda B go3e 400 Mr aBa pasza B
cytkn u 2,8 (95% AU 1,1-7,2) npu npueme uenekokcuda B go3e 200 mr aBa paza B CyTKH IO
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TOYKH B TeueHue 3 net cocrasuia 3,0% (20/671) B rpynme nedeHus menekokcuoom B no3e 400 mr
1Ba pasza B cyTku u 2,5% (17/685) npu npumeneHun 1enekokcruba B 1o3e 200 MT 1Ba pasza B CYTKH,
mo cpasaernio ¢ 0,9% (6/679) B rpynme mnamnebo. bonee BbICOkas 9acToTa perHCTpaIvy
HACTYIUICHUS! COOBITH KOMOMHHMPOBAHHOW KOHEYHOW TOYKM B TpyNNax aKTUBHOTO JICUCHHS IO
CPaBHEHHUIO ¢ TU1ae00 ObLTO aCCOIMUPOBAHO, TJIABHBEIM 00pa3oM, ¢ HHPAPKTOM MUOKap/a.

B uccnenoanuu PreSAP otHomenue puckos (OP) s naHHONH KOMOMHUPOBAHHOM KOHEYHON TOUKU
coctrasmwio 1,2 (95% AU 0,6 2,4) npu npueme 1enekokcudba B n1o3e 400 Mr oauH pa3 B CYTKH IO
cpaBHEeHHUIO ¢ mane6o. CymmapHbiid KOdh(GUIMEHT pUCKa I 3TOH KOMOWHUPOBAHHON KOHEYHOMN
TOYKH B TeueHue 3 neT coctaBmi 2,3% (21/933) B rpymie akTHBHOTO JICUCHHUs 110 cpaBHEHUIO ¢ 1,9%
(12/628) B rpymme mianebo.

Mema-ananuz  uccneo0oganuti  2acmMpoOUHmMecmutHaIbHou  be3onacHocmu y — NayueHmos ¢
ocmeoapmpumom U peemMamouOHbIM apmpumom

Merta-ananu3 Bkiouan B ce0s 31 paHIOMH3MPOBAHHOE KOHTPOIUPYEMOE KIMHUYECKOE
uccienoanue ¢ ydactueM 39605 mamuentoB ¢ OA (n=25903), PA (n=3232) unu manueHToB ¢
m00BIM U3 3THX cocTosiHui (n=10470), 1enapio KOTOPOro ObIJI0 CPaBHEHHE YAaCTOTHI BOSHUKHOBEHHUS
HeKeNaTeNbHbIX siBiIeHul co cToponbl JXKKT y manueHToB, moay4yaBIINX HEIeKoKcHoO, mianedo mwim
npyroit HIIBIT (manpokcen, muxinodenak u ubympoden). Yactora perucTpalvud aKTUBHBIX
SI3BEHHBIX J1€(DEKTOB U SA3BEHHBIX KPOBOTEUEHUH MpU MpreMe IesieKokcrba B 0011el CyTOYHOU J03€e
ot 200 mr no 400 mr cocrasuia 0,2% 1o cpasHenuto ¢ 0,6% npu npueme npyrux HIIBII (OP=0,35;
95% U1 0,22-0,56).

Honzocpounoe uccnedosamnue be3onacHocmu yenekokcuda 8 KOMOUHAYUU ¢ ACNUPUHOM Y NAYUEHINO8
¢ apmpumom (CLASS)

B mpocrneKkTUBHOM A0JITOCPOYHOM HCCIEAOBAHUU PE3YJbTAaTOB 0€30macHOCTH manueHThl ¢ OA
(n=5800) u PA (n=2200) nonyvanu menekokcud B moze 400 mr ama paza B JeHb (B 4 paza u
B 2 pa3a Oousblie pekoMeHayeMbix 103 npu OA u PA, cooTBercTBeHHO), HOynpodeH no 800 Mr Tpu
pa3a B IeHb WK AMKIO(EeHaK 1o 75 Mr JiBa pa3a B JieHb (0ObIYHBIE TepaneBTHUeCKre 103bl). Mennana
MPOJIOJDKUTENIBHOCTH  TipriemMa  1iesiekokcnba (n=3987) u mukinodenaka (n=1996) cocraBuna
9 wmecsmeB, B TO BpeMs Kak i uOynpodena (n=1985) - 6 wmecsmeB. OrneHka 3a
9 wMecsneB npousBoawiach 1o mertoanke Kammana-Meliepa. IlepBUYHONM KOHEYHOM TOYKOU
ucclieloBaHusl OblTa BhIOpaHAa dYacTOoTa BO3HUKHOBEHHS OCIIOKHEHHH SI3BEHHBIX JE(EKTOB
(>KeTyIOYHO-KHILIEYHOE KpoBOTeueHue, mnepdopauus win HempoxoaumocTts). Ilanuentam Obuio
paspelieHo 0JHOBPEMEHHO MPUHUMATh HU3KKE 103bl (<325 Mr/cyT) acnupuHa sl TPOPUIAKTUKH
CC3 (noarpymnmsl 1Mo mpueMy acnupuHa: Henekokcud, n=882; muxinodenak, n=445; ubynpoden,

n=412). Pa3znuuuss B YacTOoTe BO3HUKHOBEHHUS OCJIOKHEHUN S3BEHHBIX JE(PEKTOB MEXIY
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3HAYUMBIMH. Y TAIMCHTOB, TOTYYaBIINX IEJIEKOKCHO U COMyTCTBYIOIIYIO TEPAIHIO ACIIUPUHOM B
HU3KHX J103aX, 4YaCTOTa OCJIOKHEHUH 513B Obl1a B 4 paza Beiue (1,12) mo cpaBHEHHUIO ¢ TeMHU, KTO HE
noyyain acnuput (0,32) (cMm. pazaen 4.4).

Mema-ananusz uccredosanuil b6ezonachocmu CCC npu 00120CpOYHOM NPUMEHEHUU YeleKoKcuba
IIpoBeneHHBI MeTa-aHaIW3 BKIOYal B ce0s 39 3aBepLICHHBIX KIMHUYECKUX MCCIEAO0BaHUN
I[EIEKOKCHOa TPOJOIHKUTEIBHOCTRIO 10 65 Hexensb ¢ yyactueM 41077 nmammenton: 23030 (56,1%)
MAIMEHTOB MOJTyYaly [EIeKOKCHO B o0miei cytounoit m1o3e ot 200 mr go 800 mr, 13 990 (34,1%)
narueHToB nosrydanu HecenektuBHbie HIIBIT u 4057 (9,9%) manuenToB nonyyanu miamneoo.

[To pesynbraraM aHanu3a yCTAaHOBJICHHAS YacTOTa COOBITHH M1 KOMOWHHUPOBAHHON KOHEYHOU
touku (cMepTh oT CC3, HedaranpHBIN HH(pAPKTa MUOKapaa, He(aTaIbHBI HHCYJIBT) OblJIa CXOAHOM
MEXIy rpynnoi nesnekokcuoom (n=19773; 0,96 coosrtuii/ 100 narmenTo-1eT) ¥ TpyInon NaniueHTos,
nonydaBmux HecenekTuBHbie HIIBIT [n=13990; 1,12 co6rituii/ 100 nanuento-ner] (OP = 0,90, 95%
JI 0,60 - 1,33). YcraHoBIIE€HO, YTO MPUMEHEHHE acpuHa (<325 Mr) He OKa3bIBaJO BIMSHHS Ha
Oe3omacHOCTh Tepanuu. B rpymme 1enekokcnba mo CpaBHEHHIO C TPYNIOM KOHTPOJSI 4acToTa
MOATBEPKJICHHBIX ClydaeB He(aTanbHOro nHpapKTa MUOKapaa uMena TeHAeHIuo K pocty (OP =
1,76, 95% A1 0,93-3,35), onHako yacToTa ciay4yaeB HepaTtaapbHOro HHCYJIbTa Obuta Hike (OP = 0,51,
95% AN 0,23—-1,10), a cmeptHOCTH 0T CC3 OBL1a conoctaBumoii (OP = 0,57, 95% JI1 0,28 - 1,14) B
o0eux rpymnmnax.

VYcraHoBIIeHHAs 4acTOTa COOBITUH 111 KOMOMHUPOBAHHOW KOHEUHOW Touku cocTaBuia 1,42 na 100
MAIUEHTO-JIeT TPHU JICYeHUH 1erekokcnoom (n = 7462) u 1,20 Ha 100 manueHTo-1eT Ipu JICYCHUH
mwiane6o (n= 4057) (OP = 1,11, 95% AN 0,47-2,67). YcTaHOBIEHO, YTO MPUMEHEHUE aCIUpPHUHA
(<325 wr) He OKa3bIBANO BIUSHUSA Ha O0€30MacHOCTh Tepamuu. YacToTa BO3HUKHOBEHUS
HedaranpHOTO MH(pAapKTa MUOKapaa UMesa TeHaeHuo Kk pocty (OP = 1,56, 95% AN 0,21-11,90),
kak u yactora cmeptu ot CC3 (OP = 1,26, 95% U 0,33—4,77), a yactota He(aTaaTbHOTO UHCYJIbTA
os11a conocraBumoii (OP = 0,80, 95% JIN 0,19-3,31) B 0O6eux rpymnmax.

Obwas remanvHocmo

B monudunuposannoit nonyinsuuu ITT (Intention-to-treat, rpynma "Bce paHIOMH3UPOBAaHHBIE
MAIMEeHTHI, TOJYYMBIINE HE MeEHee OJHOW JIO3bl HCCIEeAyeMoro rmpermapara’) TpUMEHEHHE
neneKkokcnba, HampokceHa u uOynpodena Opur accommmpoBanbl ¢ 53 (0,7%), 79 (1,0%), u
73 (0,9%) cMepTebHBIMH CITy4asiMH, COOTBETCTBEHHO. 3HAUUTEILHBIE PA3JIMUMs HAOTIOJATNCh TIPU
MOMApPHBIX CPAaBHEHMSIX MEXIy IeliekokcuObom u HampokceHoM OP 0,65 (0,46, 0,92) wm
nenexkokcuooMm u ndymnpodenom OP 0,68 (0,48, 0,97). B momymsiiuu ITT nenekokcud, HAMpoOKCeH u
nbynpoden OwvutM accommupoBansl ¢ 132 (1,6%), 163 (2,0%) u 142 (1,8%) cMmepTenbHBIMHU
CIIy4asiMH, COOTBETCTBEHHO. [Ipu monapHOM cpaBHEHHH METOJIOB JICUSHHS CYIIECTBEHHBIX PA3IUUU
oOHapyXkeHO He ObLIO.
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5.2. ®DapmMakoOKHHETHYECKHE CBOMCTBA

COOTBETCTBYET ZKCNEPTHOMY OTUETY

AOGcopOrms

dapMakOKMHETHKA IeJIeKOKcrnOa Obuta oreHeHa npuMepHo y 1500 uenosek. [Ipu npueme Hatomak
EJIEKOKCUO XOPOIIIO BCACKIBAETCS, JOCTUTAsk MaKCUMaIbHON KOHIEHTPAMH (Cmax) B TUIa3Me KPOBU
npumMepHo depe3 2—3 gaca. Cmax B TIa3Me Kposu nocie npuema 200 mr - 705 Hr/mi. AGconroTHas
OMOMOCTYIHOCTh Tpenapara He uccienoBaiach. Cmax M IIIOHIAAL TOJ (hapMaKOKHHETHYECKOU
KpuBOW «KoHIEHTpauus-BpemMs» (AUC) npuOIM3UTETbHO MPOMOPIUOHAIBHBI MPUHATONH 103€ B
nuana3one 103 10 200 Mr 2 pasza B CyTKH; IPU MIPUMEHEHUH IIeJIEKOKCHOa B 00Jiee BRICOKUX J103aX
creneHb NOBBIIECHUS Cmax 1 AUC poucxoIuT MeHee MpOoNopIHOHAIIBHO.

Pacopenenenne

CBsi3p ¢ OenkaMu IUIa3Mbl KPOBH HE 3aBUCUT OT KOHIICHTPALIMM M COCTaBisIeT okoyio 97 %,
IIEJICKOKCMO HE CBSA3BIBACTCS C OJPUTPOIUTaMH KpoBH. llenmekokcn® mMpoHMKaeT —uepe3
reMaTo3HIepannIeckuii 6apbep.

EI/IOTDaHCd)ODMaHI/IH

[lenekokcnd metabonu3upyercs B MEYEHH MYTeM TUAPOKCHUIMPOBAHUS, OKUCICHUS U YaCTUYHO
TIIIOKYpOHHpOBaHUs. MeTaboian3M B OCHOBHOM MpOTEKaeT ¢ ydyactueM murtoxpoma P450 CYP2C9
(cm. pasmen 4.5). Metabonutsl, oOHapyKUBaeMble B KPOBH, (papMaKOJOTHYECKH HE aKTUBHBI B
orHomweHun I[OI'-1 u LOI'-2. AxrtuBHOocTh nutoxpoma P450 CYP2C9 cHuxkena y maui c
TeHETUYECKUM MOJIUMOPPHU3MOM, TaKHM Kak roMo3UTroTHbIN 1o CYP2C9*3 monumopdusm, KOTopsIit
BEJIET K YMEHBIICHHUIO Y PEKTUBHOCTH SH3UMOB.

DIMMUHALNS

[lenexokcn® MeTaboONMM3UpPyeTCs B TEUEHH, BBIBOAUTCS Yepe3 KHUIIEYHUK W TIOYKU B BHUIE
MeTabomuToB (57 % u 27 %, COOTBETCTBEHHO), MeHee 1 % MpUHATOI 03Bl - B HEU3MEHEHHOM BHUJIE.
[Ipy NOBTOPHOM NpPUMEHEHHM NEPUOJ TOIYBbIBEACHUS cocTaBisieT 8—12 4acoB, a KIUpPEHC
cocraBisieT okono 500 mi/muH. IIpm MOBTOPHOM NPUMEHEHUH PAaBHOBECHBIE KOHIICHTPALMU B
Iia3Me KpOBHM JIOCTMraroTcss K 5 JHio. BapuaOenbHOCTh OCHOBHBIX (DapMaKOKHMHETHYECKHX
napameTpoB (AUC, Cmax, TI€pHOJ TOJYBBIBEJEHUsI) cocTaBisieT okojo 30 %. CpenHuii o0bem
pacnpeziesieHus B paBHOBECHOM COCTOSIHMM paBeH npumepHo 500 51/ 70 Kr y MOJIOABIX 30POBBIX
B3pPOCJIbIX MAIMEHTOB, YTO YKa3bIBaeT Ha IIUPOKOE paclpeiesieHue 1eJeKOKcuoa B TKaHsIX.

(DaDMaKOKI/IHeTI/I‘IeCKaﬂ-d)aDMaKOJIHHaMquCKaSI 3aBUCUMOCTh

Iloueunas neoocmamounocmo

YV HOKUIBIX MalUeHToB co cHkenueM CK®> 65 mu/mun/1,73 M?, CBA3AHHBIM C BO3PACTHBIMH
u3MeHeHMsMM, M y mamuentoB ¢ CK®, papHoit 35-60 mn/mun/1,73 M2, (apMakoKMHETHKA
nenekokcnba He usMmeHsiercs. He oOHapyuBaeTcsi 3HAUMTEIBHOW CBA3M MEXKIY COJIEp:KaHUEM
ceiBopoTouHoro kpeatnauHa (mu KK u knupencom nenexokcu6a). [Ipennonaraercs, 4to HaIu4ue
TSOKEJIOW CTENEeHH MOYeYHOW HEJOCTATOYHOCTH HE BIMSAET Ha KIMPEHC IIeNIeKOKCHOa, MOCKOJIbKY

23



o1 03.04_20

6 N2 6855

. (0oC OBRA HOCTE 0005)
OCHOBHOM ITyTh €0 BBIBEJICHUS - TIPEBPAIICHHE B TICUCHU B HeaQMBI;k;I%é]ME%Eé_O%EJELH JCTE 0003)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Ileuenounas neoocmamounocmeo

KonuenTpanuu nenekokcuba B Ija3Me KpPOBH Yy IALMEHTOB C JIETKOW CTENEHBbIO NEYEHOYHOMH
HEI0CTaTOYHOCTH (Kiace A mo kinaccudukanuu Yaina-11p10) He3HAaUNTETbHO U3MEHSIOTCS.

VY DamueHToB C IEYEHOYHOM HEIOCTaTOYHOCTBbIO CpedHE creneHu TsbkecTu (knmace B mo
knaccupukanuu Yaitna-I1p10) KOHIEHTpaus HeNeKOKCH0a B I1a3Me KPOBU MOXKET YBEINYHBATHCS
MOYTH B 2 pasa.

Jluya noowcunozo éozpacma

VY nmanueHToB crapiie 65 et orMeuaeTcsi yBenuueHue B 1,5-2 paza cpenHux 3Ha4eHUN Cmax, AUC
EJIEKOKCHOa, YTO B OOJBIICH cTerneHr 00yCIOBICHO U3MEHEHHUEM MAacChl Tela, a He Bo3pacToM (Y
MAIMEHTOB MOXHIJIOTO BO3PACTa, Kak MPaBHII0, HAOMIOAaeTCs 0oJiee HU3Kas CpeIHss Macca Teja, 4eM
y au1 6oJjiee MOJIOAOIO BO3PACTa, B CHIIy YETO Y HUX NP MPOYUX PABHBIX YCIOBUSAX JOCTUTAOTCS
0osiee BBHICOKHME KOHIIEHTpauuu 1enekokcuba). [To Toi ke mpuunHe Y MOXKUIBIX KEHIIUH OOBIYHO
oTMeyaeTcst OoJiee BHICOKAsi KOHILIEHTpAIUS Mpernapara B miia3Me KpOBH, YeM y MOXKUIIBIX MY>KUHH.
VYka3aHHble 0COOEHHOCTH (PapMaKOKUHETUKH, KaK MPaBUIIO, HE TPEOYIOT KOPPEeKIHH A03bl. Tem He
MEeHee, Yy MOXUJIBIX TNAalMeHTOB ¢ Maccod Tena Hmke 50 Kr cieayeT HayuHATh JICYEHUE C
MUHUMAIbHON PEKOMEHIYEMOM T03BI.

Paca

VY mpencraButeneid HerpouaHod packl AUC nenexkokcu6a npumepHo Ha 40 % Bblmie, 4em y
eBporneiiles. [I[pHunHbl U KIMHUYECKOE 3HaYeHHE 3TOr0 (pakTa He U3BECTHBI.

Brusnue npuema nuwu

[Tpuem ¢ numeil (muia ¢ BBICOKMM COJEpKAHUEM KUPA) 3a/lep>KUBAET BCAaChIBAaHHUE IEJIEKOKCHOA,
YTO NPUBOJUT K YBEJIMYEHHUIO IOKA3aTeNsl BPEMEHHU AOCTHKEHMSI MAKCHUMAJIBHOM KOHILIEHTpAlUH
(Tmax) mpuMepHO HA 4 Yaca U yBEIMYUBAET OMOOCTYITHOCT TpuMepHO Ha 20% (cM. pasnen 4.2).
VYcTaHOBNIEHO, YTO KaK IpU MpUeMe LEJIEKOKCMOa B BHJI€ HEMOBPEKICHHON KarcCyibl, TaK U MpH
CMENIMBAHUU COJIEP>KUMOTO KarCYJIbI C SOJIOUHBIM ITIOPE Y 3I0POBBIX B3pOCIbIX 100poBobiieB AUC
neneKokcnba He m3MeHsieTcs. He HaOmromanoch CymiecTBEHHBIX M3MEHEHHH B Cmax, Tmax WM
nepuoze nonysbiBeneHus (T12) mpemaparta mocie mpueMa COAEPKUMOIO KarcCyibl ¢ sIOJOYHBIM

mrope.

6. PAPMAIIEBTUYECKHWE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
JlakT03BI MOHOTHIpAT

Harpus naypuncynsdar

[ToBumon K30

Kpockapmemnnosa HaTpus
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Maruus creapat
Obonouka Kancynvl:
Turana quokeun (E171)
Kenatun
UYepuua romyosie (SB-6018) - kancymnst 100 mr:
[Tennak
OrtaHoi
Hsonponanon
byranon
[Iponunenrnukonn

AMMUaK BOIHBIN

COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 03.04 2026 N= 6855

(NOCNEQCBATENEHOCTE 0005)

Jlak amomunameBbIi roayooit FD&C Blue #2 (E132)

Yepuuna xenteie (SB-3002) - kancymst 200 mr:
[lemmax
OTaHon
Nzonponanon
byranon
[TponuaeHrIMKOIb
AMMUAK BOIHBIN

Kpacutens xenesa okcup xentoiil (E172)

6.2. HecoBMecTHUMOCTD

He nmpumenumo.

6.3. Cpok rogHocTH (CpoK XpaHeHus1)

3 rona.

6.4. OcoObIe MepbI IPEJOCTOPOKHOCTH NPHU XPAHEHHUH

XpaHUTh B OpPUTMHAJIBHOM ynakoBke (Onucrep) mpu temneparype ot 15 no 30 °C.

6.5. Xapakrep u coaep:kaHue YIIaKOBKH

ITo 10 xancyn B 6iucrepe u3z [1BX / anmtomuaneBoit ¢hosbru.

IIo 1, 2, 3, 4, 5 wiu 10 GnuctepoB ¢ MHCTPYKLIMEH MO NMPUMEHEHHIO (JIMCTKOM-BKJIAIBIIIEM) B

KapTOHHOM Mayke ¢ KOHTPOJIEM MEPBOTO BCKPBITHS.

25




COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 03.04 2026 N= 6855

L Sl o i

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NMPH YTHIH3ALMU H@ﬁbﬂlgd;!'aﬁﬁo];l:v%ﬁhﬁt}_ﬂeﬁﬁﬁrb

npenapara WJiH OTXOJ0B, IOJYYeHHBIX NOcJIe NMPUMEHEHHs JIeKapCTBEHHOr0 Npenapara, u
Apyrue MaHHITYJISIHH € TIPEeNapaTom

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

Becp ocraBumIMiics JIEKapCTBEHHBIM Ipenapar U OTXOIbI CIEAYET YHUYTOXKUTb B YCTaHOBJIEHHOM

MOpAJAKE.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Coenunennsle lltater AMepuku

Buarpuc Cnemmantu 913231Cu

Konnunz ®@eppu Poya, 3711, Mopranrays, 3anaanas Bupmxunus 26505, CLLIA
+1 724-514-1800

info@yviatris.com

7.1. IIpeacTraBuTe b AeprKATE/ISI PETHCTPAIMOHHOTO YA0CTOBEPEHUSI

IIpeTen3umn HOTDCGHTeHCﬁ HAaITpaBJIATh 11O aAPECyY.

Poccuiickas ®enepanus

00O «Buarpuc»

125315, r. Mockga, JIeHuHrpajackuii npocneKT, 1. 72, kK. 4, 2-i atax, nom. 9, kom. 1
Tenedon: +7 495 130 05 50

@axc: +7 495 130 05 51

DnekTpoHHas nmoyra: ru.info@viatris.com

Pecny0iimka Apmenust

00O «AIIOTEKA»

Anpec: 0012, Pecniy6nuka Apmenus, r. Epean, yn. Komurac 7/4, xB. 12
Tenedon: +374 44 838833

DnexTponHas nouta: infosafety.cis(@viatris.com; apotheka.office@gmail.com

8. HOMEP PETUCTPALIMOHHOTI'O YIOCTOBEPEHHUS
JITI-Ne(006204)-(PT-RU)

9. KATEI'OPUA OTITYCKA JIEKAPCTBEHHOTI' O IIPEITAPATA

JlexapcTBEHHBIN MTpenapaT OTHOCUTCS K KATETOPHUH OTITYCKa 10 PELENTY.

OOmiast xapakTepuCTHKa JEKapCTBEHHOro mnpemnapara llemeOpekc IOCTynmHa B €IMHOM peecTpe
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ouIMaILHOM caiTe YHIOJIHOMOYEHHOTO opraHa (3xcriepTHOM OpraHU3AIINH )

https://lIk.regmed.ru/Register/EAEU SmPC
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