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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 19.06.2023 N= 11378

V[ OCTENOBATENBHOCTS 0

P
ulld)

1O MEJUITUHCKOMY ITPUMEHEHUWIO JIEKAPCTBEHHOI'O IIPEITIAPATA

AmMaoaa®

PerucrpaunoHHbIii HOMep:

TOPI"OBOQ HaHMeHOBaHIe: AMA0I R

l\.‘[emz[ylmpom{ 0€ HCMMATCHTOBAHHOC HANMEHOBAHHE: aPHATTHIIPAs0JT

JexapcrBennas popma: 1albieTKU

Cocras
1 TabneTKa CONRPIKUT:

Tabnetxkn 10 Mmr:

Jledcrpyrolee pemiecTro: apuiunpazo 10 mr.

BenmoMoraresHBIE BCIISCTRA: JIAKTO3BI

MOHOTHApAT, IEJUTF0I03a

MHUKPOKPHUCTAITHYESCKAA,

KpaxmaJjl KYKYPY3HBIN, FHIIPOJI03a, MArHUsL cTeapar.

TabaeTkn 13 Mr:

JleMCTRYIOTEe BENECTRO: APHITHITPAz0il 15 MT.

Benomorarebuble  BeIIECTBA:  JIAKTO3bI

MOHOI'HIOpaT, UC/UIIOJI03a

MHUKPOKPHCTAL/IHYCCKAs,

KpaxMal KYKVPY3HBIH, THIIPOJIO3a, Maruus cTeapar.

Omicanue

TaGnerkn Oenoro uim nouru Oeyloro UBeTa, KPYIJble, JBOSIKOBBIIYKIBIC, HA OJHOW M3 CTOPOH

HaHeceHa rpaBupoBKa: 1t J03UpOoBKH 10 Mr «NT74», 15 mr «N73».

Pda PMAROTEpAIICBTHYCCKAH I'PVILIIAZ llcuxone IITHKH, AHTHIICUXOTHYCCKHC CPCACTBA, APVIHC

AHTHTICHXOTHYECKHE CPE/ICTBA.

Kox ATX: NO5AX12.

Pdapmaroiornieckue CBOMCTRA

(IJapmalcommaMJuca

CunutaeTcs, 4To TepamneBTHYECKOe JeHCTBHE APHITHITPA3oa TPH MHU30(PEHHNA U OHTIOTSIPHOM

p'dCCTpOﬁCTBG [ THIa OﬁyCHOBIICHO COUCTAHMCM YACTHUHOH AarOHHCTHUYCCKOH AKTHBHOCTH B

OTHOLICHHHK DQ-};[O(I)&MHHOBLIX u 5I{T|a-Cep0TOHPIHOBle PEUCHTOPOE H AHTAIOHHACTHYSCKOH

aKTUBHOCTBIO B OTHOIICHUHU SH'T24-cepOTOHHHOBEIX PEIRIITOPOB.




COOTBETCTBYET 2KCNEPTHOMY OTHETY

ot 19.06.2023 N= 11378

B SKCIMEPHUMEHTAX Ha KHBOTHRIX AapPHITHIIPA3OJI ﬂ%}gﬁgagﬁf%mwchéﬁ%&nnn

JO0(aMUHEPIHYECKOH THIICPAKTUBHOCTH M AarOHHU3M B OTHOIIGHHHU JOo(aMHHEPrHUCSCKOH
TUTIOAKTHBHOCTHA. ApPHUNHUNPA3oN 00JaTaeT BBICOKHM CPOJCTBOM in vitro K D2- m Da-
nodamuHoBIM penenitopaM, SHTia- w0 SHT23-cepoTOHHHOBBIM pelienTopaM W YMEpeHHBIM
cpoucteoM K Di-godamunopbiM, SHTac- 1 SHT7-ceporonunopbiM, alibda-1-ajipenopenentopam
H  Hj-THCTAMHHOBLIM  perenTopaM. ApHIHOPazOd XapaKkTepulyeTcs TakiKe YMepeHHBIM
CPOACTBOM K vdacTKaM oOpaTHOIO 3axBala CEepOTOHMHA M OTCYTCTBHeM a(uHHOCTH K
MYCKapHHOBBIM petienTopaM. [HexoTopble KTHAHIeCKHE >(PPeKThl apHTIHTIpazoga oOhICHSIIOTCS
B3aHMOJICHCTBUCM C JIPVIUMH THIIAMH PelenTopor (He J0(aMHHOBLIMH U CCPOTOHHHOBBLIMH).
[Ipumenenue apuimipasoia BHYTpL B go3ax or 0.5 mr go 30 Mr 1 paz B CYTKHM Y 3/10pOBBIX
NOGPOROJIBIER B TeUeHHE 2-X He/IeTh IPHBOAT K JTO303aBUCHMOMY CHHKEHHIO CRA3bIBaHHsA | C-
paxsionpuaa, jurasga D2y 1oaMHHOBBIX PeUENTOPOB, ¢ XBOCTATHIM SpPOM H Orpajaoi (1o
JTAHHBIM TIO3HTPOHHO-DMHCCHOHHON ToMOTpaduH).

DapMaKOKHHETHKA

Beacuiganue

Apununpazos OBICTPO BcacklBaeTeA TMOcie TIPHEMa BHYTPh, JIOCTHTAass MaKCHMAIbHOMN
KOHLGHTpaUMd B IUla3Me Kpod uepe3 3—3 u. IlpHeM OKUpHOH [MINM He BJIMSET Ha
OMOJOCTYTIHOCTE  apUMUMpaszona. AOcoloTHaA OHOMOCTYIIHOCTH TIPH  TPHEME  BHYTPh
cocraeriisieT 87%. PapHorecHas koHueHTpayus (Cs) pocruracres uepes 14 qHei.

Pacnpedeneniie

Apununpazo;l WHTCHCHBHO pacTpesienseTcs B TKaHAX, KaXKyMUHcAa oObeM pacnpeeicHus —
4.9 J/Kkr, 410 roBopuT 00 HHTEHCUBHOM BHECOCYIUCTOM paclipejesieHud. I1Ipu TepaneBTuuecKkon
KOHI[eHTpaluu Oonee 99% apununpazoia ¥ JIeTHIPOAPHIHIIPAZ0Ia CBABIBACTCSA ¢ OeakaMu
IIa3Mbl, IJapHbIM - obpasom, ¢  aubOymuHoM. [He oIMedeHO CyTOuHBLIX KoJeOaHUH
pacrpee/ieHHsT apUATTHIIPa3oJia U eTo MeTaboIHuTa IETH/IPOAPHITAIIpA3OIa.

Mematonusm

HeznauyuTeIbHO [IOABEPracTesl IPECHCTEMHOMY MeTaboJIM3MY. ApPUIIUIIPA30J [10ABeprasrest
WHTCHCHUBHOMY  MeTaboMu3My B TMeUeHH  TpeMs  crocobaMM:  ACTHAPHPOBAHHE,
rUPOKCHIIMpoBaHUe U N-1e3alKHIIMpOBaHHUE. [1 Vilro NeTHAPUPOBAHHE U T'HPOKCHIMPOBAHHE
aApUTHITpazoda TIPOUCKOMUT ¢ ydacTHeM uzopepmentoB CYP3A4 uw CYP2D6, a N-
Je3alIKWIMpopaHue — ¢ yuactueM uzodepmerta CYP3A4. Apununpazoi siBjsie1csi OCHOBHBIM
KOMITOHEHTOM JIeKapcTBa B TUIazMe KpoBH. IDomaas mojl KpHBOW «KOHIIEHTpAIHS — BpeMs»
(AUC) B paBHOBSCHOM COCTOSHHH JIeTHjpoapumunpaszona coctariugeT 40% or AUC
APUIIHIIPA30JIA B [L1A3ME KPOBH.

Buisedenue
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COOTBETCTBYET 2KCNEPTHOMY OTHETY

ot 19.06.2023 N= 11378

Cpemnuii  mepuoa  momyBeiBe/ieHHS  (T112) docramed™ %p—}ﬁéi;rﬁ')“-rﬁlﬁé&;c R;‘ Birerprix

Metaboimzatopor  umzopepmenta CYP2ZD6 wu  npumepHo 146 wacor v MCUICHHBIX
MeTabomuzaTopoB. OOIHE KiHMpeHc apAnunpazona — 0,7 MI/MAH/KT, TITaBHBIM 00pa3oM 3a cueT
BHIBE/ICHAS TICUeHBIO. llocae O/IHOKpaTHOTO MpHeMa JIo3bl MedeHoro 'C  apuTIHTIpazoia
pUMepHO 27% 103b1 ObLJIO BLIJASISHO MOYKAMH M ipuMepHo 60% udepes kumeynuk. Menee 1%
HEH3MEHEHHOTO apHITHIIPAzojia OTIPE/eNseTesl B Moue W mpuMepHo 18% mpuHATON JT03BI B
HeU3MEHEeHHOM BH/JIe BLIBOJUTCS Yepe3 KULISUHHUK.

DapMaKOKUHEIUKA Y OCOOBLIX 2Py NAYUeHMo6

emu

(QapMakoKUHETHKA apUIMIpazoa W JAeCHApoapHlluipasosa y nojpocrkop 10—17 jer
COOTBETCTRYET TAKOBOHM Y B3POCIBIX TPH KOPPEKIHH PA3NMHIHH TO Macce Teia, TO3TOMY
KOPPEKLIMSL 03bI He TpeOyeTest.

Hooxcunsie

Paznmuumii mapamMeTpor (apMaKOKHHETHKH apHUITHIIPAZ0.Ia V 370PORBIX JIOOPOROJIBIER TTOKHIOTO
W MOJOJOTO  BO3pacTa  BBISIBIEHO He  ObIIO, MO JAaHHLIM  MOTVISITTHOHHOTO
(hapMaKOKHHETHUESCKOTO aHAITH3A, MPOBEICHHOTO CPe/IH MAIHSHTOR C MMH30(PSHUCH, 3aMEeTHOTO
BJIMSIHUSL BO3PACTA TAKKe HE OTMEUAIOCE.

Ilon

Orcyrerevior paziuuusi (PapMaKOKHHCTHKH Yy 3JOPOBBIX MYMKUYHH M OJKCHIIMH, TaKKe
OTCYTCTBYIOT BHAMMbIE PA3JIHIHS B MOMYJSTIIHOHHOH (apMaKoKHHETHKe Cped TMalHeHToB
Pa3HBIX TOJIOB € MH30(PCHHCH.

Kypenue

Ilo jmaHHBIM TOMYJIANMOHHOTO (HPapMaKOKHHSTHUSCKOTO AaHaTH3a KJIHHHYCCKH 3HAYHMOTO
BJMSIHHS KypeHHs Ha GapMaKOKHHETHKY apHIIHIIPpa30/ia oCHapyKeHo He ObLIo.

Pacosas npunadredcHocms

B uccaenopanusix He ObUIO BBISIBJICHO KJIMHHYCCKH 2HAUHMMOIO BJIMSIHUSL PACOBBIX Pa3/IM4YUi Ha
(hapMaKOKUHETHKY apUITUIIPA30JIA.

Hapyutenie pyrrkynu nouex

Beumi  BBISIBJIGHBI  OJMHAKOBBIC  (PAPMAKOKMHETHYCCKHC I10KA3aTe/ld  apHIHIpazola U
JIETH/IPOApUTIMTIpa3oia Yy TAIMEeHTOB ¢ TSOKETbIMA 3a00JIeBaHHMSMH TIOYEK H Y MOJIOJBIX
3/10POBBIX JOOPOBOJIBLICE.

Hapyutenue Qynxynu neven

Ilocne OTHOKPATHOTO TpPHEMa ApHIHIIPA30ia MAIHEHTAMH C IHPPO3OM TICUCHHM PasIHuHON
crenend TsokecTH (kiacewl A, B u C no kinaccudukanuu Yainn-IIbio) ne ObU10 BBIIBISHO

CYMECTBEHHOTO BIMSHUS HAPYIIEHUST DYHKIIHHA TIeueHd Ha (papMaKOKMHeTHKY apHIHIpasoia U
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COOTBETCTBYET SKCNEPTHOMY OTYETY
or 13.06.2023 N2 11378

ACTHAPOApHUTIHIIPAa3oiIa. B craru ¢ HETOCTATOUHOCTRED I)‘QQQHRE&%%%EM& I’Q&lﬁ%&ém‘m

TOJILKO 3 nayueHTa ¢ ACKOMIICHCHPOBAHHBEIM Luppozom neueHH (Kiace C no kiraccudukaimn
Yaiina-1Tp10)) HEBO3MOIKHO ¢/IeTaTh OKOHYATENbHLIE BLIBOBI O MeTaOOTHUECKOH aKTHBHOCTH

TICYCHH ¥ MAMMHCHTOR € JJCKOMIICHCHPOBAHHBIM TTHPPO30M TICUCHH.

Ilorazanusa K IpHUMeHEHUIO

[Ipenapat Ampoan®™ mokazan st [IPUMEHEHHSI V B3pOC/IbIX IAuUeHTOB crapuie 18 Jser no
TMMOKA3AHHSAM:

¢ [llmodpenus: ocTphie MPUCTYIHI U TIOIePKHBAIOMIAS TEPATTHSL.

¢ DbunonspHoe pacctpoicTio I THIA: MaHHaKaJIbLHBIS DMU30/BI H MOISPKHBAIONIASA Teparus ¢
LUCJIBK NPSIOTBPALICHUS PCUHIMEOR YV IAIUCHTOR ¢ OHIOJAPHBIM pacctpoiicreom | Tuma,
HE/JaBHO NePeHSCIIUX MAHHAKAJILHBIM WM CMEIUAHHLIA DIIH30.1.

e Jlono/eHHe K TepallMd NpenapaTaMyd JIATAS WM BAJILIPOSBOH KUCIOTBLL IS JISUESHHUSI
MaHHAKATLHBIX HIM CMEMIaHHBIX DIH0/0B B paMKax OHMOJSIPHOTO paccTpoicTBa I THMa mpu
HAJIMYHH [CHXOTHUYECKHX CHMITOMOB HJIM 0e3 HHX M MOJISPAKHBAIONIAS TEPAlMs ¢ LEJbIO
TIpeTOTBPANeHHs PEIHAHBOB Y TMAITHEHTOR ¢ OUIMOIAPHLIM paccTpoiicTRoM I THTIA,

¢ I.[O]'IOJTHGHHG K aHTHIIEIIpeCCHB]-IOﬁ TEpaAIHUH 1MpH OOJTLTITOM JETIPEeCCUBHOM paCCTI)OﬁCTBE.

IIporuBonokazanus

e [lopbinIcHHAS YVBCTBUTCIILHOCTE K APUITAIIPAZ0JY WM IPYIUM KOMIIOHCHTAM IIperapara.

e Bozpacr g0 18 ser (3dpdekrurHOCTL 1 022011aCHOCTE HE VCTAHOBJICHBI).

e [lepuoj rpyaHOro BCKapMIMBAHUS.

e Jlehpuuut JlakTasbl, HEUEPEeHOCHMOCTL  JIAKTO3bl,  CHHAPOM  [JIHOKO30-TIaKTO3HOU

MaJThabCcopOITHH (Tak Kak TperapaT AMIoal” COIepiKHT JaKTo3Y).

C ocTOpOKHOCTHIO

3aboneranus CCPHEQHO-COC)’,I{HCTOﬁ CUCTCMBI (H]IICMH‘ICCKM HoesHb cepana HUITH
ﬂepCHGCGHHbIﬁ HH(})&]_)KT MHOKAapAa, XpOHHYUCCKAaA CCPACUHAA HCHOCTATOYHOCTL H HAPVIICHHC
TIPOBO/TAMOCTH); TepeOpoBacKyIsApHbIe 3abodeBaHus W COCTOSAHMS, Tpeapacrionaraioniue K
CHHKCHHUK apTepHAJIFHOTO [aB/ICHHA (,ZIBI'PII[]’)&THIH/IH? THIMOBOJICMHA. TIPHEM THUIMOTCHIWBHEBIX
JIEKapCTBEHHBIX CPE/ICTB) B CBA3H € BO3ZMOJKHOCTHIO Pa3BUTHSI OPTOCTATHUECKOMW THIOTEH3HH,
STIHIICTICHA, 3&60_116]331-]]/[5{_. TpU KOTOPBIX BO3MOJKHO pasBUTHE CYIOPOT. TMORBINNICHHBIA PHCK
TUIEPTEPMHU (HALIPUMED, [IPH MHTSHCHBHLIX (DH3MUYSCKUX HAIPY3KAX, [ISPEIPEBAHHU, [IPHEME
CPEICTR ¢ M-XOTMHOOIOKHPYIOMEH aKTHBHOCTRIO, MpH 00e3BOKHBAHWH H3-3a CIMOCOOHOCTH

AHTHIICHXOTHKOE  HapyllaTe ICp MOpCI‘_\"JI?II.[Pl[O); Y IalHCHTOB C  PHCKOM  PA3BATHA
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 19.06.2023 N= 11378

aCTIMPAIHOHHOM THEBMOHHH H3-3a PHCKa p\menﬁgCﬁbﬁ%ﬁ‘&'m&wacgﬁn@n”?:a "

acCHMpalMH; V I[ALUCHTOB ¢ OXKUPCHMEM MM CaxapHeIM Jua0eToM B CEMCHHOM aHAMHE3S,
BLICOKHH PHCK CYHIHIA (TICHXO3BL, OHIOJISIPHOE PaAcCTPOMCTBO, OOJBINOE JIENPECCHBHOE
paccTpolcTRO), BospacT 18—24 roga B CRBA3M € PHCKOM CYHITUAAIBHOTO TOBEJCHUA,

Gep CMCHHOCTE.

IIpumenenne npu (e peMeHHOCTH H B IePHOL I'PYIHOI'0 BCKAPM IMBAHMSI

Bepemernnocmu

AJICKBATHBIX H XOPOIIO KOHTPOJIMPYCMBIX HCCICHAOBAHUH y OSPEMCHHBIX HE IPOBOIH/IOCH.
HeuzpecTno, MOMXeT JIM LPUMEHEHHE apuUIMIpa3zola v OepeMeHHOU OKaszblBalb BpeJHOE
BOZICHCTRUE HA TUTO MITH BBI3BIBATH HApYMICHHE PeNPOAYKTHBHOH (PYHKIHH. M3BecTHO, UTO ¥
HOBOPOIK/IACHHBIX, MATCPH KOTOPLIX MPUHUMAIM HeWposentuku B TeucHue Il Tpumectpa
OepeMeHHOCTH, B TOCIEPOIOBOM TMEPHOJIe CYMIECTBYET PUCK PA3BHTHA DKCTpaITUpaMHIHBIX
pPacCTpOUCTR W/HIH CHHAPOMA «OTMEHBI». Y HOBOPOKICHHBIX OTMEUAITMCH BO0OVKICHHE,
MbIIIeYHas THMEPTOHHSA HJIH THIIOTOHHS, TPeMOp, COHJIHMBOCTL, PeCTIMpATOPHLIA JIUCTpecc-
CHH/IPOM, HapYIIeHHA TPH KOPMJICHHH. J[aHHBIE CHUMIITOMBI HMMEIH pPazIAYHVIO CTeTIeHB
TSDKECTH, MHOTAA OHU [POXOAMJIM 0€3 JICUSHHsL, TOr[A KaK B JPVIUX CIAVUYAsIX HOBOPOIXKISHHLIS
HYK/TATUCh B HHTEHCHBHOM Tepallii M MPO/I0JLKUTEIBHON TocTuTaamn3anuu. [Ipu npuveHeHun
APHUIIMIIPA30JIa PA3BUTHC YV HOBOPOMKICHHBIX IMOM00HOH CHMITOMATHKM OTMEUYAJIOCh OUCHB
penKo.

CreyeT mpeAynpe/IHTh NAIHSHTOK, YTO OHH JOKHBI HEMEUICHHO COOOIMHUTH Bpady o
HACTYILICHUH OepeMeHHOCTH Ha oHe JeUeHHs, ClIelyeT Takke HHQOPMHPOBATL Bpada o
TUTAHUPYeMOii OepeMeHHOCTH.

[Ipenapar Ampoan®  Moxer [IPUHUMATLCSL BO  BpeMsl  OepeMEHHOCTH, TOJILKO  eCI/IH
MOTeHTHAJILHAA MTOJTh3a TIPUMEHEHHUS /1711 MATEPH TPEBBINIAST MOTEHITHAJILHBIH PUCK I 1014,
llepuoo epyonozo 6ckxapmiueanus

APHIHIIPA30JL IPOHUKAST B IPVIHOe MOJIOKO. IIpH npumMeHeHuu npernapara Amroan® rpyauoe

BCKApMIIMBAHHE CIICAYVET OTMEHHUTH.

Croco® npuMeHeHH 1 10351

Bray1ps, 1 paz B [icHb, HE3aBHCUMO OT BPCMCHH HPUCMAa ITHILH.

ITuzoghpeniia

Pexomennyemas HavaneHas ao3a — ot 10 Mr jgo 15 Mr 1 pas B cytku. llogaepskuparomas qo3a —
o0bIYHO 13 MI' B CYTKH. B KIMHHYSCKUX HCCIISHOBAHMX MoKazaHa »QeKTHBHOCTD [Iperapara B

J103ax oT 10 Mr 10 30 MT B CYTKH.
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ot 19.06.2023 Ne 11378
el OCTELOCBATENBHOCTb 0002)

ManuaxanbHbie 3niz00ut NP 614ﬂOJZHDHOM paca

COOTBETCTBYET SKCNEPTHOMY OTHETY

Monomepamis

PexomeniyeMast nawambHas ao3a — 13 Mr 1 pa3 B cyTkH. M3aMeHeHne 70361 TIPA HEOOXOAMOCTH
TIPOM3BOUTCS € MHTEPBAJIOM He MeHee 24 wacor. B KIMHMUYSCKHMX WCCICIOBAHUAX TPH
MaHHMAKAIbHBIX SMH30/4aX NpojeMoHcTpuporana >PheK THBHOCTE Iipenapara B jgozax 1530 mr
B CYTKH MpH NOpHemMe B TeueHHe 3—12 Hemens. bezomacwocTh 03 BbIme 30 Mr B CYTKH B
KJIMHHISCKUX HCCISIOBAHMSIK He OLEeHHBAIACL.

[Tpy HaOMTOMEHHM 3a MalHeHTaMH ¢ OHWMOJAPHLIM paccTpoHCTBOM [ THMA, TepeHeCTTHMHA
MAHHAKA/IbHBIM WM CMCIIAHHBIM AIIH30/1, Y KOTOPBIX OTMeUalach craluimzanus CUMIITOMOR Ha
done npuema npenapara Amgoan® (15 Mr B cyrkd wid 30 MI B CYIKH [pH Ha4ajJbLHOH j103e
30 Mr B CYTKH) B TedcHHe 6 He/edb, 3aTeM — O MecdlleR M Jaliee — B TeueHHe 17 MecAles,
ycTaHoplicH  Omaronpusatabiii  >ddexr rTakod noggcpkuparomicd  tepanun.  Cliegyver
neproArTeckr oOCIeIoBaTh TAIMEHTOR IS OMpeeeHdss HeOOXOAHUMOCTH TIPO/TOJLKEHHS
TIOISPKHBAKOMICEH TePATIHH.

Hononneriie K __mepaniilt _Npenapamamit  mua uil Gaabnpoesott  KIUCROMbL Ona__nederis

MAHUAKATbHBLX U CMEULAHHBEX SNIL30008 8 PDAMKAX Hunond PHO20 PACCPOoHcmsa [ muna

Pexomeniopannasi HadaibHast go3a — or 10 Mr g0 15 mr 1 paz B CYIKH, HOLASPKHBAIOLAs
Joza— 15 mr B cytku. /loza MokeT ObITh yBenuueHa 70 30 Mr B CYTKH B 3aBUCHMOCTH OT
KJIMHUYCCKUX NoKazaHui. [lpu HaOiiojicHuM 2a namueHTaMu ¢ OMIOJISIPHBIM PAcCTPOMCTBOM
I THMa ycTaHoRBJIEH OJaronMpHATHRIN P DeKT Mo IepKHBAIONIEH TeparTiy aApHITHITPA3OIOM B JT03e
oT 10Mr ao 30 Mr B CYTKH B KadecTBe JAOMOJHEHHA K TepalHé MpernaparaMH JHTHS A
BUILIPOeBON KHCIOTHL CleayeT nepuojuyeckd oOcieloBaTh NALUESHTOB JUISL OIpeIe/IeHus
HEeOOXOTUMOCTH TIPO/IOIKEHHA TIOIIe P KUBAOTICH TepaTiii.

Honoanumenbnas mepanius np OO MOM OenPecCueéHOM PACCMPOUCINGE

B xagecTBe JOMONHEHHA K JICUSHHIO AHTHIENPECCANTAMH PEKOMEHIYETCSA ApHITHIIPA3oJ B
HA4YaIBHOH J103¢ 5 MI' B CYTKH, IIpH HeoOXOJHMOCTH M XOPOIUCH IEPEHOCUMOCTH Tepalluy
CYTOUHYIO JI03Y apUIIUIIPA30J1a MOKHO ©KeHe/(e/ILHO VBEJUIMBATL Ha 3 MI J0 MAKCUMAILHON
He GoJee 15 Mr B CyTKH.

IIpu npuMeHeHUM TIpenapata AMI0an™ HEBO3MOKHO JOCTHYb PEKOMEH/YEMOH HAUaIIbHOM 10361
5 Mr B cytkH. B oToM ciydae cieqyeT TIpUMEHSATH JIpYrod JIeKapcTBEHHBIH Iperapar,
COJICPIKALIME APUIIUIIPAZ0]] B KAUeCTBE JACHCTBYIOIEIO BELISCTRA.

JIIHTeNLHOCTL TEparu| TIpemapaToM AMI0AT® MO BCeM YKA3aHHBIM BBINE TOKA3aHHAM He
YCTAHORIICHA, HEOOXOJUMO peTyJApPHO MPOBOIWATE OOCHSOBaHHE TallMCHTa Ha MpeIMeT
BO3MOJKHOCTH OTMEHBI TepAIIUH.

Hpumeneniie v 0cobbix SpYnn AGyUennos
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ot 19.06.2023 N= 11378
(NOCNEOCBATENBHOCTD 0002)

Haz.;ueﬁmm ¢ NOUYCUHOL HEDOCHAMOUHOCHIL KD

COOTBETCTBYET SKCNEPTHOMY OTHETY

= IIAaUCHTaM ¢ HOYCUHOH

Koppexuun  703bI  1pM  HasHa4YeHUM npenapata  Amjoall
HeTOCTATOYHOCTRLIO He TpeOyeTes.

Iaynermol ¢ NEUEHOUHOTE HEOOCMAMOUHOCIBID

Koppekuuy 10261 [pM HazHAYeHMH Ipenapara  AmIoal™ HamueHTaM ¢ IeYeHOYHOH
HeJ0CTaTOUHOCTRIO He Tpebyetcsa. IlanmeHTaM ¢ mMeYeHOUHOH HEJOCTATOMHOCTBIO IORY
30 MI/CYT HA3HAYAIOT ¢ OCTOPOKHOCTLIO.

Hpumenenue y nayuenmos cmapiiie 63 nem

Koppexuuu 10361 00b1uHo He Tpelyercs. OQHAKO BCICACTBHE HOBBIMICHHONW YYBCTRBHTCIILHOCTH
Y [HALHSHTOB YTOH MONY/BILHY ClIeIyeT YUUTLIBATL IpUMeHeHue Dojlee HUBKUX HAYalbHBIX 103,
Bruaxie nona nayiuenma Ha pexcum Oo3uposanis

Peskum JJozupopanus npenapata Avuoan®™ s nanueHTos 060ero HoJa oHHAKOR.

Bauanue Kypenua na pedcium 0o3upoeaniia

PeskHM 03MPORAHHA TIpenapaTa AMaoan® uld Kypamux U HeKYPATTHX TallHeHTOR O/THHAKOR.
Pedicum 003uposcaniia npi CONVIMCmeyioujeit mepaniiii

Ilpu ogHOBpeMeHHOM TPUMEHEHHH AapHIIHTPa3oda W MOIUIHBIX HHTHOHTOPOB H30(epMeHTa
CYP3A4 (KeTOKOHA30I1, KJIAPUTPOMHULKH) /1034 IIpenapara AMIoal™ J0/uKHa ObITh YMEHbLIIEHA
HamosoruHY. IIpu ormene wHTHOHTOPOR H30depmenTa CYP3A4 nmoza apunumnpasoma JTOTKHA
OBITH VBEIIMUCHA.

[Ipu ONHOBpEMEHHOM TIPUMEHEHHH ApHUITHTIpa3ofia W MOINIHBIX HHTHOMTOPOB H3o(hepMeHTa
CYP2D6 (xunuauH, (pIVOKCETHH, MAPOKCSTHH) J03a APHITHIPA30a AOKHA OBITh YMEHBIIICHA
Kak MUHUMYM HanoJiopuny. Ilpu ormene wunrubutopoer wuzodepmenta CYP2D6 noza
apHIIHITpa3oia A0DKHA OBITh YBETHYCHA.

Apunyinpazolil cieyver NpUMeHITL 0e3 U3MEHSHUS PeKUMA JO3UPOBAHMS, €C/IM OH HA3HAYESH B
KadecTRe JIOMOTHATENLHOW TeparHy Y MAITHEHTOB ¢ OOMBITUM JeTIPECCHUBHBIM PACCTPOHCTBOM.
IIpu oaHOBpEeMEHHOM NPUMEHSHHMHM APUIIMIPAZ0JA U MOIIHBIX HHIHOMTOPOR H30(ESPMEHTOR
CYP2D6 (xuumauu, Quyokcerun, napokcetun) ¥ CYP3A4 (KeTOKOHA30JL, KJIAPHTPOMMIMH)
71032 apUITHIIPa3ofia TOJKHA OBITH YMEHBINSHA Ha % (To ecTh M0 25% oOwruHON j0381). llpn
oTMeHe uHruouropor uzodepmenroe CYP2D6 wmmu CYP3A4 noza  npenapara
APUITHITPA30JIa JOKHA ObITH YBeTMYeHa.

[Ipy ojgHOBpEeMEHHOM NPHMCHCHHM ApPUIIMIIPAZ0JIA M MOLIHBIX, YMEPEHHBIX MM CJalBIX
unaruduTopos  m3odepmentoB CYP2D6 u CYP3A4 jnosa apumumpasosia  MOKeT OBITh
TICPROHAYAIIBHO YMEHBINeHa Ha %4 (To ecTh A0 25% OOBIUHON 703BI). a MOTOM VBeJIHUYEHA [UIA

JAOCTHIKCHUSL OIITHMAJIBHOTI'O KITHHHUYICCKOI'O pe3yiibTara.

721



COOTBETCTBYET 3KCNEPTHOMY OTHETY

ot 19.06.2023 N= 11378

IIpy HazHaueHHWW TIpemapaTa apUIHUNPa3zoJia IT [neHTardlmgﬂqg&uzﬁ'&;@g@ﬁg(}:gﬁ&g%%éHm

CYP2D6 neppoHaualibHO 71022 apUIMIPA30/1a J0KHA ObITh YMCHBIICHA HAIIOJIOBHHY, 4 [OTOM
YBeJIHUEHA JUIS JIOCTHIKEHHUS] OTITUMAJILHOTO KJIMHHYECKOTO pesvibrata. IIpu ogmospementom
TIPUMEHEHWH apHITATIPA30Jia ¥ MOIMHOTO HHrHOHTOpa mM3odepmenta CYP3A4 mamuenTtam c
HUBKOU akTUBHOCTBIO M3odepmenta CYP2D6 103a apuuupazosa Jo/ukHa OblTh YMeHbLIICHA HA
Y4 (1o ecThb 710 25% OOLITHOH JTORLI).

[Ipy  OJHOBpPEeMEHHOM  IPUMEHEHHH  APHLMIIPA30Ja M HOTEHUMAILHLIX — HUHIAYKTOPOB
nzoepmenta CYP3A4 (kapOamasenui) 1032 apUMHMPA3oaa JOMKHA ObIThH YBeTHYeHa B 2 pasa.
[Ipu ormene unaykropoe uzodepmenta CYP3A4 noza apununpazoiia Jo/pkHa ObITh YMCHBIICHA
J10 10—15 Mr B CYTKH.

IIlpy HERORMOXKHOCTH MOCTHACHHS HEOOXOMMMOH /03Bl apHUNHNpazoNa TpH TPHMSHSHHH
npenapara Ampoan® cieayveT IPUMEHsATh APYIOil JICKAPCTBCHHBIM Ipenapar, cojepiaiiuii
ApHITHITPA30JI B Ka4eCTBe JIeHCTBYIONIETO BelecTRa.

leTH

[Ipumvenenne mpemapata AMaoad v JAeTed B BoszpacTe 0 18 JieT MPOTHBOTIOKA3anO B CBS3HU ¢
OTCYTCTBHEM KIWHHYSCKHMX JAHHBIX 00 3(p(PekTHRHOCTH M OS30TACHOCTH TpernapaTa B JaHHOH

BOBp&CTHOﬁ IOLIYJIALKH.

ITodounoe xelicTBIIE

Kpamruii 06z30p npodung He30nacnoc

HauGonee pacmpocTpaHeHHbIe HekedaTenbHble peakrmu (HP), mapeructpupoBaHHBIC B X0
11aHe00-KOHTPOMPYEMbIX  MCCISAOBAHUM, BKIIOYAIOT AKATU3MIO U TOLIHOTY, KOTOpbLIe
oT™edaH Gosee 9eM v 3% MarUeHTOR, MPHHUMABIITHX aPHITATIPA30T BHYTPE.

Kiaccudukauust uacrorsl  pazsutuss HP, pekomenavemas BeemupHod —opranuzauuei
3pasooxpanenus (BO3):

oueHb Hacto (= 1/10)

yacro (ot > 1/100 no <1/10)

HegacTo (ot = 1/1000 mo <1/100)

peako (ot > 1/10000 go <1/1000)

odeHb peako (< 1/10000)

YACTOTA HCHBECTHA (HE MOXKET ObITh OLICHCHA HA OCHOBEC MMCHOIUXCS JIAHHBIX ).

B npenenax kamaoW Tpynmbl 4acToThl  BeTpedaemocTH [P mepeuncrienst B mopsike

YMCHBIMEHHUA CCPBCRHOCTH.
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COOTBETCTBYET SKCNEPTHOMY OTHETY

ot 19.06.2023 N= 11378

Yacrota HP B X0/1¢ MOoCTperucTpaliHoHHOTO MepHoAa Hd%@‘f@%@#ﬁ&&ﬂﬁlﬂﬁbﬂena

L

ITOCKOJIbKY HHqJO]')Ma]_lH}l ObLia noJiyucHa W73 CIHOHTAHHBIX COOGIL[CHHﬁ. HOBTOM_V qacTora

BCTPEYACMOCTHA MaHHLIX HP KJT&CCH(I)H[[H]’)OB&H& KaK «9acToTa HEU3BECTHAY.

Yacro

Heuacto

Yacrora HeM3BeCTHA

Hapymenus co
CTOPOHBI KPOBH H
JumbaTruecKou
CHCTEMBI

JletixomeHIA
Hetitpornennsa
TpomGouuTonenus

Hapymenus co
CTOPOHEL
HMMYHHOH
CUCTEMBL

AJIeprAvYecKre peakiun
(Hanpumep,
aHa(pUITAKTHISCKHE
PeaKiuu,
AHTMOHEBPOTHYCCKHUH OTEK,
BKJIIOYAS MIPUTTYXIIOCTD
SI3bIKA, OTEK 13bIKA, OTCK
JIMTIA, KOKHBIH 3y HITH
KparuBHHITY)

Hapymenus co

FH[[eleI)OJ'IaK’I‘HHeMH}l

JnaGeTnueckas

CTOPOHEL THIICPOCMOJBIPHAS. KOMa

DHAOKPHHHOH JinabeTHueckuit KeToAMIOR

CHCTEMBL

Hapymenus co CaxapHbrit uadet I'mnepriukemus I'nnonatpuemMus

CTOPOHBT 0OOMeHa AHOpeKcus

BCIICCTE U IUTAHUS CHMKCHHE MAcChl Tela
YBeJMueHHe Macchl Tesa

Hapymenus Becconnuia Jlempeccus [ToneITKH CcyHIIH/TA,

IICUXHKHI Tpeeora ['unepcexkcyaibHOCTE | CYHLIUJANBHBIC MBICIIH B

becnokoiicTro 3aBEpPTICHHBIH CYHITH (CM.

paznen «Ocobble yKazaHusm»)
[larosoruueckoe BICUSHHUS K
a3apTHBIM HTpaM
Hapymenust KoutpoJist

OOy K/ICHUH

[lepeenanne
KomnyibcueHeie
(HEKOHTPOITUPYEMBIE)
IIOKYIIKH

[Topuomanus
(MMILYJILCUBHOE BJICYSHUE K
IIEPSMCHE MECT)

Arpeccus

Bozbyxneuune

HeprozuocTs
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COOTBETCTBYET SKCNEPTHOMY OTHETY

ot 19

06.2023 N= 11378

Hapymenus co
CTOPOHBI HEPBHOH
CHUCTEeMBL

Axkaruzus
DKCTpariHpaMH/IHbIe
HapyLIeHUs1

Tpemop

T'onoenas 6o1b
Cenauust
CoOHJIHBOCTH
['osorokpysKeHHE

11dg

s i1 HO kMO

T T

JlucTonusa

HeHpOJETITHYECKHI
cungpom (3HC)

bonwmoi siuIenTHYSCKUH
IIPUIIAJI0K
CepoTOHMHOBBIN CHUH/IPOM
Hapymenwne peun

Hapymenus co
CTOPOHBI OpTaHa
3peHuUs

Heuerkocts 3pCcHUA

Humonus
CreT06092HE

OKYJIOTUPHBIN KpHz

Hapymenus co
CTOPOHEI cep/ina

Taxukapaus

Buezannas HeoOpsicHUMAas
CMePTH

HKenynouxkopast TaXHUKap/1dsl
THTIA CITHPYITY

Yuiunenue unreppaia QT
JKenynoukorsie apuTMUK
Brezannas ocTanoBka
cepiana

bpagukapaus

Hapymenus co
CTOPOHBI COCY/TOB

OpTtocTtaTnyeckas
THTIOTEH3 S

BenosHas TpombosmGonus
(BKITIOUAst YMOONTHUTO
JICTOYHOM apTePUH |
TpoMOO03 TTVOOKHX BeH)
AprepuajibHasi THIePTe H3UsL
Obmopoxk

Co cropoHsl
JBIXATEIRHONA
CHCTEMBL, OpPraHoB
TPY/THOU KJICTKH U
CPETOCTSHAA

Hxora

A(.‘-HPIpaLlPIOHHaﬂ ITHCEMOHHNA
.HﬂpHHFOCHaBM
Crnazm POTOIJIOTKH

Hapymenus co
CTOPOHBI
JKSIIYIOYHO-
KHITETHOTO TPaKTa

Sanop
Jlucnencus
Tommnora
I'mmepcexpenus
CJIOHHLIX JKeJ1e3
Prora

Ilaukpeatur

Jlucdarus

Juapest

JluckomopT B KHBOTE
JTuckoMpopT B iKeyIKe

Hapymenus co
CTOPOHEI TIeYeHU U
JKETUCBBIBOISIIUX
MyTeH

[lcuenouHAsM
HEA0CTATOYHOCTD

l'enarur

ZKenryxa

IToBbImenHe aKTHBHOCTH
aTaHUHAMUHOTpaHCepazbl
(AJIT) B mmazmMe KpoBH
[lopbimenHe aKTHBHOCTH
acmapTaTaMHUHOTpaHc(epazbl
(ACT) B mmazMe KpoBH
[lopbimeHHE AKTHBHOCTH
raMmMma-
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COOTBETCTBYET SKCNEPTHOMY OTYETY

P——

o7 19.06.2023 N2 11378

(MOCITEOD

FAVIa iDL pancPopader

(I'T'T) B mTazMe KpoBH
[MoppleHHe AKTHBHOCTH
menouHo# (ocdarazel B
1L1a3Me KPOBH

Hapyumenus co

Kosxuast colnib

CTOPOHBI KOKH H Peaximu

TTO/TKOKHBIX (hOTOUYBCTBUTETHLHOCTH

TKAHEeH AJtorie ust
[TorwImIeHHOE
MOTOOT/Ae/IeHHE

Hapymenusi co PaGiomMuo/143

CTOPOHEI CKEITeTHO- Muamrus

MLIIISYHOH U
COCIUHHUT: CJleOﬁ
TKATH

PUIrdIHOCTE MBIILL

Hapymenus co
CTOPOHBI IIOYEK U

Hem;epm‘a.nﬂe MOYHA
3ajlepiKKa MOUH

MOYERBIBOIAINNAX
myTeH

bepemennocts, CHHIPOM «OTMEHBI» ¥
MOCIEPOIOBLIE H HOBOPOIKISHHBIX (CM.
IICpUHATA/IbHbIC paznen «lIpumenenue npu
COCTOSAHUSA OepeMeHHOCTH H B MEPHO/]

IPVAHOIO BCKAPMJIHBAHHUS»)

Hapymenus co
CTOPOHBI
PENpOAYKTUBHOM
CHUCTEMEI H
MOJIOYHBIX HKelles

[Tpnamuzm

Qbmue
paccTpoUCTRA U
HapyIIEeHus B
MeCTe BBEJISHHS

TToBnimennas
VITOMJACMOCTE

Hapymenus

TEPMOPET YIISILIUI
(manpumMep, THITOTEPMHAS,
[IApeTUYECKAsl PEaAKLIHsL)
bons B rpyu
[Tepudepuucckue oTekH

JlabopaTopHble 1
UHCTPpYMEHTA/IbHbIS
JaHHBIC

[ToBbIMICHHE KOHIIGHTPAITHH
[JIFOKO3LL B KPOBH
IlorbniicHue cogepkanust
TJIAKO3WIHPOBAHHOTO
reMorjioouta

KouieGanus KoHLCHTpaluu
TJIFOKO3BI B KPOBH
[loebieHHE AKTHBHOCTH
KkpeaTuH(pochoOKHHARB
(KOK) B mwiazme kpoBu
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ot 19.06.2023 N= 11378

(MOCNEOCBATENBHOCTL 0002)

Onicariie omoensHuix HP

COOTBETCTBYET SKCNEPTHOMY OTHETY

Srempanupamuonvie cumnmomsl (H1C)

[Tuzoghpenua: B TIATETLHOM S2-HeJedbHOM KOHTPOIUPYSMOM HCCHETOBAHHH YV MAITUEHTOR,
TIOTYYaRIIHX aAPHITUITPA30JI. OTMEYaIach B I[eJIOM HHA3KadA 4acToTa BeTpedaeMocTH (25,8%) DIIC,
BKJIIOYAs] NAPKHUHCOHU3M, AKATH3HIO, JUCTOHHIO W [HCKUHE3UIO, B CPABHEHHU ¢ HAllMSHTAMMU,
TOJTYYaRTIUMH rasonepuoia (37,3%). B jummtensHoM 26-HeTeIBHOM TIALRb0-KOHTPOTHPYEMOM
HecieIoBanuu qacTora eerpedaeMoctd DIIC coctapisiia 19% B rpynie apununpazona v 13,1%
B rpynmne mianedo. B ApyroM JUIHTENLHOM 206-HeAeTbHOM KOHTPOTHPYSMOM HCCIETOBAHHA
yacrota eerpeuacMoct DIIC cocrarsuia 14,8% e rpynne apununpazoiia 1 15,1% e rpyune
OJIaH3alMHA.

ManuaxaneHbie  »Ru3006i i HunonapHoe  paccmpoiicmeo [ muna: B 12-HeAeIBHOM

KOHTPOJHPYVEMOM HcCieaoraHuM 4acTtoTa Berpedacmoctu D1IC cocrtapisuia 23.5% e rpyiie
apununpazoiga U 33.3% B Tpynme raronepuaosa. B apyrom 12-meeqbHOM HCCIEOBAHHH
yactoTa BeTpedaeMocTh JIIC cocrarnana 26,6% B rpynme apununpazora U 17,6% B rpymme
TuTHs. B 26-HefenbHOM ToepKUBaiomed daze JUTHTENLHOTO TUIAe60-KOHTPOTHPYEMOTO
ucclie/TopaHusa dactoTa BeTpedaemocTH DIIC cocrarmama 18.2% B rpynme apumnwunpasona H
15,7% B rpyune mwianebo.

Aramusua

B mnane60-KOHTPO/IMPYEeMBbIX UCCICAOBAHUAX YACTOTA BCTPEUASMOCTH aKATU2HH V ITALUCHTOR ¢
OUTIOTSIPHLIM  paccTpoHcTBOM cocTamisia 12,1% B rpymme apununpazoda U 3.2% B TpyIimne
mrarnebo. Y ManueHToB ¢ MH30(ppeHHeH YacToTa BCTPEUASMOCTH aKaTH3IHH cocTaBmsana 6.2% B
rpyviie apunuipaszoa u 3,0% e rpynne mianeto.

Jucmoniia

Kilace-odexr: B neppble JHU JI€YEHUS Y YYBCTBUTC/LHLIX HALMEHTOB MOLYT OTMEYaTbCsl
CHMIITOMBI JTACTOHHH, JTUTEILHBIX MAaTOJOTHYSCKUX COKpameHud rpynn Mbimi, CHMITTOMBI
JIUCTOHUHM BKJIFOUAKOT: CHIA3M MBIIIL HICH, HHOTA [POrPECCHPYIOIIHH 10 OLYIICHUS CTSCHEHUS
B rOpJie, 3aTPYAHSHUSL [JIOTAHUSL 3aTPYAHSHHSL AbIXAHUSL U/ WM IIPOTPY3HH SI3bIKA. XOTsl JaHHble
CUMIITOMBI MOTYT OTMEUAThCA TPH HHIKHX [103aX. OHH BCTPEYAROTCS dame M ¢ Oombmmei
CTCHCHBI) BBIPAXKEHHOCTH 1P IPUMSHEHHM OO0Jiee  BBICOKHMX /103  BBICOKOAKTHBHBIX
HeHpOJISTITHKOB TIEPBOTO TMOKOJeHHs. (OTMedaeTcs TOBBIMEHHBIH PHCK Pa3BUTHS OCTPOH
JIUCTOHUH Y MYKUHMH U IIAUEHTOB MOJIOJOI0 BO3pacTa.

[Iponraxmin

B KIMHMYeCKWX WCCIeTOBAHMAX TPHMEHEHHMS apHITHIpa3zoia MO  3apeTrHCTPHPOBAHHBIM
HOKAZAHUSAM M B XOJ€ IOCTPErUCTPALUOHHOrO HAOJMIOACHHUSI OTMEHAIOCh [OBLIICHUES H

CHHIKEHHS KOHIEHTPAIAH CLIBOPOTOUHOTO TIPOJAKTHHA TI0 CPaBHEHHIO ¢ HWUCXOJHLIMHA
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ot 19.06.2023 N= 11378

(MOCNEOCBATENBHOCTL 0002)

SHAYCHUAMH.

COOTBETCTBYET SKCNEPTHOMY OTHETY

HatopamopHvle noxazamenu

Cpasrenusi apununpasona ¥ mianedo To Jojie TAHeHTOB ¢ TOTEHIHATLHO KIMHHYECKH
SHAYAMBIMH W3MCHCHHAMH B CTaHJAPTHRIX JTA0OpPATOPHBIX M JIMIHIHBIX TOKA3aTeNdax He
BLISIBWJIM KJIMHHYECKH 3HAYUMBIX pazivuud. Iloppnmenue aktupnocty KOK B mazme kposu,
KaK TIPaBHJIO, KPATKOCPOUHOE H BECCHMITTOMHOS, 0TMeUaIoch ¥ 3,5% ManuenToB, MOIYIaBIIAX
apUIMIpazosL, U y 2,0% NauueuToB, HOJIVIABIIUX IU1anedo.

ITamonoziiueckoe 6reUeHe K A2aPMHLIM USPaM 1 OPYUe HapYHLeH s KOHMPORL NODYICOeH I
Ilpu neucHUM ApUIIMIPAZ0JIOM Y [ALMCHTOR MOJKCT PAa3BUBATHCS NATOJIOIMUSCKOC BICUCHHUES K
A3apPTHLIM MUIPAM, IMIEPCEKCYAILHOCTh, HEIPEOJOJIMMOS BIICUSHHe K [IOKVIIKAM, MepeeJaHue

WITA KOMTIYJIBCHBHBIN MpHeM MUK (cM. paziel «Ocobbie YKazaHUA»).

IlepenosnpoBra

CuMOTOMBI

B KIHHHYECKHX HCCIIeOBAHUAX W TOCTMAPKETHHTOBBIX HAOMIOMEHUAX OTHCAHLI ClIydaimbie
WIH YMBIMUICHHBIC TIEPEIOZMPOBKH apHNMIIPA30Na Y B3POCHBIX MAINHEHTOB C OJHOKPATHBIM
npueMom a0 1260 Mr, He COLPOBOAIABIIMECS JleTajbHbIM HexoaoM. Ilorenuumansuo
KJIMHHYSCKH 3HAYMMBIE CHMITOMBI: JISTapTHA, TMOBBIMeHHE AJl, COHIMBOCTH, TaXHKap/IH.
TOWHOTA, PROTA U Auapest. OnucaHbl CiIyuan HEPEJOZHPOBKH apUIIMIIpazoia y AeTeH (IpHeM 10
193 MT), HEe COTMPOBOKTABIIHECH JIeTATLHLIM UCX0A0M. [ToTeHNHATBHO KWIHHHYECKH 3HAUYMMbIe
CHMIITOMBI BKJIFOYATH: COHJIMBOCTh, BPEMEHHYIO TMOTEPI0 CORHAHHSA H HKCTpanupaMuIHbIS
CUMIITOMBL.

JlegeHne

[Topgepxkupatoniasi ¥ CHMOTOMATHYSCKAs] Tepallusl, COXPAHESHHUE IPOXOJAUMOCTH BO3AVLIHBIX
NyTeH, BEHTHISIIUMA JIETKAX M OKCHreHaruu. CreyeT YUUTLIBATh He0OXOIUMOCTE Ha3HAUSHHUS
HECKOJIBKHX MEJIMIMHCKHX Mpenapartor. st BISRICHUS apUTMHHN CIIelyeT HEMEUICHHO HauaTh
CePLEeYHO-COCYAUCTLIN MOHUTOPHHY, BKIOYAIONMHN HocTosiHHoe custrtre DKIT st BuisiBiie Hust
BO3MOKHBIX apHTMHA. [IpH TMOATBep:k/IeHHOM MM MpeAnoNaraeMoi  INepelo3upoBKe
APHUIIHIPA30I0M [I0KA3aHO THIATSIbHOE HAOIOCHUS 10 UCUCIHOBCHUS BCEX CHMIITOMOR.
AKTHBUPOBAHHBIH VTOJL B 03¢ 50 T, BBeIeHHBIA Yepez | 4 mocsie TIpHeMa apHITHIIpazodia,
npueoami K cHwKeHHI AUC u Chax apununpazona Ha 51% u 41% cOOTBETCTBEHHO, 4TO
CBH/IETETLCTBVET O TOM, UTO aKTHBHPOBAHHBLIM YToJib MOMKET ObITh d(PpeKTHBEH TIPH JeUeHHU
Tepe/I03UPORKA.

[emonmanms

HecmoTpst ma otcyreTBHe HHpopManuu o6 >(hPekTHBHOCTH TeMoJHAIH3a TIPH JeYeHHH
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COOTBETCTBYET SKCNEPTHOMY OTHETY
ot 19.06.2023 N= 11378
MepPe/IO3UPORKH  apHITHITPA30JIOM, S(PPeKTHRHOCTE r@aﬁﬂﬁ%& B ﬁm%ﬁ a; Ui ) ax

APUIIHIIPAZ0JL B 2HAUHT! CJILHOM CTCIICHH CBSZLIBACTCS ¢ OCJIKAMH I1J1a3MBbl.

BszanmoneiicTBHe ¢ IpyIHMME [1€KA PCTBEHHBIMH CPeICTBaMM

B cBSIZM €O CBOMCTBEHHLIM ApHIMIPA30Jly AHTALOHU3MOM K allb(a-1-ajipenoperentopam
CYIECTBYET BEPOSITHOCTE YCHICHHS P (heKTa HEKOTOPEIX aHTHTHIIEPTEHIHBHEIX CPe/ICTR.
[ToCKOJILKY ApHIMIIPA30J1 OKA3LIBAST BJMSIHHE HAa LeHTpaibHYW HepeHVIo cucremy (IIHC),
CIeyeT onacaThest OJIHOBPEMEHHOTO TIPHEMa alTKOTOJIST HITH JIPYTHX TPeNapaToB, BIAHMIONMX Ha
[HHC, Tak kak 310 MOKET HpueBecTH K vewieHuro HP, nHanpumep, cepammu (oM. pazzen
«IToGounoe gehcTBHEY).

Crnemver cobOmoaTh OCTOPOKHOCTE TPH TPHMSHEHHH apHITHTIPa3oia ¢ JIeKapCTBSHHBIMHA
IpeapaTaMi, KOTOPbIC MOIYT BbI2BIBATH yauimHeHue wuHtepeasia QT wim  wHapyueHus
SICKTPOTHTHOTO Dasianca.

BeposiTHOCTh BAMSHHUA JAPVTHX JISKAPCTRSHHBIX TIPENapaToR Ha Mpernapat AMgoan.

He BLISBIIEHO KIHHHYECKH 3HATHMOTO BIHSHHS OJOKaTOpa THCTAMHHOBLIX H2-perenTopon
(paMOTH/THHA, BBI3BIBAIONICTO YrHSTeHHE CeKpelHH COMAHOH KHCIOTHI B JKeITVJKe, Ha
APUILIHIIPA30JL, HECMOTPSI HA CHUKEHUE CKOPOCTH BCAChIBAHUS APHIIUIIPA30JIA,

H3BecTHBI pasiMuHBIC MYTH MeTadDOTH3Ma APHITHIIPA30Ja, B T.U. ¢ Y4acTHEM H30(CSPMEHTOR
CYP2D6 u CYP3A4, 2a ucxiwueHuem CYPLA. [losromy He TpeOyercsi KOPpPeKUMs A03bl
Tpernapata y KypHIbIHKOB.

XNurnuoun u opyare unzubumopvi CYP2D6

B ucclieioBaHusix ¥ 370poBBIX J100pOBOJIBIECE CHILHLIA HHIHMOUTOP m3odepmenta CYP2D6
(xuauuH) noseiman AUC apunwunpaszonxa Ha 107%. nipu 3ToM Crpax OCTaBajlach HEM3MEHHOM.
AUC ¢4 Cmax JeIMIpOapHIMIIPA30Ja, AKTHUBHOIO MeTaboJIMTA, CHUWKAMCL Ha 32% u 47%
COOTBETCTBENNO. B CBMHM ¢ ODTHM HeoBXOAMMO yMeHBmAThL 03y TpemapaTa Amoan®
HpUO/IMBUTEIIBHO B /IBA Pa2a [IPH €0 COBMECTHOM IIPUMCHCHUHU ¢ XHHUUHOM. J[pyrue cuiibHbIe
uuruburopel CYP2D6, Takue Kak (UIVOKCETHH M IAPOKCETHH, MOIYT OKazblBalb CXOJHbIE
5¢pdekTrl, cre 0RaTeTEHO, HEOOXOUMO CXOTHOC CHUAKCHHE 03B

Kemoxornazon u opyzue uneutumopvt CYP344

B KIHHHYECKHX HCCIS/IOBAHUSIX ¥V 3MOPOBLIX OOPOBOALIEB CHIbLHBIN uATHOUTOp CYP3A4
(kerokoHazoi1) mopbimal AUC u Chax apununpazoiia Ha 63% u 37% cooreercteendo. AUC u
Cmax JleTHApOapUTIUTIpazoia YBSJMUABATACE Ha 77% U 43% COOTBEeTCTBEHHO. Y MeJIeHHBIX
meTabomuzaTopo CYP2D6 koMOHHHpOBAHHOE TIPUMEHEHHE CHIBHBIX HHTHOHTOpOoBR CYP3A4
MOKET [IPUBOAUTL K HOBBLIIIEHUIO [LUIAZMEHHBIX KOHUSHTPALUH apHIHIPaz0Jia 110 CPABHEHHUIO ¢

ObICTphIMH  MeTaboauzaTtopaMu CYP2D6. B caydae HeoOX0WMOCTH KOMOHHHPOBAHHOTO
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TNMPUMCHEHHUA KCTOKOHA30/a H JAPYTIrAX CHITBHbIY

COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 19.06.2023 N= 11378

unrncHTbpos EXPFAY W Hpeidpdra Aiadan®

HCOﬁXO,’JHMO OLCHUTDL, HC IPCBbIIIACT JIK PHCK I[IPHMCHCHHA BO3MOMKHYH IIOJIB3YV. lefl

KOM6HHHPOB&H HOM TIpHMEHEHHH C

KETOKOHAZ0JIOM

caeayer 1p HOJIM3UTEILHO  BJBOE

®

YMCHBITUTh HARHAUCHHYI 03y mpemapata Amgoan . (KmWaaeTes, 9TO JpPYTHE CHIIBHBIC

uiaruburopel CYP3A4, TakMe Kak MTPaKoOHAa3oJl W HHIMOWTOpbl mnporeazsi BHY, moryr

OKa3bIBATL CXOJHLIS :)d)(belcn,l, CHASTOBATE/ILHO, B HTOM CJyHae TakKiKe pPEKOMEHJOBAHO

CHIDKEHME J103b1 (CM. pasaei «Crocob IIpPUMCHCHHS U JO3LI»).

ITpu otMene wuTHOHTOpa CYP2D6 wam CYP3A4 HeoOXoMHMO TOBBLICHTL 03y TIpemapaTa

AMELOH.!'I® HO I'I]’)HMCH.HCMOF[ HAIHCHTOM A0 HAa3HAYCHUWA COIIYTC [‘BytOlJ.l@fl TCpallun.

IIpu npumenenuu cilabpix uuruburopop CYP3A4 (manpumep, awrruazem) wm CYP2D6

(HampuMep, SCUUTAToNpaM) B KOMOWHAITHH

€ TmperapaToM ;AM,’IOZ]J'I’@ CIeaAYeT OXHIATH

HeOO0JILIIOR MOBLIIICHUES KO Hl_leHT])a]_l[flﬁ ApHIIHIIpazoJia.

Kapbamazenun u opyeue unoykmopvr CYP3A4

IIpy KoMOWHHpORBAHHOM TIpUMEHEeHHH KapOamasenwHa, cHiakHOro HWHIyKkTopa CYP3A4, u

APHTTHITPA30JA BHYTPD V TIAIAEHTOB ¢ TMH30(penHel Win Mu3oadPeKTHRHBIM PaccTpOHCTBOM

reomeTpuueckre cpefHHe Chax 1 AUC apununpasona ObITH COOTBETCTBeHHO Ha 68% u 73%

HHIKE B CPABHCHHHU C MOHO’I‘epal'[I/leﬁ APHIIMIIPA30/IOM B 03¢ 30 mr. FGOMG'Ipﬂ‘leCKHe CpeHHC

ACTHAPOApHTIHTIpa3ojia TIpH KOMGHHHPOB&H’HOM TMPHMCHCHHHA € Kapﬁa.MﬂZel'lHHOM CHUKAITUCh Ha

69% u 71% COOTBESTCTBCHHO B CPABHCHHUH C MOHOTCPAIIUCH apUIIHIIPA30JIOM.

Jloza mpemapaTa Amjgoan” IoJKHA OBITH

YB&JIHUEHA BJABOS TIpH KOM6HI—IHPOB&I—IHOM

TPUMEHEHHH ¢ KapOamazenmHHOM. MOKHO 0XKH/AaTh, YTO APYTHE CHITbHBIE HHAYKTOPRI CYP3A4

(rakue kak pudamnuuuy, pudabyrud, Qeurrour, GenobGapOuTan, LPUMHUIOH, >haBUpPEH3,

HEBUPAITHH M TIpenapatkl 3Bepobos TpoasIpsBIeHHOTO (Hypericum perforatum)) OKa3bIBAIOT

CXO/JHbIC ’3(1)(1)61(“:[, CIICIOBATC/IBHO, PCKOMCHIOBAHO TOYHO TAKOC JKC IMOBBIIUCHHUS O3LI. HpH

OTMeHe CHIBHOTO HHIykTopa CYP3A4 HeoOXoqMMO CHH3HTEH JI0O3Y Tiperapata AMaoat” o

PCKOMCH/JOBAHHOI'O YPOBHA.

Bansnpoam u numuil

IIpH KOMGHHHPOB&HHOM TIPUMEHCHHH BaJbIIpOaTa WIH JIHTHA HE 06Hapy>KeHm KIITHHAYCCKH

SHAYHUMBIC MWM3MCHCHHA KOHL[CH"I‘[)HU,H[‘;I 4ApyIuyIpaszojia, I03TOMY KOPPCKUHA Cro H03bBl1 HE

TpebyeTcs.

BCDOHTHOCTB BJIMAHHWI IIPpCIIapaTa AMLIOEI.II® HA APYIHC JICKAPCTBCHHLIC TIPCIIapaThl

B KIMHWYECKUX MCCIIeIOBAHHAX apHTTHATIpazona B jToze 1030 Mr/cyT He oTMeUaIcsa 3HAYHMBIH

ekt Ha wMetabommzm  cybeTpaToB

mMeTokcumopdunauna), CYP2C9

CYP2D6
(Bapdapun),

(cooTHOMNIEHHE

CYP2C19

JekcTpomeTopdana/3-

(omenpazon) u  CYP3A4

(mexctpometopdamn). Kpome Toro, He Ob1T0 MoKazaHo, 9TO ApUITATIPA3OI H IETHIPOAPHITHITPAROI
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BIHsTIOT Ha CYP1A2-omocpeioraHHbIi MeTabd

COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 19.06.2023 N= 11378

mmzm_ird Vitfo! AN obpaton  rdionkpbatso,

UTO ApPHIIHIIPA30]l OKa2blBACT KIMHHYCCKH 3HAMHMOC BIIHAHHC Ha JICKAPCTECHHLIC IIpCllaparkl,

MeTaDOTHIUPYEMBIE DTHM (DepMEHTOM.

(),IIHOB]’)EM&HHBH‘;I TMpHueM  JIUTHA, JTaMOTPHW/KHHA HITH BaJlklipoaTa <© apHIIHIIPAa30JIOM HE

IIPHUBOJUT K KJIHHHYCCKH ZHAYAMOMY H3MCHCHHIO K011ue11'[pauui’1 JIHTHSL, JITaMOTpHUIZKHHA HIIW

BaJlbTIpoaTa.

Cepomonunoeslii CUnopoM

Coobmanock o CIIydasx pa3BHTHA CEPOTOHHHOBOTO CHHIPOMA ¥ TIPHHHUMABITHX APHITHIIPA3OJI

IIAHKUCHTOR. BozmozxHeIe IIPpOABJICHUM STOIO
COBMCCTHOM IIpHUMCHCHHHU €
CCIICKTHBHBIC HH]’HGHTO]T)BI

HHT 1’16[4'1‘0])]:1 06]’)21’1”1—10[‘0 Zaxeparta CCpoOTOHUHA H

COCTOSIHMSL OCOOCHHO YacTO BOZHHKAIOT IIpH

APYIUMH  CCPOTOHUHCPIUYCCKUMHU [IpeliapaTaMH, TaKHMMH KakK

obpatHoro 3axpara ceporoHuHa (CHO3C) wu cenexkTHRHBIC

HopajapeHaiuaa (CUO3CH), wim npenaparamu,

KOTOpPbIE MOTYT MOBBLITIATE KOHIEHTPAITMH apuImAnpazosia (cM. pazaen «[lobouHoe JqeHcTRHEN ).

Ocodble yrazanus

[Ipu npuMeHEHUH aHTHUIICUXOTHUYSCKHUX CPE/ICTB (HEHPOIIRNITHKOR) TepaleBTHYSCKOS ACHCTRHE

pPazBuBacTCcs OT HECKOJIBKHX JHeH J10 HEeCKOJLKHUX Helelb. B Tedenue 51010 [epuoga

HeoOXoAMMO HAGITIONATE 34 COCTOSHHEM MAI[HSHTA.

Cyujuoansroe noseoeHue

C}’H[IH,I[Z]HLI'IOG TTOBEICHHE YacCTO Haﬁﬂ}OI_IaETCﬂ NMpHA  MCHUXOTHYSCKHX paccrpoﬁcmax nu

HApVIICHHUAX HaCTPOCHHUA. B HCKOTOPBIX CIIVHAAX CYHIIHJAIBHOC TIOBCJACHHUEC BO3HUKACT B

HavyaJlc JIiCHCHUS]

WK IIpH CMCHE AHTHUHIICUXOTHYCCKOI'O

pclapara, B TOM YHCIC [IpH

TMPpUMEHEHHWH apHIIHIIpa30Jia. JleucHne HCI’I]’)OHCH’]’HK&MH Y MalfHeHTOR TPYIIIHI BEICOKOTO PHCKaA

JOJDKHO IIPOBOAUTLCSL non

THATSJIBHLIM

HaOMO e HASM. B DIUACMHAOJIOIHYCCKUX

HCCIISTOBAHHAX TTOKA3aHO OTCYTCTBHUE MOBBIMEHHOTO pUCKA CYHIHIAILHOTO ITOBEJICHHA TIPH

IIPUMCHCHHH AapulldIIpazojia IO CPABHCHUERD

C OPYraMH AaHTHICAXOTHKAMMW V B3pOCJIBIX

IANUCHTOB € muao(bpe}meﬁ WIH 6HIIO.H§[pHL[M paccrpoﬁc*mom. I[aHHle AJ1 OLHCHKH pHCKa Y

bomee MOJIOJABIX TTAITHCHTOR (B BO3pacTe MIIajmie 18 J'ICT) HCAOCTATOYHO., O/THAKO HU3BCCTHO, YTO

PHCK CVHLHJA COXPAHACTCH B TCHUCHHUC

AHTHTICHXOTHKAMH, BKJIFOYAA apHITHIIPpa3OJI.

CepoeuHo-cocyoucmule 3a001e6 aHus

IICPBLIX 4 HCAC/IE JICUCHMA  aTHIIMYHBIMHKA

ApHanpason CIeaAYET MPUMEHATE € OCTOPOKHOCTLIO ¥V TTATTHEHTOR € 3a00eBAHHIMHA CEPIACUHO-

COC}",[IHCTOﬁ CHCTCMBI (HHfl)apKT MHOKap/a WIH HITSMHYCCKasT Sonerun cepAarna B aHaMHese,

ceplciHast HSAOCTATOYHOCTE,

HapyueHue

HPOBOJUMOCTH),  LepeOpoBacKy SIPHLIMA

HapVITeHUsIMH, (PaKTOpaMH pHCKA pPasBUTHA apTepHaibHON THIOTEH3HWH  (JIeTHapaTarius,
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 19.06.2023 N= 11378

THMOBOJIEMHA, TIPUMEHEHHE THIOTCH3HBHBIX .penapa.fgl;g' ;ﬂg%b%gglhgﬁ; ';Jn%%%heu

BKJIKOYAA [IPOTrpCCCUPVIOL YR H 3/IOKA4YCCTBCHHVYIO.

[Tpyu mpuMeHeHHH AaHTHTICHXOTHKOB MOJKET pa3BHBATLCS TPoMO03 BeH. [IoCKOMBKY ¥ MAITASHTOB,
TMONTYUAIIAX TaKHue TperapaTthl, MOryT OBITE npeapacnojiararoniue (])ﬂ.KTOpBI K BEHORHON
TpoMOOOIMOOIHY, cCllgllyeT NPOBOJMTL THaTe/lbHoe o0C/e/10BaHMe [ALMEHTOB [0 Hajajla
JISUCHHSA apUITHIIPAROJIOM IS BBISIBIIEHHA BCEX BO3MOSKHBIX q)aKTO])OB pHUCKa H TIpUHHUMATH
HPOQUIAKTUUESCKUE MEPbl BO BPEMSI JIe YeHHUSL.

Yonunenue unmepeana QT

B kimuunueckux HCCJICOOBAHHMIIX HacToTa ClIIy4ace VIJIHHCHHI HHTCpEAJla Qr[ Y HAIHCHTOE IIpH
IPUMEHEHUH apununpaszoa Oblla comocTaBuma ¢ rpyinod mranebo. ONHAKO, KaK U IpU
NMPUMCHEHUH [PYIrUuX AaHTHIICHXOTHKORB, Yy IMaITHCHTOB < CeMEHHBIM aHAMHEROM YAJTAHEHHS
urtepeaia Q1 ciaenyer cobogaTh OCTOPOKHOCTD [IPH HAZHAUYCHUH ApUITAIIPA30.ia.

Toz0naa duckunesus

B ximHAUSCKHAX HUCCIISTOBAHUAX JIIHTCIBHOCTHIO 1 ToJJ HWIH MEHEES B XOJAC JICUCHHA
APHTTHITPAZ0JIOM HaOIIOTATHCH HedacThle CAVIaM To3THeH NHCKHHesWH. B ciyvae MosBaeHus y

TMalIucHTa Ha (]')OHe JICHUCHHA TMpenapatToM AM,T_IOEUI®

OOBSKTHRHBIX MM CYOBSKTHRHBIX
CHUMIITOMOB [O3HEH JUCKUHE3UH [10KA3aHO CHIKeHHUE 103kl WM oTMeHa npenapata. Ilogobnbie
CHMITOMBI MOTYT COXPAaHATHCA B TCUCHHE OMPE/SIICHHOTO BPEeMEHHW WM Jake YCHIHBAThCA
110CJIC OTMEHBI JICUCHUA.

Snoxauecmeennnitl nefporenmudeckuii cunopom (3HC)

3HC npenctarngeT cobolf MOTEHNHMAIRHO JTeTATBHBIH KOMIUICKC CHMITTOMOB, Pa3BHBAIONIUHCS
Ha QGoHe NPUMEHESHMS! AHTHIICUXOTHKOB. B KIMHUYSCKUX UCC/IeI0BAHMIX apUIIAIpasola cilyuan
pazputusa 3HC Obumm peaxn. 3HC mpospageTcss NOBBIMICHHEM TeMIIEPATYPhI Tella, MBINISYHOH
PUIHHOCTLIO, HADVLICHHUSIMH [ICHXHKH H HeCTAOMJILHOCTBIO BEreTATHBHON HEPBHOHM CHCTEMbL
(HecTaOHUILHOCTD MyJILCa U apTePHATILHOTO JIaBJIeHH, TaXHKap/Hsi, MOTIHBOCTL H apHTMHUH).
Kpome 71oro, moryr ormeuarscsi uopblmeHue axrupHoctd KOK B mnazme  kpoBu,
MHOTI00MEYpHST (pabAOMHOJIM3) W OCTpas [OYeUHAs] HEAOCTATOYHOCTL. OJHAKO IOBLIIISHHE
K@K B mrazme kpoBH U pabaomMuonns HeobOd3aTeIbHO CRHICTeIBCTRYET 0 pazBuTun 3HC.

B ciayuwae  pozHukHOBeHMsi cumnromor  3HC  wim  HeoObsicHuMol  smxopaaku  Oez
JIOTIOJIHUATEILHBIX  KIHHHUeCKHX Tipossiaenui 3HC Bce HeHpOJeNTHKH, BKJIIOYas Tperapat
Amroain”™, JOKHBI GbITH OTMCHEHBL.

Cydopoait

B kIWHHYSCKUX HCCNE/IOBAHUAX apUITUIIPA30Ja CYIOPOKHBIS TIPUCTYITHI PaBUBATHCH HEHACTO.
ApHIHMIPA30Jl  CIEAVET ¢ OCTOPOKHOCTLIO [PHUMEHSTL V [AUMEHTOB ¢  CVIOPOIKHLIMH

paCC'TPOﬁCT'BaRJH B aHaMHe3e HWJIH TIpH HaJdu9IHuH COCTOSTHHH, TIpPHBOJIATIIHAX K PA3BHTHIO
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ot 19.06.2023 N= 11378

(MOCNEOCBATENBHOCTL 0002)

CYTOPOXKHRIX IPHUCTYITORB.

COOTBETCTBYET SKCNEPTHOMY OTHETY

Ha YUEHIbBL RO CUTOZ0 603PACINA C NCHXO30MH HA d)OH € OemMeH YU

[ToBpITeHHe CMEPTHOCTH

Ilo pesyapTatam Tpex TIanedo-KOHTPOIUPYSMBIX HWCCICAOBAHMH Y MAIlHSHTOB TTOXKHIIOTO
Bospacrta (3699 jer, cpeauuit pozpact 82.4 roja) ¢ neuxos3amu, 00YCA0BISHHLIMH OO/I€3HBIO
AnpurediMepa, Ha (GoHe TepanmuH APHUMHTPAIOTOM OTMeuYeH TIOBLIMMIEHHLIM PHCK CMEpTH B
CPABHEHHHU ¢ IPVILIOH [u1anedo.

CMepTHOCTL B TPYIINE TAlHEHTOB, MOJYYAIOMHX JIeUeHHE APUTTHIIPA30JIOM, B CPABHEHHH C
rpynnoi wianebo cocraemwia 3,5% u 1,7% cooreercreenHo. Heemorpst Ha 1O, UT0 IpHUMHBI
cMepTd ObLIM pasiM4HbIMU, OOJLIIVIO YacTh M3 HHUX COCTAB/SUIM CepAeYHO-COCYIIMCTbIS
(HampuMep, cepjedHas HeIoCTaTOYHOCTh, BHE3AIMHAS cep/evHas CMepTh) HITH HH(EKIHOHHBIC
(HarpuMep, ITHEEMOHHUST).

Iepebpopackvisipinie HP

B Tex ke uccneqoraHUAX Y NAITUCHTOR (Cpe/IHUM Bo3pacT: 84 To/a; BO3pACTHOM Hamna3oH: 78—
88 meT) ormevanoch pasBuTHe Tepedpopackynsapueix HP (mampumep, MHCYALT, TpaH3UTOpHAA
HITeMHYecKasa aTaka), BKIKYas TAKOBbIC ¢ JICTAJIBHBIMHA HCXoaMHu. B remom, v 1,3% nanueHToR
IpYIILLL APHIUIIPA30Ja BOZHUKAIM Lepebpopacky/sipubie HP B cpapuenun ¢ 0.6% B rpyune
mwianebo. Pazmuums  He JOCTHTANM  CTATHCTHYSCKOW 3HauuMmocTH. OJIHAKO B OJIHOM
HCCIICIOBAHUM ¢ (PHKCHPOBAHHOH [1020H OTMCUCHA CTATHCTHYSCKW 3HAYMMAs 3aBHCHMOCTH
9acToTel TiepedpopackyasapHbiX HP oT 10361 ¥ ManiuenTOB IpyIinl apunHnpasola.

IIpemapat Ammoan” He MOKazaH JUIA JICUSHHS TICHXO03a Ha (hOHS JICMSHITHH.

Tunepenuremus u caxapuuiii ouabem

I'unepraukeMus, B OTJACIBHBIX CIAYUaAX BRIPaKeHHAS U COTMPORBOMIAIOMAsACA KeTOAlH/1020M HITH
IHIIEPOCMOJBIPHOM KOMOH € JISTAIBHBIM UCXO0A0M, ObLIA OTMEUEHA Y NALUEHTOB, [IPHHUMABIIUX
ATUNMHYHBIE HeMPOTeNTHKHU. Pa3BUTHIO TSDKEIBIX OCTOKHEHHH MOTJIH CTIOcoOCTBOBATH (PaKTOPKI
PHCKa, TaKUCS KaK OKUPCHHUE M HACJICJCTBEHHAs OTArOLICHHOCTH 10 caxapHoMy juabery. B
KIMHUYSCKUX HCC/IeJOBAHHAX ApUIHIIPA30Jia He OTMEYEeHbl 3HAYMMLIEC PasjJM4ds B YacToTe
pa3BUTHA THNepTaukeMudeckux HP (Bxarodas caxapHbIM AuabeT) WIH THOCPTIHKEMHH TIO
cpaeHeHHto ¢ Itapebo. Ha ocHOBaHMM HMMEIOMIMXCS [JAHHBIX HEJIb3s LPOBESCTH NPSAMOE
CpaBHeHHe 4acTOThl THIepTAnKeMuyeckux HP Ha dore mpuMenenHs npemaparta apHTIHIIpa3oa
U JpYrUX AaTUIHYHBIX AHTUICHXOTHUKOB. Bee NauueHTBl, NIPHHUMAIOIIHEC AaTHIIWYHBIC
HeHpOJISTITHKH, BKITIOYAs apHUITHIIPA30JI, TOUISKaT THATEILHOMY KOHTPOJK CHMIITOMOB
THMCPrITMKeMHH (VCHIICHHAS SKaik/1a, YUAMCHHOS MOYCHCTIVCKaHHe, mosHparus, cmabocts). Y
HALUeHTOB ¢ caxapublM juaberoM Wi (QakTopaMH pUCKa caxapHoro jaualera cleayer

PETVIIFIPHO KOHTPOJHPOBATE KOHIIEHTPAITHAIO TJTOKO3BI B KPOBH.

18/21



ot 19.06.2023 N= 11378

(MOCNEOCBATENBHOCTL 0002)

lun EPUYECHIBUMETLHOCHb

COOTBETCTBYET SKCNEPTHOMY OTHETY

Kak u npu npuMeHeHMH JPYIHX JICKAPCTBCHHBIX IPCLAPATOB, IIPH JICUCHHH APHIIMIIPA30JI0M
BO3MOKHO Ppa3sBHTHE peaKlHH THIEPYYBCTBHTEILHOCTH, MPOABIAIONHXCA aJISPITHYSCKON
CUMIITOMaTHKOH.

Hogvrutenue maccor mena

Y manuwentoB ¢ muHzohpenued HIH OHMoIsApHOM MaHHWel wacTo HAOIIONAETCS MOBLIMISHHE
Macchl TeJla, CBA3AHHOE ¢ KOMOPOMAHBLIMH PpaCcCTPOHMCTBAMM, [PHEMOM  BBI3BLIBAIOLMIMX
TIOBBITIEHHE MAacChl Tejla AHTHICHXOTHKOB, HEMOCTATOYHON JIBHTATEJILHOW AKTHBHOCTEIO.
Ilopbunenne  Maccel  Tejla  MOXKET  IPHBOJUTL K TsDKGJIBIM — OCJIOMKHEHHsIM. B
HOCTPEIUCTPALIMOHHBIX  MCC/IS/IOBAHKMSX apUIIMIIPA30Jla OTMEYeHO IIOBBILICHHEe MAacChl Tejla
narueHToR. OHaKo 0HO 0OBIYHO HAOMIOAATOCH HA (DOHE BHAYMMBIX (PAKTOPOR PHCKA, TAKUX KaK
caxapHblii guaber, 3abo/icBaHUsT IMUTOBUAHOM KEJIS3bl WM aJcHOMA I'UNodH3a B AaHAMHE3C Y
B3POCIBIX MAITASHTOB. B KIHHAYECKHX HCCIIEIOBAHUAX ¢ YIACTHEM TIAIHEHTOB TIOJIPOCTKOBOTO
BO3pPACTA, CTPATAlOMMUX OHMONApHOH MaHHeH, Ha oHe JeUYeHHWA apHITHIIPa3ojIoM ObIIO
MOKAa3ano MOBRIMIEHHEe Macchl Terra epes 4 nesenn. HeoOXo1MMo KOHTPOJIHPOBATEL Maccy Teja y
TOTPOCTKOR ¢ OUMONIApHON MaHHeH. 1Ipy cymecTReHHOM MOBBITICHUH MAaCChl Tela MOXKeT ObITh
HOKA3aHO CHHIKEHUE J103bl.

Jicghaziia

IIpy npuMeHCHHH HEHPOJICITHKOB OTMEUAIMCh CJIyUad HAPYUICHHU NCPUCTAIBTHKM [UIEBOAA
W acTIHpaIiy.

Crnemyer cobmolaTh OCTOPOXKHOCTH TIPH TPHMEHEHHH Yy TAIUCHTOR ¢ (PAKTOpaMH pHCKa
PasBUTHSL ACHUPALMOHHON [THEBMOHHH.

ITamonoziueckoe 6neueHte K azapmubiM UePaM 1 Opy2ue Hapyuents KOHMPona nobyIcoenil
IIpu npueMe apUIMIIPA30J1a V HALHSHTOB MOJKET BOZHHKHYTH [TOBLILICHHOS BIIeUeHHE, OCODESHHO
K a3apTHBIM HTPaM, H HeCTIOCOOHOCTE KOHTPOIUPOBATE HTH MO0 YA ISHHS.

Coobmanoce Taxke © IOBBILECHHOM II0JIOBOM BJICUCHHH, HEIPEOJOJIMMOM BIICUCHHH K
HOKYIIKaM, IlepeeIaHHy WIH KOMIIYJILCHBHOM [IpHEMe ITHIIH, a TAKKe O APYIHX UMIIYILCHBHBIX
¥ KOMITYJIbCHBHBIX paccTpoicTBaxX ToORe/eHHA. [lareHTh! M JTHITa, OCYMISCTRISAONINE YXO/1 32
HUMH, J0/DKHBI Ob1Th HHPOPMHUPOBAHB] O Pa3BHTHHU paHee He HaOI04aBIuUXCs OOYKIACHHN WX
O TIOBLITIIEHHH BICYSHHA K a3apTHBIM HTPaM, TIOJOBOTO BISYSHHSA, HETPEOT0THMOTO BIIEYEHUS K
IOKYIKAM, IICPEe/laHusl HWIM KOMIYJIBCHBHOTO IIPHEMA IMINY HJIM IpYIHX NOOYAICHHH npu
JISYEHHH apuIHnpasosioM. CleayeT OTMETHTH, YTO CHMITOMBI HApYINEHHS KOHTPOISA
no6ya/IeHUH MOTYT OBITE CBARAHBI ¢ OCHORHBIM 3a00ICBAHUEM, OTHAKO COODIANIOCh O CyYaax
IPEKPAIEHUsS] CHMITOMOB IIDH CHHIKCHHH JI03bI MM OTMeHe npemnapara. Hecpoeppemennas

JAUATHOCTHKA PA3BHTHA Hapyme}mﬁ KOHTPOJIA l'[O6)")KlIBHHﬁ MOMKET HAHECTH Bpe] NMalHeHnTy U
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 19.06.2023 N= 11378

JApyruM JunaM. B caydasx pa3zBUTHA HapyHIpHWH KdWGH}E%%;%HQ;R%Q Mnm

BOIIPOC O CHH3KCHHUH O3 IIpCIIapaTa WK ¢I'o OTMCHC.

IMayuenmut ¢ cundpomonm oeguyume srumanua 1 sunepaxmuerocmi (CJIBI)

HecMmoTpst Ha BBICOKYIO YACTOTY COMYTCTRYIOMEH TATOJOTHH OWIONIAPHOTO paccTpoiicTrRa
Ituna w CJBI orpandyensl JaHbple [0 0e30MaCHOCTH OJHOBPEMEHHOIO MPHMEHESHHS
apnnnnpasona %1 HCHXOCT’HM}’J’]’HPYIO]IIHX Cpe,[[CTB. HOBTOMy cne):[yeT COﬁﬂIO}IﬂTL 0006}’}0
OCTOPOIKHOCTL IIPH MX OIHOBPEMEHHOM IIPUMEHEHHH.

IHaoenia

l_[pHMGHEHI/IC APHUIIHIIPA30JIa MOJKCT BbIZBIBATH COHIIMBOCTL, OPTOCTATHHUCCKYH I'HIIOTCH3HIO,
JBUTATe/IbHbIE W CEHCOPHbLIE PACCTPOMCTBA, YTO MOMKET INpHBeCTH K mnagenuto. Clejayer
CO6J'IIO£[3.TI: OCTOPO)KHOCTB Hpﬂ JICUCHHWHA TIAITHCHTOB H3 ]"pyl'l]'lb] BBICOKOIO pT/ICKﬂ. (HaanMep,
IALUCHTHI [MOJKHJIOTO BO3pacTa WK OCII%IGHCHHJ)IC llallHCH’I‘bl) A YUHTBIBATE IIPHMCHCHHUC 601166
HU3KHX HAYATBHEIX 7103 (CM. pazen «Cmocod mMpUMeHeHHS H JTO3BI»).

Crzeuua}sz A MH(I)O]).M AU O BCROMOZAMENLHBIX 8EH{ECINEAX

[IpemapaT AMmoan® COMEpPIKHT JAKTO3Y, TODTOMY TIPOTHBOTIOKA3aH TalHeHTaM ¢
HeﬂepeHOCHMOCTB}O JaKTO3bI, ,’_'[eq)PIIIHTOM JIAKTa3bl. CPIH,IIPOMOM TIIOKO20-TAJTAKTORHON

MaJibabcopOuuu.

Bimsinue Ha ClOCcOOHOCTDL YIIPAB/IATL TPAHCIIOP THLIMH CPeICcTBAMM H MeXaHH3MaMH

ApHTIHTIPA30.T OKA3bIBaeT HE3HATHTEIHHOE HITH YMEpeHHOe BIHIHHE Ha CTIOCOOHOCTD VITPARJISTH
TPAHCTIOPTHBIMHU CPeACTRAMH W paboTaTh ¢ MeXaHH3MaMH BBH/TY €r0 BO3MOXKHOTO BO3ICHCTRHS
HAa HEPBHYIO CHCTEMY M 3peHHMe, HAlpUMEp, PAa3BUTUS CelalMH, COHJIMBOCTH, OOMOpOKa,
HCYCTKOCTH 3peHHs, AMIUIONUH (cM. pasaen «llobGouHoe gedicTRHe»). CreayeT cobmoaaTh
OCTOPOIKHOCTL IIPU VIIPABJISHUU TPAHCIHOPTHLIMU CPEACTBAMU H BAHATHSIX JAPYIHMH BHIAMH
NeATeALHOCTH, TpeOYIONMHMH  TIOBBINIEHHOW  KOHIIEHTPAllHA  BHHMAHHS W OBICTPOTHI
NCHXOMOTOPHBIX peakuui. llanueHToR cieayeT npeaynpekiats 0 HeoOXOMUMOCTH colIINaTh
OCTOPOIKHOCTL 10 TeX [OP, MOKA HALMEHTLI He VIOCTOBEPSITCS, YTO lpenapal He OKasblBaeT Ha

HUX HCTATHBHOTO BIIUAHHWA.

Ddopma BBITYCKA

Tabnerkn, 10 mMr, 15 mr.

ITo 15 Tabmetok B OmWcTep W3 KOMOHWHHPOBAHHOTO — TPEXCIOHHOTO — MaTepHaIa
TOJTHAMKT aNFOMUAHAH/ TTomBHHEIIXIIOpHT (PA/ALPVC) mna xomopHoro OmHCTepOBaHHS W
b oJIbIH ATIOMHHHEBOH 1IEUATHOH JIAKUPOBAHHOH.

ITo 1 mau 2 6aucTepa ¢ HHCTPYKITHEH TTI0 MPHUMEHEHHTO TIOMETAIOT B TAYKY KapTOHHYIO.
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COOTBETCTBYET SKCNEPTHOMY OTHETY
ot 19.06.2023 N= 11378
(MOCNEOCBATENBHOCTE 0002)

Y ejioBusL X paHeHus
[Ipu tremueparype He Boimie 30 °C, B OPUrHHAIBHOM YIIAKOBKE.

XpaHHTB B HESJTOCTYITHOM JJIA ,"_IeTeI‘/'I MCCTC.

Cpoxr rogHocTH
3 roaa.

He TIPAMEHATEL TIO HCTEYSHHH CPOKA TOTHOCTH.

Y cmoBus OTImyCKa

OTnycKaroT 10 perernTy.

Baanenen (lepskaress) perucTpalMonHOr 0 YIOCTOBepeHn
OAQO «l'eneon Puxtep»

1103 bynanemT, ya. J[&mpén, 19-21, Benrpus

[IpomBoaure/n / BoOiycKaomwpil KOHTPo/Ib KaYyecTBa
AQO «'EJIEOH PUXTEP - PYC»

Poceus, Mockorckast 00u1., ropozackoi okpyvr Eropeeeck, noc. [llyeoe, yii. Jlecnas, a. 40

OpraHmsaius, MTPHHHMAIOIHASA TIPeTeH3MH OT TIOTpedHuTe el
IIpencrapurenbereo OAO «l'eacon Puxtep» (Benrpus) r. Mockea
Anpec: 119049 r. MockBa, 4-it J[o6psiHHHCKHI TIep.. ToM 8
Tenedoun: + 7 495 987-15-55

DIekTpoHHBIH ajpec: drugsafety@g-richter.ru
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