COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 24.10.2023 Ne 21241

(NOCNEQCBATENEHOCTE 0002)

OBHIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O ITIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
Huknodenak, S0 Mr, Cynmo3uTOpUN PEKTATbHBIC

Juxnogenak, 100 Mr, Cylmo3uTOpuu peKTalbHbIC

2. KAYUECTBEHHbBIN U KOJIMYECTBEHHBIN COCTAB
JelicTByroliee BemecTBO: TUKIOGEeHaK HATPHUS.

Jluknodenak, 50 Mr, CYIIMO3UTOPUUA DEKTAILHbBIE

Kaxip1ii Cynmo3uTopuil peKTanbHbli coaepxkuT 50 Mr AukiopeHaka HaTpHsl.

Jluknodenak, 100 Mr, cylIno3uTOPUN PEKTAILHEIE

Kaxxapiii cynnosuropuit pekransubiii conepxut 100 mr aukiodenaka HaTpus.

[TonHbIN TEpevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Cynnos3suTopuu pexraiabHblE.

Juknodenak, 50 Mr, CYIIIIO3UTOPUN PEKTAIBHBIE

Cynmno3utopun 6e1oro wim 6eJI0ro ¢ KPeMOBaThIM OTTEHKOM LIBETA, TOPIE1000pa3HON (hOPMBI.

Jluknodenak, 100 Mr, cylIno3uTOPUN PEKTAILHEIE

Cynno3utopuu 6e10ro win 6e710ro ¢ KPeMOBaThIM OTTEHKOM LIBETA, TOPIE1000pa3HON (HOPMBI.

4. KIMHUYECKUE JAHHBIE

4.1. IToka3aHus1 K NPUMEHEHHUIO

[Tpemapar [uknodeHak mokazaH K MPUMEHEHHIO Y B3pOCHbIX (a7 1o3upoBok 50 mr u 100 mr),
MOAPOCTKOB B Bo3pacte oT 14 go 18 net (ans qo3uposku S0 mr) npu:

J BocnanurenbHble U JlereHepaTUBHBIE 3a00J1€BaHMsI OTIOPHO-ABUTATEIBHOIO allapara, B
TOM YHCIIE:

— PEBMAaTOUAHBIN, FOBEHWIbHBIN XPOHUYECKUI apTPUT;

— aHKWJIO3UPYIOIINMN CIIOHIWIINT U APYTUE CIIOHIUIIOAPTPOINATHH;

— 0CTE0apTPO3;

— IIOJArPUYECKUN apTPHT;

— OypcuT, TeH/I0BarHMUT.

L4 bonesrie CHUHAPOMBI CO CTOPOHBI TTO3BOHOYHHKA (JIIOM68.FO, nmuManarusa, occalrus,
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HEBPAJITHsl, MUAJITUS, apTPAIITHUs, PAAUKYJIUT).

. [TocTTpaBMaTHUECKUI U TOCIEONEPAIIMOHHBIN O0JIEBOM CHHIPOM, COMPOBOXKIAIOIIMNACS

BOCITIAJICHUEM, HAITPUMEDP, B CTOMATOJIOTUH U OPTOIICANH.

o ANBroucMeHOpest; BOCHAIUTENbHBIE ITPOLIECCH] B MAJIOM Ta3y, B TOM UUCIIE aJHEKCUT.
. IIpucTtynsl MUTpeHHU.
o NudexnmonHo-BocnanurenbHble 3aboneBanus JIOP-opraHoB ¢ BeIpa’keHHBIM 0O0JIEBBIM

CUHAPOMOM (B COCTaBE KOMIUIEKCHOM Tepanuu): (papuHIrutT, TOH3WUIUT, OTHUT.
N3onupoBaHHast IMXopajika He ABJSETCS MOKa3aHUEM K IPUMEHEHMIO Ipenapara.
[Ipenapat npenHazHaveH 1151 CHMOTOMATHYECKON Tepanyy, yMEHbIIEHUs 00N U BOCIIAJICHUS HA

MOMCHT IIPUMCHCHU A, Ha IIPOTPECCUPOBAHUC 3a00JIeBaHUs HE BIIUAET.

4.2. Pe:kuM 103UPOBaHNS M CIOCO0 MPUMeEHEHUsI

PexxuM 103upoBanus

Jlo3a npenapara moa0upaeTcss UHAUBUAYAIBHO, IPU 3TOM C IIeJIbI0 CHUKCHHSI PUCKA Pa3BUTHUS
HE)KeNaTeJIbHbIX PEaKluii PeKOMEHIyeTcs MPUMEHEHNEe MUHUMAaIbHOU 3 PEeKTUBHOMN 103bI, 1O
BO3MOKHOCTH C MaKCUMaJIbHO KOPOTKHM IEPHOJIOM JICUEHHUS, B COOTBETCTBUU C LEJbIO JICUECHUS
Y COCTOSIHHEM TIaI[UeHTA.

Pexomennyemast HavanpHas no3a: 100-150 mr B cyTkH.

B oTHOCuTENnbHO NETrKMX ciydasx 3a0oieBaHMs, a TaKKe A ATUTENbHOM Tepamuu ObIBaeT
00b14HO 1ocTaTo4yHO 75—-100 MT B CyTKH.

CyTO4HYIO 103y CJeayeT pa3eiuTh Ha HECKOJIBKO MpueMoB. st oGneruenrs HOYHOM 00JIM UK
YTpEeHHEH CKOBaHHOCTH npenapat JukiodeHak mpuMeHsI0T B CyNTIO3UTOPUSIX PEKTATBHBIX TIEPE/T
CHOM, B JIOTIOJIHEHHE K TMPUMEHEHUIO TIperapara B BHUJE TaOJETOK B TEUYCHUE AHS; MPU ITOM
CyMMapHO CyTOYHas 1032 He JOJKHA IpeBbimath 150 mr.

[Ipu nepsuumnoii Oucmenopee CYTOUHYIO A03y TMOAOUPAIOT HWHAWUBUIYATBHO; OOBIYHO OHA
coctasisieT 50—150 mr. Havanbnast go3a gomxHa coctaBisaTs S0—100 mr; mpu HEOOXOIUMOCTH B
TE€YEHHE HECKOJIbKUX MEHCTPYaJIbHBIX IUKIOB €€ MOKHO MOBBICUTH 10 150 mr/cyt. Jleuenue
clelyeT HauyuHaTh IpU TOSBICHUM MEPBBIX CHUMITOMOB. B 3aBUCUMOCTM OT JMHAMHUKHU
KJIIMHUYECKUX CUMITTOMOB JICUEHUE MOXHO MPOJOIKATh B TCUCHUE HECKOIBKUX JTHEH.

[Ipu npucmyne muepenu HadanpHas go3a coctapiget 100 mr. [Ipenmapatr npUMEHSIOT IPU NEPBBIX
CUMITOMAax MpHUOIIKamIerocs mnpuctyma. [Ipu HEOOXOAMMOCTH B TOT K€ J€Hb MOXKHO
JOTIOTHUTENIFHO TPUMEHHUTH mpenapar J(ukinodeHak B pEeKTaTbHBIX CYMIIO3UTOPUSX B J03€ O
100 mr. IIpum HEOOXOAMMOCTH TPOAODKCHUS JICUCHUS B IOCIICAYIOIIME JTHH CYTOYHAs 7032

npernapara He JoJbKHA IpeBbimath 150 Mr (B HECKOJIBKO BBEJIEHU).
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Oco0bnIe I'pynIibl TaMEHTOB

Tayuenmor noscunoeo eospacma (> 65 nem)
Koppexkuny HavanpHOW 103bl Yy NAIMEHTOB B Bo3pacTe 65 €T U crapiie, Kak IIpaBWIO, HE
TpeOyercs. OnHAKo, MCXOIs W3 OOIIMX MEAMLMHCKUX COOOpa)KeHUl, cieayeT coOroaaTh
OCTOPOKHOCTB y OCJIa0JICHHBIX MOKUJIBIX MALIMEHTOB WM MAllMeHTOB C HU3KOM Maccoil Tena.
Hayuenmor ¢ 3a0601€8aHUAMU  CEPOEUHO-COCYOUCTNOU  CUCTNEMbl UMU  BbICOKUM  PUCKOM
3a601e6anull cepOeuHO-cOCYOUCOL CUCTEMbL
Cnenyer ¢ 0co00il OCTOPOXKHOCTBIO MPHUMEHSTHh MpernapaT y MNAlUeHTOB C 3a00JIeBaHUSMU
CEpJICYHO-COCYAUCTON CUCTEMBbl WM BBICOKMM PHCKOM pa3BUTHs 3a00JieBaHUMN cepleyHO-
cocyaucToi cucreMbl. [Ipu HeoOXOMMMOCTH JUUTENBHON Tepanuu (Ooijiee 4 HENEeNb) y TaKUX
NALMEHTOB CJIENyeT IPUMEHSTh IIpenapaTr B CyTOUHOMH /103€, He npesbimatoieii 100 mr.
Tayuenmsi ¢ noueunoli HeOOCMamoyHOCMbIO
Het maHHbIX 0 HEOOXOIUMOCTH KOPPEKIMH 103l MPU MPUMEHEHUU IpernapaTa y MalueHTOB C
HapymeHUsIMA (PYHKIIMM TIOYEK B CBSI3M C OTCYTCTBHEM HCCIEIOBaHHA 0Oe30macHOCTH
IPUMEHEHHU Npenapara y HalUueHTOB JaHHOUM kateropuu. Cienyer coOiito1aTh OCTOPOKHOCTh
[py IPUMEHEHUH TIperapaTa y MalueHTOB C HaApyIIEHUEM (PYHKIIHH MOYEK.
[IpumeHneHue npenapara y MalMeHTOB ¢ MOYEUHON HEAOCTATOYHOCTHIO (CKOPOCTh KIIyOOUYKOBOM
dunsrpanuu (CK®) menee 15 mn/mun/1,73 M%) npoTuBonokasaso.
Tlayuenmvi ¢ neuenouHoU HeOOCMAamo4HOCMbIO
Het maHHBIX 0 HEOOXOIUMOCTH KOPPEKIMH 103l MPU MPUMEHEHUU IpernapaTa y MaliueHTOB C
HapylmeHUsIMU (PyHKIMH TEYeHU JIETKOM U CpeAHEeN CTEeNeHU TSHKECTH B CBS3U C OTCYTCTBHEM
UCCIIEIOBaHUM 0€30IIaCHOCTH MPUMEHEHUS Ipernapara y JaHHOW KaTeropuu MalueHToB.
[IpumeHeHue mpenapara y MAalMEHTOB C HApPYIIEHUSMU (QYHKIMM TIE€UYEHU TSXKEIOM CTENeHU
IIPOTUBOMNOKA3aHO.

€TH
Pexomenayemast no3a mpemnapata [ukiodenak cynmosutopuu y nereid 14 mer u crapiie Ha
JTAHHBIA MOMEHT cocTaBisieT 0,5—2 MI/Kr Macchl Tena B CyTKH (CYyTOYHYIO 103y, B 3aBUCHMOCTH
OT TSDKECTH MPOsBICHUH 3a00J1€BaHus, CIEAyeT pa3ieluTh Ha 2—3 pazoBsle 103b1). [1o mokazanuio
IOBEHWJIbHBIM PEBMATOUIHBIA apTPUT CyTOYHAs /1032 MOXET ObITh MaKCHMAaJbHO YBEIHUYEHA JI0
3 Mr/kr (B HECKOJIBKO BBEJCHWI). MakcUMallbHas CyTOYHas jo3a — 150 Mr He noinkKHAa OBITh
MpEBBILICHA.

Cnooco0 nmpuMeHeHus

Cyr[HOSHTOpI/II/I HCO6XO,Z[I/IMO BBOJUTH B IIPAMYIO KHUIIKY. PeKOMeH,Z[yeTC}I IIPUMCHATH HIpcrapar

IMMOCJIC OITOPOKHECHHUA KUIICYHWKA.
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4.3. [IpoTuBONOKA3aAHUS

— OOocTtpenue s13BeHHON 00JIE3HHU KETy/IKa M IBEHAALATUIIEPCTHON KHUIIKH, KPOBOTEUECHUS
U3 OpraHoB xenynouHo-kumeyHoro Tpakra (XKKT), nepdopanus opranos XKKT

— T'unepuyBCTBUTEIBHOCTD K IUKIO(EHAKY HITH K JIIOOOMY M3 BCIIOMOTAaTEIbHBIX BEIIECTB,
NIEPEYUCIICHHBIX B pazzaene 6.1

— bepemenHocTs B cpoke 6osee 20 Henenb

— Kaxk u npyrue HIIBII (HecTepouiHbie NpOTUBOBOCHIATUTENBHBIC MpPENapaThl), Ipenapar
JukinodeHak NPOTHBONOKA3aH IMALMEHTaM C TOJHBIM HWIIM HEMOJHBIM COYETaHUEM
OpOHXMaJbHOW aCTMbl, AHTMOHEBPOTHUYECKOTO OTEKa, KPAIMBHMIIBI, OCTPOIO PUHUTA,
PELUIUBHUPYIOIIETO MOJUII03a HOCA WM OKOJIOHOCOBBIX IMa3yX M HENEPEeHOCHUMOCTH
ANETUIICATUIIMIOBOM KUCIOTHl WM JIPYTHMX HECTEPOUIHBIX MPOTHBOBOCHAIUTEIHHBIX
[IpernapaToB (B TOM 4YHCJI€ B aHAMHE3€)

— Hapymenne (yHKIMU TICUEHU TSDKEIOW CTENeHH, MouedHas HemoctaTouyHocth (CKO
meHee 15 mn/mun/1,73 M%), XpoHmdeckas cepaedHas HenocraTouHocts  (II-IV
byHKIHOHATBHBIHN Kitace 1o knaccuduranuu NYHA)

— Kiunndecku nmoaTBep:kIeHHAs UIIeMUYECcKasi 00JIe3Hb cepla

— 3aboneBanus nepuepruIecKuX apTepuil ¥ COCYI0B TOJIOBHOTO MO3Ta

— HexkonTponupyemas aprepuajibHas rMIepTeH3Us

— CocTosiHUS, COTPOBOXKAAIOIINECS PUCKOM Pa3BUTHUSI KPOBOTEUEHUM

— IloxnrBepkaeHHas rUNEpKATUEMHUs

— AOpTOKOpOHApHOE LIYHTHPOBaHUE (TIepUONEPAIHOHHBIN TEPHO)

— BocnanurenbHable 3a0oneBanus kunieyHuka (0onesnb KpoHa, s3BeHHBINH KOIUT) B (asze
o0ocTpeHus

— AkTHBHBIE 3200JI€BaHMs IEYEHU

— IIpoxrur

— Ilepuoa rpyaHoro BckapMiIMBaHUS

— He pexoMeH0BaHO NMPUMEHEHHE CYNIO3UTOpHEB B 03¢ 50 Mr y zaerell B Bo3pacrte 10

14 ner, B mo3e 100 mr — y gereii no 18 et

4.4. OcoOble ykazaHusl 1 MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEeHUH

C 0CTOPO’KHOCTBLIO

Ocobvie ykazanus, obwue O CUCTNEMHLIX HECMEPOUOHbIX NPOMUBOBOCNATUMNENbHBIX
npenapamos

[Tpu mpuMeHEeHUH HECTEPOMIHBIX MPOTHBOBOCHAINTENbHBIX NpenapatoB (HIIBII), nezaBucumo



COOTBETCTEYET 3KCNEPTHOMY OTUETY
oT 24 102023 N2 2124
OT TOTO, SIBJISIIOTCS OHU CEJICKTUBHBIMH HHTUO TOpaMI/I( Hﬁkﬁ@&@ﬂr@ﬁgﬁ_@ﬂ){' '5-5:1/1';&;1':'1&—1:&, B

ar000€e BpeMsi MOTYT BO3HHKHYTH $3BbI JKEIYJAOYHO-KHIIEYHOTO TPaKTa, KPOBOTEUCHHE MHIIH
nepdopamus 1axe Ipu OTCYTCTBUU CHUMIITOMOB-TIPEIBECTHUKOB WJIM OTATOIICHHOTO aHAMHE3a.
YroObl CHU3UTH PUCK JAHHBIX OCJIOKHEHMH, Mpernapar cielyeT NPUMEHSTh B HauMEHbLIEH
3¢ (deKTUBHON 103€ B TEYEHNE MUHUMAJIBHOTO CPOKA JICYEHUSI.

B xone miane6o-KOHTPOTUPYEMbIX UCCIICAOBAHUHI MPU MPUMEHEHUH HEKOTOPBIX CEJICKTHBHBIX
uHrnouTopoB L{OI'-2 ObUT BRISIBIICH NOBBIIIEHHBIN PUCK TPOMOOTHYECKUX CEPACUHO-COCYIUCTHIX
U 11epeOpOoBaCKyJIIPHBIX OCIOXKHEHUH. B Hacrosiee BpeMs HEU3BECTHO, KOPPEIUPYET JIH 3TOT
PHUCK HanpsAMYI0 ¢ celeKTUBHOCTHIO oTAenbHbIX HIIBIIT B otHOmEennu [1OI-1/L{OT"-2. ITockonbKy
COITOCTABUMBbIE JJAHHBIC KIMHUYECKUX UCCIICAOBAHUM UIUTEILHOTO IPUMEHEHHS TUKIO(eHaKa B
MaKCHUMaJbHOW J103€ OTCYTCTBYIOT, BO3MOKHOCTb CXOJHOI'O IIOBBIIIEHUS PUCKA HCKIIIOUUTH
Helnb3s. J{o Tex nop, moka Takue JaHHble He OyAyT MOJyUYeHbI, Iepe/l IPUMEHEHUEM AUKIOpeHaKa
y HalMEHTOB ¢ KJIMHUYECKU MOJTBEPXKIECHHON HIIEMHUYECKO O0JIe3HBIO ceplla, HapyLUIeHHEeM
MO3TOBOT'O KpOBOOOpAIEHHS, OKKIIO3UOHHBIM 3a00JIeBaHHEM TNEepH(PEPUUIECKUX apTepuil WiIn
3HaYMUMBIMH (pakTOpaMu pHUCKa (HAIpuUMep, apTepUATbHOW THIEPTEH3UEH, THIEePIUIHIEMHUCH,
caxapHbIM JIua0eTOM, KypeHHeM) CJIeAyeT NPOBOAMTH TIIATEIbHYIO OLEHKY COOTHOLICHHUS
IOJIb3bl M pHUCKA. BceiencTBue ykazaHHOIO pHCKa Ipenapar Takke CIeAyeT NPUMEHATh B
HanMEHbIIeH YPPEKTHBHON /103€ B T€UEHUE MUHUMAIILHOTO CPOKa JICUCHUSI.

K mnoueunsim sdpdexram HIIBIT oTHOCAT 3afepikKy XHIKOCTH C pa3BUTHEM OTeKa W/WiU
aprepuanbHoil rumnepreHsud. Ilo sTol npuumHe AMKIO(PEHAK CIeAyeT C OCTOPOKHOCTHIO
OPUMEHATh Yy NallMEeHTOB C CEepACYHON HEIOCTaTOYHOCThIO U JAPYTMMHU 3a00JEBaHUAMHU C
MOBBILICHHBIM PHUCKOM 3aJIepKKHU KuAKOCcTH. [IpemapaT Takxke clieqyer Ha3HayaThb C
OCTOPOKHOCTBIO ~ TAIlMEHTaM, KOTOpble IMPUHUMAIOT JUYPETUKU WJIW  HHTUOUTOPHI
aHrMOTeH3UHIpeBpaarinero pepmerra (AIID) wir UMEIOT HOBBIICHHBIN PUCK TUIIOBOJIEMHUH.
bonee cepbesHble mocieacTBUS OOBIYHO BO3HUKAIOT Y MOXHIBIX Jitofei. Ecnu y manueHTos,
NpUHUMANOIIKX Npenapar JukiodeHak, BO3HUKAET KEITyJOYHO-KUILIEYHOE KPOBOTEUEHHE HWIIU
A3Ba, JIEKAPCTBEHHBIN Ipernapar cielyeT OTMEHUTD.

Hapvymenus co cropossl JKKT

[Ipu npumenenun npenapara Juxiopenak u apyrux HIIBII nHeoOxomumo cobmoaath
OCTOPOKHOCTh W THIATEIbHO HAONIOAATh MAlIMEHTOB C  CHUMITOMaMU/NIpU3HAKaMH,
yKa3pIBalOMMMU Ha mopaxenus/3aboneBanus JXKT, wnm ¢ aHaMHECTHYECKMMH JaHHBIMH,
MO3BOJIAIOIIMMHY 3aIl0J03PUTh SI3BEHHOE IMTOPAKEHUE KEITYJKA WU KUIICYHHUKA, KPOBOTCUCHUE
win nepdoparmio; y nanuentoB ¢ uHpeknuerd Helicobacter pylori B anamuese, s3BeHHBIM
KOJIUTOM, Oonie3Hbto KpoHa, ¢ HapymieHueM (GyHKIUU MEYEHU B aHaMHe3€, M y MAalMeHTOB C

*KanobaMmu, MO3BOJAOMMMU 3anono3puTh 3aboneBanus JKKT. Puck pasButus >xemyaoyHo-
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SI3BEHHOTO MTOPAKEHUS B aHaMHe3€, 0COOEHHO KPOBOTEUCHHI U TepOpannu sI3BbI, U Y TOKHITBIX
HAIMEHTOB.

[Tpuem HIIBII, Bxitouas mukiioeHaK, MOXKET OBITh CBS3aH C MOBBIIIEHHBIM PUCKOM MPOTEYKH
anacrtomo3sa, pacnojiokeHHoro B JKKT. Ilpm mpumenenum mnpemnaparta [lukimodenak mocie
oneparuBHOro BMematenscTBa Ha XKKT pekoMenayercs TuiareabHOe MEAUIMHCKOE HAOII0ICHHE
U OCTOPO’KHOCT.

Cnenyer cobmoaate 0co0yH0 OCTOPOKHOCTH MpH NpuMeHeHuu mpemnapara [ukinodenak y
MAlMEHTOB, IMOJy4YalOUIUX I[IpernapaThbl, YyBEIMYMBAIOIIME PHUCK IKEIYJOUYHO-KHUIIEYHBIX
KPOBOTEUEHHMM: CHUCTEMHBIE IJIIOKOKOPTUKOCTEPOMAbI (B TOM 4YHCIE€ IPEAHU3O0JIOH),
AQHTUKOATYJISAHTHl (B TOM 4uclie Bap(apuH), aHTHArPEraHThl (B TOM YHWCIE KIOMUIOTPE,
AETUIICATUIIMIIOBAS KHCIIOTA) UITU CEJICKTUBHBIE MHTUOUTOPBI 0OPaTHOTO 3aXBaTa CEpOTOHUHA (B
TOM YHUCJIE HUTANONpam, (IyoKCEeTUH, TAPOKCETHH, CEPTPAIIHH).

HaDVIHCHI/Ie d)VHKIII/II/I IISCUYCHU

OcTopokHOCTh HeoOXOoAMMa NpU NpUMEHeHuM mpenapata JlukinodeHak y NalMEHTOB C
HapyleHreM (QyHKIMU IeUeHH JIETKOM U CpeHeN CTEeNeHH, a TaKKe y MAleHTOB ¢ IeUeHOYHOH
nopdupueil, Tak Kak npenapaTr MOKeT IPOBOLMPOBATH NPUCTYIIbI HOPPHUPHUH.

Cnenyer ¢ OCTOPOXKHOCTBIO NPUMEHATH Mpenapar y MalUeHTOB C OpOHXHWaJbHOW acTMOM,
CE30HHBIM AJJIEPTUYECKUM PUHUTOM, OTEKOM CJIM3HCTON OOOJIOYKM HOCOBOH MOJOCTH (B TOM
YHCJIe C HOCOBBIMU IOJIMIIAMHU ), XPOHUYECKOH 00CTPYKTUBHOMN 00JIE3HBIO JIETKUX, XPOHUYECKUMU
UHQEKIMOHHBIMU 3a00JIEBaHUSAMM  JIbIXaTeNbHBIX MyTell (OCOOEHHO acCCOLUMUPOBAHHBIMHU C
aIJIEPrU4eCKUMHU PUHUTONOA0OHBIMU CUMIITOMAaMH ).

Hapymenus co CTOpOHBI CEPICIHO-COCYAUCTON CHCTEMBI

Ocobast  OCTOPOXHOCTh TpeOyeTcss Npu JIEYEHUHM MalUEHTOB C CeplIeYHO-COCYAMCThIMU
3a00J€BaHUAMH, HapylIeHUsIMH (QYHKIMM TOYeK, BKIOYass XPOHUYECKYI0 TOYEUHYIO
nenocratounocts (CK® 15-60 ma/mun/1,73 M?), aucnumnuaeMueii/ THIepIImIeMIeH, cCaxapHbIM
nabeToM, apTepHaIbHON THUIEPTEH3UEH, NMPH JCUYCHUH KyPSIIMX IMAleHTOB WM MAaIlMEeHTOB,
3710yHOTPEOIIAIONINX aJIKOTOJIEM, MPH JIEYEHNUHU MOKUIIBIX MAIMeHTOB, MAllUEHTOB, MOIYYaroIuX
JUYPETUKU WIN JApPYrHe Mpernapatsl, BIUAMONME HAa (YHKIHIO MOYEK, a TaKKe MAaIlMeHTOB CO
3HAYUTENIbHBIM yMEHbIlIeHneM o0bema mupkyiupytomeil kposu (OLK) mo0oit stuonoruwu,
HarpuMep, B IEPHO/IBI JI0 U TIOCIIE MACCUBHBIX XUPYPrHUECKIX BMEIIATEIHCTB.

I'emocras

Crnenyer ¢ OCTOPOXXHOCTBIO MPHUMEHATH mpernapar [luknodeHak y ManueHTOB C JedeKTamMu

CHCTEMBI Ir€MOCTa3a.
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Bospact > 65 ner

Crnenyer coOnroAaTh OCTOPOKHOCTh NPU MPUMEHEHHWH mpernapara J(ukiopeHak y HaiieHTOB
MOXKHJIOTO BO3pacTa. TO 0COOEHHO aKTYyalIbHO ISl OCIA0ICHHBIX WIM UMEIOIINX HU3KYIO0 Maccy
TeJIa MOXKUJIIBIX JTF0JICH — Y MAIUeHTOB JAHHON KaTeropuu pEKOMEHIYEeTCsl IPUMEHSTh IIperapar B

MUHHUMaJIbHON () (PEeKTUBHOH 103€.

4.5. B3anMojgelicTBMe € JAPYrMMHM JIeKAPCTBEHHbIMH TMpenapaTaMM W JApyrue BH/bI
B3aNMOJAEeHCTBUSA

BsaumoneiicTtBue ¢ yaactueM HHrHOuTOpoB n3zodepmenra CYP2C9

Crnenyer coOmronaTb OCTOPOXKHOCTb IPH OJAHOBPEMEHHOM NPUMEHEHHM JHUKJIO(EHaKa U
uHrnouropoB uzodepmenta CYP2CY (Takux Kak BOPHKOHA30JI) U3-32 BOBMOXKHOTO YBEITHUYCHHS
KOHIIEHTPALUH TUKIO(EeHaKa B CBIBOPOTKE KPOBHU M €r0 SKCIIO3UIIH.

BzanmoieficTBHE ¢ IMTHEM, JIMTOKCUHOM

I[I/IKJIO(i)eHaK MOJXKECT MOBBIIIATb COACPIKAHNEC JIMTUA U KOHICHTPALWIO JUTI'OKCHUHA B INIa3ME KPOBHU.
PGKOMGHI[yeTCFI KOHTPOJIb COACPKAHUA JIUTHUA U KOHICHTpAaIU AUT'OKCHUHA B CBIBOPOTKE KPOBHU.

BzanMoieiicTBHE ¢ TMYPETHYSCKUMH U THIOTCH3UBHBIMU CPEACTBAMU

[lpy OJHOBPEMEHHOM TNPHUMEHCHUH C [IUYPETHKAMH U TUIIOTCH3MBHBIMH IperapaTaMu
(HanpuMmep, Oera-aapeHobokaTopamu, HHruouTopamu AIID) aukmopeHak MOKET CHUKATH MX
THIIOTCH3UBHOE JeiicTBHE. B CBs3M ¢ BBINIECKA3aHHBIM, y IMAIMCHTOB, OCOOCHHO MOYKUIIOTO
BO3pacTa, Py OJHOBPEMEHHOM MPUMEHEHUH AUKIOPCHAKA U TUYPETHKOB MJIM THIIOTEH3UBHBIX
CPE/ICTB CJIeIyeT PETYJISIPHO U3MEPATH apTepuaibHoe naBicHue (A/l), KOHTpOIUPOBATh GYHKIIUIO
MOYCK M CTETEHb TUpaTalUU (BCJACICTBUE MOBBIIICHUS PUCKA HEPPOTOKCHUHOCTH).

BzauMoaencTBre ¢ IIMKJIOCIIOPUHOM U TAKPOJIUMYCOM

Bnusuue I[I/IKJ'IO(I)CHaKa Ha AaKTHUBHOCTb IMPOCTAlJIaHAWMHOB B IIOYKAX MOKCET YCHIIMBATDH
HC(I)pOTOKCI/I‘lHOCTB HOUKIIOCIIOpHHA W TaKpOJIMMYyCa. B cBsa3u c BBIIICCKA3aHHBIM, 1034
I[I/IKJ'IO(i)eHaKa Y NaOuCHTOB, NOJTYYarOIUX HUKIOCIIOPUH HIIU TAKPOJIUMYC, NOJIKHA OBITh HUXKE,
YCM y MAUCHTOB, HC MOJIYYarOIINX YKAa3aHHBIC ITPEIIapaThl.

BzauMmoeiicTBHE ¢ IpenapaTamu, CIIOCOOHBIMU BBI3LIBATH THUIICPKAJIMEMHUIO

OpnHoBpeMeHHOE TMpUMEHEHHE JuKIopeHaKa ¢  KamuicOeperamimuMd  IUypeTHKaMH,
IUKJIOCIOPUHOM, TaKpOJIUMYCOM M TPUMETONPUMOM MOXKET TMPUBECTH K TOBBIIMICHUIO
COJIEpKaHUs KajJusl B TIa3Me KPOBH (B CITydae TaKOTO OJHOBPEMEHHOTO MPUMEHEHUS JTaHHBINA
MOKa3aTeNb CIeAyeT 4aCTO KOHTPOJIUPOBATH).

BiauMoaelicTBue ¢ aHTI/I6aKTCDI/IaJIBHBIMI/I Cpe€aACTBAMH — MPOU3BOJHBIMH XWHOJIOHA

Hmerorcss  oThenbHble COOOLIEHUS O Pa3BUTHUM CYAOpPOr Yy TAIlMEeHTOB, MOJYyYaBIIMX

OIHOBPCMCHHO ITPOU3BOAHBIC XMHOJIOHA U )II/IKJ'IO(beHaK.
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SNOCNEOOBATENEHOCTE 0002]

Bsanmogericteue ¢ HIIBII ¥ TIIOKOKOPTUKOCTEPOUIAM

OnHOBpEeMEHHOE CHCTEMHOE IMpHMEHeHHe aukiodenaka m apyrux cucremubix HIIBIT wmum
[JIIOKOKOPTUKOCTEPOMIOB MOYKET YBEIMYMBATH 4acTOTY BO3HUKHOBeHUs HSl (HexenaTenbHBIX
SIBJICHHH ) (B 4acTHOCTH, cO CTOpoHBI JKKT).

BzanMmojieficTBHE ¢ aHTHKOAryIIHTAMU M aHTHArperaHTaMHu

Heo6x0a1Mo ¢ 0cTOPOKHOCTBIO MPUMEHSTH AUKIO(EHAK C IpenapaTaMy 3TUX TPy U3-3a pUCKa
pa3BUTHS KpoBOoTeueHHMH. HecMOTps Ha TO, YTO B KIMHUYECKHX HCCIEAOBAHHMIX HE OBLIO
YCTaHOBJICHO BJIMAHUA AUKIO(pEHaKa Ha JIEHCTBUE aHTUKOATYJISIHTOB, CYIIECTBYIOT OT/EIbHbIC
COOOIllEHUSI O TIOBBIIIEHUHM pPHUCKA KPOBOTEUEHUH Yy MAalMEHTOB, MPUHUMABIIMX JIaHHYIO
KoMOuHamio mnpenapatoB. Cremyer THIaTeIbHO HAOMIOAATH MAIMEHTOB, IOJTYYaIOLINX
OJIHOBPEMEHHOE JIEYEHNE JJaHHBIMU JIEKAPCTBEHHBIMU IIpeNapaTaMu.

BzanMojeiicTBe ¢ CEICKTHUBHBLIMH I/IHI‘I/I6I/ITODaMI/I O6DaTHOFO 3axBaTa CCPOTOHHMHA

OI[HOBpeMeHHOG IIPUMCHCHHC I[I/IKJ'IO(beHaKa C CCIICKTUBHBIMU PIHFI/I6PITOpaMPI 06paTHOFO 3axBaTa
CCPOTOHHHA MOBLIIACT PUCK PA3BUTHSA KCITYJOYHO-KUILICYHBIX KpOBOTe‘-IeHI/If/'I.

BzauMoiencTBre ¢ THIOMIMKEMUYECKUMHU OpenaparaMu

B KJIMHMYECKHX HCCIEIOBAaHHMAX YCTAaHOBJIEHO, YTO BO3MOXKHO OJHOBPEMEHHOE NPHMEHEHUE
nukioeHaka M TUIMOTIMKEMUYECKHX MpPEenaparoB, NMPH 3TOM 3(PQEKTUBHOCTH IOCIESIHUX HE
u3Mensiercs. OIHAKO W3BECTHBI OTIENbHBIE COOOMICHHS O Pa3BUTHH B TAaKHX CIIydasx Kak
TUIOTIINKEMHH, TaK U TUIEPTIUKEMHH, YTO OOYCIOBIMBAIO HEOOXOAUMOCTh M3MEHEHHS JI03bI
THIIOTJINKEMHYECKUX —TIpernapaToB Ha (oHe MNpHMEHEeHus AukiopeHaka. B cBsa3u ¢
BBIIIIECKa3aHHBIM, BO BPEMsI OJTHOBPEMEHHOT'0 PUMEHEHUS AUKIIO(PEHaKa U THITOTJIMKEMHUECKUX
IpenapaToB PeKOMEHIYeTCsS POBOIUTH KOHTPOIb KOHIIEHTPAIMH TIIFOKO3bI B KPOBH.

INoydeHs! OT/Ie/IbHBIE COOOIEHNS O PA3BUTHH META00INYECKOT0 allia03a PH OTHOBPEMEHHOM
OPUMEHEHUH OUKJIOpeHaka ¢ METQOPMHUHOM, B OCOOCHHOCTH y MALMEHTOB C HapylIeHHEM
(GYHKINU TOYEK.

BzauMoaencTBre ¢ METOTPEKCATOM

Crnenyet co0moaTh OCTOPOXKHOCTh MIPU MPUMEHEHUH TUKIOpeHaKa MeHee yeM 3a 24 yaca 110
WM yepe3 24 yaca mnocjue npueMa MeToTpeKcara, Tak Kak B TaKMX CIIy4asiX MOXET MOBBIIIAThCS
KOHIIEHTpalUs METOTPEKCaTa B KPOBU U YCHIIMBAThCS €0 TOKCHYECKOE JEHCTBUE.

B3auMonerictBre ¢ heHUTOMHOM

[Tpu ogHOBpEeMEHHOM MpUMEHEHUHU (EHUTOMHA U TUKIopeHaka HEOOXOIMMO KOHTPOJIUPOBATh
KOHIIEHTpalMi0 (DEHUTOMHA B IJIa3Me KPOBH M3-32 BO3MOXKHOTO YCHJIEHUS €r0 CHCTEMHOTO
BO31€HCTBUA.

Bs3aumonaerictBue ¢ naaykropamu nzobepmenta CYP2C9

Crnenyer coOmofaTe OCTOPOXKHOCTh IIPU TPUMEHEHUH JUKIO(QEHAaKa OJHOBPEMEHHO C



COOTBETCTBYET 3KCMEPTHOMY OTYETY
0124102023 N2 21241

unayktopamu usodepmenta CYP2CY (TakuMu, Kak D aviHE) Tockosky' 310° Mobker

NPUBECTH K 3HAYUTEIHHOMY YMEHBIICHHIO KOHIIEHTPALUWH IUKIO(PEHaKa B IUIa3ME KPOBU H

YMCHBIICHHUIO €T0 SKCIIO3UIIUH.

4.6. DepTUIBLHOCTH, 0EPEMEHHOCTH U JIAKTALMS

bepemenHoCTh

[Tpu npumenenun HIIBII y >xenmuH, HaumHas c¢ 20-i Henenu OEpEeMEHHOCTH, BO3MOXKHO
pa3BUTHE MaJIOBOJWS /WM MATOJOTHHU IOYEK Yy HOBOPOXKJIEHHBIX (HEOHaTallbHAas MOYeYHas
muchyukius). HemoctaToyHo pgaHHBIX O O€30MacHOCTH NPUMEHEHHUs JAukiodeHaka Yy
OEepeMEHHBIX JKEHIIMH, B CBSA3M C 4YeM MpHUMEHATh mpenapar [luxmnodpenak mo 20-i Hemenu
OepeMEeHHOCTH CJIENYET TOJIbKO 110 Ha3HAUEHUIO Bpaya B TEX CIyvasX, KOrJa OXuaaeMas 1ob3a
JUIsL MAaTEPH MPEBBINIACT NOTCHIMAIBHBIA PUCK JUIS UIOAA.

Huxnodenak, kak u apyrue HIIBII (MHTUOUTOPBI CHHTE3a MPOCTArIaHJUHOB), IPOTHBOIIOKA3aH
B nociegHue 3 mecsma 0epeMeHHOCTH (BO3MOXKHO IOJIaBJIEHUE COKPATUTEIBHON CIOCOOHOCTU
MaTKH{ W/WIH MPSKIESBPEMEHHOE 3aKPBITHE apTEPHAILHOTO MPOTOKA Y TUI0/A).

JlakTanuys

Hecmotps Ha To, uTO nuknodenak, kak u apyrue HIIBII, nporukaeT B rpyAHOE MOJIOKO B MaJIOM
KOJIMYECTBE, IIpenapaT He CIeAyeT MPUMEHSATH B IIEPHOJ TPYJHOTO BCKAPMITMBAHHUSI BO H30ekKaHNe
HE)KEJIAaTeNbHOTO BIUSHUS Ha pebenka. [Ipum HeoOXoaMMoCTH TpPUMEHEHHs Npenapara y
JKEHIIUHBI B 3TOT NEPUOJI TPYAHOE BCKaPMIIMBAaHUE IIPEKPAILAIOT.

DepTUabHOCTD

[Tockonbky nuknodenak, kak u apyrue HIIBII, moxxeT oka3piBaTh OTpUIIATENIbHOE JIEHCTBHUE Ha
(GepTUIBHOCTD, JKEHIIWHAM, IUIAHUPYIOIIMM OEpPEeMEHHOCTh, HE PEKOMEHIYETCsS NPUMEHSTh
rpernapar.

[TarueHTKaM, MPOXOASIIUM OOCIIEIOBaHHE U JIeUEHUE TI0 TOBOY OECIUIONMS, TIpemapaT cleayeT

OTMCHUTD.

4.7. Bausinne HA CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CPEACTBAMH M padorath ¢
MeXaHHU3MaMH

[Taniuentam, y KOTOphIX Ha (hOHE MPUMEHEHHs npenapara JlukiopeHak BOSHUKAIOT 3pUTEIIHHBIC
HapyumicHusA, T'OJIOBOKPYXKCHUC, COHJIUMBOCTb, BEPTUTO WM APYIru€ HAPYIICHHA CO CTOPOHBI
LEHTPaJIbHOW HEPBHOI CHCTEMBI, HE CIIEAYET YIPABIATh TPAHCIIOPTHBIMU CPEACTBaMU U paboTaTh

C MCXaHU3MaMMU.
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4.8. HexkennaTeibHbIe peakunuu

Pesrome nipoduiis 0esonacHocTt

Huxe npusenensl HexenarenbHble peakuuu (HP), koropeie ObulM BBIBIEHBI B XOJ€
KIIMHUYECKHUX HCCIE0BAaHUM, a TAKKe IPU MPUMEHEHUH TUKIo(eHaka B KIMHHYECKOH MPaKTUKe.
Hns onenku vactotel HP mcmonb3oBaHbl creayroniyue Kputepuu: odeHb 4acto (= 1/10); gacto
(> 1/100, < 1/10); neuvacro (> 1/1000, < 1/100); penko (> 1/10000, < 1/1000); oueHb penko
(<1/10000). HP crpynmupoBaHbl B COOTBETCTBHM C CHCTEMHO-OPIaHHBIM  KJIACCOM
MEAMIIMHCKOTO CJIOBaps Il HOpMaTHUBHO-TIpaBoBoi nestenbHocTd MedDRA, B mpenemax
Kaxzaoro kinacca HP mepeunciiensl B mopsiike yObIBaHHSI YaCTOThI BCTPEUAEMOCTH; B Ipeaeiax
Ka)XJ0M TpynIbl, BBIACICHHONM IO 4YacToTe BcTpeyaeMoctu, HP pacnpeneneHsl B mopsiake
YMEHBILIEHUS UX BaXKHOCTH.

Hapywenus co cmoponul kposu u tumghamuueckoul cucmembl

OdyeHb peaKo — TPOMOOIUTOINCHUS, JEUKONEHUs, TeMOJIUTUYECKas aHeMus, arulacTudyecKas
aHEMHUsl, arpaHyJIOLHUTO3.

Hapywenus co cmoponsl uMMyHHOU cucmembl

Penko — runepuyBCTBUTENBHOCTh, aHadUIaKTHYECKHe/aHAPUIAKTOUAHBIE PEaKIUU, BKIIOYas
cHmkenne AJl 1 mok;

OueHb peIKo — AHTMOHEBPOTUUECKUN OTEK (BKIJIIOUYAsi OTEK JIMLA).

Tcuxuueckue napywenus

Odyenbp peako — JE30pUEHTAIMs, Jerpeccus, OECCOHHHUIA, KOIIMapHble CHOBHJICHUS,
pa3apaXKUTENBbHOCTD, ICUXUYECKUE HAPYLICHHUS.

Hapywenus co cmoponvl nepgnoti cucmemol

Yacto — rosjoBHast 600Jib, TOJIOBOKPYKEHHE;

Penko — COHIMBOCTB;

OdeHb penKo — HapylIEHHE YyBCTBUTEIBHOCTH, BKIIOYAs MAPECTE3UH, PACCTPOMCTBA MaMSATH,
TPEMOp, CYJIOpOTH, OIIYLUIEHHE TPEBOTH, OCTpPble HApYyIIEHUS MO3TOBOr0 KpPOBOOOpAIECHMUS,
ACENTUYECKUI MEHUHTHUT.

Hapywenus co cmoponvl opeana 3penus

OueHb peAKo — HapyIIEHUs 3peHus (3aTyMaHUBaHUE 3PEHUS ), TUTUIONHS.

Hapywenus co cmoponvl opeana cayxa u nabupunma

YacTo — BepTHTO;

OdeHb peKo — HapyIIEHUs CllyXa, IIyM B yIIax.

Hapywenus co cmoponwl cepoya

Heuacro — undapkT MHoOKapza, cepeyHasl HeI0CTaTOYHOCTh, OLyIIeHHE cepALeOneHus, 601b B

rpyau,

10
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Yacrora HensBectHa — Cunapom Koynuca (aymn pm%cﬁ%'%%g%kiﬂg EIIH_:HQ(;II;};.]

Hapywenus co cmoponul cocyoos

Ouenb penko — noBelieHne AJl, BaCKyJur.

Hapywenus co cmoponsl OvixamenbHOU cucmemsl, 0Op2aHo8 epYOHOLL KIeMKU U CPedOoCHeHs]
Penko — OponxuanbHas acTMa (BKJIFOYAs OJIBIIIIKY );

OueHb peiko — MTHEBMOHHUT.

Kenyoouno-kuuieunvie napyuenus

Yacrto — abpomuHanbHas 00Jib, TOLIHOTA, PBOTA, AUapes, AUCIIENCHUS, METCOPU3M, CHUKEHHE
aIreTuTa;

Penko — ractput, XemyAOYHO-KUIIEYHOE KPOBOTEUEHHUE, PBOTA KPOBBIO, MEJICHA, JUapes ¢
MPUMECBIO KPOBH, SI3BBI JKEIyJAKAa W KHIIEYHHWKA (C Wi 0e3 KpOBOTCUCHHS, CTEHO3a WIIU
nepdopaliu, ¢ BO3MOKHBIM Pa3BUTHEM MIEPUTOHUTA);

OueHp peako — CTOMAaruT, TJIOCCUT, NOBPEXJEHUS  MHIIEBOJA, BO3HUKHOBEHUE
muadparMornoO0HBIX CTPUKTYP B KHIIECYHHKE, KONMHT (Hecmenu(puuecKuid reMopparndecKuid
KOJIUT, WIIEMHYECKUNA KOJHUT, OOOCTPEHHE S3BEHHOro KojuTa i Oone3nn Kpona), 3amop,
MAaHKPEATUT, JUCTEB3HSL.

Hapywenus co cmopoHul neuenu u sicenuesvi800auux nymet

YacTo — MOBBINICHUE aKTHBHOCTH aMUHOTpaHc(epas B Iia3Me KpoBH;

Penko — remarur, sxenrtyxa, HapymeHUs QYHKIHH [TCUCHH,

OueHb peKo — MOJIHUEHOCHBIN TeaTUT, HEKPO3 IIEYEHU, IEYEHOUHAas: HEI0CTaTOUYHOCTb.
Hapywenus co cmoponvl kodcu u nOOKOINCHbIX MKAHell

YacTo — KO)KHas ChIIIb;

Penxo — kpanuBHULIA;

Odenb penko — OyJUIE3HBIN JEpMaTUT, dK3eMa, dpUTeMa, MHOTOGOpPMHAs dpUTEMa, CUHIPOM
CruBenca-J[xoHcona, cuHapoMm Jlailemma (TOKCHYECKHH — SMUAECPMAIbHBIA  HEKPOJIH3),
9KC(OJIMATUBHBIA JEPMATUT, 3Y[, aJOMeIus, peakius (OTOUYBCTBUTEIBHOCTH, IMypIypa,
nypnypa lllenneina-I'enoxa.

Hapywenus co cmoponsl nouexk u mMouesvbi800awux nymeiti

OdeHb peaKo — OCTpOoe MOpaKEHHE IMOYeK (OCTpas MovyeyHash HEeAOCTATOYHOCTh), TeMaTypus,
MPOTEUHYPHSI, TyOYJIOMHTEPCTUIIMATBHBIN HEDPUT, HEDPOTHUECKUI CHUHAPOM, MANUIIISIPHBIN
HEKpO3.

Obwue paccmpoiicmea u HapyuieHus 8 Mecme 68e0eHUsl

YacTto — pa3apaxxeHue B MECTE BBEACHMUS;

Penxo — orexmu.

11
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OmnmcaHne OTASIBHEIX HEKEIATSIbHBIX PEaKIN

Hapywenus co cmoponvl opeana 3penus

3puUTeNbHBIE PACCTPOMCTBA, TAKUME KaK HApPYLIEHUE 3pEHUs, 3aTyMaHUBAHUE 3PEHUSI WU
JTUIUIONUS, TO-BUIMMOMY, siBIIsitoTCA Kiacc-3¢dexramu HIIBIT u oOpaTumel ocie npekpaieHus
IPUMEHEHHS. BO3MOKHBIM MEXaHU3MOM Pa3BUTHUS TAKUX PACCTPONCTB SIBJISIETCS MUHTMOMPOBaHNE
CHUHTE3a MPOCTarjJaHAMHOB U JPYTUX COMYTCTBYIOUIMX BEIIECTB, YTO H3MEHSIET PEryJIsAIII0
KpPOBOTOKA B CETYATKE, KOTOPOE MPOSBIIAETCS MOTEHIUAIBHBIMU 3PUTEIbHBIMU PACCTPONCTBAMHU.
[Ipu pa3BUTHH TaKUX CHUMITOMOB Ha (hOHE Tepanuu AUKIO(EHAKOM CIEIyeT PacCMOTPETh
BO3MOXHOCTh O()TaJIbMOJIOTHYECKOT0 00CIeI0BaHUs Il UCKIIOUEHHS KaKUX-IH0O0 Jpyrux
MIPUYUH.

Hapywenus co cmoponvl cepoya u cocyoos

JlaHHbIe KIIMHUYECKUX KCCIIEOBAaHUI yKa3bIBaIOT HAa HEOOJbIIOE YBETUYEHHUE PUCKA Pa3BUTHUS
CepACYHO-COCYTUCTBIX TPOMOOTHYECKMX OCJIOKHEHWH (Hampumep, uWHGpapKTa MHOKapa),
O0COOCHHO MPH JAJTUTEIBHOM MPUMEHEHUHU AUKIo(eHaka B BRICOKUX J03ax (CyTouHas go3a Oosee

150 mr).

COO6HI€HI/I€ 0 ITOA03PEBACMBIX HEXKCIATCIbHBIX PCAKITNAX

Baxxno coo0miate 0 MOJ03peBaeMbIX HEXKENATENbHBIX PEaKIUsAX IOClie PETUCTpaluu
JICKApCTBEHHOTO Tperapara ¢ [eNblo 00eCTieYeHns HEMPEPHIBHOIO MOHUTOPUHTA COOTHOIIICHHS
«T0JIb3a — PHUCK» JIEKapCTBEHHOIO Ipenapara. MenuIUMHCKUM paOOTHUKAM pPEKOMEH]yeTcs
coo0maTte O JIOOBIX MOJ03PEBAEMBIX HEKENATENBHBIX PEAaKIHIX JICKApCTBEHHOTO IIperapara
yepe3 HALMOHAJIbHBIE CUCTEMbI COOOILEHUSI O HEKENATENbHBIX PEeaKLUsiX roCyJapCTB — YICHOB
EBpazniickoro 5KOHOMHUYECKOr0 COK3a:

Poccuiickas @enepanus

®denepanbHas cnyx0a Mo Haa30py B cdhepe 3paBoOOXpaHEHUs

Anpec: 109012, r. MockBa, CraBsiHCKasl TUIOIIAAb, 1. 4, cTp. 1

Tenedon: +7 (800) 550-99-03

DnekrpoHHas modra: pharm@roszdravnadzor.gov.ru

Caitt B HH(OPMaLMOHHO-TEIEKOMMYHUKAMOHHON CeTH «HTepHe™:!

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

4.9. Ilepeno3upoBka
CuMIITOMBI

PBOTa, JKCIIY JOYHO-KUIICYHOC KPOBOTCUCHUC, TUAPCA, T'OJIOBOKPYIKCHHUEC, ITYM B yIIaX, CyA0POIr'U.

12
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B ciydae 3HaUMTENBHOTO OTPaBIEHUS BOZMOKHO paSBH‘iJHg'aé-TlJp:O}r'FI ﬁg%lﬁﬂ{'eﬁoz?mloﬁ'ﬁéﬂn

Y TIOpa)KEHUS [IEYEHH.
Jleuenue

[TonnepkuBaroliee ¥ CUMITOMAaTHYECKOE JIEYCHHE IMOKA3aHO MPHU TAaKUX OCJIOKHEHUSX, Kak
cHikeHue AJl, modedyHass HEAOCTAaTOYHOCTb, CYyAOpOrd, HapyumieHus co ctopoHbl XKT u
yrueTeHue Apixanusi. QopcupoBaHHBIN TUype3, TeMOINAIN3 WK reMonepdy3ust s BHIBEICHUS
HIIBII, B T.u. auxnodenaka, u3 opranumMa Hed((EKTUBHBI, TaK KaK JCHCTBYIOLINE BELIECTBA
STUX IMpernapaToB B 3HAYUTEIBHON CTENEHU CBS3BIBAIOTCA C OelKkaMu IUIa3Mbl KPOBH U

MoABEPTrar0TCsA HHTCHCUBHOMY MeTa6OJ'II/13My.

5. PAPMAKOJIOT'MYECKHUE CBOMCTBA

5.1. @apmakoauHaMHuYecKHe CBOHCTBA

®dapMakoTepaneBTUYEeCKas TpyMma: MPOTUBOBOCHAIUTENbHBIE M MPOTUBOPEBMATHYECKUE
nperapaTsl; HECTCPOUIHBIC MPOTHBOBOCHAIUTEIBHBIC W MPOTUBOPEBMATUYCCKUE TIPENaparhl;
MIPOU3BOTHBIC YKCYCHOM KUCIIOTHI U POJCTBEHHBIC COSTMHCHHUS.

Kox ATX: MO01ABO5

MexaHu3M ASHCTBUS

[Mpenapat [AuxiodeHak coaepKUT TUKIO(EHAK HATpPHs, BEIIECTBO HECTEPOHUIHOW CTPYKTYPHI,
OKa3bIBAIOLIEE BBIPAKEHHOE MPOTHUBOBOCIAIUTEILHOE, AHAJIBI€3UPYIOLIEE U KAaPOIIOHMIKAIOLIEe
neiictBue. OCHOBHBIM MEXaHU3MOM JICUCTBUA TUKIO(PEHAKa, YCTAHOBICHHBIM B HUCCIIEIOBAHUSX,
CUMTAETCsl TOPMOXKEHNE OMOCHHTE3a MpocTariaHAnHOB. [IpocTarmanInHbI UTPAIOT BAKHYIO POIIb
B I'€HE3€ BOCIAICHUS, 00U U TUXOPAIKHU.

In vitro auktodeHak HaTPUS B KOHIICHTPALUAX, SKBUBAIICHTHBIX TEM, KOTOPBIE JOCTHTAIOTCS MTPH
MPUMEHEHUH y YeJIOBEKa, HE MOJaBIsIeT OMOCHHTE3 MPOTEOTIMKAHOB XPSIIIEBOM TKaHH.

[Tpu peBmMaTHUecKUX 3a00JEBaHHSIX MPOTHBOBOCHAIUTENHFHOE W aHAIBIE3UPYIOIIEe CBONCTBA
npernapata OOECHEeYMBAIOT KIMHUYECKUH d3(PPeKT, XapaKkTepu3yroIlUics 3HAUYUTEIbHBIM
YMEHBIIIEHNEM BBIPAKEHHOCTH TaKUX MPOSBICHUH, Kak O0JIb B IOKOE U TIPH JIBXKEHUH, YTPEHHSS
CKOBaHHOCTb U MIPUITYXJIOCTh CYCTaBOB, a TAKXKE yIydIlIeHHEM (PYHKIIMOHAIBHOTO COCTOSHUSI.
[Ipy mocTTpaBMAaTHUYECKUX U TOCIEOMEPAIIMOHHBIX BOCHAIUTEIBHBIX SBICHUSIX NUKIOPEHAK
OBICTPO KynupyeT 00Jb (KaK B TIOKOE, TaK U MPHU JBMIKEHUHN ), YMEHBIIIAET BOCTIAIUTEILHBIN OTEK
Y OTEK NOCJIEONEPAI[UOHHON PaHBI.

[Tpu mpuMeHeHuH MpenapaTa OTMEUEH BRIPAKEHHBIN aHANbre3upyomuil 3pHeKT mpu yMepeHHOH
U CHJIBHOM 0O0JIM HEPEeBMATUUYECKOTO MPOMCXOXKIEHUs. Takke yCTaHOBJIEHO, UYTO TUKIO(PEHAK
CrocoOeH yMeHbIIaTh OOJIeBbIE OUIYIIEHUS W CHH)KATh KPOBOMOTEPIO NpU IMEPBUYHOMN

mucmenopee. Ilpemapar o6iierdaeT NpUCTYNBl MHUTPEHM MpPH MPUMEHEHWH B PEKTAIbHBIX
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CYTIIO3UTOPHUSX.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AGcopbuus

BcacbiBanme aukinodenaka U3 peKTalbHBIX CYNIIO3UTOPUEB HAYMHAETCA OBICTPO, XOTS CKOPOCTh
€ro BCaCbIBaHUs MEHBIIE 10 CPAaBHEHUIO C AQHAJIOTMYHBIM IIOKa3aTelIeM IIPU IIpUEME BHYTPb
Ta0JIETOK, MOKPBITHIX KHIIEYHOPACTBOPUMON o0osoukoi. [locie mpumeHeHHs] peKTaIbHOTro
CyHIO3UTOpHUsl, coaepxaniero 50 Mr akTUBHOIO BEIIECTBA, MAKCUMallbHasl KOHLEHTpAUUs €ro B
IJ1a3Me JOCTUIaeTcs B CPEAHEM B Mpejienax | yaca, HO BEIMUYMHA MAaKCUMaIbHOM KOHLICHTPALIUH,
paccuMTaHHas Ha EOMHUIYy TNPUHUMAEeMOW JO3bl, COCTaBIsieT MpuUMepHO 2/3  oT
COOTBETCTBYIOLIETO  IIOKa3aress, PErucTpPUpPYIOLIErocs I0ociie IpueMa BHYTPb  JUIA
KHUILIEYHOPACTBOPUMON TaOneTku. KommuecTBO BCachIBAIOIIErocs JACWCTBYIOLIETO BEIIECTBA
HaxoJUTCAd B MPSAMON 3aBUCHUMOCTH OT BEJIMYMHBI J103bI Ipenapara. Tak Kak OKOJIO IOJIOBHHBI
TUKIo(peHaka MeTabOIM3UPYETCs BO BpPEeMs IEPBOTO IMPOXOXKIEHHUS depe3 mnedeHb (dddexr
«IEPBOTO IPOXOXKACHUS»), IUIOWAAb MOJ KpUBOHM «koHUeHTpauus — Bpems» (AUC) mocine
NPUMEHEHHUs Ipenapara BHYTPb WM PEKTaJIbHO COCTaBIs€T IPUMEPHO IMOJIOBUHY OT
SKBUBAJIEHTHOM /103bl, IPUMEHSAEMOIN TapEHTEPAIIBHO.

[Ipy NOBTOPHBIX BBEAEHHUSAX INpernapara B BHUAE CYNIO3UTOPUEB (apMaKOKHMHETUYECKUE
1oKasarenu He usMeHstorcs. [Ipu ycnoBuu co0moieHNs pEKOMEHIyEMOI0 pexuma J03UpOBaHus
npenapara KyMyJisiLUM HE OTMEYAeTCsl.

Pacnpenenenue

CBs13b ¢ Oenkamu ChIBOPOTKHU KpoBu — 99,7 %, nmpenMyniecTBeHHO ¢ anb0yMuHoM (99,4 %).
Kaxymuiics o0bem pacnpenenenus cocrasiser 0,12-0,17 n/kr.

JlukiogeHak NMpOHUKAET B CHHOBHAIBHYIO JKUJIKOCTb, IJI€ €r0 MaKCHUMajbHas KOHIEHTpalus
JIOCTUraeTcs Ha 2—4 yaca mo3xe, 4eM B Ii1azme KpoBu. Kaxymuiics nepruos1 mosyBbIBEACHUS U3
CUHOBHAJILHOM JKMAKOCTH cocTaBisieT 3—6 wyacoB. Yepe3 2 wyaca mnocie JIOCTHKEHUS
MaKCHUMaJbHOH KOHIICHTPAIlMU B TUIa3M€ KPOBH KOHIEHTpAIHs TUKIO(PEHaKa B CHHOBHAILHOU
YKHUJIKOCTH BBIIIIE, YEM B IIJIa3Me KPOBH, U €€ 3HAUCHHsI OCTat0TCs 00Jee BBICOKMMHU Ha IPOTSKEHUH
nepuoza BpeMeHu 10 12 yacos.

Huknodenak 6pu1 0OOHApY)KeH B HU3KUX KoHIEeHTpanusx (100 Hr/mir) B TpyJHOM MOJIOKE OJHOU
U3 KopMsimux Matepeil. [Ipeamonaraemoe KOJIMYECTBO AUKIOPEHAKA, MTOTMAIAIOIIETO C TPYTHBIM
MOJIOKOM B OpraHu3M peOeHka, skBuBajeHTHO 0,03 MI/Kr/CyTKH.

Buorpancdopmarnus

Metabonu3m aukinodeHaka OCyIecTBISIETCS YaCTUYHO MyTeM TIIIOKYPOHU3ALUY HEU3MEHEHHOMN

MOIJICKYJIBI, HO IpEUMYIIECTBEHHO MoCpEeaACTBOM OIHOKpPATHOI'O n MHOT'OKpPaTHOI'O
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TUAPOKCHIIMPOBAHUSI U METOKCUIMPOBAHUSA, |UTO nﬁlgggz[:m—lLE%Cg'ﬁ‘ﬂéggHﬁHﬁ;b T fredkOamkmx

¢denonbHbIX MeTabonuToB (3'-rMapoKcH-, 4'-ruapokcu-, S'-ruapokcu-, 4',5-guruapokcu- u 3'-
TUAPOKCU-4'-MEeTOKCHIMKIIOPEeHaKa),  OONBIIMHCTBO W3  KOTOPBIX  NIpeBpamiaercs B
[JIIOKYPOHH/IHbIE KOHBIOTAThl. J[Ba U3 3TUX (PEHOJIBHBIX META00JIUTOB OMOJIOIMYECKH aKTUBHBI,
HO B 3HAYUTEJILHO MEHbILIEH CTENEHU, YeM JUKIO(EHaK.

OIUMUHAIMA

OO0t cucTeMHBIHN TUTa3MEHHBINA KIIMPEHC JUKIo(peHaka cocTaBnseT 263+56 mn/mun. Koneunslit
IepuoJl NOJyBbIBeleHUs cocTaBiseT 1-2 wyaca. Ilepumon mnomyBbiBeneHus: 4-x MeTabOJIMTOB,
BKJIIOYas JiBa (papMaKoIOrMUECKH aKTUBHBIX, TAKXKE HEIIPOAOJDKUTENICH U cOCTaBisAeT 1-3 yaca.
OmuH u3 MeTaboJHuTOB, 3'-THUAPOKCU-4'-METOKCH-AMKIO(PEHAK, MMEeT IUTECIbHBIA MepUos
MOJTYBBIBE/ICHUS, OTHAKO 3TOT META0O0IUT NOJHOCTHIO HEAKTUBEH.

Oxoso 60 % 11036l BBIBOJUTCS IOYKAaMH B BHUJE INIIOKYPOHOBBIX KOHBIOraTOB HEH3MEHEHHOI'O
JIMCTBYIOIIErO BEILECTBA, a TAKXKE B BHJIE META0OJIMTOB, OOJBIIMHCTBO M3 KOTOPBIX TOXKE
NPEICTaBISIIOT OO0 TIIIOKYPOHOBBIE KOHBIOTATHl. B HEeM3MeHeHHOM BUe BRIBOAUTCS MeHee 1%
nuktopenaka. OcTaBmasicst 4acThb J103bI BEIBOJUTCS B BUIE META0OIUTOB C KEITIBIO.
KoHueHTpanust [eHCTBYIOLIEro BelIeCTBAa B IUIa3Me€ KPOBU JIMHEHHO 3aBUCUT OT BEIMYMHBI
MIPUHSTON J103BI.

IToyeyHas HETOCTATOYHOCTD

[Ipr coOmo/leHuu PEKOMEHIOBAHHOTO PEKUMa JO3HPOBAHHS KyMYJISIIMHM HEH3MEHCHHOTO
JEeCTBYIOIIEro BellecTBa He oTMmevaerca. [lpu kmupence kpeatuHuHa menee 10 mu/MuH
pacueTHble PABHOBECHBIE KOHIIEHTPALMU THUIPOKCUMETA0OIUTOB AMKIO(EeHAKa MPUMEPHO B
4 paza BbIlllE, Ye€M Yy 3J0POBBIX JOOPOBOJBIIEB, TPH OSTOM METAOOIUTHI BBIBOJSATCS
VCKIIFOUHUTEIIBHO C JKEITYbIO.

[IeyeHOYHAs HEAOCTATOYHOCTh

Y DanueHToB € XPOHUYECKUM TENAaTUTOM WM KOMIIEHCHPOBAHHBIM LIMPPO30OM II€YEHU
nokasarenu (apMaKOKMHETHKHU TUKIO(PEHaKa aHAIOIMYHbl TAKOBBIM Y MAIlUEHTOB C COXPAHHOMN
byHKIMEH neyeHu.

JIniia moKMI0r0 BO3pacTa

VY HEKOTOpBIX MAIMEHTOB MOXHJIOTo BO3pacTa nocie 15-MMHYTHOH BHYTpHUBEHHOW HMH(Y3UH
OTMEUYEHO YBEJIMYECHHE KOHIIEHTpaIK AuKiIo(deHaka B miaazMe KpoBu Ha 50 % 1o cpaBHEHHIO C
TaKOBBIM I10Ka3aTeJIEM Y 3JOPOBBIX JOOPOBOJIBLEB O0JIEE MOJIOAOTO BO3pacTa.

Oco0bIe I'pynnbl DaMCHTOB

BC&CLIBaHI/IC, MeTa00Iu3M U BBIBCACHUC ,Z[I/II(J'IO(I)CHaKa HC 3aBUCAT OT BO3pacCTa.
C€TH

Konnentpanuu auknodenaka B rmia3Me KpoBHU Mpy MPUMEHEHUN SKBUBAJIEHTHBIX /103 Mpernapara
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6. PAPMAIIEBTUUYECKHUE CBOMCTBA
6.1. Ilepeyenb BcnoMoraTe/ibHbIX BellleCTB

XKup tBepasiii (Burencoa W 35)

6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpok roaHocTH (CpOK XpaHeHHsI)

2 roja.

6.4. Oco0ble Mepbl NPEI0CTOPOKHOCTH NPH XPAHEHUHU

XpaHuTh 1pu Temieparype He Boiie 25 °C.

6.5. XapakTep u coaep:kaHie NePBUYHON YNIAKOBKHU
[To 5 cynmo3uTopreB B KOHTYPHYIO STYCHKOBYIO YIIAKOBKY U3 IUICHKH OJMBUHUIXJIOPHTHOM.
1, 2 KOHTYpHBbIE TYEHKOBBIE YIIAKOBKU BMECTE C MHCTPYKIMENW MO MEAUIIMHCKOMY MPUMEHEHUIO

MOMEIAIOT B MMAYKy U3 KapTOHA.

6.6. Ocol0ble Mepbl MNPEIOCTOPOKHOCTH NPH  YHUUYTOKEHHHM HMCIOJIH30BAHHOIO
JIeKAPCTBEHHOr0  Ipenapara WJIH  OTX0A0B, MOJYYeHHbIX II0CJle TPUMEHEHHUs
JIEKAPCTBEHHOI0 Npenapara u Apyrue MaHUIYJISINMH C MIPenapaTomM

OcoOble TpeOOBaHUsI OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJOCTOBEPEHUS
Poccuiickas ®enepanus

000 «I[TPOMOME]J] PYC»

129090, r. Mocksa, mpocriekT Mupa, nom 13, crpoenue 1, opuc 13
Tenedon: +7 (495) 640-25-28

DnexTpoHHas mouTa: reception@promo-med.ru

7.1. IlpeacraBure/ib AepKaTessi peruHCTPALMOHHOIO YA0CTOBEPEHUS

[Mperen3un norpedUTENEeH HAOPABIATH 110 aIPECY:

Poccniickas @enepanvs
000 «IIPOMOME/ PYC»
129090, r. Mocksa, ipoctiekT Mupa, n1om 13, crpoenne 1, opuc 13
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Tenedon: +7 (495) 640-25-28 (NOCNEAQCBATENEHOCTE 0002)

Kpyrnocyrounstit renedon ropsiueit tuaun papmaxkonaazopa: 8-800-777-86-04 (6ecruiatHo)

DJekTpoHHas moYTa: reception@promo-med.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

9. IATA NMEPBUYHOM PETMCTPAIIMUA (IIOATBEPXKJIEHWS PETMCTPALIMU,
NEPEPEI'UCTPALINN)

Jlara nepBoii peructpanuu:

10. IATA IEPECMOTPA TEKCTA

OO0mass  xapakTepucTHKa JIeKapCTBEHHOro nmpemapata Jlukimodenak  gocTymHa — Ha
MHPOPMALIMOHHOM TIOpTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HWH(POPMALMOHHO-

KOMMYHUKaIMOHHOM cetn «uTepuer» http://eec.eaeunion.org/
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