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OBIIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOFPOTIPEIFAPATA 1001)

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O ITPEITAPATA

Juxnodenak, 50 mMr, cynmo3uTopun peKTalbHbIC

2. KAUECTBEHHBIN 1 KOJJMYECTBEHHBI COCTAB
JleiicTByroIee BEMIECTBO: AUKIO(DEHAK HATPHSL.
Kaxnprii cynmosutopuii conepxut 50 Mr nukiodenaka HaTpus.

[TonHbIi TepevYeHpb BCIIOMOTATEIbHBIX BEIIECTB NMPUBEJIEH B passene 6.1.

3. JJEKAPCTBEHHAS ®OPMA
Cynmo3uTopuu peKTajlbHbIE.

Cynnosutopuu 0es1oro nim 6e10ro ¢ KeaToBaTbIM OTTEHKOM LIBETA, TOPIEA000pa3HON (OPMBI.

4. KIIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusi K NPUMEHEHH IO
[Ipenapar /[uknodenak mokazaH K IPUMEHEHHUIO y B3POCIBIX, MOAPOCTKOB B Bo3pacte oT 14 1o
18 ner npu:
e BocnanutenbHble U JereHepaTUBHbIEC 3a00JI€BaHUsI OTIOPHO-BUTATENILHOTO anmapaTa, B TOM
Yyuclie:
— PpEBMATOU/IHBIN, FOBEHWJIbHBIN XPOHUYECKUN apTPUT;
— AHKWIO3UPYIOLUN CIIOHIWINT U JPYTHe CIOHAWIOAPTPONIaTHH;
— 0CTe0apTpo3;
— MOJArpUyYeCcKUil apTpuT;
— OypcHT, TEeHIOBArHHUT.
e boseBble CHUHAPOMBI CO CTOPOHBI TO3BOHOYHHUKA (JIFOMOAaro, HWIMUAITUS, OCCAlrus,
HEBpAIITHUsl, MHAJTHS, apTpairus, paIuKyauT).
e JlocTTpaBMaTUYECKUN M TMOCIEONEPALMOHHBIA OO0JEBONW CHHAPOM, COTPOBOKIAOIIUNCS
BOCIAJICHUEM, HAI[PUMEP, B CTOMATOJIOTHUH U OPTOIEIUH.
e  ANBroAMCMEHOpES; BOCHAIUTENbHBIE IPOLECCH B MAJIOM Ta3y, B TOM YUCIIE aJHEKCUT.
e [Ipuctynbl MUTpEHHU.
e HudexnumonHo-socmnanutenbubie 3aboneBanus JIOP opraHoB ¢ BBIpaKEHHBIM OOJEBBIM
CHUHIPOMOM (B COCTaBe KOMIUIEKCHOH Tepanuu): GapuHTUT, TOH3WLIUT, OTHT.

I/IBOJII/IpOBaHHaSI JIMXOpaaKa HE ABJIACTCA NOKAa3aHMEM K MPUMCHCHUIO IIpCiaparta.
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Ha MOMEHT IIPUMEHEHHS, Ha IPOTPECCUPOBaHUE 3a00JICBAaHHS HE BIIUSCT.
4.2. Pe:kxuM 103UPOBaHMS M CI0CO0 MPUMeEHEHUsI

PexxuM J103upoBanus

Jlo3a mpenapara nmoaoupaeTcss UHAUBUAYAIBHO, TIPU 3TOM C IIEJIbI0 CHUKEHUSI PUCKA Pa3BUTHS
HEXKEJIaTeIBbHBIX PEaKIHid PEKOMEHIYEeTCS MPUMEHEHHE MHHHUMAIBHOW d(PPEKTUBHOUN TO3BI 1O
BO3MOKHOCTH ¢ MAKCUMAJIbHO KOPOTKUM NIEPUOJIOM JICUCHUS, B COOTBETCTBUU C LIEJIBIO JICUCHUS
Y COCTOSIHHEM TIaI[UeHTA.

Pexomennyemas nauanpHas qo3a: 100—-150 mr/cyr.

B oTHOCHTENnbHO Nerkux ciydasx 3a0osieBaHMs, a TaKke A JUIMTEIbHOM Tepanuu ObIBaeT
00bI4HO 1ocTaToyHo 75—100 Mr B CyTKH.

CyTouHyI0 103y CIIeIyeT pa3AeuTh Ha HECKOJIBKO MpueMoB. /[y oOneruenuss HOYHOUM 00y UiTn
YTpPEHHEW CKOBaHHOCTH Tpemnapar JukinodeHak MPUMEHSIOT B CYNIO3UTOPHUSX PEKTATBHBIX
nepea CHOM, B JIOTIOJHEHWE K MPUMEHEHHIO MperapaTa B BHJE TaOJETOK B TEUEHUE MHS; MPHU
3TOM CYMMAapHO CYTOYHas J103a HE JOJDKHA MpeBbIaTh 150 mr.

[Ipu nepeuunoii Oucmenopee CyTOUYHYIO 103y NOAOUPAIOT HHIAUBUAYAIbHO; OOBIYHO OHA
coctasisieT 50—150 mr. HauanpHas no3a gomkHa coctaBiasats 50—100 mr; mpu HEOOXOIUMOCTH B
TEUEHHWE HECKOJBKHX MEHCTPYaJIbHBIX IHUKJIOB €€ MOXKHO MOBBICUTH A0 150 mr/cyr. JleueHue
clieqyeT HAYMHATh MPU TNOSIBICHUH MEPBBIX CHUMMOTOMOB. B 3aBHCHUMOCTH OT AMHAMHKHU
KIIMHUYECKUX CUMITOMOB JIEYEHHE MOXKHO MPOJOIKATh B TEUEHUE HECKOJIBKUX JHEH.

[Ipu npucmyne mucpenu nHadanpbHasi no3a coctaBiasier 100 mr. Ilpemapar npumeHsAOT Tpu
MEePBBIX CUMITOMAaX Mpubmkatouierocs npucryna. [Ilpu Heo6XoAUMOCTH B TOT K€ I€Hb MOKHO
JOTIOTHUTEIBHO MPUMEHUTH npenapar JukiodeHak B peKTadbHBIX CYNHO3UTOPHUSIX B J103€ 10
100 mr. [Ipun HEoOXOIUMOCTH MPOJOHKEHUS JICUYEHHUS B IMOCIEIYIOIIME JHU CYTOYHAas J03a
npernapaTa He JoJKHa npeBbimaTh 150 Mr (B HECKOJIBKO BBEICHUH).

Oco0nbie T'PYHOIIBEI TAITMCHTOB

Jluya noxcunoeo 6o3pacma (= 65 nem)

Koppekiuu HavalibHOW /1036l Y TAIIMEHTOB B BO3pacTte 65 JIeT W cTaplie, Kak MPaBUJIO, HE
TpeOyercs. OnHAKO, MCXOI W3 OOIIUX MEIUIMHCKUX COOOpaKeHWH, cieayeT coOIIaTh
OCTOPOKHOCTh Y OCJTA0JICHHBIX MOKUJIBIX MAIIMEHTOB WX TAIIMEHTOB C HU3KOW Maccoi Tea.
Iayuenmvr ¢ 3ab0ne6aHuAMU  CEPOEYHO-COCYOUCTIOU CUCTEMbl UTU  BbICOKUM  PUCKOM
3a001e6aHULL CePOeUHO-COCYOUCMOU CUCTEMbL

Crnenyer ¢ 0co0OW OCTOPOKHOCTBIO TPUMEHSTH Ipernapar y MaIlMeHTOB ¢ 3a00JIeBaHUSIMU

CCp,Z[C‘IHO-COcy,Z[I/ICTOI‘;I CUCTCMblI HJIK BBICOKUM PHUCKOM pPa3BUTUA 3a00JIeBaHUM CCPACUYHO-
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MalUEeHTOB CIeAYyeT MPUMEHSTD MperapaT B CyTOYHOM J103e, He npeBbimatoniei 100 mr.
llayuenmul ¢ noueunoii HeOOCMamouHOCMbIO
Her manubIx 0 HEOOXOIMMOCTH KOPPEKIMU J103bI IPU MPUMEHEHUH Tpernapara y MaiueHTOB C
HapylmeHusMH (QYHKIMM TOYE€K B CBSI3M C OTCYTCTBUEM MCCIEI0BaHUN 0€30macHOCTU
MIPUMEHEHHUsI TIpernapara y MalueHToB JaHHOW kareropuu. Cienyer coOoaaTh OCTOPOKHOCTD
MIpY PUMEHEHUH Mpenapara y NalieHTOB ¢ HapylmeHneM (yHKIIHH ITOYCK.
[IpuMeHnenne mpenapara y marMeHTOB C MOYEUHON HEIOCTATOYHOCTHIO (CKOPOCTh KITYOOUKOBOM
dunsrpanun (CK®) menee 15 Mn/mun/1,73M?), IPOTUBOTIOKA3AHO.
Ilayuenmul ¢ neueHoyHol HeOOCMAamo4HOCMbIO
Her manHbIX 0 HEOOXOIMMOCTH KOPPEKIMU T03bI TIPH NMPUMEHEHUH Tpernapara y MaiueHTOB C
HapymeHUsIMH (DYHKIIMH TIEYSHU JIETKOW W CPEHEN CTENEeHH TSKECTH B CBSA3U C OTCYTCTBHEM
nccaeaoBaHui 0€30MacHOCTH MPUMEHEHHS TperapaTa y JaHHOW KaTeropyu MalueHTOoB.
[Ipumenenne mpenapara y TAlMEHTOB C HapPYIMICHUSIMU (PYHKIIUU TEUEHU TSHKEIOW CTETEHHU
MIPOTHBOTIOKA3aHO.

eTH
Pexomennyemas nosa mpemnaparta JlukiodeHak CyIIO3UTOPUH y JeTel B Bo3pacTe oT 14 ner u
cTapiie Ha JaHHBIM MOMEHT coctaBiisieT 0,5—2 MI/Kr mMacchl Tejla B CYTKH (CYTOYHYIO 703y, B
3aBHCHUMOCTH OT TSKECTH MPOSIBIIEHUHN 3a00JI€BaHUs, CIEAYET pa3IeiuTh Ha 2—3 pa3oBbIe JA03bI).
[To noka3zanuio IOBEHWIbHBIM PEBMATOUAHBIA apTPUT y JAETEl B Bo3pacTe OT 14 jneT u crapiie
CyTOYHasl J103a MOXXET OBbITh MAaKCUMAaJIbHO yBeNWYeHa /10 3 MI/KI (B HECKOJIbKO BBEJICHHIN).
MakcumanbHas cyroyHas 103a — 150 Mr He 10/DKHA OBITh TIPEBBIIICHA.

Croco0 rmpuMeHeHust

Cymnmno3utopuu He0OX0IMMO BBOJIUTH B NPAMYIO KUIIKY. PeKoMeHayeTcss MpUMEHsTh IpenapaTt

MIOCJIE OMIOPOKHEHUS KUILIEYHUKA.
4.3. IIpoTuBONOKA3aHUSA

e ['unmepuyyBCTBUTENBHOCTh K TUKIO(EHAKYy WIN K JIFOOOMY M3 BCIIOMOTATENIbHBIX BEIIECTB,
IIEPEUNCIICHHBIX B pazaene 6.1.

e OO6ocTpeHue A3BEHHOMN 00JIE3HU JKETy/IKa U ABEHAIIATUIIEPCTHON KUIIKH, KPOBOTEUEHHS U3
opraHoB xeinynouHo-kumeuHoro tpakra (JKKT), nepdopanus opranos KKT.

e bepemennocts B cpoke Oosee 20 Henelnb.

e Kak u apyrue HIIBII (HectepouaHble NMPOTUBOBOCHAIUTEIbHBIE MpeNaparbl), MpenapaT
JluknoeHak NPOTUBOIOKA3aH TMAlMEHTaM C TOJHBIM WM HENOJHBIM COYETaHHEM

6p0HXPIaJ'ILHOfI ACTMBbI, AHT'HOHCBPOTUYCCKOTO OTCKA, KpallMBHUIIBI, OCTPOr0 pPUHHUTA,
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AlCTWICAIULIMIOBON KHUCJIOTHl WM JPYTUX HECTEPOUAHBIX MPOTHUBOBOCHIAIUTEIbHBIX
IIpenapaToB (B TOM UMCIIE B aHAMHE3E).

e Hapymenne QyHKIUN NEUYEHN TSHKEIOH CTeneHu, modeyHast HenoctatogHocTh (CKD menee
15 m/mun/1,73M%), xponudeckas cepaeunas HepocTtatoysocts (II-1V dyHKuHOHANBHEI
kiacce no knaccuduranuu NYHA).

e  KimmHHMYeCcKH NOJATBEpKJIEHHAs HIlleMUYecKas O0JIe3Hb cepAaLa.

e 3aboneBaHus nepudepuIecKux apTepuil U COCY0B TOJOBHOTO MO3Ta.

e HexoHTtponupyemas aprepuaabHas TUIIEPTEH3US.

e  CocTosiHUS, COITPOBOXK/IAIOLINECS PUCKOM Pa3BUTHUSI KPOBOTEUEHUH.

e [loaTBepkaeHHas TUNIEPKAINEMHUSL.

e  AOpTOKOpOHApHOE IIYHTUPOBaHUE (IIepHOIIEPAlIMOHHBIA IEPUO).

e BocnanutensHbie 3a0osieBaHus KuimieyHuKa (Oose3Hb KpoHa, s3BEeHHBIM KOIHMT) B daze
obocTpeHwusI.

e  AKTUBHBIE 3a00JI€BaHUS MIEYCHU.

e [IIpokTur.

e [lepuon rpyiHOTO BCKapMIIMBAHHUSL.

e He pexoMeHA0BaHO NMPUMEHEHHE CYNIO3UTOPUEB B J103€ 25 MT y JeTeil B Bo3pacte Ao 14
JIeT.

4.4, OcoOble yka3aHHsl 1 MePbI NPEI0CTOPOKHOCTH IPH MPUMeEHEeHUH

C 0CTOPOKHOCTEIO

Ocobvie ykaszanus, obwue Ol CUCMEMHbIX HeCMepOUOHbIX NPOMUBOBOCHAIUMENbHBIX
npenapamos

[Ipu npuMeHeHHH HECTEPOUAHBIX MPOTUBOBOCHAIUTENbHBIX npenaparoB (HIIBII), nezaBucumo
OT TOTO, SIBIISIFOTCS OHU CeNEeKTUBHbIMU uHruoutropamu L1OI'-2 unu Het, B m000e BpeMsi MOTYT
BO3HUKHYTH SI3BBI JKEITYAOYHO-KHIIIEYHOTO TPaKTa, KPOBOTEUEHUE WM Tepdopanus gaxe npu
OTCYTCTBHUHM CHMIITOMOB-TIPEIBECTHUKOB WJIM OTATOLIEHHOT0 aHamHe3a. YToObl CHU3UTH PHUCK
JAHHBIX OCJOXHEHUH, Npemnapar cieqyeT NPUMEHATh B HauMeHblIed 3(pQeKTHUBHON n03€ B
TE€YEHHE MUHUMAJIBHOTO CPOKA JICUEHUS.

B xone miane60-KOHTPOJIUpPYEeMBIX MCCIEI0BAaHUNA MPU MPUMEHEHUN HEKOTOPBIX CEJIEKTHBHBIX
uHru6uTopoB L[OI'-2 ObIT BBISBJIEH TMOBBIIIEHHBIH PHUCK TPOMOOTHYECKHX CepJeyHO-
COCYIHUCTBIX M LEepeOpOBacCKYSPHBIX OCIOXHEHUH. B Hacrosimiee BpeMs HE HW3BECTHO,
KOPpPEIUPYET JU ATOT PUCK HANPSAMYIO C CeleKTHUBHOCThIO oTAenbHbIX HIIBII B oTHOmEHnn

LOTI'-1/L1OI'-2. TTockonbKy COMOCTaBUMBIC JaHHBIE KIMHUYECKUX HUCCIETOBAHUHN IITUTEIHHOTO

4
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MOBBIIICHUS] PUCKA UCKIIOYUTH HENb3s. [0 Tex mop, moka Takue JaHHbIe HE OyayT IMOJIyYeHBI,
nepes NPUMEHEHHWEM JuKiIo(eHaka Yy TAIMeHTOB C KIMHUYECKH IOATBEPKICHHOM
UIIEMUYECKON OOJIe3HBIO CepJilla, HApYIIEHHEM MO3TOBOTO KpPOBOOOpAIll€HUS, OKKJIIO3UOHHBIM
3a0oneBaHreM NepuPEpUIECKUX apTepHil MM 3HAYMMBIMU ()aKTOpaMH pHCKa (Hampumep,
apTepUalIbHON TUIIEPTEH3UEH, TMIEPIMIUIEMUEH, caxapHbIM IUabETOM, KypEeHHEM) CIIEIyeT
IIPOBOJIUTH TIIATEIBHYIO OLIEHKY COOTHOILIECHHMS MOJIb3bl U PUCKA. BeneacTBue yka3aHHOTO pHCKa
mpernapar TakXke ClIeAyeT MPUMEHSITbh B HauMeHbIIeH >(PPEKTUBHOM J03€ B TeueHUe
MHHHMMAJIBHOTO CPOKA JICUCHHS.

K mnoueunsim sd¢exram HIIBII oTHOCAT 3afepkKy XUAKOCTH C pa3BUTHEM OTEKa W/WIH
aprepuanbHOi rTunepreH3un. [lo 5Toll mpuumHe MUKIO(PEHAK CIENYeT C OCTOPOKHOCTHIO
MPUMEHATh y MAlUEHTOB C CEpJEYHON HENOCTATOYHOCTBIO MU JIPYTMMH 3a00JI€BaHUSIMU C
MOBBIIIEHHBIM PHUCKOM 3aJE€pKKH JKMAKOCTH. llpemapar Ttaxxke cieayeT HasHadaTh C
OCTOPOXHOCTBIO TAI[MEHTaM, KOTOpble NMPUHUMAIOT TUYPETHKU Wi HUHTuOuTOphl AllD wmnm
MMEIOT MOBBIIIEHHBIN PUCK TUTIOBOJIEMHH.

bonee ceppe3Hble MOCIEICTBUS OOBIYHO BO3ZHUKAIOT Y MOXKWIBIX JtoAed. Ecnu y manueHTOB,
IPUHUMAKOIUX npenapar JIukiopeHak, BOZHUKACT JKEIyI0UYHO- KHIIEYHOE KPOBOTEUEHHE WU
A3Ba, JICKAPCTBEHHBIN IIPENapaT CIEAYeT OTMEHUTD.

Hapyiienns co CTOpOHBI KEIYI0YHO-KUIIEIYHOI0 TPaKTa

I[Ipu mnpumenennu mnpemnapata Juknodenak u apyrux HIIBII Heob6xomumo cobmronaTh
OCTOPOXXHOCTh W  TIIATEIbHO HAOMIOJaTh MAIMEHTOB C  CHUMITOMaMU/TIpU3HAKaMU,
yKa3bIBaloluMu Ha mnopaxkenus/3aboneBanus JKKT, miau ¢ aHaMHECTHMYECKUMHU JTaHHBIMH,
MO3BOJIAIOIIMMU 3al0/I03PUTh SI3BEHHOE MOPAXKEHHUE KENTYJKa WIM KHUIIEYHHUKA, KPOBOTECUEHUE
win nepdoparmoo; y nanuentoB ¢ uHpekiuein Helicobacter pylori B anamuese, si3BEHHBIM
KoJuToM, Oone3nbto KpoHa, ¢ HapymieHueM (GyHKIMHM MEYEHH B aHaMHE3€, U Y IMallUeHTOB C
xKanobamu, TMO3BOJSAIOMIUMEU 3anono3puth 3aboneBanus KKT. Puck pa3Butus xemymaodyHo-
KHILIEYHOTO KpOBOTEUEHHUs Bo3pacrtaer npu ysenuueHud n03bl HIIBII wim npu nanmnuum
S3BEHHOTO TIOPaXEHHsI B aHaMHe3€, 0COOEHHO KpOBOTEUEHHH U nepdopaliuul s13Bbl Uy TOKUIIBIX
MAIMEHTOB.

ITpuem HIIBII, BkiIto4as AMKIO(pEHAK, MOXKET ObITh CBA3aH C MOBBIIIEHHBIM PUCKOM MPOTEUKU
aHaCTOMO3a, PacloJIOKEHHOIO B XKEJIyJI0YHO-KHIIEYHOM TpakTe. IIpu nmpuMeHeHuun npenapara
JluknoeHak T1ociie ONEepaTUBHOIO BMEIIATENbCTBA HA OKEIYJAOYHO-KUIIEYHOM TpaKTe
PEKOMEH/IyeTCs TIIATEIbHOE MEAUIMHCKOE HAOII0IEHHE U OCTOPOKHOCTb.

Crnenyer cobmofate 0coOyr0 OCTOPOXKHOCTH INpH INMpHUMEHeHMH mpemnaparta Jluknodenak y

MMALMECHTOB, IMOJYYalOIIUX IIpenaparsl, YBEIMYMBAIOIIME PHUCK KEIYIOYHO-KHUIIEUHBIX
5
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AHTUKOATYJSHTHl (B TOM uuciie BapQapuH), aHTHArperantsl (B TOM 4YHCIE KJIOMUAOTpE,
alleTWICATMIINAIIOBAsT KUCIOTA) WK CEJIEKTUBHBIE MHTMOMTOPHI 0OPAaTHOTO 3aXBaTa CEPOTOHHMHA
(B TOM ymcIe nuTanonpam, (GpayokceTuH, MapoKCEeTHH, CEPTPAIIHH ).

Hapyiienue d)VHKHI/II/I INCYCHU

OcTopoXKHOCTh HEOOXOoAMMa IpH TNPUMEHEHWH mpemnapara JukiopeHak y MalHeHTOB C
HapylleHHeM (pYHKIMU NIEUYEHHU JIETKON U CpeHEN CTEeNeHH, a TAK)KE y NAI[UEHTOB C IEYEHOYHON
nopgupuen, Tak Kak mpenapar MO>KeT MPOBOLUPOBATH PUCTYIBI MOPHUPHH.

Crnenyer ¢ OCTOPOXXHOCTBIO NPUMEHATH Mpenapar y MalMeHTOB C OpOHXWAIbHOW acTMOM,
CE30HHBIM AJIJIEPTUYECKUM PUHUTOM, OTEKOM CIIM3HCTON O0OJOYKH HOCOBOH MOJOCTH (B TOM
YlyCclie C HOCOBBIMU MOJMIIAMM), XPOHUYECKOW OOCTPYKTUBHOW OOJIE3HBIO  JIETKHUX,
XpOHMYECKMMH  MHQPEKIMOHHBIMU  3a00JIEBaHUSIMU  JIBIXaTeNbHBIX  IMyTed  (0coOeHHO
aCCOLIMMPOBAHHBIMH C aJNIEPTUYECKUMU PUHUTONIOAO0HBIMUA CUMIITOMAaMH ).

Hapyiiieansi co CTOPOHBI CEPAEIHO-COCYANCTON CHCTEMBI

Ocobast  OCTOPOXKHOCTH TpeOyeTcs TpH JICYCHUH TAIUEHTOB C CEePJACYHO-COCYIUCTHIMU
3a00JIeBaHUSIMU, HApYIIEHUSMU (YHKIUM TOYEK, BKJIIOYas XPOHUYECKYI0 MOYEYHYIO
HegoctatouHocth (CK®  15-60  wmu/mun/1,73 Mz), JTUCTUTTUACMUEH/TUTIEPIIATIAIEMUACH,
caxapHbIM IUMa0eToOM, apTepuaIbHOW THUNEPTEH3UEH, MPU JICYCHUU KYPSIIMX MalUEHTOB WIIU
MAUMEHTOB, 3JI0YNOTPEOISIONINX AJIKOTOJIEM, MPH JICYEHUU MOKUIBIX MAlMEeHTOB, MAaI[MEHTOB,
MOJIYYAIOUIUX JTUYPETUKU WU ApPYyrue IMpernapaThl, BIMUSIONIME HA (DYHKIUIO MOYEK, a TaKXKe
MalMEeHTOB CO 3HAYWTEIBHBIM YMEHbIIEHHEeM oO0beMma mupkynupyromen kposu (OIIK) moboi
3THOJIOTUH, HATIPUMEDP B MEPHUOIBI A0 U MOCIIE MACCUBHBIX XUPYPTUUECKUX BMEIIATEIbCTB.
l'emocras

Crnenyer ¢ OCTOPOKHOCTBIO MPUMEHATh Ipenapar JlukinodeHak y HManueHTOB ¢ JedeKTaMu
CHCTEMBI T€MOCTa3a.

Bospact > 65 net

Cnenyer coOuogaTb OCTOPOXHOCTh HPU NpUMEHEHUHM npenapata JukiodeHak y manueHToB
MOKUJIOTO BO3pacTa. ITO 0COOEHHO aKTYyalbHO /sl OCIa0JIEHHBIX WM UMEIOIINX HU3KYIO Maccy
TeJNa MOXKUIIBIX JIF0JIed — Y MallMeHTOB JaHHOM KaTeropuy peKOMEHyeTcs MPUMEHSTh Mpenapar
B MUHMMaJIbHOH 3¢ (hekTuBHOM 103€.
4.5. B3aumogeiicTBue ¢ JPYIrMMH JIEKAPCTBEHHBIMM NpenapaTaMM M Jpyrue BH/bI
B3aMMO/AeHCTBUA

Bsaumoneticteue ¢ yuactueM nHruouropon nzodhepmenta CYP2C9
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uHruoutopos u3odepmenra CYP2C9 (Takux Kak BOPHKOHA30JI) U3-32 BOSMOKHOTO YBEINYCHHSI
KOHIICHTpALUHU TUKIO(EeHaKa B CBIBOPOTKE KPOBHU U €0 3KCIIO3UIIHH.

BzauMmopeiicTBHE ¢ TUTHEM, TUTOKCHHOM

JlukioeHak MOKET MOBBIIIATH COACPIKAHUE JUTHUS M KOHIICHTPAIMIO JUTOKCHMHA B IIJIa3Me
KpOBHU.
PexkoMeHryeTcss KOHTPOJIb CO/IEPKAaHUS JIUTHUSI U KOHIIEHTPALMU IMTOKCHHA B CBIBOPOTKE KPOBHU.

BzanmoielicTBrE ¢ ANYPETHYSCKUMH Y THIIOTEH3UMBHBIMHU CPEACTBAMH

[Ipy oAHOBpEMEHHOM NPUMEHEHHH C JAUYPETHKAaMU M THUIOTEH3WBHBIMHU IpenaparaMu
(manmpumep,  Oera-afpeHOONOKATOpaMHM,  MHTUOUTOpPaAMH  aHTHOTEH3UH-TPEBPAIIAIOIIErO
¢depmenta — AII®) nuknopeHak MOKET CHHMKAaTh MX TMIIOTEH3MBHOE JeicTBue. B cBs3u ¢
BBIIIECKA3aHHBIM Yy TMallMEHTOB, OCOOEHHO TMOXHJIOTO BO3pacTa, MpU OJAHOBPEMEHHOM
MPUMEHEHUH NUKIO(pEeHaKa W IUYPETHUKOB MM THIIOTEH3UBHBIX CPEICTB CIEIYET PEeryssipHO
u3MepATh apTepuanbHoe naBieHue (AJl), KOHTponHMpoBaTh (YHKIHIO TMOYEK U CTENeHb
rujipaTauy (BCiaeICTBHE MOBBIIIEHHS pUCKAa HEPPOTOKCUUHOCTH).

BsanMonelicTBiEe ¢ IIMKIOCOOPUHOM U TAKPOJIUMYCOM

Bnusinue nuknodeHaka Ha aKTUBHOCTh NPOCTArjaHAWHOB B TIOYKAaX MOXKET YCHUJIIMBATh
HEe(POTOKCUYHOCTh LHUKIOCIOPHHA M TakpoJuMyca. B CBA3M C BbIlIECKa3aHHBIM 1032
IUKI0(eHaka y MalnrueHToB, NOJyJYarolIuX HUKIOCTIOPUH WIH TaKpPOJIUMYC, H0JKHA OBITh HIDKE,
YeM y MalUeHTOB, HE MOJIyYaloluX YKa3aHHbIE MpenapaThl.

BzanMmopelicTBHe ¢ IIpenapaTaMu, CIIOCOOHBIMH BBI3BIBATH THIICPKAJIMEMHUIO

OpHoBpeMeHHOE TpUMEHEHHE JuKIopeHaka ¢  KajuiicOeperarmolmuMu  TUYpPETHKAMH,
LIUKIOCTIOPUHOM, TaKpOJIMMYCOM H TPHUMETONPHMOM MOKET TPUBECTH K MOBBILICHUIO
CoJIep’KaHus Kalus B IUIa3Me KPOBH, (B Cllydae TaKOTO OJHOBPEMEHHOTO MPUMEHEHUS JaHHBIN
MoKa3aresb CleAyeT YaCTO KOHTPOJIUPOBATH).

BzanmopericTBue ¢ aHTI/I6aKTeDI/IaJ'ILHLIMI/I CpeACTBAMHU - IPOMU3BOAHBIC XMHOJIOHA

Nmerotrcs  oTaenbHEBIE COO6IJ.I€HI/I$I 0 pa3BuUTUHU CyHAOpOor’ Yy IMAlUCHTOB, MOJIy4aBIINX
OIHOBPCMCHHO IMPOU3BOAHBIC XMHOJIOHA U ,Z[I/IKHO(I)eHaK.

Bzaumoneiicteue ¢ HIIBII u rIrOKOKOPTUKOCTEPpOUAMHU

OnHOBpEMEHHOE CHUCTEMHOE INpHUMEHeHHe aukiodeHaka u Jpyrux cucrtemusix HIIBIT wmm
TITFOKOKOPTUKOCTEPOHIOB MOXKET yBEJIMUUBATH YaCTOTY BO3HUKHOBeHUsI HS (HexenaTenbHBIX
siBiieHui) (B yacTHOCTH, co ctopoHbl JKKT).

BzauMopelicTBHe ¢ aHTUKOAryJIsIHTaMU U aHTHArPEraHThI

Heo0x01uM0 ¢ OCTOPOKHOCTBIO MPUMEHATh NUKIO(EHaK ¢ MpernaparaMy 3THX TPYIN H3-3a

pUCKa pa3BUTHA KpOBOTG‘IGHHﬁ. HCCMOTp}I Ha TO, 4YTO B KIMHHNYCCKHUX HUCCIICIJOBAHUAX HE OBLIO
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COOOLICHUS O TOBBIIICEHUH pPHUCKAa KPOBOTEUYEHHH Yy MAIMEHTOB, NPHUHUMABLIMNX JTaHHYIO
KoMOuHanuio mpenaparoB. Creayer THIATEIbHO HAOMIOAATh MAIMEHTOB, MOJIYYaIOMINX
OJIHOBPEMEHHOE JIEYEHHE JaHHBIMU JIEKAPCTBEHHBIMHU IIperapaTamH.

BzaumogaeiictBue ¢ CCJICKTHBHBIMHA I/IHFI/I6I/ITOD3,MI/I O6DaTHOFO 3axBaTra CCPOTOHHHA

OnHOBpEeMEHHOE TpPHUMEHEHHE IUKIO(PEHaKa C CEJIeKTHBHBIMH HWHTHOMTOpAMH OOpaTHOTO
3aXBaTa CEPOTOHMHA MOBBIIIAET PUCK PA3BUTHUSA KEITYAOUYHO-KUIIEYHBIX KPOBOTCYECHUH.

B3aumoielcTBre ¢ TUOMJIMKEMHUYECKUMHU OpeHapaTaMu

B KIMHMYECKHX HCCIIEOBAHUSX YCTAHOBJIEHO, YTO BO3MOXKHO OJHOBPEMEHHOE NMPUMEHEHHE
IUKIO(EeHaKa W TUMOTIIMKEMUYECKHX TPenapaToB, MPU 3TOM 3(PPEKTHBHOCTh MOCIETHUX HE
n3Mensiercs. OIHaKO, M3BECTHBI OTIENbHBIC COOOIICHHS O Pa3BUTHHM B TaKUX CIydasx Kak
THITOTIIMKEMHH, TaK W THUIEPTIUKEMHIH, YTO OOYCIOBIMBAIO HEOOXOIUMOCTh U3MEHEHHS JT03BI
TUINOTIIMKEMUYECKUX I[pernapaToB Ha (¢oHe NpuMeHeHus naukiopeHaka. B cBsBu ¢
BBIIIIECKAa3aHHBIM BO BPEMSI OJTHOBPEMEHHOTO IPUMEHEHHUS AUKIO(PEHAKa U TUTTOTIIMKEMUYECKIX
MperapaToB PpEKOMEHIYETCsI TPOBOINTH KOHTPOJIb KOHIICHTPAIIUH TIIFOKO3BI B KPOBH.

[TomyueHns! oTAENbHBIE COOOLIEHHUS O PA3BUTUN META0OINYECKOTO alli103a MPU OJTHOBPEMEHHOM
MPUMEHECHUH JUKIO(eHaka ¢ MeTOPMHHOM, B OCOOCHHOCTH y TAIMEHTOB C HAPYIICHHEM
(YHKIIUM TTOYEK.

BsauMonelicTBie ¢ METOTPEKCATOM

Crnenyet cobmo1aTh OCTOPOKHOCTh MPU MPUMEHEHUH TUKIo(eHaka MeHee, ueM 3a 24 yJaca /10
win yepe3 24 yaca mocine rnpruemMa MeToTpeKkcaTa, Tak Kak B TAKUX CIY4asX MOKET MOBBIIIATHCS
KOHLIEHTpPALIMs METOTPEKCcaTa B KPOBU U YCHIIMBATHCS €T0 TOKCUYECKOE JCHCTBHE.

Bsaumonerlicteue ¢ QEHUTOMHOM

[Ipu ogHOBpEeMEHHOM NPUMEHEHUU (PEHUTOMHA M JAMKIO(EHaAKa HEOOXOIMMO KOHTPOJIUPOBATH
KOHLIEHTpalMi0 (PEHUTOMHA B IJIa3ME€ KPOBU HU3-32 BO3MOKHOTO YCHJIEHHS €r0 CHCTEMHOIO
BO3ICUCTBUA.

Bzaumonericteue ¢ maaykropamu uzodepmenra CYP2C9

Crnenyer cobOmofaTh OCTOPOXKHOCTh MpPU TNPUMEHEHHHM JUKIo(eHaKka OJHOBPEMEHHO C
unaykropamu usodepmenta CYP2C9 (takumu, kak pupaMIUinH), MTOCKOJIBKY 3TO MOXKET
IPUBECTH K 3HAYUTEIBHOMY YMEHBUICHMIO KOHIIEHTPAaLMU IUKIO(pEeHaka B IJla3Me KpOBH U
YMEHBILIEHUIO €r0 YKCIO3ULIUH.

4.6. ®epTUWILHOCTH, 0€epeMeHHOCTD M JIAKTALMA
bepeMeHHOCTD
IIpu npumenenun HIIBII y >xeHmuH, HaumHas c 20-ii Henmenu OEpeMEHHOCTH, BO3MOKHO

Pa3BUTUC MAJIOBOAUA W/MIN TaTOJIOTHH II0YEK Y HOBOPOXICHHBIX (HGOHaTaHLHaSI IIo4ycyHas
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mucyHknmsi). HemocTtatoyHo MaHHBIX O Sesonachoet | Eﬁ%ﬁ@ﬁ%'%&%ﬁ&ﬁ%ﬂ'&ﬁé y

OepeMEeHHBIX JKCHIIWH, B CBS3M C 4YeM MpuUMeHATh mnpenapar Jukinodenak mo 20-i Henmenu
O0epeMEeHHOCTH CIIEYET TOJIBKO M0 Ha3HAYEHHUIO Bpaya B TEX CIIy4asx, KOTAa 0KHUIaeMasi MoJib3a
JUIS. MaTepH MPEBBIIIAET MOTEHIHATBHBIN PUCK IS TUIOAA.

Huxnodenak, kak u apyrue HIIBII (MHrHOMTOPBI CHHTE3a MPOCTArjaHInHOB), IPOTUBOTIOKA3aH
B ToclieHUEe 3 Mecsa 0epeMeHHOCTH (BO3MOXHO T0JIaBJIIEHUE COKPATUTENIBHON CIIOCOOHOCTH
MaTKH W/WJH MPEKICBPEMEHHOE 3aKPBITHE apTEPUATLHOTO TIPOTOKA Y TUIOJIA).

Jlakranms

HecmoTtps Ha To, uro auxinodenak, kak u apyrue HIIBII, npoHukaer B rpyqHoe MOJIOKO B
MajoM KOJIMYECTBE, Mpenapar He CIAeAyeT IPUMEHSATh B MEPHOJ I'PYIHOTO BCKapMJIMBAHUS BO
n30exaHue HEeXKeNaTeJbHOTO BIMSHUA Ha peOeHka. [Ipy HeoOXoIuMOCTH NIpPUMEHEHHs
mpernapaTa y >KeHILIUHBI B 3TOT NEPUOJ IPyIHOE BCKaPMJIMBAHUE MTPEKPALIAIOT.

depTUabHOCTE

[Tockonpky muknodenak, kak u apyrue HIIBII, MmoxeT oka3piBaTh OTpUIIATEIEHOE JEHCTBHUE Ha
(bepTUIBHOCTD, JKCHINWHAM, TUIAHUPYIOIIMM OEpeMEHHOCTh, HE PEKOMEHIYETCS MPUMEHSTh
npenapar.
[TanmenTKaM, TPOXOAAIIUM 00CTIEI0BaHKE U JIeUEeHUE TI0 MOBOAY OecIionus, mpenapar cleayeT
OTMEHUTH.

4.7. BiusiHde Ha CNOCOOHOCTHh YNPAaBJATHL TPAHCHOPTHBIMHM CPeACTBAMU M PadoTaTh ¢

MeXaHM3MaMM

[TanmenTam, y KOTOphIX Ha ¢oHE MpuMeHeHus npenapara [{ukiodeHak BO3HUKAIOT 3pUTEIbHbIE
HapyuieHusl, I'OJOBOKPYKEHHUE, COHJIMBOCTb, BEPTUIO WM JAPYrU€ HApyUIEHUS CO CTOPOHBI
LEHTPAJIbHON HEPBHOM CHCTEMBI, HE CJEIYeT YIPABIATh TPAHCHOPTHBIMH CpPEACTBAMHU U
paboTaTh ¢ MEXaHU3MaMHU.

4.8. HexenaTeabHbIe peakiuu

Pesrome npoduiist OesonacHOCTH

Huxe npuBeneHsl HexxenaTenbHble JiekapcTBeHHbIe peakuuu (HP), koTopsie ObUIH BHISBICHBI B
X0Jle KIMHHYECKUX HUCCIEOBaHHM, a TakkKe MpU MPUMEHEHUH AUKIO(eHaKa B KIMHHYECKOMN
MIPaKTHKE.

Jns onenku yactoTel HP wucmonb30BaHbl cheayromue KpUTEpUU: «O4YeHb yacTo» (=>1/10);
«gacto» (>1/100, <1/10); «neuacto» (=1/1000, <1/100); «penko» (=1/10000, <1/1000); «oueHb
peako» (<1/10000). HP crpynmupoBaHbl B COOTBETCTBUU C CHCTEMHO-OPTaHHBIM KJIACCOM
MEJHUIIMHCKOTO CIIOBapsi s HOPMAaTUBHO-TpaBoBoi nesrenbHocTH MedDRA, B mpenemax

Kaxkgoro kiacca HP NEpCUUCIICHBI B IOPAOKE y6BIBaHI/ISI JaCTOThI BCTPECHACMOCTH; B IMPEACIIaX
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YMEHBIIEHUS UX BaXXHOCTH.
Hapywenus co cmoponul kposu u tumgamuueckou cucmemol

OdeHb penKo — TPOMOOIUTOICHUS, JICHKOTICHHS, TEMOJHMTHYECKAs AHEMHUS, arlulaCTHYeCKas
aHEMUs, arpaHyJIOLHUTO3.

Hapywenus co cmoponvl ummynHou cucmemol

Penxo — rUmepYyBCTBUTENBHOCTh, aHA(PMIAKTUYCCKUC/aHAPMIAKTOUIHBIC PEaKIIMH, BKIIIOYas
camxkenue AJl u mok;

OueHb peIKo — aHTMOHEBPOTHUECKUN OTEK (BKJIIOYAsi OTEK JIULA).

Tcuxuueckue napyuenus

OyeHb peako — JE30pHEHTAIMs, JAenpeccus, OeCCOHHHWIIA, KOIIMapHbIE CHOBUICHUS,
pa3IpaXUTENHHOCTD, ICUXUYECKHE HAPYIIICHHUS.

Hapywenus co cmoponwvl neperoti cucmemol

YacTo — ronoBHas 60Jb, TOJIOBOKPYKEHHUE;

Penko — COHIMBOCT®D;

OdyeHb penKo — HApYIIEHUS YYBCTBUTEIBLHOCTH, BKJIIOYAs MApECTe3WH, PAaCCTPONCTBA MAMSTH,
TPEMOp, CYIOPOTH, OUIYIIEHHWE TPEBOTH, OCTPhIC HAPYIIEHHUS MO3TOBOTO KPOBOOOpAIICHHUS,
ACENTUYECKUI MEHUHIHT.

Hapywenus co cmoponwl opeana 3penus

OdeHb peKo — HaApYIIEHUs 3peHUsI (3aTyMaHUBaHUE 3PEHUS ), JUTUIOTIHS.

Hapywenus co cmoponwl opeana cryxa u nabupunma

Yacro — BepTHUIO;

OueHb penKo — HapyIICHUs CiyXa, IIIYM B yIIIax.

Hapywenus co cmoponwl cepoya

Heuwacro — undapkr Mmuokapna, cepjeutasi HEI0CTaTOUYHOCTD, OIIYIIEHUE cepalieOnenus, 60b B
Tpyau;

YacroTa HeusBecTHa - Cunapom KoyHnuca (amiepruueckuii OCTpblii KOPOHAPHBINA CHHIIPOM).
Hapywenus co cmoponwl cocyoos

Ouens penko — noseilieHre AJl, BacKymnur.

Hapywenus co cmopoHwl OvixamenvHotl cucmemsl, OpeaHo8 2pyOHOU KIemKU U CPeOOCmeHUs
Penxo — OponxuanbHas actMa (BKITIOYAst OJBIIIKY);

OueHb penKo - MHEBMOHHT.

JKenyoouno-kuuieunvie Hapyuilenus

Yacto — abgoMuHanbpHas 00Jb, TOIIHOTA, PBOTA, AMApEs, AWCIENCHUS, METEOPU3M, CHIDKEHUE

anImeTuTa;

10



COOTBETCTBYET 3KCNEPTHOMY OTYETY
~ oT06.11.2024 N2 24448
PeaKo — racTpuT, KEIyJ04HO-KUIIEYHOE KPJ BoTeueHne: :p&ﬁ';':@éﬂ-b%:l bridseras I%ﬂ'ﬂil)éﬂ C

NPUMECBI0 KPOBH, $I3BbI JKENyJAKa M KHUIIEYHMKAa (C wiM 0e3 KpPOBOTEUCHMS, CTEHO3a WIIU
nepdopaiuy, ¢ BO3SMOXHBIM Pa3BUTHEM IIEPUTOHUTA);

OueHp penko — CTOMAaTUT, TJIOCCUT, [OBPEXKICHUS  MMILIEBOJA, BO3HUKHOBEHHE
madparMonoOOHBIX CTPUKTYP B KHUIICYHHKE, KOJUT (HeCTenU()UIECKUH TeMOpparmdecKuii
KOJIUT, MIIEMHYECKUH KOJHUT, 000CTpEeHHE S3BEHHOro KojuTa wiu Oosne3nu Kpona), 3amnop,
MAHKPEAaTUT, JUCTEB3HSL.

Hapywenus co cmoponuvl neuenu u cenyesvigooauux nymeti

YacTo — noBhIlIEHNE AKTUBHOCTH aMUHOTpaHc(epas B I1a3Me KpoBH;

Penxo — remarur, )xenTyxa, HapyleHus (pyHKINN EUYEHU;

OueHb peIKo — MOJTHUEHOCHBIN T'eNaTuT, HEKPO3 NIEUEHH, IIeUeHOYHasl HEI0CTaTOYHOCTb.
Hapywenus co cmoponul Kodtcu 1 NOOKOINCHBIX MKAHeL

YacTo — KoXKHasl ChIllb; PEJKO — KpPAallMBHUIIA;

OueHp peaxo — OyIJIE3HBIN AepMaTHUT, 3K3eMa, SpuTeMa, MHOTopOpMHAs SpUTEMa, CHHAPOM
CruBenca-Jl>xoncona, cuHapom Jlaliemna (TOKCHYECKHH — SMHACPMAIbHBI  HEKPOJHU3),
9KC(HONMATUBHBIA JEpPMaTUT, 3yA, alonelus, peakuuu (OTOUYBCTBUTEIBHOCTH, MypHypa,
nypnypa [llenneiina-I'enoxa.

Hapywenus co cmoponul nouex u mouesvlgo0sawux nymei

OueHb peAKo — OCTpoe MOpaKeHHWE IMOYeK (OCTpas MovyeyHash HEeAOCTAaTOYHOCTh), reMaTypus,
MPOTEUHYPHsI, TYOYIOWHTEPCTULIMATIbHBIA HedpUT, HeQPOTUYECKUI CHUHAPOM, MANMIISPHBII
HEKpO3.

Obwue paccmpoticmea u HapyuleHus 8 Mecme 88e0eHus.

YacTo — pa3zapakeHUe B MECTE BBEJCHUS;

Penkxo — orexu.

OnuncaHue OTACABHBIX HEKEIATEIbHBIX PEaKIIUM

Hapywenus co cmoponvl opeanos 3penus

3pUTENBHBIE PACCTPOMCTBA, TAKME KaK HaApYIICHWE 3pEHUs, 3aTyMaHWBAHWUE 3PEHUS WM
JMIJIONUS, TO-BUAUMOMY, sBisitorcss  Kiacc-apdexkramu  HIIBII, u oOpatumsl mocie
IIPEKPALLEHUS IPUMEHEHU. BO3MOKHBIM MEXaHU3MOM Pa3BUTHS TAKMX PAacCTPOWUCTB SABIIAETCS
MHTUOMPOBAaHNE CHHTE3a MPOCTArjJaHIMHOB U APYTUX COMYTCTBYIOIIMX BELIECTB, YTO U3MEHSET
PErYIALIMI0 KPOBOTOKA B CETYATKE, KOTOPOE MPOSIBISAETCS NOTCHUUAIBHBIMU 3PUTEIbHBIMU
paccrpoiictBamu. IIpu pa3BUTUM TakMX CUMIITOMOB Ha (pOHE Tepamnuu AUKIO(PEHAKOM CIeIyeT
paccMOTpeTh BO3MOXHOCTh O(TaIbMOJIOTHYECKOT0 OO0CHeI0BaHMUS ISl UCKIIOUEHHS KaKhX-
100 IPYyrux MpUYHH.

Hapywenus co cmoponul cepoya u cocyoos
11
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CEpJICYHO-COCYIUCTBIX TPOMOOTHYECKHX OCIIOKHEHHI (Hampumep, HH(}apKTa MHOKapiaa),
0COOEHHO IpH JUTUTEIHHOM NMPUMEHEHUH JUKIO(eHaKa B BRICOKUX J103aX (CyTo4Has qo3a Ooiee
150 mr).

COO6HI€HI/IG 0 IO A03PEBACMBIX HCXKCIIATCIIbHBIX PCAKIIUAX

Baxno cooOmarb 0 MOJO3PEBAEMBIX HEXKENATENIbHBIX pPEAaKUMSIX I0CiIe perucTpanuu
JIEKapCTBEHHOI'0 IIperapara ¢ Lejblo 00eCleYeHNs] HEPEPHIBHOTO MOHUTOPUHTA COOTHOIIEHHUS
«I0JIb3a — PHUCK» JIEKApCTBEHHOIO Mpenapara. MeauIMHCKUM pabOTHHUKAaM pPEKOMEHAYETCs
coo0IaTh O JIIOOBIX MOJ03PEBAEMbIX HEXKENATENbHBIX PEAaKIMIX JIEKAPCTBEHHOTO Ipemnapara
yepe3 HallMOHAJIbHbIE CUCTEMBI COOOIICHHS O HEKEIaTeNbHBIX PEeaKIUAX FOCYAapCTB — YWICHOB
EBpa3suiickoro 5KOHOMHUYECKOTO COI03a.
Poccuiickas ®@eoepayus
®denepanpHas cayk0a o Haa3opy B chepe 3apaBooxpanerus (PoczapaBHaazop)
109012, r. Mocksa, CinaBsitHCKast TUIOIIA b, 1. 4, cTp. 1
Temedon: +7 800 550-99-03
DnexkrponHas moura: pharm@roszdravnadzor.ru
Caiit B nHGOPMAIIMOHHO -TEJICKOMMYHHKAITMOHHOM ceTH «IHTepHeT»:
https://www.roszdravnadzor.gov.ru/

4.9. llepeno3upoBka
CuMOTOMBI
PBora, »Xenyno4HO-KMIIEYHOE KPOBOTEUEHHE, Juapesi, TOJIOBOKPYKEHHE, IIyM B YyIIax,
CYJIOpOTH.
B ciydae 3HauMTENBHOTO OTPaBIEHUS, BOBMOXHO Pa3BUTHE OCTPOM OYEYHON HEAOCTATOUHOCTH
Y MOPAXKEHUSI TICUCHH.
Jleuenue
[lopnepxuBaroniee 1 CUMOTOMATHYECKOE JICUCHUE IOKA3aHO IMPU TAKUX OCIIOKHEHUAX Kak
cHmxkeHue AJl, modedHas HEAOCTATOYHOCTb, CyIOporu, HapyumieHuss co crtoponsl KKT wu
yrHeTeHue apixanus. GopcupoOBaHHBIN AUYpe3, FTEMOAUATH3 WK reMonepdy3usi sl BHIBEICHUS
HIIBII, B T.4. quxiogenaka, u3 opraHu3ma Hed(hGEKTHBHBI, TaK Kak JEHCTBYIOIIME BEIIECTBA
ATHX TpenaparoB B 3HAYUTENBHON CTENEHU CBSA3BIBAIOTCA C OelkaMH T1a3Mbl KPOBH H

NMOoABCPraroTCAd HHTCHCUBHOMY MeTa6OHI/13My.

5. ®APMAKOJOTMYECKHUE CBOMCTBA

5.1. ®apmakoanHaMHYecKHne CBOMCTBa

12


mailto:info@roszdravnadzor.gov.ru

COOTBETCTBYET 3KCNEPTHOMY OTYETY
~ oT06.11.2024 N2 24448
dapMakoTeparleBTHYECKas  IPYINa:  MpoTHHoBOCTATH eHBibe -~ ' | FpOTHbopeBMatitetKie

[penaparsl; HECTEPOUIHBIE IMPOTUBOBOCIAIUTENIBHBIE W IPOTUBOPEBMATHYECKUE IIPENaparhl;
IIPOU3BOAHBIE YKCYCHOU KUCIIOTBI U POACTBEHHBIE COEIUHEHUS.
Kon ATX: MO1ABOS

MexaHW3M OeiCcTBUSA

JleiicTBytomiee BeMIECTBO JUKIO(EHAK HATpUs — BEIIECTBO HECTEPOHMIHON CTPYKTYPHI,
OKa3bIBAIOIIEE BHIPAKCHHOE MPOTHBOBOCIIAIUTEIBHOE, aHAIBI€3UPYIOIIEE U HKaPOTIOHIKAIOIIEEe
I[CI\/JICTBI/IG. OCHOBHBIM MEXaHU3MOM I[GI\/'ICTBI/ISI I[I/IK.]'IO(l)CHaKa, YCTAHOBJICHHBIM B UCCJICAOBAHUAX,
CUMTAETCSI TOPMOKCHHE OMOCHHTE3a MPOCTAIaHAUHOB. [IpocTarianInHbl HTPAOT BAKHYIO POJTH
B reHe3¢ BOCHAJICHUsI, O0JIN U JIMXOPAJIKH.
In vitro I[I/IKJ'IO(bCHaK HaTpusA B KOHLOCHTPpAIUAX, SKBUBAJICHTHBIM TEM, KOTOPBIC HOCTHUIAIOTCA
IIpru IPpUMECHCHUHU Y YCJIOBCKA, HC MOAABJIACT onocHuHres IMPOTCOITIMKAaHOB pr[HICBOfI TKaHU.
[Ipu peBMaTHUecKkux 3a00JICBAHUSAX MPOTHBOBOCHAIMTEILHOS W aHAIBIE3UPYIONIEe CBOWCTBA
mpernapara 00ecreynBarOT KIMHUYECKUH 2(PQeKT, XapaKTepu3yoOIUNUCS 3HAYUTEIbHBIM
YMCHBIICHUEM BBIPAXKCHHOCTH TaKUX HpOfIBJ’IGHHﬁ, Kak 00Jp B IIOKOE H pu JIBHKCHUU,
YIPEHHSAS CKOBAHHOCTh U TPUIYXJIOCTh CYCTaBOB, a TaKKe YIydlleHHeM (QYyHKIIMOHAIBLHOTO
coctosiHus. Ilpu MmoCTTpaBMaTHUECKHX U MOCJIEONEPAllMOHHBIX BOCHAIUTENbHBIX SIBICHUAX
mukiodeHak ObICTpO KynupyeT Ooyib (Kak B TOKO€, TaK W TPU JIBWKCHHH), YMEHBIIAET
BOCHAJIUTEIbHBIA OTEK U OTEK MOCICONEPAIMOHHON PaHbI.
[Ipy npuMeHeHMM mpemapara OTMEUEH BBIPAKEHHBIM aHajbre3upyomuid shdexkr mnpu
YMEpPEHHON U CUJIBbHOW OOJIM HEPEeBMAaTUYECKOTO IMPOUCXOXKACHUA. Takke YCTAaHOBJIEHO, YTO
TUKIo(eHak crnocoOeH yMEHbIIaTh OOJeBble ONIYIIEHHWS M CHUXAaThb KPOBOIOTEPIO MpHU
nepBU4HON JucMmeHopee. llpemapar o6nerdaer NPUCTYNbl MHUTPEHH IpU MNPUMEHEHUH B
PEKTANBHBIX CYMIIO3UTOPHSIX.

5.2. @apMaKOKHMHeTHYeCKHe CBOiicTBA
AOGcopOrus
BcacreiBanue nukiodeHnaka U3 peKTallbHbIX CYNIO3UTOPHEB HAYMHAETCS OBICTPO, XOTS CKOPOCTh
€ro BCACHIBaHHS MEHBIIE 10 CPAaBHEHHUIO C aHAJIIOTMYHBIM TOKa3aTejeM MpH TIpueMe BHYTDb
Ta0JIETOK, TOKPBITHIX KHIIEYHOPACTBOPUMON oOonoukoil. [locie mpumMeHEHHS pPEeKTaaTbHOTO
CYNIO3UTOPHS, coaepkaiiero 50 Mr akTUBHOTO BEIIECTBA, MAKCUMAallbHAsl KOHIIEHTPAIUs €ro B
mIa3Me JOCTUTaeTcs B cpelHeM B mpeaenax | yaca, HO BeNUYMHA MaKCUMalbHOU
KOHIICHTPAIH, paCCYUTAaHHAS Ha €IUHHILY TMOTPEeOIsIeMOi 03bl, COCTABIACT MPUMEpPHO 2/3 OT
COOTBETCTBYIOIIIETO  TOKa3aTels, pPETUCTPHUPYIOIIErocss TOcle MpueMa BHYTPh IS
KHIIIEYHOPACTBOPUMON Tabnerkn. KommdecTBO BcCachIBAarOIIErOCs IEHCTBYIOIIETO BEIIECTBA

HaxoguTcCs B HpﬂMOfI 3aBUCUMOCTU OT BCJIIMYMHBI JO3bI IIpCIiapara. Tak Kak OKOJIO IOJIOBHUHBI
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«TEPBOrO TMPOXOXKJCHHUS»), IUIOMAAb TOJ KpuBOM «koHUeHTpauus-BpeMs» (AUC) mnocne
IIPUMEHEHMsI [Ipernapara BHYTPb WJIM PEKTalIbHO COCTABJIAET IPUMEPHO IMOJOBUHY OT
9KBUBAJICHTHOM J103bl, IPUMEHIEMOMN MAPEHTEPAIBHO.

[Ipy DOBTOPHBIX BBEIEHUSAX Ipenapara B BUJE CYNIO3UTOPUEB (PAPMAKOKUHETUUYECKUE
MOKa3aTey He U3MEHSIOTCS. [Ipu ycrmoBum coOMOIeHUsT PEKOMEHIYeMOTO PeKuMa JI03UPOBAHUS
npenapara KyMyJslid He OTMEYAeTCs.

Pacnopenencnne

Ces3b ¢ OenkaMH CBIBOPOTKH KpoBU — 99,7 %, mpeumyiectBeHHO ¢ anbOymuHOM (99,4 %).
Kaxymuiics o0bem pacnpenenenus cocrasnser 0,12—-0,17 n/kr.

JlukioeHak MPOHWKAET B CHHOBHAIBHYIO JKHIKOCTh, TJI€ €r0 MaKCHUMajbHas KOHIICHTPAILWs
JNOCTUTAaeTCs Ha 2—4 yaca mo3xe, 4eM B I1a3Me KpoBHU. Kakyluiics mepuos moiayBbIBEICHUS U3
CMHOBMAJIBHOM JKUJKOCTH cocTaBiger 3—6 dyacoB. Yepe3d 2 yaca mnocie JOCTUKEHHUS
MaKCHUMaJbHOH KOHIIEHTPAIMH B TUIa3Me KPOBM KOHIIEHTpAIUS AUKIO(PEHAKa B CHHOBHAIBLHOU
KHUJIKOCTH BBIIIE, Ye€M B IUIa3Me KPOBH, M €€ 3HAYEeHHUS OCTalTCs Ooyiee BBICOKUMH Ha
MPOTSKEHUH TEPHOJIa BpeMEeHU A0 12 yacos.

Juknodenak ObuT 0OHApYXXeH B HU3KUX KOoHIeHTparusax (100 Hr/mir) B rpyIHOM MOJIOKE OHOU
u3 xopmsux marepeil. [Ipennonaraemoe konn4yecTBo AMKIO(EHAKA, MONAAAIONIET0 C TPYIHBIM
MOJIOKOM B OpraHusM pedeHka, 3xBuBajieHTHO 0,03 Mr/Kr/cyTKH.

buotpanc d)ODMaHI/IH

Merabonu3M AukiIo(eHaka OCyeCTBIseTCS YaCTUUHO IIyTeM IIIOKYPOHM3AalUK HEU3MEHEHHOM
MOJIEKY/Ibl, HO, IPEUMYILIECTBEHHO, MOCPEICTBOM OJHOKPATHOIO M  MHOTOKpAaTHOIo
THJIPOKCHIIMPOBAaHUS W METOKCUJIMPOBAHUS, YTO IPUBOAUT K OOpPa30BaHUIO HECKOIBKHX
(dheHonpbHBIX MeTab0auTOB (3'-rUIpOKCH-, 4'-TUApOoKCcH-, S'-THaApokcu-, 4',5-muruapokcu- u 3'-
THJIPOKCU-4'-MeTOKCuAMKIO(peHaka),  OOJBIIMHCTBO M3  KOTOPBIX  IpeBpalaerci B
[JIIOKYPOHUIHbIE KOHBIOTaThl. JIBa U3 3THX (DEHONBHBIX METa0OJUTOB OMOJIOTUYECKH AKTUBHBI,
HO B 3HAUUTEJIbHO MEHbIIEH CTENEeHH, YeM TUKIO0(EeHaK.

OnuMUHAIKS

OOmwmii cucTeMHBIH IJIa3MEHHBIH KIMpeHC aukiodeHaka cocrasiaser 263+56 wmi/MuH.
Koneunslii mnepuoj mnomyBeIBeeHUs: cocTtasiusier 1-2 wyaca. Ilepumon mnomyBbiBeneHus 4-X
MeTaboMUTOB, BKJIIOYas JBa (hapMaKOJOTHUYECKH AaKTHBHBIX, TAKXKE HEMPOJODKUTENIEH U
cocrapisier 1-3 waca. OmauH U3 MeTabOJIMTOB, 3'-TUAPOKCU-4'-METOKCUIUKIO(PEHAK, HUMEeT
OoJiee IIUTENbHBIN TEPUO/T MTOTYBBIBEICHUS, OTHAKO 3TOT META00IUT MOJTHOCTHIO HEAKTUBEH.

Oxomo 60 % JA03bI BBIBOAUTCA TOYKAMH B BUAC ITIFOKYPOHOBBLIX KOHBIOIaTOB HECU3MCHCHHOTO

14



COOTEETCTEYET 3KCNEPTHOMY OTUETY
~ or06.11.2024 N= 24448
JCHCTBYIOIIETO BEIIECTBA, a TaKXKe B BHJIC 14eTa6onH¥&:;-%€%%%%E§3t-h§3%&aﬁl&'1fo>1<e

MpeaACTaBJIAIOT CO60ﬁ [NIFIOKYPOHOBBIC KOHBIOI'aThI. B Heusmenennom BHUJC BBIBOAUTCA MCHEC
1 % nuknodenaka. OcTaBmiascss 4acTh 036l BEIBOAUTCS B BHJIE METAOOIUTOB C KEITYBIO.
KOHHGHTpaHI/Iﬂ IICﬁCTBymHICFO BCIICCTBA B IJIa3MC KpPOBU JIMHENWHO 3aBUCUT OT BEIMYHUHEI
MOTPeOICHHOH T03BI.

Iloueunas HEIOCTATOYHOCTD

VY manueHTOB ¢ HapylleHHeM (YHKIHMH MMOYEK HPU COOMIONCHWH PEKOMEHIOBAaHHOTO peXHMa
JO3UPOBAaHUSl KyMYISIIMM HEW3MEHEHHOIO JEeMCTBYIOIIEro BellecTBa He orMmedaercs. llpu
KIUpeHce KpearnHnHa MeHee 10 MIJI/MHH pacueTHblE PpaBHOBECHBIE KOHLEHTpaLUU
THIPOKCUMETA00IUTOB  AMKIO(EeHaka MpuUMEpHO B 4 pasza Bbllle, YeM Yy 3J0pPOBBIX
J0OPOBOJIBLIEB, ITPU 3TOM META00IHUTHI BBIBOAATCS UCKIIOUUTENBHO C JKETUbIO.

ITeyeHOUHAS HETOCTATOYHOCTD

Y nanuMeHToB € XPOHUYECKUM TEMaTUTOM WM KOMIEHCHPOBAHHBIM IUPPO30OM MEYEHU
nokasarenu (papMakOKMHETHKHU JUKIO(EeHaKa aHAJIOTHYHBI TAKOBBIM Y MAIIMEHTOB C COXPAHHOMU
(byHKIMEN MeYeHn.

Oco0ble rpyInbl HAIMEHTOB

BcacbiBanue, MmeTaboau3M U BbIBEJICHHE TUKIO(EHaKa He 3aBUCAT OT BO3pacTa.
eTn
VY nereil KOHUEHTpaluu AUKIO(EHaKa B IUIa3Me€ KPOBU MPU MPUMEHEHUU 3KBUBAJICHTHBIX 103

Iperapara (MF/ KI" MaCChbI TCJ'Ia) CXOJHBI € COOTBETCTBYIOIIMMH IMOKAa3aTCIAMU Y B3POCJIBIX.

6. ®APMAIEBTUYECKHWE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeJIbHBIX BelIECTB
[TponuiIeHIINKOIb.
KpeMmHuUs TUOKCH]T KOJTIOUIHBIHN (a3pochi).
Kup tBepabIid.
6.2. HecoBmecTuMOCTH
He npumenumo.
6.3. CpoK roaHocTH (CPOK XpaHeHHs )
2 roja.
6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH
XpaHUTh B 3aIUIIEHHOM OT CBETa MeCTe IpH TeMreparype He Boie 25 °C.
6.5. XapakTep M coaepkaHue NePBUYHON YIAKOBKH
5 Cynmo3uTOpHMEB TOMEIIAIOT B  KOHTYPHYIO  SYEHKOBYIO  YHNAaKOBKY M3  IUICHKH

HOHHBHHHHXHOPHHHOﬁ .
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JIBe KOHTYpHBIE SYEHKOBBIC YIAKOBKH BMECTE|C HHCTﬁwﬁﬁe}fE—g&jﬁpﬂ_@aéM EGM%;J';,'E;I}-{)T B

IIauKy U3 KapTOHA.
6.6. OcoOble Mepbl TPEAOCTOPOKHOCTH MPH  YHUYTOKEHHMH HCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0 TMpenapara HWJIH OTX0A0B, MOJYYeHHBIX IOCJIe TPHUMEHEeHHs
JIEKApPCTBEHHOI'0 Npenapara u Jpyrue MaHUIyJSINUHU C penapaTomM

Oco0ble TpeOOBaHHS OTCYTCTBYIOT.

7. JEPXKXATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA
Poccniickas @enepanns
I[TAO «buocunres»
440033, r. [len3a, yn. ApyxOsl, 4
Tenedon: +7(8412) 57-72-49, 8-800-100-40-05
e-mail: Biosintez.Info@sunpharma.com
7.1. IlpeacraBuTe b AepsKaTe/Isl PETUCTPALMOHHOIO Y10CTOBEPeHU

Ilperen3un noTpeOUTENEH CIeaVeT HAIPABIATE [0 aAPECY:

Poccuiickas @enepanust

I[TAO «buocunres»

440033, r. [len3a, yn. dpyxo0s1, 4

Tenedon: +7(8412) 57-72-49, 8-800-100-40-05

e-mail: Biosintez.Hotline@sunpharma.com

8. HOMEP PET'UCTPALIMOHHOI'O YAOCTOBEPEHUSA

9. JATA NEPBUYHON PETMCTPAIIMU (IIOATBEPXIEHUS PETUCTPAIIUU,
IHEPEPETUCTPALIMN)

Jlata nepBOii perucTparmu:
10. JATA HEPECMOTPA TEKCTA
OOmast ~ xapakTepuCTHKa JIeKapCTBEHHOro  mpemnapata JlukiodeHak  JOCTymHa  Ha

HH(bOpMaHHOHHOM rnoprajc EBpaSHﬁCKOTO OKOHOMHYCCKOro cCoOrw3a B I/IH(I)OpMaI_II/IOHHO'

KOMMYHUKaIIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org/
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