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HMHCTPYKIIHUA
11O MEJIMITMHCKOMY ITPUMEHEHHWIO JIEKAPCTBEHHOI'O IIPEITAPATA
Kopannu® XJI
Cordipin® XL

PerncrpaiioHHbII HOMep:

Toprosoe nanmenoBanme: Kopaumua® XJI

Me:x yHapoHOe HelIaTeHTOBAHHOE WM I'PYIIIIIPOBOYHOEe HAUMeHOBaHUe: HU(e TUIuH
JlekapcTBenHas ¢opma: TalleTKH € TNPOJOHTMPOBAHHBIM BBICBOOOXKICHHEM, IOKPBITHIE

IJICHOYHOM 000J0UKOH

Cocras

1 TtalneTka ¢ MPOJIOHTHPOBAHHBIM BBHICBOOOJKIACHHEM, TIOKpPHITAs IUICHOYHOH OOOJOUKOH,
COJICPIKHUT:

Aopo:

Heiicmeyouee eewjecmeo: nuenunun 40,00 mr

Benomocamenvuvie sewjecmea: NEIUTION03a MUKPOKPUCTALUIMUSCKAs], IEJUTION03a*, makTo3a*,
runpomesioza 4000 mlla-c, Mmaraus creapart, KpeMHHUSI JTMOKCH]] KOJUTOUTHBIN

Obonouxa nrnenounas: runpomeruiosza 15 mlla-c**, makporon-400**, kpacutens xKeaesa OKCH/T
kpacubii (E172)**, tutana auokeuy (E171)**, tanpx**, makporona-6000

*10 Mr 1esuT01036I U 30 MI' JIaKTO3BI MOTYT OBITH 3aMEHEHBI Ha HMMEIONHUNCS B TOPTOBOM
o6opoTe mpoaykT Ilewtakroza (Cellactose™), COCTOSMUM U3 LEJUTIOI03BI H IAKTO3BL.

**BMecTo yKazaHHBIX BeIIECTB MOXKeT ObITh Hcmosb3oBaH Omajpaii kpacubii 048240003
(Opadry® red 04B240003). Cocrap Omaapasi kpacHoro 04B240003 KkadecTBeHHO H
KOJIMUSCTBEHHO HJICHTHYCH COCTaBY OOOJIOUKH IUIeHOUHOW. Makporon-6000 wucmosib3yercs
MOCJIe HaHeCeHHsT 00O0JIOUKH B KauecTBE TOJIMPYIONETO pacTBopa W MOTOMY He BKIIIOUYECH B

coctas Onajpas kpacHoro 048240003.

OmucaHue

Kpyribie, ABOSKOBBINYKJIbIE TalbJeTKu ¢ (PacKoM, TMOKpHIThIE IUIGHOYHOH 000I0uKoH
KpacHOBATO-KOPUUYHEBOTO I[BETA.

Bun Ha uznome: mepoxoBaTas Macca KEJITOrO I[BeTa ¢ IUIGHOUHOHM 000JI0UKOH KpacHOBaToO-

KOpPHUYHCBOI'O IBETA.
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COOTBETCTBYET 3KC THOMY OTHETY

dapMmakoTepaneBTHUYeCKas rpynna: OGJ0KaTOpbl KalbIUEBBIX KAHAJIOB, CCJICKTHBHBIC
GJIOKAaTOPHI KaJbI[HEBBIX KAHAJIOB ¢ MPCHMYIICCTBCHHBIM JICHCTBHEM HA COCY/IbL, MPOU3BOHBIC
JUTHAPOIUPUIHHA

Kox ATX: CO8CAOS5

dapmakoioruieckue cBoiicTBa

Dapmarxodunamnuxa

Hudenunun — CceJICKTHBHBIH OJIOKATOp «MEUICHHBIX» KaiblHeBbiXx KauaimoB (BMKK),
npoussoanoe 1,4-auruaponupujuHa. PacmupsieT KopoHapHbIe H NepH(EpPHUSCKHE apTCpHH,
YMEHBIIAET MOTPEOHOCTh MHOKAp/Ia B KHCJIOPOJIE 38 CUET YMECHBIICHHS MOCTHATPY3KH Ha CEpALE
H JOCTABKH KHCJIOPOJA. YCHJIHMBAET KOPOHAPDHBIH KPOBOTOK, YIYYIIACT KPOBOCHAOIKECHHE
HIICMH3HPOBAHHBIX  30H 0e3 pa3BHTHS (QeHOMeHa  «OOKpaJbIBaHHSI», AKTHBHPYET
(YHKIHOHHPOBAaHHE KoJUlaTepajcH. Pachmmupss nepudepHuecKHe apTepHH, CHH)KAeT oOliee
nepudepuucckoe compotuniaeHue cocynos (OIICC), ToHyc MHOKapJga, IOCTHATPY3KY,
HOTPEeOHOCTh MHOKapAa B KHCJIOPOJAE H YBEIHYHBAECT JUIHTCIIBHOCTH JHACTOIHYECKOTO
pacciabIcHHSI JICBOTO >Keldyjpouka. llpakTHyecku HE BJIHSCT HA CHHOATPHAJIBHBIA H
aTPHOBCHTPHKY/LIPHBIH y371bl. He oOKasplBacT aHTHAPHTMHYECKOIO H IIPOAPUTMOTECHHOTO
JericrBus. He Biuser Ha ToHyc BeH. Hudeaunun ycHIMBaeT MOYECUHBIH KPOBOTOK, BBI3BIBAs
YMEpEHHBIH HaTpHHype3.

OTpHIATEIPHOE XPOHO-, APOMO- H HMHOTPOIHOE JICHCTBHE HH(ETUIIHHA IISPESKPHIBACTOS
pedriekTOpHOH aKTHBallMEH CHMIIATOAJPCHAJIOBOH CHCTEMBI M YBEIMUYCHHEM YacTOTHI
cepaeunblx  cokpameHudi (UCC) B orBeTr Ha NepHUPEPHUECKYIO  Ba3o HIIATAIHIO.
IIpeuMyIECTBEHHO B Hayaje TepallHH CEPJCYHBIH pPHTM M CEpPJCYHBIH BBIOPOC MOTYT
VBEJIMYMUTLCS B Pe3y/IbTaTe aKTHBAIlUH peduiekca GapopenenTopos. IIpH JIHTETIBHONH Tepaluu
HH(pCTUIHHOM CCpPACYHBIH PHTM H CEPACYHBIH BBHIOPOC BO3BpANIAIOTCS K TEM 3HAUYCHHSM,
KOTOPBIC OHH MMEJIH JIO Hayajla TEPAIHH.

Hudequnun o6najacT aHTHTHICPTCH3UBHEIM H aH THAHTHHAJIBHBIM JCHCTBHEM.

IIpu aprepuanbHol runepreHszuu (Al') geficTBHe HHQETUNHHA CHHXKACT apTEPHAIIBHOE
nasienue (AJ]) 3a cuer nmepudepuueckon pazoaunaranuu U cHmwkenus OIICC. Hudpeaunun npu
npHeMe OJHH pa3 B CYTKH oOecmevyuBaeT 24-4acoBOH KOHTpoJIb moBbImicHHOTO AJl. VYV
HaHEHTOB ¢ HOpMaJbHBIM AJl HH(eAUIHH HEe OKa3bIBacT HAa HETO BJIMSHHA JIHOO BIHACT Ha
HETO B HE3HAYUTCIIBHOH CTCIICHH.

IIpu cTeHOKap UM HH(PEIUNHH YMCHBIIACT MNEPHPEPHUCCKOE H KOPOHAPHOE COCYIUCTOE
CONPOTHBJICHUE, UTO MIPHBOJUT K YBSJIIMUCHHIO KOPOHAPHOTO KPOBOTOKA, CEPJCYHOTO BBHIOpOCca H

yAapHOTO 00BbeMa, a TakKe K CHHXKCHHIO NMOCTHArpysku. KpoMe Toro, Hue UNHH paciiupset
2
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COOTBETCTBYET 3KC THOMY OTHETY

KaKk HMHTAaKTHBIC, TaK H AaTepPOCKICPOTHYCCKH H3MCHEHHBIC KODOHApHBIE AapTEpHH,
IPEAOTBPAIAECT CMa3M KOPOHAPHBIX apTCpHH H YIYYIIACT MEPPY3HIO HICMH3HPOBAHHOTO
MuoKapaa. HudeaunuH yMeHBIIAET YAacTOTy MNPHUCTYIOB CTCHOKAPJHH H HINCMHYECCKHX
U3MECHCHHH Ha srekTpokapauorpamme (OKI'), HE3aBHCHMO OT TOTO, BBI3BAHBI JIM OHH CIIa3MOM
HJTH aTEPOCKIIEPO30M KOPOHAPHBIX apTEpHH.

DapmaxoxuHemuxa

Beacwisanue

BricBoGoskicHHe HU(pETUNIUHA H3 TaOJETOK ¢ IPOJIOHTHPOBAHHBIM BBICBOOOXKJACHHEM OYCHB
ME/UICHHOE, MPAKTHYCCKH JTHHCHHOE, T. €. OHO IIPOUCXO/JUT HA MMOCTOSHHOM YPOBHE.

Ilocnie mpueMa BHYTPb BBICBOOOJHUBIIHHCS W3 TaONeTOK HU(DETUNHH OBICTPO H TPAKTHUYSCKH
MOJTHOCTBIO BeachiBaeTes. Hude TUNMUH B 3HAUHTCIBHON CTCIICHH 110/IBEPTaeTesl MPECHCTEMHOMY
MeTabomu3My. O JHOBPEMECHHBIH IIPUEM ITHINHU HE BIHSACT Ha abcopOuuto Hudenununa. Huwxuee
3HAUCHHE YPOBHS PABHOBCCHOM KOHIICHTPAI[MH JOCTHUTACTCS yKE MOCJIE MpHEMa IMEPBOH J03BI
HU(peunuHa (depes 24 yaca). IIpu y:ke JOCTHTHYTOM PaBHOBECHOM COCTOSIHHH MaKCHMAaJIbHAs
koHICHTpAHS (Cmax) HH(ETUIIHHA TOCTHraeTes uyepes 5 + 2,7 yaca nmocse npueMa BHY TPb.
Pacnpeocenenue

Hudequnun xopomo pacupejesieTess B TKaHgx. [IpoHuKacT yepes reMatosHuepaTnuccKuil u
IJIallCHTApHBIH Oapbep, BBIACIIETCS ¢ IPYAHBIM MOJIOKOM. CBS3bIBaHHE HU(ETUITHHA ¢ OEIKaMHU
MJ1a3Mbl KPOBH (B OCHOBHOM ¢ aJlbOYyMHHOM) cocTaBsieT 94-99 %. V manueHToB ¢ HapyImeHUEM
(PYHKIUH TIEUYECHH WJIH TMOYEK BO3MOJKHO 3HAYUTCIIHPHOC CHHIKCHHUE CBSI3BIBAHHS HU(pEIHNIHHA ©
OeNKaMH ILJIa3MBI KPOBH.

Memabonusm

Hudeunua mOYTH MOTHOCTHIO METAOOMH3HPYETCS B INEUCHH ¢ OOpa30BaHHEM HEAKTHBHBIX
MeTabomuToB. Metabomu3M HHu(ETUMHHA OCYIECTBIBIETCS MPEHMYIICCTBCHHO H30(epMEHTOM
CYP3 A4, a taxske usodpepmenramu CYP1A2 u CYP2AG.

Buvigeoenue

Ilepuon monyesiBeeuus (T%2) Hudenunuua cocrasmget 14,9 + 6,0 yaca. 80 % oT mpUHATOH
JIO3bI BHIBOJHTCS IMOYKAMH B BHJC HCAKTHBHBIX METaGOIHTOB, ocTajibHas dacTh (5-15 %) — ¢
JKemubio yepe3 kumedHukK. Menee 0,1 % oT nmpuHATOH BHYTPH 03B HH(ETUIHHA BBIBOTHUTCS
MOYKaMH B HEH3MCHEHHOM BHJIe. 70-80 % BBIBOAUTCS MOYKAMH B BH/C META0OHTOB.

D apMaKoKUHEMUKA Yy OMOeTbHBIX ZPYRI RAUHEHIN0E

Iayuenmul nosicunozo eospacma

Ilpu NPUMCHEHHH npenapaTon HU(peTUTHHA B dopme TabJICTOK c

HpOHOHFHpOBaHHbIM/MOHI/[q)I/[L[HpOBaHHbIM BbICBOGO)KﬂCHI/[eM Y NallHCHTOB IMOXKHUJIOI'0 BO3pacTa
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(BozpacT > 60 ner) ormeueHo yBeiuueHHE Cmax B T% 1o cpaBHEHHIO ¢ GoJice MOJIOIBIMH
MAHECHTAMH.

Tayuenmer ¢ Hapyuiernuem QyHKyuu nedenu

QapMaKOKHHETHUCCKHE MCCIICAOBAHUS IIOKA3ajd, 4YTO y HANMCHTOB ¢ IUPPO3OM IICUCHH
OTMEYAeTCs 3HAYHTEIbHOE YBeIMueHHe 1% H yMeHbIIeHHE 00mmero kupeHea Hudeqununa. Ilo
JAHHBIM KJIHHHYCOKOTO HCCJICAOBAHHS Y IMAIMCHTOB ¢ HapyIICHHEM (DYHKIHH IICUCHH JICTKOH
(xmace A no knaccupukanuu Yauna-11e10) u ymepenunoii (kiace B no kinaccudukanuu Yanna-
IIpr0) cTemeHH TSOKCOTH KIMPEHC HHQEIUNHHA TOCHEe IpHEMa BHYIPb OBUI CHHXKEH
cootBeTcTBeHHO Ha 48 % u 72 % 1O CcpaBHEHUIO ¢ KJIMPEHCOM HHQCTUITHHA Y TMAIUECHTOB C
HOpMaJIbHOH PyHKIHEH neueHH. OTMEUCHO YBEIHUCHHE ILIOIAIH 0 KPUBOH «KOHIICH TPAIHs-
Bpems» (AUC) u Ciax cOOTBETCTBEHHO Ha 93 % 1 64 % y MaHEHTOB ¢ HapymicHHeM (YHKI[UH
MICUCHH JIETKOH CTENMEHHU TKeeTH (Kiace A mo kinaccupukanuu Yaina-11pi0) U COOTBETCTBECHHO
Ha 253 % u 171 % y MalHCHTOB ¢ YMEPCHHBIM HapylieHueMm (YHKIHH TieueHd (kiaace B mo
kiaccupukanun Yaing-11bi0) mo CpaBHCHHIO C© STHMH MOKAa3aTe/IMH Y TANHEHTOB ©
HOPMAJIBHOH (PYHKIHCH NMEUYcHH. Y MAUEHTOB © TSDKEIOW NMEUYCHOYHOH HEJOCTATOYHOCTHIO
(xmace C no knaccudukamun Yaitng-11sr0) dpapmakokuHeTHKa HH(E TUITHHA HE H3Y4allach.
Hayuenmer ¢ Hapyutenuem QyHKYuU nodex

DnuMuHausg HUQeUnUHa MOKET OBITh 3aMe/UICHa Y TAIMCHTOB ¢ HapyIICHHEM (YHKIHH
nouck. XpoHHYEecKasl MOYCUHAas HEJOCTATOUHOCTh, TEMO/IHAIN3 U NEPUTOHECAIbHBIN JUAIH3 HE
OKa3bIBAIOT CYIICCTBCHHOTO BIHSHUS Ha (apMaKOKHHETHKY HHUpeaunuHa. KymysTHBHBIH
3P PEeKT OTCYTCTBYET.

Jemu u noopocmxu

CDapMaKOKHHeTH'—IeCKI/[e HCCJICJOBaHHUA HC IIPOBOIHIIHCE.

Iloxa3anus K NpuMeHeHHIO
IIpenapar Koppunun® XJI mokaszaH K NPUMEHEHHIO Y B3POCIIBIX.
e ApTepHaibHAas TUIEPTEH3HSL.
e CraGunbHasg CTCHOKAapJMsS M  Ba30CHacTHYECKass  CTCHOKapAus  (CTCHOKap/Ms

IIpunimerana, BapHaHTHAs! CTEHOKAPIHU).

HpOTﬂBOﬂOKaSaH“ﬂ
L4 FI/IHGP‘IYBCTBHTEHBHOCTB K HI/I(bCI[I/IIII/IHy, APYIrHM IIPOU3BOIAHBIM JHTHAPOIIHPHAHHA
H/HITH K J]I060My H3 BCIIOMOTATCJIbHBIX BCIICCTB B COCTABC IIpCIiapaTta.
® yMepCHHaH H TAXKCIIaid IMCUYCHOYHAaA HCJOCTAaTOYHOCTh (KHaCCbI BuCmno Knaccn(bmcaunn

Yatina-11s10).
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e KapauoreHHBIH MIOK.

e Konname.

e BripaxkeHHad apTepHaIbHas THIOTEH3UA (cHcToHueckoe A J[ Huske 90 MM pT. oT.).

e Octpsiil nepuo HHpapKTa MHOKap/a (B TCUCHUE TIEPBHIX 4-X HEJICIIh).

e HecTaGuibHast cTEHOKApTHSL.

e I'eMOJUHAMHYCCKH 3HAYHMasi OOCTPYKIHS BBIHOCAIIETO TPaKTa JICBOTO 3KEIIyOUYKa
(BKJIOUAs TSKEIIBIH aOPTAJIBHBIH CTEHO3).

e OJHOBpPEMEHHOE NPHMCHCHHE ¢ PHPAMIHIHHOM (H3-32 HEBO3MOJKHOCTH JOCTHIKCHHS
5(p(PEeKTHBHBIX KOHICHTpAalMH HHU(PETUIHHA B IJIa3ME KPOBH BCJICJCTBHE HHIYKIUH
(bepMeHTOB).

e bepemennocts (1o 20 Heaeb).

e Ilepuon rpyAHOTO BCKapMIIHBAHHS.

e Bospact 10 18 neT (3¢dpekTHBHOCTD H 6€30MACHOCTD HE YCTAHOBJICHBI).

e Penko BeTpeuaromasics HACJICJCTBEHHAS HENEPECHOCHMOCTh TajaKTO3Bl, JACHHUIHT
NAKTa3bl HJIM  TOKO30-TaJaKTo3Has MambaGeopbuus (mpemapar  Kopmumun® XJT

COJIEPIKHUT JIAKTO3Y).

C ocTOPOKHOCTHIO

ApTepuanbHas THOOTCH3HS, 370kadecTBeHHas Al (OTCYTCTBYET ONBIT KIHHHYECKOTO
NPUMEHEHHS), HIleMHuecKas 6osiestb cep/ua (MBbC) (0coOGeHHO TpH TSHXKETOM 00CTPYKTHBHOM
MOpPaXKCHHH KOPOHAPHBIX apTepuil) WM IepeOpoBacKypHBIC 3a00JICBaHUS, XPOHHYCCKAs
cepaeuHas HegocratouocTh (XCH), ofHOBpeMeHHOE TIPHMEHEHHE ¢ GeTa-aipeHOGIOKATOPaMU
H JPYTHMH THIIOTCH3HBHBIMH MpEIapaTaMH, OJHOBPEMEHHOS NPHMEHCHHE C CEp/CUHBIMH
TJIMKO3HIaMH, aOPTalbHBIH CTCHO3, MHTPaJbHBIH CTCHO3, THIEpTpodHUECKas OOCTPYKTUBHAS
KapAHOMHONATHS, caxapHbiii quabet, HapymicHHE (PYHKIHH NCUYCSHH JISTKOW CTENCHH TSIKECTH
(kmace A mo wnaccudukanuu Yaina-IIpio), reMoguanus y MANHEHTOB €O 3JI0KAYE€CTBCHHON
THIIEPTEH3HEH (PUCK pAa3BHTUS TSDKEIOH AapTepHAJIbHOH THIOOTECH3HH), OJHOBPEMCHHOS
OPHMCHCHHE ¢ HWHTHOMTOpaMH WHIH HWHAYKTOpamMu wusodepmenta CYP3A4 (Hampumep,
(enutoun, xapGamaszenuH, GheHOGApOUTAN, aHTHOHOTHKH-MAKPOIH/B, HHTHOUTOPHI TMPOTECA3bI
BHpyca HMMyHOJAepunuTa yenoseka (BHY), KeTOKOHA30JI, aHTHACHPECCAHTHI, (DIIyOKCETHH,
BaJIBIIPOCBAsi KHCJIOTA H T. J.), OCpEeMEHHOCTh cpokoM Oonee 20 Hejaenb (IpemapaT MOXKET
MPHMEHSATBCS KaK CPEACTBO «PE3CPBHOM TepamHH»), NPUMEHCHHE Yy IAIHECHTOB IOKHIIOTO

BO3pacTa.
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IIpumeHeHne Npu GepeMEHHOCTH H B MIePHO/I IPY/HOI0 BCKAPMJIHBAHHUS

bepemennocme

[IpumeHenue HupeTUNHHA TPH OCPEMEHHOCTH CpoKoM a0 20 HeJelnb NPOTHBOIOKA3aHO.
IIpumenenue HupeaUNUHA IPH cpoke OGepemMeHHOCTH Gosiee 20 HEJC/Ib BO3ZMOXKHO B KaueCTBE
CpeJCcTBA «PE3CPBHOM TepaluM» NPH TKEJIOH apTepHaIbHOM THIICPTCH3HHM B CIIyYasxX, €CJIH
OJKHJacMasl 1OJIb3a UL MATEPH MPEBHIIIACT BO3ZMOMKHBIN PHCK YIS IJI0JA.

AJICKBAaTHBIX KOHTPOJIHPYEMBIX HCCJICJOBAHHH C© Y4acTHEM OCpPEMCHHBIX SKCHINHH HE
IPOBO JHJIOCH.

Hnmeroniasicst uapoOpMaIus SBISCTCS HEJOCTATOYHON UL TOTO, UTOOB HCKIFOUHTH BEPOSATHOCTH
BO3HHKHOBCHHSI TOOOYHBIX 5(eKTOB, MPEJCTABISIONMMX OMACHOCTh JUIA IJIoJa M|
HOBOPOKJIEHHOTO.

B uccneoBaHMSIX HA  JKHBOTHBIX  OBUIO  TOKa3aHO, YTO HH(PESIHINHH  oOazacT
SMOPHOTOKCHYHOCTBIO, (PETOTOKCHYHOCTBIO H TEPATOTCHHOCTHIO. Ha OCHOBaHHHM KIIMHHYECKHX
JAHHBIX HE OBLIO BBIABJICHO CICHH(UYECKOTO NPEHATAIBHOTO pHCKA. TeM He MeHee, ObLIo
OTMEUEHO ITOBBIIICHUE YaCTOTHI CIIy4acB MEPHHATAILHOH acpHKCHH, KEcapeBa CEUCHHS, a TAK)Ke
NPSIKJACBPEMEHHBIX POJOB H 3aJCP’KKH BHYTPHYTPOOHOTO pasBHTHS IUIoja. CBiI3b 5THX
COOOIICHHH ¢ HMECIONEHCS apTepHAIbHOH THIEPTCH3UEH, €€ JICUCHHEM HJIH CICHH(PHUESCKHM
spexTOM mpemapara HesICHA.

IIpu npumenenun BMKK, B ToMm uncrnie HudeuInHa, B KAUSCTBE TOKOJHTHUESCKOTO CPEJCTBA BO
BpeMsi OCpEMEHHOCTH, OCOOCHHO MHOTOIUIONHOH (JIBOHHSA W Oojee), NMPH BHYTPHBCHHOM
BBCJCHHH MpemapaTa WHWIH T[pPH OJHOBPEMEHHOM INPHMCHEHHH O€Taz-a/JJpeHOMHMETHKOB
HaOJTFOJaITUCh CIIYYaH OCTPOTO OTEKA JIETKHUX.

Hudeaunuu He cleayeT NPHUMEHATH BO BpeMsl OSPEMEHHOCTH, 3a HCK/IOUCHHEM CHTYAIlUH,
KOTJIa KIIHHHYCCKOE COCTOSIHUE SKCHINMHBI TpeOyeT eyeHusa Hudeunuaom. Hudeunun MoxeT
paccMaTpHBAThCsS B Kaue€CTBE CPEACTBA «PE3CPBHOM Tepamuu» JUISI JKCHI[UH © TSOKEIIOH
apTepHalIbHOM THIIEPTCH3UCH, HE OTBCHAIOIHX HA CTAHJAPTHYIO TCPAITHIO.

Ilepuoo epyoro2o ecKapMaUBaHus

Hudenunuu BpiensieTess B TpyaHoe Mosioko. KoHneHTpanus HudeUIHHA B TPYAHOM MOJIOKES
COMOCTABHMA ¢ €T0 KOHIICHTPAaIlHCH B CHIBOPOTKE KPOBH MaTcpd. BiusHue HudeIuNHHA Ha
TPYIHOTO peOcHKa IPH NpPHEME BHYTPb ¢ TPYAHBIM MOJIOKOM HeH3BecTHO. [losTOoMy B ciyuae
HEOOXOTHMOCTH IPUMCHCHHS HH(CIUIIHHA B IEPHOJ| JIAKTAIIHH PEKOMEHAYETCS NMPEKPaTHThH
I'PYAHOE BCKapMIIHBaHHUE.

DepmuntoHOCHb

B caMHMYHBIX CJIy4asx IPH S3KCTPaAKOPIOpaJbHOM oImlogoTsopeHuu npumeHeHue BMKIK,

BKIro4das HI/[(be]_'[I/Il'[I/IH, OBLJIO CBS3aHO C OGpaTP[MI)IMI/[ OHOXHMHUYECCKHMH HM3MCHCHHUSIMH B
6
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T'OJIOBKEC CIICpMATO30HA0B, YTO MOIJIO IPHBOJHTE K HaApPYIICHHIO q)yHKI_[HI/I CIICPMBI. HpH
663y01’[CIHHI)IX IMOIIBITKaX 3KCTPaAKOPIIOPAJIBHOTO OIUIOJOTBOPCHHA H IIPH HCK/IIOYCHHH APYIHX
IIpHYHH 6GCI[J'IOI[I/I$I, CJIICAYCT pacCMaTpHBaTh BCPOATHOCTH BJIHAHHA Ha CICPMY IIPHMCHCHHA

BMKK, Bximouyas HU(peTHTHH.

Cnoco0 npuMeHeHH S U 103bI

BuyTtps. TaOneTku Henb3s pas3iaMblBaTh HJIH Pa3)KEeBBIBATh, HEOOXOJUMO IPOTJIATHIBATH
HESITHKOM, 3allHBasi cTaKaHOM BOJIbL. He cieayer 3anmuBaTh TaOJICTKH IPeHIPPYTOBBIM COKOM.
IIpemapatr pexkoMeHAyeTcsl MPHHHMATh NPHMEPHO 1 pa3 B CYTKH, B OJHO H TO XS BpEMI,
IPEJMOUYTHTEIBHO YTPOM.

Ho3pl HudequnuHa B (GopMe TabIETOK ¢ MPOJIOHTHPOBAHHBIM BBICBOOOMK/JCHHEM JOJDKHBI
HOMOHpAThCS HHIMUBUAYAJIbHO, B 3aBHCHMOCTH OT CTENEHH TSDKECTH 3a00JCBaHUS |
TepaneBTHYCCKOTO 3 peKTa.

Apmepuanvras eunepmensus

Pexomenpyemass HayajgbHas Jo3a HHpeIunHHAa B (opMe TabIETOK ¢ MPOJIOHTHPOBAHHBIM
BbIcBOOOXKIeHHEM nipu Al coctaBmsieT 40 Mr 1 pa3 B cyTku. B nanpHedmem j03a MOXKET OBITH
yBenuueHa A0 80 Mr B cyTku (B 1 wiau 2 mpuema). B GONBIIHHCTBE CIIy4acB PEKOMEHYETCS
VBEIMUHBATh J0O3Y ¢ HHTepBajgoM B 7-14 gHeH, T. K. 3TO MO3BOJBIET IOTHOCTHIO OLICHHTH
5(pPEKTHBHOCT, M NMEPEHOCHMOCTh paHee Ha3HAUYECHHOW J03bl. OJIHAKO NPH HEOOXOJUMOCTH
BO3MOXKHO 0ojice OBICTPOE YBEIHYCHHE JO3BI NMPH YCJIOBHH TIIATSIBHOTO HAOJIOJCHHUS 3a
COCTOSSHHEM TIAIIHCHTA. YBEJIHYCHHEC CYTOYHOW J03bl HupenunuHa cBbime 80 Mr He
PEKOMEHIYCTOSL.

Cmabunvras cmeHoKapous 1 8430CHACUYECKAS CIMEHOKAPOUS

Pexomennyemass HavanmbHas jo3a HupequnuuHa B ¢dopme TaONECTOK ¢ TNPOTOHTHPOBAHHBIM
BBHICBOOOXKICHHEM NpH CcTeHOKapauu cocTaBiuger 40 mr 1 pa3 B cyrku. B jpanpHelmem
BO3MOXKHO MOCTENIEHHOC YBeIHUYeHHE J03bl Jo 80 Mr B cyrku uepe3 4-5 nueit. [lpum
HEOOXOUMOCTH BO3MOKHO Oosiee OBICTPOC YBEIHYCHHE JO3bI NPH YCJIOBHH THIATSIBHOTO
HaOJTIO/ICHHUS 32 COCTOSHHEM TAIlHCHTA. Y BETHYCHHE CYTOUHOH JT03bl HH(peaununa cpoimie 30 mr
HE PEKOMEHTYETCSI.

Ocobvie zpynnol nayuenmos

Hayuenmer noscunozo eozpacma

Y DamUeHTOB TOXHWIOTO Bo3pacta (cTapmie 65 ner) (papMakOKHHETHKAa HHQPCIUTHHA
HU3MEHSCTCS, B CBS3H C STHUM IIOJJICPIKHBAIONIAS J03a MpeIapaTta MOMKET OBITh CHHKCHA IO
CPAaBHCHHIO ¢ MAIlHEHTAMH MOJIOJIOTO BO3pacTa.

Hayuenmur ¢ HapyuleHuem QyHKyuU neveru
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Y DmamueHTOB ¢ HapymieHHEM (DYHKIHH TICUCHH JICTKOH CTEIICHH TSDKECTH J03a HH(CIHITHHA
JOJDKHA OBITh CHUOKCHA. Y MAUEHTOB ¢ YMEPCHHON H TSDKEIOH MEUCHOYHOH HEJOCTATOUHOCTHIO
(xmacest B u C o knaccudukanuu Yaina-11si0) npuMenenne npenaparta MpOTHBOOKA3aHO.
Hayuenmul ¢ HapyuieHueMm QyHKyuu novex

Y NanUeHTOR ¢ HApYIICHHEM (DYHKIIHH MTOYECK KOPPEKIHS H03bI HH(pETUTTHHA HE TpeOyeTos.
Jemu

BezonacHocTh U 5h(PEeKTHBHOCTh NPUMEHEHHS HU(EIUNHHA ¥ JAeTel B Bo3pacte o 18 neT He

YCTaHOBJICHBIL. I_[aHHbIG OTCYTCTBYIOT.

IloGouHnoe neiicTBHE
Knaccudukamust 4acTOTBl pa3BHTHSA TNOOGOYHBIX 5(PQEeKTOB, peKoMeHayeMas BceeMHpPHOI

opranusaiueu 3apasooxpanenus (BO3):

OUYCHB YacTO >1/10

4acTo or>1/100 o < 1/10

HEYacTo or > 1/1000 go < 1/100

penKo ot > 1/10000 go < 1/1000

OYECHBb PEIKO < 1/10000, BxiTrOUast OTJICITBHBIC CITYUaH

YacTOTa HEU3BECTHA HE MOJKET OBITh OIICHEHA HA OCHOBE HMEIONUXCS TaHHBIX.

Hapyutenus co cmoporsl Kposu 1 IUMGamuieckoli Cucmembl.

JacTOTAa HEH3BECTHA — arPaHYIOLHUTO3, JICHKOIICHUSI.

Hapyuterus co cmoponsl UMMYHHOT CUCTIEMbL

HEYacTO — aJUICPrHYCcKasl PeakIus, aJFICPTHYECKUH OTEK/ aHTHOHEBPOTHUCCKHH OTEK (BKIIFOUAs
OTCK TOpTaHu™*);

PEAKO — KOJKHBIH 3y, KpAITHBHHIA, KOXKHAS ChIIIb;

YacTOTa HEH3BECTHA — aHA(HIIAKTHYCCKHE/aHA(DHIIAKTOH THbIC PCaKIHH.
Hapyuienus neuxuxu:

HEYacTo — TPEBOT'a, HAPYILICHHE CHA.

Hapyuwenus co cmopoHsl 0OMeHa 8eiyecms u Numanus.:

YacTOTAa HEH3BECTHA — THIICPIIIHKEMHSL.

Hapyutenus co cmoporvl HepeHoli Cucmembl!

4acTo — TOJIOBHAs 6OJIb;

HEYacTO — BEPTHIO, MHIPSHb, TOJIOBOKPY;KECHHE, TPEMOD;

PEAKO — MAapEeCTE3U s, U3CCTE3U,

4acTOTa HECH3BECTHA — THIICCTE3US, COHJIHBOCT.

Hapyuwenus co cmoporsl 0p2ana 3peHus:
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HEYacTO — HAPYIICHHE 3PCHHUS,
4acTOTa HEM3BECTHA — OOJIb B TIa3ax.

Hapyuenus co cmopoHul cepoya:

HEYacTO — TAXHKAPIHA, OIYIICHHE cepANcOUCHUS,

4acTOTa HEHM3BECTHA — OOJIb B TPy AU (CTCHOKAPAHS).

Hapyuwenus co cmoporst cocyoos:

4acTo — OTCeK (BKIIFOUas epUPEPHUSCKUH OTEK), Ba30JHIIATAIIHS,

HEUYacTO — apTepHaIbHAas THIIOTECH3U S, OOMOPOK.

Hapyuterus co cmopoHvl OblXamenbHol CUCTNEeMbl, OP2AHO8 ePYOHOU KNeMKU U cpeooCeHUs!
HEYacTO — HOCOBOE KPOBOTEUCHHUE, 3aJI0KEHHOCTH HOCA,

4acTOTa HEH3BECTHA — AUCITHOD, OTCK JICTKHX **.

Hapyuterus co cmopoHbl HCeny00uHO-KUMEUHO20 MPaKma:

4acTo — 3aI0p;

HEYacTO — TacTPOHHTCCTHHAIIbHAS M a0JOMHHAIbHasi OOJb, TOIIHOTA, JHUCIEICHS, B3IyTHE
JKHBOTA, CYXOCTh CIM3HCTOH 000JIOUKH MOJIOCTH PTa;

PEAKO — THIIEPIIA3HSL JICCEH;

4acTOTa HEH3BECTHA — PBOTA, HEJOCTATOUHOCTh racTpos3odareaabHOro chuHKTEpAa.
Hapyutenus co cmopoHul nedenu t #eniesbleooaux nymei.

HEYacTO — TPAH3UTOPHOC IOBHIMICHHE AKTHBHOCTH IICYEHOYHBIX» TPAHCAMHHA3,

4acTOTA HEHM3BECTHA — JKEITYXA.

Hapyuwenus co cmopoHvl KOJ*CU U NOOKOACHLIX MKAHET:

HEYacTO — HPHTEMA;

4acTOTA HEHU3BECTHA — TOKCHYCCKHH SIHJCPMAIbHBIH HEKpPOIU3, (OTOUYBCTBHTEILHOCTH,
najbIHpyeMas ImypIypa.

Hapyuwenus co cmopoHul ckenemHo-Mblied Ol 1 COeOUHUMENbHOU MKAHU!

HEYaCTO — MBIIICYHBIC CYIOPOTH, OTCYHOCTh CYCTABOB;

4acTOTA HEH3BECTHA — APTPAIITHS, MHAJITHSL.

Hapyuwenus co cmopoHsl nouex t Mo4eableo0AuUx Nymeil:

HEYACTO — MOJTHYPHS, TU3YPHUSL.

Hapyutenus co cmopoHul NOOSbIX OP2AHOE U MONIOYHOT JKcenessl!

HEYACTO — SPEKTHIIbHAS TUC(YHKIUSL.

Obwue paccmpoticmed U Hapyule A 8 Mecme 68e0eHUA:

4acTo — IUIOXOEC CaMOYYBCTBHCE,

HEYacTo — Hecnenupuyeckast 60Jb, 03HOO.

*MO)KCT IIPHBCCTH K COCTOAHHIO, YI'POIKAIOIMICMY KU 3HH.
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** BBIIHM 3apeTHCTPHPOBAHBI CIIyYaH IMPH NPHMCHEHHH B Ka4eCTBE TOKOJIHTHYECKOTO CPECTBA
BO BpeMsI GEPEMEHHOCTH.

VY manueHTOB, HAXOJSIIUXCA HAa IEeMOJAHAIHM3E, CO 3/I0KaUecTBEHHOH Al MM ¢O CHHXKCHHBIM
00BEMOM IHPKYJIHPYIOIIEH KPOBH B pe3y/IbTaTe Ba3OJWIATAIIHH MOJXKET BO3HHKHYTH

BBIpaKEHHOE cHHKeHUE Al

Ilepenosupoeka

Cumnmontsi

Hudeaunus BBI3BIBacT NepU(PEPHUCCKYIO Ba30JHIATAIIHIO C BBIPAKCHHOW H, BO3MOJKHO,
MPOJIOHTHPOBAHHOW CHCTEMHOH apTepHaJbHOH THIIOTCH3UEH: TOJOBHAS OOJb, THIIEPEMHS KOXKH
JULA, JUTUTENIbHOE BBIPAKCHHOE CHIKeHUE AJl, yTHETCHHE AEATCILHOCTH CHHYCOBOTO Y3IIa,
Opagukapaus W/WIH TaxukKapaus, Opamuaputvus. [IpH TSKEIOM OTpaBICHHH — NOTEpS
CO3HAHHUSA, KOMA.

Jleuenue

JleueHue MepeAO3UPOBKH 3aKIFOUACTCS B CTAHAAPTHBIX MPOLEAYpax BBIBEJCHHUS Iperapara U3
opranusma. [lokasaHo Ha3sHauUCHHEC BHYTPb aKTHBHPOBAHHOTO YIJISL, POMBIBAHHUE KEIyIKa (IIPH
HEOOXOJUMOCTH — TIPOMBIBAHHE TOHKOTO KHINCYHHKA), BOCCTAHOBIICHHE CTAOHIIBHBIX
IMoKa3aTeiacH TeMOJHHAMHUKH.

B caydae nmepeAo3MpOBKH mpemapataMu  HH(BCAHIHHA MOPOJOHTHPOBAHHOTO JACHCTBHS
HeoOXoquMO oOecneyduTh HauboJice TOJMHOE BBIBEJCHHE IIpemapaTa M3 OpraHu3Ma, IO
BO3MOJKHOCTH — IIPOMBIBAHHE TOHKOH KHIIKH B LEISIX MPEJOTBPAICHUS JMabHEHIIETO
BCACHIBAHUSI AKTHBHOTO BemiecTBa. [IpH TNpPHMEHEHHH CIAa0HTENBHBIX CPEJCTB CJIEAYET
yuuThiBaTh, 4T0 BMKK MOTYT BBI3BIBATE CHHIKECHUE TOHYCA KUIIEYHOH MYCKYJIATyphl BIUIOTH 0
ATOHHH KHIICUHHKA.

AnTHIOTOM HH(pCTHIHHA SBISIEOTCS MpemapaThl Kanblusa. lloka3aHO BHYTpHBEHHOE (B/B)
peejeHue 10-20 i1 10 % pacTBOpa Kajdplus XJIOpPHJa WJIH KajlblHS TJIFOKOHATa, ¢©
MOCJIEIYIOIUM TEPCKIFOYCHHEM Ha JUIHTENbHYI0 HH(Y3HIo. Eciu npH BBEJACHHH NpemapaTtoB
KaJIb[Usl HE YJAI0Ch JOCTHYL JOCTATOYHOTO mojabemMa AJl, BO3ZMOXHO NpHMCHCHHE aibga-
aJpEHOMHMETHKOB (JIOTIaMUH, HOPAIHHE(PPUH).

[Ipu OpaauapuTMHH — B/B BBEJCHHE aTponHHa, OeTa-aJpecHOMHMETHKOB. [Ipu yrposxxaromniux
JKU3HH OpaJHapuTMHIX PCKOMCHIOBAaHA YCTAHOBKA BPEMEHHOTO SJIEKTPOKAPIHOC THMYIIITOPA.
IIpu pa3BHTHH CEpACYHOH HENOCTATOYHOCTH — B/B BBeAcHHE cTpodaHTHHA. HMHDY3HOHHYIO
TCPANHIO PEKOMEHIYETCS ITPOBOJHTH C© OCTOPOXKHOCTHIO B CBSI3H C PHOKOM OOBEMHOH

NEPErPY3KHU cepLa.
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HGO6X0,£[I/IM THIaTGJ'IbeIﬁ KOHTPOJIb ACATCJIBHOCTH cepaua, JICTKHX H BbI,Z[eJ'IHTeJ'IbHOf[ CHCTCMDBI.
PeKOMeH,[[yeTCﬂ KOHTPOJIMPOBATh KOHIICHTPAIHIO I'NTFOKO3bI (MO)KGT CHH>KATbHC S BI)ICBO60)KI[6HI/[G
HHchIP[Ha) H COJICPIKAHHUC SJICKTPOJIMTOB (KaJ’II/Iﬂ, KaJ'[I)III/ISI) B KPOBH.

FGMO[[I/[aJ'II/IS HeS(i)(bGKTI'IBeH BCJICACTBHC BBICOKOH CTEIECHH CBS3BbIBAHHSA ¢ OC/IKAMH I1Ia3MbI

KPOBH H OTHOCHTCJIBHO MaJIOTO obBeMa pacipcaciiCHUA. BosmosxHo IIPOBCACHHUC HJ'IaSMa(pCpCSa.

BzanmopeiicTBHE ¢ JIPYrHMH JIeKAPCTBEHHBIMH CpeIcTBAMH

DapmaroxkuremuecKue 63auM00eHCmenn

JlexapcTBEHHBIEC MPENAPAThL, BIHSIONHE Ha METaO0aH3M HUDETHITHHA

Hudenunun metabomuszupyetes ¢ momotnbio uzopepmentoB CYP3A4/5, koTopble HAXOAATCS B
CIIM3HCTOH 000J0YKE KHIICYHHKA M INEYCHH. JIeKapcTBEHHBIE Cpe/IcTBa, IIOJABJIIIONIHE HIIH
HHIYIHPYIOIHE 5Ty (EPMECHTHYIO CHCTEMY, MOIYT OKa3bplBaTh BIMSHHE Ha 5(QeKT
IEPBHYHOTO NMPOXOKACHUSI» Yepe3 MEUEHb (TIOC/IE MPUEMa BHYTPD) HITH KIIHPCHC HU(DCTHITHHA.

Huovkmoput uzochepmernma CYP344

Pugpamnuyun

Pudammunun sBaseTes MonHeIM HHIYKTOpoM H3odepMmenta CYP3A4. Tlpu ogHOBpeMEHHOM
IPUMEHCHHH ¢ PHQAMIHIMHOM CYIIECTBECHHO CHHKAcTCS OHOJOCTYMHOCTh HHU(CAMIHHA, H,
COOTBETCTBEHHO, YMEHbIIacTesa ero 3(pdeKkTuBHOCT. [lo3TOMY OXHOBpEMEHHOE NPHMEHEHHE
Hu(eAUIHHA ¢ pHGAMITHIHHOM IPOTHBOIOKA3aHO.

IIpomueosnunenmuueckue npenapamsl, uHoyyupyiougue uzogepmenm CYP3A4 (nanpumep,
Qerumoun, xapbamazenun, gerobapoumarn)

Ocuutoun uHAymupyer uszopepment CYP3A4. Ilpu oaHOBpeMEHHOM IPHMEHCHUH
Hu(eUNHHA ¥ (PESHHTOMHA CHHKAeTesS OHOJOCTYNMHOCTh HH(EIUIMHA H YMEHBIIACTCS €TO
spdexrusHocTh. IIpH OAHOBPEMEHHOM TNPHMEHCHHHM JAHHOH KOMOHHAIIMH HEOOXO0IHMO
KOHTPOJIHPOBATh KIHHHYCCKHH OTBET HA TEPamui0 HU(PECIUIHHOM H IPH HEOOXOJHMOCTH
VBEIIMYHTh €r0o JI03y. B ciy4yae NOBBIMICHHS [03b1 HH(QEIUIHHA TIPH OJHOBPEMEHHOM
IPUMEHCHHH OOOHMX IIpPemapaToB, IIOCJIE OTMEHBI (PEHHTOMHA 03y HH(EIHIHHA CICAYET
YMEHBIIHUTb.

Knuauyeckue HocieJOBaHHS IO H3YYCHHIO MOTCHI[HAIBLHOTO B3aHMOJACHCTBHS HHU(CAUIIHHA H
kapbamasenuHa WIH peHoGapOuTaNa HE MPOBOJMWIHCH. [lockonpKy 06a MpemapaTa YMEHBIIAIOT
B IUIa3M€ KPOBH KOHIICHTPALHIO HHUMOJUINHHA, cTpykTypHO cxogHoro BMKK, 1o Henb3s
HCKJFOYHTH BO3MOJKHOCTh YMCHBIICHHS KOHIICHTpAllMH HH(EIUINHHA B IUTa3sMe KpOBH H
CHHIKEHHS €T0 5(P(PEKTHBHOCTH.

Hruzubumoper uzoghepmenma CYP344

Anmubuomuxu epynnvt Maxpomuoos (Hanpumep, SpumpoMuyuH)
11
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KiuHHYeCKHE HCCJIEIOBAaHUSI IO B3aHMOJICHCOTBHIO HH(ETHIHHA H AHTHOMOTHKOB TIPYIIIIBI
MaKpOJIHJOB HE TPOBOJUIHCH. FI3BECTHO, YTO HEKOTOPHIE MAKPOJMJIBI HHTHOHUPYIOT
uzopepment CYP3A4. CnenoBaTe/lbHO, HENb3SI HCOKIIOYHTH BEPOSTHOCTh IOBBIMICHHUS
KOHI[CHTpAHH HUu(EIUIHHA B TJIa3ME KPOBH NPH OJHOBPEMEHHOM NPUMCHECHHU HU(DEUITHHA U
AaHTHOMOTHKOB I'PYIIIBI MAKPOJIH IOB.

ABHTPOMHIIMH, OTHOCSINHHCS K AHTHOMOTHKAM TIPYIIBl MAaKpOJHIAOB, HE HHTHOHpYET
uzopepment CYP3 A4,

Hruzubumopur npomeaser BUY (Hanpumep, pumonasup)

KiuHu4eckue HCCIeOBAaHUS IO H3YUYCHHIO B3aHMOJCHCTBHS HHU(DCIUIHHA H HHTHOHTOPOB
BUY-npoTea3sl He TPOBOJMIIMCH. VI3BEeCTHO, YTO TpemapaThl JAHHOTO Kjacca HHTHOHPYIOT
u3opepmenr CYP3A4. Kpome TOro, OBUIO TOKa3aHO, UYTO TIpemapaThl JaHHOTO Kiacca
MOJABIIAIOT MeTa0ou3M Hu(EeTUHHA, onocpeaoBanHbId H3opepmenToM CYP3A4 B yenoBusx
in vitro. Ilpu 0THOBPEMECHHOM NMPHMEHEHHH ¢ HH(EIUITHHOM HEIb3SI HCKIFOUHTH CYIICCTBEHHOE
MOBBIMICHHE KOHICHTpAUUH HHU(PECIUIHHA B IJIa3ME KPOBH 3a CUET YMCHBIICHHS »ddekra
GIEPBUYHOTO IIPOXOXKACHHS» UEPE3 ICUEHD H 3aMEJICHUS BBIBCACHUSL.

IIpomueozpubrosvie npenapamset 2pynnvl A30108 (Hanpumep, KemoKoHA30m)

Kimnuyeckue  HCCICJOBAHHS IO H3YUYCHHIO  B3aHMOJCHCTBHS  HHPCAHNHHA |
MPOTHBOTPHOKOBBIX MPENAapaTOB IPYIIBI a30J10B HE IMPOBOAHIHCH. VI3BECTHO, 4TO MpenmapaTh
JaHHOTO Kiacca HHTHOHpYIOT mH3odepmeHT CYP3A4. Tlpu OJHOBPEMEHHOM NPUMCHCHHH C
HUPETUITHHOM  BO3MOXKHO  CYIICCTBCHHOE  VBEIHUYCHHE CHCTEMHOH  OHOJOCTYITHOCTH
HU(pETUITHHA 32 CUET YMEHBIIEHUS >(P(PeKTa «IIEPBUUHOTO MPOXOIKICHHUSI» YEPE3 TICUCHb.
Humemuoun u panumuoun

YCTaHOBIICHO, YTO IMHMETHIWH U PaHUTHIUH HHTHOHPYIOT H3odgepMeHT CYP3 A4 U BBI3BIBAIOT
MOBBINICHHE KOHIEHTPAlHH HU(EIUNIHHA B IIa3Me KpoBH (cooTBeTcTBeHHO Ha 80 % u 70 %),
VYCHJIHBAs TEM CaMbIM €T0 aHTHTHIICPTEH3UBHBIH 3((PeKT.

Junmuazen

HuntHaszem cHWKaeT KiIUpeHce HUbeaumuHa. J[aHHYI0O KOMOHHAIHIO CJICAYET NPHMEHATH ©
OCTOPOIKHOCTHIO. MOXKET MOTPeGoBaThCS YMEHBIICHUE 03Bl HH(DETUTTHHA.

@nyoxcemuH

KiuHHYECKHE HCCICIOBAHUS MO H3YYCHHIO B3aHMOJCHCTBHS HHU(peTUNHHA U (PIyOKCETHHA HE
npoBoaMIHCh. H3BeCTHO, 4YTO (UIYOKCETHH B YCIOBHSX i1 Vifro TOJABIIET METa0OIH3M
HU(eTUIHHA, OMOcpeaoBaHHbIH aeicTBHeM H3odepmeHTa CYP3A4. CriegoBaTeiibHO, HEb3S
HOKJTIFOYHTh BEPOSATHOCTh IOBBIICHHS KOHICHTPAIlMH HH(EIUNHHA B IUIA3ME KPOBH IpH
OJIHOBPEMCHHOM NMPHMCHCHHH HU(PECAUTIHHA U (PITyOKCETHHA.

Hegazooon
12



ot 18.05.2023 N° /
(MOCNEAOCBATENBHOCTL 0001)

COOTBETCTBYET SKCTEPTHOMY OTHETY

KnuHuyeckue HecaeOBaHHA IO H3YYEHHIO B3aHMOJCHCTBHA HH(eaunmuHa H Hedas3oJoHA HE
MPOBOAWIHCE. M3BecTHO, uTO Heda3zoJOH TOJABISCT METAa0OIH3M JPYTHX IpenapaTos,
omocpenaoBaHHblil JneiicTBHeM H30pepmenta CYP3A4. CrnenoBaTenbHO, HEIB3S HCKIFOUHTH
BEPOSITHOCTD ITOBBIMICHHUS KOHIEHTPAIMH HHU(ECAHIIHHA B IJIa3Me KPOBH IPH OJAHOBPEMEHHOM
IIPUMCHECHHH HU(ETUITHHA H HedasoJ0HA.

Xunuoun

Coo0manock 0 NOBHIIICHUH KOHIEHTPAIIMH HU(ETUNHHA B II1a3Me KPOBU IIPH OJAHOBPEMEHHOM
IPHUMEHEHUH ¢ XHHHJMHOM. IlosTOMy INpH OJHOBPEMEHHOM TPHMCHEHHH XHHHMJUHA H
HU(eAUIHHA HEOOXOUM THIaTeabHbIH KOHTpoab AJl. IlpH HeOOXOJHUMOCTH CJIEIyeT CHH3HTH
103y HU(ETUTTHHA.

Xunynpucmun/oansghonpucmun

OJHOBpEMEHHOE NPHMEHEHHE XHHYIPHCTHHA/JAIb(QONPHCTHHA MOMKET TIPHBOJAHTH K
IIOBBIIICHHIO KOHI[EHTPAIlHH HU(EAUITHHA B IJIa3Me KPOBH.

Banenpoesas xucioma

KiuHu4YecKHe HCCIICTOBAHHS MO H3YUCHHIO B3aHMOJCHCTBHS HH(CIHIHMHA M BaJbIPOCBOH
KHCJIOTHI HE TNpOoBOJMIHCEH. llockonbky BasbIpocBas KHCJIOTA IMOBBIIIACT KOHUCHTPAIHMIO B
IJ1a3Me KPOBH HUMOJUIIHHA, ¢TPYKTYypHO cxogaHoro BMKK, To Helb3sl HOKITFOUHTH BEPOATHOCTD
MOBBIIICHHS KOHIEHTPAIHH HU(EUTTHHA B IJIa3Me KPOBH H YCHJICHHS €0 5(P(PEKTHBHOCTH.
I'peiinghpymosulii cox

I'peiindgpyroseiii  cox wuuHrHObupyer wuszopepmenr CYP3A4 u mnomapmsier MeTaboOMH3M
HU(eunuHa. OJHOBPEMEHHOE IPUMECHEHHE HU(ETUITHHA © TPeHIIPPYTOBBIM COKOM IMPUBOJHUT K
MOBBIIICHHIO KOHIECHTpAalHH HH(EAHNHHA B IUIa3ME KPOBH H YJIHHCHHIO €ro JcHCTBHA
BCJIC/ICTBHE CHIDKEHHS 5(P(eKTa «IEpBHYHOTO NPOXOKACHUS» Yepe3 NEYCHb H YMEHBINCHHUS
KiupeHca. IIpH 5TOM MOMKET YCHIIMBAThCS AHTHTHNCPTEH3UBHBIH 3ddekt. Ilpu perymsprom
ynoTpeOIeHHH IPeHnppyTOBOTO cOoKa AaHHBIH 5(P(PEKT MOKET COXPAHATHCS B TEYCHHE 3 JHCH
IOCJIC MOCJICAHETO YIOTPeOICHHS coKa. YmoTpebiaeHue rpeindpyra/rpeiindpyToBoro coka Bo
BpeMsI JICUCHH S HH(ETUITHHOM PO THBOIIOKA3aHO.

Cyvbempamuot uzohepmernma CYP3A4

Cy6etpatel m3odpepmenta CYP3A4 (Hampumep, HH3ANpPH[T, TaKpPOJIHUMYC, OCH30HA3CTHHBL
HMHIpaMHH, nponadgeHOH, TepdeHaauH, BapdapHH) NPH OJHOBPEMEHHOM IPHMCHCHHH ©
HU(DETUTHHOM MOTYT JACHCTBOBATh Kak WHTHOWTOpH H3odepemenTta CYP3A4 W yBeIHMUUBATH
KOHIICH TPAIlHIO HU(ETUITHHA B IVIa3ME KPOBH.

Huzanpuo

OJHOBpEMEHHOES TPHUMEHEHHE NH3aIpHAa H HH(CIUIHHA MOXKET NPUBOJIUTH K IMOBBIIICHHIO

KOHICHTPallHH HI/I(bG)II/[HHHa B IVIa3ME KPOBH.
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COOTBETCTBYET 3KCNEPTHOMY OTHYETY
ot 18.05.2023 N= 5257

(MOCNEOQBATENEHOC

I'b 0001)

Biusinue Hudemnuba Ha APYIHE JIEKAPCTBEHHBIE NIPENAPATHI

Xunuoun

Hudenunun BHI3bIBACT MOHWKECHHEC KOHIICHTPAIUH XHHHIWHA B IIazMe KpoBH. [locie oTMeHBI
HU(DE TUITHHA MOXKET TIPOU3OHTH PE3KOC IOBHINICHHE KOHICHTPAIIUH XUHUHHA B TJIA3ME KPOBH.
[TosToMy TpH NpHMEHCHHH HH(ETUITHHA B KaUCCTBE MOIOIHHTEIBHOH TEpAIllHH HIH OTMCEHE
HH(CIUIHHA CIICAYET KOHTPOIHPOBATh KOHICHTPALMIO XHHHJWHA B IUIa3ME KPOBH H, TIPH
HEOOXOAUMOCTH, KOPPEKTHPOBATh €TO J03Y.

Jucoxcun

OJHOBpEMEHHOES TPHMCHCHHEC HH(EIUIIHHA H JUTOKCHHA MOXKST NPHBECTH K CHHIKCHHIO
KIIHPEHCA JUTOKCHHA H, CJICJOBATEIIbHO, K MOBBIMICHUIO KOHICHTPAIUH JUTOKCHHA B IIJIa3Me
kpoBd. CriefyeT TIIATENBHO KOHTPOJMPOBATH IIOSIBJICHHE CHMIITOMOB IIE€PEIO3HPOBKH
[JIHKO3UIOB Y MAIMCHTA, H B CIy4yac HCOOXOIMMOCTH CHH3UTH JO3Y JUTOKCHHA, YUUTHIBAS €TO
KOHI[CHTPALHIO B IJIa3ME KPOBH.

Teogpunnun

Hudeaunun mOBBIIACT IIa3MEHHBIC KOHICHTPAIHH TEO(UUIHHA, B CBS3H C YEM CICAYET
KOHTPOJIHPOBATh KOHICHTPAIHIO TeopHIUIHHA B IUTa3Me KpoBH. Knmuuueckuit sdpdekxr odoux
MPENapaToB MPH COBMECTHOM MPUMECHCHHH HE H3MCHSICTOSL.

Taxponumyc

Takpommumye  meTaGommsupyercss npu  yuyactuu  uszodpepmernta CYP3A4.  Henapno
ONMYOJIMKOBAaHHBIC JAHHBIC YKa3bIBAIOT HA BO3MOXKHOCTb CHIJKCHHS JO3BI TAaKpOJIHMYyca B
OT/ICTIBHBIX CIIY4YasX MPH OJHOBPESMEHHOM NMPUMEHECHHH ¢ HH(ESTHITHHOM.

IIpu OAHOBPEMEHHOM NPHMCHEHHH TAaKpPOJIUMyca H HHU(ETHIHHA CICAYCT KOHTPOJIHPOBATH
KOHI[CHTPAIHIO TAKPOIUMYCa B IUIa3Me KPOBH H NIPH HEOOXOJUMOCTH CHHU3HTH €T0 JIO3Y.
Bunxpucmun

Hudenunun 3amMesicT BHIBEACHHES BHHKPHCTHHA M3 OPTaHHU3Ma H MOXKET BBI3BIBATH YCHIICHHE
noGOYHBIX JcHCTBHIT BUHKpUCTHHA. [IpH HEOOXOAUMOCTH OJHOBPEMEHHOTO MPHMCHEHHS JO3Y
BHHKPHCTHHA CHH)KAFOT.

IIpenapamei, ceazvisarouguecs ¢ benkamu Kposu

Hudemunun MOKET BBHITCCHITH M3 CBA3H ¢ OCIKaMH KPOBH INpEHapaThl, XapaKTCPH3YIOIIHECST
BBICOKOH CTCTICHBIO CBSI3BIBAHHS (B T. Y. HEMPAMBIC aHTHKOATYJISIHTHI — IIPOU3BO/IHBIE KyMapHHa
H HHJAHJAHOHA, IPOTHBOCYJOPOKHBIC CPEJCTBA, HECTEPOHJHBIC IPOTHBOBOCIAIUTCIILHBIC
npenapatel  (HIIBII), XWHWH, cajdMIUIATHL, CYIbQHHIHPA30H), BCJCJCTBHE UYETO MOXKET
MOBBIMIATHCS UX KOHI[EHTPAIHUS B TUIa3ME KPOBH.

Hegpanocnopurvi
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 18.05.2023 N= 9257
(MOCNENOBATENEHOCTL 0001)

IIpu ogHOBpEMEHHOM Ha3HAYCHHH IehaToCHOPUHOB (HanmpuMep, He(UKCHM) U HHDETUITHHA ¥
npoGau1oB Ha 70 % moBeIMmAazach OHOIOTHYECKAS TOCTYITHOCTh Ie(aocoprHa.
DapmaxodurnamudecKkue 63aumoodeiicmenn

Ipenapamer, crusicaroujue apmepuanbHoe OasieHue

AHTHTHNICPTCH3UBHBIH S(P(PeKT HUPEAUNUHA MOXKET YCHIHMBATBCS TIPH OJHOBPEMEHHOM
NPHMEHEHHH C THIOTCH3UBHBIMH IpenapaTaMH, TaKHMH Kak JHYPSTHKH, OcTa-
aJJpeHOOIIOKATOPHI, HHTHOMTOPHI ~ aHTHOTEH3WHIpeBpamatomero  ¢gepmenta  (AlID),
aHTaroHucThl penentopos anruorensuna Il (APA II), npyrue BMKK, anbda-aapeHoGI0KATOPHL,
HHTHOUTOPHI (hochoauscTepaspl-S, METHIIONA.

IIpu OJHOBPEMCHHOM NpPUMCHCHHHM HH(pEIUNHHA H OeTa-aJpeHOOIOKATOPOB HEOOXOIHMO
THIATEIBHO KOHTPOJIMPOBATh COCTOSIHHE MAIHEHTAa, TaK KaK B OTACIBHBIX CIIyYasx BO3MOMKHO
yeyryOIeHHEe TSUCHHS XPOHHUCCKOH CePICUHOH HEJOCTATOUHOCTH.

BripaxkeHHOCTh  cHMDKCHHS AJl ycuwiauBacTesT IpH  OJHOBPEMEHHOM  NPHMCHCHHH
HHTAJSIHOHHBIX AHCCTCTHKOB H TPUIHKIHYECCKHX aH TH/ICTIPECCAHTOB.

Humpamuoi

IIpu oAHOBPEMEHHOM NPHMEHEHHH ¢ HUTPATAMH YCHIHBACTCS TAXHKAPTHSL.
Anmuapummunecxue cpeocmed

BMKK MoOryr ycHIHBaTh OTPHIATECIBHOS HHOTPOIHOE JCHCTBHEC TAKHX AHTHAPHTMHYCCKUX
Cpe/lcTB, KaK aMHOJapOH H XHHUJHH. CIIeJyeT ¢ OCTOPOXKHOCTBIO Ha3HAYaTh HHU(ECITHIIHH
OJHOBPEMEHHO © JH30MHPAMHAOM H (DICKAHHHJOM BCJICJCTBHE BO3MOXKHOTO YCHIJICHHS
OTPHIATEIIBHOTO HHOTPOIHOTO > dekTa.

Cynvgpam macHus

Heo6xoaumo TmaTtenbHo KOHTposHpoBaTh AJl y GEpeMEHHBIX KCHIINHH MPH OJHOBPEMEHHOM
NPHMCHCHHH HH(pETUIIHHA ¢ BHYTPUBEHHBIM BBCJCHHEM MAarHus cyiabdaTa BCJIEICTBHE
BO3MOXKHOCTH YPE3MEPHOTO CHIKEeHHS A Jl, 4TO mpecTaBIsieT ONAaCHOCTh KaK Ui MaTePH, TaK U
JUTS TLTOAAA.

Denmariun

OHOBpeMEHHOS TpPHMCHEHHE HH(PCAUNHHA H (PCHTAHHIIA MOXET NPHBECTH K BBIPAKCHHOU
apTepHaIbHOH THIOTEH3HH. ECIH BO3MOXKHO, PEKOMEHJYETCS OTMCHHTh HH(PCIHITHH Kak
MHHHMYM 3a 36 4acOB JI0 MPOBE/ICHHS AHECTE3HH ¢ IIPHMCHEHHEM (peHTAHHIIA.

Ipenapamer xanoyus

CumxeHue >pPEKTHBHOCTH HU(DETUTTHHA.

Hecmepouonsie npomusosocnanumenvHoie npenapambol

HIIBII cHH>KalOT aHTHTHIIEPTCH3UBHBIH >(pPeKT HU(ECAUTTHHA BCICACTBHE MTOIABICHUS CHHTE3a

IpocTarjIaHAHHOB, 3aJCPKKH HATPHA H JKHAKOCTH B OPraHHU3MC.
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COOTBETCTBYET 3KCNEPTHOMY OTHYETY
ot 18.05.2023 N= 5257

(MOCNEOQBATENEHOC

I'b 0001)

Cumnamomumemuku

CHMIIATOMUMETHKH CHHIKAIOT aH THTHIIEP TCH3UBHBIH 3P dekT HUpeUTHHA.

Dcempozeriv

DCTPOTEHBI CHUYKAIOT AHTHTHNEPTEH3UBHBIH 5(p(dekT HUupeTUNUHA BCJICACTBHE 3aJCPIKKH
JKHJKOCTH B OPTaHU3ME.

Ipenapamuor numus

IIpu cosmectHoM nmpumeHenur BMKK ¢ nmpemapataMu U THA BO3MOKHO YCHIICHUE MPOSBICHUA

HeﬁPOTOKCHIIHOCTH IMOCJICAHUX (TOIJ_[HOTa, pPBOTa, Juapces, aTakCHusa, TpEMOp, IIYM B ymax)

Oco0ble ykazaHus

Cepoeuro-cocyoucmote 3a6071e6anun

ApmepuanvHas 2unomeHns3us

Hudeaunuu pacmupseT NepHpepHUYEcKHE apTepHH, cHIKaeT AJl M MOMKET NpPHBECTH K
BBIPKCHHOH apTepHaabHOH THNoTeH3HH. CIICAYET ¢ OCTOPOKHOCTHIO IPHMEHAITH MpEnapaT y
MAIlHEHTOB, CKJIOHHBIX K apTepHaIbHOH THIOTCH3HH, ocobeHHO y mamueHTOoB ¢ MBC mmm ¢
1epeOpOBAaCKYIPHBIME  3a00JICBaHHSIMH, y KOTOPBIX upe3MepHoe cHIDkeHHe AJl Moxer
NMPHBECTH K pPAa3sBUTHIO HH(}papKTa MHOKapJa HJIH HHCY/IbTa. B cilyyac BBIpa)KCHHOH
apTCpHAIbHOH THIOTCH3HH CJICJYET YMCHBIIHTH AO3Y HJIH BPEMEHHO NPEKPATHTh IIPHEM
HHpEeTUTTHHA.

Puck pasBHTHS apTepHAIbHOM THIIOTCH3HH BBIIE Yy TNANUCHTOB, NPHHHMAIONHX OcTa-
aapeHoGIokaTophl. OJHOBpEMCHHOE HpHUMCHeHHE HH(eTUNHHAa H OeTa-aapeHOGI0KaTOPOB
HEOOXOJHMO TPOBOJHTH B YCJOBHSX TIATEIBHOTO BPaueOHOTO KOHTPOJA, MOCKOJIBKY 5TO
MOXET OOYC/IOBHTh 4pe3MepHOe cHHKCHHe AJl, a B HEKOTOPHIX Ciyyasx — YoyryGJcHHE
cumnromos XCH. Tspkemas apTepuanbHas THNOTCH3HS WHIH BBICOKas NOTpeOHOCTH B
BOCIIOJIHEHHH O0BbeMa JKHAKOCTH OBUIa OTMEYCHAa Y IAIHEHTOB, IOJIYYAIOIIHX TEPAIHIO
HupequnuHOM H Oera-aJpeHOOIOKATOPAMH, BO BPEMS OIEPAallHH  aO0PTOKOPOHAPHOTO
IMIYHTHPOBAHHUS 10| OOIICH aHecTe3UeH BRICOKHMH J1o3aMHu (peHTaHHIa. Ec BO BpeMs Tepanuu
MAlHEHTY TpeOyeTesl IPOBECTH XHPYPTrHUCCKOS BMEINATEIBCTBO IIOA OOLIHM HApKO30M, TO
HEOOXO0JHMO HH(POPMHpPOBATh Bpaya-aHECTC3UOJIOTa O XapaKTepe MpoBoJuMoil Tepanuu. Ecmu
IUTAHHPYETCS] XHPYPTHUYECKOS BMEIIATEILCTBO TI0 T 00IIEH aHeCTe3HEH ¢ MPUMEHEHHEM BBICOKHX
103 (peHTaHUIA, TO PEKOMEHYETCS NPEeKpaTUTh mpueM mpenapata Kopaunun® XJI He Menee
yeM 3a 36 4yacoB J0 ONEpalUH.

ApmepuansHas sunepmeHsus

OTcyTeTBYeT  ONBIT  KJIMHHYECKOTO  NPHMCHCHHS  IIpemapatoB  HH(QeIWNHHA  IpH

3JI0KaYESC TBEHHOH apTepHaanoﬁ THIICPTCH3HH.
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 18.05.2023 N= 9257
(MOCNENOBATENEHOCTL 0001)

Jlexapcteennbit npenapar Kopaunun® XJI He ciegyeT NpUMEHATH I cHuskeHHs Al mpu
THIIEPTOHHYECKOM KpH3€.

Xponuueckas umemuyeckas 6onesHsb cepoya

Jlexapcteennbit npemapat Kopmunun® XJI He cilegyeT NPHMEHATb IS KYMHPOBAHHS
IPHCTYNOB CTCHOKAPAHH H JUISI BTOPHYHOH MPO(HIIAKTHKH CepICHHO-COCYAHCTHIX OCIIOKHCHHH
y NAI[HCHTOB, IEPSHECIINX HH(PAPKT MHOKapaa.

HecmabunvHas cmeHoKapous wui UHQapkm Muokapod

B peakux cnyuasx y manueuHtoB ¢ MbC (0cO0eHHO NpH THKEIOM OOCTPYKTHBHOM MOPAasKEHUH
KOPOHApHBIX apTEpHi) OTMEYAJIOCh YBETHUYECHHE YaCTOTHI, MPOJO/DKHTCIIBHOCTH H/HITH TSKECTH
NPUCTYIOB CTCHOKAPHH, a TAKXKES — B €JHHHYHBIX CIy4asx — pa3BHTHE HH(papKTa MHOKap/]a
nocsie Hayajga mnpumenenus BMKK (Bxmouas HUDETUNHH) HIH TOCTEC YBEIHUYCHHS HX
Jo3upoBKH. MexXaHu3M pa3BUTHS JAHHOTO SIBJICHHS HE H3YUCH.

Ilpenaparet  Hupemaunuaa B opme TabIETOK ¢ HEMEJICHHBIM  BBICBOOOMKICHHEM
MPOTHBOMOKA3aHbI IIPH OCTPOM HH(pApKTE MHOKAp/IA.

OnpIT KJIMHHYCCKOTO TPHMCHEHHS mpemaparoB HudenunuHa B ¢dopMe TabICTOK ¢
IPOJIOHTHPOBAHHBIM BBICBOOOXKICHHEM IPH OCTPOM HH(pApKTE MHOKapJa H HecTaOHIIBHOMH
CTCHOKapJHH OTCYTCTBYET, B CBSI3H ¢ YEM HX INPHMCHECHHE NPH YKA3aHHBIX 3a00JICBaHUSX
MPOTHBOIIOKA3aHO.

Xporuueckas cepoeunas HeOOCmamouHoOCHb

BMKK (B T. 4. HH(EIUNHH) CleayeT ¢ 0c000H OCTOPOKHOCTHIO MPHMEHITh y MAIHCHTOB ©
XCH. Ilpu paexomnencuposannoii XCH mnpumenennme mnpemapata Kopaunun® XJI me
PEKOMEHAYETCSL

Cunopom «ommeHuly bema-aopeHobIoKaAmopos

Y DamueHTOB CO CTCHOKAapJHEH NpeKpallcHHE TIpHEeMa OcTa-aJpeHOOIOKATOPOB MOKET
NPUBOJUTE K Pa3BUTHIO CHHJIPOMA «OTMEHBD» (YBEJIMUYCHHE YaCTOTHL, IPOJODKHTEIBHOCTH
W/HITH  TOKSCTH  TPHCTYNIOB  CTEHOKApJHH), BO3MOJKHO, BCJICJACTBHE  NOBBIMICHHOH
YYBCTBHTEIIBHOCTH K KaTexoslaMHHaM. HazHaucHue HH(ETUNHHA HE NMPEJOTBPAIAcT pa3BUTHE
CHH/IPOMAa «OTMCHBI» 0eTa-aJpeHOOTIOKATOPOB, HO JAXKE MOJKET NMPHUBECTH K €TI0 YCHIICHHIO B
CBSI3H C© pPE(PICKTOPHBIM BBICBOOOIKJICHHEM KATCXOJIAMHHOB B OTBET Ha TCPH(PEPHUCCKYIO
Ba30/HJIATALIHIO.

Hudenunun He 06/1a1aeT aH THAPHTMHYECKHM JICHCTBHEM H HE MPEAOTBPAIaeT BOSHUKHOBEHHE
HapyIICHHH CepJeYHOrO pHTMa IIPH pEe3KOH oTMeHe Oera-ajgpeHobiokatopoB. B cmyuac
HEOOXOUMOCTH TPEKPAICHUSI Tepanmuu OcTa-aJpeHOoOIOKaTOpOM  CIICAYST MOCTENEHHO
YMCHBIIATH JIO3Y IO Ha3HAUCHHS HH(EUIHHA.

Ipexpaugerue mepanuu
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 18.05.2023 N= 9257
(MOCNENOBATENEHOCTL 0001)

OTMeHY npenapaTtoB HH(PETUIHHA CICAYET OCYIIECTBILITH IOCTENEHHO (CYIIECTBYET PHCK
PAa3BUTHUS CHHAPOMA «OTMEHBI»).

Aopmanvruiii CMEHO3/MUMPATbHYLI cmeHos/2unepmpoguieckas 06C MPYKMUBHAA
KapOUOMUONAMUSA

Kak ® Bece JE€KapCTBEHHBIC CpEJACTBa, OOAJaloON[He Ba30JHJIATHPYIOIHM JCHCTBHEM,
HH(ETUIHH CJICAYET ¢ OCTOPOKHOCTBIO NMPHMCHATH Yy IMAIlHEHTOB C AOPTAIBHBIM CTECHO3OM,
MHTPaJIbHBIM CTCHO30M HJIH THIEPTpopHUCCKOH OOCTPYKTHBHOH KapJHOMHONATHEH. Y
MAIlHCHTOB ¢ TCMOJHHAMHYCCKH 3HAYHMOH OOCTPYKIHCH BBIHOCSIIETO TPaKTa JIEBOTO
JKEJIyouKa (HampHMep, IIpH TEKEJIOM aopTaJbHOM CTEHO3€¢) IIPHMEHEHHE IIpelapara
IPOTUBOIOKA3aHO.

VY manueHTOB ¢ OOCTPYKTHBHOH KapJHOMHOIIATHCH CYIICCTBYET PHCK YBEIHYCHHS YacTOTBHL
TSOKECTH IIPOSIBJIEHHS H  IIPOJOJDKHTEIBHOCTH IMPHUCTYNOB CTEHOKapJHH IIOCJIE IpHEMa
HupeunuHa. B 7aHHOM cilyyac HeoOXoAHMa OTMEHA IIpenapara.

IHepugpepuueckue omexu

Ilpy npHMEHECHHH TIpENapaToB HH(MECIAHIHHA OTMEYAIHCh HE3HAUHMTC/IBHO HIJIH YMEPSHHO
BBIpaXKCHHBIC NEpHMEPHUCCKUE OTEKH, CBS3aHHBIE ¢ JMIATalHEH NepH(PEpPHUSCKUX apTepHH.
OTekd OOBIMHO JIOKAJNH3YIOTCS HA HHXKHMX KOHCYHOCTAX, MHOT/JAa YMEHBIIAIOTCA IIpH
OPHMCHCHHH JHYPETHKOB. Y manueHToB ¢ comyreTByromed XCH caemyer TmareasHo
nuddepeHnupoBaTh NepUPESPUUSCKHE OTCKH, CBS3aHHBIE ¢ IPHMCHCHHEM HH(CIHNHHA, OT
CHMIITOMOB IIPOTPECCHPOBAHHS JUCHYHKI[HH JIEBOTO JKEITYA0UKA.

Caxaprotit ouabem

VY NanMeHTOB ¢ caxapHBIM JHa0cTOM IpH NPHMEHCHHH IIPENapaToB HU(PECAHIHHA MOXKET
noTpeGOBaThCA KOHTPOJIb KOHIIEHTPAIHH TIFOKO3BI B IUTa3Me KPOBH.

Hapyuienue pynrxuuu nevenu

B penkux ciyyasx OpH NPHMEHCHHH MpPENapaToB HU(PEIUIHHA OTMEYAIOCh IOBHIINICHHC
aKTHBHOCTH HEKOTOPBHIX (PEpMECHTOB, TaKHX Kak miestouHasi (ocdarasa, kpeatuHpochoKkHHa3a,
JaKTaTACTHPOTeHAa3a, aciapraTamuHoTpaHcepasa (ACT) u ananmnamunoTpancdepasa (AJIT),
KOTOPO€ OOBIMHO HOCHT INPEXOJAIIHH XapaKTep, HO HHOTJAa MOXCET OBITh 3HAYHTEIILHO
BBIPOXKCHHBIM. [IpHYHHHO-CJIEJICTBEHHASL CBSI3b ¢ IPHEMOM HHQpEAHNHHA B OOJIBIIHHCTBE
CIy4acB ABJIACTCS HEONPEACIICHHOH, OJHAKO B HEKOTOPBIX CJIy4asX OHAa BEChbMa BEPOSTHA.
Vka3aHHbIE HM3MEHEHHS JIa0OPAaTOPHBIX IIOKa3aTelicH pPEeAKO CONMPOBOMKIAIOTCS KIHMHHYSCKOH
CHMIITOMATHKOH. OJHAKO ONHCAHBI CJIy4aH BO3HHKHOBEHHS XOJIecTa3a ¢ JKEITYXOH MK Ge3 Hee,

a TaXKC pCJAKHC CJIyUaHu pa3BUHTHA ayTOUMMYHHOI'O I'CIIaTHTA.
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ot 18.05.2023 N° /
(MOCNEAOCBATENBHOCTL 0001)

COOTBETCTBYET SKCTEPTHOMY OTHETY

3a manUeHTaMH ¢ HapyIIcHHEM (YHKIHH NICUYCHH YCTaHABIMBAcTCS THIATEIBHOE HaOJIOJCHHUE,
IPH HEOOXOJMMOCTH CHHXKAIOT JO3Y IpenapaTta HW/HIH NPHMCHSIOT JPYTHE JIEKapCTBCHHBIC
(opmb! HEDETUTHHA.
Hapyuenue ¢pyuxyuu nouex
IIpumeHeHHe npenapaTos HU(QEAUIHHA Y MAHEHTOB ¢ HapYIIEHHEM (DYHKIHH MOYCK SBIICTCS
0e30TacHBIM; KOPPEKIHS JO3bI HU(CTUIHHA He TpedyeTes.. B HEKOTOPHBIX cIIyyasx y MallHEeHTOB
C XPOHHYCCKOH TIOUYECYHOH HEJOCTATOYHOCTBIO OTMEYAJIOCh TPAH3HTOPHOE IIOBBIIICHHUE
KOHI[CHTPAIlMH a30Ta MOUYEBHUHBI H KpCaTHHHHA B CBHIBOPOTKE KpoBH. IIpHUMHHO-ClIEACTBEHHAS
CBSI3b ¢ NMPHEMOM HH(ETUNHHA B GOJIBIIMHCTBE CIIyYacB SIBJIETCS HEOIPEASIICHHOM, OJHAKO B
HEKOTOPBIX CJIy4yasix OHa BEChbMa BEpOSATHA.
Y DHalHEHTOB €O 3JIOKAYECTBCHHOH AapTEpHAJbHOH THICPTCH3HCH, HAXOMAIIMXCS Ha
reMoJIHajIM3e, THIIOBOJIEMHUS (YMEHBIICHHE 00beMa UPKYJIUPYIONIEH KPOBH) MOCJIE IPOLEAYPHI
JHAIH3a MOXKET YCHJIHTh AHTHTHIICPTEH3MBHBIH 5((ekT HU(pESAUIHHA H NMPHBECTH K PE3KOMY
cumxenuo AJl. V Takux manuentos npenapat Kopaunuu® XJI HeoGXoquMO TPHMEHSTH
0c060H OCTOPOKHOCTBIO, B CITy4ac HEOOXOAMMOCTH CJIEAYET YMEHBIIHTD A03Y IIpemapara.
Jlexapcmeernnsie 63aumodeiicmeusn
Hudemunun merabomuzupyetest ¢ momornbio u3odepmenra CYP3A4. JlekapcTBEHHBIE CPeJICTBA,
nojaBisitoniue Wi WHAynupyromue uzodpepment CYP3A4, mMoryT oka3piBaTh BITHSIHHE Ha
5 peKT «IIEPBUYHOTO MPOXOKACHUS» Yepe3 NCUCHb WIH KIHPEHC HU(PEAUITHHA.
K nexapcTBEHHBIM cpejcTBaM, ¢Ia0bIM HJIH YMEPECHHBIM HHruOHTOpam H3odepmenta CYP3A4,
HOBBIIIAIOTHM KOHIEHTPAIHIO HH(ETUITHHA B IUIa3Me KPOBH, OTHOCSITCS:

®  MAaKpOJIH/bI (HAPUMED, SPHTPOMHIIHH);

e uHrHOHTOPHI NMpoTeazbl BUY (HanpumMep, puTOHABHD);,

® IPOTHBOIPHOKOBBIC CPEJCTBA IPYIIIIEI a30JI0B (HANIPHMED, KETOKOHA30M),

e aHTHJcHpeccaHThl (He(}a30a0H H PIIyOKCSTHH);

®  XHHYOPHCTHH/AATb(ONPHCTHH,

® BaJBIPOEBas KHCIIOTA,

® I[MMCTH/HH.
IIpy OJHOBpPEMEHHOM MpPHMCHEHHH HH(QEIHIIMHA H YKAa3aHHBIX IIPEHapaToB HEOOXOJHUMO
KOHTpoJIHpoBaTh AJl, H pH HEOGXOAUMOCTH CKOPPEKTHPOBATh 103y HU(E TUITHHA.
Xupypeuseckue emetiamerscmea/oouian anecmesun
HHranduuoHHbIC aHECTETHKH MOTYT YCHIUTE cHIDKeHHE AJl. Eciu Bo BpeMs Tepalliy MallHCHTY
TpeOyeTes NMPOBECTH XHPYPTHUYECKOE BMEIMIATEIBCTBO IMOJ OOIIEH aHECTE3HEH, HEOOXOMHMO

HH(bOpMHpOBaTI—; Bpaua-aHCCTC3HOJIOTa O TOM, UTO IMAallHCHT IPHHHUMAaCT HH(I)C,Z{I’[HI/IH.
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COOTBETCTBYET SKCTEPTHOMY OTHETY

Juazrocmuueckue uccnedosanun

Bo BpeMs JIeUeHHU ST BO3MOXKHBI MTOJIOJKUTE/IBHBIE PE3YJIBTATHI IIPH MIPOBE/ICHUHU NMPSIMOH pEaKIHH
KymGea (B coueTaHHM ¢ T€MOJIMTHYECKOH aHeMHEH MM Oe3 Hee) M 1abOpPaTOPHBIX TECTOB Ha
aHTHHYKJICApHBIEC AHTHTEIA.

Hudeaunun, xaxk u gpyrue BMKK, yrueraer arperanuio TpoMOOIMTOB B YCIOBHSX i1 Vitro.
He6opI110e KOTHYECTBO KIIMHHYECKHX HCCIICJOBAHUH IOATBEPKIAIOT JaHHBIE O CTATHCTHYCCKH
3HAUHMOM CHIDKCHHH Aarperallid TpPOMOOIMTOB H YBCIHYCHHH BPEMEHH KPOBOTCUCHHIL.
IIpeaAnonoKuTeIbHO, MPUHYHHOH TaKHX H3MCHECHMH 4B/sieTesl OJIOKaja TPaHCIOPTA KaJIbIH
yepes MeMOpaHy TpoMOouTOB. KiHHHYecKkas 3HAUHMOCTB 3TOTro 3(deKkTa HEU3BECTHA.
Hudenunuu MOMXKET BBI3BIBATH JIOKHOC IOBBINICHHE KOHICHTPALMH BaHUIHIMHHAAIBHOM
KHCJIOTBI B MOYE IPH OIPEJCICHUH CIEKTPOPOTOMETPHYCCKHM METOJOM, HO HE BIIMAET Ha
PE3yAbTATHL H3MEPECHHH IIPH HCIIOJIB30BAHHH METOJa BBICOKOS(D(MECKTHBHONH KHIKOCTHOH
xpomartorpapuu (BOKX).

Anxozone

B mepuox neueHHS HE PEKOMEHAYETCS YIOTPEOIATh AaJIKOTOJBHBIE HANMHTKH H3-3a PHCKA
YPEe3MEPHOT'0 CHHXKEHHUS apTEPHAIbHOTO JABIICHHSL

Ilpumenenue y nayuenntos noxcuiozo 603pacma

CrnenyeT coOImOJaTh OCTOPOXKHOCTh IPH NPHMCHEHHH INPENapaToB HH(EIUNHHA Y HNAIHCHTOB
MOKHJIOTO BO3pacTa BCJICJACTBHE BBICOKOH BEPOSITHOCTH BO3PACTHBIX HAPYIICHHH (DYHKIHH
MOYEK.

CreynanboHaa UHQOPMAUUA 0 6CROMOZAMETLHBIX 6EULECINEAX

IIpenapar Kopmunmun® XJI cogepsxuT nakTosy. llammeHTaM ¢ peKO BCTpeUarOIIeHes
HACJICJICTBEHHOH HENMEPECHOCHMOCTBIO TajaKTO3bl, JC(HIMTOM JIAKTa3bl MIIH TJEOKO30-

rajJakTo3HOH MaababcopOIHet He cile/[yeT IPHHUMATH 3TOT IIpenapar.

Biusinue Ha ¢cnnoco0HOCTH YIpaBJATh TPAHCHOPTHBIMH CpeACTBaMH, MEXaHH3IMaMH

Y HCKOTOPBIX IMal[HCHTOB, OCOOCHHO B Hayale JICHCHHSA, IIpcapaT MOMKCT BbI3bIBaTh
TOJIOBOKPYIKCHHC, YTO CHHIKACT CIOCOOHOCTD K YIPaBJICHHIO TPAaHCIIOPTHBIMH CPECACTBaMH HJIH
APYIrHMH MCXaHH3MaMH. B ,Z[aJ'IbHefIIl[eM CTCIICHD OI‘paHI/IIICHI/[ﬁ OIIPeACIBIIOT B 3aBHCHMOCTH OT
I/IH,Z[HBHZIyaHbHOf{ NICPCHOCHMOCTH IIpCIiapaTta.

B IepuoOa JICHCHHUA, OCOOCHHO B HAYalle JICUCHHS HJIH IIpH H3MCHCHHH JO3bI, HCO6XOI[I/[M0
COGJ’[['O/‘L[aTb OCTOPOIKHOCTD IIPH YIIPaBJICHHH TPAHCIOPTOM, 3aHATHAX MOTCHIHAJIBHO OIIaCHBIMH
BHJaAMH JCATCIIBHOCTH, TI)GGYI-OI_IIHMH MOBBIIICHHOH KOHICHTpallHH BHUMAaHHUA H GBICTPOTBI

ICHUXOMOTOPHBIX PEAKIUH.
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(MOCNENOBATENLHOCT 0001 :.

dopma BbIIIYCKA

TabaeTKu ¢ MPONIOHTUPOBAHHBIM BBICBOOOIKICHHEM, MIOKPBITHIC TUICHOUYHOH 00010uK0i, 40 M.
Ilo 10 TabneTok B OmmcTepe W3 koMmOuHHpoBanHoro Matepuana [IBX/TIBJIX - amroMHHHEBOH
$hobrH.

ITo 2 6imeTepa BMECTE ¢ HHCTPYKIUCH O IPUMEHEHHIO TOMEIIAIOT B TAYKy KAPTOHHYIO.

YcaoBus xpaHeHus
Ilpu TemnepaTtype He Bbime 25 °C, B OpHTHHAIBHOH yHakoBKe (OaHcTep).

XpaHHUTH B HEJAOCTYITHOM JUTS JISTEH MECTE.

Cpoxk rogHocT
5 ner.

He IIPHMCHATSD IIpeIapaT 1o HCTCUYCHUH CpOKa 'O JHOCTH.

Ycaopus OTIyCKa

OTIycKaroT Mo peuenTy.
HanmeHoBaHHe IOpHIHYECKOr0 JHIAa, HA HMA KOTOPOr0 BbIIAHO perucTpanyoHHOe
y/ocTOBepeHHe, ajpec

AO «KPKA, x.1., Hoso mecto», [lImapsenika necta 6, 8501 Hoso mecTo, CnoBeHus

IIpouzBoauTenn

3urdpun Mansta JITa., Mansta

dacosuiuk (Ileppnunas ynaxkobka)

AO «KPKA, a.1., Hoso mecto», [TImapsenika niecta 6, 8501 Hoso mecTo, CnoBeHus

Ynakopumuk (Bropuunas (morpedureibckas) yNaKkoBKa)

AO «KPKA, n.1., Hoso mecTo», IlImapbenika necta 6, 8501 Hoso mecto, Cnosenus

Bbmycmuomnii KOHTpPOJIb RaiecTBa

AO «KPKA, n.1., Hoso mecTo», IlIMmapsenika necra 6, 8501 Hoso mecto, Cnosenus
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(MOCNEAOCBATENBHOCTL 0001)

HaumeHoBaHue u aipec OpraHu3alui, NPHHHMAOIIell NpeTeH3HH NoTpeduTe/Iei
000 «KPKA-PYCx», 143500, MockoBekas 0611, r. MeTpa, yin. Mockosekas, 1. 50
Ten.: +7 (495) 994-70-70, dakc: +7 (495) 994-70-78
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