COOTBETCTEBYET ZKCINEP T-H OMY OTUETY

ot 03.12.2024 N= 26686

WHCTE yKHmI'I OCNEOOBATENEHOCTE 0002)

10 MEJUIIUHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA

KOPJIUHUK®

PerncrpanuoHHblii HOMep:
Toprosoe HaumeHoBanme: Kopauank®

Me:xkayHapoaHOe HelIaTeHTOBAHHOE MJIH IPYNNIMPOBOYHOEC HAMMEHOBAHME: HUKOPAH I
JlekapcTBeHHas ¢opma: TabneTKu

CocraB: 1 TabrneTka COACPKHUT:

Oeticmeyrowee seujecmso: HuKopauamt — 10 mr;

e6cnomozamenvhvle  Gewecmea:  Kpaxmaia — KaprodenbHbBI < —  SMr,  IeUI0I03a
MUKpOKpHcTammnaeckas tum 102 — 84 mr, kanbius creapat — 1 mr.

Onucanue

Kpyrible mmockonunuHapudyeckue TaOleTku Oeloro co ciabbiM — CepoBaTO-KEJITOBATHIM
OTTEHKOM I[BeTa ¢ (packoi U AETUTENHbHOI PUCKOI Ha OTHON CTOPOHE.
dapmakoTepaneBTHYeCKas TPylma: CpeacTBa Juis JiedeHWs 3a0olieBaHUN  cepila,
Ba30/IUJIATATOPHI JJIA JIeYeHUs: 3a00J€BaHUN cepila, ApPYrue Ba30IUIaTATOPhI IS JICUCHUS

3a00JeBaHul cepara

Konx ATX: C01DX16

DapMaKoJOrHYecKue CBOMCTBA

Dapmakoounamura

Huxopauann (3¢up N-(2-THuapOoKCHITHIT) HHKOTHHAMK/IA U a30THOM KHUCIIOTHI) — Ba30HIaTaATOP
C JIBOMHBIM MEXaHHW3MOM JIEUCTBUS, BBI3BIBAIOIINN paccialieHne TIaJAKOMBIIICYHBIX KIETOK
ApTCpHUATIbHBIX U BCHO3HBIX COCY0B.

OO0nagaeT CHOCOOHOCTBIO OTKPBIBaTh ajeHO3MHTpUGOCchaT-3aBucuMbie  (ATdD-3aBUCHMBIE)
kanueBble KaHaubl. [locpencTtBom aktuBanmn AT®-3aBUCHMBIX KAJIMEBBIX KAHAIIOB HUKOPAHIWII
BBI3BIBACT THUMEPIIOIAPU3ALNI0O MEMOpPaH TJIAJKOMBIIICYHBIX KIETOK COCYIHUCTOM CTEHKH,
YMEHBIIACT IMMOCTYIUIEHUE HWOHOB KalbIUs (Ca?") B uMTO301B, YTO MPUBOAUT K pelaKcanuu
TJIaJKUX MBI, PAaCIIUPCHUTIO apTeprI U CHUXCHHUIO MOCJICHAIPY3KH. KpOMe TOro, akKTuBanus
AT®-3aBUCUMBIX KAJIHUEBBIX KaHAJIOB MHUTOXOHAPUN NPUBOAUT K KapAUOMPOTEKTUBHBIM
s dexTam 3a cueT IMHUTUPOBAHUS UIIEMHUYECKOTO MTPEKOHTUITUOHUPOBAHHSL.

bnaronapst Hanu4KiO B COCTaBE HUTPATHOW TPYIIBI, HUKOPAHIWII TAK)KE PaccyiabiisieT IIafKylo

MYCKynatypy (0OCOOEHHO B BEHO3HOW CHCTEME) MOCPEICTBOM YBEIHUYEHHSI BHYTPHUKIETOUYHOTO
1
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[MUKINYECKoro TyaHo3uHMoHOpochaTta (I’ MD). 3T'(111;|I};MEIE'HKTE}QE%I€}IH?OI| SEHema

€MKOCTHBIX KPOBEHOCHBIX COCY/JIOB M CHUKEHHIO IPEIHATPY3KH.
bbulo mokazaHo, YTO HUKOpaHAWJ OKAa3bIBAE€T HEMOCPEACTBEHHOE BIUSHUE HAa KOpPOHApHBIE
apTepuu (Kak Ha HEM3MEHEHHBIE, TaK U Ha CTEHO3UPOBAHHBIE CETMEHTHI), HE TPUBOIS K PA3BUTHUIO
deHomena «oOkpaabiBaus». Kpome TOro, CHM>XeHHE KOHEYHOT'O TUACTOJINYECKOTO JaBJICHUS U
HANpsDKEHUS. CTEHKH YMEHbBIIAeT BHECOCYIUCTBIH KOMIIOHEHT KOPOHAPHOTO COCYIUCTOIO
conpoTuBiieHUsl. B KoHEUHOM cyeTe, 3TO MPUBOAUT K YIYUIIEHHUIO OKCUTE€HAI[MN U YBEIMYEHUIO
KPOBOTOKA B IOCTCTEHOTUYECKUX OOJIACTAX MUOKap/a.

Kpowme toro, B uccienoBanusx in Vitro u in Vivo 6bUIO0 YCTaHOBJIICHO, YTO HUKOPAHIUII 00JIagaeT
CIIa3MOJINTUYECKOM AKTHBHOCTBKO M YCTPaHSAET CIIa3M KOPOHAPHBIX AapTEpUH, BBI3BAHHBIN
METaxXOJIMHOM WJIK HOPAJAPEHATHHOM.

Hukopannun He oka3bIBaeT HEMOCPEACTBEHHOTO BIMSHHS Ha COKPATUTENBbHYIO (YHKIUIO
MHUOKapaa. HUkopanauin He BIHMsET Ha MOKa3aTeNu JUIHIHOTO 0OMEHa U METa00IM3M TIIFOKO3BI.

DapmaxkokuHemuka

Hukopanaun OwicTpo BcacwkiBaeTcsi u3 kenmymodHo-kumieuyHoro Ttpakta (OKKT), mocturas
MaKCUMaJbHOW KOHIIGHTpanmuu B TuiazmMe KpoBu uepe3 30-60 munyT. AOGComoTHas
O61o0CTYHOCTH cocTaBisieT 75 %. He moaBepxkeHn 3deKTy «mepBOro MpOXOXKIACHUS» 4epes
NI€YEHb.

[Ipn mpueme npenaparta 2 pa3a B CyTKM PaBHOBECHAas KOHIEHTpalLUs HUKOpPAaHAWIA B IJIa3Me
KpOBU JIOCTHTAETCs B TeueHue 4-5 nHeil.

[Tocne BHyTpUBEHHOTO BBeACHHUs 00beM pacmpenenenus coctaBiser 1,04 n/kr. Huxopawmun
HE3HAUUTENIFHO CBS3bIBAeTCA ¢ OeiKamu Iia3mbl KpoBu. CBoOOIHAS (pakius B IUIa3Me KPOBU
cocTtasisieT okoio 75 %.

Hukopanaun B OCHOBHOM MeTaOONM3UpPYETCsl B MEYEHH IOCPEJICTBOM JACHUTPUPOBAHUS C
o0pa3oBaHNEM HECKOJIBKUX METa0OIUTOB, HE 00MaiatonuX (hapMaKkoIOrHiecKoil akTHBHOCTHIO.

DnuMUHAIMS HUKOPaHIWIa U3 TUIa3Mbl UMeeT NByX(a3Hbiid Xxapaktep. B ObicTpoii ¢ase mepuon
nonyBbiBesieHus (T12) coctaBisier mpumepHo | yac; B KOHeUHOH (ha3e mpu mpueme npemnapara
BHYTPb B 103¢€ 20 Mr 2 pa3a B cyTku T1/2 cocTaBisieT mpuMepHo 12 yacos.

Hukopanaus BIBOAUTCS MOYKaMH, IPEUMYIIIECTBEHHO B BUJIE META0OIUTOB.

Ocobvle epynnvl nayuenmos

He BbIsSBICHBI CyIIECTBEHHBIE H3MEHEHUS (PAPMAKOKMHETUKH HUKOpAaHAWIA y TMAIEHTOB
MOXKUJIOT0 BO3pacTa, y MAlMEHTOB C 3a00JI€BaHMSIMH TIE€UYEHU WM XPOHHYECKOH MOueyHOU

HEAOCTAaTOYHOCTBIO.
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(NOCNEQCBATENEHOCTE 0002)

IlokazaHus K NPUMEHEHUIO

Ipemapar Kopauruk® mokasaH K NPUMEHEHHIO Yy B3POCIBIX OT 18 jer ans

CUMITOMAaTUYECKOTO0  JICUEHUS CTAOWIbHOM CTEHOKapauu B Ciy4ae HEJAOCTaTOYHOU
3¢ heKTHBHOCTH, MPOTUBOMOKA3aHUI K MPUMEHEHHUIO WM HETIEPEHOCHUMOCTH aHTHAHTUHAIBHBIX
IpermapaToB «IMepBoro psga» (TakuxX, Kak OeTa-aJpeHOOIOKaTOphl W/WIM  OJIOKaTOPHI
«MEJUICHHBIX» KAJIBIUEBBIX KAHAJIOB).
IIporuBonmoka3zanust
* THUMNEPYYBCTBUTEIHHOCTh K HUKOPAHAMIY WIHM K JIFOOOMY M3 BCIOMOTaTEIbHBIX BEIIECTB
npernapara;
* oCTpbIif HHpAPKT MUOKap/Aa (M B TeUEHHE 3 MECSIIEB MOCIIE);
* KapAMOTeHHBIHN 10K, KOJIJIAIC;
* OJHOBPEMEHHOE MPUMEHEHUE C HHTUOMTOpPAMH PACTBOPUMON T'yaHUJIATIHMKIA3bl (TAKUMU
KaK pUOLIUIyar);
* TUIOBOJIEMHS;
* OTEK JIETKUX;
* HecTabuIbHAS CTEHOKAPAUS,
* XpoHHuYeckas cepaeuHas Hegoctarounocts 11 wmu IV ¢pynkunonansaoro kiacca (PK) no
knaccudukarmn Hero-Mopkcekoit akazemun o u3ydenuro 3adonesanuii cepana (NYHA);
* BBIpaKeHHas Opaaukapaus (dactora cepaevnbix cokpamenuit (UCC) menee 50 ya/mun);
* arpuoBeHTpuKyispHas 6mokana |l u Il crenenw;
* JICBOXKEITYJOYKOBasi HEAOCTATOYHOCTh C HU3KUM JaBICHUEM HATIOTHEHUS;
* apTepualbHas IMIOTEH3Us (cUcTONMUYECKoe apTepuanbHoe aasieHue (A/l) menee 100 mm
pT. CT.);
* OJHOBPEMEHHBIM TpHeM WHTHOMTOPOB (ochommrcTepasbl-5 (cunaeHadun, BapaeHaduI,
Taganadun);
* OEpeMEHHOCTh M MEpPHOJA TPyAHOro BcKapmwinBaHus (cM. pasgen «lIpumenenue mnpu
OEepEeMEHHOCTH U B TIEPUO]I TPYIHOTO BCKAPMITHBAHUSY);
* nerckuii Bo3pacT 10 18 net (3 PeKkTUBHOCTD U OE30MACHOCTh HE YCTAHOBJICHBI).
C  OCTOpPO:KHOCTBIO:  apTepuajbHas  TUNOTEH3WS,  HApyUIeHWs  pUTMa  CEp.la;
aTPUOBEHTPUKYIIsIpHas O6nokana I crenenu; creHokapaus IlpuHnMerana; HapymeHus: QyHKIMA
NICUYEHU W/WIIM TI0YEK; 3aKPBITOYTOJbHAS TJIAyKOMa; aHEMHS; TUIIEPKATMeMHs; OJJHOBPEMEHHOE
OPUMEHEHHE C  TPUUUKIMYECKUMH  AHTHJACIPECCAHTAMHU,  IIIIOKOKOPTUKOCTEPOUIAMU,
HECTEPOUTHBIMU MIPOTUBOBOCTIATUTEILHBIMU npenapaTamu (HIIBIT) (BKITIOYAst

ACTUICAIUIUIIOBYTO KI/ICJIOTy) " JICKApCTBCHHBIMU IIpCIiapaTaMu, CIIOCOOHBIMU YBCIIMUHUBATDH
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COJIep’)KaHUE Kajusl B KPOBM; IMBEPTHKYJISIPHAS 6oneg;l'1=,_-':M%@;EME%TP%ﬁgb-G-

docdarmeruaporeHassbl.

IIpumenenne npu 0epeMEHHOCTH M B IIEPHOJ I'PYAHOI0 BCKAPMJIMBAHHA

bepemennocms

OnbIT NMpUMEHEHUs IpernapaToB HUKOpaHAWIAa y OEpeMEHHBIX OTPaHWYEH MU OTCYTCTBYET.
HccnenoBanus Ha JKMBOTHBIX HE MPOJEMOHCTPUPOBAIM MHPSIMOIO MM KOCBEHHOTO BPEIHOIO
BO3/ICHCTBHUS B OTHOLIEHUU PENPOAYKTUBHOW (QpyHKIMH. B KauecTBe Mepbl IMpeaoCTOPOKHOCTH

npenapat Kopauuuk®

HE ClIe[lyeT MPUMEHSATh BO BpeMsi OEpEeMEHHOCTH.

Ilepuoo epyonoeo sckapmauarus

WccnenoBanus Ha )UBOTHBIX TOKA3aJId, YTO HUKOPAHIUII BBIJENSETCS B HEOONIBIINX KOJMYECTBAX
B IpyJHOE MOJIOKO. Hen3BecTHO, SKCKpETHPYETCs JI HUKOPaHIUI B TPYJHOE MOJIOKO YEJIOBEKa,
B CBA3M C uYeM mHpuMeHeHue npenapara Kopauuuk® B Tepuoj TIpyJHOTO BCKApMIMBAHHUS
IIPOTUBOINOKA3aHO.

Cnoco0 npuMeHeHUusl ¥ 103bl

BHyTpb, HE pa3keBbIBas, 3aNMBas BOJI0OM, HE3aBUCUMO OT BPEMEHU MpreMa IMUIIIH.

[Ipenapat oO6biyHO Ha3zHavaeTcs B Ao03e OoT 10 mo 20 mr 2 pasza B CyTKH (YTPOM U BEYEPOM).
PexoMennyemas HadanbHas 1032 HUKopanauwia — 10 Mr 2 pas3a B CyTKH. Y NAIMEHTOB, CKJIOHHBIX
K TOJIOBHOW 00JIH, HaYaJIbHAS J103a MperapaTa MOKeT ObITh YMEHBIIICHA JI0 5 MT 2 pa3a B CYTKH.
D¢ dexkTuBHAs TepameBTHUECKas J03a Tpenapata W KpPAaTHOCTh TIpUeMa MOJ0HpaeTcs
WHAMBHUIYaIbHO B 3aBHUCHMOCTH OT TSDKECTH CHUMITOMOB 3a00JIeBaHUS, OTBETa Ha JICYCHUE U
MEPEHOCUMOCTH.

MakcumanbHasi CyTouHas 103a Hukopanauia cocrasisier 80 mr (40 mr 2 pa3a B CyTKH yTPOM U

BEUEPOM).

Ocobnie T'PYIIIBI TAIIMCHTOB

Tayuenmul nodicunoeo eospacma

Oco0Ople TpeOOBaHHMS K pEXHUMY J03UPOBAHHMS HUKOPAaHAMIA Y TOXHIBIX TalUEeHTOB
OTCYTCTBYIOT, OJTHAKO PEKOMEH/IYETCs IPUMEHSTh Mpernapar B HauMeHbInei 3¢ dexTuBHOi 103e.
Ilayuenmoi ¢ napyuieHuem QYHKYUY nevenu u/unu noyex

VY manueHToB ¢ HapyHICHUSMH (QYHKIUH TEYSHU /WM MOYEK KOPPEKIMS O3Bl MpernapaTa He
Tpebyercs.

IToGouHoe neiicTBue

HesxenaTenbHbIe peakuny, IpeICTaBICHHBIC HIDKE, IEPEUUCIICHBI B COOTBETCTBUH C MTOPAKCHUEM
OpPraHOB M CHCTEM OpraHoB. PacmpeneneHne NO 4YacTOT€ BCTPEYACMOCTH HEXKENATeIbHBIX

peaxIuii Ipou3BeIeHO B COOTBETCTBUU ¢ Kiaccudukauein BO3: ouenp vacto (=>1/10), gacto
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(>1/100, Ho <1/10), Hewacto (>1/1000, Ho <1/100), pexkb 1710000540 <1/2000Y, badtit pémio

(<1/10000) 1 yactoTa HeM3BECTHA (Ha OCHOBAHWW MMEIOIINXCS TaHHBIX OIICHUTh HEBO3MOKHO).
Hapywenus memabonuzma u numanusi: O4€Hb PEIKO — THIIEPKATUEMHUSL.

Hapywenusa co cmoponvl HepeHOU  cucmembvl: OYEHb 4YaCTO — TOJOBHas  OOJb;
4acTO — FOJIOBOKPYKEHHUE.

Hapywenus co cmopoHnvl op2ana 3peHus: O4€Hb PEAKO — s13Ba POTOBHIIBI, 3Ba KOHBIOHKTHBBI,
KOHBIOHKTUBUT; YaCTOTa HEU3BECTHA — JUILIONHS.

Hapywenus co cmoponwl cepoya: yacto — ysennuenue YCC.

Hapywenus co cmopoHul cocy008: 4acTo — pacIIIPEHHUE COCYI0B KOXKH € OIIYIEHUEM IIPHINBA
)Kapay; HeuacTo — cHkeHnue A/l

Kenyoouno-kuweunvie napywienus: 4acTo — TOIIHOTA, PBOTA, PEKTAJIbHOE KPOBOTEUEHHE™;
HEYacTo — 53Ba CJIM3MCTOM MOJOCTH pTa*; peIKo — raCTpOMHTECTUHAJIbHBIE S3BbI (CTOMATHT,
a(TO3HBIN CTOMATHUT, sI3Ba CIIM3UCTON MOJIOCTU PTa, 5A3Ba A3BIKA, S3Ba TOHKOTO KHILICYHUKA, 5S3Ba
TOJICTOTO KHIIIEYHUKA, aHAIbHAs 53Ba); OYEHb PEAKO — 00JIb B )KMBOTE™; 4aCTOTa HEU3BECTHA —
eIy I0UYHO-KUIIIEYHOE KPOBOTEUEHHUE.

Hapywenus co cmoponvr neuenu u dcenuesvbl8oO0sAwux nymeii. OYeHb PEIKO — HapyIICHUS
(GyHKIMY TIeYeHH (TaKhe KaK IelaTuT, X0IecTa3 MU JKeNTyXa).

Hapywenus co cmoponbl KOJCU U NOOKOJICHbIX MKAHel: PEJKO — KOXKHBIA 3yJ], KOXKHasl ChIIIb;
HEYacTO — aHTMOHEBPOTHUUECKUM OTEK™; OUEHb PEIKO — AHTMOHEBPOTUYECKUH OTEK, U3bA3BIICHUS
KOXKU U CIM3UCTBIX 000JI04eK (MPEUMYILECTBEHHO NepUaHAIbHbIE 53Bbl, TEHUTAJIbHBIC A3BBI U
apacTOMaJIbHBIE SI3BbI).

Hapywenus co cmopomnbl MbluieuHoU, CKeemHOl U COeOUHUMeNbHOU MKAHU. He4acTo®/peiko —
MUAJITHUS.

Obwue napywenus u peakyuu 6 mecme 66e0eHus; 9acTO — OIyIEHHE CI1a00CTH.

* He)kelaTellbHble pPEAaKUUU OBbUIM 3aperucTPUpPOBaHbl B KIMHUYECKOM HCCIEIOBAHUU TpU
NPUMEHEHUHM HHUKOpAaHIWIA B JOMOJIHEHHE K CTaHJApTHONW AaHTHAHTMHAJIBHOW Tepamuu y
NAlMEHTOB €O CTaOWJIbHOW CTEHOKapAued U BBICOKMM PHUCKOM CEPJEYHO-COCYAMCTHIX
OCJIO’KHEHUH.

Onucanue omoenbHbIX HedHCenamenbHbIX peakyull

Boun 3aperucTpupoBaHbl OCIOKHEHMS HKETyJOYHO-KUIIEYHBIX 3B, Takhe Kak mnepdoparus,
CBUIl WM  oOpa3oBanme  abcmecca, WHOTAA  MPHUBOJAIIKME K JKEIyJIOYHO-
KHIIEYHOMY KPOBOTEUEHHIO U IIOTEPE Beca.

Ilepeno3upoBka

Cumnmombi: 0XUJAEMBIMHU TPOSIBICHUSAMH OCTPOM MNEPEIO3UPOBKM HUKOPAHIWIA SBIISIOTCS

nepudeprudeckas Ba3oMIaTaINs, BRIpaKeHHOE CHIKeHHE Al 1 pediekTopHast TaXUKaApIAHSL.
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Jleuenue: PEKOMEHAYETCS KOHTPOJIb MOKa3aTgIeh ceﬂgg:a'};o]g&%ﬁiéﬁﬁ_l ehdrendir B %lune

BCIIOMOTATENIbHBIE MEPONpUATHs (HAaIpUMep, IEpPeBOj] MAHMEHTa B TMOJOXKEHHE «IekKa» C
HOJHATBHIMU HOTaMH MJIH C OIYILEHHBIM T'OJIOBHBIM KOHLIOM KpoBatn). IIpu otcyrerBum a3¢dpdexra
pPEKOMEHyeTCs BOCIOJIHEHHE 00beMa LUPKYIUPYIOLIeH I1a3Mbl BHYTPUBEHHBIM BBEIECHUEM
IUIa3MO3aMEIAIOIINX PACTBOPOB. B citydae pa3BUTHS KU3HEYTPOXKAIOIIMX COCTOSHII BO3MOMXKHO
IPUMEHEHHE Ba30IPECCOPOB.

B3aumopeiicTBue ¢ APYTMMH JIEKAPCTBEHHBIMH CPEACTBAMH

Hueubumopvr  gpocghoouscmepaszvi-5.  OAHOBPEMEHHOE  IMPUMEHEHHE  HHUKOpaHIWiIa ¢
uHruouropamu pochonusdcrepassl-5 (cungaenadui, BapaeHapu, Taganaduia) NpoTUBOIIOKa3aHO
B CBSI3U C PHCKOM Pa3BHUTHS TSDKEJIOH apTepHaIbHON THIIOTEH3UH.

Hneubumoper pacmeopumoii 2yanuramyuxiasvi. OIHOBPEMEHHOE NPUMEHEHNE HUKOPAHIMUIA C
UHTUOUTOpaMH PacTBOPUMOM I'yaHWJIATIMKIA3bl (TAaKUMH, KaK PHOLMIYaT) MPOTUBONOKA3aHO,
TaK KaK MOYKET IIPUBECTH K BBIPAKCHHOMY CHIDKEHHIO A/l

IIpenapamul, cnudsxcarowue AJ/]. Hukopasauia B TepaneBTHUECKUX 103aX MokeT cHkaTh AJl. [Ipu
OJTHOBPEMEHHOM INPHUMEHEHUM HUKOPAHIWJIA C TUIOTEH3UBHBIMU IpenapaTaMu WM JpYyTrMMHU
JEKapCTBEHHBIMM  CpeJCTBaMM, CHIKarommMu  AJl  (Hampumep,  Ba3oJuiaTaTopami,
TPULUKIMYECKUMHU aHTUJICTIPECCAHTAMH, QJIKOTOJIEM), BO3MOXHO yCUJIEHUE
AQHTUTHIIEPTEH3UBHOTO JICHCTBUSI.

JIaroKCeTHH ClIeIyeT ¢ 0c000H 0CTOPOKHOCTHIO HA3HAYATh OJTHOBPEMEHHO ¢ HUKOPAHINIOM U3-
3a BO3MOXHOCTH Pa3BUTHs OPTOCTATUUECKON TMIIOTEH3UU.

[Ipu oHOBpEMEHHOM MPUMEHEHMHM HUKOPAaHIWIA C JEKapCTBEHHBIM CPEJCTBOM CaIllpONTEpUH
BO3MOXHO CHIKEeHHE A/l HIKE HOPMBI.

I'niokokopmuxocmepouowl. Onucansl ciydan neppopanuu opranoB JXKT mpu coBmecTHOM
INPUMEHEHUNM HMUKOPAaHIWIAa M  TIIOKOKOPTHKOCTepouaoB. B  ciyuae HeoOxoaumocTu
OJTHOBPEMEHHOI'0 Ha3HAUEHUs] HUKOPAH/AMUJIa U KOPTUKOCTEPOUIOB ClIeAyeT COOM0IaTh 0CO0YIO
OCTOPOKHOCTb.

HIIBII. Y nanueHToB, oAHOBpeMeHHO NpuHuMaroimux Hukopanmwi u HIIBII (B Tom uucne
aleTWICATIUIUIOBYIO KUCJIOTY KaK B IPOTUBOBOCHAIUTENIBHBIX, TaK U B KapIUOMPOTEKTUBHBIX
7103aX), TIOBBILIEH PUCK Pa3BUTHS TSKENbBIX OCJIOKHEHHH co ctopoHbl opraHoB JKKT, takux kak
eIy IOYHO-KUIICYHBIE SI3BBI, Tepdopanus 1 KpOBOTEUCHHUE.

Jlexapcmeennvie npenapamvl, cnocobubie ygeauuugams cooepicanue Kaus 6 kposu. Cremyer
coOIII0IaTh OCTOPOXKHOCTh MPU HMPUMEHEHMHM HUKOPAHAMJIA B COYETAHUHU C JIEKAPCTBEHHBIMU
CpeICTBaMHU, KOTOpbIE MOTYT TMOBBILATh COJEp)KaHHE Kalausg B KpOBU (PUCK DPa3BUTHUSA

TUIEPKATUEMUN).

Ilpouue e3aumooeiicmeus. umernnun (uaruburop CYPLA2, CYP2D6 u CYP3A4/5) u
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pudammuumn (unaykrop CYP3A4) He okasbiBaior eyl rBerbro B himaiisn Ha erabotum

HUKOpaHawiIa. Hukopanau He BIusieT Ha papMakoIMHAMUKY Bap(hapHuHa U alleHOKyMapoJa.

B kiMHHYecKHMX HCCIEIOBaHUAX HE OBUIM BBISABICHB (apMaKOoJUHAMUYECKHE W/HIU
dbapMakOKMHETHYECKHE  B3aUMOJICHCTBUS ~ HHMKOpaHauia ¢  OeTa-aJpeHo0JIoKaTopaMHu,
OoKaTopaMu «MEIJICHHBIX» KaJIbLMEBBIX KaHAJIOB, JUTOKCHHOM, KOMOHMHAIIMEH TUTOKCHHA C
bypoceMuIoM, alleHOKYMapOJIOM, pUGAMITUITTHOM U ITAMETHIAHOM.

Nmeromuiicss Ha CEroAHAIIHUN IE€Hb KITMHUYECKUN OMBIT CBUJIETEIILCTBYET O TOM, YTO HUTPAThI B
dbopMe TabIeTOK ¢ MPOJIOHTUPOBAHHBIM BHICBOOOXKIEHUEM MPU OJHOBPEMEHHOM MPUMEHEHHUH C
HUKOPAaHWJIOM HE BJIUAIOT Ha KIIMHUYECKYIO IEPEHOCUMOCTS NocsieqHero. OQHaKo B CBSI3U C TEM,
YTO MOJIEKYJIa HUKOPAHAWIA COAEPKHUT HUTPATHYIO TPYIIY, CIEAYET MPOSIBISTH OCTOPOKHOCTh
IpU COBMECTHOM HA3HAYEHHM C HUTPATaMH B CBS3U C BO3MOXKHOCTBIO IOTEHLIUPOBAHUS
AHTUTUIIEPTEH3UBHOTO JEHCTBHUS.

Oco0ble ykazanus

Hzvasenenus u s36vl. Ilpy nmpuMEHEHUM MpenapaToB HUKOPAHIWIA ONMUCAHO BO3HUKHOBEHHE
n3bsa3BieHui (s38) JKKT, KO B CITU3UCTBIX 000JI0UEK.

AH3zeennvie nopasicenus opeanog KKT. I3bsi3BIeHMs, CBSI3aHHBIE C MPUEMOM HUKOPAHIUIIA, MOTYT
BO3HUKATH B pa3HbIX oTxenax KKT y ogHoro u Toro e nanueHTa. S3Bbl pe3UCTEHTHBI K JIEUEHUIO
U, B OOJIBIIIMHCTBE CIIy4aeB, 3a)KUBAIOT TOJIBKO MTOCJIE OTMEHBI HUKOpaHiuia. B ciyyae nosiBienus
u3bsa3BIeHuil (s38) opranoB JKKT mpuem mpenapata Kopauuuk® nomken GHITh HeMeNIEHHO
IIpPEKpAICH.

Meaunuackiue paOOTHUKH JOJDKHBI  OBITh  OCBEAOMJICHBI O BaXKHOCTH CBOEBPEMEHHOMU
JTMAarHOCTUKY $3B, BBI3BAaHHBIX HUKOPAHIUIIOM, M OBICTPOTO MpEeKpalleHHs npruemMa mpernapara B
cilydae BO3HHMKHOBEHHs TakuXx s3B. CoriacHo mmeromencss nHQOpMau MU3bsI3BICHHUS (SI3BbI)
MOTYT HOSIBUTBCSA KAaK BCKOpE MOCJE Havyajla IpreMa HUKOPAHINJIA, TAK U Yepe3 HECKOIbKO JIET
MOCJIe Havyasa JICYEHUsI.

EcTb cooO111eHns 0 pa3BUTUH KeTyT0YHO-KAIIEYHOT'O KPOBOTEUCHHUS KaK OCIOKHEHUS SI3BEHHBIX
nopaxxennid opranoB JKKT npu mnpueme Huxopannmna. IlanueHTBl, OJXHOBPEMEHHO
MPUHUMAIOIIHE AlleTUIICATUIIIOBYIO KucioTy win HIIBII, nMeroT NOBBIIEHHBIN PUCK PA3BUTHS
TaKMX TSDKENBIX OCIOKHEHWH, KaK KeIyJOYHO-KHMIIEYHOe KpoBoTeueHue. I[loatomy
pexoMeHayeTcst coOirofaTh 0co0yl0 OCTOPOKHOCTh MPHU  OJHOBPEMEHHOM IPHUMEHEHHUH
anermicanumioBor kucaotsl iy HIIBII ¢ aukopanauimom.

[Tpu nporpeccupoBaHu sI3B MOTYT BO3HUKATH Nepdoparius, CBUILK WK adcuecchl. [larueHTs! ¢
TUBEPTUKYIISIPHOMN 0O0JIE3HBIO KUIIIEYHIKA UMEIOT 0COOEHHO BBICOKUN pUCK 00pa30BaHUs CBUILEH

Wiy nepopalyy KAIIeyHUKa MpH preMe IpenapaToB HUKOPaHINIA.
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Omnwucansl cnyyan nepgoparmu opranoB JKKT fipu onHé%ﬁ&ﬁtgﬁ ﬁi‘ﬁgﬁgiéﬁb;ﬁ- Jﬁkgf;ggﬁnna

U TIIFOKOKOPTUKOCTEPOHI0B. [103TOMY COBMECTHOE TPUMEHEHNE YKa3aHHBIX IIPETIapaToB CIEAYeT
OCYIIECTBIISATH C 0CO00I OCTOPOIKHOCTHIO.

Usvazenenus enaz. OnMcaHbl OYEHb PEIKHUE CIydad KOHbIOHKTUBUTA, KOHBIOHKTUBAJIHLHOU SI3BBI
U S3BBI POTOBUIIBI, CBSI3aHHBIE C TPUMEHEHHWEM HUKOpaHauia. [lalueHThl JOHKHBI OBITh
MPEIyNPEXJACHBl O CUMITOMAX TOPAKECHUS POTOBHIIBEI M HEOOXOJAMMOCTH KOHTPOJIUPOBATH
cocTosiHME Tria3. B ciydae mMosiBJIeHHsS H3bS3BICHUM (3B) pOTOBHUIBI IMpHEM Ipernapara

KOpI[I/IHI/IK®

HEO0OXOUMO MIPEKPATUTb.

Apmepuanvnas  eunomenzus.  Hukopanaun B TepameBTHYECKHMX  J03ax  oOsagaer
AQHTUTUIIEPTEH3UBHBIM JielicTBUEM. CieayeT ¢ OCTOPOXKHOCThIO NPUMEHSATh HUKOPAHIWI B
COUYETaHUH C JPYTUMHU JIEKaPCTBEHHBIMU CPEACTBaMHU, CHUKatommuMu Al

XpoHuueckasn cepoeunas HedocmamouHocms. B CBS3M C OTCYTCTBHEM OIbITa KIMHHUYECKOTO
IPUMEHEHUs NPOTHBONOKA3aHO HAa3HAYEHHWE HHUKOpPAHAWIA MalMEeHTaM C XPOHUYECKON
cepaeunoit HegoctatoyHoCThIO 11 — IV K mo NYHA.

T'unepranuemus. Ilpy mpUMEHEHUHM HHUKOpAHIWIIA OMKCAHBI OYEHb PEIKHUE CIIy4al DPa3BUTHS
TSDKENOHN rurnepkanueMund. Hukopanaun cieayeT NpUMEHSTh C OCTOPOKHOCTHIO B COYETAHHH C
JPYTMMH JIEKAPCTBEHHBIMHU IIpenapaTaMM, KOTOpPBIE MOTYT YBEIWYMTH COJAEpKAHUE Kalus B
KpOBHU, OCOOEHHO Y MAlUEHTOB C YMEPEHHOM U TSHKEJION MOYEUHOU HETOCTATOYHOCTHIO.
Teguyum 2nioxo30-6-gpocpamoecudpozenasvl. Tpenapar Kopmuauk® creayer NpUMEHSATH C
OCTOPOKHOCTBIO Yy  MalMeHToB ¢  ACPUIMTOM  TJIHOK030-6-hochaTaerniporeHassl.
®apMakoJIOrH4ecKoe EeHCTBHE HUKOpAHIWIA YaCTUYHO OOYCIOBIIEHO HAJIMYUEM B COCTaBe
OpraHMYecKoil HUTpaTHOM rpynnsl. B pesynbprare Merabonn3Ma OpPraHMYECKUX HHUTPATOB
BO3MOXXHO 00pa30BaHNE HUTPUTOB, KOTOPBIE MOTYT BBI3BATh METTEMOTJIOONHEMHIO Y TIAIINEHTOB
¢ AedUIUTOM TIIIOK030-6-(hocharmeruaporeHassl.

Bunsinue Ha cOCOOHOCTH YIPABJSATH TPAHCHOPTHHIMHU CPEACTBAMM, MEXaHU3MaMU
Hukopannaui, kak U Apyrue cocynopacuIpsoIue npenaparbl, MOKeT CHWKaTh AJl, BbI3bIBaTh
TOJIOBOKPY)KGHHE W ONIyIIeHHWEe Cci1adoCTH, W, TakuM o00pa3oM, OKa3bIBaTh BIHSHHE Ha
CIIOCOOHOCTh YIPaBJISITh TPAHCIOPTHBIMU CPEICTBAMH, MEXaHU3MaMU. OTH 3PQHEKThl MOTYT
YCUIIMBAThCA TPU OJAHOBPEMEHHOM MPUMEHEHUHM C JPYTMMH JIEKAPCTBEHHBIMH CpEICTBaMH,
cHwkaomuMu AJl (Hanmpumep, BazoAMIATATOPAMM, TPULUKINYECKUMH aHTUAETIPECCAHTAMM).
HeobxonumMo co6mofath OCTOPOKHOCTb IPU YNPABICHUM TPAHCHOPTHBIMU CPEACTBAMU U
3aHATUAX JPYTMMHM TOTEHIMAIbHO OMNACHBIMH BHJAMHU  JIEATEIbHOCTH, TpeOYyIOIUMU
MOBBIIIICHHON KOHIICHTPAIIUU BHUMAHHS U OBICTPOTHI ICUXOMOTOPHBIX PEaKIIUK.

®opMa BBIIIYCKA

Tabnerku 10 mr.
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ITo 10 Ta6IeTOK B KOHTYPHYIO TICHKOBYIO YIIAKPBKY 13 MileHKH HOAHENHITXTOPH THOT U oAbrH

AJTFOMUHHEBOM.

ITo 2, 3 win 6 KOHTYpPHBIX SYEUKOBBIX YIMAKOBOK BMECTE C MHCTPYKIIMEH MO MEAMIMHCKOMY
MPUMEHEHHUIO MMOMEIAIOT B MAYKy U3 KapTOHA.

YcaoBust XxpaHeHust

B 3amumnienHoM oT cBeta Mecte Tipu Temmneparype ot 2 g0 8 °C.

XpaHUTh B HEAOCTYITHOM JIJIS JIETE MeCTe.

Cpok rogoctu

2 roxa. He npuMeHsTh mociae UCTEYEHHS CPOKA TOAHOCTH.

YcioBus ornycka

OTImycKaroT MO perenTy.

Buiiajenen perucTpaMOHHOTO YA0CTOBEPEHUsI

000 «(ITUK-OAPMAy, Poccus, 125047, r. Mocksa, nep. Opy:xeitnsiii, a. 25, ctp. 1, moment. I,
arax 1.

IIpousBoauTenn

000 «ITMK-®APMA JIEK», Poccus, 308010, benropoackas o6in., benropoackuii paiion,
nrt. CeBepHbIi, yi1. bepesosas, 1. 1/19.

Opranu3anusi, NPUHAMAIONIAS IPeTEeH3UN NOTPeduTe e

000 «ITUK-OAPMAy, Poccust, 125047, r. Mocksa, niep. Opyxeitnsiii, a. 25, ctp. 1, momert. I,
atax 1. Ten.: +7 (495) 925-57-00.

www.pikfarma.ru
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