COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 27.05.2026 N2 10516

OBIIASI XAPAKTEPUCTHKA JEKAPCTBEHHOTO TIPEAAPATA” '

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

Bapdapun IITANA, 2,5 mr, TabiieTku.

2. KAUECTBEHHBIN U KOJNYECTBEHHBIN COCTAB

JleiicTByto11ee BemecTBo: BaphapuH.
Kaxnas Tabnerka cogepxur 2,5 Mr BapdapruHa HaTpus.

BemecTBa, Hann4ne KOTOPBIX HAJ0 YYUTHIBATh B COCTABE JIGKAPCTBEHHOTO Ipemnapara: JakTo3a (CM.
paznen 4.4.).

[TonHbIi TepeyeHb BCIIOMOTaTEIbHbBIX BEIIECTB MPUBEIEH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TaOnerku.
Kpyribie TabaeTku JBOSKOBBITYKION (OPMBI ¢ KPECTOOOPa3HOM PUCKOM, CBETIIO-TOIYOOT0 IIBETA.

Pucka npe€aHazHauCHa JIMIIb JJIA pa3jiaMbIBaHUS C LECJIBIO o0neryeHus IporjaTbIBaHUA, a HC OJIA
pasacCICHUA Ha PABHBIC JO3bI.

4. KIMHUYECKHUE JAHHBIE
4.1. IToxazaHusl K NPUMEHEHHIO

[Tpenapat Bapdapun LITAJIA npumensercs [uist JedeHHs B3pOCIBIX U JeTel B BO3pacTe OT 3 JIeT:

e Jle4eHHE M TPOPHIAKTUKA TPOMOO30B M 3MOOJHMI KPOBEHOCHBIX COCYAOB: OCTPOrO U
PELMIUBUPYIOIIETO BEHO3ZHOTO TPOMO03a, SMOOJINHU JIETOYHOH apTepuH;

e BTOpHYHAs NpopHIAKTUKA HHPApKTa MUOKapAa M MNpodUIaKTHKA TPOMOOIMOOINYECKUX
OCJIOXHEHUH 1ociie MH(papKTa MUOKap/a;

e nmnpodusIakTHKa TPOMOOIMOONTMYECKUX OCIOKHEHMH y TMalueHTOB ¢  (UOpHLIAIHUEH
npeacepaAnid, MOPaKCHUAMHU CEepACYHBIX KIIAaHOB WM C HPOTE3MPOBAHHBIMU KIIAllaHAMHU
cepaua;

e Jle4eHHE U NPO(PUIAKTUKA IPEXOASIIINX UIIEMUYECKUX aTaK U UHCYJIbTOB;

e npodUIAKTHKA TTOCICONEPAITMOHHBIX TPOMOO30B.

4.2. Pesxum 103MpOBaHus U cNIOCO0 NPHMMEHEHHU

PexxuM 0o3upoBaHus
HpO,Z[OJDKI/ITeJILHOCTB JICUCHUA OHpe,Zle.H}IQTC}I Bpa‘IOM B COOTBCTCTBHMU C IIOKAa3aHUIAMHU K
MIPUMEHEHHIO.

Koumponw 6o epemsa neuenus:

[Tepen HavaoM Tepanuu onpenesitor MexayHapoaHoe HopMmainuzoBanHoe otHomenne (MHO). B
nanpHemeM  1a0OpaTOpHBIM  KOHTPOJb  TMPOBOMAAT  PEryisapHO  Kaxiaele 4—8  Helelnb.
[TpoaOMmKUTENEHOCTD JIEYEHHS] 3aBUCUT OT KJIMHUYECKOTO COCTOSIHMS MalueHTa. JledueHne MoxKHO
OTMEHSTH Cpasy.

Ilayuenmul, komopvie panee He NPUHUMATU 8aPPAPUH.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

neyenus: omnpenensercs MHO wu, B COOTBETCTBMM C€ JTUM [IOKa3aTeleM, Ha3HA4YaeTcs
Mo/IepKUBArOIIast 103a npernapata. OOBIYHO MOAAEPKUBAIONIAs 03a TIperapara CoCTaBisieT 2,5—
7,5 mr/nens (1-3 TabnaeTKU B ICHB).

Tlayuenmul, komopvie paree npuHUMAIU 8apPapun.:

Pexomennyemas crapToBas 103a COCTaBISET ABOMHYIO 03y M3BECTHOM MOJIECPKUBAIOIICH 03B
Mpernapara 1 Ha3HAYaeTCsl B TEYEHUE MEPBBIX 2-X JHEW. 3aTeM JIEYEHUE MPOJOJDKAIOT C MTOMOIIBIO
U3BECTHOM moxajepkuBaromedn no3sl. Ha 5-ii neHp nedeHus mnpoBogsaT KoHTposib MHO u
KOPPEKLHIO JI03bl B COOTBETCTBUM C O3THM IIOKa3areineM. PexkomeHayeTcs MNOAAepKUBATh
nokazarenb MHO ot 2 10 3 B ciydae npoHIIakTUKU U JICYEHUs BEHO3HOTO TpomOo3a, sMO0onun
JIETOYHOM apTepuu, GUOPHILUISAIMY Tpeacepaui, AUIATAIUOHHON KapJMOMUONATHH, OCIOXKHEHHBIX
3a00JIeBaHUN KJIAllaHOB CepAlla, MPOTE3UPOBAaHUS KIANMaHOB cepauna Ouonporesamu. bonee
BbIcokue nokazarenu MHO ot 2,5 1o 3,5 pekoMeHaytoTCss TpU NMPOTE3UPOBAHUHU KJIAIAHOB Cep/Ilia
MEXaHUYECKUMHU MPOTE3aMHU M OCIOKHEHHOM OCTPOM MH(papKTe MHOKap/a.

Oco0Oble T'PYIITBI ITAITUEHTOB

Jluya noowcunozo éozpacma

He cymiectByer cenyanbHbIX peKOMEHIAUi 10 pueMy Bap(apuHa y NOKUIBIX JTIOEH.

OpHAKO TOXHIIBIC MAlKMEHTHI JOJHKHBI HAaXOAWTHCS IMOJA THIATEILHBIM HAONIOJACHHEM, T.K. OHU
UMEIOT 00Jiee BHICOKUH PUCK PAa3BUTHS HEXKENIATEIbHBIX PEaKInii.

Tlayuenmul ¢ neuenouHol HEOOCMAMOYHOCMbIO

Hapymienne ¢yHKIMA TIEYeHH yBEIMYUBACT YYBCTBUTEIHHOCTh K BapdapuHy, MOCKOJIbKY TEUYCHb
NpOAYLHPYET (paKTOPhI CBEpTHIBAHUS KPOBHU, a TaKXKe METa0OIM3UpYyeT BappapuH. Y 3TOM TpyIbl
MalMEeHTOB HEOOXOUMO TIIATEIFHOE MOHUTOPUpOBaHKe nokazareneit MHO.

Iayuenmsi ¢ noueynol HedoCmMamoyHOCmuio
VY nanuMeHToB ¢ HapylIeHWEeM IO4YeYHOW (YHKIMU TpeOyeTcss CHU3WTHh 103y BapdapuHa M
MIPOBOJUTH TIIATEIbHBI MOHUTOPHHT (CM. pa3zaen 4.4).

IInanosvie (nekmugnvie) Xupypeuieckue emeuamenibCmed

IIpe-, mepu- ¥ MOCT-ONEpAallMOHHAs AHTUKOATyJISIHTHAsl Tepamnus MPOBOJUTCA KaK YKAa3aHO HUXKE
(ecniu HeoOXoAMMa CpoYHasi OTMEHA MEPOPATLHOIO aHTHUKOATYJISTHTHOTO d(dexkTa — cM. paszzien
4.9).

Onpenenuts MHO 3a Henemnto 10 Ha3HaYE€HHOW OTepalyi.

[Ipexpatute mpuem Bapdapuna 3a 1-5 mHeit mo omeparuu. B ciydae BBICOKOTO puHCKa
TpoM003a MaUEeHTy A7 MPO(UIAKTUKH MOJKOKHO BBOAST HU3KOMOJIEKYJISIPHBIN TeMapyH.
JnmutenpHOCTh Tay3el B mnpueme BapdapuHa 3aBucuT or MHO. Ilpuem Bapdapuna
MIPEKpalIatoT:

-3a 5 nHew 1o onepanuu, eciiu MHO > 4,0

-3a 3 gua no onepanuu, ecau MHO ot 3,0 1o 4,0

- 3a 2 nH4 o onepanuu, eciii MHO ot 2,0 go 3,0

Omnpenenuts MHO Beuepom niepen onepanueit 1 BBectd 0,5-1,0 Mr Butamuna K nepopansHo
WJIM BHYTpUBEHHO, eciu MHO > 1,8.

[IpuHATE BO BHUMaHHE HEOOXOTUMOCTh HMH(Y3MH HE(PPaKIMOHUPOBAHHOTO TEMapHUHA MU
pOoUIAKTHYECKOTO BBEICHUSI HU3KOMOJIEKYJISIPHOTO TelaprHa B JIEHb ONepallyH.
[IponomKUTh MOJKOKHOE BBEACHUE HU3KOMOJIEKYJIDHOIO TEllapUHA B Te€YeHUEe S5—7 JIHEU
MOCJIe ONEpalMK C COMYTCTBYIOIIKUM BOCCTAHOBJICHHBIM IPHEMOM BapdapuHa.

[Iponomkuts npuem BapdaprHa ¢ 0ObIYHON MOANEPKHUBAIOIIEH J03bI B TOT K€ JAEHb BEUYEPOM
nocie HeOONbIINUX onepanuii, 1 B JeHb, KOTJa MAlMeHT HAuMHAET MOJydyaTh SHTEpaIbHOE
NUTAHUE 110CJI€ KPYTIHbBIX ONEpaLni.
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(NOCNENOBATENLHOCTL 0018)
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

Jlarnble 0 mpuMeHeHUH BapdapuHa y nereit orpannueHsl. HawansHas qo3a o0sraHO cocTasisier 0,2
MI/KT B CyTKH TIpH HOpMaibHOW (pyHKIMU nieuenu u 0,1 MI/Kr B CyTKU TpHU HApyIICHUH (DYHKITUH
neyenu. [lomnepkuBaromiasi o3a TOAOUpAaeTCs B COOTBETCTBHM ¢ mokaszarensmu MHO.
Pexomenayembie ypoBan MHO Takue ke, Kak U y B3pOCibIX. Pemenne o Ha3HaueHun BapdapuHa y
JeTei JIOJDKEH NPUHMMATh ONBITHBIM CHENHANUCT. JIedeHWe MOJDKHO TPOBOAUTHCS IO
HaOJIOZICHWEM OTBITHOTO CIelainucTa-nenquarpa. Jlo3pl moaOuMparoTcss B COOTBETCTBUU C
MIPUBEICHHON HIDKE TaOIHIICH.

[Ton6op mo3sl Baphapuna y nereit 10 18 mer

I. lenn 1 Ecmu 6a3oBoe 3nauenne MHO ot 1,0 1o 1,3, TO
yaapHas 103a cocrapiusieT (0,2 MI/KT Macchl Tena.

II. Tau co 2 mo 4, ecnu 3nauenne MHO: JewcTBus:

or 1 1o 1,3 [ToBTOPUTH YyIapHYIO 103Y;

or 1,4 no 1,9 50 % ot ynapHO#M 1036

ot 2,0 no 3,0 50 % ot yapHO# 103bI;

ot 3,1 1o 3,5 25 % OT ylapHOM J03bI;

>35 MPEKPaTUTh BBEACHUEC Mpenapara J0 JOCTKCHUS

MHO < 3,5, 3aTeM BO300HOBHTE JCUCHHUE JO30H,
cocrasisitoniedt 50 % ot npeabLayen J035bl.
II1. TToxnepxxanue, ecnu 3HaueHrne MHO: | JleiicTBust (HeaenbHas 103a):

or 1 go 1,3 [ToBbicuTh N03y Ha 20 %0;

or 1,4 no 1,9 [ToBbicuTh 703y Ha 10 %;

ot 2,0 1o 3,0 be3 n3menenmii;

ot 3,1 1o 3,5 CHusuth 103y Ha 10 %;

>35 [IpexpaTuthb BBEJICHUE npernapara 10

moctmkeans MHO < 3,5, 3areM BO300OHOBUTH
jeyenre ngo3ou Ha 20 % MeHbIIEH, YeM
IpEeABITYIIast.

YV oemeti om 0 0o 3 nem
be3onacHocth u 3pdexTuBHOCTS BapdaprHa y ASTe B Bo3pacTe 10 3 JET Ha JJaHHBIH MOMEHT HE
YCTaHOBJIEHBI. J[aHHBIE OTCYTCTBYIOT.

Croco0 mpuMeHeHus
TaGnerku npuHUMAIOT BHYTph. Bapdapun HazHadaeTcs 1 pa3 B CyTKH JKEIaTeNIbHO B OJHO U TO K€
BpeMsL.

4.3. [IporuBonOKa3aHust

- l'unepuyBcTBUTENIBHOCTE K BapdapuHy wWiM K J000My U3 BCIIOMOIaTENIbHBIX BEIIECTB,
MepEYMCIICHHBIX B pazjene 6.1;

- OCTPO€ KPOBOTECUECHHUE;

- OepeMeHHOCTD (TIEPBBIN U TPETUH TPUMECTD);

- TsDKeJIble 3a00JIeBaHUs MIEUYCHH WM NIOYEK;

- octpsiid [IBC-cunapom;

- nepurut 6enkoB C u S;

- TPOMOOIIMTONICHHUS;

- MIAMEHTBl C BBICOKMM PHCKOM KpPOBOTEUEHHMH, BKJIIOYas IAIUEHTOB C TE€MOpPParnyeCKUMU
paccTpoiicTBaMu, BapUKO3HBIM PACIIUPEHUEM BEH MHUIICBOA, AHEBPU3MOW apTepuil, TIOMOANIbHOM
MYHKIIMEH, sI3BEHHOW OO0JIE3HBIO JKeNyaAKa U 12-MepCTHOM KUIIKH, C TSHKEIBIMU paHamMu (BKIIFOYast
OTIEPALIMOHHBIE), OAKTEPHATBLHBIM SHAOKAPIUTOM, 3JI0KAYECTBEHHOW apTepUallbHONW THIIEPTEH3UEH,
reMOpPpParu4eCKUM HHCYJIBTOM, BHYTPHUEPEIIHBIM KPOBOU3IUSHUEM.
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4.4. OcoOble ykazaHusi U MepPbI NPEI0CTOPOKHOCTH IIPHU nﬂm:l-a:e UBATENBHOCTE 0018)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

IIpenapaTt cnenyeT Ha3HayaThb C OCTOPOKHOCTBIO B CIENYIOIIMX CIIydasx: IOKHIOW BO3pacT,
JUXOpajKa, THUIEep- U TUIOTUPEO3, JAEKOMIIEHCUPOBAaHHAs ceple4Has HeIO0CTaTOYHOCTb,
QJIKOTOJIM3M C COIYTCTBYIOIIMMHU IOPAKEHUSIMU IIE€YEHH, MOYEYHAs HEIOCTATOYHOCThb JIETKOW U
YMEPEHHOH  CTENEHM  TSDKECTH, HEPPOTHYECKMH  CHUHAPOM, yMEpEHHas  IeUYeHOYHas
HEJ0CTaTOYHOCTh, IEMEHLUS.

Monumopune

OOs3arenbHBIM  ycIOBUEM Tepanuu mnpenapatom Bapdapun IHTAJIA sBusercs crporoe
CO0JII0ICHHNE AllMEHTOM MpUeMa PEKOMEH/I0BaHHOH J103bI IIpenapara.

IleneBoe 3HaueHne MHO 11 aHTUKOAaryJsiHTHOM Tepamuu JUisi IpUEMa BHYTPb B LEJAX
NpoQMIAKTUKA  TPOMOOIMOOJIMYECKUX OCJIOKHEHUH Yy MalUeHTOB C HPOTE3MPOBAHHBIMU
KJIana"namu cepaua — 2,5-3,0; mis apyrux nokazanuit — 2,0-3,0.

[TanreHThl, CTpajarolie aaKOroJM3MOM WIM JEMEHLUEH, MOryT ObITh HECIIOCOOHBI COOIIOAATH
NPENICaHHBINA peXXUM MpuMeHeHus npenapara Bapdapun HITAJIA.

Daxmopwl, erusaowue Ha d¢hpexm sapgapuna

IIpy TakUMX COCTOSHUSX, KaK JUXOpaaKa, TUIEPTUPEO3, JICKOMIIEHCHPOBAHHAS CepleUHas
HEJIOCTaTOYHOCTb, AJIKOTOJIM3M C COITYTCTBYIOIIMMH MOPKEHUSIMHU MEUCHH, JICHCTBHE IIpenapara
Bapdapun LHTAJIA moxer ycunuBaThes. Y cuienue 3¢ dexra Bappapuna, TpeOyrolee CHUKCHUS
703bl Tpemnapara, TakKe MOXKeT HaOIIoJaThCd MpU TOTEpe Beca, OCTPBIX COITYyTCTBYIOMINX
3200JIeBaHUSAX U MIPEKPAILCHUH KyPEHUSI.

Oddekt BaphapruHa MOXKET OBITh CHIDKCH IIPH THIOTHpEo3e. Y MeHbIeHue dddekxra BapdapuHa,
TpeOyrolee yBEINYCHUs J03bI ITpernapara, BO3MOKHO MPH YBEJIMYCHUHN Beca, a TAKXKE MPH Tuapee u
pBoOTE.

Iayuenmwl ¢ mymayueti 2ena, kooupyroue2o usogepmenm CYP2C9

[TanmenTsl ¢ MyTanuen rena, komupytomero uzopepmeHT CYP2C9, umeror 6omnee JIMTETbHBIN
nepuon mnonmysbiBeneHus (Ti12) Bapdapuna. DTuMm maumeHTam TpeOyroTcs 0ojee HU3KHE 03B
npenapara Bapdapun IITAHA, T.K. npu TPUMEHEHHH OOBIYHBIX TEPANEBTUUYCCKUX JI03
MOBBIIIACTCS PUCK PA3BUTHA KpOBOTeUeHUH. B ciyyae He0OXOAMMOCTH HACTYIUIEHUS! OBICTPOTO
aHTuTpoMOUUeckoro 3dexra, peKOMEeHyeTcss HauMHATh Tepaluio C BBEJICHUS TelaphHa; 3aTeM B
TeueHue 5—7 AHeH cieayeT MPOBOAUTH KOMOMHUPOBAHHYIO TEPAIHIO TEMapruHOM U Bap(hapruHOM 0
TeX mop, moka 1eneBoe 3HadeHne MHO He OyneT coxpaHsAThCs B TeueHue 2 THer (cM. pazaen 4.2.).

B ciyuae penkoil MHIUBHAYaTbHOW PE3UCTEHTHOCTU K BapdapuHy (BCTpedaeTcsl KpailHe penKo)
JUTSL TOCTHIKEHUs TepamneBThdeckoro sddexra Heodxomumo 5-20 Harpy30dHBIX 103 Mperapara
Bapdapun LLITALA.

Ecmm mpumenenne npenapara Bapdapun ILITAJIA y Ttakux manueHToB Hed()(PEKTHBHO, CIIETyET
YCTQHOBUTb U JpYrd€ BO3MOXHBIC IIPUYUHBI, HAIpUMEp, OJHOBPEMEHHBIM IIPUEM JPYTHX
JICKApCTBEHHBIX TpernapatoB (cM. pasnen 4.5), HealeKBaTHBIA pallioOH MUTaHUs, JabopaTOpHEIC
OIITUOKH.

Tayuenmuvr ¢ mymayusmu 6 eene, kooupyrouem VKORCI

[TanmeHTHl ¢ HEKOTOPHIMM MyTalMsMH B reHe, koxupyoomeM VKORCI, uMeT NOBBIIEHHYIO
qyBCTBUTEIBHOCTh K Bap(hapuHy M JOJKHBI OJy4YaTh MOHMKEHHYIO MOAJICPKHUBAIOILYIO 103y (CM.
paznen 4.8.).

Kanvyughunaxcus

Kanpuudunakcuss — 3TO peAKudl CHHIPOM, TPOSBISIONIUICS KalmblUpUKAUEe KPOBEHOCHBIX
COCYJIOB C HEKPO30M KOKU M COMPOBOKIAIOIIMIICS BRICOKOH CMEPTHOCTHIO. JlaHHOE OCIIO)KHEHUE B
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COOTBETCTBYET 3KCMEPTHOMY OTUETY
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OCHOBHOM HAOJIO/IaeTCs y TAIMEHTOB C TEPMH anLHoﬁ':r@%‘éﬁﬂ@%‘%&%%&%t%ﬁi -lr_lc_)'q'éq o1

HCAOCTATOYHOCTU HA JUAIM3C HJIKM Y MAIIUCHTOB C H3BCCTHBIMU q)aKTOpaMI/I PUCKA, TAKUMH KaK
nebunutr nporemHa C winu S, rumnepdocdareMusi, TUMEPKATBIUEMHS WIH THUIIOATEOYMHHEMHUS.
Omnwucanbl pefKue Ciaydau pa3BUTHSA KalbLM(UIAKCUU MpU MpHeMe BapdapuHa y MalMeHTOB, HE
CTpajalonIux 3a00JeBaHMEM TOYeK. B cimydyae pa3BuTHS KalbIUQPHIAKCHU CIEAyeT HavaTh
COOTBETCTBYIOIIIEE JICUCHUE H PACCMOTPETH BO3MOKHOCTh IIPEKPAIICHUS Teparnuy BapHapruHOM.

Tpombogunus

[Tarmentel ¢ pepunuToM nporeuHa C HMMEIOT MOBBIIICHHBIM PHCK pa3BUTHS HEKpPO3a KOXKHU B
Havajie IpuMeHeHus BapdapuHa. Y MmanueHToB ¢ AehunutroM npoternHa C jedeHune BaphapuHOM
CllelyeT HauuHaTh 0e3 Harpy30YHOU J103bl, JaXKe €ClIi OJHOBPEMEHHO MpHUMeHsieTcs renapul. [lpu
neuuTe TMPOTEMHAa S TAaKXKE CYIIECTBYET PHCK HEKPO3a KOXH, IMOATOMY TaKHM ITallieHTaM
1es1eco00pa3Ho HauMHATh TEPANUio Bap(hapuHOM C HU3KHUX J03.

Hwemuueckuu uncynom

AHTUKOAryJasHTHasl Tepamus I0CJI€ HIIEMUYECKOTO HWHCYJbTa IOBBIIAET PUCK BTOPUYHOTO
KPOBOM3JIMSHUSA B HEKPOTU3MPOBAHHOM Y4YacTKe FOJJOBHOTO MO3ra. Y ManueHToB ¢ Gudpumsuen
npeacepAnil ATUTEIbHOE TNpPHUMEHEHHe BapdapuHa sABIsSeTca OnaronpusaTHbIM. OJHAKO pHUCK
PaHHEro peuuarBa SMOOINN HEBEIUK, IOITOMY LIEIeCO00pa3HO BPEMEHHOE NMPEKPALIEHUE TepAU
1ocje MIIEMHUYEeCKOTO MHCYJbTa. JledeHue Bap(apHHOM cienyeT BO30OHOBUTH yepe3 2—14 el
[ocja€ MIIEMUYECKOIO HWHCYNbTa, B 3aBUCHUMOCTH OT pasMmepa HH(papKTa M apTepHalbHOIO
naBieHus. Y TMAIMEeHTOB C OOMIMPHBIM SMOOJIMYECKHMM HMHCYJIBTOM, WM HEKOHTPOJIUPYEMOU
apTepuaIbHOM TUIIEPTEH3UEH, CIIeIyeT MPEeKPAaTUTh MpUMEHEeHHEe BappapuHa Ha 14 mHE.

Xupypeuueckue emewiamenbcmea

Omneparuu, He CBS3aHHBIE C PUCKOM TSDKEIIOTO KPOBOTEUEHUS, MOTYT OBITh BBITTOTHEHBI Tprt MHO
<2,5. Ecnu cyImecTByeT pucK Cepbe3HOro KpOBOTEUSHHSI, Bap(apHH ciieyeT OTMEHHTD 3a 3 AHS 110
ornepaiuu. B ciydae HeoOX0quMOCTH MPOAOKEHNS aHTUKOAryJISHTHOM Tepanuu (Harpumep, npu
BBICOKOM PHUCKE KM3HEYIpOXKAroIMUX TpoMOosMOonmuyeckux ocnoxkHenuit), MHO nomxHO OBITH
CHHKEHO 110 < 2,5 u HayarTa Tepamnus renapuHoMm (cM. pasaen 4.2).

Ecnu xupypruueckoe BMEmaTeIbCTBO HEOOXOIUMO, U HEJlb3sl MPEKpaTUTh MpueM BapdapuHa 3a 3
IHS 10 ONepalliy, aHTUKOAryJsSHTHOE JieficTBue BapdapuHa cCileAyeT NMPEeKpaTUTh NPUMEHEHHEM
npenapaToB BUTaMHHa K B HU3KMX J03aX.

Cpokn BO300HOBJIEHHUS Tepanmuy BaphapuHOM 3aBHCAT OT PHCKAa IOCICONEPAIIMOHHOTO
KpoBOoTeueHHs. B OonpliMHCTBE ciyyaeB MpueM BapdaprHa MOXHO BO30OHOBUTH, KaK TOJBKO
MalHEHT CMOXKET MTPUHUMATh TaOJIETKN BHYTPb.

Cmomamonoeuueckue npoyeoypul

He cnmemyer mpekpamars mpueM BapdapuHa Tepe] OOBYHBIMH  CTOMATOJOTMYECKUMHU
BMEIIIATENILCTBAMH (HapuMep, repes] SKCTpakiuen 3yoa).

Hapywenue ¢pynxyuu nouex

[Ipu XpOHMYECKOH IMOUYEUHOW HEIOCTAaTOYHOCTH WIM HEPPOTHUYECKOM CHHAPOME IMOBBIIIACTCS
KOHIIGHTpanusi cBoOoAHOW (pakiuu BapdapuHa B IJIa3Me€ KPOBH, KOTOpasi B 3aBUCHMOCTH OT
COITyTCTBYIOIIUX 3a00JICBAHUN MOXET MPUBOJMUTH KaK K YCHIJICHHIO, TaK U K CHIDKeHHIO 3¢ dekra. B
clydyae yMEPEHHOM CTENEeHH IOYEeYHOM HeAoCTaTOYHOCTH d(dekT BapdapuHa YCHUINBACTCS.
Pexomenayercss coOm0gaTh OCTOPOXKHOCTb IpHU TNMPUMEHEHHH BapdapuHa Yy NAIHEHTOB C
HapyuleHrneM (GYHKIUH no4yeK. Bo Bcex BbIIIETIEPEUHCICHHBIX COCTOSHUSAX JTOJDKEH MPOBOAUTHCS
TINATEIbHBIN KOHTPOIIb 3HaueHuit MHO.

Heghponamus, accoyuuposannas ¢ npuemom anmukoazyisiHmos
VY maumeHToB ¢ HapyIIeHueM (PyHKIIUHM KIIyOOUKOB MK C 3a00JI€BaHUSIMU TIOYEK B aHAMHE3€ MOXKET
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pPa3BUTBCSI OCTPOE TOBPEKICHHE TOYEK, BO3MOXKHO, B '&%n‘jg‘lg&ﬁgﬁjﬁH;{Je@ﬁe{m 10

CMEPTHOMY OTUETY

AHTHUKOATYJITHTHOTO 3(dekTa u remMatypueid. Coodmanoch 0 HECKOJIBKHUX CIydasx HeQpomaTuu y
nalueHToB  0e3  paHee — CyllecTBOBaBIIero  3abosneBaHuss — modek.  [lamueHtam ¢
cBepxreparneBTuueckuMu 3HadeHussMu MHO u rematypueit (B TOM 4uCI€ MHUKPOCKOIUYECKON)
pEKOMEeHAyeTCA TIATEeIbHOE HaOII0AeHNE, BKIIIOYAOIEe OLIEHKY (QYHKIIMU MOYEK.

3abonesanusn wumosuoHol xeenesvl

Ckopocts MeTabonusma BapdapuHa 3aBUCUT OT (YHKIIMOHAJIBLHOTO COCTOSHUS IUTOBUIHOU
xkemne3pl. [1oaTOMYy MNanMeHTbl ¢ TUIEp- WM TUIOTUPEO30M B Hayaje Tepanud BaphapuHOM
HY)KIAIOTCS B TIIATEILHOM HAOJFOICHUH.

Hab;ueHmbl nooa#Cus0c0 so3pacma

JleyeHre MOXWIBIX MAIlMEHTOB JOJDKHO MPOBOAMUTHCS C OCTOPOXKHOCTHIO, T. K. CHHTE3 (PaKTOpOB
CBEPTHIBAHUS KPOBHU U NMEYCHOYHBIA META0OIN3M Yy TAaKHX MAlMEHTOB CHIKAETCS, BCICICTBUE YETO
neiicTBue BaphaprHa MOXKET YCHIINBATHCA.

BcrnioMorarennbHBIC BEIIECTBA

[Ipenapar Bapdapun IITAJIA coxepxutT mnakto3y. IlarmeHTaM ¢ peako BCTpEUAIOIICHCS
HACJICJICTBEHHOW HEMEPEHOCUMOCTBIO TaaKTO3bl, JIAKTa3HOW HEAOCTATOYHOCTHIO WIIHM TIFOKO30-
raJIaKTO3HOHM MababCcopOIKeit He clieyeT MPUHUMATD STOT Mperapar.

4.5. BzaumogeiictTBue ¢ JAPYIrHMH JIeKADCTBEHHBIMH IIpenapaTamMM W JIpyrue BHABI
B3aMMOJAEHCTBUSA

Bapdapun wumeer y3kuii TepameBTHUeCKMi auana3zoH (WHAEKC). OJHOBpEMEHHOE IpPUMEHEHHE
Bap(apuHa ¢ JI0OBIMHU JIEKAPCTBEHHBIMU IIPENapaTaMy ClIETyeT OCYIIECTBIISTh C OCTOPOXKHOCThIO. He
PEKOMEHyeTCsl HauWHATh WM MPEKpallaTh MPUEM JPYTUX JIEKApPCTBEHHBIX MPEnapaToB (BKIIOUYAs
npenaparsl 0e3pelenTypHOro OTIyCKa), a TakXKe H3MEHATh J03bl INPUHUMAEMBIX JIEKAPCTBEHHBIX
npenaparoB 6€3 KOHCYJIbTALUH C JISYAI[M BPAauOM.

[Ipu ogHOBpEMEHHOM Ha3HAYCHUH JPYTHX JICKAPCTBEHHBIX MPENapaTroB HEOOXOAUMO NMPUHUMATH BO
BHUMAHHC, YTO UX MPUMCHCHHUC MOXKCT NNPUBCCTU K USMCHCHUIO BBIPA’)KCHHOCTHU aHTUKOAT'YJITHTHOT'O
addekra Bapdapuna. [lepen HazHaueHHEM JIFOOOTO JIEKAPCTBEHHOTO Mpenapara cjaeayeT BHUMATEIbHO
U3Y4YUTh MHCTPYKLHIO II0 €ro INPUMEHEHHMIO Ha IPEAMET PEKOMEHJALUN I10 KOPPEKLUUHU 03Bl
Bap(haprHa 1 HEOOXOAUMOCTH O0JIee TIATEIFHOIO MOHUTOPUHTA €r0 aHTUKOATYJITHTHON aKTHBHOCTH.
Ecnu B MHCTPYKLUH 110 IPUMEHEHUIO JIEKapCTBEHHOT'O TpenapaTta MH(GOpPMAaIHs O B3aUMO/ICHCTBIU C
Bap(hapuHOM OTCYTCTBYET, CJIE/yET YUUTHIBATH BO3MOKHOCTh TAKOTO B3aUMOICHCTBHSL.

[Tocne HazHadeHWs IOOOrO HOBOTO JICKAPCTBEHHOTO CpPEACTBA CIIEAYEeT OCYIIECTBISATH Oolee
TatenbHbid MoHUTOpUHT MHO, ecnu ecth XOTsS Obl MUHUMAIBHOE MOAO03PEHUE Ha BO3MOXKHOCTH
B3aMMO/ICICTBUS 3TOTO TIpenapara ¢ BappapuHOM.

dapmMakogHAMAYECKHE B3aUMOICHCTBUS

OHOBpEMEHHOE HA3HAYEHUE JICKAPCTBEHHBIX IIPENapaToB, MPUMEHSEMBIX JUIs JICUECHUS WU
pOodUIaKTUKU apTepHalibHBIX U BEHO3HBIX TPOMOO30B, a TaKXkKe JIPYTUX JIEKapCTBEHHBIX MpEnaparos,
BJIMSIIOIIMX Ha CBEPTHIBAEMOCTH KPOBH, MOKET YCHIMBAThH (hapMaKoJIOTHYECKOe JieiicTBIE BapdapruHa
1 YBEJIMYUBAET PUCK KPOBOTCUEHH.

[Manmentam, mnomyyaromM BaphapuH, TPOTHBOMOKA3aHO IpHUMEHEHHE (HOPUHOIUTHYECKUX
MperapaToB (TaKMX Kak CTPENTOKMHA3a U aJITerlasa).

B cBA3M ¢ TOBBIIIGHHBIM PUCKOM DPa3BUTHS TSDKENbIX KPOBOTEUCHHH clienyeT u30erarhb
OJTHOBPEMEHHOIO MpHUMEHEHHs BappapuHa C KIOMUIOTPENIOM, MPacyrpeiaoM, THUKIOMUIUHOM,
HECTEPOUIHBIMU NIPOTUBOBOCHAIMTENbHBIMU Npenapatamu (HIIBII) (Bkitodas aneTusicaavunioByro
KHCJIOTY M CEJIEKTUBHBIC MHTHOUTOPHI IUKJIOOKcHreHa3bl-2 [LIOI-2]), cynbbuHmmpa3zoHoM, TPsIMBIMU
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rerapuHoOM,  HU3KOMOJICKYJSIDHBIMM  TelapuHamu,  (OHJamapuHyKCOM,  PHUBApOKCaOaHOM,
anukcabaHoMm, Onokaropamu raukonpotrenHoBbIX [Ib/Illa penentopo (anTudubatua, TUpodudaH,
alrkcuMal), MPOCTAIMKIMHOM, CENeKTUBHBIMH HHIMOMTOpaMH OOpaTHOTO 3axBaTa CEpOTOHUHA
(CNO3C) wm Hopampenanuaa (CHMO3H), anTuOMOTMKaMM TpyNnbl MEHANWUIMHA (MPU WX
MPUMEHEHUH B BBICOKHMX J03aX), a TaKKe JIOOBIMUA JPYTUMH JIGKAPCTBEHHBIMH TIperapaTramu,
CHIDKAIOIIMMHU  CBEPTHIBAEMOCTh KPOBH WJIM CHIDKAIOIIMMH arperanuio TpombOouutoB. Eciu
OJTHOBpPEMEHHOE MIPUMEHEHHE YKA3aHHBIX MPENaparoB SBISETCS aOCOIIOTHO HEOOXOIUMBIM, CIEAYeT
co0Ir0aTh 0COOYI0 OCTOPOKHOCTh U OCYIIECTBIIATH TIIATEIbHBIA KOHTPoJs» MHO.

OnHOBpeMEHHOE MPUMEHEHNE Bap(apHrHa C aleTUICATUIMIOBON KUCIOTON B HU3KUX JI03aX SIBIISETCS
JOITy CTUMBIM, OJTHAKO COIPSKEHO C MOBBIIIEHHBIM PUCKOM KEIIyJOYHO-KUIICYHBIX KPOBOTECYECHU.

B nHauane nedeHWs] BEHO3HBIX TPOMOO30B W TpOMOOIMOONMiA BapdapuH MOXKET MPUMEHSATHCS
COBMECTHO C HE(paKIIMOHUPOBAHHBIM T'€MIApPUHOM JI0 T€X IMOp, MOKa HE OYIYyT TOCTUTHYTHI LEJIeBbIe
3nauenust MHO.

dapMaKOKHHETHYECKUE B3aUMOICUCTBUS

B wmetabomusme BapdapunHa yuacTBytoT u3odepmentsl murtoxpoma P450 CYP2C9, CYP2CI9,
CYP2C8, CYP2C18, CYP1A2 u CYP3A4. bonee mommbiii (obecneunBatromuii 60 % oOrmiero
AHTUKOATYJITHTHOTO  JIGMCTBHA — Tpemapara) S-sHaHTHOMEp BapdapuHa  MeTabonu3upyeTcs
m3opepmerrom CYP2C9, B To Bpems kak R-sHaHTHOMEp MeTabonmsupyercss u3ohepMEeHTaMu
CYP1A2 u CYP3A4. PaBHOBecHast KOHIIEHTpauusi BapdaprHa MpH JUIUTEILHOM IpHEeMe TpernapaTa
onpeaensiercs: CYP2C9-omocpe1oBaHHBIM META00IM3MOM S-SHAHTHOMEDA.

Brusnue opyeux nekapcmeenHbix cpedcme Ha papmakokuHemuxy sapghapuna

WNuruburoper CYP2C9, CYP1A2 wumn CYP3A4 MoryT ycuiMBaTh aHTUKOATYJISIHTHBIA 3(Qext
Bap(apuna (yBenmunsats MHO) mocpencTBoM yBeTUUEHHUS €r0 SKCIO3UIIHH.

Nunykroper CYP2C9, CYP1A2 w/umun CYP3A4 mMoryTt ymeHbIIaTh aHTHKOAryJISTHTHOE JIECHCTBUE
Bap(apuna (cHrkath MHO) myTeM yMeHBIIEHHS eTo 3KCIIO3UIIH.

JlexapcTBeHHBIE CpEICTBa, BIMSHHWE KOTOPHIX Ha wu3odepmeHTHl 1uToxpoma P450 HemsBecTHO,
CIIEIyeT C OCTOPOKHOCTBIO NMPUMEHATh OJHOBPEMEHHO ¢ BapdapuHoM. IIpy Ha3HaueHHH U OTMEHE
ATHX TPENapaTroB TAIMEHTaM, IMOJyJarmuM BapdapuH, enecooOpa3eH 0ojiee 4YacThlii KOHTPOJIb
MHO.

Brusnue eapghapuna na ghapmaxoxurnemuxy opyaux 1eKapcmeeHHblx CpeoCcms

Bapdapun MoxkeT ycuiamBaTh EHCTBHE MEPOPATBHBIX THIIOTTHKEMUYECKUX CPEICTB — MPOM3BOIHBIX
CyTb(OHWJIMOUEBUHBI  (XJIOPIPOMAMHU, TONOyTaMHUI) ¥  TPOTHBOCYAOPOKHBIX  TPErnapaTroB
(enuTonH, deHobapOUTaA) TOCPEIACTBOM 3aMENJICHHUs WX MeTa0onM3Ma WIM BBIBEACHUS U3
OpraHv3Ma U YBEITUYCHHUS UX IKCIIO3HUIINH.

Hwxe npencraBiieHa AomosHUTENNbHAs HHPOpMaLUsS O B3aUMOJCHCTBUAX BapdaprHa ¢ OTAEIbHBIMU
JICKapCTBCHHBIMU CPEICTBAMH U IUILEBBIMU MPOLYKTaMU. JlaHHBIN NIEPEUYCHD SBIIACTCS HETOJHBIM U
HE OXBaThIBAaET BCE BO3MOXKHBIE JIEKAPCTBEHHBIE B3aUMOICHCTBUS BapdaprHa.

Jlexapcmeennvie npenapamsi, chuxcarowue d¢pghexm sappapuna

HasBanue ‘ Bo3MOXHBIN MEXaHU3M

Cepoeuno-cocyoucmule npenapamol

Konecmupamun CHuxeHue BcachlBaHUs Bap(aprHa U BIMSHUE HA
SHTEPOTENaTUYECKYIO PEUPKYJIISAIUIO.

B03MOXHO CHM)KEHME aHTHKOATryJISIHTHOTO IEUCTBUSA
Bap(daprHa BCIEACTBHE YMEHBIIIEHUS €ro a0COpOIINH.
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nzodepmentsl CYP2C9/CYP3A4 B neueHu.

Kenyoouno-kuweunvie npenapamsi

Anpenumanm Wuaykuus npeoOpa3oBanus BappaprHa B U30(hepMEHT
CYP2CO.

Mecanazun B03MO0XHOCTb CHUKEHHSI aHTUKOATyJITHTHOTO ACUCTBUS
Bap(apuHa.

Cykpanogham BeposiTHOCTh cHMXEHUST abcopOIMu BapdapuHa.

ﬂepMam0ﬂ02M‘l€CKu€ npenapamol

I puzeopynvchun

CHIKEHNE aHTHUKOATYJITHTHOTO A (deKTa KyMapruHOB.

Pemunouowt

B03MOXHOCTh CHUKECHHSI aKTHBHOCTHU BapQapurHa.

Anmubaxmepuanvhsle npenapamul

Huxnoxcayunnun VYcunenue merabonusma BapdapuHa.

Pugpamnuyun Ycunenne merabonusma Bapdapuna. Heooxoaumo
n30eraTh NX COBMECTHOTO IIPHMEHEHHSI.

Hagyunnun CHuxeHue aHTuKoaryiIssHTHoro 3¢ dekra Bapdapuna.

IIpomusoeupycnvie npenapamuol

Hesupanun, pumonasup

VYcunenue meradbonm3ma BapdaprHa, OIoCpeI0BaHHOTO
uzopepmentom CYP2C9.

Hecmepouonwvie npomusosocnanumenvhvie npenapamol / uneubumopol 1JOI'-2

Denazon Nunykuus metabonm3ma (GepMeHTOB, CHIKCHUE
KOHLIEHTpauuK BapdaprHa B ruiazme KpoBu. Moxer
noTpeOoBaThCs YBEIWUYEHUE 1036l BapdapuHa.

Pogpexoxcud MexaHu3M B3aUMOJICHCTBUSI HEU3BECTEH.

IIpenapamyl, enuaowue Ha YeHMPATLHYIO HEPEHYIO CUCHIEMY

bapoumypamur
(Hanpumep, perobapoumarn)

Ycunenune merabonu3ma BapdapuHa.

IIpomusosnunrenmuueckue cpeocmea
(kapoamazenun, 6anbnpoesas
KUCi0ma, npumMuooH)

Ycunenune merabonu3ma BapdapuHa.

Anmuoenpeccanmol (mpazoooH,
MUAHCEPUH)

B 4-x cayyasx KIMHUYECKOTO TIPUMEHEHHUS OBbLIO
YCTQHOBJIEHO, 4YTO B3aUMOJACHCTBHE TpPa3o0lO0HA U
BapdapuHa BBI3BIBAJIO CHW)KCHHE MPOTPOMOMHOBOTO
BpeMeHu M mnokazarens MHO, HO MexaHuM3M JTaHHOTO
B3aMMOJICHCTBUSI HEU3BECTEH.

Inymemumuo CHuxeHue aHTuKoaryiassHTHoOro 3¢ dekra Bapdapuna
BCJIEJICTBHE YCUIJIEHUS €ro MeTaboau3Ma.

Xnopouazenokcuo CHIKEHHNE aHTHKOAryJITHTHOTO Y dekTa BapdapuHa.

Lumocmamuxu

Amunozmiomemumuo Ycunenune merabonu3ma BapdapuHa.
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Azamuonpun CHwkenne BEachiBaHis ~ BapQapiAa o  NOBBIlEHkE |-

MeTabonm3ma BapdapruHa

Mepxanmonypun CHuxeHue aHTuKoaryiIssHTHoro 3¢ dekra Bapdapuna.

Mumoman B03MOXHO CHM)KEHUE aHTHKOATYJISIHTHOTO (pdeKTa
Bap(apuHa.

HmmyHnooenpeccanmoi

Huxnocnopun BapdapruH moBBIIIACT KOHIEHTPALHWIO IHMKIOCIOPHHA

Wi ycuiauBaeT ero 3(dQexr, oxa3piBasg BIUSHHE Ha
MEeTab0JIM3M ITUKIIOCTIOPHHA.

Jluypemuku

CnupoHonaxmoH, Xx10pmanuooH [lpuém  ouypeTkoB B  ciay4ae  BBIPaKEHHOTO
TUIOBOJIEMHUYECKOTO JIEUCTBUSA MOXET TPUBECTH K
YBEIUYECHUIO KOHIICHTPALUU ¢baxTopoB
CBEPTHIBAEMOCTH, 4TO YMEHbIIIAeT neicTBue
AHTUKOATyJISIHTOB.

Pacmumenvnvie npenapamol

36epoboti npoovipssieHHbIl VYceunuBaer metaboau3M BapdapuHa, OCyIIECTBIISIEMBIMA

(Hypericum perforatum) uzopepmenramu CYP1A2 u CYP3A4 (merabomusm R-

BapdaprHa), a TaKKE OCYIIECTBISIEMBI M30(QepMEHTOM
CYP2C9  (merabommsm  S-Bapdapuna).  BuusHue
UHIYKIUHA U30)EPMEHTOB MOXKET COXPaHAThCS B TEUCHUE
2 Hemenb TOCIE OKOHYAHWS TPUMEHEHHUsS 3Bepo0os
INpOABIPSABICHHOrO. B TOM ciywae, eciM mManMeHT
npuHUMaeT 3BepoOOW  MPOABIPSBICHHBIM, ClEdyeT
n3MepuTh nokazarenb MHO wu mnpekpaTuTh mnpueM.
MonutopupoBanue mnokazarenss MHO pomxHO OBITH
pEeryJisipHBIM, T.K. IOKa3aTellb MOXET YBEJIUYUBATHCS
pu OTMEHEe 3Bepo0osi poabIpsBIeHHOTO. [locne 3Toro
MOYKHO IPUMEHSTH BappapuH.

Kenvuenv (Panax ginseng) Bepositna wHaykius wMerabonu3ma BapdapuHa B
[IEYEHU. Heo0Oxomnmo n30erarhb COBMECTHOT'O
PUMEHEHHSI.

1uwesvie npodykmoi

Ilpooykmul numanus, cooepocawue | OcnabnsioT neficteue Bapdapuna.
sumamurn K.  Bonvwe  6ceco
sumamuna K cooeparcumces 6 3enenvix
osoujax (nanpumep, 3eneHb
amapauma, KO4aHHas — Kanycmad,
aBOKA00, OPOKKOMU, OPIOCCENbCKAs
Kanycma, Macio KAaHoaxd, —JuUcm
waivo, YK, KOpUawmop  (Kumsa),
02ypeuHas Koxicypa, YUKoputi, nioovl
KUBU, CANam-1amyk, Msamad, 3e1eHds
eopuuya, 0IUBKOBOE macio,
nempywa, — 20pox,  Qucmawixu,
KpAcHble  MOpCKUe  8000pOCIU,
secenHull IYK, coesvle O00bl, TUCMbSA
uas (HO He uaul-Hanumok), 3eleHb
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(OCAEQOBATENEROCTE 0018)

penvl, Kpecc-canam), nodmomy npu

Jevenuu eapgapunom ciredyem ¢
OCMOPOACHOCBIO  NPUHUMAMb 8
nuwy OanHvle npoOyKmul.

Bumamunv
Bumamun C CHIKEHHNE aHTHKOAryJITHTHOTO Y dekTa BapdapuHa.
Bumamun K CHmKeHHe aHTHKoaryiasHTHoro s¢dekra BapdapuHa

(T. k. BapdapuH Onokupyer cuHTe3 BuUTamMuH K-
3aBUCUMBIX (DAKTOPOB KPOBH).

Jlexapcmeennvie npenapamul, ycunusarowjue 3¢pghexm sapghapuna

Hazsanue Bo03MOXHBIN MEXaHU3M

IIpenapamul, enusaowue Ha Kpossb U OP2aHbl KPOBEMBEOPEHUs

Abyurxcumad JloTIOTHUTENIBHOE ~ BO3/ICWCTBHE  HA  CHUCTEMY
CBEpPTHIBAHUS KPOBH.

Tupogpuban JIOTIOTHUTEITEHOE BO3/ICHCTBUE HA CUCTEMY
CBEpThIBaHHSI KPOBH.

Onmugubamuo JIOTIOTHUTENIEHOE BO3/ICHCTBUE HA CUCTEMY
CBEpThIBaHHSI KPOBH.

Knonuooepen JIOTOTHUTEITEHOE BO3/ICHCTBUE HA CUCTEMY
CBEpThIBaHHSI KPOBH.

Tenapun JIonoaHUTENBHOE BO3ICHCTBUE HA CUCTEMY

CBEpThIBaHHSI KPOBH.

IIpenapamul, enusrowue Ha sncernyooyHo-kuweynvili mpaxm (JKKT) u oomen gewecmes

Lumemuoun BripaskenHoe MHTHOMpYIOIEe EHCTBUE HA CHUCTEMY
uutoxpoMa P450, mpuBozdmiee K - CHWKEHHIO
MeTtabonmm3ma BapdaprHa (B 3TOM ciydae ITUMETHINH
MO>KHO 3aMEHHUTh PAaHUTHUIMHOM WM (PaMOTHIMTHOM).

Tubenxnamuo VYcuneaune AHTHUKOATYJITHTHOTO NIEUCTBUS
BapdapuHa.

Owmenpa3zon VYcunenne AHTHUKOATYJITHTHOTO JNEUCTBUS
BapdapuHa.

IIpenapamul, 6030eticmsyrouyue Ha cepoOeyHO-COCYOUCMYIO CUCTEMY

Amuooapon CHmwxkenue Merabonu3Ma BapdapuHa IMOCie OJHOMN
HEJIET COBMECTHOTO TpuUMeHeHUs. DPheKT MOKeT
COXPAHATHCS B TCUCHHUE OJHOTO-TPEX MECSIIEB IOCIE
OTMEHBI aMHOJIapOHa.

Omaxpunosas kucioma Moxert ycunuBath 3p¢eKT BaphapruHa BCIEACTBUE
BBITECHEHHUS Bap(apruHa u3 OCIIKOBBIX CBS3EH.

Tunonunudemuueckue cpeocmea KonkypeHnust 3a MeTa0olu3M, OMOCPEIOBAHHBIN
(¢hrnysacmamun, cumeacmamut, m3odepmerntamu CYP2C9 u CYP3A4 .
PO3y8acmamu, empuoposur,
bezaghuopam, Knogubpam, 106acmamu,

genogudbpam)
Iponagenon CHmxenune Metabonmm3ma BapdapuHa.
Xunuoun CHikeHne cuHTe3a (DaKTOPOB CBEPTHIBAHUS KPOBH.
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savemiats ' BAPQAPHIT,  OHUARDYGHH ~ riu |
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Jluazoxcuo MoxeT
JIPYTYI0 BBICOKOCBSI3aHHYIO C O€ITKOM CyOCTaHIIUIO
13 OCJNIKOBBIX CBsI3EH.

Jlueoxcun VYcunenue AHTUKOATYJITHTHOTO apdexra
BapdapuHa.

IIponpanonon Ycunenue AHTUKOATYJITHTHOTO s dekra
BapdapuHa.

Tuxnonuoun VBennyeHne pucka KpoBoTeueHus. Heobxomum
KOHTPOJIb nokazaresst MHO.

Hunupuoamon IloBbIIEHNE KOHIIGHTpauuu BapdapuHa u
OUNUpUIaMoia  BCIEACTBHE  IOTEHUUPOBAHUS
spdexToB. [loBbllIeHHE pHCKA  KPOBOTEUEHUI
(remopparuii).

Jlepmamonocuueckue npenapamol

Muxonaszon (6 m. u. 6 hopme 2enst Ons
noiocmu pma)

CHmwkeHre COOCTBEHHOTO KIHMpeHca BapdapuHa H

IIOBBIIIIEHUE KOHIIEHTPAIUN BapdapuHa,
OITOCPEIOBAHHOTO n30()epMEHTAMH  CHUCTEMBI
uuroxpoma P450.

Mouenonosas cucmema u nososvie COPMOHDbBL

Cmepouodnwvie 20pMoHbL — aHADOIUYeCKUe
u/unu aHopo2eHHbvie
(Oanazon, mecmocmepoH)

CHxenue Metabonu3Ma BaphapruHa 1/ UK MpsiMoe
JIEHCTBHE HAa CUCTEMBI KOAryJysiuu U GuOpuHoIM3a.

FOpMOHbl 07151 CUCTEMHO20 NPpUMEHEHUA

Cpeocmea, snusrowue Ha WUMOBUOHYIO
Jrcenesy

Vcunenne Metadoam3ma BuTamMuH K-3aBHCHMBIX
(aKTOpOB CBEPTHIBAHUSL.

I'nrokazon Ycunenue AHTUKOAryJITHTHOIO JNENCTBUS
Bap(dapuHa.

IIpomusonooazpuueckue cpeocmaa

Annonypunon Ycunenne AQHTUKOATyJITHTHOTO JeNUCTBUS
Bap(dapuHa.

Cynvghunnupazon VYcunenne AHTUKOATYJIIHTHOTO JEUCTBUSA
BCJIEJICTBHE CHIDKEHUS ero Merabosimsma U

oclia0JieHus CBA3el ¢ OeIKaMu.

Aumubaxmepuanvhvie cpeocmsd

Tlenuyunnunsl 8 8bICOKUX 003AX
(KOKCAYULIUH, AMOKCUYULTUH)

Bo3moxxHoCTh MTOBBIIICHUS BEpPOSITHOCTH
KpOBOTEUYEHHSI, BKJIIOYasi KPOBOTEUEHUS M3 JIECEH,
HOCA, IMOSIBJICHUE HETUIIMYHBIX KPOBOMOJTEKOB WIIU
TEMHBIN CTYJI.

Tempayuxnumol B0O3MOXXHOCTE ~ yCWIEHHMsSI  aHTHUKOAryJISIHTHOTO
s dexra BapdhapuHa.
Cynvghanunamuowl (cynvghamemuson, Bo3MOXHOCTh ~ YCWJIGHHS ~ aQHTHUKOATYJSHTHOTO

cynvpaghypazon, cynvgpagenason)

a¢ddexra Baphapuna.

XuHononwl (yunpoghnokcayun,
HOP@IOKCAYUH, OIOKCAYUH,
epenagproxcayut, HaTMUOUKCO8AsL
KUC10ma)

CHmxenue Metabonu3ma Bapdapuna.
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Maxkponuower (azumpomuyuH,
KAAPUMPOMUYUH, S3PUMPOMUYUH,
POKCUMPOMUYUH)

rim oy
JUTG

CHikenne MeraGoituama Baptapita, = ===

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

IIpomusocpudrosvie cpedcmea
(¢nyxonazon, umpaxonasorn,
KeMmoKOHA30.], MEMPOHUOA30]1)

CHmxenune Metabonmm3ma BapdapuHa.

Xnopamegperuron

CHmwxenue Merabonmm3ma BaphapuHa, BBIPAKEHHOE
MHTHOMpYIOIee JIeHCTBUE HAa CHCTEMY IIMTOXpOMa
P450.

Legpanocnopumnwi (yeghamarnoon,
yeghanexcun, yegpmeHokcum,
yeghmemason, yeghonepason,

yeghypoxcum)

VYcunenne addexra  BapdapuHa  BCIECICTBHE
II0AaBJICHUSA CHHTE3a BUTAMHWH K-3aBucumbix
(GakTOpOB  CBEpPTHIBAHUS  KPOBH W JIPYTHUX
MEXaHHU3MOB.

Cynvghamemorcazon-mpumemonpum

CHmxenne Metabonmm3ma BapdapruHa W BBITECHEHUE
Bap(apuHa U3 CalTOB CBA3BIBAHUS C OCITKaMH.

Hpomueoeocnaﬂumeﬂbnble cpedcmea

IIpeonuszonon/npeonuzon

NurunbupoBanne meradonusma BapdapuHa

Anmueenvmunmuule cpeocmea

Jlesamuzon

Ycunenne
BapdapuHa.

AHTHUKOAr'yJIIHTHOT'O

apdexra

IIpomueokauinesvie npenapamol YeHMpPAIbLHOLO OElUCEUs.

Kooeun

KomOuHnanus kogenHa 1 napaneTaMmosia yCHInBaeT
aKTUBHOCTH BapdapuHa.

Cpedcmea Om MbIULEYHbLX, CYCMABHBIX U KOCNMHbLX bonetl

Auemwzcwzuuwzoeaﬂ Kucioma

BritecHenne Bapdapuna u3 arbOyMHUHOB TIJIa3Mbl
KpOBH, OrpaHUYeHHE MeTabomn3Ma BaphapuHa.

HIIBII (azanponasoH, uH0omemayuH,
OKCUGEeHOYMA30H, NUPOKCUKAM, CYIUHOAK,
MOIMemUH, (henpasoH, YeireKokcuo u

opyeue)

Konkypennust 3a MeTa0oIu3M, OCYIIECTBISEMBIN
n3odepmentamu muToxpoma P450 2C9.

Jeghnynomuo

Orpannuenue Merabonm3ma BaphapuHa,
onocpenoBanHoro uzopepmernrom CYP2CO.

THapayemamon (ayemamurnopen)
(ocobenHo mocne 1-2 Henenb
IIOCTOSIHHOTO TPUMEHEHMUS])

Orpannyenue  MetabonmuzMa  BapapuHa  HIU
BIIMSHHE Ha 0Opa3oBaHHE (DAKTOPOB CBEPTHIBAHHS
(maHHBIN AP PEeKT He MPOSABIAETCA PH PUMEHEHUU
MeHee 2 T rmapareraMmosa B CyTKH).

Denunboymazou

CHmxenue MmertabonusMma BapQapuHa, BBITECHEHUE
BapdapruHa W3  CAWTOB CBS3BIBAaHHSA C OeTKamH.
JIaHHYI0 KOMOHMHAIUIO CIIeIyeT N30eraTh.

Hapromuueckue ananveemuxu
(Oexcmponponokcuger)

Ycunenue AHTUKOATYJITHTHOTO
BapdapuHa.

apdexra

IIpenapamul, 6030eticmsyrowjue Ha YeHMPATbHYIO HEPEHYIO CUCTEM)

IIpomusosnunenmuueckue cpeocmea
(hocpenumoun, chenumour)

BriTecHenne BapdapuHa U3 CalTOB CBS3BIBAHHS C
Oenkamu, TOBBIIEHUE MeTaboIM3Ma BapdapuHa.

12
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COOTBETC TEn'ET SKCTNEPTHOMY OTYETY

Tpamaoon KonkypeHuust 3aII MeTaéS%MEi I&‘i(J)EBEﬁESBIaT_—'IIPITIB
m3odepmerntom CYP3A4.
Aumuodenpeccanmul — ceneKmusHble Orpanunuenue merabonusma Bapdapuna. Ilonararor,

UHSUOUMOPbL 0OPAMHO20 3aX6AMA
cepomonuna (CHO3C) (¢hnyoxcemun,
@nysokcamum, napokcemun, cepmpanut)

yro CHO3C orpannumnBator m3odepment CYP2CO.
On SIBJISICTCS n3odepMeHTOM, KOTOPBIi
MeTabonu3upyeT Haubolee CHUIBHOICHCTBYIOIINN
m3omep S-Bapdapun. Kpome toro, u CHUO3C, u
BaphapuH MPOYHO CBSA3BIBAIOTCS C AITBOYMUHOM.
[Ipu Hamuuuu 00OMX YBENWYMBAECTCSI BO3MOXHOCTH
BBITCCHEHHUS OJIHOTO U3 COCTMHEHUI U3 allbOyMHUHA.

Xnopaneuopam MexaHu3M B3aMMOJEHCTBUSI HEU3BECTEH.

Humocmamuxu

Dmopypayun Cuwxenne  cuHtesa  m3odpepmenta  CYP2CO,
MeTaboIM3UPYIOIHX BapdapuH.

Kaneyumabun Camxenne cuate3a m3odepmenta CYP2C9.

Hmamunub KonkypeHTHOe mopaBieHHE CUHTE3a H30(epMeHTa
CYP3A4 u nonaenenue metabonusma Bapdapuna,
orocpenoBanHoro uzogpepmentamu CYP2C9 wu
CYP2D6.

Hgpocghamuo [TonaBnenue cunte3a uzodepmenta CYP3A4.

Tamokcugen Tamokcuden, marudourop wmzodepmenta CYP2C9,
MOJKET TOBBIIIATh KOHIEHTpanuio BapdapuHa B
CHIBOPOTKE KPOBH BCIEACTBHE CHUXEHHS €ro
MeTa0oIM3Ma.

Memompexcam Ycunenne addexra  BapdapwHa  BCICICTBHE
CHIDKEHMSI CHHTE3a NPOKOATyJISTHTHBIX (PaKTOPOB B
MICYCHH.

Tecagyp YcuseHnue aHTUKOAryJITHTHOTO ¢ dexTa BaphapuHa.

Tpacmy3zymab YcusneHnue aHTUKOAryJITHTHOTO 3¢ dexTa BaphapuHa.

Dymamuo Ycusenue aHTUKOAryJIsTHTHOTO ¢ dexTa BappapuHa.

Luxnopocghamuo BepositHOCTB U3MEHEHUS AQHTUKOATYJIATHOTO

spdexra BaphapuHa, Tak Kak LUKI0(ochamus
SBISIETCSI TPOTHBOOIYXOJICBBIM CPEJICTBOM.

UMm0m0KCM‘l€CKM€ npenapamal

Dmonosuo

Bo3MOXXHO yCWIIeHHE aHTHKOAryiasHTHOTO 3¢dekTa
KYMapHHOB.

HmmyHnomooynamopul

Anvgha- u bema-unmepghepon

VBeIMYeHne  aHTUKOATYJSIHTHOTO  3(dexta U
NOBBIIICHWE  KOHLEHTpauuu  BapdapuHa B
CHIBOPOTKE KPOBH  BBI3BIBAET  HEOOXOIUMOCTh

CHWKEHUS 710361 BapdapuHa.

Hpenapambz 0715 IeYeHUsl 348UCUMOCIU

Jucynvpupam

CHmxeHune Metabonmm3ma BapdapuHa.

Jluypemuku
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 27.05.2026 N= 10516

Memonason Yeunennd antuxoat YsHTAGHO SQOEKTS Bapdapuaa. |’
Tuenunoeas kucioma YcusneHnue aHTUKOAryJITHTHOTO 3¢ dexTa BaphapuHa.

IIpenapamul ons neueHuss OpOHXUATLHOU ACTMbL

3aguprykacm [ToBbIIEHNE KOHIIEHTpaMu M ycwieHue 3¢¢dexTa
3auprnykacta Ha (oHE mpUMEHEHHs BapapuHa
BCJICJICTBHE W3MCHECHHSI MeTaboar3Ma
3adupiykacra.

T'unoanukemuueckue npenapamal

Tpoerumaszon CHWKEHHE  KOHIICHTpPAlMM WM  OCJialJIeHne
spdekra BapdapuHa  BCIEACTBUE  U3MEHEHUS
MeTabosi3mMa BaphapuHa.

Baxyunwr

IIpomusozcpunnosnas 6akyuna B0o3MOXHOCTh  YCWJIGHHS  aQHTHUKOATYJSTHTHOTO
nercTBus BapdapuHa.

Ilpomusomanapuiinsie npenapameol

IIpozyanun B0O3MOXXHOCTE ~ yCWIEHHMsSI ~ aHTHUKOAryJISIHTHOTO
neicTBus  BapapuHa 1O JAHHBIM  OTJENBHBIX
COOOIIEHHUH.

1uwesvie npodykmoi

Knioxkea KmrokBa ~ cHmxkaer — MmerabomusMm  BapdapuHa,
onocpenoBanHbiii n3odepmertom CYP2C9.

Tonusupyrowue nanumxku, cooepacawjue | YorpedieHue 001b11I0TO KOJMYECTBA

XUHUH TOHM3HMPYIOIUX HAIMTKOB, COJAEPKAIIUX XUHHH,
MOXKET IIOBJIEYb 3a CcO000H  HEOoOXOOUMOCTH
CHIDKCHHUS TI03b1 BapdapuHa. Hannoe

B3aNMOJENCTBUE MOYKET OBITH 00BSACHEHO
CHMXCHHUCM CHHTC3a B IICUCHH HpOKany.H}IHTHBIX

(hakTOpOB.
Tunkeo (Ginkgo biloba), uecnok (Allium | IloreHuupoBaHue AHTHKOATyJITHTHOTO/
sativum), 0sieunb 1eKapCcmeeHHblil aHTUTpOMOOIIUTApHOTO 3(PheKTa MOKET YBEIHUUTH
(Angelica sinensis), nanaiisn (Carica PUCK KPOBOTCUCHHIA.

papaya), wanget (Salvia miltiorrhiza)

Bewecmsa, cnudscarowue unu ycurusarowue 2¢pghexm sapgapuna

HasBanue Bo3MOXHBIN MEXaHU3M

IIpenapamul, 8030elicmgyrowue Ha cepoeyHO-CoCYOUCMYIO CUCTEMY

Husonupamuo Moxer ocnabuTh WM YCHIMTh aHTUKOAryJISTHTHBIA
s dexT BapdapuHa.

Buonozuuecku akmuesnvie 0ob6asku

Kosnzum-Q10 Kosu3um-Q10 mMoker ycuwiMBaTh WJIM TMOJABISATH
abdekr BapdapuHa Wu3-32 OJHOPOJHON XHUMUYECKOM
CTPYKTYpPBI MKy KO3H3UMOM-Q 10 1 BuTamunom K.

Hpoque seujecmeda

Omanon (ankozons) WurubupoBanue wWid HMHIyLIHPOBAaHUE MeTaboin3Ma
Bap(apuHa.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 27.05.2026 N2 10516

[l o B B o W e o gy

(OCAEQOBATENEROCTE 0018)

HasBanue ‘ Bo3MOxkHBINM MEXAHU3M.

IIpenapamul, 8030elicmgyrowue Ha cepoeydHO-coCYOUCMYIO CUCTEMY

Husonupamuo Moxer ocnabuTh WM YCHIHTh aHTUKOAryJISIHTHBIA
s dexT BapdhapuHa.

I nroxozamun Mosxer ysenunuuBaTh mnokasatenqbr MHO mnanueHTos,

(penapayuu mxanel cmumynamop) | OAHOBPEMEHHO  MPUHUMAIOMIMX  TJIIOKO3aMUH U
nepopaibHble aHnTaroHucTsl ButamuHa K. HeoOxomaumo
KOHTPOJINPOBaTh ITalUEHTOB B MOMEHT Hadajla H
3aBEpUICHMS JICUEHHUS] [NIFOKO3aMUHOM.

B cnyuae oIHOBpEeMEHHOro NpHUMEHEHHS BaphapyHa U BBIIIEHIEPEUUCICHHBIX MPernapaToB
HeoOxoauMo mpoBouTh KOHTposib (MHO) B Hawane M B KOHIIE JICUYEHHS, M, 1O BO3MOXKHOCTH,
yepes 2—3 HeAeNnu Nociie Hayalla Teparuu.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JAKTALMSA

JKeHIIMHEI ¢ JIETOPOIHBIM ITOTSHITNAIOM

JKeHImMHBI  PempOMyKTUBHOTO  BO3pacTa JOJKHBI  HCIONB30BaTh J(PPEKTUBHBIE METOJBI
KOHTpALENLUU B IEPUOJ IPUMEHEeHHsI BapdapHrHa.

bepemeHHOCTD

Bapdapun ObICTpo MpoHHMKAeT yepe3 IUIAleHTY, OKa3bIBaeT TEPATOTeHHOE ICWCTBUE Ha IUIOJ,
MPUBOJI K PAa3BUTUIO Bap(hapHHOBOTO CHHApOMA y Iuioga Ha 6-12 Henene OepeMEHHOCTH.
[IposiBiieHUsT NaHHOTO CHHIpPOMA: Ha3aJbHAs TUMOIUIA3Hs (CeUTOBHAHAS nedopMmanus Hoca U
APYruc XpsuieBLIC I/I3M€H€HI/I}I) U TOYCYHHASA XOHAPOAUCIUIA3UsA TIpU PCHTTCHOJIOIMYCCKOM
nccaenoBaHuu (0OCOOCHHO B MO3BOHOYHUKE M JIJTMHHBIX TPYyOUaThIX KOCTSIX), KOPOTKHE KHCTH M
NaJbLBI PYK, aTpOo(ust 3pUTETHLHOTO HEPBA, KaTapaKTa, BEAYyIas K TMOJTHON MM YaCTUYHOH CIIETOTe,
3a7iepKKa YMCTBEHHOTO U (PU3UUECKOTO Pa3BUTHS U MUKpPOIIe(ausl.

[Ipumenenue BapdapuHa BO BpeMsi OCPEMEHHOCTH MOXET BBI3BIBATH BPOXKJIECHHBIC TOPOKU
Pa3BUTHA U IPUBECTU K CMEPTH IIJIOJA.

[Tpenapat Bapdapun ILITAJIA Henp3s NPUMEHSTH B TIEPBOM U TPETHEM TpUMeCTpe OEpeMEHHOCTH.
ITpumenenue BapdaprHa HE PEKOMEHAYETCS B OCTaBIIMECS CPOKH OEpPEMEHHOCTH, KPOME CIydaeB
KpaifHelt He0OXOIUMOCTH.

JlakTamus

Bapdapun Beigensercss B rpyJHOE MOJOKO, HO TIPU IMpHUEME TeparneBTUYECKUX 103 BapdapuHa HE
OKH/1a€TCsl HEraTUBHOTO BIIMSIHUS HAa BCKApMIJIMBAEMOT0 peOCHKa.

[Tpenapat Bapdapun IITAJIA MOXXHO NPUMEHSATH BO BPEeMsl TPYJHOTO BCKapMIIMBAHUS B Cllydae,
€CJIH 110J1b3a JUI1 MaTepH MPEBBIIIACT 0KUJAEMBbIil PUCK IS peOeHKa.

DepTHIbHOCTD

Jlannble o BIUsSHUM BapdapuHa Ha GepTHIBHOCTh OTCYTCTBYIOT.

4.7. BiusiHHe Ha CHOCOOHOCTH YNPAaBJATH TPAHCHOPTHBIMHM CpeACTBAMHM H padorarh C
MeXaHM3MaMH

HccnenoBanuii mo wu3yueHuro BiusHHs npernapata Bapdapun ILITAA Ha cnocoOHOCTH K
YIIPABJIEHUIO TPAHCIIOPTHBIMH CPEACTBAMHU U UCIIOJIb30BAHUIO0 MEXAHU3MOB HE IIPOBOAMIIOCH.

BoszneiictBuss Ha CcmocoOHOCTh  YNPaBiATh TPAHCIOPTHBIMH CpeICTBAaMM W paboTaTh ¢
MEXaHU3MaMH HE OKa3bIBaET.
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(NMOCNEQCBATENEHOCTE 0018)

4.8. HexkenaTesibHbIe peakmum

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

Pe3roMe HexxeNnaTeIbHBIX peakIui

HexxenatenbHple peakiuu yHOPsIOYECHBI COTJIACHO Kiaccudukanuu BceemMupHO#l opraHuzamuu
31paBOOXPAHEHHUS 10 YACTOTE€ BCTPEYAEMOCTH U CHUCTEMHO-OPIaHHOMY KJIACCy B COOTBETCTBHUU C
MEIUIIMHCKUM CJIOBapeM JjIs HOpMaTUBHO-TIPaBOBOil aestenbHocTd MedDRA

oueHb yacTo (>1/10);

gacto (>1/100, HO <1/10);

HeuacTo (>1/1000, Ho <1/100);

penko (>1/10000, vHo <1/1000);

oueHsb peako (<1/10000);

9YacTOTa HEM3BECTHA (HA OCHOBAHWHW MMEIOIIMXCS TAHHBIX OIICHUTh HEBO3MOIKHO).
Hapywenus co cmopoHul Kpogu u tumgamuueckou cucmembl

OueHb YacTo: KPOBOTOUYHUBOCTD B PA3JIMYHBIX OpTraHax.

Hapywenus co cmopoHvl umMmyHHOU cucmembl

YacTo: peakiuy THIepYyBCTBUTEILHOCTH, OCOOCHHO TOCIIE [UTUTEIBHOTO TPUMEHEHHSL.
Hapywenus co cmoponul cocy0og

Peaxo: cuHIpOM (HOIETOBOTO MajbIla, BACKYJIHUT.

OueHb peaKo: X0IeCTepuHOBas HIMOOIHSI.

Hapywenus co cmopoHul dicey0ouno-KuueyHo2o0 mpakma

Yacro: pBoTa, TOIHOTA, JUapesl.

OueHb peniko: MeJeHa.

Hapywenus co cmopoHul neueHu u scenueblo0auux nymei

Penxo: moBbIIeHNE aKTUBHOCTH «IIEYEHOYHBIX» (PEPMEHTOB, JKENITYyXa.
Hapywenus co cmopoHbl Kodcu u NOOKOMCHBIX MKAHelU

Penko: Hekpo3 KOXH, ajonenusi, KOXKHasl Chlllb, KPAIMBHUIIA, KOKHBIM 3yJ, 3K3€Ma, JaJOHHO-
MMOJOIIBEHHBIA CHHAPOM.

YacToTa HEM3BECTHA: KATBIU(UITAKCHSI.

Hapywenus co cmopoHuvl nouex u Mouesvi8005auux nymeil

Penko: medpur, yponutuas.

YacroTa HensBecTHA: He(hpomaTus, aCCOMUPOBAHHAS C TIPUEMOM aHTUKOATYJITHTOB.

Onucanue OTAEILHEIX HEKETaTENbHBIX PEAKIIUNI

Kposomeuenus

3a roJ KpoBOTEYEHUs HAOIIOAAIOTCSA MPUMEPHO B 8 % ciy4yaeB cpeAu MalUEeHTOB, MOIYYarolUX
Bappapun. M3 wux 1,0 % kmaccupummpyercs Kak  TsDKenble  (BHYTpUYEpEIHBIE,
pEeTPONEepUTOHHANIEHBIE), TPUBOAAIINE K TOCIUTAIN3AMN WK TepenuBaHuio KpoBu, u 0,25 % kak
¢daranbuble. Hambomee dacTelii  (akTop pHCKa [UIS BO3HUKHOBEHHS BHYTPHUYEPEITHOTO
KPOBOM3IIHMSIHUS — HEJIEUEHHAsl WIIM HEKOHTPOJIMPyeMasi apTepruasibHasi THIICPTCH3HA.
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BepositHocTh KpoBOTEUeHUs TToBbIaeTcs, ecian MH( 3Haqnf&%ﬁi%;eﬁié}_lg£ky%ogﬁhl EI:J‘IIII/I

KpoBoTeueHue Hauyanock npu MHO, Haxonsmemcs B mpefenax LEJIeBOr0 YpOBHS, 3HA4YUT
CYILIECTBYIOT JPYTHe COMYTCTBYIOIINE YCIOBUS, KOTOPBIE TOJKHBI OBITh UCCIIEIOBAHBI.

[TpumepaMu TOJOOHOTO OCJOXKHEHHUSI SBJSIIOTCS HOCOBBIE KPOBOTEUEHHsS, KpPOBOXAapKaHbE,
reMaTypus, KpOBOTEYCHHME M3 JI€CEH, KPOBONOATEKM Ha KOXKE, BarMHAJIBHOE KPOBOTECUYCHHE,
CYOKOHBIOHKTUBAJIbHOE KPOBOTEUEHUE, KPOBOTEUCHUE U3 MPsIMOM Kumiku 1 1pyrux oraenos KKT,
BHYTPHUYEPEITHOE KPOBOTEYEHUE, MPOJOKUTEIBHOE WM OOMIBHOE KPOBOTEUEHHE IOCIE TPaBM
Wi onepauuid. MOXXHO 0XHMIATh pPa3BUTHS KPOBOTEUEHHUI, B TOM 4YHCIE TSKEIBIX, B JIOOOM
oprase. Y MalMEHTOB, NOJIYYaBIIUX JUIMTEIBHOE JICYEHUE AHTUKOAryJISHTaMM, COOOIIAIOCh O
pPa3sBUTHM KPOBOTEUEHHUH, MPHUBOJMBIIMX K CMEPTH, TOCHHUTAIM3ALMU WIH K HEOOXOIMMOCTHU
IIEPEIIMBAaHUS KPOBH.

K He3aBucuMmbIM (hakTOpaM pHCKAa 3HAYUTEIBHOTO KpPOBOTEUEHHUS BO BpeMs NPUMEHEHHUS
Bap(apruHa OTHOCSTCS: IOXKUJIONW BO3PACT, BBICOKMH YpOBEHb AHTUKOATYJSLMM, WHCYJIbT B
aHaMHe3e, >KeIyJOYHO-KUIIEYHOe KPOBOTEUCHHWE B aHAMHE3€, COIMYTCTBYIOIIME 3a00JeBaHUS U
bubpmsanms npeacepauid. Y nanueHtoB ¢ noaumopduzmom CYP2C9 (cm. pasmen 5.2.) Moxer
OBITh NOBBIIICHHBIN PUCK YPE3MEPHO aHTUKOATYJIIHTHOTO JEHCTBHS U Pa3BUTHS KPOBOTEUCHUU. Y
TaKUX MalHEeHTOB cJelyeT TIATeIbHO MOHUTOPUPOBATh YpOBHHU reMornodouHa 1 MHO.

Hexkposwv

KymapuHOBBITT HEKpPO3 — penKoe OCIOKHEHWE mMpu JedeHun BaphapuHoM. Hekpo3 o0O0bIHO
HAYMHACTCS C OMyXaHUs M MOTEMHEHHS KOXXM HIDKHUX KOHEYHOCTEH W AromuIll Win (pexe) B
npyrux mectax. [lo3nHee mopaxeHusi CTaHOBATCA Hekpornueckumu. B 90 % ciydaeB Hekpo3
pasBuBaercsa y >xeHIIuH. Ilopakenust Habmomatorcs ¢ 3-ro mo 10 geHp mpuema mpenapata, H
ATHOJIOTHUS MPEAINONaraeT HeA0CTaTOYHOCTh aHTUTpoMOudeckoro npoterHa C uinu S. Bpoxxaennast
HE/IOCTaTOYHOCTh AITHX MPOTEHMHOB MOXET OBbITh NPUYMHOM OCIOXKHEHHUH, MO3TOMY IpHEM
BapdapuHa JO0KEH HAYMHATHCS OAHOBPEMEHHO C BBEJCHHEM TelapuHa U MallbIMH HayaJlbHBIMU
no3aMu mpernapara. Ecin BO3HHMKaeT OCIOXXKHEHHME, TO NpuUeM BapdapuHa NpPEKpaIlaoT Hu
MIPOJOJIKAIOT BBEACHUE T'ellapuHa /10 3aKUBJICHUS WIH pyOlLeBaHUs TOPAKESHHI.

JIa0oHHO0-n000wWeeH bl CUHOPOM

OueHb peIKoe OCIIOKHEHUE MTPU Tepanuu Bap(hapuHOM, €ro pa3BUTHE XapaKTEPHO CPEIN MYKUHH C
aTepockiepoTudeckuMu 3aboneBanusiMu. Kak mpenmnonaratoT, BaphapuH BBI3BIBAET reMOpparuu
aTepOMAaTO3HbIX OJISLIeK, MNPUBOAALIME K MHKpodMOonusM. Bcerpeuaiorcss cummeTpuyHbie
MypIypHBIC MOPAKEHUSI KOXKU MaJbIEB U MOAOIIBI CTOI, COMPOBOXKIAIOIINECS KI'YIUMHU OOJISMHU.
[Tocne npekparenus npuema BapdapuHa ykazaHHbIE CAMITOMBI IIOCTEIIEHHO UCYE3at0T.

IIpouue

Peakuuu runepuyBCTBUTENILHOCTH, MPOSIBIISIIOIINECS B BUIE KOKHOM CBIMU, U XapaKTepU3yIOIIHecs
06paTI/IMBIM IIOBBIINICHUEM AKTUBHOCTU «IICUYCHOYHBIX» (bepMeHTOB; XOJIECTAaTUYCCKUM I'CIIaTUTOM,
BAaCKYJINTOM, ITPHANTU3MOM, OOpaTUMOH aJionennel U KaIbIIU(pUKAIINEH Tpaxeu.

COO6H_I€HI/I€ O ITOA03PECBACMBIX HCXKCIATCIbHBIX PCAKIIUAX

BaxHo coo0mare O MOJO3PEBAaEMbIX HEKENATENIBHBIX PEAKIMSIX IOCIe PerucTpanuu
JICKapCTBEHHOT'O Iperapara ¢ IeJbl0 00ecredeHus] HEeNpephIBHOTO MOHHUTOPUHIA COOTHOIICHHS
«I0JIb3a — PHUCK» JIEKApCTBEHHOrO Ipenapata. MeAMLIMHCKUM pPAOOTHUKAM pPEKOMEHIyeTCs
coo0mIaTh O JIOOBIX MM0I03PEBAEMBIX HEKENATENbHBIX PEaKIMIX JEKApCTBEHHOTO Mpernapara yepes
HallMOHAJIbHBIE CHUCTEMBI COOOILEHHS O HEXENATeNbHbIX PEAKIHUAX TOCYAApCTB — UICHOB
EBpa3uiickoro 5KOHOMUYECKOTO COHO3A.

Poccutickas ®@edepayus

®enepanbHas ciryx0a 1o Haa30py B cdepe 3ApaBOOXpaHECHHUS
Anpec: 109012, r. MockBa, CnaBstHCKas T101Iaab, a. 4, ctp. 1
Tenedon: +7 800 550 99 03
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DnektpoHHas nmovra: pharm@roszdravnadzor.gov.ru win npr@'ﬁc'r_slz-d;lgfﬂgdpzﬁr Ed_lvl:rﬁ OCTL 0018)

Caiit: https://roszdravnadzor.gov.ru/

Pecnyonuxa Apmenus

«IleHTp 3KCHEepTU3bI IEKAPCTB U MEAULMHCKUX TexHoiorui» ['HKO
Anpec: 0051, . Epesan, nip. Komuraca 49/5

Tenedonsr: (+374 10) 20-05-05, (+374 96) 22-05-05

DnekTpoHHas nmoyra: vigilance@pharm.am

Caiit: http://pharm.am/

Pecnyonuxa benapyco

VII «lleHTp 2KCnepTu3 U UCIBITAHUM B 31PaBOOXPAHCHUN
Anpec: 220037, r. MuHck, nep. ToBapuieckuii, 2a
Tenedon: +375 (17) 242-00-29

®axc: +375 (17) 242-00-29

DnexTpoHHas nmouta: repl@rceth.by

Caitr: https://rceth.by/

Pecnybnuxa Kaszaxcman

PI'TI na IIXB «HanuoHanbHBIM LEHTP SKCHEPTU3bI JIEKAPCTBEHHBIX CPEIACTB M MEIULIMHCKHUX
m3nenmity  Komurera MemuuuHCKOrO #  (papManeBTUYECKOrO0 KOHTpoONisi MuUHHUCTEpCTBa
3napaBooxpanenus Pecnybnuku Kazaxcran

Anpec: ZOOT6ES, r. Acrana, paiion baiikonslp, yi. A. ImaHoBa, 13

Tenedon: +7 (7172) 235 135

OnexrponHas noura: farm@dari.kz

Caitr: https://www.ndda.kz/

Kuvipevizckasn Pecnybnuka

JlemapTamMeHT JIEKapCTBEHHBIX CPEJCTB U MEAUIIMHCKUX U3/1eauil MUHHCTEpCTBA 3ApaBOOXPAHEHHUS
Keipreizckoit PecrryOnmku

Anpec: 720044, r. bumikek, yia. 3-a Jlunus, 25

Tenedon: 0800 800 26 26

OnektpoHHas moura: pharm@dlsmi.kg

Caiit: https://dlsmi.kg/

4.9. Ilepeno3upoBka

CHMIITOMBI

[TokazaTens >(pPEeKTUBHOCTH JICUCHHS] HaXOAUTCS HA TPAHUIIE PAa3BUTHUS KPOBOTCUCHHM, TTOITOMY
Py TEPEeJO3UPOBKE MOTYT BO3HUKATh KaK HE3HAYUTENbHBIC (HAPUMEpP, MHUKPOTeMaTypHs,
KPOBOTOYMBOCTH JIECEH U T. I1.), TaK U TSIKEIBIC KPOBOTCUCHHUSI.

Jleuenune

B nerkux ciydasix I0OCTaTOYHO CHU3UTH 103y Ipenaparta WX IMPEKpaTUTh JICYEHUE Ha KOPOTKUMN
Cpok. B Teuenume mepBoro uvaca mocie NEpPEIO3UPOBKU MOXKET OBITh A(PPEKTUBHBIM MPUEM
aKTUBUPOBAHHOT'O YIJISl BHYTPb.

HpI/I HC3HAYUTCJIbHBIX KPOBOTCUCHUAX NOCTATOYHO MPCKPATUTH NPHUEM HpcrapaTta 10 AOCTHUIKCHUSA
nenesoro 3HaueHns MHO. Eciam anTukoarynsHTHas Tepanusi MOXKET OBITh IPHOCTAHOBJICHA,
IMOKa3aHO BHYTPUBCHHOC BBCACHUC IMMPCIIAapaTOB BUTAMHUHA K.

B cnyuae pa3BUTHS TSDKEIOrOo KpOBOTEUEHHS MOKAa3aHO BHYTPUBEHHOE BBEICHHE KOHIIEHTpaTa
(hakTOpOB CBEPTHIBaHUS KPOBH (IPOTPOMOMHOBOTO KOMIUIEKCA) MITH CBEKE3aMOPOKEHHOMN TITa3MBl.

Ecnm mepopasibHbIe aHTUKOAryJISIHTHI TIOKa3aHbl K HA3HAUYCHUIO B JAJIbHEHIIIEM, HEOOXOIUMO
n30erath MPUMEHEHUs OONBININX 103 BUTaMUHA K, T.K. pe3UCTEHTHOCTh K Bap(apuHy pa3BUBACTCS
B T€UEHUE 2 HEIEb.
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(NMOCNEOOBATENEHOCTE 001

COOTBETCTEYET 3KCNEPTHOMY O

it
0
ol

B CJ1yda€ HC3HAUYUTCIIbHOT'O KPOBOTCUCHHUA

Snauenue MHO Pexomenoayuu

<5,0 [Ipomyctuth cnenyronryro no3y npemnapara Bapdapun [ITAJIA u
npojoiDKaTh — mpueM  Oojiee  HU3KUX 03 HpU  JOCTHXKEHHHU
TeparneBTuyecKkoro 3HaueHus MHO

5,0-9,0 [Iponyctuts 1-2 no3er npenapara Bapdapun ILITAA u npomokuTh
npueM 0ojiee HU3KUX J03 MPHU JOCTHKEHUH TEPareBTUYECKOTO 3HAUYCHUs
MHO.
JINBO:
[Iponyctuts 1 no3y mpenapara Bapdapun IHITAJIA u Ha3HAuUTH
BuTamMuH K B no3zax 1,0-2,5 Mr BHYTpb.

>9,0 [Ipexpatuts npuem npenapara Bapdapun ILITAIA, Ha3HaYUTH BUTAMUH

K B no3ax 3,0—5,0 Mr BHYTpb.

[TokazaHna oTMeHa npemnapara

Snauenue MHO Pexomenoayuu

5,0-9,0 — [Ipexpatuts puem npenapara Bapdapun IIITAJIA, Ha3HauaTh BUTAMUH
IUTaHUPYETCS K B mo3ax 2,0—4,0 mr BHYTpS (32 24 yaca 10 IIIaHUPYEMOU ONeparinn).
XUPYpPrUIecKoe

BMENIATEIbCTBO

> 20,0 wmm | Haznauuts ButamuH K B no3ax 10,0 Mr nyTem MeJIeHHON BHYTPUBEHHOU
CHUJIbHOE nHpy3un. IlepenuBaHue KOHIIEHTPATOB (AKTOPOB MPOTPOMOMHOBOTO
KPOBOTECUYCHHE KOMIUIEKCA WITH CBEXXE3aMOPOKEHHOM IJIa3MBbl, WIH ETbHOU KPOBH.

TYETY

[Ipy HEoOXOMMMOCTH TIOBTOPHOE BBEACHHE BUTaMHHA K Kaxibie
12 gacos.

[Tocie mpoBeneHMs edeHNsT HEOOXOMMO JUTUTENbHOE HAOIIOICHHE 3a MAlMEHTOM, YUUTHIBas TO,
YTO MEPHOJ MOJTyBbIBeAeHUs BaphapuHa coctasisieT 20—60 yacos.

5. DPAPMAKOJIOTMYECKUE CBOMCTBA
5.1. ®apmakoanHaMH4YecKHe CBOICTBA

dapMakoTeparieBTHYEeCKas ITpyIna: aHTATPOMOOTHYIECKHIE CPE/ICTBA; aHTAarOHUCTHI BUTamuHa K.
Kox ATX: BO1AAO3.

Mexanusm neiicTBus U dhapMakoguHaMudeckue 3hQexTo

Bapdapun — anTHKoarynsHT HempsMoro aeiictBus. I[lomaBnser B meueHu cuHTE3 BUTamMuH K-
3aBucUMBIX (hakTopoB cBepThiBaHusi KpoBu (II, VII, IX u X) u 6enkoB C m S. OnTtumanbHOE
AaHTHUKOATyJIIHTHOE JieiicTBUe HaOmogaercs Ha 3—5 1eHb oOT Havyana mnpuMmeHeHus. Ilocrie
MpeKpalieHus mprueMa BapQapruHa BOCCTAaHOBJICHUE aKTHBHOCTH BUTaMUH K-3aBUCHUMBIX (aKTOpPOB
CBEpPTHIBAHUS KPOBU MPOUCXOAUT B TeueHue 4—5 nueid. Bapdapun He oka3bIBaeT MpsIMOTO BIMSHUS
Ha chopMUpOBaBIIMICS TPOMO M HE YCTPaHSIET UIIEMUYECKOE IMOBPEKICHUE TKAHEH.

5.2. apmakoKnHeTHYECKHE CBOIICTBA

Bapdapun npencrasisier coboit pamemuueckyro cmech R- m S-sHanTHOMEpOB. Y demoBeka S-
SHaHTHOMEp (JIEBOBpAIIAIONIUi n30Mep) obiagaeT B 2—5 pa3 Oosiee BBICOKOW aHTHKOATYJISTHTHOM
aKTUBHOCTBIO, 4eM R-3HaHTHOMED (IIpaBOBpaIatOIMi U30MEp), HO B OONBIINHCTBE CIIy4aeB UMEET
Oosee OBICTpPBII KJIMPEHC.
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ot 27.05.2026 N2 10516

Abcopbuus (MOCNEQOBATENEHOCTE 0018)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

[locne mnpuema BHYTPh BapdapuH NpakTUYecKH MoNHOCThIO abcopbupyercs B KKT.
OIHOBpPEMEHHBIH TpHEeM MHIIM 3aMeuIsieT adcopOLuio, HO HE YMEHBIIAET €€ KOJIMYECTBEHHO.
MaxkcumanbHast KOHIIGHTpAaLKs: OOBIYHO JIOCTUTAETCS B TEUCHHUE MEPBBIX 4 4aCOB MOCTE MPHEMa.

Pacnpenenenue

Cesi3piBaHme ¢ OelkaMu TUIa3Mbl KpOBH cocTaBisier 97-99%. BapdapuH uMmeeT OTHOCHUTEIBHO
HeOONbIION Kaxymuiics o0beMm pacnpenenenust (okono 0,14 n/kr). Ilocme OpvicTporo
BHYTPUBEHHOTO BBEJICHHUS WM TIpUe€Ma BHYTPb BOJHOTO pAacTBOpa UIMTEIBHOCTH (Pa3bl
pacmpeneneHus coctasisieT oT 6 10 12 gacoB. PacueTHsie 00bemMbl pacnipenenenust R-Bapdapuna,
S-Bapdapuna u panemara 0 JMHAKOBBI.

Bapdapun pacnpenensiercst B me4eHH, JETKUX, CEIE3EHKE U MOYKaX, MPOHUKAET Yepe3 IUIALEHTY.
Konnentpanuu BapdapuHa B TuiasMe KpoBH IUIOAA MPHOIMKAIOTCS K TAKOBBIM B KPOBU MAaTEpH.
Bapdapun B He00bIIOM KOIMYECTBE MPOHUKAET B IPYIHOE MOJIOKO.

buorpanchopmanus

Bapdapun HaTpusi CTEpeoceNeKTHUBHO MeTa0oNM3UpyeTcs B TE€UEHH MHKPOCOMAbHBIMU
dbepmentamu  (m3odepmentamu  nuroxpoma  P450) ¢ oOpa3oBaHMEM = HEAKTHUBHBIX
THAPOKCHIIMPOBAHHBIX METa00IUTORB (MTpeolIagaroniuil myTh METab0IM3Ma), a TAaKXKEe PeayKTa3aMHu
c o0pa3oBaHMEM BOCCTAHOBJICHHBIX MeTa0OIUTOB (Bap(apHHOBBIX CIHMPTOB), 00JAJAIOLINX
MUHUMAaJIbHBIM AHTUKOATYJISIHTHBIM JlelicTBUEM. B meraGonmu3me BapdapuHa yd4acTBYIOT
pasnuanbie u3odepmenTsl uToxpoma P450, Brmouas CYP2C9, CYP2C19, CYP2CS8, CYP1A2 u
CYP34A. CYP2C9, BeposATHO, SBISAETCS OCHOBHBIM IUTOXpoMoM P450, onpenensroumm
AHTHUKOATyJIIHTHYIO aKTUBHOCTh BapdapuHa in vivo.

R-Bapdapun merabonmusupyercs npeumyiectBeHHO u3opepmentamu CYP1A2 u CYP3A4. S-
SHaHTUOMEp BapdapuHa MeTaboIM3upyeTcs mpeumyniecTtBeHHo wu3opepmentom CYP2C9 ¢
oOpaszoBanmnem 7-runpokcuBapdapuna. Ilammenter ¢ momumopduszmom depmenta CYP2C9,
Bkitovas amwtenun CYP2C9*2 u CYP2C9*3, MoryT uMmeTh MOBBIIICHHYIO YyBCTBUTEIBHOCTH K
Bap(apuHy 1 MOBBILICHHBIA PUCK PA3BUTHS KPOBOTCUCHUH.

DJIMMUHAINS
Tepmunaneubiii nepuon nonyeeiBeneHus (Ti2) BapdapwHa mTocie mpuemMa OJHOKPATHOW J103bI

COCTaBIISICT MPUMEpPHO oJHYy Heaemto. [Ipu stom rdextusnbiil Ti2 Bapdapuna cocraiser ot 20
1o 60 gacoB (B cpeaHem 40 gacoB). Knupenc R-Bapdapuna oObIYHO BABOE MEHBIIE, YEM KIUPEHC
S-Bapdapuna. Tak kak o0beMbl pactipenenenus R- u S-sapapuna onunakossl, T12 R-Bappapuna
oompiie, yem T S-Bapdapuna. Ilepuon momyssiBenenust R-apdapuna cocrasmsier ot 37 no 89
yacoB; A S-Bapdapuna T12 cocraBisieT ot 21 10 43 4yacos.

Bapdapun BbIBogUTCA M3 OpraHM3Ma MOYKaMHM B BHJE HEAKTHUBHBIX META0OIMTOB, B MEHBIIECH
CTEINEHH ¢ Kemnublo. MccnenoBaHus ¢ paJuoakTUBHOW METKON MOKa3aiu, 4yTo 10 92 % oT npuHATON
BHYTPb J03bl Ipemnapara oOHapyxuBaercss B Moue. OueHb Majoe KOJIMYECTBO BapdapuHa
BBIBOJIUTCS] IOYKAMH B HEU3MEHEHHOM BH/IE.

Oco0Oble T'PYIITBI TAITUEHTOB

Jluya noxcunoeo 6ospacma

Kmmpenc pamemudeckoro BapdaprHa ¢ yBETHYEHHEM BO3pacTa MOXKET OCTaBaThCS HEM3MEHHBIM
Wi yMmeHbmatecsi. OrpaHudeHHas WHGOpPMAIMs IMO3BOJISIET IMPENNOJIOXKHUTh, YTO KIUPEHC S-
BapdaprHa y TOXHIIBIX MMAMEHTOB HE OTJIMYACTCS OT TAKOBOTO Y MOJOJIBIX Jtonei. OmHako y
MOKUJIBIX TAIMEHTOB BO3MOKHO HEOOJIBIIIOE YMEHbIIIEHUE KiMpeHca R-Bapdapuna o cpaBHEHHUIO
C MOJIONBIMH TAaIlMeHTaMH. TakuMm o0pa3oMm, TO Mepe YBEIHUYEHHs BO3pacTa MalueHTa, s
AOCTHUIKCHUS TCPAIICBTUYCCKOTO aHTUKOAT'YJIAHTHOT'O ,Z[GI>'ICTBI/I$I O6BI‘-IHO Tp66yeTC}I CHUXKXCHUEC JO3bI
Bap(dapuHa.

Tloueunas neoocmamounocmo

20



COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 27.05.2026 N2 10516

CuuTaercs, 4TO MOYECUHBIM KIMPEHC B HE3HAYUTEIBHOMU cré@;}p}lﬁf;ﬁ%@ﬂ%ﬁ&h’:&ﬁd&b

neiicTBue BapdapuHa.

Ileuenounas HedocmamouHocms

[Tpu HapymeHUN QYHKIUHU IEYSHU BO3ZMOXKHO YCHIICHHE aHTHKOATYJISIHTHOTO JielcTBUs BapdapuHa
B CBSI3W C HapylIEHHEM CHHTe3a (HaKTOPOB CBEPTHIBAHUS KPOBH M CHIDKCHHEM MeTabom3Ma
BapdapuHa.

6. DPAPMAIEBTUYECKHUE CBOUCTBA

6.1. Ilepeyenb BcOMoOraTe/ibHbIX BelIECTB

JlakT03BI MOHOTHAPAT

Kpaxman KkyKypy3HbIil

Kanpmus runpodocdara nuruapar
Nupurokapmux

IToBunoun K30

Marnus creapar

6.2. HecoBmecTHMOCTD

He nmpumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHHs )

5 ner.

6.4. OcoOble MepbI MPEI0CTOPOKHOCTH NPU XPAHEHUU
XpaHuTh npu TemnepaType He Boie 25 °C.

6.5. XapakTep u coaepkaHue YNaKOBKH

ITo 50 mnm 100 TabieTok B MIACTUKOBOM (pilakoHE, YKYNOPEHHOM HABUHYMBAIOLICHCS KPBILIIKOM,
[0Jl KOTOPOM BMOHTHpOBaHa MpPOKJIaAKa C KOJIBLIOM [UIl OTpbIBA, OOecledMBarolias KOHTPOJIb
nepBoro BCkpbiTHa. [lo 1 ¢uiakoHy BMecTe ¢ JIMCTKOM-BKJIAJBIIIEM MOMEIIAIOT B KapTOHHYIO
HauKy.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NMPH YTHIN3ALUH MCIOJIb30BAHHOIO JIEKAPCTBEHHOI0
npenapara MM OTXO0/J0B, MOJYYEHHBIX MoOcje MPUMEHEHHSs JIEKAPCTBEHHOIro INpenapara u
Apyrue MAHUMYJISAIUHU € TPenapaTomM

Oco0plie TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIHIMOHHOI'O YOCTOBEPEHMUSA

I'epmanus
LITAJA Apunaiimurrens Al
[ramamTpacce 2-18, 61118, bag-Ounpbdens

7.1. IIpeacTraBuTeNb AEprKATE/s] PETHCTPALMOHHOIO YI0CTOBEPEeHHUS

[IpeTen3un moTpeduTeENel HAIPaBIATh MO aIPeEcy:
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Poccuiickas ®edepayus, Pecnyonuxa Apmenus, Pecnyoauka EQ;‘Q%:JEJ':’ BATEINBHOCTE 0018)

AO «Humxdapm», Poccus

6031035, r. Huwxxuuit HoBropogn, yin. Canranckas, a. 7
Ten.: +7 (831) 278-80-88

e-mail: med@nizhpharm.ru

Pecnybnruxa Kaszaxcman

TOO «STADA Kazakhstan», Pecnybnuka Kazaxcran
050044, r. Anmartsl, yn. Hypnana Kannaposa, 1. 408

ten.: +7 (727) 2222-100
e-mail: almaty@stada.kz

Kuipevizckas Pecnyonuka
OcOO «IlItaga Keipreizcran», Keipreisckas Pecry0mmka
720005, r. bumkek, yia. Urembepauesa la, BL] "Aspopa", odhuc 604

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOT'O YIOCTOBEPEHMSI
JITI-Ne(005887)-(PT-RU)

JITI-Ne(005887)-(TTI-AM)

JITI-Ne005887-TTI-BY

9. KATETOPHMSI OTITYCKA JJEKAPCTBEHHOT'O ITPEITAPATA

JlexapcTBeHHBIH MpenapaT OTHOCUTCS K KaTErOPUH OTIyCKa 10 PEeLenTy.

OOmrast xapakTepuCTHKa JIEKapCcTBeHHOro mpemnapata Bapdapun Illtaga poctynmHa B eauHOM
peecTpe 3aperucTpUpOBAaHHBIX JIGKAPCTBEHHBIX CpeAcTB EBpa3suiickoro sSKOHOMHYECKOTO COI03a U
Ha  odumMasibHOM  caiiTe  yHNOJHOMOYEHHOrO0  opraHa  (dKCIIEpPTHONM  OpraHM3aIluu)
https://lk.regmed.ru/Registert/EAEU_SmPC
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