COOTBETCTBYET SKCMEPTHOMY OTYETY
 oT04032026N=4130
OBILAS XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “0%)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA
Haburarpana stexkcunat - JLKUDDCH, 110 mr, kancyibt

2. KAYECTBEHHBIW 1 KOJIMYECTBEHHBIA COCTAB

JeiicTBytoliee BeIIeCTBO: JadurarpaHa 3TeKCHUaT.

Kaxnas kancyna comepxut 110 mr paburatpana »Tekcwiara (B BUAe Ha gaburarpaHa
ITEKCHUJIaTa ME3UJIaTa MeJUIeThl).

[TonHbIN epevyeHb BCIOMOTaTEIbHBIX BEILIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Kancynbl.
[Tpo3paunble Kancyibl pa3MepoM 1, 3anojHEHHbIE TpaHyJaMu (IIEUIETaMU) OT CBETIIO-KEITOrO

J0 XKCJITOIro OBETAa.

4. KIMHUYECKUE JAHHBIE

4.1. lloka3zanusi K NPUMEHEHUIO0
Jaburarpana srekcuiar - JOKMO®CHU nokasan K IpUMEHEHUIO y B3pOCIbIX B Bo3pacTe oT 18
JIeT.

e [IlepBuyHas NpopUIAKTHKAa BEHO3HBIX TPOMOOIMOOJIMYECKUX OCIONKHEHUH Y B3POCIBIX
NalMeHToB (B Bo3pacTe OT 18 jeT), mepeHecrx MiIaHoBOE TOTAIbHOE SHAONPOTE3UPOBAHUE
Ta300€PEHHOr0 CyCTaBa WK TOTAJIbHOE YHIONPOTE3NPOBAHHIE KOJIEHHOT'O CYCTaBa;

e [IpodunakTuka MHCYNIbTA, CHCTEMHBIX TPOMOOIMOOIMIA U CHUKEHHUE CepAECYHOCOCYIUCTON
CMEpPTHOCTH Y B3pOCIBIX MAalMEHTOB (B Bo3pacTte oT 18 jer) ¢ HeknanaHHON (Guopmnsuueit
npeacepauid U OHUM WK OoJiee (pakTopamMu pHCKa, TAKUMHU KaK MEPEHECEHHBI HHCYIBT
WM TpaH3uTopHas umemudeckas araka (TUA), Bo3pact >75 net, XpoHUUecKasi cepJieuHas
HenoctaToyHocTh (> Il ¢pyHkuMoHaneHOrO Kiacca o kinaccudpukaun NYHA), caxapHbiit
nualeT, apTepualibHas TMIIEPTEH3USA, COCyAUCTOe 3al0oJjieBaHME (IIEPEHECEHHbIM HH(apKT
MHUOKapJia, 3aboseBaHue nepupepruuecKux apTepuil UM aTepocKiiepoThyeckas OJslIKa B

aopre);
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TpoMO0AIMOoMu sierounor aprepun (TDOJIA) m mpoduinakTuka CMEPTEIbHBIX HCXOJOB,

BBI3BIBAEMBIX STUMH 3a00JI€BaHUSIMH Y B3POCIbIX NAIMEHTOB (B Bo3pacte ot 18 ner).

4.2. Pexxum 103MpoOBaHNs U C1IOCO0 NPUMEHEeHUs!

PexxuM 1o3upoBaHus

llepsuunas npoghunaxmuxa BeHO3HLIX MPOMOOIMOOIUUECKUX —OCIIONCHEHULL )  B3DPOCHbIX

nayuenmoe (6 eozpacme om 18 Jzem), nepenecuux nianosoe momaibHoe 3H00np0me3up06aHue

ma306e()peHH020 cycmasa uiu momajilbHoe aHdonpome3up06aHue KOJIEHHO2O cycmasa

PexoMennyembie

O35l

npernapara

Jlaburarpana

O9TCKCHJIAT -

JOKUO®CHU  n

MPOJOHKUTEIFHOCTD TEPAUU JIJIsl IEPBUYHON MPOPUIAKTUKY BEHO3HBIX TPOMOOIMOOIMI npu

OPTONEIUYECKUX OTepalusix IpUBEACHBI B Ta0buie 1.

Tabmuna 1.

Pexomennyembie 10361

U  [OPOAOJLKHUTCIBHOCTL TCpaluu JId HCpBH‘-IHOfI

npo(UIAKTUKYA BEHO3HBIX TPOMOOAIMOOIHIA IPH OPTONEANUECKUX OTNEPALIHX.

Hauano
JIeYeHHs B
JIeHb
onepauuu
yepe3 1-4 yaca
nocJje
3aBeplIeHUsI
onepauuu

HayvaJjio npuema
MoJIePKUBAIOIIEH
103b1 B NIePBbIii 1eHb
nocJjie onepanuu

IIpoao/KUTEIbHOCTD
npuemMa
MOAAePKUBAIOIIECH 103bI

ITammuenTs! MOCIIE
IUIAHOBOT'O TOTAJILHOT'O
SHIONPOTE3UPOBAHUS
KOJICHHOT'O CYCTaBa

ITammmenTHI TOCTTIE
MJIaHOBOT'O TOTAJIbHOTO
SHJONPOTE3UPOBAHUS
Ta300eIPEeHHOT0
CyCcTaBa

1 kancyna no
110 mr

220 mr 1 pa3 B cyTkn
(2 xancynpi o 110
MT)

10 nHen

28-35 nuei

PexoMeHI0BAHO CHUKEHHE J03bI

ITarmeHTsl
YMEpPEHHBIM
HapyleHueM (yHKIIUU
nouek (KK 30-50
MJI/MUH)

[TarmmeHThI, KOTOpBIE
OJHOBPEMEHHO
MPUHUMAIOT
BepanammI®,
aMUOJapOH, XUHUJIUH

[TarueHTs! B BO3pacre
75 ner nnm crapuie

1 xarcyna o
75 mr **

150 mr 1 pa3 B cyTkun
(2 xaricysel o 75 wmr)

10 mueit
(3HI0IPOTE3NPOBAHNE
KOJIEHHOTO CyCTaBa)

unu 2835 nueit
(?HI0TIPOTE3UPOBAHHUE
Ta300€ApEHHOr0 CyCcTaBa)

[Ipumeuanmue.

* — Jlns manuMeHTOB C yMEpPEHHBIM HapylleHueM (YHKUHU I0YeK, KOTOpbIe

OIHOBPCMCHHO IMPUHUMAIOT BEpAllaMUJI, CM. TIOAPA31CJI «Oco0bIe TpYHIIbI [TAITUCHTOB).
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

nadurarpaHa STeKCHiIaTa B 703€ 75 MT clelyeT Ha3HayaTh Mpernaparsl APYyrux MpOU3BOAUTEICH
B JIGKAPCTBEHHOW (hOpME «KATCYIBI 75 MI».

Jlis 06enx Xupypruyeckux onepauuii: eciau reMocTas He JIOCTUTHYT, Hauallo JICYEHUs CIeayeT
OTJIOKUTh. Eciu JIeyeHre He Ha4aTo B ICHb OIIEPALliU, TO JICUEHHUE CIEAYeT HavaTh ¢ 2 Karcyin 1
pa3 B CyTKH.

Oyenka_@yukyuu novek 00 u 60 _epemsa_mepanuu_npenapamom_Jladbueampana smexcunam -

[DKHODOCU

Jlis Bcex manueHToB, 0COOEHHO y MOXKMWIBIX (>75 NeT), MOCKOJIbKY MoYeyHasi He0CTaTOYHOCTh

MOJKET OBITh YaCTOU B 3TOW BO3PACTHOMU TPYIIIIE:

e [Ilepen Ttepanmueil, Bo u3z0OexaHue Ha3HAUEHUs IMpernapara MMAlUEHTaM C TsDKEIbIMU
HapymenusmMu QyHkuun mouek (KK (kmmpenc kpeatmnmna) <30 mi/MuH), HEOOXOIMMO
MIPEABAPUTENILHO OLICHUTh KJIMPEHC KPEaTUHUHA;

e DyHKIUSA NOYEK JOKHA OLIEHUBATHCSA B MPOLECCE JIEUEHUs, KOTJa BOSHUKAET M0J03PEHUE
0 BO3MO>XHOM CHIDKEHUH WU YXYALICHUU (YHKIHUU TOYeK (HapuMep, Mpu TUIIOBOJIEMUH,
JeruipaTtaluuy, OJHOBPEMEHHOM MPUMEHEHUH OINPECICHHBIX JEKAPCTBEHHBIX IPEnapaToB
U T.IL.).

B kauectBe MeTona orneHku (yHKIUMH Modek ucrnoibiyercs pacuer KK mo ¢popmyne Kokpodra-

Tonta (Cockcroft-Gault method).

HDOaneHHa}Z 003a

Pexomenayercs mpuHSTH OOBIYHYIO CYTOUHYIO J03y Tpemnapara JlaOuraTtpaHa sTekcuiaT -
JOKNDDCHU B 00bIuHOE BpeMsi Ha CIEAYIONIUN JIeHb. B cilydae mpomycka OTACNbHBIX 103 HE
cleayeT NpUHUMAaTh ABOMHYIO 103y Mpernapara.

Omwmena npenapama Habueampana smexcunam - JDKHODPCHUH

Jleuenue npenaparom Jlaburatpana srekcuiar - JOKUODCU ve nomxHO ObITH peKpalieHo 6e3
MEJUIIMHCKOW KOHCYNbTaluK. [laliueHThl MOMKHBI OBITh MPOMHCTPYKTUPOBAHBI 00paIaThCs K
JeyameMy Bpady, €CJIIM Y HHX Pa3BUBAIOTCA KCIYAOYHO-KHIICYHBIC CHUMIITOMBI, TAKHC KakK
JUCTIETICHSL.

Hzmenenue aHmuKOCZZV]lﬂHmHOZZ mepanuu

Iepexoo om  npumenenus npenapama Habuzampana smexcunam - JDKUODOCHU «

napesmepajibHomy NPpUMEeHerHur0 anmuKoazyiiaAHimoe

[TapeHTepalbHOE NPUMEHEHUE AHTUKOATYJISHTOB CIEAYeT HauyMHaTh depe3 24 yaca mocie
npuema rnocieanei 103sl npenapara JJadburarpana srekcunar - JDKUIDCU (cm. pazaen 4.5).
Ilepexo0 om_napenmepanbHo20 npumeHeHus aHmuKod2VIAHMOE K NPUMEHEeHUI0 npenapama

Jlabueampana smexcunam - JDKUODPCHU
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OTMCHSACMOI'O AHTUKOAryJIdHTa B HWHTCPBAJIC 0—2 daca nepea BpPEMCHCM BBCJACHUA CTO
OLIGpGI[HOﬁ AO03bI HWJIM OJHOBPCMCHHO C IMPCKpalICHUCM B ClIydaC HCIOPCPBIBHOTO BBCIACHUA

(Harpumep, BHYTPUBEHHOTO IPUMEHEHUsI HehpaKmoOHUpoBaHHOTO remapuna, HOI).

Ipoguraxmuxa uncyroma, CUCMEMHBIX MPOMOOIMOOIUL U CHUNICEHUE CEePOeYHOCOCYOUCTOL
CMEpMHOCIU Y 83DOCIbIX NAYUeHmMos (8 gospacme om 18 nem) ¢ Hexknanannou Guobpurisyue
npedcepouti u OOHUM UIU Oonee paxmopamu pucka, JeyeHue u NpPoYUIAKMUKA Peyuousos
ocmpoco mpombosa enyooxkux eer (TI'B) u/unu mpombosmbonuu neecounou apmepuu (TIJIA) u
NPOUIAKMUKA CMEPMENbHBIX UCX0008, BbI3bIBAEMbIX IMUMU 3AD0NE6AHUAMU Y B3DOCIbIX
nayuenmos (6 éospacme om 18 n1em)

PexomeHyemblie 10361 TpUBECHBI B Tadmurie 2.

Tabnuna 2. PekomeHiyemble 10351

Pexomenayemas 103a

[IpodunakTrka HHCYIbTA, CACTEMHBIX
TPOoMO03MOOIIHI U CHUYKEHHE CepAEUHO-
COCYJIMCTON CMEPTHOCTH Y B3POCIIBIX
NalMEeHTOB ¢ HeKJIanaHHOW puopusauen
npeacepaAnid 1 OHUM HiTh OoJiee pakTopamu
pHcKa

Cyrounas no3a 300 mr (1 karcyna mo 150 mr 2
pas3a B CyTKH).

B HEKOTOPBIX KIMHUYECKUX CUTYAIHSIX MOKET
OBbITh PACCMOTPEHO HUCIIOJIb30BaHHE
CcHUKEeHHOH 10361 — 220 mr (1 xancyna mo 110
MT 2 pa3a B CyTKH) — CM. TaOJIuIly 2 HUXKE U
paznen «OcoOble rpyMIbl MAUEHTOBY.

Jleuenue u npodUIaKTHKA PEIUIUBOB OCTPOTO
TpoM6Oo3a riryookux BeH (TI'B) w/mim
TpoMO0o3MOonuu erounoii aprepuu (TDOJIA) u
po(HUIAKTHKA CMEPTEITBHBIX UCXO/0B,
BBI3BIBAEMBIX TUMH 3200JICBAaHUSIMU

Cyrounas no3a 300 mr (1 xancyna no 150 mr 2
pa3a B CyTKH) [IOCJI€ TApEHTEPATILHOTO
JIEYEHUS] aHTUKOATyJITHTOM, IIPOBOJSAIIETOCS B
TEUCHHUE, KAK MUHUMYM, S5 JTHEM.

B HEKOTOpBIX KIMHUYECKUX CUTYalUsAX MOXKET
OBITh PACCMOTPEHO UCIOJIb30BAHNE
cHUKeHHOU 10361 — 220 mr (1 xancyna mo 110
MT 2 pa3a B CyTKH) — CM. TaOIuIly 2 HUXKE U
paszznen «Ocobble rpynibl MalueHTOBY.

PexoMeHI0BaHO CHHIKEHHE T03bI

[Tanments! crapuie 80 net

HaLII/IeHTLI, MOJIYJaromue BEpariaMull

Cyrounas no3a 220 mr (1 xancyna mo 110 mr 2
pasa B CYTKH).

CHukeHnne A03bI 110 YCMOTPCHHUIO Bpaya

IMTamuenTtsr 75—-80 aet

[TarueHTHI C YMEPEHHBIM HapyIICHUEM
dbynkmn novek (KK 30-50 mu/Mun)

[TarueHTs! € 330(haruToM, TaCTPUTOM HIIU
ractpos3odareaqbHON pedIrOKCHON 00JIe3HBIO

leyrne MAanMCHTHI C IMTOBBIIICHHBIM PHUCKOM
KPOBOTCUYCHUA

Cyrounas no3a 300 mr wiu 220 Mr g0KHA
BBIOMPATHCS HA OCHOBE MHIMBHIyaTIbHON
OIIEHKH PUCKA TPOMOOIMOOIINH U PUCKA
KPOBOTEUCHHS.

Jlnis mokazaHus: JeueHne U NpoguIakTHKa PelUIMBOB 0cTporo Tpombo3a riryookux BeH (TI'B)

u/wm TpoM60osMOosnu nerounoi aprepun (TOJIA) u npoduiakTUKa CMEPTEIbHBIX HCXOJIOB,
4
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Haburatpana srexcunar - JDKUDDCU 220 mr (1 xancyna mo 110 mr 2 pa3a B CyTKH) OCHOBaHa
Ha (apMAKOKUHETHYECKHX U (PapMaKOJMHAMHYECKUX JAHHBIX, JAaHHBIC KIMHUYECKHX
UCCJIEIOBAaHUM OTCYTCTBYIOT.

Quenka @yukyuu nouex 00 u 60 8pems mepanuu npenapamom Jlabueampana smexcuiam -

JDKUDDCH

Jljis Bcex MaIeHToB, OCOOCHHO Y MOXKMIIBIX (>75 JeT), MOCKONbKY IMOYeYHass Hel0CTaTOYHOCTb

MOKET OBITh YaCTOM B 3TOW BO3PACTHOM IpyIIIIE:

e [Ilepen Ttepammeil, Bo u30exaHUE Ha3HAUYEHUs I[IpernapaTa MalMEHTaM C TSDKEJIbIMU
HapymeHusmu GyHkimu novek (KK <30 mi/MuH), HeoOX0aMMO MpeaBapUTEIIBHO OIEHUTH
KIIMPEHC KPEaTUHHHA;

o DyHKIUSA NOYEK JOKHA OLIEHUBATHCA B MPOIECCE JICUCHHUs, KOTJ]a BOSHUKAET MOA03PEHUE
0 BO3MO>XHOM CHM)KEHUH WJIM YXYALIEHUU (YHKIHMU IOYeK (Harpumep, Npu TMIIOBOJIEMUH,
JerupaTalny, OJJHOBPEMEHHOM IPUMEHEHUU OIPEAEICHHBIX JIEKapCTBEHHBIX IPENapaToB
U T.IL.).

JomnonnurenpHble TpeOOBaHMS Ui MAlMEHTOB C JIETKOM M yMEpEeHHOM MOYeYHOU

HEJIOCTaTOYHOCTBIO U y MAIMEHTOB cTapiie 75 JIeT:

[Tpu Tepanuu npenapatom Jlaburarpana stekcunar - JDKMDDCH nouyeunas GyHKIUS T0HKHA

OLICHUBAThCS KaK MHHMMYM OJIMH pa3 B TOJ WM Yalle, B 3aBUCHMOCTH OT KIMHHUYECKOMN

CUTYalluH, KOT/Ia BOSHHKAET MOJI03PEHUE O BO3MOXXHOM CHIKEHUU WU YXYALICHUH (QYHKIUU

nouek (Hampumep, 0pH TUIOBOJIEMHMM, JETUApPAaTAalud, OJHOBPEMEHHOM IPUMEHEHUU

OTIpe/IeNIEHHBIX JIEKAPCTBEHHBIX MPENapaToB M T.I1.).

B kauecTtBe MeToza oneHku (GyHKIMU nodek ucnosbdyercs pacuer KK nmo dopmyne Kokpodra-

Tonra (Cockcroft-Gault method).

numenbHocmb npumenenus

JnutenbHOCTh TpHMeHeHUs1 Tnpemnapara Jlaburatpana ortekcwiar - JOKUDOCU s
npodunaktuku uHCyabTa npu OII (pubpumnsiuuu npencepauit), TI'B u TOJIA npuseneHa B
Tabnuue 3.

Tabmuua 3. J{nurensHOCTh NpuMeHeHus A npodunakTuku nacynbta npu OI1 u TTB/TOJIA

Iloka3anue JJINTENbHOCTh NIPUMEHEHUS

[Tpodunaktrka Tepanus momKHA TPOAOIKATHCS TTOKU3HEHHO.

uHcynbTa npu OII

TI'B/TOJIA [TpomomKUTENBHOCT TEpATUH AOKHA OBITH OMpe/eieHa MHANBUAYATbHO

MoCIIe TIATENbHON OlleHKH d(h(HEKTUBHOCTH JICUCHHSI U PHCKA
KpoBoTeUYeHUs (cM. paznen 4.4).

KopoTtkast mpo1omkuTensHOCTh Tepanuu (1o KpaitHelt Mepe 3 Mecsa)
JIOJKHA pacCMaTPUBATHCS MPU HATMYUU TPAH3UTOPHBIX (PaKTOPOB pHUCKa
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JUTUTEINIbHAS POJAOKUTEIbHOCTD TEPAuu — MPU HATUYUU MTOCTOSIHHBIX
(haxkTopoB prcka uiau npu uauonatudeckom TT'B wm TOJIA.

Iponywennas 003a

[Iponymennyto no3y npenapara Jlaburarpana srekcuwiar - JKUIDPCU MoxKHO MPUHATH B TOM
clIydae, €clid J0 IpUeMa O4YepeqHOM 03Bl MpemapaTa ocTaerca 6 yacoB M 0oJiee; ecliu CPOK
COCTaBUJI MEHEe 6 YacoB, MPOIYIIEHHYIO 103y IPUHUMATh HE CIIeyeT.

B cnyuae nponycka OTA€IbHBIX /103 HE ClIeyeT IPUHUMATh ABOWHYIO 103y Mpernapara.

Ommena npenapama Habuzampana smexcuram - JDKUIOCU

Jleuenue npemaparom Jlaburarpana stekcunart - JDKMODCU He nomxHO OBITH IpEKpaIieHo 0e3
MEAMIIMHCKONW KOHCYNbTalUuu. [lallueHThl AOKHBI OBITh MPOMHCTPYKTHUPOBAHBI 0OpamaThes K
JeyalieMy Bpady, €ClId Y HHUX Pa3BUBAIOTCS KEITYJOYHO-KHUIICUYHBIE CHUMIITOMBI, TaKU€ Kak
JTACTICTICHUS.

Hzmenenue aHmuKOCZZVJZﬂHmHOIZ mepanuu

[lepexoo0 om  npumenenus npenapama Habuzampana smexcunam - JDKUDDOCU «

napesmepajibHomy NPpUMEHEerRUur0 anmuKoazyisHmoes

[TapenTepaibHOE NPUMEHEHHE AHTUKOATYJSHTOB CIEIYyeT HauyMHATh 4Yepe3 12 uacoB mocie
npremMa nocieaHel 1o3el nmpemnapata JJadburarpana stexcunar - JOKUDDCU (em. pazaen 4.5).
Ilepexod om napenmepanbho2o npumeHeHus aumuKodzyisaHmos K NpUMEHeHUl0 npenapama

Jlabuzampana smexcunam - JDKUOIDPCU

[lepBas mo3a mpemnapata JlaOuratpana ostekcwiar - JDKUDDOCU wazHauaercs BMeECTO
OTMEHSEMOI0 aHTHUKOaryisHTa B HHTepBajie (-2 dYaca mepel BpEeMEHEM BBEAEHUS €ro
OUYEPETHOM /03Bl WM OJHOBPEMEHHO C IPEKPAIICHHEM B CIydyae HENPEPBIBHOIO BBEICHUS
(HampuMmep, BHYTPUBEHHOTO IPUMEHEHMS He(ppakLinoHUpoBaHHOTrO renapruna — HOI).

Ilepexoo om npumenenus npenapama Jlabucampana smexcuaam - JDKHUODPCHU k npumerenuro

dHmdacoHuCcmos

sumamuna K

[Tpu KK >50 mui/mMuH ipuem aHTaroHucToB ButaMuHa K mosker ObITh HauaT 3a 3 ans, a npu KK
>30-<50 mu/MuH — 3a 2 1HA 10 OTMEHBI Tipenapara [laburarpana stexkcunart - JOKUODOCU.
[Tockonbky mpenapar Jlaburarpana ostexcwiat - JOKUD®CU moxer BAMATh Ha
Mexnynaponnoe HopmanuzoBannoe Otnomenue (MHO), MHO Oyamer mydmie oTpaxkarsb
s ekt aHTaroHncToB BUTaMHHA K TONMBKO CIycTs HE MeHee 2 JHEH Mmocie OTMEHBI MpemapaTa
Haburarpana ostexkcunatr - JOKUDDOCU. Jlo storo 3Hauenmss MHO nomkHBI  OBITH

MHTEPIPETUPOBAHBI C OCTOPOKHOCTHIO.
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Jlabuzcampana smexcuram - JDKHOOCH

[IpumeHeHrne aHTaroHUCTOB BuTamuHa K mpekpamaror, mpuMeHeHue npemnapaTta [laburatpana
srekcunar - JDKUDDCH Bozmoxuo mpu MHO <2,0.

Kapouosepcus

[IpoBeneHNe TUTAHOBOW WJIM OSKCTPEHHOW KapJUOBEpCHU HE TpeOyeT OTMEHBI Tepanmuu
npenaparoM Jlaburarpana stexcunat - J2KUDIDOCU.

Kamemepuas abaayus npu pubpuwiissyuu npedcepoutl

Jannbie o neyenuu npenaparom Jladurarpana stekcuiar - JDKUODCHU (1 karcyma mo 110 mr 2
pa3a B CyTKH) OTCYTCTBYIOT.

UpeckooicHble KOPOHAPHbIE  8MEUIAmelbCmed (qKB) CO cmeHmupoeaHuem KOPOHAPHbIX

apmepuii

VY manueHToB ¢ HekJIanaHHOW QuOpwIsanuen mnpencepauid, koropbiM BbimoiaHeHo UKB co
CTCHTUPOBAaHHEM KOPOHAPHBIX apTepuid, Aa0uraTpaHa HTEKCHJIAT MOXKET MPHUMEHSTHCS B
KOMOWHAIIMM C aHTUTPOMOOLMTApHBIMU TpemnaparaMu. JleueHwe maOurarpana 3TEKCHUIATOM

MOYKET OBITh HAYaTO MOCIIE JOCTHXKEHHS reMocTasa (cM. pasaen 5.1).

Oco0BbIe IPVIIILI TAIUEHTOB

Ilepsuunas npoguraxmuxa BeHO3HbLIX MPOMOOIMOOIUYECKUX OCIIONCHEHULL )  B3DOCHbIX
nayuenmos (8 eospacme om 18 nem), nepenecuiux niaHo8oe MomaibHoe IHOONPOMe3UPOBAHUE
mazobedpeHHo20 cycmasa Uiy momanbHoe SHOONPOMe3UPOBaHue KOJIeHH020 Cycmasd

Hayuenmul ¢ Hapywenuem qbwmuuu no4yexK

Tepanus npenapatom Jlaburatpana stekcunar - JDKMO®CH y nanMeHTOB C  TSXKEIbIM
HapymenueM ¢yakiuu nodek (KK <30 mn/mun) npotuBomnokasana (cM. pazzaen 4.3).
Pexomenryercst KOppeKuus 10361 y MAlMEHTOB C YMEPEHHBIM HapyiieHneM ¢yHknnuu nodek (KK
30-50 mu/mMun) (cM. Tabnumy 1 u pazgenst 4.4 u 5.1).

Oonospemennoe npumenerue npenapama Habuzampana smexcunam - JDKUDDOCHU co crabvimu

Uiy ymepeHHviMu uH2u6um0paMu P-ZﬂukonpomeuHa (P-gp), Hanpumep, ¢ aMMOaaDOHOM,

XUHUOUHOM UTU eepanamuiom

Crnenyer CHU3HMTH 103y, Kak yka3zaHo B TabOmume 1 (cMm. Takxke pazaensl 4.4 u 4.5). B sroit
curyauuu npenapat [laburarpana srekcunar - JUOKUO®CU u yka3aHHbIE JI€KapCTBEHHBIE
Ipenaparsl Ciea1yeT IPUHUMAaTh OJJHOBPEMEHHO.

Y npamueHToB C YMEpPEHHbIM HapylleHueM (YHKIMM I0Y€K, KOTOpPbIE OJHOBPEMEHHO
IMPUHUMAIOT BEpamaMuil, CIEAyeT pAacCMOTPETh BONPOC O CHWXKEHUM JI03bl IIpernapara

Jaburatpana stekcunart - JDKUIDCHU no 75 mr B cyTku (cMm. pazaenst 4.4 u 4.5).



COOTBETCTBYET ZKCNEPTHOMY OTUETY

(NOCNENOBATENLHOCTL 0005)

Hayuenmul noowcunozo sospacma

PexoMeHnyercsi CHUKEHHE NI03bI Mpenapara y MmanueHtoB crapuie 75 ser (cMm. Tabmumy 1 u
paznenst 4.4 u 5.1).

Brusnue maccor mena

KnuHuyeckuii OnbIT NMpUMEHEHHS Yy MalMeHToB ¢ Maccor Tena <50 kr wim >110 kr B
PEKOMEHJIyeMbIX J103aX KpailHe OrpaHWYeH. YUHUThIBas HMEIOIIMECS KIUMHUYECKHE U
KHHETUYECKUE JaHHBIC, KOPPEKUUU J103bl HE TpeOyercs (cMm. pazgen 5.2), HO peKOMEHIyeTCs

THIATENBHOE KIIMHUYECKOe HaOmoaeHne (cM. paszaen 4.4).

Ipoguraxmuxa uncyroma, CUCMEMHBIX MPOMOOIMOOIUL U CHUICEHUE CEePOeYHOCOCYOUCTOL
CMEpMHOCIU Y 83DOCIbIX NAYUEeHmMos (8 gozpacme om 18 nem) ¢ HexknananHou GuobpuLisyue
npeocepouti u OOHUM UIU Oonee (axmopamu pucka, nedeHue u NpPoQUIAKMUKA Peyuousos
ocmpozo mpombosa enyookux éen (TI'B) u/unu mpombosmbonruu neeounoti apmepuu (TOJIA) u
NPOUIAKMUKA CMEPMENbHBIX UCX0008, BbI3bIBAEMbIX IMUMU 3AD0NE6AHUAMU Y 3DOCIbIX
nayuenmos (6 éozpacme om 18 n1em)

HGMMEHmbl NnoJHCUI020 603pacma

HpI/IHHI/IHbI BBI60pa A03bI IIpCIIapara y MOoXUWJbIX IMAIITUCHTOB YKAa3aHbBI B Ta6JII/IHe 2.

Ipumenenue y nayuenHmos ¢ no8bLUEeHHbIM PUCKOM KpoeomeueHuL?

[TaruenTaM ¢ NOBBILIEHHBIM PHUCKOM KpPOBOTEUEHMSI I10KA3aHO TINATENbHOE KIMHUYECKOE
HaOmo/IeHue (Ha MpeIMEeT BBISBJICHHS MPU3HAKOB KPOBOTEUEHUH WM aHEMUU) (CM. pa3iesbl
4.4, 45 u 5). Pemenue o BbIOOpe /03Bl Mpenapara NPUHUMAETCS MO YCMOTPEHHIO Bpada Ha
OCHOBAHUU OIIEHKH MOTEHIMAILHON MOJB3bl U pUCKa [ marueHToB (cM. Tabmuiy 2). Onenka
napameTpoB Koaryisiuu (cM. paszaen 4.4) MOXET MOMOYb BBISIBUTH MAI[UEHTOB C MOBBIIICHHBIM
PUCKOM KpOBOTEYEHHMsI, BBI3BAaHHBIM UpE3MEPHBIM BO3JEHCTBHEM naburatpana. Ecmu y
NAIMEHTOB C BBICOKUM pHUCKOM KpOBOTEYEHHs BBISIBICHO UPE3MEPHOE BO3JACHCTBHE
naburaTpaHa, peKOMEHIyeTcss yMeHbIIMTh 103y A0 220 mr (1 xamcyna mo 110 mr 2 pasa B
cytku). Korna Bo3HUKaeT KIMHUYECKU 3HAYUMOE KPOBOTEUEHHE, JICUEHUE CIIEAYET PepBaTh.

VY NanmueHToB ¢ racTpuTOM, 330()arMTOM MM ractpos3odareaqbHON peduitoKCHON 00Je3HbIO
MOYET ObITh PACCMOTPEHO CHM)KEHHUE JI03bI W3-3a MOBBIIIEHHOTO PHCKA JKEITYA0YHO-KHILIEYHOTO
KpoBoTeueHus (cMm. Tabmuiry 2 u pazaen 4.4).

Hayuenmul ¢ napywenuem d)VHKI/ﬂ/lLl no4yex

Tepanus npenapatom [laburatpana stekcunar - JDKUO®CHU y nanmMeHTOB C  TSXKEIbIM
HapymenneM ¢pynkuuu novek (KK <30 mu/mMuH) npotuBonokasana (cM. paszzaen 4.3).
Koppekuuu 10361 He TpeOyeTcs y MalueHTOoB ¢ JIeTKUM HapyiieHueM ¢yHkiuu nouek (KK 50—

<80 mu/muH). /5 MameHToB ¢ yMepeHHbIM HapyiienrueM ¢yHkiuu noyek (KK 30-50 mi/mun)
8
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pekoMeHyemas J103a mpenapara Jlaburarpana 3TeKCI/méll_'| '—";HM @M‘%‘bgﬁﬁ%ﬁ&@oo

mr (1 xancyna no 150 mr 2 pasza B cyrku). Tem He MeHee, [UIsl TALIUEHTOB C BHICOKMM PHUCKOM
KPOBOTCUCHHSI MOXKET OBITh pacCMOTpPEHa BO3MOXXHOCTh CHMIKEHHS JI03bl IIperapara
Haburarpana stexkcunat - JOKUDIDPCU no 220 mr (1 kancyna mo 110 Mr 2 pa3za B cyTkH) (CM.
pasnensl 4.4 u 5.2). Y nmanueHToB ¢ HapymieHHeM (DYHKIIUU IMOYEK PEKOMEHAYETCs TIIATeIIbHOE
KJIMHUYECKOEe HAOIOICHHE.

Oonoepemennoe npumenernue npenapama_Habuzampana smexkcunam - JDKHOOCHU ¢

AKMUBHBLIMU uH2UOUmMmopamu Perukonpomeuna (makumu KaKk amMuoO0apos, XUHUOUH, 6epanamui)

[Tpu oTHOBpEMEHHOM MPUMEHEHUH aMHO/IapOHa UM XUHHUIUHA KOPPEKIUU 03bl He TpeOyercs
(cm. paznenst 4.4, 4.5 u 5.2).

CHmkeHre J03bl PEKOMEHIyeTCsl JJis MalMeHTOB, KOTOpPbIE OJHOBPEMEHHO IOJIY4aroT
Bepamamuil (cM. Tabmuny 2 u pazgenst 4.4 u 4.5). B a1oii cutyauuu npemnapar laburatpana
srekcwiar - JPKMO®CU u Bepanamui ciieyeT IpUHUMATh OJHOBPEMEHHO.

Brusnue maccor mena

B cooTrBercTBHU C (bapMaKOKI/IHeTI/IIIeCKI/IMI/I U KIIMHUYCCKUMH OJaHHBIMHU KOPPCKUOWH OO3bI HE
Tpe6yeTc;1. O,I[HaKO, 3a IMalucHTaMu C Maccou tena MeHee 50 kr PCKOMECHAYCTCA KIMHUYCECKOC

HaOJIFOEHUE.
eTH
[Ipenapar {aburarpana stekcuiar - [JDKUODCU nportuBomnokaszan y aeteil B Bozpacte 10 18

JICT.

Crooco0 rmpuMeHeHus

Karmicynel cnenyer npuHuMaTh BHYTpb, | WK 2 pa3a B CyTKM HE3aBUCHUMO OT BpEMEHHU IpUeMa
MUK, 3alKiBas CTAaKaHOM BOJblI JUIs OOJierdyeHusi NMpOXOXAEHUs IpemapaTta B kenynok. He

CJICAYCT BCKPBIBATH KAIICYITy.

4.3. IIlpoTuBONOKA3aAHUS

e [unepuyBCTBUTENHHOCTh K JaOuraTpany, AaOuratpaHa 3TeKCHJIATy WIM K JOOOMYy H3
BCIIOMOTaTEJIbHBIX BEIIECTB;

o Tsxenas crenens noyeunoit HenocrarouHocT (KK <30 mu/mun);

e AKTHBHOE KJIMHUYECKH 3HAYMMOE KPOBOTEUEHUE;

e [lopaxxeHue oOpraHoB B pe3yjibTaTe KIMHUYECKH 3HAYMMOTO KPOBOTEUEHHUS, BKIHOYAs

FCMOppaI‘I/ILIeCKI/Iﬁ HUHCYJIBT B TCUCHUC 6 MCCAILICB 10 HaYaJIa TCPAIIUU;
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e Hanuuue COCTOAHMM, NIPU KOTOPBIX NOBBILLCH DI/ICK( %&LI&EQE&EE@E%‘E T 1 I;Il‘iiflc:ﬂe:

umeronecs: uiu HepaBHue uzbszBiaeHus KKT (GkemyaoyHO-KMILIEYHOTO TpakTa), Hau4Ke
3JI0KaueCTBEHHBIX 00pa30BaHMI C BBICOKMM PUCKOM KpPOBOTEUEHUS, HEaBHEE TIOBPEKACHUE
TOJIOBHOTO WJIM CIIMHHOTO MO3Ta, HEeIABHSS ONepalys Ha TOJOBHOM WM CIIMHHOM MO3Tre
win oprambpMoioruyecKas ornepaiys, HelaBHee BHYTPHUUEPEITHOE KPOBOU3IUSIHIE, HATUYHE
WIM TIOJO3PEHHE Ha BapUKO3HO pACHIMPEHHbIE BEHbl MHIIEBOJAA, BPOXKICHHBIC
apTEpUOBEHO3HBIE 1e(EKThI, COCYUCTbIE AaHEBPU3MBI MM OOJBIINE BHYTPUIIO3BOHOUYHBIE
W BHYTPUMO3TOBBIE COCYMCThIE aHOMAJINU;

e OpaHOBpeMEHHOE Ha3HAueHHWE JIOObIX JAPYrHMX AaHTUKOAryJasHTOB, B TOM YHCIE,
HePPaKLIHOHUPOBAHHOTO rerapuHa, HHU3KOMOJIEKYJISPHBIX rernapuHoB (HMI)
(PHOKCamapuH, JaJTENapuH W Jp.), NPOU3BOAHBIX TemapuHa ((GOHIAMAPUHYKC W Jp.),
NepopalbHBIX aHTHKOATyJISHTOB (BapdapuH, puBapokcabaH, amukcabaH u J1p.), 3a
UCKJTFOUEHHEM CITydaeB Iepexojia JeueHust ¢ Win Ha mpemnapar /laburarpana sTekcuiar -
JUKUD®CH wnm B cilydae NpPUMEHEHHs HEPpaKIMOHWPOBAHHOTO TelMapuHa B 032X,
HEOOXOIUMBIX ISl TIOJJEPKAHUS LIEHTPATFHOTO BEHO3HOTO WJIM apTepHAIbHOTO Karerepa
WM TIPH BBITIOJIHEHUU KaTeTepHOU abnanuu npu GUuOpUILISILIUY [TPEeICepAnii;

e OIHOBpPEMEHHOE HAa3HAYEHHE MOIIHBIX UHTUOUTOPOB P-rimKompoTenHa: KeTOKOHAa30a s
CUCTEMHOI'0 TPUMEHEHUS, IIUKIIOCIIOPHHA, HTPAKOHA30J1a, TAKPOJIUMYCa U JPOHEAAPOHA;

e Hapymenus ¢yHKIuM mnedeHH W 3a00JieBaHUSl TEYEHU, KOTOpPhIE MOTYT IMOBIUSATH Ha
BBDKHBAEMOCTH;

e Hamnuue POTE3UPOBAHHOTO KJamaHa  cepala, TpeOyrolero Ha3HauYeHUs
AQHTHKOATYIISTHTHON TEparuu;

L4 BepeMeHHOCTB U nIepuoa rpyAHoro BCKapmMJIMBaHU .

4.4. OcoOble ykazaHMsl 1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPO’KHOCTBIO

Tabnuua 4. dakTopsl prcKa, KOTOPbIE MOTYT MOBBIIIATH PUCK KPOBOTEUEHHUS.

PapMakoAMHAMUYECKUE U Bospact =75 ner

(hapMaKOKHHETHYECKUE

(bakTops

@DakTOpPHI, NOBBIIIAOIINE bonpmmue:

KOHIIEHTpaLuIo faburarpana | * YMepenHoe Hapymenue ¢pyHkuun nodek (KK 30— 50 mn/mun)
B TUIa3Me KPOBHU » MomrHble HHTHOUTOPHI P-riimkonpoTenHa (3a HCKIII0OYeHHEM

yKa3zaHHBIX B pazzene 4.3) (cm. pasnen 4.5)

 Ciiabble U yMepeHHbIe HHTUOUTOPHI P-rimkonpoTenHa
(HarmpuMep, aMHOJAapOH, BepanaMuil, XUHUIUH U TUKArpesop;
cM. pazzaen 4.5)
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(OCAEQOBATENEROCTE 0005

Mansie:

» Huzkas macca tena (<50 xr)
dapMakoMHAMHYECKHE OnHoBpeMEeHHOE TPUMEHEHUE:
B3auMoieiicTBus (cM. pazaen | * ACK (aneTuicamuiuioBOi KUCIOTHI) U IPYTUX HHTHOUTOPOB
4.5) arperaiuu TPOMOOITUTOB, TAKUX KaK KJIOMUIOTPEN

 HIIBII (HecTeporaHBIX MPOTUBOBOCHATUTEIBHBIX MPEAPATOB)
* CelleKTUBHBIX MHTHOUTOPOB OOPATHOIO 3aXBaTa CEPOTOHHHA
WIH CENIEKTUBHBIX HHIMOUTOPOB OOPAaTHOTO 3aXBaTa CEPOTOHUHA
Y HOpaJIpeHalnuHa

* JIpyrux jekapcTBEHHBIX IIPENapaToB, KOTOPbIE MOTYT
HapylaTh reMocTas

3abosneBaHusA/IPOLIEAYPHI C * BpoxeHnnsie Win NpuoOpeTeHHBIE HAPYIICHUS

0COOBIMH CBEPTHIBAEMOCTH KPOBHU

reMopparu4eckuMu puckamu | ¢ TpomOonuToneHus win GyHKIHOHAIBHBIE 1e(EKTHI
TPOMOOITUTOB
* HemaBHO npoBeieHHast OMOTICHS WK TIepeHeCeHHasi OOIIpHas
TpaBMa

* bakTepuanbHbId SHIOKAPIUT
* D30(arut, racTpUT WK racTpo33odareanbHas pedIroKcHas
00J1e3Hb

Puick pa3BuTHS KPOBOTCUCHUH

[Ipumenenue npenapara [laOuratpana stekcmnar - JDKUO®CHU, tak xe, Kak U JpYyrux
AQHTUKOAryJsiHTOB, PEKOMEHAYETCSI C OCTOPOXKHOCTBIO IIPU COCTOSHUSX, XapaKTEPU3YIOILUXCS
HOBBIIIEHHBIM PUCKOM KpoBOTeueHUH. Bo Bpems Tepanuu npenaparom JlaburatpaHa sTekcuiar
- JUKMDPCHU BO3MOXKHO pa3BUTHE KPOBOTEUEHUH pa3auyHON Jiokanu3auuu. CHUKEHUE YPOBHS
reMorJIoOMHa W/WIM TEeMaTOKpPUTa IO HEBBISICHEHHBIM MpPUYMHAM, WIH CHIDKeHHe A/l
(apTepranbHOTO JaBJIEHUS) SIBJISIETCSI OCHOBAHUEM JUIS TIOMCKA UICTOYHUKA KPOBOTEUEHUSI.

B curyanusx omacHoro s ’KM3HU WJIM HEKOHTPOJUPYEMOrO KpPOBOTEUEHHs, Korjna Tpedyercs
ObICTpOE MpEKpallleHue aHTUKOaryasHTHOTo 3¢ddexra nadurarpana, 10CTyNeH cHerupUUecKUii
aHTaroHUCT uaapyuuszymao (cMm. paszaen 4.9).

B kinuHWYecKkuX UCClIEOBaHMSIX NpPUMEHEHUE JadurarpaHa ObUIO CBSI3aHO C MOBBILIEHHEM
yactoTel Oombmimx KK  (kenyqouHO-KMILIEUHBIX) KpoBOTeUeHUU. [lOBBILIEHHBIH pHUCK
HaOroAasICs y MAlMeHTOB MOXKMIIOro Bo3pacTta (=75 jer) npu NpuMeHEeHUH AaburatpaHa B J03€
150 mr 2 pa3a B cyrku. JlomojgHMTENbHbIE (AKTOPBl pHUCKA BKIIOYAIOT OJHOBPEMEHHOE
NPUMEHEHHE HHTMOMTOPOB arperauuud TpoMOOIMTOB, Hampumep, kionuaorpena u ACK wnun
HIIBII, a Taxke Hamuuue 330(Qarmra, racTpUTa WIM TracTtpod3odareasbHON pedIFOKCHON

0OO0JIE3HMU.

TmarenbHOEe KIMHIISCKOE Ha6J'IIOJIeHI/Ie
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TmarensHOE HaOIIO/IEHWE B OTHOIIICHUU TTPU3HAKOB Kpdggféf{glgfgll‘l:/ﬁ%rEE%"BE]IO_MéHH%éTCX

Ha TPOTSHKCHUM BCEro IepHoja JICYEHHUs, OCOOCHHO €CIU MPUCYTCTBYIOT Cpa3y HECKOJIBKO
dakTopoB pucka (cm. pazzaen 4.4). OcoOyr OCTOPOKHOCTH CIIEAYET COONMI0AAaTh, KOT/Ia Mpenapar
Haburarpana ostekcunar - JOKUDODOCHM HasHadaeTcs OJHOBPEMEHHO C BepamaMUiIoM,
aMHUOJIaPOHOM, XHWHUIAMHOM HWJIM KJIAPUTPOMULMHOM (MHTHOUTOpHI P-rmukonmporenHa) u, B
YaCTHOCTH, TIPU BO3HUKHOBEHUH KPOBOTECUEHHSI, OCOOCHHO y MAaMEHTOB, UMEIOIUX JIETKOE MJIH
yMepeHHOe HapylieHue GpyHKIun moyex (cM. paszaen 4.5).

TmarenbHoe HaOMOIEHWE B OTHOUICHMM TPU3HAKOB KPOBOTEUEHHUS PEKOMEHIyeTcs Y

ManyueHToB, ogHoBpeMeHHo nonydaromux HIIBIT (cm. pazgen 4.5).

IIpekpamieHne mpuemMa mnpemnapara

[Tpu pa3BUTHH OCTPOH MOYEYHON HEIOCTATOYHOCTH MpHEM mpemnapara JlaburaTpaHa sTeKkcuiar -
JIKNDDCHU HeoOX0aMMO TPEKPATUTh (CM. TaKxke pasen 4.3).

HpI/I PAa3BUTHU TSKCIJIOTO KPOBOTCUCHUA JICHCHUC H€06XOIII/IMO MNPEKpaTuThb, HadaTb IIOUCK
UCTOYHMKA KPOBOTCUCHUS M PACCMOTPETh BO3MOXHOCTh IPUMEHEHHS CHEeNU()UIECKOro

aHTaroHMUCTa — Mpenapara uaapyunsymao (cM. pasuaen 4.9).

CHuKeHue 10351

CHuxeHue J03bI JOJIDKHO paCCMAaTpUuBaTLCA UJIHM PCKOMCHA0OBATLHCA, KaK OIIMCAaHO B Pa3aciic 4.2,

[IpumeHeHMnE I/IHFI/I6I/ITODOB OPOTOHHOI'O Hacoca

Bo3moxHO HasHaueHue HMHrHOUTOpoB mNpoToHHOro Hacoca (MIIH) mns mpodunaktuxku KK

KPOBOTEYECHUH.

Ha6ODaTODHI>IC IIOKa3aTCIn CBEPThIBAHUA KPOBU

Hecmotpst Ha To, uto mpenapar [laburatpana stekcuiar - JDKMO®CU B nenom He Tpebyer
PETYJISIPHOTO AHTUKOAryJSHTHOIO MOHUTOPHHIA, HM3MEpPEHHE AaHTUKOAryJIsIHTHOTro 3(dekTa,
CBSI3aHHOTO C JJabUraTpaHOM, MOXET OBbITh MOJIE3HBIM AJIsi OOHAPY)KEHUSI YPE3MEPHO BBICOKOU
OKCTO3UIIMY TabUTaTpaHa npy HATMYHH JIOTIOTHUTENFHBIX (PAKTOPOB pUCKa.

Pazsenennoe tpomOuHoBoe Bpemsi (pTB), oskapunoBoe Bpemsi cBeptbiBaHusi (OBC) u
aKTUBUPOBAaHHOE YacTHYHOE TpomobOoruiacTuHoBoe Bpems (aUTB) wmoryr mnpenocraBuTh
NOJIE3HYI0 MH(OPMAIIUIO, HO X 3HAYEHHS CIIEAYET MHTEPIPETHPOBATH C OCTOPOKHOCTHIO HU3-32

BapI/Ia6eJ'II)HOCTI/I PE3YIBTATOB, MMOJYUYCHHBIX Pa3HBIMU METOJaMH aHAJIU3a.
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3HavYeHHE MEKIYHAPOAHOTO HOPMATM30BaHHOTD OTHOHI'él[IHI;r'a\%ﬁbIﬁS'I:B]EQI%Iﬂ_I 'ﬁéﬂBE'I%BHﬁﬁLIM

y TAaIUeHTOB, NpUHMMAaroUMX npenapar Jlaburarpana stekcunar - JOKUODPCU, u Obum
ONMCAHbI Cllydau JIoKHOMNoJoxuTenbHoro mnosbieHuss MHO. Ilostomy usmepenne MHO

IIPOBOAUTH HE CIICAYCT.

Ta6JII/IHa 5. HOpOFOBBIC S3HAQYCHHA KOaAryJsIHMOHHBIX TECTOB B MOMCHT JOCTHXKCHUA
MHHHUMaJIbHON KOHLCHTpalnun Iperapara B KpOBH, KOTOPBIE MOI'YT OBITh ACCOOUHPOBAHBI

C IOBBIIICHHBIM PUCKOM KPOBOTCUECHHM.

ITokazaTenb (B MOMEHT JOCTHIKCHHS IToxazanme
MUHHUMAJIbHON KOHIEHTPAIIU
rpenapara B KPOBH)

[TpodunakTrka BEHO3HBIX Ol u
TpoMO0o3MOonuii y marmenToB nocne | TI'B/TDJIA
OpPTONENYECKUX Ollepalui

pTB [Hr/™mi] >67 >200

OBC [KpaTHOCTb MIPEBBIILICHUS

o JlaHHBIE OTCYTCTBYIOT >3
BEpPXHEHN IPaHUIIbI HOPMBI |
aUTB [kpaTHOCTb IIPEBBILICHUS >13 52
BEpPXHEU I'paHUI[bl HOPMBI | ’
MHO He cienyer BbINONHATH

HDI/IMGHGHI/IG d)I/I6‘[)I/IHOJII/ITI/I‘-IeCKI/IX npenaparoB AJIA JICYCHUA OCTPOI'0 MIIEMHUYCCKOIo MHCYJIbTAa

[TpumeHenne GpUOPUHOIUTUYECKUX IPENapaToB JUIs JICUEHUS] OCTPOro MIIEMHYECKOTO HHCYIbTa
MOYET OBITh PAaCCMOTPEHO, eciH pe3yibTarsl u3Mepenus pIB, OBC wiu aUTB y nanuenra He
IpeBBIIIAIOT BepxHe rpanHuisl Hopmbl (BI'H) B cooTBercTBHM € MeCTHBIM pedepeHCHBIM

JIAAITa30HOM.

XUpYyprudyecKrue BMENIATEI5CTBA U HMHBA3UBHEIE IIPOIIEYPEI

[TaruenTsl, KoTOpble MpuHUMalOT npenapar JlaOurarpana srekcunatr - JOKUD®CU, umeror
NOBBIIICHHBIH PHUCK KPOBOTEYEHHUs IIPU BBINOJIHEHUH XUPYPrHUYECKMX WM WHBA3UBHBIX
npoienyp. BbINoJgHEHHe XHPYprHUecKOro BMENIaTeIbCTBA MOXKET MOTPeOOBaTh BPEMEHHOIO
npeKkparieHus npuema npemnapara Jlaburarpana srexcunat - JDKUDDCU.

[TpoBenenune kapauoBepcun He TpedyeT nepepbiBa B mpueme npenapara Jlaburatpana sTekcuiar
- JDKUDOCH.

Jannuple o mpuMmeHeHun naburarpana (1 kamcyna mnpenapata [laburarpana sTekcuiar -
JUKUD®OCHU no 110 mr 2 paza B CyTKH) y MallMEHTOB, KOTOPBHIM BBIMOJHSETCS KaTeTepHas
abmanuss npu  QUOPWUISIMKM Tpeacepaui, OTCyTcTBYIOT (cM. pasuen 4.2). BrimonHenue

KaTeTepHoi abnanuu npu GUOPWLILMU MpeIcepArii y MAIMeHTOB, MOIYYaolIUX Ipernapar

13



ot 04.03.2026 N2 4190
Haburarpana stexcunat - [JDKUDDCHU B noze (150 mr (ﬂ%ﬂ%;@ﬁgéjltwrlhﬂ_ ﬁél :fb'ééyeT

COOTBETCTBYET ZKCNEPTHOMY OTUETY

nepepsiBa B IpueMe npenapara (cM. paszaen 4.2).

Crnenyer MposIBIATH OCTOPOYKHOCTH MPU BPEMEHHOM MPEKPAIECHUH JICUCHHUS JUIS BBITOJTHEHHS
XUPYPrUYECKOro BMEUIATEIbCTBA M OOECIEYMTh MOHUTOPHUHI aHTHKOAryisuuu. BeiBeneHue
nadurarpaHa U3 OpraHu3Ma y HalMeHTOB ¢ MOYE€YHOM HEJOCTATOYHOCTBIO MOKET IMPOUCXOIUTh
JoJibiie (cM. pazzen 5.2). DTo ciaeayeT yUUThIBATh MPHU BBIOJIHEHUH JIIOOBIX mponeayp. B Takux
CIIy4asiX KOaryJasi{UOHHBIE TECTHI (CM. pa3zen 5.1) MOryT IOMOUYb OIPEAEIUTh, COXPAHSAIOTCS JIU

HapymecHus reMmocrasa.

9KCTDCHHBI€ XHUPYPIrudeCKUEC BMCIIATCIbCTBA U ITPOLICAYPbI

[Ipenapar Jlaburatpana stexcunar - JOKUDDCU cremxyer BpeMeHHO OTMeHUTh. Eciam as
BBITIOJTHEHUS BMeEIIATeIbCTBA/IPOLIEAYPHI TpeOyercs obIcTpOe MpeKpaleHne
AHTUKOAryJITHTHOTO 3 dekTa, clieayeT pacCMOTPETh BO3MOKHOCTh BBEICHUS CHCIIM(PHISCKOTO
AHTAroOHHUCTA K Ta0UraTpany — uaapynu3ymaoa.

[Ipexpaienne Tepanuu gaburaTpaHoM TMOJBEpPraeT MalUEeHTOB TPOMOOTHYECKOMY PHUCKY,
CBA3aHHOMY C WX OCHOBHbIM 3aboneBanueM. [Ipuem mnpenapara Jlaburarpana sTekcunar -
JDKUDDCHU moxer ObITh BO30OHOBJICH dYepe3 24 dYaca TOCIEC BBEACHUS CHEIU(PUICCKOTO
AHTAroOHHUCTA K AaburarpaHy — uaapynu3ymada — mpu YCIOBHH JTOCTHXKEHUS MOJIHOTO FeMOCTa3a

M CTAaOMJIBHOT'O COCTOSIHHS manucHTa.

CpoYHBIE XUPYPTHUYECKHE BMEIIATENbCTBA/TIPOIIEYDEI

[Tpenapat [aOurarpana stexcunat - DKUD®CHU crnepyer BpemeHHO OTMeHHMTh. CpouHoe
XUPYPru4ecKoe BMEIIATENbCTBO WIM NPOLEAYPY, IpPH HAIWYMM TAaKOW BO3MOYKHOCTH,
1es1ecO00pa3HO BBINOJIHATH HE paHee, yeM uepe3 12 yacoB Imocie MOCIEIHEro IpueMa
npenapata Jlaburatpana stexkcunar - JOKUO®CU. Ecnau onepanus win npoueaypa He MOKET
ObITH OTJIOKEHA, €€ BBINOJHEHHE Yy TMallMeHTa, MOJIy4Yaroulero aadurarpaH, MOXXET OBITh
aCCOLMMPOBAHO C TOBBIIIEHHBIM PHCKOM KpPOBOTEUEHHUS. DTOT PUCK KPOBOTEUEHUS CIIEHAYET

COIIOCTAaBUTH CO CPOYHOCTHIO BMCIIATCIILCTBA.

[I1aHOBEIE XMPYPIUUECKHE BMEIIATEILCTBA

Ecmu Bo3mokHO, mpemapat JlaOuratpana stekcwiar - JOKUDDCU crnegyer OTMEHHUTH TIO
KpailHell Mepe 3a 24 yaca J0 BBINOJHEHUS HMHBAa3UBHBIX WM XUPYPrHUYECKHX Mpoueayp. Y
MAIMEHTOB C TIOBBIIICHHBIM PHUCKOM KPOBOTCUYCHHS] WIM TpPHU OOMIMPHOM XHPYPTHUECKOM

BMEIIATCIBCTBE, TJC MOXECT HOTpe6OBaTBC$I IMOJHBIA T €MOCTa3, CJICAYyCT pacCMOTPETh
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XUPYPIUUECKOr0 BMEIIATEIbCTBA.

Tabmuna 6. IlpaBmma ormensr mpemaparta [laburatpana stekcunar - JODKUDDCU mepen

HWHBA3WBHBIMU HUJIU XUPYPIrUICCKUMU MMPOLCAYPAMU.

DyHKIHUA [TOYEK Ti IIpexpamnienue npuema npenapara nepes IIaH0OBOM XUPypru4eckoin
(KK, ma/MuH) oneparnuei
BbICOKHI pUCK KPOBOTEUEHUS UIU CrangapTHBIN pUCK
npoBesieHue 00JIbILION onepanuu
>80 ~13 | 3a2 nus 3a 24 gaca
>50 — <80 ~15 | 3a2-3 gusa 3a 1-2 musg
>30 — <50 ~18 | 3a4 nusa 3a 2-3 nus (>48 yacoB)

CrouHalibHAs AHECTE3US/AIUAYPAIBLHAS aHECTE3Us/IIIOMOaNbHAS HVHKIUS

Takue mpouenaypsl, KaK CHUHHOMO3IOBas AaHECTE3Wsl, MOTYT MOTpPeOOBaTh IOJHOTO
BOCCTaHOBJICHHS T€MOCTa3a.

B cnyyae TpaBMaTHMYHOW WM TIOBTOPHOW CIIMHHOMO3TOBOW IYHKIMH | JUTUTEIHHOTO
HUCITIOJIB30BaHUA SMUAYPAJIBHOIO KaTeTcpa MOXKET IIOBBIIIATHCA PHUCK PasBUTHUA
CIIMHHOMO3TOBOI'0 KPOBOTEYEHUS WM SNUAYpadbHOW remaromsl. llepByro 103y mnpenapara
Haburarpana srexcunat - JDKUODCHU crnenyer npuHUMaTh HE paHee, YeM depe3 2 yaca moclie
ynaneHusi karerepa. HeoOXOAMM KOHTPOJb COCTOSHHS IAlMEHTOB JIISL  MCKJIFOUCHHS
HEBPOJIOTUYECKUX CHUMIITOMOB, KOTOpPBIE MOTYT OBITh OOYCJIOBJICHBI CIUHHOMO3TOBBIM

KPOBOTEYEHHEM WX SIUYPATbHON reéMaToMOM.

Ilocneoneparmonnas dasa

[Tocne WHBa3MBHOW MPOLEAYPHI/XUPYPrUYECKOTO  BMEIIATENbCTBA IPUEM  Ipemnapara
Haburarpana srekcunar - JOKUODCU cnenyer BO300HOBUTH/HA4aTh Kak MOKHO ObICTpee, eCiu
3TO MO3BOJIAET KIMHUYECKAsl CUTYyallusl U JOCTUTHYT aJ€KBATHBII IreMoCTas.

Y nanuMeHToB C PUCKOM KpPOBOTCYECHMS WM HUMEKOIIUX PUCK YPE3MEPHOM DKCIO3ULIHUU
npernapara, OCOOCHHO y TAlMEHTOB C yMepeHHBIM HapymenueM ¢yHkuun nodek (KK 30-50

MJI/MUH), TEPAIHIO CIEAYET MPOBOJUTEH C OCTOPOXKHOCTHIO (CM. pazzen S.1).

HaHI/IeHTI)I C BBICOKHUM PHUCKOM XHDVDFHHGCKOﬁ CMEPTHOCTHU U BHYTPEHHUMU d)aKTODaMI/I pPHUCKa

TPoMOOIMOOJIMUECKHUX OCIOKHEHUN

I[aHHBIe 1o B(I)(bCKTI/IBHOCTI/I n 0e30IaCHOCTH I[a6I/IFanaHa B JaHHOI rpynmne IanucHTOB

OI'paHHUYCHBI, [IOOTOMY TEpAIUIO CICAYET NPOBOJAUTHL C OCTOPOKHOCTEBIO.
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XI/IDVDFI/I‘IGCKOG BMCIIATCJIHCTBO IIPHU MMEPCIIOMCE| ICHUKN JIPCH KOCT

JlanHbple 00 MCTIONB30BaHUU JaOurarpaHa y MalueHTOB, KOTOPHIM MPOBOAUTCS XUPYPTrUYECKOe
BMEUIATEJIbCTBO IIPU IE€peIoMe IIEHKH OEIpeHHOM KOCTH, OTCYTCTBYIOT. Tepamusi He

PEKOMEH]IyeTCS.

Hapynienue d)VHKHI/II/I INCYCHU

[TaniueHTHI ¢ TOBBIICHUEM aKTUBHOCTH MEeYeHOUHBIX (hepMeHToB >2 BI'H Oblmu MCKIIOYCHBI U3
OCHOBHBIX KJIMHHYECKUX UCCienoBaHuii. OmnbiTa MPUMEHEHHs JaburaTpaHa B dTOW MOATPYIIIE
nanueHToB HeT. Hapymenwe ¢GyHKIUU meyeHH wiau 3a00JieBaHHE TICUYEHHU, KOTOpOE, Kak
0XKHMJIA€TCS, MOXKET TOBJIUATh HAa BBDKUBAEMOCTb, SIBIIACTCS IMPOTUBOMOKA3aHUEM IS

npuMeHeHus npemnapara Jladburarpana srekcuiar - JDKUDDCHU (cm. paszpen 4.3).

BzanmoeiicTBre ¢ MHAYKTOpaMH P-riimKonpoTenHa

O)I(I/I,Z[aeTCH, 4TO OJHOBPCMCEHHOC HA3HAYCHUC HHAYKTOPOB P-FHI/IKOHpOTeI/IHa MINpUBCACT K
CHHXXCHHIO KOHHCHTpaHI/II;'I )1a61/1ranaHa B IINIa3M€ KPOBHU, U UX OJHOBPCMCHHOI'O IMPUMCHCHUA

cienyet uzberath (cM. paznuensl 4.5 u 5.2).

[HanueHTs! ¢ aHTU(HOCHOIUINAHBIM CHHIPOMOM

V¥ nauueHToB ¢ aHTU(POCHOIUNUIHBIM CUHIPOMOM (OCOOEHHO MPU TPOWHOM IOJIOKUTEILHOM
pesyibrare Ha aHTU(OCHOIUNMIHBIE AaHTUTENA) IMOBBILIEH PHUCK TPOMOOIMOOINUECKUX
cobbiTuil. HecMoTpst Ha TO, 4TO 3¢ (EeKTUBHOCTh JaburarpaHa yCTaHOBJIEHA JUIi JICYEHUS U
MpOPUIAKTUKA BEHO3HOM TpoMOOIMOOIHMH, OHA HE OblJJa M3y4eHa KOHKPETHO B TOJATPYIIIE
NAIUEHTOB ¢ aHTUPOCHONIUUTHBIM CUHIPOMOM.

[TosToMy nepen npumeHenueM mnpenapara /laburarpana srexcuiar - JDKMOOCHU y nanneHToB
¢ aHTU(POCHOTUNHUIHBIM CUHPOMOM PEKOMEHYEeTCsl TIIATEIbHO PacCMOTPETh BCE BO3MOKHBIE

BAPHUAHTHI JICHCHUSA (BKJHO‘Ia}I CTAaHAAPTHOC JICUHCHHUEC, TAKOC KAK AHTA'OHUCTAMH BUTaMHUHA K)

[lanueHThl ¢ aKTUBHBIMH 3J10Ka4eCTBEHHBIMU HOBOoOpasosanusmu (T B/TOJIA)

D¢ dekTuBHOCT, M 0€30MacHOCTh NpUMEHEHMsI naduratpana s jeuenuss TIB/TOJIA y

MNalMMEHTOB C aKTHBHBIMU 3JIOKAYCCTBECHHBIMU HOBOO6paSOBaHI/I$IMI/I HC YCTAaHOBJICHEI.

4.5. B3amMmopeiicTBMe ¢ JPYTHMH JICKAPCTBEHHBIMH IpenaparaMM M Jpyrue BHABI
B3aHMO/1eiCTBUA

Bs3auMonaeiicTBrd ¢ OelIKaMU-TIEPEHOCYUKAMHA
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

mmKornporenHa. OXKuaaeTcs, 4T0 OJTHOBPEMEHHOE Ha3HAUYeHHWE HMHTMOMTOPOB P-TiukonpoTenHa
MPUBOJIUT K TIOBBINICHUIO KOHIIEHTPAIUK JaburaTpaHa B TJIa3Me KPOBH.

Ecin He yka3aHo WHOE, TpU OJAHOBPEMEHHOM MPUMEHEHHWH Ja0urarpaHa ¥ MOIIHBIX
UHTHOUTOPOB P-riimkomnporenHa HEOOXOAMMO TINATEIbHOE KIMHHYECKOe HaOoacHue (B
OTHOIICHHH TPU3HAKOB KPOBOTCYCHHUS WM aHeMHH). [IpH OJHOBPEMEHHOM HPHUMEHECHUHU
naburaTtpaHa C HEKOTOPHIMH WHTHOMTOpaMH P-TIMKOmpoTeMHAa MOXKET MOTpedoBaThCs
CHWKEHHUE 70361 (cM. pa3aensl 4.2, 4.3,4.4u 5.1).

Tabmuma 7. BzaumonelcTBus ¢ 6eIKkaMu-TIEPEHOCYUKAMH.

Hneubumopwl P-enuxonpomeuna

O0Ho8peMmeHHOe nPpUMeHeHUue NPOMUBONOKA3AHO (cm. pazoen 4.3)

Ketokonazon Kerokonazon ysenunuusan oburue 3naueHust AUCo-» (TU1011a1s moj
KpUBOH «KOHLEHTpaus — BpeMs») U Cmax (MaKCUMaJIbHON
KOHIIGHTpanuu) gaburarpana B 2,38 paza u B 2,35 pa3za
COOTBETCTBEHHO, MOCJIE OJJHOKPATHOTO MPUEMa BHYTPh JA03bI

400 mr, u B 2,53 pa3a u 2,49 paza COOTBETCTBEHHO, ITOCIIEC
MHOT'OKpaTHOI'0 ITpueMa BHYTph 103bl 400 Mr keTokoHa3oia 1 pa3 B
CYTKH.

Hponenapon [Ipu onHOBpEeMEHHOM MTPUMEHEHUHU JaburarpaHa 3TeKCuIaTa u
nponenapona oomre 3HadeHus AUCo0-» u Cmax qaburarpana
YBEJIMYUBAIKNCH IPUMEPHO B 2,4 pa3a u 2,3 paza COOTBETCTBEHHO,
nociae MHorokpatraoro npuema 400 mr gpoHegaposa 2 pasa B
CYTKH, U IpuMepHO B 2,1 pa3za u 1,9 pa3a cooTBETCTBEHHO, 110CIIE
OJIHOKpaTHOro npuema 0361 400 mr.

Htpakonason, Ha ocHOBaHUM pe3yJIbTaTOB UCCIECIOBAHUIA IN VItr0 MOXHO 0KUIAThH
IIUKIIOCTIOPUH 3¢ deKT, CXOIHBIN C KETOKOHA30JIOM.

Oo0nospemennoe npuUMeHeHue He PEKOMEHOYEemcs

Takponumyc B uccnenoBanusx in Vitro o0Hapy»eHo, 4TO TAKPOIUMYC UMEET

TaKoH ke ypoBeHb MHTMOMpyto1ero 3¢pdexra Ha P-rnukonporeus,
KaK UTPAaKOHA30J1 M HUKJIOCHOpHH. [IpumeHenue naburatpaHa
ITEKCHJIaTa BMECTE C TAKPOJIUMYCOM He ObLIO U3YyUYEHO B
KJIIMHUYECKHUX uccienoBaHusIX. OHaKo OrpaHUYEHHBIE
KJIMHUYECKHE JJaHHBbIE O IPUMEHEHUH BMECTE C JIpyTUM CyOCTpaToOM
P-rnukornpoTerHa (3BepoauMycoM) MO3BOJISIOT MPEINOI0KHUTh, YTO
MHTHOVpoBaHKEe P-rmukonpoTenHa TakKpoJIMMycoM ciiabee, yeM npu
IPUMEHEHUH MOUIHBIX HHTHOUTOPOB P-TimKonpoTenHa.

['mexanpeBup/ OnHOBpEMEHHOE UCTIOIB30BAHNE KOMOMHAITUN (PUKCHUPOBAHHBIX
MUOPEHTACBUD 7103 HTHTUOUTOPOB P-rimkonpoTenHa riekanpeBupa/muopeHTacBupa
MPUBOJUT K YBEIMUCHUIO KOHIICHTPAIMK Ja0uraTpaHa B miia3me
KPOBH U MOXET MOBBICUTh PUCK KPOBOTEUECHMUIA.

Credyem cobatodams 0CHOPOAICHOCHb 8 CAVYAE 0OHOBDEMEHHO020 NDUMEHEHUS
(em. pasoenvt 4.2 u 4.4)

Bepamammn [Tpu oTHOBpEMEHHOM MTPUMEHEHHNH Ja0uraTpaHa dTeKCUIaTa

(150 mr) u Bepamamuiia it npuema BHYTpb Cmaxt AUC
naburarpaHa yBEIHYHBAINCH, HO CTETICHb ATOTO YBEIMYCHUS
pas3nuyanach B 3aBUCUMOCTH OT BpEMEHHU IIpHUeMa U JIEKapCTBEHHOM
(dhopmbl Bepanamuiia (cM. paznensl 4.2 u 4.4).
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MakcHManbHOe yBAIMIeHNE SKCIIOSHIIIT naouratpasd | - ==~

HaOJII0AaI0Ch TPU MPUEME NIEPBOi 03Bl JIEKAPCTBEHHOU (hOPMBI
BeparaMuiia ¢ HeMeIJIEHHBIM BHICBOOOXKIEHUEM 32 OJIMH Yac J10
npuema JaburaTpasa sTekcuiiara (yBenuueHue Cmax IPUMEPHO B
2,8 pa3a u yBenuuenne AUC nmpumepHo B 2,5 paza). Dddekt
MOCTENICHHO YMEHBIIAJICS MPH MPHEME JIEKAPCTBEHHOU (hOPMBI
Bepanammia ¢ JUIMTeJIbHBIM BbICBOOOXKIeHHEM (yBearueHre Cmax
npumepHo B 1,9 pasza u yBenuuenue AUC npumepHo B 1,7 paza)
WIK IPU IpUeMe MHOTOKPATHBIX J103 Bepanamuiia (yBeJndeHue
Cmax mpumepso B 1,6 pasza u yBennuenne AUC npumepno B 1,5
pasa).

He nabmronanocs 3Ha4MMbIX B3aUMOJICHCTBUM NpU IpUEME
Bepanamuiia yepes 2 yaca rnociie npuema gaburarpaHa 3TeKcuiaTa
(yBenmueHnue Cmax mpumepHo B 1,1 pasza u ysennuenne AUC
npuMepHo B 1,2 paza). D10 00bsACHAETCS NOJHBIM BCACBIBAHUEM
naburarpana yepes 2 yaca.

AMuoapoH [Ipu oTHOBpEMEHHOM MPUMEHEHHH Ja0uraTpaHa ¢ OJHOKPAaTHOU
nepopanbHOi 10301 600 M aMHOIapOHA CTETIEHb U CKOPOCTh
BCACBhIBaHUS aMUOJIapPOHA U €r0 aKTUBHOTO MeTaboIuTa
JIE39TIIIAMHO/IapOHA CYIIECTBEHHO HE M3MeHsUTHCh. 3HaueHuss AUC
u Cmax faburarpana Bo3pacrtanu npumepHo B 1,6 paza u 1,5 paza
COOTBETCTBEHHO. YUUTHIBAS JTUTEILHBIN ITEPHO/T ITOTYBBIBEACHUS
aMHO/IapOHa, BO3MOKHOCTh B3aUMOJICHCTBHUS MOXKET COXPAHSIThCS B
TEUYEHNE HECKOJIBKUX HEAEIb ITOCIIe OTMEHBI aMHOJapOHA (CM.
pasnensl 4.2 u 4.4).

XUHAIUH XuHuarH HasHadaau B 103e 200 mr kaxkasle 2 yaca 40 JOCTYKEHUS
obmeit 1o3e1 1000 mr. Jlaburarpana sTekcHiIaT Ha3HAYaau 2 pasa B
CYTKH B T€UeHHE 3 qHEH moaApsl, Ha 3-U JeHb — C XUHUIUHOM HIIH
0e3 xuauanHa. 3HaueHuss AUCr,ss 1 Cmax,ss Jaburatpana
YBEITUYUBAIUCH B cpeaHeM B 1,53 paza u 1,56 pa3za coOTBETCTBEHHO,
MIPH OJHOBPEMEHHOM MIPUMEHEHUHU C XUHUIUHOM (CM. pa3aensl 4.2
u4.4).

Knaputpomuninx IIpu otHOBpEeMEHHOM MTPUMEHEHUH KiapuTpoMuiiuHa (500 mr 2
pasa B CYyTKH) ¢ JaburarpaHa 3TeKCUIATOM Y 3/I0POBBIX
n06poBoJbleB Habmoaanock yBeanuenne AUC npumepno B 1,19
paza u yBennueHne Cmax mpumepHo B 1,15 pa3za.

Tukarpenop IIpy 0IHOBPEMEHHOM IIPUMEHEHUN OJAHOKPATHOM A03BI 75 MI
naburarpaHa dTeKCUiiaTa ¢ Harpy304Hou 1030 180 mr
tukarpenopa 3HaueHust AUC u Cmax taburarpana yBeIMYMBaJIUCh B
1,73 paza u 1,95 paza coorBercTBeHHO. [lociie MHOTOKpaTHOTO
npuema Tukarpenopa 90 mMr 2 pasza B CyTKU yBEIMUYCHHE
AKCMO3UIMHU AaburarpaHa cocrapisuio 1,56 paza u 1,46 paza s
Cmax 1 AUC cOOTBETCTBEHHO.

OnHOBpEMEHHOE Ha3HAYEHUE HArpy3049HOM 10361 180 Mr
tukarpenopa u 110 mMr naburarpana sTekcuiara (B paBHOBECHOM
coctostann) yBeauauBaio 3HaUeHUSI AUCrss 1 Cmax,ss TaburaTpana B
1,49 paza u 1,65 pa3za COOTBETCTBEHHO, 10 CPAaBHEHUIO C IPUEMOM
OJIHOTO aburarpana sTekcuiara. [lpu Ha3HaueHUH Harpy304HOI
no3sl 180 mr Tukarpenopa yepes 2 yaca nocie npuema 110 mr
naburarpaHa dTeKcuiiaTa (B paBHOBECHOM COCTOSTHUH) CTETIEHb
yBenuueHUst AUCrss 1 Cmax,ss Jaburarpana cHkanach 10 1,27 pasza
u 1,23 paza COOTBETCTBEHHO, IO CPABHEHHIO C MPUEMOM OJTHOTO
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naburarpana srexchiara. Tako pazaensheiiupren - - -

PEKOMEHAYETCS sl Hayasla TEPAUU TUKArpeIopoM ¢ Harpy304HOU
JI03BI.

OpnnoBpemenHoe HazHadeHHe 90 Mr Tukarpenopa 2 pa3a B CyTKU
(mognepxkuBaromiast 1o3a) ¢ 110 Mr gaburarpana srekcunaTa
yBeanuuBaio ckoppektupoBaHHbie 3HAUCHUS AUCr,ss 1 Cmax,ss
naburarpana B 1,26 pasza u 1,29 paza cOOTBETCTBEHHO, 110
CpaBHEHHIO C IPUEMOM TOJBKO JadurarpaHa 3TeKCuIara.

ITo3akoHazon [To3akoHa30:1 TakKe B ONPENEICHHON CTENEHU HHIHOupyeT P-
IJIMKOMPOTEUH, HO OH He OblI U3y4YeH B KIMHUYECKHX
HCCIIEN0BaHUAX.

Crenyer cobmoaTh OCTOPOKHOCTD, Korja npenapat /laburarpana
stekcuiar - JOKMODCU naznauaeTcsi 0THOBPEMEHHO C
103aKOHA30JI0M.

Hnoyxkmopwi P-enukonpomeuna

Credyem uzbezamv 00HOBDEMEHHO20 NPUMEHEHUS]

Hampumep, pudammuims, | Oxumaercs, 9TO OJHOBPEMEHHOE Ha3HAYCHHUE MTPUBOIUT K

3Bepoboit CHIDKCHUIO KOHLIEHTpalui gadurarpaHa.

IIPOIBIPSIBIICHHBIN [IpenBaputenbHblid IpueM UHAYKTOpa P-rimmkonporenHa
(Hypericum perforatum), | pudammuimua B 103e 600 Mr 1 pa3 B CyTKH B TeueHue 7 THEH
KapOama3enuH Win YMEHbIIa] MAKCUMAJIbHYIO M OOIIYI0 SKCIO3UIHIO Ja0urarpaHa u
(dheHuTOuH o0uuii ypoBeHb Bo3aeiicTBus Ha 65,5% 1 67% COOTBETCTBEHHO.

WNupynupyronwii 3¢ ¢ext yMeHbIIANCs, 9TO MPUBOAMIIO K
9KCHO3MLIMY laburaTpaHa, OJU3K0i K pe)epeHCHOMY 3Hau€HHIO, K
7-My JHIO TOCIIE IPEKPALICHUS JICUCHHUS PU(DAMITUIIITHOM.
JanbHeliero yBeau4yeHus: On0oI0CTYIIHOCTH ellie uepe3 7 1Hel He
Ha0JII01a7I0Ch.

Hneubumopul npomeasvi, maxue Kax pumoHagup

O0Ho8pemeHHoe npUMeHeHue He PeKOMEHOVemcsl

Hanpuwmep, OTu npenaparsl BIUSIOT Ha P-riukonpoTrenH (1100 B KauecTBe
PUTOHABHP U €TI0 UHTUOHUTOpA, TNOO0 B KauecTBe HHAYyKTOpa). OHM HEe U3ydaauch U
KOMOHMHAIIUY C IPYTUMH | TIO3TOMY HE PEKOMEHIYIOTCS JJIsl OJTHOBPEMEHHOI0 Ha3HAUYEHUS C
UHTHOMTOpaMu npoTeas3sl | npenaparom [laburarpana stekcunar - JDKMDDCH.

Cybcmpam P-enukonpomeuna

Jluroxcuna B xone uccnenoBanus, mpoBEeEHHOTO € y4yacTHeM 24 310pOBbIX
JO0OPOBOJIBIIECB, TPU OJHOBPEMEHHOM MTPUMEHEHHUN JaburaTpaHa u
IATOKCHHA He HAOII0IaI0Ch HUKAKUX U3MEHEHHUH SKCIIO3UIINU
IATOKCHHA ¥ KIMHUYECKHU 3HAYNMBIX N3MEHEHUH B DKCIIO3HUIINA
naburaTtpaHa.

AHTHKO&FVHﬂHTBI 1 JCKApCTBCHHBIC CPEACTBA, KOTOPBIC I/IHFI/I6I/IDVIOT arperamnuio TDOM6OHI/ITOB

JlexapcTBEHHbBIE CpEACTBa, TEPANHs KOTOPBIMM HE HCCIENOBAJIaCh WJIM ONBIT IPUMEHEHUS
KOTOpBIX OTPaHUYEH, U KOTOPbIE MOTYT MOBBICUTh PUCK KPOBOTEUEHUH IPHU OAHOBPEMEHHOM
npuMeHeHun c¢ npemnapatoM Jlaburatpana stekcuiar - JOKUD®CU: anTHKOarynsHThl, Takue
Kak HedpaknuoHupoBaHHblii renapud (H®I'), Huzkomonexynspusie renmapunsl (HMI) u
NpOM3BOJIHBIE remapuHa ((pOoHIANapUHYKC, IE3UPYAUH), TPOMOOIMTHYECKHE JIEKAPCTBEHHBIE

npenapaTtbl M aHTaroHUCThl BuTamMuHa K, puBapokcabaH wiM JApyrue mepopaibHbIe

19



COOTBETCTEYET JKCMNEPTHOMY OTUYETY
ot I]4.:E:- 2026 “-J-'_#_'I'EIZ_Z B
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arperanui0 TPOMOOIMTOB, TaKUe Kak aHTaroHucTsl peuentopoB GPIIb/Illa, tuxmonuaus,
mpacyrpen, THKarpesaop, IeKCTpaH u cyabGUHNUpa3oH (cM. pasaen 4.4).

Ha ocHoBanuu naHHbIX, coOpanubix B ucciaenoBanuu III daser RE-LY (cm. pasgen 5.1), 6110
OTMEYEHO, YTO COIYTCTBYIOIIEE HCIIOIB30BAHUE JPYTHX MEPOPATBHBIX WM MapeHTEPaIbHBIX
AHTUKOAryJsSTHTOB YBEJIMYMBAET 4YAacTOTy OOJIBIIMX KPOBOTEUCHHWM TIpU JICYCHHH Kak
naburaTpaHa 3TeKCHIATOM, TaK U Bap(apuHOM MPUOIH3UTENHHO B 2,5 pasa, TIaBHBIM 00pa3oM,
IIPU TIEPEBOJIE C OJIHOTO AHTHKOATYJISIHTA Ha Apyrou (cM. pasnen 4.3).

Kpome Toro, comyrcrByroniee mnpumMeHeHue aHtuarperantoB, ACK wnm  kionuporpena
NPUOIU3UTENBHO YIBAUBAJIO YaCTOTY OOJBIINX KPOBOTCUEHUH MPH JICUCHUU KaK JabWratpaHa
ITEKCUJIATOM, TaK U BaphapuHoM (cM. paznen 4.4).

H®I' MoxHO mnpuUMEHSITh B J103aX, HEOOXOMUMBIX [UIS MOJJCPKAHUS MPOXOJAUMOCTH
[EHTPAJILHOTO BEHO3HOTO MJIM apTepPHATIbHOTO Karerepa (cM. pasaen 4.3).

Tabmuna 8. B3auMoaeicTBHsI ¢ aHTUKOATYJISTHTAMU M JICKAPCTBEHHBIMH CPEACTBAMHE, KOTOPBIC

MHTHOUPYIOT arperamnuio TpoMOOIUTOB.

HIIBII [Tokazano, uro npumenenue HIIBII ns xpaTKOBpeMEHHON aHAIbI€3UN HE
ObUIO CBSI3aHO C MOBBIIIEHUEM PUCKa KPOBOTEUEHUS MPH OJTHOBPEMEHHOM
PUMEHEHHUU C JaburarpaHa TEKCUIaTOM.

[Tpu nnurensHOM IprMeHEHUH B Xoj1e uccnenoBanus RE-LY HIIBII
MOBBIIIAIH PUCK KPOBOTEUEHHS MprOIm3uTeapHo Ha 50% it naburarpana
STeKCHJIaTa u Bap(papuHa.

Knonuporpen Y 340pOBBIX MOJIOABIX JOOPOBOJIBIIEB MYXKCKOTO T0JIa OTHOBPEMEHHOE
Ha3zHaueHHue JaburarpaHa 3TeKCUiIaTa v KJIOMUA0Ipelia He BbI3bIBAIO
JIOTIOJTHUTEIFHOTO YBEIMYCHHUS BPEMEHH KaMUIIPHOTO KPOBOTEYECHHUS 110
CpaBHEHHIO ¢ MOHOTepanuell knonuaorpenaoM. K romy ke 3naueHuss AUCrss u
Cmax,ss JaburaTpana v oKa3aTeian KoaryJsiH, UCTIONb3YIOIIHecs s
OLIEHKHU BJIMSHUSA JaburarpaHa WiM NoKa3aTeau BIMSHUS KIOMUAorpesa Ha
MOJIaBJICHUE arperanui TPOMOOITUTOB, OCTaBAIMCh HEM3MEHHBIMH TTPU
CpaBHEHMHM KOMOMHUPOBAaHHOM TE€PAIUU U COOTBETCTBYIOIIEH MOHOTEpATUH.
[Tpu mpueme Harpy3ounoi n03s1 kinonuaorpena 300 mr win 600 Mr 3HaUYCHUS
AUC;ss 1 Cmax,ss Taburarpana yBenuuuBanuch npumepHo Ha 30 —40% (cm.
pasznen 4.4).

ACK OnHOBpeMEHHOE MPUMEHEHHE ¢ JaburaTpaHa 3TeKCHIaToM B 103¢ 150 mr 2
paza B CyTKH MOXET IMOBBICUTH PUCK JIFOObIX KpoBoTeueHui ¢ 12% 10 18% u
24% npu nozax ACK 81 mr u 325 Mr cooTBETCTBEHHO (CM. pazzien 4.4).

HMI' OpnnoBpemenHoe npumenenne HMI', Takux kak sHOKcanapuH, U gadurarpaHa
JTEKCHJIaTa, CIIEUaIbHO HE nccaenoBaiocs. Iloce nepesona ¢ Tpex1HEBHOM
Tepanuu SHokcanapuHoM 40 Mr 1 pa3 B cyTku 1/k, uepe3 24 yaca nocie
BBEJICHHUS NIOCIIETHEN JJ03bI SHOKCAINlapHHa SKCIIO3UIH Jaburarpana obuia
HECKOJIBKO HUXe, YeM I0cJie IPUMEHEHHUS TOJIbKO JadurarpaHa sTekcuaaTa
(omHOKpaTtHas mo3a 220 mr). Habmonanocs nossimienne antu-FXa/Flla
AKTUBHOCTH T1OCJIE IPUMEHEHUS JTaburaTpaHa sTeKcusara c
IIpEeABApPUTENILHBIM Ha3HAYEHUEM 3HOKCAalapyHa 110 CPABHEHUIO C aHTH-
FXa/FIla ak THBHOCTBIO NPH JICYEHUH TOJIBKO JTaOUraTpaHa STEKCUIIATOM.
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CumnTaercs, 9T0 3T0 00yCIOBIeHO ocTdrouHbM AbdeKToM Teuerns - -~

9HOKCAllapuHOM U HC ABJISICTCS KIMHUYCCKU 3HAYNMbIM. HpenBapHTeanoe
Ha3HaA4YCHUE DHOKCallapruHa CYIICCTBCHHO HE BJIMAJIO HA JPYTrUc
AHTUKOATr'yJIIIUOHHBIC ITOKA3aTCIIN ):[a6HranaHa.

Jlpyrue B3auMOJIEHCTBUS

Tab6muma 9. JIpyrue B3auMoeiCTBUS.

Cenexmushvie uneubumopwvl oopamnoeo 3zaxeama cepomonuna (CHO3C) unu cenexmugHule
uHeubUMOpvL 0Opamno2o 3axeama cepomonuna u Hopaopenaruna (CHO3CH)

CHO3C, CHUO3C u CMO3CH noBbImanu puck KpoOBOTECUEHUS
CHNO3CH B uccienoBanu RE-LY Bo Bcex rpymnmnax JiedeHusl.
Bewecmea, enusrowue na pH scenyoounozo cooepoxcumozo

[TanTompaszon [Ipu ogHOBpEMEHHOM MTPUMEHEHUHU JaburarpaHa ¢

MaHTOIpa3oioM Habmoaanock ymeHbieane AUC
naburatpana npuoimsutensHo Ha 30%. B
KJIIMHUYECKUX MCCIIEOBAHUIX TAaHTOIPA30Jl U IPYTUe
MHTHOUTOPHI TpoTOHHOTO Hacoca (MUITH)
Ha3HAYaJIUCh OJTHOBPEMEHHO C Ja0UraTpaHoM, U
onHoBpeMeHHoe npumenenue UITH He camxano

3¢ pexTUBHOCTH naburarpaHa.

Panutuaun O,Z[HOBpCMeHHOG INPpUMCHCHHC paHUTHAWHA C
I[a6I/IFanaHOM HC OKa3bIBaJIO KIIMHHUYCCKH 3HAYUMOI'O
BJIMSAHHNSA Ha CTCIICHb BCACBIBAHU A z[a6HranaHa.

BzamMoieiicTBHs, CBI3aHHBIC C MEeTa00JINYSCKUM HDOd)I/IJIeM z{a6HranaHa 9TCKCHUJIaTa H

naburaTpaHa

JlaGurarpana sTeKcuiaT U AaburaTtpad He MeTabOIU3UPYIOTCs cucTeMoi nuroxpoma P450 u He
OKa3pIBalOT IN Vitr0 HHKakoro BiIWsHUS Ha QepMeHTsl 1mTOoXpoma P450. Ilostomy
B3aMMOJICHCTBUS JadurarpaHa ¢ COOTBETCTBYIOIIMMHU JIEKAPCTBEHHBIMM CpEICTBaMU HeE

OXXHNAacTCA.

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTD M JTAKTALHSA

bepeMeHHOCTB

JlanHble 0 mpuMeHeHUW pAadurarpaHa 3TEKCHJIaTa BO BpeMsi OEpEeMEHHOCTH OTCYTCTBYIOT.
[ToTeHnManbHBIE PUCK y YEIOBEKAa HEW3BECTEH. JKEeHIMHAM penpoAyKTHBHOIO BO3pacTa
ciefyeT wu30eraTb HACTyIUICHHs OEpeMEHHOCTH MpHU JieueHuH npenapatoM Jlaburarpana
srekcmwnar - JOKUD®CHU. Tlpu HacTymiaeHun OEpeMEHHOCTH TPUMEHEHHE Iperapata He
PEKOMEHIYeTCs, 32 UCKIFOUEHHEM CIIy4aeB, KOTJa OKHJIaeMas I0JIb3a MPEBBIIIAET BO3MOXKHBIN

PHCK.

JlakTanus
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OTCYTCTBUEM KIMHUYECKUX JIAHHBIX, TPYJHOE BCKapMJIMBAaHUE PEKOMEHAYETCSI NMPEKPATUTH (B
Ka4eCTBE MEPbI IPEJOCTOPOKHOCTH).

DepTUILHOCTE

B OKCIICPUMCHTAJIBHBIX HCCIICAOBAHUAX HC YCTAHOBJICHO He6ﬂaFOHpI/I${THOFO BO3,Z[€I>'ICTBPIH Ha

q)epTI/IJIBHOCTL HJIW MTOCTHATAJIbHOC Pa3BUTUC HOBOpO)KI[éHHbIX.

4.7. BausiHue HAa CMOCOOHOCTH YNPABJATH TPAHCMOPTHBIMU CPeACTBAMH M PadoTaTh €
MeXaHM3MaMH

Bnusinue maburarpaHa Ha CIOCOOHOCTH YIPABISTh TPAHCIOPTHBIMU CPEIICTBAMHU M 3aHUMATHCS
JIPYTMMH TIOTEHIIMAIIHO OINMACHBIMH BHUJIAMH JIEATEIBHOCTH, TPEOYIOMMMHU MOBBIIICHHON
KOHIEHTPALlMU BHUMAHUSA M OBICTPOTHI ICUXOMOTOPHBIX PEaKIIMii, HE U3y4aiaoch, HO YUUTHIBAs,
4yTo npuMmeHeHue mnpenapara [laburatpana stexcunar - JOKUDDCU moxkeT compoBOXIaThCS
MOBBIIICHHBIM PUCKOM KPOBOTEUEHUH, CIEAyeT COOJI0/IaTh OCTOPOXKHOCTh MPHU BBIMOJHEHUU

TaKuX BUAOB ACATCIIbHOCTH.

4.8. HexkennaTeibHbIE peakuuu

Tabauunoe PE3IOME HEXKENATCIILHBIX PEaKIUI

Yacrora HeXeJaTeIbHBIX PEaKIii, KOTOPbIE MOTYT BO3HUKATh BO BpeMs TEpaIvuu, MPUBE/ICHA B
BUJIE CIIEAYIOIIed rpaganuu: oueHsb yacto (>1/10); wacto (>1/100, <1/10); newacro (>1/1 000,
<1/100); penxo (=1/10 000, <1/1 000); ouens peaxo (<1/10 000); HeusBecTHO (YacToTa He
MOJKET OBITh OLIEHEHA MO JOCTYIHBIM JIaHHBIM).

Tabnuna 10. HexenarenbHble peakiiuu

CucTeMHO-OpraHHbIN Kiacc/ YacroTa BOSHUKHOBEHHUS

HexenarenpHas pCaKknud

[NepBuyHas npoQriIakTHKa
BEHO3HBIX
TPOMOOIMOOITIYECKIX
OCJIO)KHEHUH Y B3POCIIBIX
MAlMEeHTOB, MEPEHECIINX

[podumaktika
UHCYJIBTA,
CHCTEMHBIX
TpoMO0dIMOONUH U
CHI)KEHHUE Cep/IeHHO-

Jleuenue u
popUIaKTHKA
PEeLUNBOB OCTPOTO
TpoM003a TITyOOKHX
BeH (TT'B) w/unn

IJIAHOBOE TOTAJIHHOE COCYIUCTOM TpoMO0IMOOTHH
SHIOMPOTE3UPOBAHKE CMEpPTHOCTH y JICTOYHOU apTepuu
Ta300eIPEHHOT0 CycTaBa B3pOCIIBIX (TOJIA) n
WJIN TOTAJIBHOC ITAIIUEHTOB C Hpoq)HHaKTHKa
SHIOTPOTE3UPOBAHUEC HEKJIallaHHOH CMEPTEIBHBIX
KOJICHHOTO CyCTaBa ¢bubpmLIIINeit HCXOJIOB,
npeacepani u BBI3BIBAEMBIX STUMH
OJTHUM WiH OoJee 3a00JICBaHUAMU
(dakTopaMu pucKa
Hapywenus co cmoponul kposu u aumgamuyueckotl cucmemvi:
AHEMUA HEYaCToO qacTo HE4YaCTO
CHHIXCHUC YPOBHSA qacTo HEYaCTO HEU3BECTHO
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P — (MOCHEQUEATENGHOCTE 0005
TPOMOOIIUTOTICHHS penKo HEYacTo penKo
CHIDKEHHE TeMaTOKpUTA HEYacTo penKo HEH3BECTHO
HEHTponeHus * HEU3BECTHO HEU3BECTHO HEU3BECTHO
arpaHyJonuTo3* HEH3BECTHO HEH3BECTHO HEH3BECTHO
Hapywenus co cmopoHvl UMMYHHOU CUCTEMbL:

peaxiuu HEYacTo HEYacTo HEYacTo
THIIEPYYBCTBUTEIBHOCTH

KOKHAsI ChITTh penKo HEYacTO HEYaCTO
KOXKHBIH 3y]T penKo HEYacTo HEYacTo
aHaUITAKTHYECKAasT PEaKIus penKo penKo penKo
AQHTMOHEBPOTUYECKUN OTEK penKo penKo penKo
KpanuBHUIIA penKo penKo penKo
OpoHxocmna3M HEU3BECTHO HEU3BECTHO HEU3BECTHO
Hapywenus co cmopoHbl HepeHOU cucmembl:

BHYTPHUYCPEITHOEC penKo HEYacTo penko
KPOBOTCUCHHE

Hapywenus co cmoponwl cocy0os:

remMaTroma HEYacTo HEYacTo HEYacTo
KPOBOTCUCHHE penKo HEYaCcTO HEYaCTO
KPOBOTCUCHHE U3 PAHBI HEYacTo - -
Hapywenus co cmoponuvl ObixamenbHotll cucmemsvl, Opeano8 2pyOHOU KIeMKU U CPeOOCMEeHUsL:
HOCOBOE KPOBOTCUCHUE HEYaCTO 9acTo 9acTo
KPOBOXapKaHbE pelKo HEYacTo HEYacTo
JKenyoouno-kuweynvle napyulenus:

KEIyTOYHO-KUIICYHBIC HEYacTo 4acTo 9acTo
KPOBOTCUCHHUSI

00JIb B KHBOTE pelKo 4acTo HEYacTo
uapes HEYacTo 4acTo HEYacTo
JTUCTICTICHS penKo 9acTo 9acTo
TOIIIHOTA HEYacTo 4acTo HEYacTo
peKTaIbHBIC KPOBOTCUCHHUS HEYacTo HEYaCcTO 9acTo
reMoppouaabHbIE HEYacTo HEYacTo HEYacTo
KPOBOTCUCHHSI

U3BSA3BICHUE CITM3UCTON penko HEYacTo HEYacTo
o6onouxu JXKXKT, B TOM uncie

s3Ba MUIIEBOAA

ractpo33odarur penKo HEYaCTO HEYaCcTO
ractpo33odareanbHas penKo HEYacTo HEYacTo
pedurokcHast 601€3Hb

pBOTa HEYacTo HEYaCcTO HEYaCcTO
nucharus penKo HEYacTo penKo
Hapywenus co cmopoHbl neyeHu u s#ceniesbl800auux nymei.

HapylieHue GyHKIUN 9acTo HEYacTo HEYacTo
MIEYCHHU/OTKJIOHEHNUE OT HOPMBI

nokazarensi QyHKIHOHAIBHON

poObI MEUYCHU

MOBBIIIICHHE aKTUBHOCTHU HEYacTo HEYacTo HEYacTo
aJlaHMHaMUHOTpaHcdepassl

TTOBBINNICHHE aKTHBHOCTH HEYacTo HEYaCcTO HEYacTo
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acmapTaTaMHHOTpaHC(epassl VAITEAVEBA T VA Th TV,
MOBBIIIIEHNE AKTUBHOCTH HEYacTo penKo HEYacTo
«TEYEHOYHBIX)» TPAHCAMUHA3

TUNepOnInpyOHHEMUs HEYacTo penKo HEU3BECTHO
H3zmenenus co cmopoHvl KodcU U NOOKONCHBIX MKAHEl.

KOYKHBII T€MOPParnyeCKum HEYacTo 4acTo 4acTo
CUHJIPOM

asonenus™ HEH3BECTHO HEH3BECTHO HEH3BECTHO
Hapywenus co cmopoHuvl mbluieunoll, cKeiemHoll U COeOUHUMENTbHOU MKAHU!

remMapTpo3 HEYacTo | penxo HEYacTo
H3zmenenus co cmopomvl no4eK u Mo4esbl800auUX nymeli.

ypOT€HUTaIbHbIE HEYacTo 4acTo 4acTo
KPOBOTEUYCHHUS, B T.4.

remMarypus

Obwue napyuwieHus u peakyuu 8 mecnme 66€0€HUsL:

KPOBOTEUYEHHSI U3 MECTa penKo penKo penko
UHBEKINN

KPOBOTECUCHHS U3 MECTa penko penKo penko
BBEJICHUS KaTeTepa

KPOBSIHUCTOE OTAEISIEMOE penKo - -

Tpasmbl, UHMOKCUKAYUS U OCTIONCHEHUS NPOYeOYD:

MOCTTPaBMaTHYECKOE HEYacTo penKo HEYacTo
KPOBOTEUYCHHE

KPOBOTECUCHHS U3 MECTa penKo penKo penko
OTEPAIMOHHOTO JI0CTYIA

reMaToMa T0CII€e BBIIIOJIHEHUST | HEYacTo - -
POLEAYPHI

KPOBOTEUCHHE TOCTIE HEYacTo - -
BBITIOJTHEHHSI POIIETYPHI

aHeMHs NocjIeonepaloHHas | peJKo - -
OTJeIsIeMOe TI0CIIe HEYacTo - -
BBINOJIHEHHSI TPOLIEIYPHI

CEeKpelus U3 paHbl HEYacTo - -
Xupypeuueckue u meOuyuHcKUue NPoyeoypbi:

JPEHaX PaHEI penKo - -

JPEHaXX MOCJIe BBIMOIHEHUS penKo - -
POIIETyPHI

[Mpumevanue: * — JlaHHBIE HeXeNaTeNbHBIE pEaKIUH HE OBUIM 3aperHCTPHPOBAHBI B

KIIMHUYECKUX HCIBITAaHUSIX Kak TMOOOYHBIe JeHCTBUS (TONBKO MMOOO0YHBIE (D EeKTh);
CJIeIOBaTeNbHO, YACTOTa HE MOXKET OBITh pacCUUTaHA.

Pacuer yacTOTHI HeXKENaTEeILHBIX peaKuHﬁ OCHOBAH Ha MMOCTMAapKETHUHIOBOM OIIBITE.

COO6HI€HI/I6 0 TOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo coo01maTh 0 M0J03peBacMbIX HEKEJIATENIBHBIX PEAKIMSX [1OCIE PETUCTPALMU IIpernapara
C Lenbl0 O0O0EeCHeueHMs] HENPEepbIBHOIO MOHMTOPUHIA COOTHOLICHHS <«II0Jb3a — PHUCK»

JICKApCTBCHHOT'O IIpCriapara. MeauuuHCKUM pa60THI/IKaM PCKOMCHAYCTCA COO6IJ_IaTB 0 JIF0OBIX
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(nac B HOCTH 0005
MOJI03PEBAEMBIX HEXKENATEIbHBIX PEAKIUIX neKaDCTBeHQOTO'}EJQnﬁ%aTE%FE-Ha[{ﬁoﬂam;hme

CHUCTEMBI COOOINEHUsI O HEXKeJIATeNbHBIX PEAKIUsAX TOCYAapCTB — UICHOB EBpasmiickoro
YKOHOMHUYECKOTO COI03a:

Poccuiickas ®@eoepayus

®OenepanbHas ciryx0a 1o Haa3o0py B chepe 3npaBooxpanenus (Poc3npaBuaazop)

109012, Poccuiickas @enepanus, . Mockpa, CnaBsiHcKas muiomaib, 1.4, crp.l

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

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru

WNutepuer-caitT: https://roszdravnadzor.gov.ru

4.9. [lepeno3upoBka

CuMOTOMBI

Ho3bl npenapata [laburarpana stekcunar - JDKMDO®CH, mpeBblmaromme peKoMeHIyeMbIe,
IPUBOJAT K MOBBIIICHNIO PUCKA KPOBOTEUEHHUS Y MMALUEHTA.

Jleuenue

B cinyuae nono3peHus Ha Nepeno3UpPOBKY KOAryJSIIMOHHBIE TECTHI MOTYT ITOMOYb OIPEIEIINTh
puck kpoBoteueHus (cM. paszzaensl 4.4 u 5.1). KanubpoBanusliii konnyecTBeHHbIN TecT (pTB) nnu
NOBTOpHbIE u3MepeHuss pTB 1aroT BO3MOXKHOCTH IPOrHO3MPOBATh BpeMs, Korjaa OyayT
JOCTUTHYTBl ONIpEJeNeHHble YpPOBHM Jaburarpana (cM. pasgen S5.1), Takke B KauecTBe
JIOTIOJIHUTEIIbHONW MEPbI MOYKHO HayaTh JUAJIN3.

Upe3mepHasi aHTUKOAryJsiUsi MOXET IOTpedOBaTh BPEMEHHOI'O IPEKpaIleHUs JIeUeHUs
npenaparoMm Jlaburarpana stexcunat - JJKUDDCU. [lockonpky maburatpaH B OCHOBHOM
BBIBOJIUTCS ITIOYKaMH, CIEAYET MOAIEPKUBATh aIEKBaTHBIN quype3. B CBsA3M ¢ TeM, 4TO cTeneHb
CBSI3bIBaHMA C OENIKaMHu IUIa3Mbl KPOBHM HU3Kas, abUraTpaH MOKET BBIBOJUTHCS C MOMOIIbIO
IUann3a; KIWMHUYECKUI ONBIT, JAEMOHCTPUPYIOIIMHA TMOJIb3y NPHUMEHEHHUs JAuaiu3a B
KJIIMHUYECKHUX UCCIIeIOBAHMSIX, OTpaHUYEH (CM. pasnen 5.2).

Jleuenue kpogomeuenuu

B cnyyae remopparnueckux OCIOXHEHUH JeueHue mpenapaToM JlaburaTpaHa sTekcuiar -
JUKUDOCH cnenyeT mpekpaTuTh U yCTAaHOBUTh UCTOYHUK KpPOBOTeueHHUs. B 3aBucHMOCTH OT
KJIIMHUYECKON CUTYalluu CJIEYET HCII0JIb30BaTh COOTBETCTBYIOUIME MOAEPKUBAIOIINE METO/IbI
JIeYEHUs1, HallpUMep, XUpyprudeckuil remocras nim Bocctanosienue OLK, no pemenuto Bpaya.
Jns  cutyanuii, xorga TpeOyercs ObICTpOe YCTpaHEHHE AaHTHUKOAryJIsSHTHOM aKTUBHOCTH,
CYILIECTBYET CHEIU(PUUYECKHI aHTaroHUCT (papMaKOAMHAMHUYECKOTO JEWUCTBUSA naburaTpaHa —
uaapyuusymad, BBEJAEHHE KOTOPOTO IO3BOJSIET HEHTpaau30BaThb AHTUKOATYJSIHTHBIA 3(QQeKT

npenapata /laburarpana srekcunar - QKD DCH.
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KpOBU (AaKTUBUPOBAHHBIX WJIM HE aKTUBHPOBAaHHBIX) WM pekomMOumHaHTHOro ¢aktopa Vlla.
VIMeroTCsT HEKOTOPBIE 3KCIIEPUMEHTAIbHBIE JTaHHBIE, CBUACTEIBLCTBYIOIIME O BO3MOXKHOCTH MX
OPUMEHEHHs ISl IpPEKpallleHUs aHTHKOoaryJlsHTHoro »s¢ddekra npaburarpaHa, HO JaHHbIE
OTHOCHUTEJIBHO MX I0Jb3bl B KIMHUYECKHX CHUTyalUsX, a TaKK€ OTHOCUTEIBHO BO3MOXHOIO
pHICKa PUKOIIETHOH TPOMOOAIMOOIUN OUEHb OTPAHUYEHBI. Pe3ynbTaThl KOAryIsIIMOHHBIX TECTOB
MOTYT CTaTh HEIOCTOBEPHBIMHU IIOCJIE€ NPUMEHEHHS MpPEJIaraéMbIX KOHIIEHTPATOB (haKTOPOB
cBepThIBaHUs KpoBHU. Cienyer coOirofaTh OCTOPOXKHOCTh NPU HMHTEPHPETAllUU 3TUX TECTOB.
Taxoke ciegyer coOa0AaTh OCTOPONKHOCTD NPH MPUMEHEHUH KOHIIEHTPATOB TPOMOOLUTOB IpU
HAJIMYUKA TPOMOOIMTONIEHUH WM TPHUMEHEHHH AaHTHUArpPETaHTHBIX JICKAPCTBEHHBIX CPEICTB
JUIMTENIBHOTO IEUCTBUS. Bce CUMIITOMAaTHYECKOE JIEUEHUE IIPOBOIAT 110 PELICHUIO Bpaya.

B cnydyae 3HAUMTENBHOrO KPOBOTEYEHMs CJIENYET PAcCMOTPETh BOIPOC O KOHCYJbTalUuu

CrienuaJIicTa 1o remocrasy (HpI/I HaJIn4yuy JaHHOI'O CHCI_[I/IB.JII/ICTa).

5. DPAPMAKOJIOTHMYECKUE CBOMCTBA

5.1. @apmakoauHaMHUYecKHe CBOiicTBA

®dapMakoTepareBTHYECKas TPYIIa: AHTUTPOMOOTHYCCKUE CPEICTBA; MPSMbIC HHTHOUTOPHI
TpoMOnHa

Kox ATX: BO1AEO7

MexaHu3M ASHCTBUS

JlaburarpaHa 3TeKCUIAT ABISAETCA HU3KOMOJIEKYIISIPHBIM, HE 00JIaAa0uM (papMaKoJIOrH4ecKoil
AKTUBHOCTBIO TIPEAIIECTBEHHUKOM aKTUBHOW (opmbl maburatpana. Ilocie mpuema BHYTpH
nadurarpaHa 3TeKCHIaT ObICTPO BcachiBaeTcs B xkenyaodHokunieyHoM TpakTe (JKKT) u, myrem
THJIPOJIM3a, KaTallu3UpPyeMOro 5CTepa3aMu, B IEYEHM U IJIa3Me KpOBHM IpEeBpallaeTcs B
naburatpad. JlaOuratpaH sBIseTCS MOIIHBIM  KOHKYPEHTHBIM  OOpaTHMMbBIM  IPSIMBIM
UHTUOUTOPOM TPOMOWHA U OCHOBHBIM aKTHBHBIM BEIIECTBOM B TUIa3M€ KPOBH.

Tak kak TpoMOMH (cepHHOBasi MpoTeasza) B MPOLECCEe KOAryJsaluu MpeBpamaer GuOPHHOTEH B
¢uOpHH, yrHeTeHHe aKTMBHOCTH TPOMOMHA MpensTCTBYyeT oOpazoBaHHio Tpomba. [/laburarpan
OKa3bIBAaeT MHIHOUpYIOIlee BO3JEHCTBUE Ha CBOOOAHBIA TPOMOWH, TPOMOMH, CBSI3aHHBIN C

(GuOPHUHOBBIM CI'YCTKOM, U BHI3BAHHYIO TPOMOMHOM arperanuo TpOMOOIIUTOB.

dapmakoagnaamudeckne YO HeKTol

B skcrepuMeHTalIbHBIX UCCIICIOBAHHUSX Ha Pa3IMYHBIX MOJENAX TpomOo3a in Vivo u ex Vivo
HOATBEPXKACHO aHTUTPOMOOTHYECKOE ACHCTBHE M aHTHKOAryJIsSHTHas aKTHBHOCTh Ja0HurarpaHa

MMOCJIC BHYTPUBCHHOT'O BBCICHUA U ,[Ia6I/IFanaHa 9TCKCHUJIaTa — IMOCJIC IpUEMa BHYTPb.
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BBIPQKEHHOCTBIO AHTUKOAryJasHTHOTO 3¢ddekra. Jlaburarpan yaiauHIET aKTHBHPOBAHHOE
gacTuyHoe TpomoOoractTuHoBoe BpeMs (AUTB), skapuHoBoe Bpemsi cBeptbiBanus (OBC) u
TpombuHOBOE Bpems (TB).

Ilpogunaxmuxa eenoznvix mpombosmbonuti (BT3) nocire s3noonpomesuposanus KpynHwix
cycmaesoe

Pe3ynbpTarhl KIMHUYECKUX MCCIEAOBAHMNM Yy MALMEHTOB, IEPEHECHIMX OPTONEAUYECKUE
orepanuu — SHAONPOTE3UPOBAHME KOJIEHHOTO M Ta300€IpEHHOr0 CYCTaBOB, — IMOATBEPAMIIN
COXpaHEHHE MapaMeTPOB T'eMOCTa3a M HKBUBAJICHTHOCTh MNpuUMeHeHus 75 mr wiu 110 mr
naburarpana sTekcuiara uepes3 1—4 yaca mocie onepanuu U NOCIeayIomeH moaIep>KUBatoIIeH
1036l 150 mr umm 220 mr 1 pa3 B cytku B TeueHue 6—10 nnei (mpu omepanuu Ha KOJEHHOM
cycrase) u 28—-35 nHeli (Ha Ta300eIpEHHOM CYCTaBe), 0 CPABHEHHUIO C YHOKCAIIAPHHOM B J103€
40 mr 1 pa3 B CyTKH, KOTOPBIM IPUMEHSUIM HAKaHYHE U [IOCJIE ONEpaliu.

[Toka3aHa SKBHMBAJIEHTHOCTh AaHTUTpoMOOTHYEecKoro 3¢ddexra maduraTpaHa STEKCHIIATa IPH
npuMmeHeHud 150 mr wian 220 Mr no CpaBHEHMIO C SHOKCAmapuHOM B 03¢ 40 Mr B CyTKHU Npu
OIICHKE OCHOBHOW KOHEYHOW TOYKHU, KOTOpPAasi BKIIIOYAET BCE CIy4aW BEHO3HBIX TPoMO0oIMOommii
Y CMEPTHOCTb OT JFOOBIX MPUYHH.

Ipogpuraxmuxa uucyroma u CUCEMHBIX MPOMOOIMOOIUL Y NAYUEHMO8 ¢ uopuitayuel
npeocepouti

[Tpu nnutensHOM, B cpeaHeM okoio 20 MecsleB, MPUMEHEHUN Y MalUeHTOB ¢ (GuOpusuianuen
npecepaAnil U ¢ yMEpEeHHBIM WM BBICOKMM PUCKOM MHCYJbTa WJIM CUCTEMHBIX TPOMOOIMOOIHIA
OBLIIO MOKAa3aHOo, YTO JaburaTpaHa sTekcwiar B fo3e 110 mr, Ha3HaueHHBIN 2 pa3a B CyTKH, HE
yctynan BaphapuHy 10 3(PGEeKTUBHOCTH TMPEJOTBPAIICHUS WHCYJIbTa W CHUCTEMHBIX
TpOoMO0SMOOIHNIl y ManueHToB ¢ (GUOpMWILIALMEN MpeacepAuii; Takke B Ipymie JadburarpaHa
ObUIO OTMEUEHO CHIDKEHHE pHCKa BHYTPHYEPENHBIX KPOBOTEUEHMH U OOIEH YacTOThI
kpoBoTeueHuil. [Ipumenenune Oomnee BbIcOKOM 103bl mpemnapara (150 mMr 2 pasa B cyTku)
JIOCTOBEPHO CHIKAJIO PHUCK MIIEMHUYECKOIO0 M T'eéMOPpParuuyeckoro HHCYJIbTOB, CEpAEUHO-
COCYJIUCTON CMEPTHOCTH, BHYTPHUEPEITHBIX KPOBOTEUEHUN U 0OIIEH 4acTOThl KPOBOTEUEHHH 10
cpaBHEHHMIO C BapdapuHOoM. MeHblas a03a JaOurarpaHa XapakTepU30BallaCh CYIIECTBEHHO
0oJiee HU3KUM PUCKOM OOJIBIINX KPOBOTEUEHUH 10 CPaBHEHHUIO C Bap(papUHOM.

Yuctelil kmMHUYecKUi 3G (EeKT OneHUBaNICS MMyTeM OIpe/ieieHHs] KOMOMHUPOBAHHON KOHEUHOM
TOYKH, BKJIOYABIIEH  4YacTOTy MHCYJIbTa, CHCTEMHBIX TpOMOOSMOONMH,  JIETOYHBIX
TpoMO03MOOIHii, OCTpOro MHGPApKTa MUOKAPAA, CEPACUHO-COCYAUCTON CMEPTHOCTH U OOJIBIINX

KPOBOTEYEHU.
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3TEeKCUJIaT, OblIa HIKE, YeM y MAIIMeHTOB, MOJYYaBIIUX Bap(apHH.

N3meHenus B 7a0OpaTOpHBIX MOKa3aTeNsX (YHKUIMM IE€YEHHW Y NaIlMEHTOB, IOJIyYaBIIUX
nadurarpaHa 3TEKCHUJIAaT, OTMEYaINCh CO CPAaBHUMOM MM MEHbLIEH 4acTOTOH 1O CpaBHEHHIO C
HalMeHTaMU, OIy4aBIIMMU Bap(apuH.

JlononHUTENbHOE M3y4YeHHE naburarpaHa dTeKcHjara B HaOIIONATENBHBIX HCCIEIOBAHUSAX Y
NAIUEHTOB ¢ GUOpHIUTSIMEH TIpeacepIuii CBUIETENLCTBYET, YTO MOoKazaTenu d3p(HEKTUBHOCTH U
0e30IIacCHOCTH ~ Ipemapara B KIMHMYECKOW IPAKTUKE  COOTBETCTBYIOT  pe3yJibTaTaM
PaHIOMU3UPOBAHHBIX UCCIICAOBAHUM.

PesynbraTel  mpocmekTHBHOrO  paHgoMusupoBaHHoro — uccienoBanus — RE-CIRCUIT
IIPOJEMOHCTPUPOBAJIN, UTO BBIIIOJIHEHNE KaTETEPHOH a0alyy y MalkeHTOB C MapOKCU3MalbHON
WIK Tepcuctupytomeil  GuOpwUsIIUed Mpencepauil, Moay4yarolluX HENpepbIBHbIA Kypc
naburarpana stekcuiara B go3e 150 mr (1 kancyna) 2 paza B CyTKH, XapaKTepU3yeTCsl MEHbLINM
pUCKOM OOJIBIIMX KpPOBOTEUEHMH B CpPaBHEHMM C TMALUEHTaMH, y KOTOPBIX IpoLeaypa
BBHINOJIHSUTACh Ha (OHE HENpephiBHOTO Kypca BapdapuHa. Pasnmuumii Mexay rpynnamu
CpaBHEHHMs B OTHOLUCHMHM 4YacTOTbl KOMOMHMPOBAHHOW KOHEYHOW TOYKHM, BKJIIOYAIOLICH
UHCYJIBThI, CUCTEMHBbIE 3MOOJIMH WM TPAH3UTOPHBIE UIIIEMUYECKHE aTaKH, BBISIBIEHO HE OBLIIO.
Pesynbprarsl OTKPBITOTO PaHIOMHU3UPOBAHHOIO HCCIEA0BaHUSA RE-DUAL PCI
MPOJIEMOHCTPUPOBAJIM, YTO IPUMEHEHHUE JaburarpaHa sTekcuiiata B 1o3e 150 mr 2 pa3a B CyTKH,
a16o B no3e 110 mMr 2 pasa B CyTKM B KOMOMHAIIMM C KJIOMMJOTPEIOM MJIM TUKArpelopoM y
NalMEeHTOB C HEKJIaaHHOW GpuOpuuIanueil npeacepauil, NepeHecnX YpecKoKHOE KOPOHAPHOE
BMEUIATEIbCTBO CO CTEHTUPOBAHUEM, XapaKTEPU3YyeTCs] MEHBIIUM PUCKOM Pa3BUTHUS MEPBUYHON
KOHEYHOM TOYKH (O0NbIlINE U KIMHUYECKH 3HAUMMble KpoBOTeUeHHs 1o kiaccupukanuu ISTH)
B CPaBHEHUU ¢ KOMOMHHMPOBAHHOW Tepamuei, BKiIrouaronield B ceOs BaphapuH B COYETaHUU C
kjonuaorpenom win tukarpenopom u ACK. Ilpu 3ToM B OTHOLIEHMH KOMOWMHHMPOBAHHOW
KOHEYHOHM TOUYKU 3((PEeKTUBHOCTH, BKIIIOUYABIIEH B ce0s CMEPTh, TPOMOOAIMOOIMUECKUE COOBITHS
(uHapKT MuHOKapAa, HWHCYJAbT WJIM CHCTEMHBblE 5MOO0JMHU), JMOO He3alJIaHUPOBAHHYIO
peBacKyIsIpU3aIuio, oObeIMHEHHAs TpyINa MalUeHTOB, MOJyYaBIIUX JaburaTpaHa 3TEKCHUJaT
(06e 03Bl mpemnapara) B KOMOMHAIIMKM C KJIOMUAOTPENIOM MJIM THKAarpejaopoM, He ycTymana 1o
3¢ (peKTUBHOCTHU TPYIIE MAllMEHTOB, MMOJTY4YaBIINX KOMOMHUPOBAHHYIO Tepanuio BapdhapuHOM B
COUYeTaHHH ¢ Kionuaorpenom min tukarpeiaopom u ACK.

IIpogpunaxmuxa mpom60ImMO0IUIL Y NAYUEHMOE C NPOMEZUPOBAHHBIMU KIANAHAMU Cepoya

B xone xnmHMueckux wuccrnepoBaHuit (asel Il mpumenenus naburatpana u BapdapuHa y
MAMEHTOB, MEPEHECIINX OMepaluio MO 3aMeHe KJamaHa cepllla MEXaHHYECKHM IPOTe30M

(HemaBHO MPOBEJEHHBIE OMEPALlMU U OINEpalluy, IPOBeIeHHbIe Oosee 3-X MecsIeB Hazal), ObuIo
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(MperMyILIECTBEHHO 32 CUET MaJbIX KPOBOTEUECHHWI) Yy MAllMEHTOB, MOJIYYaBIIMX HaburarpaHa
sTekcuaar. B paHHeM mocieonepalioHHOM Iepuojae OOoJbIINe KPOBOTEUEHHS B OCHOBHOM
XapaKTepU30BAINCh TEMOPPArHUECKUM BBIIIOTOM B IIEpUKApP]l, 0OCOOEHHO y MalMEHTOB, KOTOPHIM
nadurarpaHa TeKCUJaT ObUl Ha3HA4YEH B paHHEM Iepuoje (Ha 3 JeHb) MOCie XUPYPrHuecKOu
3aMEHbI KJIallaHoOB CepaLa.

Jlewenue ocmpozo mpombosza anyooxux een (TI'B) u/unu mpomoOosmboruu nie2ounol apmepuu
(TDJIA) u npopunaxmuka cmepmenbHbiX UCXOO08, BbI3LIBAEMBIX DMUMU 3A00I€BAHUAMU
Pe3ynbTaThl KIMHUYECKUX MCCIEIOBAHUHN Yy AIMEeHTOB ¢ HamuueM octporo TI'B u/umu TOJIA,
KOTOpbIE TMEPBOHAYAIBHO IMOJy4ald MapeHTEPAIbHYI0 TEpalui0 B TEYCHHE, KaK MUHUMYM, 5
JTHEM, MOATBEPIMIIN, YTO Jaburarpana sTekcuwiar B 1o3e 150 Mr, Ha3HaueHHBIN 2 pa3a B CYTKH,
He ycTynan BapdapuHy 10 S(PQPEKTUBHOCTM B OTHOLIEHMHM CHH)KEHUS  YaCTOTHI
penuauBupymomero cumnromarndeckoro TI'B u/unu TOJIA u cyuaeB cmepTu, 00yCIOBIEHHBIX
TUMHU 3a00JICBaHUSMHU, Ha MPOTSDKEHUH O-MECSAYHOTO TepHoAa JieueHHs. Y TaIMeHTOB,
MOJYYaBIIUX JaburaTpaHa STEKCHIJIAT, KPOBOTEUYEHUS OTMEYAIHMCh 3HAYUTEIBHO PEXKE, YeM Y
NalMEHTOB, NOIY4YaBIINX Bap(apHH.

YacTtoTa pa3BuTus MHpapKTa MHOKapAa BO BCEX NPOBOIUMBIX HccienoBaHusx npu BTO, Bo
BCEX JICYEOHBIX TPpyMIax Obljia HU3KOH.

Ipogunraxmuxa peyuousupyroueco mpomboosa enyooxux een (TI'B) u/uru mpombosmbosuu
nezounoti apmepuu (TIJIA) u cmepmenvHbIX UCX0008, BbI3BLIBAEMBIX IMUMU 3A00NE6AHUAMU
Pe3ynbraThl KIMHMYECKOTO UCCIENOBAHMS Yy NAUEHTOB ¢ peuuausupyromuMm TI'B u TOJIA,
y’Ke TIOJyJaBIINX B T€YCHHE OT 3 70 12 MecsIeB aHTUKOATYISTHTHYIO TEPAIHI0 U HYKJaBIIUXCS
B €€ MPOJO0KEHNH, IOATBEPINIM, YTO JeueHue jadurarpata srekcuiaaToM B 1o3e 150 mr 2 pasza
B CYTKHM He ycTynaio jeuyeOHomy 3¢ dexry Bapdapuna (p=0,0135). ¥V nanueHToB, NOTydaBIIUX
nadurarpaHa 3TEKCUJIAaT, KPOBOTEUEHHS OTMEYAJIMCh 3HAYMTEIbHO peXe, YeM Yy MaIleHTOB,
MOJIy4yaBUINX BappapHH.

B wuccnenoBanum cpaBHeHUs JaburaTpaHa d3TeKcujaTa C Iulanebo |y TAalMeHTOB, YxkKe
MOJy4aBIIUX B TeYeHHUe oT 6 10 18 MecsieB anTaroHucTsl BUTaMuHa K, OblJIO yCTaHOBIIEHO, UTO
naburarpaH MpeBOCXOAWJ Ianedo B OTHOWIEHMHM NPOQWIAKTUKHA PELUAMBHUPYIOLIETO
cumnTomarudyeckoro TI'B/TOJIA, Bkitouas ciy4an CMEPTH OT HEYCTAHOBJICHHON NPUYHHBL;
CHIDKCHHUE PHCKa 3a Mepuo/I JieueHus coctaBmiio 92% (p<0,0001).

YacToTa pa3BuTHs HH(papKTa MHOKap/ia BO BCEX NMPOBOAMMBIX HccienoBanusx npu BTD Bo Bcex
JeyeOHBIX Tpynnax OblUla HU3KOM.

Ilokazamenu ¢pynkyuu nevenu
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nokasaresel (QyHKIHU MMeYeHN BO3HUKAIHM y MAIlEHTOB, MOJYYaBIIUX Ja0uraTpaHa dTeKCHUJAT,
CO CpaBHUMOW WJIM MEHBIIEH YaCTOTOW, 4YeM Yy MAaIMEeHTOB, MOJy4yaBIIuX BapdapuH. B
UCCIICIOBAaHUM C IUIAe00 CYIIECTBEHHOIO pa3jinyMs B OTHOLIEHMM M3MEHEHUH IoKa3aresnen
(YHKLMM [€4YE€HH, BO3MOXKHO HMEIOIIMX KJIMHUYECKOE 3HAue€HUE, MEXAy TIpylnamu ¢

NpUMEHEHHEM JaburaTpaHa u mianedo He 0TMEeYanoch.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

[Tocne mpuema BHYTph AaOWTaTpaHa S3TEKCHJIAT OBICTPO M IOJHOCTBIO MpEBpalaeTcs B
naburarpaH, KOTOpBIM SIBISIETCS AaKTHBHOM (¢GopMmMol B IulazMe KpoBH. PacmiereHue
IpoJieKapcTBa JaburaTpana dTeKCuiaTa ¢ MOMOIIBI0 KaTallu3UPyeMOro 3CTepa3oil TuIpoau3a 10
JEHCTBYIOIIEro BellecTBa qaburaTpaHa sBIseTcs npeodianaronieii MeTaboIu4eckor peakiuei.
AGcomoTHas OMOIOCTYITHOCTh AaburarpaHa Imociie mpueMa BHYTph Npenapara B (popme Karcyi
COCTaBJIsUIA IPUOIU3UTENTBHO 6,5%.

[Tocne mpuema BHYTpSH Mpemnapara y 30pOBbIX J00pOBOIIbLIEB (hapMaKOKHHETUUECKUN MPOPHIIH
naburaTpaHa B IJ1a3M€ KPOBH XapaKTepHU3yeTCs OBICTPHIM YBEJIMYEHHEM IIa3MEHHBIX
KOHIIEHTpanui ¢ goctukeHneM Cmax B Teuenue 0,5 u 2,0 yacoB mocie mprema mnpernapara.
AOGcopouus

HccnenoBanne, B KOTOPOM OIICHMBAJIM BcachblBaHWE Ja0urarpaHa dTeKcuiara B
MOCIICONEPAIlMIOHHOM TepHoJe uepe3 1-3 dvaca mocie XUPYpPruyeckoro BMENIATENbCTBA,
MO0KAa3aJ0 OTHOCHUTEJIBbHO HU3KYI0 CKOPOCTh BCACHIBAHUSI 10 CPAaBHEHHUIO C BCAChIBAHHUEM Y
310poBbIX 100poBosiblieB, AUC xapakTepu3yeTcsl IOCTENEHHBIM MOBBIIIEHUEM aMIUTUTY bl 6e3
MOSIBJICHUS BBICOKOTO TTHKa KOHI[EHTpalu B miia3Me. Cmax B T1a3Me KPOBH IOCTHTaeTcs yepes 6
YacoB IOClie MPUMEHEHHs Mpenapara B MOCICONEPallMOHHOM MEPHOe 3a CUET BIUSHUSA TaKUX
conyTcTByOmMX ¢akropoB, kak anecre3us, nape3 JXKT u BbImoNHEHHE XHPYpPTHYECKOTO
BMeEIIIATEIHLCTBA HE3aBUCUMO OT JIEKapCTBEHHOM (popMmbl mpemnapata. JlaibHeiee nccieqoBanme
M0Ka3aJlo, 4TO MEAJICHHOE U OTCPOUYEHHOE BCAaChIBaHHME OOBIYHO HaOJII0AAeTCsl TOJIBKO B JEHBb
XUPYPrUYeCcKOro BMeIIaTeNnsCTBa. B mocnenyromue AHE BcackiBaHHe qaburaTpaHa MpOUCXOAUT
OBICTpO, ¢ MocTIKeHHEM Cmax B TJIa3Me KPOBH uepe3 2 yaca Mociie npruemMa rnpemnapara.

[Tpuiem numu He BIMAET Ha OMOJOCTYMHOCTh JaburarpaHa 3TEeKCUiIaTa, HO 3aJepKUBAET BpeMs
noctkeHus: Cmax B TJIa3Me KPOBU Ha 2 yaca.

Cmax 1 AUC 6bU1H PONOPIIMOHANBHBI JI03€.

[Ipu mnepopambHOM mpueme mnemwieTr 0e3 ruapokcunporuaMerueonosaon (I'TIMLI)
000JI0YKH KaTcCyJbl, OMOJOCTYITHOCTh MOXET BO3pacTaTh Ha 75% IMOCe OJHOKPATHOTO MpUeMa

u Ha 37% B PaBHOBECHOM COCTOAHHU IO CPABHCHUIO C 6I/IOI[OCTYHHOCTLIO IIpu IMPUMCHCHUU
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uenoctHocts Kancyn w3 [TIMII npu KIMHMYECKOM IIPUMEHEHUH I HPEeAOTBPALLEHUs
CIIy4aifHOTO TIOBBIIIICHHSI OMOIOCTYITHOCTH JJadurarpaHa srekcuiara (cM. pasaen 4.2).

Pacopenenenue

Ha6mronamace Huskas (34-35%), He3aBHCHMasi OT KOHIIGHTPAllUM CTETICHb CBS3bIBAHUS
naburatpana ¢ 6enkamu mia3Mel kposu. O0BeM pacripeneneHus naburarpana cocrasisier 60—70
J ¥ TIPEBOCXOUT 00BhEM OOIIEro COepP KaHUs BOJBI B OPraHU3Me, YTO YKa3bIBaeT HA YMEPEHHOE
pacnpeneneHrue qaburarpaHa B TKaHsIX.

BI/IOTDaHC(bODMaHI/IH

Metabonu3m U dKCKperws qaburatpaHa ObUTH M3Y4YEHBI IMOCIE OJHOKPATHOTO BHYTPHBEHHOTO
BBEJICHUS MEUYCHOTO pAJAMOAKTUBHBIM H30TOMOM JaburarpaHa 3I0pOBBIM JIOOPOBOIIBIIAM
MyKcKkoro mona. [locie BHYTPUBEHHOTO BBEIEHHUS MEUYEHBIH paJHOAKTUBHBIM H30TOIIOM
naburaTpaH BBIBOJWICA TJIaBHBIM 00pazom moukamu (85%). Dkckpenus uepe3 XKKT cocraBuia
6% BBEJCHHOM J03bl. YCTAHOBJIEHO, 4YTO uepe3 168 uacoB mociae BBEACHUS MEUEHOTO
panuoakTUBHOTO npemnapata 88—94% ero 10361 BRIBOAUTCS U3 OpraHU3Ma.

Jaburatpan mojBepraercsi KOHbIOTUPOBaHHUIO ¢ 00pa3oBaHHEeM (PapMaKOIOTHUECKH AKTHBHBIX
armIrTIOKypoHuI0B.  CyIIecTBYIOT 4eThIpe MO3MIMOHHBIX H3oMmepa, 1-O, 2-O, 3-O, 4-O-
AIWITITIOKYPOHUI, KaXKIBIA M3 KOTOPBIX cocrtaBiasier Menee 10% oOmero coaepkaHus
naburaTpaHa B ria3Me KpoBu. Cienbl Ipyrux MeTaboIMTOB MOXKHO OBLIO OOHAPYKHUTH TOJIBKO C
MOMOIIbIO BBICOKOYYBCTBUTEIBHBIX aAHAIUTHYECKMX MeTon0B. JlaburarpaH BBIBOJUTCS B
OCHOBHOM B HEHM3MEHEHHOM BHJIE C MOYOH CO CKOPOCThIO mpubmu3utensHo 100 mia/MuH, 4TO
COOTBETCTBYET CKOPOCTH KIIYOOUKOBOM (pUIBTpaLIUy.

DJIMMUHAIIHS

Konnenrpanuss paburarpaHa B TIJla3Me€ CHIDKAeTCs OMIKCIOHEHIIMAIBHO CO  CPeTHUM
TePMHUHAIBHBIM TIEPUOAOM TMONYBbIBeACHHS 11 YacoB y 3A0POBBIX JOOPOBOJIBIIEB MOKUIIOTO
Bo3pacta. [locie MHOTOKPAaTHOTO TIPUMEHEHUS TEePMHUHAIBHBIN TIEPHOJ IOJYBBIBEICHUS
coctaBisul okoyo 12—-14 wacos. Ilepumon mosyBbIBeeHUS HE 3aBHcel OT 103bl. [lepuon
MONTYBBIBEJICHUSI YIJIMHACTCS TPU HAPyIIEHUH (QYHKIUM TIOYEK, CM. HHUXKE TMOApa3feln

«Hapymienue QyHKIUN OYeK».

dapMaKOKMHETHKA Y 0COOBIX T'pyndIl NaliucHTOB

Hapywenue ¢pynxyuu nouex
B uccnenosanusix I ¢assl skcnozunus (AUC) naburatpana mocsie nepopajibHOTO npuema Oblia

npuOIM3UTENBHO B 2,7 pa3a BbllIe Y JOOPOBOJIBIEB C YMEPEHHON MOYEUHON HE0CTATOYHOCTHIO
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HEJOCTAaTOYHOCTH.

Y HEOONBIIOr0 KOJIMYECTBA JOOPOBOJIBIIECB C TSXKEIONW CTENMEHBI0 MOYEYHON HEIO0CTATOYHOCTH
(KK 10-30 mn/mun) sxcniozunus (AUC) gaburarpana Oblia mpuOIU3UTENILHO B 6 pa3 BHIIIE, a
NIEPUO]T TTOJTYBBIBEACHUST — MPUOIU3UTEIHHO B 2 pa3a JUIMHHEE 10 CPABHEHUIO C TOMYJISIHEH
MAIMEHTOB 0€3 TOYEYHON HeIOCTaTOYHOCTH (CM. pasnensl 4.2, 4.3 u 4.4).

[lepuon mosyBBIBeEeHUsT OOIIEro gaburaTpaHa y 370POBBIX MMAlMEHTOB Wy TAIMEHTOB C
HapymeHneM (yHKIIUU TOYeK:

Tabmuma 11. Tlepwon momyBbIBeIEeHUST OOmIEro nadurarpaHa y 3J0POBBIX IAIUCHTOB WU Y

ManuCHTOB C HAPYIICHHUEM q)YHKI_[I/II/I ITOYCK.

CkopocThb KITyOOUKOBOW (UIBTPAIIUU ['eomerpuueckoe cpeanee 3nauenue (QCV%;
(Kmupenc Kpeatnauna, Mir/MuH) JMana3oH) Mepruoja MoJyBbIBEICHUS, U

>80 13,4 (25,7%; 11,0-21,6)

>50-—<80 15,3 (42,7%; 11,7-34,1)

>30—<50 18,4 (18,5%; 13,3-23,0)

<30 27,2 (15,3%; 21,6-35,0)

Kpome Toro, skcno3unus paburarpaHa (B MOMEHT JOCTHUKEHHSI MUHUMAJIbHON KOHLIEHTPALUU
npenapara B KpOBU M B MOMEHT JOCTHXKEHHMS MaKCUMaJbHOM KOHLEHTpaluu Ipenapara B
KPOBH) ObL1a OLICHEHa B MIPOCIIEKTUBHOM OTKPBITOM  PaHAOMH3UPOBAHHOM
(hapMaKOKMHETUYECKOM HCCIICIOBAHWM Yy TanueHToB ¢ HekinananHo OII ¢ Tsoxensim
HapymenneM (yHkmun novek (ompenensembiM kak KK 15-30 mu/muH), KOTOpBIE MOMTydanu
naburarpaHa sTekcwiar 75 Mr 2 pa3a B CYTKU. OTOT PEXUM JO3MPOBaHUS obOecrednBa
TEOMETPUUYECKOE CpPEHEE 3HAYEHUE KOHIICHTPAalMM B MOMEHT JAOCTH)KEHUS MHMHHUMAaJIbHOU
KOHIIEHTpaluu npenapara B kpoBu 155 ur/mu (gCV 76,9%) npu n3MepeHrnn HEMOCPEICTBEHHO
nepes MPUEMOM CIEAYIoled [03bl M TEOMETPUYECKOE CpeHee 3HaueHHEe MaKCHUMalbHOU
koHueHTpauuu 202 vr/mia (gCV 70,6%) npu u3mepeHuu yepes 2 yaca rociie npuema rnocieasei
JIO3BI.

Knupenc naburatpana mpu reMoauanus3e HCCiIeloBajics y 7 MalMEHTOB C TEPMHUHAJIbHOMN
XpoHuueckor nmoueyHoil HemoctarouHocThio (TXITH) 6e3 dubpmmsaiuu npencepauii. JAuanms
IPOBOJWIN CO CKOPOCTBIO MOTOKa auanu3ara 700 Mi/MUH, ¢ MPOJOKUTEIBHOCTRIO 4 Yaca U
ckopocThio KpoBoToka 200 mu/muH wiam 350-390 mu/MHH. DTO TPHBOIWIO K CHIDKEHHUIO
KOHIIEHTpanuu maburatpana Ha 50-60% cooTBercTBeHHO. KOMWYeCTBO JE€KapCTBEHHOTO
CPEICTBA, KOTOPOE BBIBOJUTCS C MOMOIIbIO HAIN3a, IPONOPIHUOHATIBHO CKOPOCTH KPOBOTOKA
Opu CKOpOCTH KpoBOoTOKa 10 300 MiI/MHH. AHTHKOAryjisiHTHas aKTUBHOCTh Jaburarpana
CHW)KAJIaCh TIPU YMEHBILIEHUHU €0 KOHLIEHTPALMU B IIa3M€ KPOBH, U MPOLENypa HE BIMsIIA Ha

dbapmakoguHaMuuecKre/hapMaKOKMHETHIECKHE B3aUMOCBSI3H.
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CEPTHOMY OTUETY

(45,8%) naruenTtoB B uccinegoBanuu RE-LY KK cocraBmsin >50 — <80 mu/MuH. Y mamueHTOB ¢
ymepeHHbIM HapymeHueMm ¢yHkiuu nodek (KK 30-50 mu/MuH) KOHIIEHTpanuu qaburaTpaHa B
IJIa3Me KPOBH JIO U TOCIE MpHUeMa JI03bl ObUIM B CPEHEM COOTBETCTBEHHO B 2,29 pasa m 1,81
paza BBIIIE TI0 CPABHEHHIO C MarueHTaMu 0e3 HapymeHus Gyuakuu nouek (KK >80 mu/mun).
Menmunana KK B mccnenoBanun RE-COVER cocrasinsna 100,4 mu/mus. Y 21,7% nanueHTOB
6bu10 erkoe Hapymenue GyHkuuu noyek (KK >50 — <80 mu/mun), u y 4,5% nauueHToB ObLIO
ymepeHHoe Hapymienue (ynkmuu mnouek (KK 30-50 mi/mMuH). YV NanMeHTOB C JIETKUM H
YMEpEHHBIM HapylleHueM (YHKIUU TOYeK KOHLEHTpalUd JaburaTpaHa B IUIa3Me€ KPOBU B
PaBHOBECHOM COCTOSIHMH TIEpe]] TPUEMOM OYEePETHOM 036l ObLITU B CPETHEM COOTBETCTBEHHO B
1,8 paza u 3,6 pa3a Bbiie 1mo cpaBHeHHIO ¢ manueHtamu ¢ KK >80 mu/muH. AHamorudHbie
snauenus ans KK 6sumu o6Hapyxens! B uccinenoBanuu RE-COVER II.

Menuana KK B uccinenosanuax RE-MEDY u RE-SONATE coctasisiia 99,0 mn/mun u 99,7
MJI/MHUH COOTBETCTBEHHO. Y 22,9% u 22,5% mauuentoB B ucciaenosanusx RE-MEDY u RE-
SONATE KK cocrapnsin >50 — <80 mur/muH, u 'y 4,1% u 4,8% namuentoB KK cocrasnsit ot 30
10 50 mu/mMuH.

Toowcunvie nayuenmoi

B cnemmanbHbIX (papMakKOKHHETHYCCKUX HccleaoBaHusx | (a3pl y MalueHTOB MOXKUIIOTO
Bo3pacta HaOmoaanock yBenuaenne AUC Ha 40—60% u Cmax 6onee yeM Ha 25% 10 CpaBHEHUIO
C MOJIOJIBIMH TallieHTaMH.

BrnusiHue Bo3pacta Ha 9KCIO3UIIMIO Ja0urarpana ObLIO OATBEPKIeHO B uccneaoBanun RE-LY:
C YBEJIMYECHHEM MHHHMAJLHOW KOHIICHTPAIIMH Tpernapara B KpoBH (IIepell MPHEeMOM OYepeaHON
103b1) mpuMepHo Ha 31% y malnueHToB B Bo3pacTe >75 JeT U CHUKEHUEM NMpUMEpPHO Ha 22% y
MAIMEHTOB B BO3pacTe <65 JeT Mo CpaBHEHHIO ¢ MHUHMMAJbHOW KOHIIEHTpAIel mpernapara B
KpOBH (Tiepe]] MpUEeMOM O4YepelHON M03bI) y MAIMeHTOB B Bo3pacTe OT 65 mo 75 ner (cm.
paznensi 4.2 u 4.4).

Hapywenue ¢pynxyuu nevenu

He nHaGmiomanoch M3MeHEHU B KOHIEHTpaluu gaburatpaHa y 12 manueHTOB C YMEPEHHOM
MEYCHOYHON HenocTaTouHOCThIO (Kinace B mo Yaitna-ITsio) mo cpaBHeHUIo ¢ 12 manueHTamMu u3
rpynmbl KOHTPoJIs (M. pasaensl 4.2 u 4.4).

Macca mena

Konnentpanuu ngaburatpana B MOMEHT JOCTH)KEHUS MUHUMAJIbHOW KOHIIEHTPAIIUU TIpernapara B
KpoBH ObLTH TpuMepHO Ha 20% HIKE y MalueHToB ¢ Maccoi Tena >100 Kr mo CpaBHEHHIO C

nanueHTamu ¢ maccoit tena 50-100 kr. bonbmmucTBO (80,8%) ManueHToB ObUINM B KaTeropuu
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naburarpaHa He yCTaHOBIIEHO (cM. paszensl 4.2 u 4.4).

Kivnuueckue 1aHHble B OTHOILIEHUH MALIMEHTOB ¢ Maccoil Tena <50 Kr orpaHu4eHBbl.

Llon

DKCIO3UIINS ICHCTBYIOIIETO BEIIESCTBA B UCCIICAOBAaHUAX NIepBUYHON npodunaktuku BTD Obuia
npumMepHo Ha 40—-50% BIIIE Y MAMEHTOB KEHCKOTO 10J1a; KOPPEKTUPOBKH /1036l HE TpeOyeTcsl.
[TarueHTHI KEHCKOTO Moia ¢ GUOPHILISAINEH peAcepArii M MUHIMATBHYIO KOHIICHTPAIIHUIO
npenapara B KpOBM M KOHUEHTPALMIO Ipenapara B KPOBH IOCIE IPUEMaA OYEpPEAHOU J103bI B
cpennem Ha 30% Bbine. KoppektupoBku 10361 He TpeOyeTcs (cM. paznen 4.2).

Omuuueckue pynnbvi

He BBIBICHO KIWHUYECKH 3HAYMMBIX OSTHUYECKHX pa3nuuuii B (apMaKOKMHETUKE H
dapmakoguHaAMUKe Ja0urarpaHa cCpeld MalMeHTOB €BPOINEOMTHON packl, adpoaMepHKaHIIEB,
JATUHOAMEPHUKAHLIEB, AMOHLIEB WJIM KUTAUIIEB.

DapmakokuHemuyeckue 83aumooeucmsus

HccnenoBanust B3aMMOACHCTBHS IN VILro He moka3aan MHrMOUPOBAHMS WITH MHIIYKIIMH OCHOBHBIX
uzoepmeHToB 1utToxpoma P450. D10 OBLIO MOATBEPKICHO HCCIACIOBaHUSIMU (N VIVO ¢
y4acTHUEM 3JI0POBBIX TOOPOBOJBIEB, Y KOTOPBIX HE HAOIIOANOCh HUKAKUX B3aMMOCHCTBHIA
MEXIy O9TUM TMPErnapaToM U CIACAYIOUMMU JACUCTBYIOIIMMH BEIIECTBAMU: aTOPBACTATUHOM
(CYP3A4), nuroxkcuHoM (B3amMoJeicTBHE C OEIKOM IEPEHOCYHMKOM P-TmukomporenHa) u

mukinodenakom (CYP2C9).

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. Ilepeuenb BcoMoOraTe/ibHbIX BelIECTB

BunHas kucnora

I'unpono3sa

I'mnpomennosa

Tanbk

Karicyna u3 runpomesninosst

6.2. HecoBmecTuMOCTD

He npumennmo

6.3. Cpok rogHoCcTH (CPOK XpaHEeHHs )

3 roja.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHECHUHU
XpaHuTh TIpU TemnepaType He Bbime 25 °C B OpUTHHAIBHON YIAKOBKE (KOHTYpHAsS SYCHKOBas

YIaKOBKa B MIAYKe) JUIS 3aIlIUThI OT BJIArH.
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KOTOPBIX OHM MOTYT OCTaBaThCsl B OPHTHHAIBHOW YIaKoBKe (KOHTYPHOU SUEHKOBOW yIaKOBKeE).
6.5. XapakTep u coepkaHue NePBUYHON YIIAKOBKHU

ITo 10 kancysn B KOHTYpHYIO SYEUKOBYIO YIMAKOBKY W3 TPHUIUICKCHOM IJICHKH, COCTOSIICH M3
CIIEYIOIINUX CIIOEB: OPUEHTUPOBAHHBIN MOJIMaMU/aIFOMUHUEBasT (DOJIbra/MOJTMBUHUIIXIOPUA U
GoJIbru aTIOMUHUEBOW WM MYTJICKCHOW TUICHKH, COCTOSIICH U3 CIOEB MOJMBUHIIXJIOPHIA H
MOJIMBUHUJIMICHXJIOpU/IA ¥ (POJTBTY ATFOMHUHUCBOM.

1, 3, 6, 18 KOHTYpPHBIX SIMEUKOBBIX YITAKOBOK C JINCTKOM-BKJIAJBIIIEM IMOMEIIAIOT B MAYKy W3
KapTOHa JJi MOTPEOUTETHCKOM Taphl.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH MNPH  YHUYTOKEHUM  HMCIOJH30BAHHOIO
JIEKAPCTBEHHOI0  Mpemapara WM OTXO0JA0B, TMOJYYEHHBIX TMoOcjJe TPUMeHEHUs
JIEKApPCTBEHHOI0 Mpenapara, u Apyrue MaHUNyJsiMU ¢ penapaTomM

HMHCTpYKIUS 110 M3BJICUCHMIO KAIICYJI M3 KOHTYPHOM SYEHKOBOM YIIAaKOBKH

[ar 1. AKKypaTHO BCKpOWTE S4elKy KOHTYpHOW S4YEMKOBOW YINAKOBKH, IpPOJaBUB €€ IO
IIEPUMETPY U OTOTHYB KpaM.
[Har 2. AKKypaTHO U3BJIECKUTE KaICYIy U3 STYECUKH.
¢ He BrigaBnuBaiiTe Karncyssl uepes Gonbry u3 s4eku.
e He cuumaiite ¢onbry siueiiku 10 Te€X Mop, Moka He NOTPEeOyeTCsl U3BJICYb KAIICYITy.
[Har 3. [Ipornorure Kancyiy LHEIMKOM, 3alMBasi CTAKAHOM BOJIBI.
Yrunuzauus
Becw ocTaBmmiics JIeKapCTBEHHBIHN ITpenapar U OTXO/bI CIEAYET YHUYTOXKUTh B YCTAHOBIEHHOM

MOPSIKE.

7. AEPKATEJIb PETUCTPAIHUOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanns

000 «JIXKNDDC»

Anpec: 354340, KpacHonapckuii kpaii, r. Coun, yi. Jlemokparudeckas, 1. S4A, nomemnienue 1
Tenedon: +7 (812) 779-30-27

OnexTpoHHas noyra: info@gphc.ru

7.1. IlpeacraBuTe/Ib AepKATEN PETUCTPALMOHHOIO YA0CTOBEPEHUS

[Iperen3un HOTD66I/ITCJICI71 HalnpasJIATH 110 aApPECyY.

Poccniickas @enepanvs
000 «JIXKNDDC»

Anpec: 354340, KpacHonapckuii kpait, r. Coun, yi. JleMmokparuueckas, a. S4A, nomeuieHue 1
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 oT04032026 N2 4190
Tenedon: +7 (989) 836-11-33 (MOCNEOOBATENBHOCTE 0003)

DnekTpoHHas mouta: safety@gphc.ru

8. HOMEP PETUCTPAHIMOHHOI'O YAOCTOBEPEHUA

9. IATA NMEPBUYHOM PETMCTPAIIMUA (IIOJATBEPXJIEHUSI PETMCTPAIIUW,
INEPEPETUCTPALIUN)

JlaTa nepBoi perucTpanuu:
10. JATA HEPECMOTPA TEKCTA
OO0mass xapakTepucTHUKa JeKapcTBeHHOro mnpenapara Jlaburarpana stekcuiar - JDKUDDOCU

AOCTYIIHA Ha I/IH(1)OpMaI_II/IOHHOM mopTajic EBpaSHﬁCKOFO SKOHOMHYCCKOI'O COIO3a B

uH(pOpPMAIIMOHHO-KOMMYHHKaMOHHOH ceTn «HTepHeT: https://eec.eaeunion.org/
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