COOTBETCTEYET 2KCNEPTHOMY OTYETY
ot 02.04.2026 N= 6755

(MOCNEQCBATENEHOCTE 0002)

OBILIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAMMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

[Tanumyn buopan, 25 mr, Karcyibl.
[Manumyn buopai, 50 mr, Kancysl.
[Tanumyn buopain, 100 Mr, kamncyisl.

2. KAMECTBEHHBINA 1 KOJITMYECTBEHHBIA COCTAB

HevictBytomue Bemectna: [{ukinocnopuH.

[Manumyn Buopas, 25 Mr, KancyJebl.

Kaxxnas kancyna coaepKuT 25 MT [IUKIOCTIOpHHA.

BemecrtBa, Hanuume KOTOPBIX HAJI0 YUYUTHIBATH B COCTABE JICKAPCTBEHHOTO Ipenapara; riIuKOJb-
A (TPOIUITEHTTTHKOJIB), MakporoJja TIMIEPUIIPUIIMHOIIEAT, copourou,
METHJITIaparuApoKCHOEH30aT, MPONMUIIaparuapokcuoeH3oat (cM. pasaen 4.4).

[TanumyH buopasn, 50 mr, kKancymbl.

Kaxxnas xarncyna coaepxut 50 Mr uKI0CIopHHa.

BemiecTa, HamMune KOTOPHIX HA/IO YYUTHIBATH B COCTAaBE JICKAPCTBEHHOTO TpenapaTa; TITHKOIb-
A (TPOTITMIICHTITKOJIB), Makporoia TIALEPWIPUITTHOTIEAT, copouron,
METHIIAparuAPOKCUOEH30aT, MpOoMMINnaparupokcudensoar (cMm. pazuen 4.4).

[Manumyn buopan, 100 Mr, Kancymiel.

Kaxxnas kancyna cogepxut 100 mr nukinocrnopuHa.

BemecTa, HaIMuue KOTOPBIX HAJIO YUYUTHIBATH B COCTABE JIEKAPCTBEHHOTO MpemnapaTa: TIINKOIb-
A (TPOIHITEHTTTHKOJIB), MakKporoia LI PHIIPHIIMHOJIEAT, copouron,
METHJITIaparuApoKCHOEH30aT, MPOMUIIIaparuapokcuoeH3oat (cM. pasaen 4.4).

[TonHBIM MepedeHb BCIIOMOTraTeIbHBIX BEIIECTB MPUBECH B paszeie 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kancybl.

[Manumyn buopana, 25 Mr, Kancyasl.

MsrKue JKEJIaTHHOBBIC KaIlCyJbl OBaJbHOW (OPMBI, KpacHOBATO-KOPHYHEBOTO IIBETA,
coJIeprKalIie Mpo3pavyHyro KUIKOCTb.

[Mannmyn bropan, 50 Mr, KancyisL.

Msrkue >KeTaTUHOBBIE KamCyJbl TMPOAONTOBaTOM  (OpPMBI, TEMHO-KOPUYHEBOTO IIBETA,
CoJIeprKamIue MPO3pPAYHYIO KUIKOCTb.

ITanumyn buopan, 100 Mr, Kancymbl.

MsrKue KeJIaTHHOBBIC KarCyibl IMPOJOJTOBATON (OPMBI, KPacCHOBATO-KOPUYHEBOTO IIBETA,
coJIeprKalIie Mpo3pavyHyo KUIKOCTb.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusi K NPUMEHEHHUIO

[Ipenapat [Tanumyn buopan mokazan K IpUMEHEHUIO y B3pOCIbIX crapiie 18 net u gereit ot 3
1o 18 net npu:
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TpaHcIUIaHTALIMA:

TpaHcriaHTanus COMUIHBIX OPraHOB
— mnpoduIaKTUKa OTTOPKEHHUS AJUIOTPAHCIUIAHTATOB IIOYKH, IEYEHH, CepJla, JIETKOTo,
MOJDKEYAOYHOM  Kelle3bl, a Takke KOMOMHHMpPOBAaHHOTO  CEpAECYHO-JIETrOYHOIO
TpaHCIUJIaHTAaTa,
— JIeYEHHE OTTOPXKEHHUs TpaHCIUIaHTaTa Yy MAlUEHTOB, paHee MOJy4YaBUIMX Jpyrue
MMMYHOCTIPECCAHTBHI.
TpaHcranTanus KOCTHOTO MO3ra
— mnpoduIaKTUKA OTTOPKECHUS TPAHCIIAHTATA MOCIIE TIEPeCcaKi KOCTHOTO MO3Ta;
— mnpoduIIaKTHKA U JieueHHe 00JIC3HH KTPAaHCILIAHTAT NPOTUB X03stuHa» (TTIX).

Iloka3aHus, HE CBA3AHHBIC C TPAHCIIJIAHTAIIUEH!
HedpoTtuueckuii cuaapom
— CTCpOMJO3aBHCUMBIA M  CTEPOMJOPE3UCTCHTHBIM  HEPPOTHUECKUH  CHHAPOM,
00yCIIOBJICHHBIM MaToJorued KiyOOuKoB, Takoi Kak Hedpomnatus MHUHHUMAJIbHbBIX
U3MEHEHHMH, OYaroBblii W  CErMEHTApHBIA  IJIOMEPYJIOCKIEPO3, MEMOpPaHO3HBIH
IJIOMEPYJIOHEDPUT;
— TOJIJEP)KAHME PEMHUCCHUH, BBI3BAHHOW TINIIOKOKOPTHUKOCTEPOMIAMU M BO3MOXKHOCTb HUX
OTMEHBI.

[Tpenapat [TanumyHn buopan nokasan k IpUMEHEHHIO Y B3pOCIIbIX cTapuie 18 net npu:

Iloka3aHus, HE CBA3AHHBIC C TPAHCIIJIAHTAIIUECH!
OHAOTCHHBIA YBEUT
— QKTUBHBIH, YIPOXKAIOMIMKA 3pEHHUIO CPEJAHUN WIM 3aJHUA YBEUT HEWH(PEKIMOHHOU
9THOJIOTUU NPU HEI(P(PEKTUBHOCTH UM HENIEPEHOCUMOCTH NPEIIIECTBYIOIIET0 JICUEHUS,
— yBeuT bexdera ¢ NOBTOPHBIMM IPHUCTYIIAMHM BOCHAJIECHHsS C BOBJICYEHHEM B IIPOLIECC
CETYaTKH.
PeBmaTonaHslil apTpUT
— JIeYeHHe TSKeNbIX (OpM aKTUBHOTO PEBMATOUIHOTO apTPUTA.
IIcopuas
— JIe4eHHEe TKeNbX (opM Tmcopuaza npu HeIPDEKTUBHOCTH WJIM HEBO3MOKHOCTH
IIPUMEHEHNUS CTaHAapTHON TEpaInu.
ATONHYECKUN JepMaTUT
— TsDKedble (OpMBI  aTONMHMYECKOro JepMaTHTa IMpPU HEOOXOAMMOCTH NpPUMEHEHHUs
CHUCTEMHOU TEPAIHH.

4.2. Pe:kum 103MPOBaHNS M CIOCO0 MPUMeEHEHUs!

[IpuBeneHHblE HMXKE AMANA30HBI 103 AJI MpHEMa BHYTPb CIEAyeT paccMaTpHUBaTh JHUIIb Kak
pexoMeHnaanuu. CrneayeT NpoBOAUTh OOEHPUHATHIN KOHTPOJIb KOHIIEHTPALMHU [IUKJIOCIIOPUHA B
KPOBH, C BO3MOXHBIM IPHUMEHEHHEM pPaJUOMMMYHOJIOIMYECKOTO METOJa, OCHOBAaHHOIO Ha
UCIIOJB30BAHUM MOHOKJIOHAJBHBIX aHTUTEN. Ha OCHOBaHMM TOJSyYEHHBIX pe3yJIbTaTOB
ONpEeNsOT BEJIWYUHY [103bl, HEOOXOAMMYIO [UIsl JIOCTM)KEHHS HYKHOM KOHLEHTpaluu
LIUKJIOCIIOPHUHA B IUIa3M€E KPOBH y Pa3iINYHbIX AIIUEHTOB.
[Tpu HEerddexTuBHOCTH Tepanuu npenapatoM [lanumyH bropan B ¢popme karcyn B 2 nmpuema B
OJIMHAKOBBIX J03aX yTPOM H Be4yepoM (OCOOCHHO y TMAaIMEeHTOB C HM3KOH Maccoil Tena)
BO3MOYKHO:

1. npuMeHeHue pa3HbIX 103 YTPOM U BEYEPOM,;

2. IpUMEHEHUE pacTBOpa IJIs IpUeMa BHYTPb.
V¥ nanueHToB, NOMyYarolMX HUKJIOCIOPHH IO MOKa3aHUsIM, HE CBS3aHHBIM C TpaHCILIAaHTALUEH,
KOHTPOJIb KOHIIEHTPALUU LIUKJIOCIIOPHHA B IJIa3Me KPOBH HE UMEET CYIIECTBEHHOI'O 3HAUCHMSL.
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KOTOpBIE MOTYT OBITh CBSI3aHBI CO CHM)KEHHEM KOHIIEHTPAIMH IIUKJIOCIOpHHA B TIa3Me KPOBH B
pe3yibTaTe HapYLIEHUS MPUBEPKEHHOCTH K JICUCHHIO C HApPYIICHHUEM BCACBHIBAHUS B
KeITyJ0YHO- KUIIEYHOM TPaKTE WU C (apMaKOKMHETUYECKUM B3aUMOACHCTBHEM.

PexxuM J103upoBaHus

Bspocnvie
Tpancnaanmayus

Tpancnaianmayus CONUOHBIX OP2AHO8

Jleuenue npernapatoM I[lanumyn buopan crienyer HaunHaTh 32 12 4acoB A0 TpaHCIUIAHTALUU B
no3e ot 10 mo 15 mr/kr/cyT, pa3aeneHHoi Ha 2 npreMa. B Teuenune 1-2 Hemenb mMocie onepauu
mpernapaTr MPUMEHSIOT €KEIHEBHO B TOH K€ J103€, MOCIIe Yero 103y MOCTSIICHHO CHIDKAIOT MO
KOHTPOJIEM KOHIICHTPALIMH IIMKJIOCIIOPHUHA B KPOBH JI0 JOCTHIKCHHS IO ICPKUBAIOIICH JT03bI 2—
6 mr/kr/cyT, pazaeneHHON Ha 2 TpreMa.

B ciyuae npumenenus mnpenapara [lanumyH buopan B cocraBe cxeM KOMOMHHUPOBaHHOM
Tepanud C JPYTUMH UMMYHOJCHPECCaHTaMHu (HampuMep, C TDIIFOKOKOPTHKOCTEPOHIAMU B
COCTaBE TPEXKOMIIOHCHTHOH WJIM YETHIPEXKOMIIOHCHTHOH TEpaluu) ero J03a MOXKeT ObITh
yMmeHblIleHa (Hanpumep, 3—6 mr/kr/cyT B 2 mpuema).

Tpancnianmayus KOCMHO20 MO32d

HavanbHyto 103y cienyer mpuHUMAaTh B JICHb, MPEAMIECTBYIOMUNA TpaHCIUIAHTAIH. Tepanuio
npernapatoM pPEKOMEHAyeTcss HauuHath B jgo3e  12,5-15 wmr/kr/cyr B 2 mpuema.
[MomnepkUBAOIIYI0 TEpANKiO MPOBOIST B TCUCHHE HE MEeHee 3 MecsieB (MpearnoYTHTEIbHO 6
MECSIIEB), MOCIE Yero J03y MOCTEICHHO CHIDKAIOT J0 MOJHON OTMEHBI Mpenaparta B TeueHue 1
rojga moclie TpaHcimaHTamuu. [lanmeHTam ¢ 3a00JIeBaHUSMU TMUIICBAPUTEIHHONW CHUCTEMBI,
COITPOBOXKIAFOIIMMHUCS] CHUKCHHUEM BCACBIBAHHS, MOTYT HOTPEOOBATHCS 0o0Jiee BBICOKHE JI03BI
npemapata [TanumyH bruopan uinm npuMeHeHNe UKIOCTIOPHHA B BHJIE BHYTPUBEHHBIX HH(Y3UI.

ITocne mnpekpamenus npuMeHeHHs mpenaparta [laHumyH buopam y HEKOTOpBIX NAlMEHTOB
MOXET pa3BUTHCS OOJE3Hb «TpaHCILIaHTaT TpoTuB xo3suHa» (BTIIX), koropas 0OBYHO
perpeccupyer nocie Bo300HOBJIEHUS Tepanuu. B Takux ciydasx ciieqyeT NpuMEeHsTh mpenapar
B HavyaJlbHON Harpy3ouHoi moze 10-12,5 mr/kr/cyt m B panpHeimeM MpoaOKUTH TEPAITHIO
MpenapaTtoM B MOJJIEPKUBAIOIICH [103€, paHEe PACIEHEHHOW KakK YJIOBIeTBOopuUTeNbHas. s
JIEYEHHSI TOT'O COCTOSIHUS TIPU €r0 XPOHUYECKOM TeUEHHH B €J1a00 BhIpaXKeHHOU (hopMme ciieayeT
nIpuMeHATh npenapat [lanumyH bruopain B HU3KHX 103aX.

Ilokazanus, ne ceasanmvie ¢ mpchnﬂaHmauueﬁ

[Tpu npumenenun npenapara [lanumyn buopan nmo mo6GoMy U3 MokazaHui, HE CBSI3aHHBIX C
TpaHCIUIaHTAlMEH, celyeT COOII0IaTh HUKETIepEeUHCICHHbIE ITPaBHJIa.

- Jlo Havanma Tepanmuu HEOOXOAMMO IO MEHbIIEH Mepe IBYKPATHO OMNPEIENIUTh HCXOTHYIO
KOHIIEHTPALIMIO KpeaTMHHWHA B IJIa3Me€ KPOBH, a TAKXKE PETyJSPHO KOHTPOJIUPOBATH (PYHKIIUIO
MIOYEK.

- O6H_[aﬂ CYTOYHAasA n03a HC NOJIKHA MPCBLIINIATH 5 MF/KF, 3a HCKIIIOYCHHEM OGH.IGﬁ CYTO‘{HOﬁ
JA03bI Y MAIIUCHTOB C SHAOTCHHBIM YBCHUTOM, YI'POXKAIOIIUM 3PCHUIO.

- Jlna monnep:KuUBAOLICH Tepanuu AODKHA ObITh WHAMBHIYAIbHO MOA0OpaHa HaWMeEHbIIAs
s dexTrBHAST U XOPOIIO MEPEHOCHMAas J103a Ipernapara.

- B ciyuasix, korna B Te4eHUE ONPEeICHHOro eproaa (B 3aBUCUMOCTH OT TTOKa3aHMs1) TEPATUH
npernapaToM He yAaeTrcs JOCTUTHYTh KIMHMYECKOH 3()QeKTUBHOCTH, WINM JOCTHXKEHHE
3 PEeKTUBHOM O3Bl HE COBMECTUMO C O€30MaCHOCTHIO, JieueHue npenaparom Ilanumyn buopan
cienyeT NpeKpaTUTh.
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Hocmuoicenue pemuccuu

JInst TOCTYKEHHS PEMUCCHU TIperapar IPUMEHSIOT B Ha4aIbHOM 03¢ 5 Mr/Kr/cyT, pa3aeneHHON
Ha 2 mpuema, A0 HCYE3HOBEHHs IPU3HAKOB AKTHBHOIO BOCHAJIEHUS M YJIYYIIEHUS OCTPOTHI
3penust. [lpu HepocTarouHoW 3(pPEeKTUBHOCTH HAYANBHOW J103BI TEPAINHUIO MPENapaToM MOKHO
IPOBOJHTH B J103¢ 10 7 MI/KI/CyT, pa3/ieliecHHON Ha 2 MpueMa B TEYCHHE HENPOIOKUTEIILHOTO
epuoaa.

Jlist Gonee OBICTPOro JAOCTIIKCHUS] PEMHCCHU (M1 CHUDKEHHUS BBIPAXKEHHOCTH BOCHAIHMTEIIBHBIX
peakuuii) u/uiam B ciaydasx, Korja MoHoTepanus npenaparom I[lanumyn Buopan He siBisiercs
JOCTaTOYHO S(PPEKTUBHON, BO3MOXKHA JOTOJHHUTEIbHAS TEpanus TIIIOKOKOPTHKOCTEPOHIAMH,
HarpuMmep, npeaHu30ioHoM B o3¢ 0,2-0,6 mMr/kr/cyT wim IpyruM CIFOKOKOPTHKOCTEPOHTHBIM
IpernapaToM B SKBUBAJICHTHOM J03€.

Cnenyer orMeHuTh Tepanuio npenaparoM Ilanumyn buopan npu OTCyTCTBUM yilydIlIEHUS
COCTOSIHUS MallMEHTa yepe3 3 Mecsla [ocje Havyaja Teparuu.

Iloooepoicanue pemuccuu

B xome mnopnmepxuBaromield TepamuM 03y Tperapara CleAyeT MEUICHHO CHIDKAaTh JI0
JOCTHKEHUST HauMEHbIIeH 3((eKTUBHON 103bI, KOTOpasi B MEPUOJ PEMUCCHH 3a00JIeBaHUS HE
JI0JDKHA MIPEBBIIATh 5 MI/Kr/CyT, pa3/ieliecHHOM Ha 2 mpueMa.

Iicopuasz

Hocmuoicenue pemuccuu

TepaHI/IH HCOpI/Ia3a JOJI’)KHA HOCHUTH I/IHI[I/IBI/II[yaJIBHBIfI xapaKTep B CBiA3HU C pa3JII/I‘-IHLIMI/I
BapHaHTaMH TedycHHs 3aboseBanus. JJI1 JTOCTHIKEHHS PEMHCCHH PEKOMEHAyemasl HadajabHas
no3a coctaBisieT 2,5 mr/kr/cyt, pa3aencHHoi Ha 2 nmpuema. [Ipu OTCYTCTBUH YIyUIICHUS MOCTC
1 MecsIia Tepanuu CyToYHast 103a MOYKET OBITh MOCTENEHHO yBeanueHa Ha 0,5—1 Mr/kr B MecHil,
HO HE JIOJDKHA MpEeBbINIaTh 5 Mr/Kr/cyT, pasnelieHHOW Ha 2 mnpuema. JledeHue mpenapaTom
[Tanmmyn Buopan ciiegyeT npekpatuTh, eciu yepe3 6 Hellenb MpUMEHEHHsSI MAKCUMATBHOM JT03BI
5 mr/kr/cyT, pa3neneHHol Ha 2 TipueMa, He HaOJII0IaeTCs JOCTAaTOYHOTO KIIMHUYECKOTo A dekra
win ecnu 3(dekTrBHas J03a MpemapaTra HE OTBEYAET YCTAHOBJACHHBIM I1apamMeTpam
0€30I1aCHOCTH.

Tooodeporcanue pemuccuu
Jlist moaiep KUBAroOIIe Tepanuy mpenapar NpUMEHSIOT B MUHUMaJIbHOU 3 QeKTUBHOI 103€, HO
He Oonee 5 mr/kr/cyT.

[Tocne 6 MmecsmeB MOANEPKUBAOIICH Tepamuu HEOOXOAMMO TOCTENEHHO YMEHBIIUTh 03y
npenapara [lanumyn buopain BIjioTh 10 MOJTHON €r0 OTMEHBI.

Amonuueckuti oepmamum

Hocmuoicenue pemuccuu

B cBA3M ¢ pa3snuMuHBIMM BapHaHTAaMH TEYEHUs 3a00JeBaHUs Tepamnus JOJDKHA HOCHUTH
WHIMBHIyalbHBIA XapakTep. PekoMeH0BaHHas 703a cocTaBisieT 2,5-5 Mr/Kr/cyT, pasaencHHas
Ha 2 mpuema. B ciydae, ecnm uepe3 2 Henenu JieueHHs B CTApTOBOHM no3e 2,5 mr/kr/cyt He
JOCTUTHYT y/JOBJIETBOPUTENbHBIN OTBET Ha JICUEHHUE, J03Y MOKHO YBEJIIUYUTH 10 MAaKCUMAaJIbHOM
5 mr/kr/cyT. B ciaydae Tspkenoi cTeneHu 3a0o1eBaHus 0ojiee OBICTPBIi U a1eKBAaTHBIN KOHTPOJIb
JIOCTHUTAeTCsl IPU MPHUMEHEHUHU CTApTOBOM J103bI 5 Mr/Kr/CyT.

Tloooepoicanue pemuccuu

[Tpy JOCTHKEHHH IOJIOKUTEIILHOTO OTBETA Ha TEPAINMIo 03y Ipernapara CIeAyeT MOCTEEHHO
YMEHBIIUTh BIUIOTh, €CIH 3TO BO3MOXHO, JIO IOJHOW OTMeHbI. [Ipu pa3BUTHHM peUUaAHBA
3a00JIeBaHNs BO3MOYXKHO TIOBTOPHOE JICYEHUE MPEMapaToM MOCIEAYIONIMM KyPCOM.
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JUIE OYMINCHHUS KOXXKHBIX ITOKPOBOB, TIOKa3aHO, 4YTO Tepamus UIMTENBbHOCThIO 10 1 Toma
ah¢deKTUBHA M XOpOMIO TEPEHOCHUTCS TMPH YCIOBHH OOS3aTENILHOTO KOHTPOJI BCEX
HEOOXOANMBIX ITOKa3aTele.

Jleuenne mnpenaparom IlanumyH buopan cinemyer mnpekpatuts, eciau 4epe3 4 Henenu
IPUMEHEHHs MaKCUMaJbHOH 1036l 5 Mr/Kkr/cyT, pa3neneHHOI Ha 2 mpuema, He HaOJIrogaeTcs
yIOBJIETBOPUTEIHHOTO KIIMHUYECKOTO 3 ekra.

Pesemamouonwiii apmpum

Hocmuorcenue pemuccuu

B TedeHue mepBBIX IIECTH HeNelb JCYCHHsS PEKOMEHJIOBAHHAs J103a COCTaBisieT 3 MI/Kr/CyT,
pasneneHHas Ha 2 mpuema. B ciaydae HenocraTouHoro sddexra cyTouHas 1032 MOXKET OBITH
IIOCTEIICHHO YBEJIMYCHA, €CJIM IO3BOJISIET MEPEHOCHUMOCTh, HO HE JIOJDKHA IIPEBBINIATH 5
Mr/Kr/cyT.

JUis 1OCTHKEHHs YAOBJIETBOPUTEIILHOTO KIMHUYECKOTrO0 OTBETa MOXKET MoTpedoBaThes 10 12
HeJenb Tepanuy npenapatoM [lanumys buopai.

Tloodoepoicanue pemuccuu

Jlist moaiep KUBAIONICH Tepanuy 103y CJIeAyeT MoAOUpaTh WHAWBHIYATLHO B 3aBHCHMOCTH OT
MIEPEHOCUMOCTH TIperapara, Jio3a Iperapara Juis MOJICP)KUBAIONICH Tepanuu J0JKHA OBbITh
MUHHMaJIbHOH 3()(HEeKTUBHOI.

HpenapaT HaHI/IMYH BI/IOpaJ'I MOXXHO IPUMCHATH B COYCTAaHMM C HU3KHUMH JO3aMHU
TJIFOKOKOPTUKOCTCPOU OB n/vnu HECTCPOUAHBIMU MMPOTHUBOBOCHAIUTCIIBHBIMU IIpCTIapaTaMu.

[Ipenapat Ilanumyn buopan MOXHO Takke coueTaTh C HEACNIbHBIM KypCOM METOTpeKcaTa B
HU3KUX J103aX VY TAlIUEHTOB C HEYAOBIIETBOPUTEIHHBIM OTBETOM HA MOHOTEPAIHIO
METOPEKCATOM.

Hauanphast nmo3a mpemnaparta [lanumyn buopan B Takom cimydae cocraBnsier 2,5 wmr/kr/cyr,
pasjienieHHas Ha 2 TpHeMa, MPH 3TOM J03y MOXKHO YBEIHUYUBATH JIO YPOBHSI, JIMMUTHPYEMOTO
HEPEHOCUMOCTBIO.

Hegpomuueckuii cunopom

Hocmuoicenue pemuccuu

JUIIst TOCTHIKEHHSI PEMUCCHY PEKOMEH TyeMasi J103a COCTaBIIsIeT 10 5 Mr/Kr/cyT, pa3nielieHHast Ha 2
npuemMa, JUIs B3pOCIBIX MAlMEHTOB ¢ HOPMaJIbHON (pyHKIMEH MmoYek, He CUuTas NPOTEUHYPHIO.
VY ManueHToB ¢ HApyHICHUSMH (QYHKIMH TIOYEK CpPEIHEH CTemeHH TsDKeCTH (KOHIEHTpalus
KpeaTHHUHA B 11a3Me kpoBu He Oonee 200 uMoits/i Uit B3pOCIbIX) HavyaabHas 1032 HE JOJDKHA
npesbiath 2,5 wmr/kr/cyt, pasgeneHHas Ha 2 npuema. Jlo3y HEoOXoauMO MOAOUpATh
WHIMBHIYaJIbHO C YYEeTOM IoKa3arened 3¢p¢exTuBHOCTH (MPOTEHHYpHsS) W OEe30MacHOCTH
(koHIIEHTpalUsi KpeaTHHWHA B IUIa3Me KpPOBM), HO HE CJEAyeT MpeBblaTh 5 MI/Kr/cyT,
pa3lieNIeHHO Ha 2 preMa Uil B3pOCIBIX.

Iloooeporcanue pemuccuu

Jig moaaepKUBArOUIE Tepanuu 103y CIEAYeT MOCTENEHHO YMEHBIIMTH J0 MHUHHMAalbHOU
¢ dextuBHON. [lockonpKy y MalMEHTOB NaHHOW KaTeropuud NpU TNPUMEHEHHH Ipernapara
[TanumyH Buopan BO3MOXHO pa3BUTHE WJIHM MPOrPECCHUPOBAHME HAPYLIEHUs (YHKIHMU TOYEK,
npu MPUMEHEHMH IMperapaTa cieayeT TIATeNIbHO KOHTPOJUpPOBaTh (YHKIMIO moyek. [lpu
YBEJIMYEHUU KOHIEHTpAIMM KpeaTHHUHA B I1a3Me KpoBH Oojee yeMm Ha 30% 1o cpaBHEHHIO C
MCXOJIHBIMHU 3HaUCHUSAMH, 103y npenapara [lanumyn buopan cnenyer ymenpmuth Ha 25-50%.
HeoOxomuMo obecrieunTs TIIATENbHBIA KOHTPOJb COCTOSHHS JAHHBIX MaiueHToB. [lpu
OTCYTCTBHUH YJIYUILIEHUSI COCTOSIHMS MAIMEHTa IMociie 3-X MecsLeB JieueHus npenapar [lanumyn
buopan cienyer OTMEHUTS.
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YAOBJIETBOPUTENBHOTO 3 dexTa, O0COOCHHO y  CTEPOHMIIOPE3UCTEHTHBIX  MAI[UEHTOB,
PEKOMEHIIyeTCsI €ro KOMOWHHMPOBAHHE C HHU3KUMHU J03aMHU TIFOKOKOPTHUKOCTEPOUIOB IS
NPUMEHECHUST BHYTPb.

B psne cinydaeB y manueHTOB ¢ HEPPOTHUESCKHM CHHIPOMOM, TMOJTyYaronux npemnapat [lanumyH
buopai, ObuIO 3aTpyTHEHO BBISBICHHE MPUYMH BO3HUKHOBECHHS HApyIICHHH (DYHKIUH MOYEK
(MTOCKOJIBKY TIPUYMHOM MOXET SBJIATHCA KaK JICUCHHE IpernapaToM, TaKk M OCHOBHOE
3a00JICBaHHKE).

B penkux ciayyasx y MalMeHTOB ¢ HE(MPOTHYECKUM CHHIPOMOM HAOIIOJAIOCh HM3MEHEHUE
CTPYKTYpPBI TIOYEUHOW TKAaHHW, BHI3BAHHBIC NMPUMCHEHUEM TIperapaTa ¥ HE COMPOBOXIAIONIHECS
BBIPOXCHHBIM YBEIIMYCHUEM KOHIIEHTPAIMM KPEaTHMHHWHA B TUIa3Me KpoBU. Takum oOpaszom, y
NAIMEHTOB CO CTEPOMI03aBUCHMOI (GOpMOi HedpomaTuu ¢ MUHHUMAIBHBIMH H3MCHEHUSIMH,
NOJYYaroIIUuX JICUEHHE IMPernaparoM JONbIIe TOAa, CIEAyeT PpacCMOTPeTh BO3MOXKHOCTb
NpOBE/ICHUS] OUOTICUU TTOYEK.

Oco0ble rpyIinbl NALMEHTOB

Ilayuenmsi ¢ HapyweHuem GpyHKyuYu noyex

Bce nokaszanus

[{ukIocrIoprH B MUHUMAJILHOM CTENEHU BBIBOJUTCS MMOYKAMHM, U HapylIeHHE (GyHKIIUH MTOYEK HE
BIUSET Ha ero ¢apMakoKuHETHKy. OJIHAKO C Y4YEeTOM BO3MOXKHOW HEPPOTOKCHYHOCTU
npenapara peKOMEHI0BaHO TIPOBEICHUE TIIATEIFHOTO KOHTPOJIS (YHKIIMH ITOYEK.

Hoxazanus, ne cészannvie ¢ MPAHCHAAHMAYUel

[IprMeHEeHHE MKIOCIIOPYHA Y MAI[MEHTOB C HapylIeHHeM (DYHKIHHM MOYCK, 38 HUCKIIOUCHHEM
HE(PPOTHYECKOTO CHHPOMA, MPOTUBOIOKA3aHO. Y MAIlMEHTOB ¢ HE()POTHUCCKUM CUHIAPOMOM U
HapymeHrneM (QYHKIMH [MOYEK HavaabHas J03a Mpernapara He JTOJKHA MPeBbImath 2,5 Mr/Kr/cyT.
[lpu yBenuueHHHM KOHIIGHTPAIMH KpeaTWHWHA B IUia3Me KpoBH Oojiee dyemM Ha 50% 1o
CPaBHEHHIO ¢ UCXOIHBIM 3HAYECHHEM, HEOOXOIUMO YMEHBIIUTH 03y IHUKIOCIIOpHHA 0ojice deM
Ha 50%/

llayuenmul, ¢ napywienuem yHKyuu neyeHu

YMeHbIIeHHe J03bI MOXET MOTPeOOBaThCA y MAIMEHTOB C HAPYHMICHUSMHU (QYHKIMH TEYCHH
TSOKETIOW CTeNeHW Il TMOJJCp)KaHUs KOHIEHTpAIlMu Tpernapata B IUla3Me€ KPOBU B
PEKOMEHIyEMOM JIMana3oHe.

Tayuenmoi 6 603pacme > 65 nem

OnbIT MpUMEHEHHsS IMKJIOCIOPHHA Yy TAIMeHTOB JAaHHOW KaTeroOpuM OrpaHUuYeH, NpHU
NpUMEHEHWH TIpenapaTa B  PEKOMEHJOBAaHHBIX 033X HE BBISIBIICHO  HapyIICHHIH,
3aCTyKHUBAIOIUX OCOOOT0 BHUMAaHHs. Y MAIMEHTOB C PEBMATOUIHBIM apTPUTOM B BO3pacTe
>65 jer mpu Tepanmuu IUKIOCIIOPUHOM B TeueHHe 3—4 MecsIeB dYalie pa3BHBAIACh
CHCTOJINYECKAs apTepHajbHas FMIEPTEH3Us U YBEIHMUEHHE KOHIICHTPALlUU KPeaTHHUHA B TUIa3Me
KpoBH Ha > 50% BBIIIIE NCXOTHOTO 3HAYCHHUS.

Heo0xoauMo ¢ OCTOPOKHOCTBIO TMOAOHPATH 03y LMKIOCIOpUHA ISl MAalMEHTOB IaHHOM
BO3pPAcTHOM KaTeropuH, HauWHas C HaWMEHbLIEH, B CBA3M C OOJbIIEed 4acTOTOM HapylIeHUH
(GYHKIMU T€YeHH, TMOYeK WJIM CepAlla, a TakXKe pa3BUTHUSA IaTOJOTHYECKUX COCTOSHUHN
BCJIE/ICTBUE HAJIWYUS COIMYTCTBYIOLIUX 3a00JIEBaHUN M OJHOBPEMEHHOTO MPUMEHEHUS JPYTrHX
JIEKapCTBEHHBIX IIPENAPaTOB.

Koppexyus pesicuma oosuposanus npenapama npu pazeumuu HapyuileHuti OyHKyuu noyex y
NAYUeHmo8 ¢ IHOOLEHHbIM  VBEUMOM, NCOPUAZOM, AMONUYECKUM  OepMaAmumom u
DEBMAmMOUOHBIM APMPUTNOM

[TockonbKy Mpu MPUMEHEHUU UKIOCTIOPHHA BO3MOXKHO Pa3BUTHE HAPYIIEHUH (YyHKIIUU MOYEK,
0 Hayajga TNpPUMEHEHHUs IMpernapaTa HEOOXOAMMO OMNPENEIUTh HCXOJHYIO KOHIICHTPAIUIO
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KpC€aTHHWMHA B IIJIa3MC KpPOBH, KAK MHUHUMYM HDI/IIHIH_%;;E%%J}%EH CII{OERC%%B;H&I/IIO

COOTBETCTBYET 3KCNEPTHOMY OTYETY

KpEeaTHHUHA CIIEAYET OINpPEACATh C HEeNENbHBIMH HMHTEPBAJaMU HA TPOTSHKEHHH 2-X MECAIEB
NOCJIe Hayaja Tepanmuu. B nanmbHeilieM, eciy KOHLEHTpAaUUs KpPeaTMHWHA B IUIa3Me KPOBH
0CTaeTCsl CTAOMIIBHOM, OTIPEeNICHNE CIICAYET MTPOBOANTE €KEMECIIHO. boee 4acThIii KOHTPOIb
HEOOXOAMM TMpH YBEJIMYEHHH J03bl mpenapara I[lanumyH buopan u mnpu npuUMeHEHUH
COINYTCTBYIOIICH Tepanmuy HECTEPOUIHBIMH MPOTHBOBOCHIAIUTEIBHBIMU MpEnapaTaMy WiIH TpH
YBEIMYCHUH UX J03BL.

[lpn yBenWyeHWM KOHLEHTpPALMM KpeaTHHHWHAa B Iula3Me KpoBu Oonee yem Ha 30% mo
CPaBHEHUIO C UCXOIHBIMH 3HAUCHUSIMHU TP 2-X U O0Jiee M3MEPECHUSIX (JlaKe eCii KOHLICHTPALUS
KpeaTWHHHA OCTaeTcs B IMpeAenax HOpMbI) jao3y mnpenapara [lamumyn buopan cnenyer
ymenbnTh Ha 25-50%. [Ipu yBenuyeHun KOHIIGHTpauuu KpeatnHuHa Oonee yeM Ha 50% mo
CPAaBHEHHUIO C HCXOIHBIM 3HAUYEHHEM CJEJyeT PacCMOTPETh BO3MOXKHOCTH JajbHEHINEro
yMEHbILICHHsI J103bl. ECIIM yMEHbIlIEHHE J03bl HE NPUBOJUT K YMCHBIICHUIO KOHIICHTpAIUU
KpeaTHHUHA B TUIa3Me KPOBH B TEYEHHUE OJTHOTO MecsIla, Jeuenue npenaparom [lannmyn buopan
JIOJKHO OBITH MPEKPALICHO.

CTH

Hemu 6 6ospacme om 3 do 18 nem npu mpancnianmayuu
Pexum 103upoBaHUs COOTBETCTBYET PEXKUMY J03UPOBAHUS [Tl B3POCIIBIX.

Hemu 6 6ospacme om 3 0o 18 nem 011 neuenus neppomuueckoeo cunopoma

Hocmuoicenue pemuccuu

JInst TOCTHKEHHS PEMUCCHUU PEKOMEHTyeMast J103a COCTaBJIsieT 10 6 Mr/kr/cyT, pa3jieneHHas Ha 2
npuema. Y TIAMEHTOB C HAPYHNICHUSAMU (QYHKIMH TI0Y€K CpEIHEW CTENCHH TKECTH
(koHLIEHTpalUsl KpeaTMHUHA B IuIa3Me KpoBU He Oosiee 140 pmonw/in) HavyanmbHas a03a He
JOJDKHA TIpeBbImath 2,5 Mr/kr/cyT, pasaeneHHas Ha 2 mpuema. J[03y He0OXOAMMO MOa0MpaTh
UHIMBUIYATbHO C YYEeTOM TMoKaszatenaci s(dexTuBHOCTH (MPOTEHHYpHs) W OE30MaCHOCTH
(koHIIEHTpalUsi KpeaTHHHWHA B IUIa3Me€ KpPOBM), HO HE CJeAyeT mpeBblmarh 6 wmr/kr/cyr,
pa3zieNieHHOH Ha 2 mpuema.

Lloooepoicanue pemuccuu

CMm. nHbOpMaIIHIO, YKa3aHHYIO B COOTBETCTBYIOIIEM MYHKTE ISl B3POCIIBIX MMAIMEHTOB.

[Tpu npuMeHeHnU UKJIOCTIOPHHA B pEKOMEHIOBAHHBIX /103aX y JeTei B Bo3pacte Oonee 1 rona
npoduas 6e30MacHOCTH Mmpenapara OblT CXOAHBIM C TAKOBBIM Y B3pPOCIHBIX MallMEHTOB. B psime
UCCJIEIOBaHUM ObUIO YCTAHOBJIEHO, YTO Yy MAIMEHTOB JAaHHOM KaTeropuul AJis JTOCTHXKEHUS
HEOOXOMMOM KOHIIEHTPALUK IUKIOCIIOPHHA B IJa3Me KPOBU BO3MOXKHO NMpUMEHEHHe Ooiee
BBICOKHX 7103 ITpernapara (pu pacueTe Ha MacCy Tela).

Hemu 6 6ospacme om 0 0o 3 1em

He cnenyer na3Hauate mpemapat Ilanumyn buopan y mereii B Bospacte ot 0 mo 3 mer s
JAaHHOU JIEKapCTBEHHOU ()OPMBI B CBS3M C HEBO3ZMOKHOCTBHIO 00ECIIEYUTh PEKUM JO3UPOBAHUSI.
Hemu 6 sozpacme om 0 do 18 nem ons 6cex nokazanuil, He CEA3AHHLIX ¢ MPAHCHIAHMAYUel, 3
UCKTIIOYUeHUEeM HeppPOmuUecKko20 CUHOpOMa

[Mpenapar [Tanumyn buopan nporuBonokasan y gereit B Bospacte ot 0 mo 18 mer mms Bcex
MOKAa3aHWH, HE CBSI3aHHBIX C TPAHCIIAHTAIMEH, 32 UCKITIOYCHHEM He(hPOTUUECKOTO CUHIPOMA.

Croco0 mpuMeHeHus

[IpenapaT npuUMEHSIOT BHYTpPb, BHE 3aBUCUMOCTH OT npuema nuiy. CyTouHyro 103y Ipernapara
[Tanumyn buopan Bcerna cieayer JeauTh Ha 2 IpueMa: yTpoM U BEUYepoM.

4.3. IlpoTUBONOKA3AHUS
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A (MOCNENOBATENBHOCTb 0002)

COOTBETCTBYET 3KCNEPTHOMY OTYETY

— TUNEPYYBCTBUTEIBHOCTD K [IUKJIOCIOPUHY UJIH K JTF0OOMY M3 BCIIOMOTAaTEIbHBIX BEIIECTB
npernapara, epeurcIeHHbBIX B pa3zaene 6.1.
— JETCKHI BO3pACT J0 TpeX jeT (s JaHHOH JICKapCTBEHHON (GOPMBI).

s moka3zaHuil, HE CBSI3aHHBIX C TPAHCIUIAHTALUEH

— HapyumieHus (yHKIMH T04eK (32 HCKIOYEHHEM MAlMEHTOB C HEeQPOTHYECKUM
CHHJIPOMOM M KOHIIEHTpalUel KpeaTHMHUHA B IuiazMe kpoBu He Ooiee 200 pmonb/n y
B3pocibix U 130 umone/n y gereii);

— HEKOHTpOJIUpyeMasi apTepHabHas TUIICPTCH3HS;

— UHQEKIMOHHBIE 3200JIeBaHUs, HE MOIAIOIINECS aJICKBaTHOW TepaIvy,

—  3JIOKaQueCTBEHHBIC HOBOOOPA30BaHMS;

— Jerckuid Bospact 1o 18 meT miis Bcex moka3aHWid, He CBSI3aHHBIX C TpaHCIUIAHTAIlUEH, 3a
UCKIIIOYCHUEM HE(PPOTHUECKOTO CHHIPOMA.

4.4. Ocodble ykazaHHusi 1 MepPbI MPeI0CTOPOKHOCTH NIPH MPUMEHEHUH

Tepanusi UUKIOCIOPUHOM MOXKET OCYIIECTBIATHCS TOJBKO BpayaMy, HMEIONIMMU OIBIT

MIPUMEHEHUS UMMYHOCYIPECCHH MOCIIE TPAHCILIAHTALUH.

IIpenapar Ilanumyn buopan cieayer Ha3Ha4aTh C OCTOPOKHOCTHIO TALIUEHTAM C:
e Bo3pactoM > 65 Jier;

TUIIEPKAJIUEMUCH;

TUIIEPYPUKEMUEH;

3a00JIEBAHUSIMU [I€YECHH,

Oone3npto bexueTra ¢ HEBPOJIOTUUECKUMU TIPOSBICHUSIMU,

YepEeHO-MO3TOBOM TPaBMOM WK 3a00JICBAaHUSIMH T'OJIOBHOTO MO3Ta,

SIUJIEIICUEN,

AJKOT OJIU3MOM.

Oco0Oble yKa3zauus

Konmpone konyenmpayuu yuknocnopuna é niasme Kpogu

s obecnieueHust 6€30MacHOCTH MpU MpUMEHEHNUH npenapata [lanumyn buopan y nanueHToB
10CJI€ TPAHCIUIAHTALMN BaXKHO KOHTPOJIUPOBATh KOHIIEHTPALUIO [IUKJIOCIIOPUHA B KPOBH.

JIn1st KOHTPOJISi KOHLIEHTPALIUH IIMKJIOCTIOpPUHA B KPOBHU (M3MEpEeHUE KOJIMYECTBAa HEU3MEHEHHOTO
npernapara) MpeArnoYTUTEIFHO UCIONIb30BaHUE CIENU(DUICCKHMX MOHOKJIOHAIBHBIX AHTHUTEIN, a
TaK)KE METO/a BBICOKOI((PEKTUBHOW KHUIKOCTHOH xpomarorpapuu (BDOXKX). Ilpm
UCTOJIb30BaHUM IUIa3Mbl WM CBIBOPOTKM KPOBU CIEQYeT NPUIEPKUBATHCSA CTaHIApTHOU
METOIUKU paslenieHus (Bpems M Temmeparypa). HadanbHoe ompeseneHne KOHIICHTpAIUU
IIUKJIOCTIOPUHA y NAllUEHTOB ¢ TPAHCIUIAHTATOM MEYEHH ClIeAyeT NPOBOJUTH C MCIIOJIb30BaHUEM
cnenu(UIecKuX MOHOKJIOHAIBHBIX AHTHTENI WM TPOBOJAWUTH IMapauIeIbHOE OIpENeIeHUE C
UCIIOJIb30BaHUEM KaK CHENM(PUUECKHX, TaK U HECTIEIM(PUUECKUX MOHOKIOHAIBHBIX aHTUTEN IS
JIOCTHUKEHUS J103bl, 00€CTIEUMBAIOLIEH aIeKBATHYI0 UMMYHOCYTIPECCHIO.

VY NauuMeHToB ¢ MYKOBHUCIMJI030M a0cOpOIMsi MHIMOMTOPOB KajbIIMHEBPHHA MOXET OBITh
HapylIeHa.

Hapywenus ¢pynkyuu nouex u neuenu

B TeueHme mnepBBIX HECKONBKHX HeAeNnb Tepanuu mpenapatoM [lanmmyH buopan Moxer
NOSIBUTBCSL 4YacTO€ M IOTEHLMAJIbHO OINACHOE OCJIOKHEHHE — YBEINYEHHE KOHLEHTpaluu
KpeaTHHUHA ¥ MOYEBHHBI B IIa3Me€ KPOBU. OTH (DYHKIIMOHAJIBHBIE W3MEHEHHsI OOpaTUMBI U
J10303aBUCUMBI, HOPMAJIM3YIOTCS IIPU YMEHBIIECHNUN 03Bl NTpenaparta. [Ipu qmurensHoM eueHnn
y HEKOTOPBIX MAIIMEHTOB BO3MOXKHO Pa3BUTHE B TMOYKAX CTPYKTYPHBIX M3MEHEHUH (Hampumep,
apTepUOJSIPHOTO THAJIHMHO3a, aTpo(Uu KaHAJbLEB W HHTEPCTUIHMAIBLHOTO (GuOpo3a), 4To y
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XpOHUYECKOM OTTOpKeHUH. CienyeT NpOoBOAUTH TINATEIbHBIH KOHTPOIb (GyHKIMK noyek. [Ipu
BBISIBIICHUH HapyIIEHUs (PYHKIIUH ITOYEK MOXKET MOTPeOOBAaThCS YMEHBIIICHUE J103bI IIpenapara.
[{MKI0CIOPUH MOXET TAaKKe BBI3BIBATH J10303aBHCUMOE O0OpAaTUMOE YBEIUYEHHE KOHLEHTpAaIUU
OunpyOunHa B IU1a3Me KPOBH M aKTUBHOCTU (DEPMEHTOB NIEUCHHU.

B noctmMapkeTHHroBOM IepHoO/ie MOJIY4YEHbl COOOIIEHUS O CilydasX TIenaTOTOKCUYHOCTU C
pa3BUTHEM XOJIECTa3a, KEITYyXH, IelaTuTa M IEYEHOYHOM HEAOCTaTOYHOCTH Yy IIAllMEHTOB,
MOJIyYalOIUX ULUKIOCHOpHUH. HeKoTopble cily4au 3aKOHYWINCH JIETIBHBIM HCXOJOM B
OCHOBHOM Yy IAllMEHTOB IIOCJI€ TpaHCIUIAaHTaUMKU. Kak IpaBuilo, Takue NALMEHTbl HMEIU
COITyTCTBYHOIME 3a00JI€BaHMsl, MPEAPACIIOaralolie COCTOSIHUA, Ipyrue (pakTopbl pHcKa WX
NOJy4yadd UUKIOCIHOPHH OJHOBPEMEHHO C JAPYTUMH  Hpenapatamu, 00JaJaroluMu
relnaToTOKCUYHBIM JAelcTBHEM. B 3Tux ciydasx tpeOyercs TiIaTeapbHOE HAOMIOJEHHE 32
nokazareiasiMu (pyHKUIUHU TeueHH. B ciyyae OTKIOHEHMH yKa3aHHBIX IOKa3aTesiell OT HOPMBI
MOJKET ITOTpeOoBaThCs yMEHbIIeHUe 1036l IpenapaTa [lanumyHn buopai.

Tooicunvie nayuenmol > 65 em
Y manueHTOB MOXWIOTO BO3pacTa CleAyeT OCOOEHHO TIIATENbHO MPOBOAUTH KOHTPOJIb
(YHKINHU TOYEK.

Konmpone apmepuanvrozo oasnenus (AN)

IIpu JieYeHnH UKIOCIIOPHHOM TPeOyeTCsl MPOBOIUTH PETYJISPHBIA KOHTPOJIb apTEPHATBLHOTO
nasienus. [Ipu moseimennn AJl mo/pkHa OBITH MPUMEHEHA COOTBETCTBYIONIAS THIIOTCH3MBHAS
tepanus. ClielyeT OTaBaTh NPEANOYTEHHE aHTUTHIICPTCH3UBHBIM TIperaparaM, He BIHSIOIINM
Ha (hapMaKOKMHETHKY IIUKJIOCIIOPHHA.

H3menenus buoxumuuecko2o cocmasa Kpoeu

[Tockonbky HMEIOTCS peAKue COOOUIEHHs O pa3BUTUM HE3HAYUTENBHOM oOpaTHUMON
TUTIEPJIUITUJIEMUH TIPU MPOBEJCHUU TEpaAlUU IUKIOCIIOPUHOM, PEKOMEHJIOBAHO OIPEICIICHHE
KOHIICHTpAIlMHY JIUIIUJIOB B TIJIa3Me KPOBU JI0 Havaia u yepe3 1 mecsil mocie Havyana jgedeHus. B
CJy4yae BBISIBJICHUS TUNEPIIUIUIEMHUH CIIEIyeT PEKOMEHI0BaTh IUETY C OTPaHUYECHHEM KUPOB U
MIPU HEOOXOIMMOCTH YMEHBIITUTH JI03Y Tpernapara.

[{ukIOCTIOpUH YBEIMYMBAET PUCK BO3HUKHOBEHHUS TUINEPKAIMEMUU OCOOCHHO y TAIMEHTOB C
HapymienneM (yHkiuu modek. CrnemyeT coOtonaTh OCTOPOXKHOCTH TMPH  OJTHOBPEMEHHOM
NPUMEHEHUN [HKIOCTIOPHUHA C KaluhcOeperammuMu auypetukamu, uHruouropamu AllD,
AQHTAarOHMCTAMH PEIEeNTOPOB aHTHOTeH3WHA || u kanmuiicomepkamumu mpemnapaTaMu, a TaKxkKe B
CITyJasiX MPUMEHEHUS JUEThl, 000TaleHHON KanueM. B 3THX ciydasx cielyeT KOHTPOIUPOBATh
COJIEp)KaHUS KaJIisl B KPOBH.

[{MKJIOCTIOpUH YBEJIMYMBAET BBIBEJICHHE MarHusi, YTO MOXKET MPUBECTH K CUMITOMATUYECKOU
TUTIOMarHMeMHUH, OCOOCHHO B TIEPUTPAHCIIAHTAIIMOHHOM Iepuojae. B CBSI3uM ¢ 3TUM B 3TOM
MepUosie CeAyeT KOHTPOIUPOBATH COJEp)KAHHUE MAariHus B KPOBU OCOOCHHO TMpPH TOSBICHUHU
HEBPOJIOTHYECKON CUMIITOMATHKHU. B ciydae He0OXOAMMOCTH MPUMEHSIIOT TIpemapaThl MarHus.
CrneyeT ¢ OCTOPOKHOCTBIO POBOAUTE JICUCHHE MPENapaTOM Yy MAIMEHTOB C TUIIEPYPUKEMUEH C
KOHTPOJIEM KOHIICHTPAllUM MOYEBOW KHCJIOTHI B IUTa3M€ KPOBH OCOOCHHO y TMAaIMEHTOB C
MPEAIIECTBOBABIICH TUIIEPYPUKEMUEH.

JononnumenvHule ykazanus 05t NPUMEHEeHUsl NPU SHOO2EHHOM yeeume

[{uKIOCTIOpUH CJENyeT NPUMEHATh C OCTOPOXKHOCTBIO y TMAIMEHTOB C HEBPOJIOTMUYECKUMU
nposineHus MU Oone3sHn bexuera. Crenyer THIATEIbHO KOHTPOJIMPOBATH HEBPOJIOTMYECKUN
CTaTyC y NMAalMEHTOB JaHHOW KaTE€rOpHH.

OnbIT NpUMEHEHUS Ipenapara UUKJIOCIIOPUHA Y JETEH C 3HIOT€HHBIM YBEUTOM OTPaHUYEH.

HononnumenvHvie ykazanus 01 NPUMeHeHUs NpU Heghpomuieckom cuHopome

B pspe ciaywyaeB y mainueHTOB ¢ HEPPOTHUECKUM CHHAPOMOM, MOJTYYAIOUIMX IUKJIOCIIOPHUH,
OBLIO 3aTPYTHEHO BBISBIICHHE MPUYUH BOSHUKHOBCHUS HAPYIICHUH (YHKIIUH MOYEK (MOCKOIBKY
NPUYUHON MOXKET SIBIIATHCS KaK JICUCHUE TIPEmapaToM, Tak U OCHOBHOE 3a0osieBaHue). B penkux
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Cly4asX y TAIMEHTOB ¢ HEPPOTHYECKUM CHHIPOMOM G h WaMBhcR BBy per

COOTBETCTBYET 3KCMEPTHOMY OTYETY

IIOYEYHON TKAaHW, BbBI3BaHHBIC IPHUMCHEHHMEM TIIperapara W HE CONPOBOXKIAIOLINECS
BBIPR)KEHHBIM YBEIMUYCHHEM KOHIIEHTPAIlMM KpeaTWHWHA B IUIa3Me KpoBU. Takum oOpazoM, y
HAalMEHTOB CO CTEPOMI3aBHCUMON (GopMoil HedpomaTHu ¢ MUHHMAaJbHBIMH H3MEHCHUSIMH,
MNoJIyJyaromuyMu JICUCHUC TMIPCIlapaToOM MAOJbIIC ToAa, CICAYCT pacCMOTPCTh BO3MOKHOCTH
HpOBE/ICHHs] OUOTICUH TIOYEK.

B penxux ciydasx y ManUeHTOB € HE(PPOTUYECKMM CHHIPOMOM, IIOJyYaBIIMX JICUCHHUE
UMMYHOZEIIpeccaHTaMi (B T.4. LUKJIOCIOPUHOM), OTMEYAIOCh Pa3BUTHE 3JI0KAYECTBEHHBIX
HOBOOOpa3oBaHui (BKItoUast TuMpomy XOIKKUHA).

Hononnumenvuvie ykasanus 05 nNpUMeHeHUs: npu ncopuase

VY NanueHToB, MONYYaroIIUX JICYCHUE NUKIOCIIOPUHOM, KaK M y MAIMEHTOB, IMOJYYarolInX
Tepanuio APYITMMH HMMYHOCYNPECCUBHBIMH INperapaTaMH, OTMEYAUCh CIIydau pa3BHTHUS
auM(pOM U IPYTHX 3JI0KAYECTBEHHBIX HOBOOOPA30BaHUil, B YaCTHOCTH, CO CTOPOHBI KOXKH.
Crnenyet npoBOAUTH OMONICHIO 00PA30BAHUI KOXKHU IPH MOJ03PEHUH Ha 03I0KaueCTBIICHUE.
[IpumeHsaTh Tpenapar y MalMeHTOB JAHHOW KaTErOPHUU CIEAYEeT TOJIBKO MOCIE MPOBEACHHUS
aJIeKBaTHOM Tepamuy, M TOJBKO B TOM Cllydyae OTCYTCTBUSI BO3MOXKHOCTH IIPOBEICHUS
aJIbTEPHATUBHOM YCIICIIHOM TEpaIIUH.

VuuTbiBasg TMOTEHIMAIBHBIH PHUCK pa3BUTHS 3JI0KAYECTBEHHBIX HOBOOOPA30BaHMN KOXH,
IaleHTaM, [IOJYYaloIllUM JICYCHHE NUKIOCIIOPUHOM, CJIEeAyeT u30eraTtb 4Ype3MepHOro
npeObIBaHUS TOJ] NMPSIMBIMKA COJIHEYHBIMH Jy4aMH, Bo3JeicTBuS yibTpaduonetoBoro Yd-B
nanyueHus1, [IYBA-repanuu (horoxumuorepaniu).

Hononnumenvhvie ykazanus 01 NpUMeHeHUs npu amonuyeckom oepmamume
JlobpokauecTBeHHast JUM(aAECHONATHs 3a4acTyl0 acCOLUMHPOBAaHA C MEPUOAAMHU OOOCTPEHUS
aTOIMMYECKOro JIepMaTUTa M, KaK IpaBUJIO, pa3pelIacTcsl CaMOCTOATEIIPHO CIIOHTAHHO HJIA IIPH
YMEHBIICHUN aKTUBHOCTH 3a00JICBaHUS.

Crnenyer TmiarenbHO HaOMIOAATh MNAIMEHTOB C JIMM(AACHONATUEH, IMOJIyYaloUUX JEeYeHHe
UKJIOCTIOPUHOM. [Ipy OTCYTCTBUM yMEHBIIEHUS NMPU3HAKOB JUMQaIeHONaTHH, HECMOTpPS Ha
YMEHBIIEHUN aKTUBHOCTH 3a00JjieBaHUs, CJeNyeT TMPOM3BECTH OHOICHI0 TMOPakeHHBIX
TMM(ATHYECKUX Y3JI0B C LIEJIbI0 UCKIIOYEHUS Pa3BUTHUS JIUM(POMBI.

CrnenyeTr mpoBecTH JieueHUE aKTUBHON MH(EKINHU, BBI3BAHHON BUPYCOM MPOCTOrO repreca, A0
Hayaja MpUMEHEHHus LukiocnopuHa. OO0ocTpeHue 3Toro 3a0oJjieBaHMs, OJHAKO, HE SBISETCA
MPUYMHON JJII OTMEHBI JICUEHHs LUKIOCIOPUHOM, €CIIH OHO YK€ Hadaro, 3a HCKIYEHUEM
CJIy4aeB TSDKEJIOT0 TeUeHUs! MH(PEKINH.

Hanwuune y nanmenta WH(EKIMH KOXHBIX MOKPOBOB, BbI3BaHHOW Staphylococcus aureus, He
ABISIETCA aOCOJIOTHBIM TMPOTHUBOMNOKA3aHUEM IS TEpalmuu IMKJIOCIIOPUHOM, HO Tpedyer
aJIeKBaTHOTO JICYEHUS C IPUMEHEHHUEM COOTBETCTBYIOIIEH aHTHOAKTEpHAIbHOM Tepanui.
Crnenyer u3beratb OJHOBPEMEHHOI'O MPHUMEHEHHsI JIEKAPCTBEHHBIX ()OPM SPUTPOMHUIIMHA IS
IpreMa BHYTPh W IUKJIOCIIOPUHA B CBA3HM C YBEINYECHHEM KOHIEHTPAIIMH B KPOBHU MOCIIETHETO.
B ciy4ae HEBO3MOXXHOCTH IIPUMEHEHUs aJbTEPHATUBHOM TEpallMd OJHOBPEMEHHOE JICUCHHE
JaHHBIMH TIperapaTaMu CJIEIYEeT IPOBOAUTH C THIATEIILHBIM KOHTPOJEM KOHIICHTpAIlMH
IUKJIOCIIOPUHA B TIUIa3M€ KPOBM, KOHTpOJieM (YHKIMHU TOYE€K M HACTOPOKEHHOCTHIO B
OTHOILEHNH Pa3BUTHS HEXKEJIATEIbHBIX PEAKIINM [IMKIOCIIOPUHA.

3amena npenapama Ilanumyn Buopan opyaumu nepopanbHblMu 1eKapcmeeHHbIMU NPenapamamu
YUKIOCNOPUHA

Ilepexon ¢ mpemapara IlanumyH buopan Ha Ipyroil nepopajbHbIM JEKapCTBEHHBIN IIpernapar
IIUKJIOCTIOPUHA CJEIyeT IMPOBOAUTh C OCTOPOXKHOCTBIO IO/ COOTBETCTBYIOLIMM BpayeOHBIM
KOHTpoJeM. Heo6Xo1umMo poBOAUTH OOIICTPUHATHIA KOHTPOJIb KOHIIEHTPALMH HUKIOCIOPHHA
B IIJasMe€ KpOBHU JUIsI TOro, 4YTOObl yOeAMThCS, 4YTO IOCie Iepexoja KOHLEHTpalHuu
LUKJIOCIIOPHMHA B IJIa3ME KPOBU COOTBETCTBYET TAKOBOU J10 IIEPEX0/a.

IIpumenenue npenapama Ilanumyn buopan ¢ opyaumu ummyHooenpeccanmamu
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UMMYHO/ICIPECCAHTOB, YBEIMYMBACTCS PUCK PA3BUTHS JUM(POM M IPYTHUX 3JI0KAYECTBECHHBIX
HOBOOOPA30BaHMUI 4Yalle CO CTOPOHBI KOXH. YBEIUYEHUE PHCKA PA3BUTHUSA 3TOTO OCIOXKHEHHUS
CBSI3aHO B OONbBIICH CTENEHW C JUTUTEIBHOCTHIO M CTENEHBIO HMMMYHOCYHPECCHH, HYeM C
NPUMEHEHHEM KaKoro-mmbo KOHKpETHOro mpemapara. Takum oOpa3oM, cieayeT coOoaTh
OCTOPOXKHOCTH NPH ITPUMEHEHNH KOMOWHUPOBAHHBIX PEKUMOB HMMYHOCYIIPECCHBHON Teparu,
MIOMHS O BEPOSTHOCTH Pa3BUTHsI TUMQoIponrdepaTuBHBIX 3200JI€BaHUI U COTUIHBIX OPraHHBIX
OITyXOJIel, HEYacTO MPHUBOIAIINX K JIETALHBIM UCXOIaM.

Unghexyuu

[IpuMmeHeHre UUKIOCIOpPUHA, KaK M JPYrMX HMMYHOJENPECCAHTOB, MpelapacroiaraeT K
BO3HHUKHOBEHHUIO PA3JIMYHBIX OaKTepUalbHBIX, T'PUOKOBBIX, Mapa3sUTAPHBIX W BUPYCHBIX
nH(EKINHA, YaCcTO aCCOLIMUPOBAHHBIX C YCIOBHO-IIATOI€HHBIMU BO30YIUTENAMU. Y MAIUEHTOB,
NOJYYaBIIMX JICYEHUE IMKJIOCIIOPUHOM, OTMEYalach pEaKkTUBAIMS IOJMOMABHPYCHOU
uHGEKIUU U3 JIATEHTHOTO COCTOSHUS, MPHUBOJANIAs K Pa3BUTHIO IOJMOMABHPYCHOMN
Hepomatuu, ocobeHHO accommupoBaHHoW ¢ BK Bupycom, wnmm MynbTHhOKAIBHON
nerikosHedamonatuu, odyciaorineHHor JC BUPYycOM. DTH COCTOSIHHS OOYCIIOBJICHBI BBICOKOM
o011el Harpy3K0oi UMMYHOJICITPECCUBHBIMU MpenaparaMu. Pa3BuTrue TakuxX COCTOSHUM CIEAyeT
MPUHUMATh BO BHUMaHHUe Npu AudepeHtnanbHOi TUarHoCTUKE MPUYKUH HapylIeHud QyHKIUN
MOYEK M HEpPBHOW CHCTEMBl Yy TMAlMEHTOB, IMOJyYAIOIMIMX HMMMYHOCYIPECCUBHYIO TEpaIHIo.
YuutpiBas MOTEHIMAIBHYIO OMACHOCTh ATHUX HH(PEKUUN Ui >KU3HU MAlUEeHTa, CIeayeT
OpUMEHSATH 3PPEKTUBHYIO CUCTEMY NPOPUIAKTUICCKUX U JIeYeOHBIX MEPOTNPUATHI OCOOCHHO B
CIIyYasiX JUIUTEIbHOTO IPUMEHEHUI KOMOMHUPOBAHHOT'O UMMYHOCYTIPECCUBHOTO JICUECHHUS.

Jlumgponponughepamusnvle 3a601e6aHUA U COTUOHBLE 30KAUECMBEHHbIE HOB00OPA308AHUS

[lpr UIMTEIHHOM HMMMYHOCYIIPECCHBHOM JIEUCHMH (BKIIOYas TEPANU0 [UKIOCIIOPHHOM),
YBEIMUMBACTCS PHUCK pasBUTHs JuMponponndepaTUBHBIX 3a00JEBAHUN ¥ CONHIHBIX
3JI0KQYeCTBEHHBIX HOBOOOpa3zoBaHuii. [Ipm mnpuMeHeHWHM TMpemnapara clieyeT OOeCIeUnTh
COOTBETCTBYIOIIIEC HAONIOICHUE 3a MAIMEHTAMHU C IENbI0 BBHISBICHHS JTaHHBIX COCTOSHUN Ha
paHHMX cTagusaX. llpw BeisBIeHUH JuMbonpondepaTUBHBIX 3a00JICBaHHMA, COJHIHBIX
3II0KaY€CTBEHHBIX HOBOOOPA30BaHUM WJIM TPEIOMYXOJIEBBIX COCTOSHHI JICUeHUE MpernapaToM
HEOOXOIUMO OTMEHUTD.

Bo3zoeiicmeue npsamuix conneunvix ayueti, Y @—B uznyuenus u pomoxumuomepanuu

VYuutbiBas NOTEHUUANbHBI PUCK PAa3BUTHS 3JI0KAYECTBEHHBIX HOBOOOPA30BaHUN KOXH,
nalnyeHTaM, TMOJIyYaloluM JIeueHHe IUKIOCIOPUHOM, ClleAyeT u30eratb 4pe3MepHOro
npeObIBaHUs MOJ] MPSMBIMH COJHEUHBIMM JIydyaMH, Bo3AeWcTBUs yinbTpaduoneroBoro Y®D-B
n3nyuenus1, [IYBA-Tepanuu (horoxumuorepanun).

Baxyunayus

Bo Bpemst neueHus: MUKIOCIOPUHOM BaKIIMHAIIUS MOKET ObITh MeHee d((EeKTHBHOMN; ciexyer
n30eraTh MPUMEHEHHUS KUBBIX OCTA0JICHHBIX BaKIIHH.

HeobxonuM KOHTPOIIb 1a00paTOPHBIX MOKA3aTeNel y MalMeHTOB ¢ KUCTO3HBIM (PHOPO30M.

BcnoMorarensHble BelIecTBa

HpenapaT COACPIKUT TJIMKOIb-A (HpOHI/IJ'ICHFJ'II/IKOJ'IL). Mo:KeT BBI3BIBaTbh CHUMIITOMEI, CXOXHUE C
IMPUEMOM AJIKOT' OJIA.

IIpemapar coaepKUT MAakKporoyia INIMLEPUIPULIMHONIEAaT. MOKeT BbI3BIBATH PACCTPOUCTBO
KeyIKa ¥ quapero (moHoc).

[Ipenapar conepxut Copburon. Ecnu y Bac HemepeHOCHMOCTh HEKOTOPBIX CaxapoB, 00paTUTeCh
K JIeyalleMy Bpauy nepej MpUeMOM JaHHOTO JEKapCTBEHHOro npenapara. [lanuentam ¢ peako
BCTpPEYAIOLICICS HACIEICTBEHHON HEMEPEeHOCUMOCThIO (PPYKTO3bI HE CIelyeT MPUHUMATh 3TOT
npenapar.
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BBI3BIBATH AJUICPIrHYCCKUE Peakinu (BO3MOXKHO, OTCPOUYCHHBIE).

4.5. B3auMmojeiicTBHe C JAPYTHMH JIEKAPDCTBEHHbIMM IMpenaparamMM W JApyrue BH/bI
B3aHUMOJAEeHCTBUSA

Kom0uHanmy ¢ NMKI0CIOpUHOM, HE PEKOMEHTYEMBbIE K IPUMEHEHUIO
Bo Bpemst nedueHrs HUKIOCTIOPHHOM BaKIIMHAILUS MOKET ObITh MeHee 3 (HEeKTUBHOM.
Heo6xoanmo n3berats NpUMEHEHUS JKUBBIX aTTEHYHPOBAHHBIX BaKIIMH.

KomOuHanmy ¢ nuKI0cnopuHoM, TpeOyromue OCTOPOKHOCTH

Cnenyer coOmogaTb  OCTOPOKHOCTH  TPUM  NPUMEHEHUM  LUKIOCIOPHHA BMECTE C
KaJiicOeperaomyMy  npenaparamu  (KanuicOeperaronMi  TMypeTHKaMH, WHIHOUTOpaMH
ATI®, aHTaroHUCTaMU peLENTOpOB aHrHOTeH3uHa |1) wim npenaparamu, copepKamuMy Kajuid,
TaK Kak IPU HX OJHOBPEMEHHOM IPUMEHEHUH C LUKIOCIHOPHMHOM BO3MOXKHO pa3BUTHE
BBIP)KEHHON TUTIIEPKATMEMHUU.

[Tpr 01THOBpEMEHHOM NMPUMEHEHUH LUKIOCHOPHHA U JIEPKAaHUIUIIMHA OTMEYAETCsl YBEIUUCHUE
AUC nepkanmmunuaa B 3 pasza u ysenumdenne AUC mmknocnopuna Ha 21 %. Crenyer
coOyolaTh ~ OCTOPOXHOCTb ~ IPU  OJHOBPEMEHHOM  IPUMEHEHHH  LUKJIOCIOpPHMHA U
JepKaHUAUITNHA.

Crnenyer coOmoonaThb OCTOPOXKHOCTH IIpU IpUMeHeHuM mpenapara Ilanumyn buopan c
METOTPEKCATOM y MAIMeHTOB C PEBMATOUIHBIM ApPTPUTOM B CBSA3M C PUCKOM YBEIMUYCHHS
CYMMapHOH He()POTOKCUYHOCTH.

[IpemapaThl, YMEHBIIAOIINE WM YBEIUYHBAOIINE KOHIICHTPAIIMIO MHUKJIOCTOpUHa Pa3nuyHbie
npenapatbl MOTYT YBEIMYMBATh WM YMEHBIIATh KOHIEHTPAIMIO IMKJIOCIIOPHHA B IUIa3Me
KPOBH WJIM [IETbHON KPOBU OOBIYHO 32 CUET MHTMOUPOBAHUS WU HHIYKIIUU ()EPMEHTOB MICUCHH,
MPUHUMAIOIIHUX yYacTHe B METa0O0IM3Me UKIIOCIIOpHHA, B yacTHOCTH n3ohepmenta CYP3A4.
[{uknocropuH sBISIETCS CyOCTpaTOM Ui P-TIUKOMPOTEWHA, TOITOMY HWHTHOUTOPHI WA
WHIYKTOPHI P-TIIMKONpOTEeHHAa MOTYT BIIMATH Ha KOHIICHTPAIIMIO [IMKJIOCTIOPUHA.

[Tpu mpuMeHEeHUN TUKIIOCTIOPUHA C MpenapaTaMy, YMEHBIIAIOIINME WA YBETHYHNBAIOIIUMHU €ro
OMOMOCTYITHOCTh y NAYUEHMO8 NOocie MPAHCHIaHmMayuy, HEOOXOJAUMO TPOBOIUTH YacTOE
ompejieieHue KOHIICHTPAIlMM IMKJIOCIOPMHA B IUIa3Me€ KPOBU U, TpHU HEOOXOIUMOCTH,
KOPPEKTUPOBATH JI03Y ITUKJIOCIIOPHUHA, OCOOCHHO Ha HAYaJILHOM 3Talle OJTHOBPEMECHHOH TepaIin
WIH B TIEPHUOJ] €€ OTMEHBI.

YV nayuenmos, nonyuaiowux yukiocnopur no NOKA3AHUAM, He C8A3AHHbIM ¢ MpaHCnIaHmayuel,
KOHTPOJIb KOHIIEHTPALUU IIMKJIOCTIOpPHHA B IJIa3Me KPOBH HE MMEET CYIECTBEHHOTO 3HAYCHMUS,
MOCKOJIBKY JUTSI TAIIMEHTOB JIAaHHOW KaTETOPHH B3aWMOCBS3bh KOHIICHTPAILIMH TIperapara B KPOBU
U KJIMHUYECKUX 3(PQPEKTOB YEeTKO He jJokazaHa. [Ipy nmpuMeHeHMM IMKJIOCTIOpHHA BMECTE C
npenapaTamy, yBEITHYMBAIONIMMU €Tr0 KOHICHTPAIMI0O B TUTa3Me KPOBH, YacCTBIH KOHTPOJIb
GyHKIMU TOoYeKk M HaOdrofeHue 3a MOOOYHBIMHM 3(PQeKTaMu LUKIOCIIOpHHA HMEIOT Ooliee
Ba)XHOE 3HAYCHHE, YeM OMpeiesieHIe KOHIICHTPAIMHU IUKIOCTIOPUHA B TUTa3Me KPOBH.

Ilpenapamul, ymeHnvuwarowue KOHYEHMpayuro YukioCnopuHa 6 niame Kposu. O0apOUTypaThl,
kapOamaszenuH, OKckapOazenuH, QeHuTOoMH, HAQUWIUINH, CyIbGaTUMUIUH TPU  €T0
BHYTPUBCHHOM (B/B) BBEJICHUH, OPJIUCTAT, TPUMETOIPUM IPH €ro B/B BBEJACHUU, PU(PAMITUIIUH,
OKTpEOTHI, TpOOYKOJI, Mpemaparsl, comaepkamiue 3Bepoboit IIpomsipseienusii (Hypericum
perforatum), TuknonuauH, cynbGUHINUPa30H, TepOuHaduH, O03eHTaH.

IIpenapamul, ysenuuugaroujue KOHYeHMpayuio YUKJIOCNOPUHA 8 NAA3Me KPO8U: XIIOPOXUH, PN
AHTHOMOTUKOB-MaKPOJIUIOB (HApUMEp, SPUTPOMHIIUH, a3UTPOMHUIMH W KIAPUTPOMMIIUH),
NPOTUBOIPUOKOBBIC Mpenaparhl (BKJIOYass KETOKOHA30J M, B MEHbBIICH CTeneHu, (IIyKOHA30d,
UTPAKOHA30JI, BOPUKOHA30JI), [WJITHA3eM, HHUKApIWIIMH, BepamaMui, METOKJIONpPaMu,
nepopasibHbIe KOHTPAICITUBBI, aHA30JI, METHUINPEAHNU30I0H (BBICOKHE J03bI), aJUIOMyPHHOI,
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KOJIXMIIMH, He(a30I0H.

[IunieBoe B3aMMOICHCTBUE
NmeroTcst cooOIeHuss O TOM, YTO TPEUNPpPYyTOBBIM COK YBEIHMYMBACT OHOJOCTYITHOCTH
[IUKJIOCTIOPHHA.

[Ipenapatsl, KOTOPBIE MOTYT YCHIMBATh HE(POTOKCHYECKOE ICHCTBHE IIMKIOCIOPHUHA

[Ipu oHOBpEMEHHOM NMPUMEHEHUH LUKJIOCIOPHHA C MpernapaTaMu, KOTOPble MOTYT YCHIUBATh
€ro He(POTOKCHYECKOE JCHUCTBHE, HEOOXOIMMO MPOBEACHUE TIIATEIBLHOTO KOHTPONIS (QYHKIUH
no4ek (B YaCTHOCTH, ONPE/ICIICHIE KOHIICHTPALMN KPEaTUHHHA B TUIa3Me KPOBH).

[Ipu BBIpaXKeHHOM HapylIeHHMH (YHKIUH IOYEK CJEeIyeT YMEHBIINUTh 103y Ipernapara HiIH
CMEHHTH CXEMY TEepaIHH.

Crnenyer coOmogaTh OCTOPOXKHOCTh IPH OAHOBPEMEHHOM NpPUMEHEHHMH npemnapara IlanumyH
Buopan ¢ mpemaparamu, o6iasaonMu HE(PPOTOKCUYECKHM JEHCTBUEM: aMHHOTIMKO3HIAMH
(BKJIFOYAsT TEHTAMUIIMH, TOOPaMULINH), aMpoTepuitHOM B, nunpogiokcaliiHOM, MaHHHTOJIOM,
MendanaHoM, KO-TPUMOKCA30J0M (TpuMeTonpuM + Cylib()aMeTOKCa30i), BaHKOMHIIMHOM,
HECTCPOMIHBIMU  NPOTHBOBOCHAIMTEIBHBIMU  Ipenaparamud  (BKJIo4as  AMKIO(EHAK,
WHJIOMETALH, HAIPOKCEH, CYJIMHAAK), OJokaTopaMu H2-THCTaMUHOBBIX Pl TOPOB (BKIFOYAsT
[MMETU/INH, PAHUTUIUH), METOTPEKCATOM C TaKPOJIMMYCOM, T.K. 3TO MOXET IPHBOIUTH K
MOBBIIIIEHUIO PUCKA PAa3BUTHUS HEHPOTOKCHYHOCTH.

OnHOBpeMEHHOE NPUMEHEHHE JUKIO(pEeHaKa W LUKIOCIOPHHA MOXKET 3HAYUTEIHHO
YBEIIMYMBATH OMOAOCTYIMHOCTh INEPBOTO C BO3MOXKHBIM PA3BUTHEM OOpPAaTUMOIO HapyIICHHS
(GYHKIIUH TTOYECK.

YBenuyeHnne OMOJOCTYITHOCTH AMKIO(PEHaKa, BEPOATHEE BCETO, CBS3aHO C 3aMEUIEHHEM €ro
MeTabosn3Ma MU IIEPBOM MPOXOKACHUI» Yepe3 NedeHb. [Ipi oHOBpeMEHHOM NPHUMEHEHUU
HECTEPOUIHBIX MNPOTHBOBOCIAIMUTENBHBIX INPENapaToB € MEHEe BBIPAKEHHBIM 3(PPEeKTOM
«IEPBOTO MPOXOXKACHUs» (HANpUMep, aleTUICATUIMIOBOW KHUCIIOThI) C IHUKIOCTIOPUHOM,
YBEJIMYEHUSI UX OHOJOCTYNMHOCTH He oxumaercs. HecrepouaHble MPOTHMBOBOCHAIUTEIbHbIE
npernaparbl ¢ BBIPAKEHHBIM 3(P(PEKTOM KIEPBOTO MPOXOXKICHHUS» Yepe3 IMeueHb (Harmpumep,
IukiodeHak) cleayeT MPUMEHATh B MEHBIIUX J03aX, Ye€M Y MalUeHTOB, HE IOJIYYarolIux
IIUKJIOCTIOPHH.

WmeroTcst oTnenbHble COOOLIEHUS O Pa3BUTHUU CYIIECTBEHHOTO, HO OOpaTUMOro HapylICHHS
GyHKIMKM TOYeK (C COOTBETCTBYIOIIMM YBEIHUUCHHEM KOHIICHTPAIlMA KPEaTHMHHUHA B IUIa3Me
KPOBH) y TIALIMEHTOB IOCJI€ TPAHCIUIAHTAIIMK [IPU OJHOBPEMEHHOM IPHUMEHEHUH IIMKIOCTIOpUHA
¢ mpou3BoaHbIME (HUOpoeBoi KUCIOTH (Hampumep, Oe3adubpar, dpenHoduOpat), MoITOMy Yy
MAIMEeHTOB 3TON KaTeropuu HEOOXOIUMO KOHTPOJIMPOBATh (DYHKIMIO OYeK. B ciaydae pa3BuTHs
BBIPQKEHHBIX HApyIIeHHH (YHKIMH IOYeK OJIHOBPEMEHHOE NpPUMEHEHHE BHINICyKa3aHHbBIX
JIEKapCTBEHHBIX CPEZCTB CIIEIYeT MPEKPATUTh.

BsaumoneicTBus, NpuBoAsIME K Pa3BUTUIO TUIIEPINIA3UH JIECEH

OnHOBpeMeHHOEe NMpUMEHEeHHEe HU(DEIUNUHA U LUKIOCHOPHHA MOXET MPHUBOAUTH K Pa3BUTHUIO
Oosiee BBIPAKEHHOW TUIEPIUIa3HM JEeCeH, 4eM Ha (OHEe MOHOTEepamuH LUKIOCIOPUHOM. Y
NAIMEeHTOB C THIEpIUIa3ueil IeCeH, MoyyalouX TEePaIuio IUKIOCIIOPUHOM, cielyeT u3beratb
OJIHOBPEMEHHOTO IPUMEHEHUS! HU(EAUIHHA.

KoMOuHarmu, yBeITMYUBaIONINe KOHIIEHTPAIHMIO JIPYTUX MPErnapaToB

[TockonbKy mHKIOCTIOpUH siBIsieTcss wHrHOMTOpoM m3opepmenta CYP3A4 u memOpaHHOTO
nepeHocunka P-rimvkonpoTenHa, BO3MOXKHO — YBEJIMYEHUE IUIA3MEHHOM  KOHLIEHTpalUu
npenaparos, sBisiomuxcs cyocrparamu uzodpepmenta CYP3A4 u/unmu P-raukonporenna, mpu
UX OJJHOBPEMEHHOM NPUMEHEHUU C [IUKIOCTIOPUHOM.

[{ukmocmopuH MOXET 3aMEeJIATh KIUPEHC JWTOKCHHA, KOJXWIIMHA, IPEJIHU30JI0HA,
unruouropos ['MI'-KoA-penykTa3sl (CTaTWHBI), 3TOMO3MJA, AIUCKUPCHA, OO3CHTAaHA WU
Jaburarpasa.
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HECKOJIbKMX JIHEH [ocjieé Hayala JIeYeHUs LMKJIOCTIOPUHOM Yy MAalMEHTOB, NPUHUMAIOIINX
TUTOKCHUH. Takke WMEITCS COOOMEHUS O TOM, YTO IIMKJIOCIIOPUH MOXKET YCHIIMBATh
TOKcH4eckue 3(pPeKThl KOIXULMHA, HAIPUMED, Pa3BUTHE MUOIIATUHU WK HEHPOMATUH, OCOOEHHO
y TAaIMeHTOB ¢ HapymieHueM (GyHKIUU T1odek. [Ipu OJHOBPEMEHHOM MPUMEHEHHH
[UKJIOCIIOPUHA C JUTOKCHHOM WM KOJXUIMHOM HEOOXOAMMO TIIATEIbHOE KIMHUYECKOE
HaOJI0IeHUE I CBOEBPEMEHHOTO BBISIBJICHUS TOKCHYECKUX 3((PEKTOB ITUX MPETApaToB U IS
peleHus: Bonpoca 00 yMEHBIICHUH JJ03bl WIM OTMEHE JICUCHUS.

[Ipy TpUMEHEHWH NHKIOCTIOPUHA B KJIMHUYECKOW MPAKTHKE, a TaKKe W3 JUTEPATypPHBIX
HMCTOYHUKOB COOOILATIOCh O CIydasX Pa3BUTHUS MBIIIEYHON TOKCHYHOCTH, BKIIIOUAs MBIIICYHbIE
6omm, cnabocTh, MHO3UT U pabaoOMHONM3 HAa (QOHE OJHOBPEMEHHOTO NPUMEHEHHUS
[UKJIOCTIOPHUHA C JIOBACTATHHOM, CUMBACTaTUHOM, aTOPBACTaTUHOM, IIPABACTATUHOM H, B PEIKHX
ciydasix, ¢ ¢uayBactaTuHOM. [Ipu  HEOOXOAMMOCTH TPHMEHEHHUS  BBINICYKa3aHHBIX
JIEKaPCTBEHHBIX CPEACTB OJJHOBPEMEHHO C IIMKJIOCIOPUHOM HEOOXOIMMO YMEHbBILIEHUE UX JTO3BI.
Tepanuio CcTaTMHaMH CIIEyeT BPEMEHHO TMPEKPATHTh WM OTMEHUTh VY TMAalUEHTOB C
CUMITOMaMHU MHUONATHM, a TaKXKe Yy MalMEHTOB C (aKkToOpaMu pHUCKa pPa3BUTHS HapyIIECHUs
(GYHKIIUM TIOYEK TSDKENOW CTEMeHHW, BKIII0Yas MOYCYHYI0 HEJOCTATOYHOCTh, BTOPHUYHYIO IIO
OTHONICHUIO K pabIOMHUOIHU3Y.

[Tpr HEOOXOAMMOCTH OJHOBPEMEHHOTO MPUMEHEHHS ITUKIOCIIOPUHA U JTUTOKCHHA, KOJIXUIIMHA
i uHruouTopoB ['MI'-KoA-peaykTasbl ciaeayeT TIaTeabHO HAOMIOAATh MAllMEHTOB C IENbI0
paHHEW JMATHOCTHKM TOKCUYECKHX 3(PQPEKTOB yKa3aHHBIX NPENapaToB C MOCICAYIOIMUM
YMEHBIIIEHUEM UX JI03bl WIH MTOJIHOM OTMEHOU Tepariuu.

YBenuueHne KOHIICHTpAIMM KpeaTMHWHA HAOII0AIOCh B HCCICIOBAHUSAX OJHOBPEMEHHOTO
MPUMEHEHHUS 3BEpPOJUMYCa WJIM CHPOJIMMYycCa C BBICOKMMHU J03aMHM LMKIOCHIOpUHA B ¢dopme
MUKPOIMYJIbCHH. ITOT 3P EKT YacTo SBISETCS OOpaTUMBIM TPU YMEHBIICHUH O3B
[MUKJIOCTIOPWHA. DBEPOJUMYC W CHPOJIMMYC OKa3bIBAIOT HE3HAYWTEBbHOE BO3JCHCTBHE Ha
dbapMakOKMHETHYECKHE  TapaMeTpbl  HUKIocnopuHa.  OJZHOBpEMEHHOE  NpPUMEHEHUE
ITUKJIOCTIOPHHA C 3BEPOJIMMYCOM WJIM CHPOJIUMYCOM TPHUBOIHUT K CYIIECTBEHHOMY YBEITHUCHUIO
KOHIIEHTPAIUU TOCJIEeIHUX B IJIa3Me KPOBH.

Crnemyer coOm0AaTh OCTOPOKHOCTh NPH MPUMEHEHWN NUKIOCIOPHHA C KaTHKiCOeperalnmMu
npenapaTamMmu (xanmuiicOeperaromumMm TUYpPETHUKAMH, UHTHOUTOpaAMU
aHrnoTeH3uHNpeBpamniaroiiero pepmenta (AIID), antaronnctamu penenTopos anruorensuna )
WIM TpenapataMd Kaimus, TaKk KaK TMpd OJHOBPEMEHHOM MPHMEHEHHUU IUKIOCIIOpPUHA C
BBIIIICYKa3aHHBIMU MpenapaTaMyd BO3MOXKHO Pa3BUTHE BEIPAKEHHOW TUTICPKATIEMHUH.

[Ipy ONHOBPEMEHHOM NPUMEHEHUH LUKIOCTIOPHHA W penarivHUAa BO3MOXXHO YBEITUYCHUE
KOHIICHTPAIIUH B TIa3Me KPOBH TOCJICIHETO U YBEIMICHUE PUCKA PA3BUTHS TUTIOTTHKEMHUH.

Y [anueHTOB, TMONYYAarOIIMX UUKIOCIIOPHH C OO3€HTAaHOM, BO3MOXKHO YBEITUYCHHE
KOHIICHTPAITUH TIOCJICTHETO B TTa3Me KPOBH.

[Tpu oqHOBpEeMEHHOM MPUMEHEHUH ITUKIOCIIOPHHA U ATUCKUPEHA 0TMeuanoch yBennueHue Cmax
u AUC amuckupena B 2,5 u 5 pa3 coorBercTBeHHO. M3meHeHUs] Cmax IUKIOCIIOPHHA HE
OTMEUaIOCh. B CBSI3U C ATHM pEeKOMEHAYyeTCsl COOII0aTh OCTOPOKHOCTh MPU OJHOBPEMEHHOM
MIPUMEHECHUH ITUKJIOCIIOPUHA U aJTACKAPEHA.

[Ipy  ONHOBPEMEHHOM TMpPUMEHEHHH Ja0urarpaHa W I[HUKJIOCIIOPHHA  YBEIHMYHMBACTCS
KOHIICHTPAITUS TIEPBOTO B TUIa3Me KPOBHU B PE3yJIbTaTe CIIOCOOHOCTH IUKIIOCTIOPHHA OKa3bIBATh
uHTHOUpYIollee BIusHUE Ha P-rioukomporeuH. I[lockonbky maburarpan oOnagaer y3KUM
TEPANeBTHYECKAM HWHJICKCOM, YBEIMYCHHE €ro KOHIICHTpPAIMM B IUTa3MEe KPOBH MOXKET
MPUBOUTH K YBEITMUCHHUIO PUCKA PA3BUTHUSI KPOBOTEUCHU.

[Ipy OIHOBpPEMEHHOM MPOJOKUTEIPHOM NPUMEHEHUU aMOpHU3eHTaHa M IMKJIOCIOpHHA
BO3MOXXHO YBEITMUCHHE KOHIIEHTPAIMU O0OHX TPEraparoB B IIa3Me KPOBH.

Y mnmanueHToB € OHKOJIOTMYECKMMHU 3a00J€BaHHUSIMH MpPU OJHOBPEMEHHOM MPUMEHEHUU
npenapata B BBICOKMX J03aX C aHTUOMOTHKAMHM aHTPALUMKIMHOBOTO psiga (Hampumep,
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I1a3Me KPOBU ITPU BHYTPUBEHHOM BBEJCHHH.

KoMOuHaImu, moHMmKaI1e KOHIIEHTPAIINIO IPYTUX [IPEnapaToB

CoBMeCTHOE MPUMEHEHHUE IIUKIOCTIOPHHA U MUKO(DEHOIaTa HaTpus/MUKo(peHoIaTa MopeTuia y
MAIMEHTOB IMOCJIe TPAHCIUIAHTAI[MN MOXET TMOHMKATh CPETHIOI SKCIO3HIINI0 MUKO(PEHOIOBON
kuciotel Ha 20-50 % mo cpaBHEHHIO C JAPYTHMH HMMYHoJeNpeccaHTaMu. JlaHHYIO
UHPOPMALIMIO CIEAyeT NPUHUMATh BO BHUMAaHHE MNP COBMECTHOM HAa3HAYCHHU HSTHUX
npernaparosB.

PazoBas no3a muknocnopuna (200 mr uwiau 600 Mr) coBMecTHO ¢ pa3oBOM J1030# AnTpomOomara
(50 Mr) ymeHbIIaer miomaas o GpapMaKOKHHETHIECKONH KPHBOM mocieaHero Ha 18-24 % u
CHI)KAeT MAaKCUMAJIbHYIO KOHIIGHTpamuio B tmuasme Ha 25-39 %. JlanHoe CHIbKEeHUE He
OKa3bIBACT KIIMHUYECKU 3HAYMMOTO BO3JICHCTBUSI.

Ecau  Henp3st  wM30€KAaTh  OJHOBPEMEHHOIO INPMMEHEHMS IMKJIOCIIOPDMHA MW IMpernaparos,
CIIOCOOHBIX B3aMMOJIEHCTBOBATL ¢ HHMM, HEOOXOAMMO COOJIOAATh CIEAYIOIMME PEKOMEHIAINH.
[Ipy  OAHOBPEMEHHOM TPUMEHEHWH IMKJIOCIOPWHA C  MpemapaTtoM, 0O0JIaJaromum
HEe(PPOTOKCUYECKUM JEHCTBUEM, HEOOXOJMMO IPOBEACHHE TIIATEIBHOTO KOHTPOIS (PYHKIIUU
noyek (B YACTHOCTH, OINpPE/ACICHHE KOHIICHTPAIMH KpEeaTHHHHA B IUIa3Me KpoBH). I[lpu
BBISIBIICHUM BBIPQXXCHHOTO HApPYIICHHWS (YHKIHUU TMOYEK /03y OJHOBPEMEHHO IPHUMEHSIEMOTO
npenapara cieyeT YMEHbIIUTh WIH PAaCCMOTPETh BO3MOKHOCTh alIbTEPHATUBHOIO JICUCHHUS.
BeposiTHOCT pa3BUTHS JIEKAPCTBEHHBIX B3aMMOACHCTBUI BO3pACTAET y MOKUIIBIX MAIUEHTOB.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTD U JIAKTALHSA

bepemMeHHOCTh

AJICKBaTHBIX WM XOPOIIO KOHTPOJUPYEMBIX KIMHUYECKHX HCCICAOBAHUA C y4acTHEM
OEpEMEHHBIX JKEHIIWH, TPHHUMAIONINX IIUKIOCIIOPUH, HE TIPOBOAHIIOCH.

OnbIT PUMEHCHHUS [IUKJIOCTIOPHHA y OepeMEeHHBIX KCHIITUH OrpaHuYeH
MOCTPErUCTPAIIMOHHBIMU JAHHBIMH, BKJTFOUAst HAyYHBIE My OINKAIIHH,

Y  OepeMEHHBIX IKCHIUH, TMEPEHECIINX TPAHCIUIAHTAIMI0 OpraHa H  MOJYYarolluX
UMMYHOCYTIPECCHBHOE ~ JICUEHHE  IUKJIOCIIOPHHOM WM  KOMOMHHPOBAHHYIO  TEparmio,
BKJTIOYAOIIYIO MPUMEHEHHE IUKIJIOCIIOPUHA, CYIIIECTBYET PUCK HACTYIUICHUS MPEKICBPEMEHHBIX
pozoB (pu cpoke GepeMeHHOCTH 10 37 HEETb).

Wmeromuecss JaHHbIE HE TMPOJEMOHCTPUPOBAIM TOBBIMICHUS YaCTOThl HEBBIHAIIMBAHHMS,
CEPhE3HBIX BPOKICHHBIX IMOPOKOB HJIM COOBITHH CO CTOPOHBI OEPEMEHHOW >KCHIUHBI I10
CPaBHEHUIO C OCHOBHOM NOMYJISIUEH.

HccnemoBanust TOKCHYECKOTO BO3JCHCTBHS IMKIIOCIIOpHHA HA pa3BUTHE SMOPHOHA W IUIOAA Y
KPBIC U KPOJIMKOB MOKa3ald 3MOpHUO(ETaIbHYI0 TOKCHYHOCTh B JI03€ HMXKE MaKCUMAJIbHO
PEKOMEHI0BAaHHOM ISl TPUMEHEHHSI Y YSJIOBEKA ¢ yUETOM TUIOMIAN TTOBEPXHOCTH TEa.
Ony06yMKkoBaHHBI JTJaHHBbIE HalmoHanpbHOTO peructpa OEpeMEHHOCTEH Mocie TpaHCIIAHTAI|H,
KOTOPBIC OIMUCBIBAIOT HCXOABI OEPEMEHHOCTH Yy JKEHIIHH, MOJYYarolluX MHUKIOCIIOPUH MpU
TpaHciuianTanmu Tnodyku  (482), meuenn (97) u cepama (43). OtMmeuaercs ycremrHas
OCpEeMEHHOCTh C YPOBHEM POXKIACHHS )KUBOTO pederka y 76 %, 76,9 % u 64 % >xeHIuH mociie
TPAaHCIUIAHTAIIMKA  TOYKH, TICYEHH W  CEpIlla, COOTBETCTBEHHO. I[IpexkaeBpeMeHHOE
ponopaspertienue (panee 37 Heaenu OepeMeHHOCTH) ObLTO 3aduKkcupoBaHo y 52 %, 35 % u 35 %
JKCHIIUH TOCJIC TPAHCIUTAHTAIIMH TTOYKH, IEYCHU U CEP/IIa, COOTBETCTBEHHO.

JlaHHBIII ypOBEHb HEBBIHAIIMBAHUS OEPEMEHHOCTH W CEPhE3HBIX BPOXKACHHBIX ITOPOKOB
COIOCTaBUM C TaKOBBIM B OCHOBHOW momyJsiiiud. C y4eToM OrpaHUYeHUH, XapaKTePHBIX s
PETUCTPOB H TOCTPETUCTPAIIMOHHBIX COOOMICHWH TI0 OE30MacHOCTH, HEJb3s HAMPIMYIO
YCTaHOBWTH BJIMSIHUE IMKJIOCTIOPUHA HA YaCTOTY THUICPTCH3HMH, MPEIKIAMIICUH, HHPEKITUN HITH
caxapHOro auabera y MaTepu.

15



COOTBETCTEYET 2KCNEPTHOMY OTYETY
ot 02.04.2026 N= 6755

Nmeercst orpaHnYeHHOE KOIWYECTBO HAOTIOAGHHMA 32 IE%%BHMLE'&BJ@STIE&J:IH&;J)EGI%% bivn

CEMHWJICTHETO  BO3pacTa), IOJIBEPTIIMXCS  BO3JICHCTBHIO  LUKJIOCIOPUHA B MEPUOJ
BHYTpHYTpoOHOTO pa3zButusi. He oTMedanoch OTKIOHEHHS OT HOPMBI IMOKazaTeneill (yHKIHMU
IIOYEK U apTEPUAIBHOTO NABJICHUS Y 9TUX JCTEH.

He cnepyer mpumMeHsTh mpemapaT npu OSpeMEHHOCTH, 33 UCKIIOUEHHEM TeX CIIydaeB, KOTraa
OJKHJaemas 1osb3a JJIs MaTepy IPEBbIIIACT NOTEHINAIBHBIA PUCK JUIS IUIOJA.

JlakTanms

[{uknocnopuH NMpoHUKaeT B IpyaHoe Moioko. Ilockonbky npenapar Ilanumyn buopan moxer
BbI3bIBaTh CEPbE3HBIE HEXKEIIATENIbHBIE PEAKIUH Y JETE TaKUX MalUEHTOK, CIEeIyeT OTKa3aThCs
OT I'PyJHOr0 BCKapMJIMBAaHUS WJIM IPEKPAaTHTh NPHUEM IIpernapara, UCXO[sd U3 MPEeHMyIIecTBa
IPyIHOTO BCKapMIIMBAHUSI I peOCHKA UM BaKHOCTH TEPAIUH JUIS MAIIHEHTKH.

CooTHOLIEHHE KOHLEHTpAlMM [MKIOCIOpPUHA B TPYJHOM MOJIOKE OTHOCHTEIBHO €ro
KOHIIGHTPAallMd B MaTepUHCKOW KpoBU Obuio B mpexaenax oT 0,17 go 1,4. OcHoBbIBasch Ha
noTpeOJIeHuH TpyJHOrO MOJIOKA, caMas BBICOKas MpearosnaraeMas J/03a LHKIOCIOpUHA,
IpUHUMaeMas MIIQJICHIIEM, HaXOASIMMCS Ha IOJIHOM IPYJHOM BCKAapMJIMBaHWM, COCTaBIsUIa
npuMepHO 2 % 1035l ¢ IONPaBKOW Ha BEC MaTepH.

OTCyTCTBYIOT CIIELMAIbHBIE PEKOMEHJALMU JUIsSl )KEHIIUMH C COXPAHEHHBIM PENpOIYKTHUBHBIM
HOTEHIIMAJIOM.

DdepTUIbHOCTD

MMeroTcst orpaHMYeHHbIE TaHHBIC 10 BIHsHHIO npernapara [Tanumyn Bropan Ha ¢hepTHIBHOCTD
y 4eJIoBeKa.

He ObUIO yCTaHOBIICHO CHIDKCHUS (PEPTHIBHOCTH Y KPbIC 000€ro IMoja MpH 03¢ HUKIOCIOpUHA
10 5 Mr/kr/B ieHb (HIKE MaKCUMAaJIbHO PEKOMEHIOBAHHOM JI03bI Y YEIOBEKa C yYETOM ILIOMIAIN
HIOBEPXHOCTH TeJIa).

4.7. BausiHMe HA CIHOCOOHOCTDH YIpaBJATh TPAHCNOPTHBIMHU Cpe€ACTBaAMHU H paGOTaTb C
MEXaHU3MaMHu

Hekotopble mnoOoO4HBIE JeMCTBUS LMKIOCIOPUHA, B TOM YHCIE TOJOBOKPYXEHHUE WIIH
3pUTENIbHbIE HapyLIEHWs, MOTYT OTPULATENbHO BIMITH HA CHOCOOHOCTH YHPABIATH
TPAHCIIOPTHBIMU CPEICTBAMM U BBINOJHATH IOTCHIUAIBHO ONACHBIE BUJIbI JEATEIBHOCTH,
TpeOyIolIye MOBBIIIEHHON KOHIEHTpAIlM BHUMAaHHUS U OBICTPOTHI MCUXOMOTOPHBIX pPEaKIIMM.
[TosToMy B mepuoa JedeHUs cleayer coOJdroaTh OCTOPOXHOCTh MPH  YIPaBICHUU
TPAHCIOPTHBIMU CPEICTBAMU U BBINOJHEHHUS MOTEHIIUAIBHO ONACHBIX BUIOB JIEATEIBHOCTH.
IIpy NosSIBICHUM ONMCAHHBIX HEXKEJIATENBHBIX SBICHUN CIIEIYET BO3JAEPKATHCS OT YKa3aHHBIX
BHJIOB J€STEIBHOCTH.

HccnenoBanuil 0 BIMSHUM LUKJIOCIIOPYHA HA YIPAaBICHUE TPAHCIOPTHBIMU CPEACTBAMU U
MEXaHU3MaMH He MPOBOAWIOCH.

4.8. HexkesaTeJibHbIE peaKINU

Pesrome mmpodmisg 6e301macHOCTH

Haubonee pacnpoctpaHeHHble HexenarenbHble peakiuun (HP) Ha ¢done Tepamum
LUKJIOCIIODHHOM, BBISBICHHBIE B KIMHUYECKHX HCCICNOBAHUAX, BKIIOYAIOT HapyIlICHUE
(GYHKIMU TIOYEK, TPEeMOp, THPCYTH3M, apTepHAIbHYIO THIEPTCH3HIO, IHApEl0, aHOPEKCHIO,
TOILHOTY, pBOTY, MUKPOAHTUOMIATHYECKYIO TFE€MOJIUTHYECKYIO aHEMUIO "
MIOCTTPAHCILIAHTALIMOHHBIN CUHAPOM JAUCTAIBHBIX OTAEIOB KOHEUHOCTEH.
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u oOpaTumbl TIpH yMeHbIeHuH 103bl. Crnexktp HP B menmom oamHakoB mpw pa3iIuyHBIX
MOKa3aHUAX, XOTS YacTOoTa M TSKECTb HEXKENATEeNbHbIX pPEaKUUid MOXKET BapbUpOBaTh. Y
MAalMeHTOB, TMEPEHECIINX TPAHCIUIAHTAIMIO, H3-3a 0OoJjiee BBICOKOW 03Bl M OoJbIIei
MPOJOHKUTEIFHOCTH JICUYCHUS] HEXeNaTeIbHbIe PeaKIMi BCTPEUaloTCs 4Yaiie W OObIYHO Ooliee
BBIPKEHBI, YEM Y MAIIUCHTOB C APYTUMHU 3a00JICBAaHUSIMH WA COCTOSTHHSIMHU.

[Ipu BHYTpUBEHHOM BBEJICHUU ITUKIIOCTIOPHHA OTMEUAIHCH CITy4au pa3BUTHs aHA(DUIAKTOMIHBIX
peaKuii.

Tabauunoe PE3IOME HEXKEIATCIbHBIX PEaKIUi

[lpuBecHHBIE HIDKE JaHHBIE CYMMHPYIOT HH(POPMALHI0 O HEXeIaTeabHBIX pPeaKIusX,
3apErMCTPUPOBAHHBIX B XOJ€ KIMHHYECKHX HCCICIOBaHHM, a TAaKXKe HaHHBIX M0 MPOQIIIO
0€30I1aCHOCTH Iperapara, MoJy4eHHbBIC B X0JI€ €ro IPUMEHEHHUS B KIIMHUYECKOM MMPaKTHKE.

HesxenatenpHble peakiMyd CrPYIIHPOBAHbBI B COOTBETCTBHH C KIacCH(HMKAIUCH OpraHoB H
cucrem opranoB MedDRA, mepeuuciieHsl B MOPSAAKE YMEHBIIECHUS X 3HAYMMOCTH. Kpurepun
OLICHKMA YacCTOThl BO3HUKHOBEHHUS HEXEIATCIbHBIX peakiuil: oueHb dvacto (>1/10), uacto
(>1/100, no <1/10), mewacro (>1/1 000, no <1/100), peaxo (>1/10 000, Ho <1/1 000), oueHn
penko (<1/10 000), BkirOYast OTHENIbHBIC COOOIICHHS, M YacTOTa HEU3BECTHAa (HEBO3MOXKHO

OLCHUTH YaCTOTY UCXOAA U3 JOCTYIIHBIX I[aHHBIX).

CucTteMHO-OpraHHbIN KJ1acc Kareropust HexenartenbHas peakuust
4acTOTBI
Hapywenus co cmoponwl Yacro JlelikoneHust
KpOGU U TUMPamuuecKotl Heuacto AHemus1, TPOMOOIIMTOTICHHS
cucmembvl Penko TpomboTHuecKas MUKpOaHTHONaTHs (B TOM

YHclie TPOMOOTHYECKast
TPOMOOIMTONIEHNYECKas MypIypa,
TeMOJIMTUKOYPEMHUYESCKHUI CHHAPOM)

Hapywenusa memabonuzma u | OueHb yacto

FI/IHCpHI/IHI/I,Z[CMI/IH

nUMaHus Yacto

AHOpeKcHsl, TUIIEpYyPUKEMHs], TUTIEpKaTueMus,
THIIOMAarHAEMHSI

Penxo

[M'uneprivkemus

Hapywenus co cmoponul OueHpb yacTo

Tpemop, rojgoBHasi 60k, B TOM YHCJIE MUTPEHb

HEepBHOU cucCmeMbl Yacro

[Tapecrezun

Heuacto

[Tpusnaku >HIIEQanonaThy, B TOM YHCIIe
pa3BUTHE CHHJIpOMa 00paTUMOi1 3a1He
sunedanonatuu (302) ¢ TakuMu
MPOSIBICHUSIMH KaK CYZ0OPOTH, CIIyTaHHOCTh
CO3HAHUS, IE30pUEHTAIINS, 3aMEJIEHHOCTh
peaxiuit, Bo30yk1eHne, 0eCCOHHMIIA,
HapyIIeHHE 3pEHHS, KOPKOBAs CIETOTa, KoMa,
napes, MO3)KEUKOBasi aTaKCus

Penxo

MoTopHas MoNMHENPOIaTHs

Ouensb penko

OTeK UCKa 3pUTEIBHOTO HepBa (BKIIIOYAst
COCOK 3PHTEILHOTO HEPBA) C BO3MOXKHBIM
HapyILICHUEM 3pEHUS B PE3YIbTATE
JI0OpOKAaYECTBEHHOW BHYTPHUYEPEITHON
THUIICPTCH3UU

Hapywenus co cmoponwi Ouenb yacTo

€ocy008

[MoBeiienne aprepuansHoro nasnexus (15-40
%)

Yacrto

[TpunuBsl
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Kenyoouno-kuuieynvie
Hapyulenus

OueHp 4acTo

VMeHpICHTC AMeTiia, TolHoTa, pBoTa,

yn
2]

JTUCKOM(OPT B KUBOTE, TUAPEs, TUTICPILIA3HS

JIeCEH
Yacto [lenTnueckas s3Ba
Hapywenus co cmopoHnul Ouenb yacto | ['emaToTOKCHYHOCTH
neYeHU U JHCenesbl800AUUX
nymeu
Penxo [Tankpeatur
Hapywenus co cmoponwi Ouenb yacto | ['uneprpuxos
KooICU U NOOKOoJICHbIX mKarel | Yacto AKHe, CBIITb
Heuacto KoHble ajiepruyeckue peakium
Hapywenus co cmoponwl Yacro MplIeYHbIE CITa3Mbl, MUAJITHUS
MbIULEYHOU, CKeJIeMHOU U Penko Mpiiieunas c1ab0CcTh, MUOTIATHS
COeOUHUMENbHOU MKAHU Yacrorta Bonb B HUKHUX KOHEYHOCTSX
HEU3BECTHA

Ouenb yacto | Hapymenue dynkuuu nmouek (dacrora
nmannoro HP 10-50 % B 3aBrcuMocCTH OT

HIOKa3aHMs)

Hapywenus co cmopoHul
NOYeK U MOUEeBbIBOOAUSUX
nymeu

Hapywenus co cmoponwl Penxo MeHncTpyalibHbIe 00T, THHEKOMACTHS
DPENnpOOYKMUBHOU CUCmeMbl U

MOJTIOUHBIX Jcene3

Obwue napywenus u peakyuu | Yacto YcTanocTpb, IMX0paKa, OTEK

8 Mecme 668e0eHnus Heuacto YBenuueHue Macchl Tela

Omnucanye OTACNIbHEIX HeXKEIaTSIbHBIX PeaKIIUM

Unghexyuu

Y  nanueHToB, MOJYy4YalOIIMX HMMYHOCYNPECCMBHOE JIEUEHHE IUKIOCIHOPUHOM WM
KOMOMHHMPOBAHHYIO TEpaIuio, BKIIOYAIONIYI0 LHMKJIOCHOPUH, YBEJIWYUBAETCS PHUCK pa3BUTHUS
JIOKAJbHBIX M TIeHEepaIM30BaHHbIX HHOeEKIUH (BUPYCHOW, OaKTepualbHOW, TPUOKOBOI
ITHOJIOTMH) M Tapa3suTapHbIX HHBa3uil. Tarkke BO3MOXXHO OOOCTpEHHE HWMEBIIHMXCS paHEe
MHGEKIMOHHBIX 3a00JIeBaHUN WM PEaKTUBALUS MOJTHMOMABUPYCHON MHGEKIMHU U3 JTATEHTHOTO
COCTOSIHUSI, TIPUBOJIAIIA K  Pa3BUTHIO  TOJIMOMAaBHPYCHOW  Hedpomatud, 0coOEHHO
accoruupoBanHoi ¢ BK  BupycoM, wumm  MynbpTHOKAIBLHON  JIEHKOZHIIC(ATOMATHH,
accorurpoBanHoii ¢ JC Bupycom.

Coo01mranocs 0 pa3BUTHU THKEIBIX MHPEKIIMOHHBIX MOPAKEHUN B psANE CIy4aeB C JIeTaIbHBIM
HCXOJIOM.

Jlumeponponughepamusnvie 3a001e6anUsL U 310KAUECMBEHHbIE HOB0OOPA306AHUSL

Y  [manueHToB, TOMYYAIOUIMX HMMYHOCYIIPECCHBHOE JICYCHHE IIMKJIOCTIOPUHOM  WIIA
KOMOWHUPOBAHHYIO TEPAIUI0, BKJIIOYAIONIYIO I[HUKIOCIIOPUH, YBEIHYMBACTCS PHCK Pa3BUTHUS
auMmdom, auMdornpoaudepaTuBHBIX 3a00JIEBaHUN ¥ 3JI0KAYECTBEHHBIX HOBOOOPA30BAHMIA,
0COOGHHO CO CTOPOHBI KOXH. YacToTa pa3BUTHS 3JIOKAUYECTBEHHBIX HOBOOOpA30BaHHM
BO3pacTaeT NpH YBEIMUYECHUU HHTCHCUBHOCTH U JUTUTEITHHOCTH HIMMYHOCYIIPECCHBHON TEpaITHu.

T'enamomoxcuunocmo

B nocTMapkeTMHroBOM IIEpUOAE OTMEYEHBI CIIy4ah TeNaTOTOKCUYECKOTO BO3JIECUCTBUS
LIUKJIOCIIOPUHA, BKJIIOYAs XOJIECTa3, JKEJITyXy, FeNaTUT U NEYEHOUYHYI0 HeJ0CTaTOYHOCTh. Kak
MpaBWjIO, OATH TALUMUEHTHl WMEJIHM COMYTCTBYIOIIME 3a00JIeBaHUs, Mpeapacnoiararonme
COCTOSIHUSI, JIpyrue (akTophl PUCKA, BKIIOYas HWH(EKIMOHHBIC OCIOXKHEHHs, WM TMOTydald
UKJIOCIIOPUH OJHOBPEMEHHO C JIPYTMMH TMpernapaTamu, oOJafaloluiuMU TeNaTOTOKCHYECKUM
NEeHCTBUEM.
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HUCXOJI.

Bonu 6 HudicHux koneuHocmsix

[Ipy pUMEHEHHUH [TUKJIOCTIOPUHA MTOJTYYCHBI OT/ICIBHBIE COOOIIECHHS O CIIyJasX pasBUTHs GOJIH
B HIDKHAX KOHEYHOCTSIX, KOTOpas SIBJISICTCS OJHUM M3 COCTaBIISIONIMX OOJCBOTO CHHIPOMA,
CBSI3aHHOI'O C MPUMEHEHHEM HMHruomTopoB KanbimHeBpuHa (calcineurin-inhibitor induced pain
syndrome — CIPS), onricaHHOTO B JIMTEpaTypHBIX UCTOUHHKAX.

COO6H_[CHI/IC 0 ITOA03PEBACMBIX HEXKCJIIATCIBbHBIX PCAKIINAX

BaxxHo coolmath 0 Mo03peBaeMbIX HEKENATENbHBIX PEAKIHMAX MMOCIE PETUCTPAIMU Tpernapara
C LCJIbIO o0ecrieyeHus HEMIPEPBIBHOI'O MOHHUTOPHUHIA COOTHOIICHHUS «IIOJIb3a — PHUCK»
JICKapCTBEHHOTO TIpernapara. MeIuIMHCKAM pa0OTHUKAM PEKOMEHIYEeTCS COOOIaTh O JIF0OBIX
IMOJ03pE€BACMBIX HECKCIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O IIpfriapara 4€pe3 HAIlMOHAJIbHBIC
CHUCTEMBl COOOIICHUS O HEXKEIATeNbHBIX PEAKIUSIX TOCYAapCTB — UICHOB EBpasuiickoro
3KOHOMHNYECKOI'O COHO3a.
Poccuiickas ®@eoepayus
®denepanbHas ciyx0a 1o Haa30py B chepe 31paBoOXpaHEHUS
Anpec: 109012, r. MockBa, CnaBsiHCKas 1uiomans, a. 4, crp. 1
Tenedon: +7 800 550 99 03
OnekTponHas nmoura: pharm@roszdravnadzor.gov.ru

wim NPr@roszdravnadzor.gov.ru
CaiiT B nH(OPMAIIMOHHO-TEJICKOMMYHHUKALIMOHHOM ceTH «VHTepHeT»:
https://roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka
CuMOTOMBI

[Mpumenenne nukiocnopuna B jgo3e 10 r (150 wMr/kr) compoBOXKAATIOCH CIEIYHOIIMMHU
CUMIITOMaMHU. pBOTA, rOJIOBHAA 60.]'[]), T'OJIOBOKPYKCHHUEC, HAPYHMICHUC CO3HAHUS, TaXUKapAUsd U B
HEKOTOPBIX CIydasx HapylieHHe QYHKIUH MOoYeK, oOpaTuMoe mpu oTMeHe mpernaparta. OaHaKo
IPH CIy4aifHOW MapeHTepaIbHON MEePeNO3UPOBKE IMKIOCIIOPHHA y HEJIOHONIEHHBIX JeTed B
HEOHATAIBHOM MEPUO/IE COOOIIANOCH O PA3BUTHHU TSKEIBIX TOKCHUSCKUX OCIIOKHEHHH.

Jleuenue

Crenuuueckoro  aHTUAOTa HE CYLIECTBYeT, IMpU HAJIMYUM  [OKAa3aHUH  MPOBOMST
CUMITOMAaTUYECKYIO TEPAIHIO.

[{ukI0CHOpHH MPaKTUYECKU HE BBIBOJUTCS M3 OpraHW3Ma IPHU F'eMOINAIN3e U TeMornepdy3uu ¢
HCIIOJIb30BaHUEM AaKTHUBUpPOBaHHOTO yris. [lokazaHbl Hecnenuguueckrue MEeTOJIbl BbIBEACHMUS,
Takue, Kak MPHUHYAUTENbHAs PBOTa M MPOMBIBAHME JKENIyJKa B TEpBbIE Yachl MOCJIE MpUEeMa
npernapara.

5. PAPMAKOJIOTHYECKHE CBOVCTBA
5.1. @apmakoanHaAMUYeCcKHe CBOIiCTBA

dapmakoTepaneBTHIecKas TpyIna; IMMYHOACTIPECCAHThI;, HHTHOUTOPHI KAJIbLIMHEBPUHA
Kon ATX: LO4ADO1

Mexanusm aeiictBus U dhapMakoauHaMudeckue 3O GEKThI
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AMUHOKHCIIOT.

LuKI0CHOpHH SBISIETCS CENEKTUBHBIM HMMYHOJETIPECCAHTOM, HHTHOMPYIOIIMM aKTHBAIMIO
KaJIbIIMHEBPUHA JTUM(POITUTOB M OJIOKHPYIOMNN KICTOYHBIA UK Pa3BUTH JTUMQPOIUTOB B (paze
GO wmu G1. Takum oOpa3zom, mpefoTBpamaeTcss akTuBauus T-TMMQOIMTOB U Ha KIETOYHOM
YpPOBHE aHTHICH3aBHCHUMOE BBICBOOOXKIACHUE TMM(OKMHOB, BKJIIOUYas WHTEpNCHKHH-2 ((pakTop
pocta T-numdonuros). Lukiaocnopun aeictByeT Ha TuMdouuThl crieruduyno u odparumo. B
OTJIMYME OT LIUTOCTATUKOB OH HE MOJIaBJISIeT F'€MOII033 U HE BIIMSAET Ha PYHKIHIO (ParoiuToB.
L[MKIOCTIOPUH YBEIMUYMBACT BPEMsI KU3HHU AJUVIOTEHHBIX TPAHCILIAHTATOB KOXH, CEpAla, MOYEK,
MOJDKETYAOYHON >Kele3bl, KOCTHOTO MO3ra, TOHKOW KHILIKH, JIETKUX, a TaKXe I[0JaBIsieT
pa3sBUTHE KJIETOYHBIX pEaKIWid B OTHOMICHWH aUIOTPAHCIUIAHTATa, KOXKHBIE PpEaKIUH
TUIEPYYBCTBUTEIBHOCTH  3aMENJICHHOIO  THIA, HKCIEPUMEHTAJbHOTO  allJIepruuecKoro
SHIICPATIOMHUEIINTA, aPTPUTA, 00YCIOBIECHHOTO aaboBaHTOM DpoitHaa, 00JIe3Hh «TPAaHCIUTAHTAT
npotuB xo3suHa» (BTIIX), a Takxke 3aBucumoe ot T—nuMdOIHUTOB 00pa3oBaHKUEe aHTUTEIL.
[Muknocnopun ycnemHo mnpumensercs kak y HCV-undunupoBaHHBIX, Tak u He Yy
uHGUIUPOBaHHBIX renatuToM C MalueHTOB ¢ Mepeca ko MeueH .

[TonoxurensHblil 3 (eKT NpUMEHEHHsS IUKIOCTIOPHHA TaKKe MOATBEPKIEH JUIsi MHOTHX
COCTOSIHU, KOTOpBIE SIBJISAIOTCS ayTOUMMYHHBIMU WJIM MOTYT pacCMaTpUBAThCS KaK TaAKOBBIE.

5.2. ®apMaKkoKHHeTHYECKHE CBOHCTBA

PactBop, comepxkamuiics B MITKMX OKEIAaTUHOBBIX KalcCylax, NpPeACTaBisieT coOou
KOHIICHTPHUPOBAHHYIO MUKPOIMYJIbCHIO, Pa30aBIIIEMYIO C TIOMOIIBIO KUIKOCTH B KEIYAKE TPH
MPUMEHEHUHU TIperapara. 3a CYeT 3TOr0 YMEHbIIaeTCs BapuabeabHOCTh (hapMaKOKHHETHUECKHUX
nmapaMeTpoB IPH TMPUMEHEHHM BO BCEX JUAa30HAX JI03 W OO0CECIeUMBaeTCSA JIMHEWHAs
3aBUCHUMOCTh MEXAY 10301 U 3(PPeKToM MHUKIOCHOpUHA ¢ Oojee paBHOMEpPHOW abcopOumei u
MEHBIIICH 3aBUCIMOCTBIO OT OJTHOBPEMEHHOT'O TIPHEMA UM U BBIBEACHHS C KEITIBIO.
OHOBpEMEHHBIN MPHUEM IMHUIIM U OKOJOCYTOUHBbIC (MM IMPKAJMAaHHBbIC) OMOPUTMBI MMAIUEHTA
OKa3bIBAIOT HE3HAYUTEIHLHOE BIMAHUE Ha apMaKOKHHETHICCKUE TTapaMeTphl IIperapara. DTUMU
CBOICTBAaMH B COBOKYIHOCTH OOYCIIOBJICHBI HHU3Kas BapHaOedbHOCTh (HapMaKOKWHETUKU
[UKJIOCTIOPHHA Y OJHOTO M Toro ke marmuenta (10-22 % y mammenTa ¢ TpaHCIIAHTAIUEH
MOYeK), Ooyiee BBIPAKCHHAS KOPPEJSAIMS MEXKIY KOHIEHTpAIMed M OHOJAOCTYIMHOCTHIO H
OTCYTCTBHE HEOOXOJMMOCTH YUHTHIBATH BPEMsI PUEMa TTHIIIH.

AOGcopbuus
[Tocae mepopanbHOrO TPUMEHEHHs  Mpermapara OTMEYaeTcss  OBICTpOE — BCachbIBaHHE

[IUKJIOCTIOPUHA, BpEMS JOCTHKCHHS MAaKCUMAJIbHON IUTa3MEHHOW KOHIEHTpPAlMi COCTaBIsET
1,5-3,5 ygaca.

AOGcopOuusi CHU)KAeTCsl TOCie Mepecagky MeueHu, Ipyu 3a00JeBaHUSX TEUCHU WM MaTOJIOTUU
JKEITyTIOYHO-KHIIEYHOT0 TpakTa (auapee, pBoTe, MapaTuTHIECKON KHIIEYHON HEMPOXOIUMOCTH).
buonocrynaocts — 30-60 %, yBenwumBaeTcs MpH MOBBIMICHUU J03bI U MPOJOKUTEILHOCTH
JIEUECHUS.

Pacnpenenenue

Pacrnipenensiercst Gosnpleil yacThbi0 BHE KPOBSIHOTO pyciia ¢ BEJIMYMHON 0ObeMa pacrpeaeseHus
3,5 n/kr. Pacnpenenenue B KpOBU 3aBHCUT OT KOHIICHTPAIIUH ITUKJIOCTIOPUHA: B cpeaHeM 33-47
% nMKIOCTIOpHHA HAXOMUTCs B ia3Mme, 4-9 % — B mumdorurax, 5-12% — B rpanynonurax u
41-58 % - B opurponurtax. I[Ipu BBICOKOW KOHIEHTpAllMM TIpenapaTa yBeIMYHUBAETCS
CoJIepKaHWe IUKIOCTIOPHHA B JIeMKomuTax W sputpornmrax. Cesa3p ¢ O6emkom miazmer 90 %.
Beinensercs ¢ rpy1HbIM MOJIOKOM.

buotpanchopmanus
[{uknocnopuH B 3HAYUTENBHON CTENEHW MojBepraercs OuorpaHchopmanuu (GepMeHTHOU
cucremoit uroxpoma P-450 3A (u3opepment CYP3A4) u B MeHbIIICH CTENCHU B JKEITyI0YHO-
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MeTa0oM3Ma SBIISIOTCS. MOHO- M AUTHAPOKCHIMPOBaHUE, U N-IeMeTHIMpoBaHUE B Pa3IMIHBIX
YacTAX MOJIEKyJbl. Bce BbIsIBIEHHBIE MeETabOJIUTBI COAEPKAT MENTHAHYIO CTPYKTYpY
HEM3MEHEHHOTO TIpenapara. AKTHBHOCTh 3THUX MerabonutoB He Oomnee 10 % axtuBHOCTH
HCXOIHOTO BEIIECTBA.

OIUMUAHALUSA
[IpenapaT BBIBOAUTCS MPEUMYIIECTBEHHO C JKETYbID U TOJIBKO 6 % mpUHATOW BHYTPH HO3BI

BBIBOJUTCSI C MOYOH, B HEM3MEHEHHOM BHJE BeIBOAUTCS TOJbKO 0,1 %. Bennuunel KOHEUHOTrO
NepHro/a MOMyBBIBEICHUS [IMKJIOCTIOPUHA BeCbMa BapHaOebHbI, YTO 3aBUCUT OT MPUMEHSIEMOTO
METO/a ONpeeICHUS U KOHTUHTeHTa NarueHToB. KOHEeUHBII nepuo ] moyBbIBEACHUS OKOJIO 6,3
4acoB.

Oco0nle I'PpYHIIBI NAIIMCHTOB

Tayuenmoi ¢ HapywieHuem QyHKyuu novex

Hapymenne ¢QyHkuuu 1odek He OKa3blBaeT KIMHUYECKHM 3HAYMMOIO BIUSHUS Ha
(dbapMaKOKMHETHKY Tpernapara. Y TMalUeHTOB C TPAHCIUIAHTUPOBAHHOW TOYKON KOHEYHBIN
NEPUOJ MOTYBBIBEICHUS COCTABIIAET OKOJIO 6,3 yaca.

Tayuenmoi ¢ Hapywenuem Qynkyuu neveru

Y manuMeHTOB C HApYIICHHOH (yHKIMEH IeYeHH OTMEYaeTCsl 3aMEUICHHE BBIBEICHUS
[UKJIOCTIOPUHA U3 opraHu3Ma. [Ipu TspKembIX HapyIICHUSX KOHEUHBIM IMEPUO]T MOTyBBIBEICHUS
yBenunuuBaercs 10 20,4 gaca.

Iayuenmoi 6 6o3pacme cmapuie 65 1em
Jannsle mo abcopOiuu mpenapara y MOXWIBIX IalMEHTOB OTCYTCTBYIOT. Pacmpenenenue
IUKJIOCTIOPUHA CXOJIHO C TAKOBBIM Yy MAIIMEHTOB B BO3pacTe MeHee 65 Jer.

CTH

B cpennem y marpienToB Mitaamie 18 net ormedaercst 6osee OGBICTPOE BhIBEACHHE IIUKIOCTIOPUHA
N3 OopraHu3sMa MO CpaBHCHHUIO C B3POCJIBLIMH, IMO3TOMY Y HaHHOﬁ KaTeropuu mHnaluCHTOB JIA
JOCTHXXEHHUST HEOOXOUMOM TIa3MEHHON KOHIIEHTPAIIMH IUKJIOCIIOPHHA BO3MOXHO TIPHMEHCHUE
0oJtee BBICOKHUX 103 Ipemnaparta (Ipu pacdyere Ha Maccy Teja).

6. PAPMAIIEBTUYECKHE CBOVMCTBA
6.1. IlepeyeHsb BCIOMOraTeJIbHbIX BEIIECTB

I'mukoinb-A (pONHUICHTIIUKOJb)

Makporosa riIHIepuIpuInHOIeaT

I'nukob-B (MpOMHUIEHTITHKOIISE MOHOJIAYPAT)
['mukons-C (anbda-Tokodepona Makporosa CyKIMHAT)

O06010YKa KaICyJIbl

Kenatun

KenaTuH HU3KOMOJIEKYJIIPHOI MacChl

[uniepon (raumepuH)

PactBop copouroina, 70 % (HekpuCTaUIU30BaHHbII)
MertumaparuapokcubeH3oat (MeTrImapadeH)
[MponmnmnaparuapokcndeH3oar (mpomnminapadeH)
Bona ouniennas

Kpacwurenb xene3a OKCHJ KpaCcHBIN

Kpacurens xene3a okcul YepHbIit

21



COOTBETCTEYET 2KCNEPTHOMY OTUETY
02 nd 9N7C M= £75

-
OT U2 Us £ULD I 1.3
L
B

(MOCNEOQOBATENBHOCT

6.2. HecoBmecTUMOCTH

He npumenumo.

6.3. Cpok roqHocTH (CpOK XpaHeHHs )

2 roja.

6.4. OcoOble Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHUH

XpaHUTh B 3alIMIIEHHOM OT CBeTa MecTe, npu Temriepatype ot 8 °C o 30 °C.
He xpanuTh B X0JIOAHIBLHUKE.

6.5. XapakTep u coaep:kaHue YNIaKOBKH

ITo 5 xamcyn B an./an. Gnucrepe.
ITo 10 6amcTepOB BMECTE ¢ HHCTPYKIIUEH 1O IPUMEHEHHIO B KAPTOHHYIO MAYKY.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH MNPH  YTWIN3AUMH  HCHOJb30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara WJIH OTX0JA0B, TMOJYYEHHbIX IlOcjde MpPHUMEHEeHUs:
JIEKAPCTBEHHOTI'0 Mpenapara u Apyrue MaHUIYJIAUUHU ¢ PenapaTomM

Oco0bie TpeOOBaHMS OTCYTCTBYIOT.

7. IEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

Nuanus
ITananes buorex ®@apma Jltn.
b1 Dkcrr./A-27 Moxan Kooneparus Munactpuan Dcteiit, Matxypa Poya, Hero Jenu — 110044

7.1. IlpeacraBuTe b AepKaTe/isi pETHCTPAIMOHHOIO YA0CTOBEPEHUsI

[IpeTensun noTpeOUTENE HAIPABIISITE 10 aJIPECY.

Poccuiickas ®@edepayus

[IpencraBuTenCTBO KOMIIAHUM C OTPAHUYEHHON OTBETCTBEHHOCTHIO
«ITananes buorex ®apma JItm.»,

119530, r. Mocksa, OgakoBckoe mocce, 1. 34, od. A-504,

Ten.: +7 (495) 225-57-87,

e-mail: panaceabiotecmos@gmail.com

O pa3BUTHM HEXeNaTeabHbIX PEeaKlni, CBI3aHHBIX C MPUEMOM Tpenapara, cooOulaTh:
Poccuiickas ®@edepayus

000 «APC»

123112, r. Mockga, [Ipecuenckas HaGepexHas, 1oM 12, MHOropyHKIIMOHATBHBIH 0QHCHO-
peKpeanoHHbI KoMIuieke «Deneparusa», bamas «Boctok», aTaxk 27, komHara 17

ten.: 8-800-333-0435

e-mail: pv@pharmrussia.com

8. HOMEP (HOMEPA) PETUCTPALIMOHHOI'O YIOCTOBEPEHUS

9. KATEI'OPHUS OTIIYCKA JIEKAPCTBEHHOI'O IIPEITAPATA
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OO0mas xapakTepucTUKa JEeKapcTBEHHOro mpemnapara l[lanHumyH buopan moctynmHa B eAMHOM
peecTpe 3aperucTpUpOBaHHBIX JIGKAPCTBEHHBIX CPEICTB EBpa3uiickoro SKOHOMHUYECKOTO COK03a

U Ha OQUIMATBLHOM CalTe YMOJHOMOYEHHOrO opraHa (3KCIEPTHOH  OpraHu3aIlum)
https://Ik.regmed.ru/Register/EAEU_SmPC.
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