COOTBETCTBYET 2KCNEPTHOMY OTUYETY
27.01.2023 )

ot 27.01.2023 N2 1564

(MOCNEOCBATENBHOCTL 0002)

HHCTPYKIHUA
ITO MEJUITMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA

BAJITAHOJIEK®
PerucrpanmoHHbIil HOMep:
Toprosoe HanveHoBanue: BAJII'AHOJIEK®.
MexayHapoaHoe HeIIATeHTOBAHHOE W IPYIIIHPOBOYHOE HaHMeHOBaHue:
BaJITAHIIUKJIOBHD.
JlexapcTrBeHHas opma: TabiIeTKH, TOKPHITHIE IVIEHOYHON 000JI0UKOH.
Cocras:

1 TaGeTKa COICPIKHUT:

HanmeHnoBaHue KOMIIOHEHTOB KO.T]]/[‘{eCTBO, MI

Heticmeyoujee 6erjecmeo:

BanraHimukiioBupa ruJipoxXJiopug 496,32
(B mepecueTe Ha BaJITAHIUKIOBUD) (450,00)

Benomozamenvivlie eeugecmea.’

MukpokpucTa/UTHIecKast MeJUTI0I03a 53,75
[Torunon (xkosmugon K30) 23,91
Kpocnosunon (kosumumon CL) 17,94
Maruus creapat 5,98
Cocmas obonouxu:
[ToxpeiTHe «Onagpaii» 6enpiii 03F280030 17,90
(OPADRY® 03F280030 White)
- T'mompomemnoza 65%
- Makporon 13%
- Tanpk 2%
-  Twurana quokcua 20%
Macca TabneTku ¢ 060JI0UKOH 615.8
Onucanue:

OBaJIbHBIC JIBOSIKOBBIIYKJIbIC TaOJIeTKH, MOKPHITHIE MJICHOUHOH 000JI0UKOH, OeIoTO WU MOUTH
GeJoro I[BeTa; Ha U3JI0Me GeJIOTO WM MOYTH OeJIoro I[BeTa.

PdapMakoTepanieBTHYeCKAA TPYIHIA: [IPOTHBOBUPYCHBIE CPEACTBA CHUCTEMHOIO JICHCTBUSA,
IIPOTUBOBUPYCHBIE CPEeACTBA IMPSIMOTO JEHCTBHS, HYKICO3HJbl M HYKJICOTHIBL, KpOMe
HHTUOUTOPOB 0OpaTHOM TPAHCKPUIITARKI.

Koxg ATX: JOSAB14.
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PdapmakoOrHiecKue cBoiicTBa

D apMaKoOUHAMUKA

Mexanusm deiicmeusn

BanranuuxioBup mnpejctaBisieT coGoit L-anmuioBblit 3¢up (IposiekapcTBO) TaHIUKIOBHPA,
[OC/Ie MepOpaJIbHOTO TpHueMa OBICTPO MPEeBPAIAIONIUMCS B TaHIUKJIOBHDP MOJ JCHCTBHEM
KUIIEUHbIX M TMEYEHOYHBIX »CTepa3. [aHIMKIOBHp — CHHTeTHYSCKMH aHajtor 2'-
JIe30KCUTYAaHO3MHA, KOTOPBIN MOJIABJISIET PEIUIMKAIIUIO BUPYCOB TepIec-TPYIIbI i71 Vitro U in vivo.
K Bupycam denmoBeka, 4yBCTBUTEJIbHBIM K TAHIIMKJIOBHPY, OTHOCAT IuToMeramoBupyc (IIMB),
BUPYCHI IPOCTOro reprieca 1 u 2, BUpyc repreca uesioBeka TUIOB 6, 7 u 8, Bupyc Dnmreiina-bapp,
BHUPYC BETPSIHOM OCIIBI M BUpPYC TenaTuTa B.

B IIMB-undunmpoBaHHbIX KJIeTKaX TMOj JIGHCTBHEM BHPYCHOM TNpoTeMHKHHa3pl UL97
TaHIUKJIOBHD BHaudaie Qochopunupyercs ¢ oOpazoBaHHEM TaHIHUKJIOBUpMOHOMoChaTa.
Janbuelimee ¢ocopunupoBanre TPOUCXOJHUT TMOJ JeHCTBHEM KJICTOUHBIX KHHAa3 C
oOpa3zoBaHHeM TaHIUKIOBHpPTpU(ocdaTa, KOTOPHIH 3aTeM TMOJABEpPracTcs MeICHHOMY
BHYTPUKJICTOUHOMY MeTabosau3Mmy. [locime HcuesHOBeHHUs TAaHIUKIOBHpA W3 BHEKJICTOUHOM
JKUJKOCTH TEPUOJ BHYTPUKICTOYHOIO IOJTYBBIBEACHHS TaHIMKJIOBUpPTpUdochaTa B KIETKAX,
uHpunupopanueix [[MB, coctarisieT 18 yacop; B KiieTkax, HHQUIUPOBAHHBIX BUPYCOM MPOCTOTO
reprmeca — 6-24 waca. Ilockonbky ¢dochopuampoBanre TaHIHKIOBHpAa B OOJIBIICH CTETICHH
3aBUCUT OT JSHUCTBHUS BHUPYCHOM KHMHA3bl, OHO TMPOUCXOJUT MPESUMYIISCTBEHHO B
HHQUIAPOBAHHBIX KJICTKAX.

Bupocratudeckasi aKTUBHOCTh TaHITUKIOBHpa OOYCJIOBICHA IMOJABJICHUEM CHHTE3a BUPYCHOU
JIHK mocpeacTBoM clieyronux MeXaHu3MoB: (1) KOHKYpeHTHOS HHTHOUPOBaHHE BCTpaMBaHUS
nesokcuryanosuntpudocpara B JIHK mox aeiicteuem mupycuodt JIHK-mommmepaswr, (2)
BKJIIOUEHHe TraHmukiIopupTpudochara B BupycHyo JIHK, d9to mnpuBoaut K CcHIbHOMY
OTPAaHWUYCHUIO WM IOJHOMY TpekpameHuro »ioHraimuu pupycHor JIHK. Cormacuo
UCCIICIOBAHUSM i1 Vitro, TUNHWYHAS WHTUOUPYIOMIAsh KOHICHTPAIUs, KOTOpasi MOJABISST
permkanuio [IMB Ha 50% (ICso), HaxoauTest B uanazone oT 0.08 mxmon/i (0.02 MKr/MIiT) 10
14 MxMOJIB/JT (3.5 MKT/MIT).

Kimandeckuii MpOTHBOBUPYCHBIM >(QeKkT BairaHIUKIoOBHpa ObUT JOKa3zaH yMEHBIICHHEM
BeienieHust [[IMB u3 opranuzMa MarueHTOB ¢ CHHAPOMOM MPHOOPETeHHOT0 UMMYHOIe(HUITUTA
(CIIU/lom) u BriepBbie BbIsiBJIeHHBIM [[MB-peTuHuTOM ¢ HcxogHoro mokazaressi 46% mgo 7%
qyepes 4 HeJle/IH JICUSHUS BaTaHIIUKIIOBUPOM.

Ippexmuenocme

Bspocasie
Heuenue [[MB-pemunuma
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Kimnudeckue uccie/1oBaHus ObUTH TIPOBEACHBI YV naunégfc'm-ES@H‘_PIE%I‘%'WMBIP‘&HH?&OM.

BajiraniiuikJiopup  IpOASMOHCTPUPOBAT  OJMHAKOBYIO  KIMHHUYECKYIO d(PHEKTUBHOCTL B
UHAYKIHOHHOU Tepanuu [[MB-perunuta 1no cpaBHEHHIO ¢ BHYTPHUBEHHBIM TaHIIMKIOBHUPOM.
[IppuMeHeHMe BaJTaHIMKIOBUpPA MO3BOJISIET IIOJYYUTh TaKoe K& CHCTEMHOE BO3JICHCTBHE
TaHIUKJIOBUpPA, KaK IIPU UCIIOJIB30BAHUHM PEKOMEHJOBAHHBIX BHYTPHUBEHHBIX /103 TAHIUKIJIOBHPA,
s¢pdexTurnpix mpu sedenun [[MB-perwnuta. IlokazaHo, YTO TIUTOMAL MO KpHUBOU
«xoHueHTpausi-ppeMs» (AUC) raHuukJIoOBHpa KOppeIUpyeT ¢ MPOMEXKYTKOM BpPEMEHH JI0
nporpeccupopanus [IMB-petunura.

Ipogpunaxmuxa I{MB-unghexyuu y nayueHmos nocne mpaHCniaHmayui CONUOHbLX OPeaHoe
Yactota pazputusi [[MB-3aGonesannst (IIMB-cungpoM + wHBazwBHasi WHQEKIUS TKaHCH) B
TEUSHHUE TEePBLIX 6 MECSIEB MOCIe TPAHCIUIAHTALIMM Cep/illa, MeYeHHU, IOYKU Y HAIUEeHTOB ¢
BbicokuM puckoM [[MB-undeknun (IIMB-nosutupnbiii gonop (D+)/I|MB-HeratuBHbIN
perunueHT (R-) (D+/R-)) coctasuina 12.1% B rpyrie NaldeHTOB, MOIYyYaBIIHX BaJTAHIUKIOBUD
(900 mr B cyTtkH), B 15.2% B rpylne nanueHTOB, MOJYYABIIUX FAHIUKIOBUP nepopaibHo (1000
Mmr 3 paza B cyTKH) ¢ 10 o 100 neHs mociie TpaHCIUIaHTAIlMU. bosbias yacTh ciiy4aeB IpUILIach
Ha Tepuoj  TMocje OTMeHbl  npodmiakTHueckod  Tepanuu  (mocie  100-ro  guA
MOCTTpPaHCIUIAHTAIMOHHOTO Tiepuona). Ilpu stom ciydau pazgutust [[MB-undekiuu B rpymnmne
JICUSHUS BAJITAHITUKIIOBUPOM IOSIBJSUIACH MTO3IKE, YeM B TPYIIIE JICUSHUS TAHIUKIIOBUPOM.
YacToTa 0cTpOro OTTOP)KeHUsI TPAHCIUIAHTAaTa B MEepBbie 6 MecsIeB cocTtapmia 29.7% B rpyiie
MAIMEHTOB, TMOJYYaBIIMX BAITAHIUKIOBUD, M 36% B Tpylne NalUeHTOB, IOJYYaBIIUX
TaHIIUKJIOBHP.

YBenuueHue npoaosDKuTebHOCTH npuema 900 mr BamraHuumkioBupa o 200-ro aHs mocie
TPAHCIUIAHTAIIMM TIOYeK Y TAI[UeHTOB ¢ BbicokuM puckoMm [[MB-undekuuu (D+/R-)
COTIPOBOIKAANIOCH Gobielt »ddekTuBHOCTHIO npenoTepamenus [[MB-undekuu B nepesie 12
MeCSIIEB T0CJIe TPAHCIUIAHTAIIUH 110 cpaBHeHHIO ¢ ipueMoM 900 mr panraniukiopupa 1o 100-ro
JTHSA TIOCJIe TPAHCIUIAHTAIUH.

YactoTa BBDKHMBAEMOCTH TpaHCIUIaHTaTa depes 12 wmecsueB coctaBuia 98.2% B rpymnme
MAIUEHTOB, TOJYYaBIIUX BajraHiukiaopup g0 100-ro ausa, u 98.1% B rpynmne maiueHTOB,
MOJIYYaBMIUX BaJraHIUKIOBUp 0 200-ro jnHs. YacToTa OCTPOro OTTOPMKEHUS TPAaHCIUIAHTATA,
MOJITBEpIK/IeHHOTO Ouoricueid, B mepBbie 12 MecsimeB cocrapuia 17.2% B rpylie MalHeHTOB,
MOJYYaBMIUX BaIraHIukiIoBup g0 100-ro gausa, u 11.0% B rpymnmne mamueHTOB, MOJIYYaBIIUX
BaJITAaHITUKIIOBHD /10 200-10 JTHSL.

Bupycnas pesucmenmmnocme

[Ipu jnuTensHOM MpUeMe BaJTAHIUKIOBHPA MOTYT IIOSBHUTLCS BHUPYCHI, YCTOWUYUBBIE K

TaHIUKIIOBUPY. DTO MOKET OBITh 00YCIOBIICHO JIHOO CeNeKIUeH MyTaluii rTeHa BUPYCHOM KUHA3HI
3
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UL97), orBeuatomei 3a MoHodochopumuposanne raﬂﬂﬁ%a- E:‘ﬁh%ﬁlﬁﬁgﬁ}ﬂ{/éﬁp:‘ —ngK-
puHp

noiumepassl (ULS54). Mytaruu rena UL97 BosHukaioT B Oojiee paHHUE CPOKH M BCTPEUAROTCS
yamie o cpaBHeHHIO ¢ MmyTanuei rena UL54. Bupyc, uMmeromuii Toiibko myTtanuio rena UL97,
YCTOWYMB TOJBKO K TAHIUKIIOBUPY, IPH ATOM HauboJjiee 4acTo BCTPEUAIOMIUMHUCS MYTAIIHSIMH 110
THITY 3aMEHBI, aCCOIMHUPOBAHHBIMHU C BO3HHKHOBEHHEM YCTOWUYHBOCTH, SABIISIFOTCS MA460V/I,
H520Q, C592G, A594V, L5958, C603W. Bupyc ¢ myranusimu reHa UL54 mosxeT obnagatsh
MEPEKPECTHON PE3UCTEHTHOCTHIO K JIPYTUM MPOTHBOBUPYCHBIM IIperapaTraM ¢ aHAJIOTHUHBIM
MEXaHU3MOM JSUCTBUS U HaoOopoT. PazpuTHe mepekpecTHOW YCTOWYHUBOCTH K TaHIUKIIOBUPY U
uaooBUpy B OOJBIIMHCTBE CIIydacB OOYCJIOBJICHO MYTAIlUAMHM IO THUIY 3aMEHBI B
SK30HYKJICa3HBIX JIOMeHaxX U peruone V BupycHou JIHK-mommmepaspl. PazButne nepekpecTHOM
YCTOWUMBOCTHU K (pocKapHeTy 0O0yCIOBICHO MYTAITUSAMHE 10 TUITY 3aMEHBI B Mpe/ieiiax peruoHos II
(xkomoH 696-742) u 11l (konon 805-845) supycHot JIHK-nonumepasbl Wil MeK/y HUMH.
Bspocnvie

Heuenue [[MB-pemunuma

I'enotunuposanue [IMB B mosmumopHOAISPHBIX JIEHKOIMTAX MOKa3ailo, uTo uepes 3, 6, 12 u 18
MECSIEB JICUYCHHUS] BAJITAHIUKIOBUPOM COOTBETCTBEHHO B 2.2%, 6.5%, 12.8% u 15.3%
JISUKOIUTOB BBIABISIFOTCS MyTanuu UL97.

Ipogunaxmuxa L[MB-ungexyuu y nayuenmos nocie mpaHcniaHmayuy, COMOHbLX OP2aHOE
I'enotunupopanue [IMB B nommMopdHOAISpHBIX JSUKOITUTAX MOKA3AIO:

1) otcyTcTBHe MyTalui, oOYCIaBIMBAIOMUX PE3UCTEHTHOCTh K TaHIMKIOBUPY, B
obOpasmax, mnongyueHHbIXx Ha 100-b1li 1geHb (KOHEI] NPOPUIAKTHYSCKOTO IpHeMa
BAJITAHITUKIIOBUPA) Y NAIIUEHTOB U3 TPYIIILI BAITAHIIUKIOBUPA, U HAJIWYHE MYTAllUH B
obpasiax, HoJyUeHHBIX Y MAIHSHTOR, MPUHAMABIINX TAaHIUKIIOBUP TiepopalibHO (1.9%);

2) OTCYTCTBHE MYTallHi, 00yCIaRTUBAIONIUX PE3UCTEHTHOCTD, B 00pasiax, MOJyUYeHHBIX Y
MAIUESHTOB, PAaHJIOMHU3UPOBAHHBIX B IPYIINY BAITAHIMKIOBHpA ¢ Tojio3peBaemoii [[MB-
uH(peKIHeH yepes 6 MecAIeR MOcie TPAHCIUTAHTAIIMH, U HAJITUUHE MYTAIlUH Y TTAIIUeHTOR,
IIOJIyYaBIIUX FAHIIUKJIOBUP IEPOPAIBHO, B 6.9%.

Cpenu mnainueHTOB, MOMYyYaBIMIUX BajdraHiuiiopup o 100-ro gus u jgo 200-ro  jaHsS
MOCTTPAHCIUIAHTAIIMOHHOTO MEPHO/Ia, B IEJIOM MYTAI[UU IO THUITY 3aMEHbI Yallleé BCTPEUYaluCh B
PO MPOBECHHS MPodUIAKTHISCKON Tepanuu, 4eM Toclie ee 3apepinenus (5/12 [42%] mo
cpaBHeHuIo ¢ 4/58 [7%]).

BupycHasi pe3UCTeHTHOCTh MOJKET ObITh INPUUYMHOM HEJOCTATOYHOTO OTBETa Ha TEpalHio H
MIOCTOSTHHOTO BUPYCOBBIJICJICHHS B IIEPUO] TePAIIHH.

,ZIOKJIMHM'JECKM@ OaHHbIe NO be3onacHocmit
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BanraHiukIoBUp U TAaHIIUKIOBUDP OKA3hIBAIH MY TareHHdgfgéﬁci}%t}]é:B:?cﬁg%@giHﬁ@oﬂ%ﬁmheﬁ

U KJIACTOTCHHBIN 3 (eKT B KISTKAX MJICKONMUTAIOMIUX, YTO COOTHOCHUTCS C IMOJOKUTEILHBIMHU
pesyibTaTaMH HUCCJICIOBAHUH KaHIIGPOTEHHOCTH TaHIUKJIOBHpa VY Mblmied. [aHIIUKIOBUp
SIBJISIETCS] HOTEHITHAIBHBIM KaHI[EPOTEHOM.

VY JKMBOTHBIX TaHIUKIOBUP HapymiaeT (epTUILHOCTh U OKa3bIBaeT TepaToreHHbIH »ddekt. C
V4eTOM MCCIICIOBAHUM Y JKUBOTHBIX, Y KOTOPBIX CHCTEMHOE BO3JCHCTBUE TaHIUKIIOBHpA B
KOHIICHTPALIUSIX HHUXKE TEpaleBTHUESCKUX BBI3BIBAJIO AaCIEPMHUIO, BeChbMa BEPOSITHO, YTO
TAaHIIUKJIOBUP WU BaJITAHIMUKIOBUP MOTYT BBI3bIBAaTh BPEMEHHOE WJIM IMOCTOSIHHOS YIHETSHUE
CIIepMaTOTeHe3a Y USIOBeKa.

I"aHnuKkII0BUp OKa3bIBaJl TEPATOTEHHOE JACHUCTBUE Y JKUBOTHBIX. MccenoBaHus penpoyKTUBHON
TOKCUYHOCTH BaJTaHIUKIIOBHpA HE TMPOBOJUINCH, TaK KaK BaITaHIUKIOBHp OBICTPO H B
3HAYUTEJILHOU CTEIIEHH MIPEBPALIACTCs B TAHIIUKIIOBUD. PelipolyKTHBHASI TOKCUYHOCTH SIBIISICTCS
OJIMHAKOBOH JIJTS TAHIUKIIOBUPA U JIJISI BAITAHITUKIIOBHpA (cM. pazien «Ocolble yKazaHUsD» ).

D apMaAKOKUHEMUKA

QapMaKOKUHETHUECCKUE XapaKTepUCTHKH BalraHIUMKIOBUpa mW3ydaiuch y BHUY- u [[MB-
CEpOIIOJIOKUTENIBHBIX TanueHToB, y namueHToB co CIIMJlom u I[MB-petunutomM u mnocie
TPAHCIUIAHTAIIUU COJIM/IHBIX OPTaHOB.

[TapameTpamu, onpeesAIONUMH SKCIIO3UIMIO TAHIUKJIOBHpA MOCJe NIpUeMa BAITAaHIIUKIIOBHPA,
SIBJISTIOTCSI OMOTOCTYITHOCTh M (PYHKITUA MOYeK. BUOTOCTYTHOCTh TaHIIUKJIOBUpA OblJIa CXOTHOH Y
BCEX MAllMCHTOB, IMOJYYABIIUX BAITAHIUKIOBUD. CHCTeMHAs! AKCIO3UIUSI TAHIIUKIOBUpA IS
PEIUNIMEHTOB TpaHCIUIAaHTAaTa cepjlla, IOYKH, MeueHH Oblla CXOJHOM ¢ TaKOBOH WOCIe
[IEpOPAIbHOTO IIpUeMa BaJITAHIUKIOBHpPA B COOTBETCTBUH C pPEKUMOM JIO3UPOBAHHS B
3aBUCUMOCTH OT (PYHKIIUH TIOYCK.

[IponoprmonanbHas 3apucuMocTh AUC raHuMkiIoBupa oT 1036l nocie npuema ot 450 xo 2625
MT BAJITAHITUKIIOBUpPA OTMEYAIach TOJIBKO B CIydae IMpueMa mpenaparta mocie efpl.

Bceacwiganue

BasiraHiiukJI0BUp SIBJISIETCS IPOJISKAPCTBOM TAaHIIMKJIOBHPA, XOPOIIO BCAChIBASTCS B JKEITYI0UHO-
KHUIIeYHOM TPaKTe, B CTCHKE KUIISUYHUKA U B TIEUSHHU ObICTPO MeTaboIu3upyeTes ¢ 0OpazoBaHUEM
TaHIUKJIOBUPA. BHOTOCTYITHOCTH FAHITUKIIOBUPA MTOCTIE MEPOPATILHOTO MIpHeMa BAITAHIIUKIOBUPA
coctapisieT okoyio 60%. CucreMHas SKCHO3UIUS BAJITAHIUKJIOBUpPA HEBBICOKAS W HOCHUT
KpaTKOBpeMeHHbIN XapakTep. [lmomanas mox kpuBol «koHreHTpanus-spems» (AUCo.24) u
MaKCUMaJbHasl KOHIEHTpamus B IulazMe KpoBH (Cmax) cocTaBiisitoT npumepHo 1% u 3% ot
TaKOBBIX TAHITUKIIOBUPA, COOTBETCTBEHHO.

Ecnu BasiraHIMKJIOBUP IPUHUMAIOT BO BpeMsI €/Ibl B peKOMeHJoBaHHOH J103¢ 900 Mr, Bo3pacTaror

KakK CpcIHUHU IIoKa3aTeiib AUCO.24 npuMepHo Ha 30% raKk u ¢ e}IHPIﬁ [TOKa3aTeJib Cmax
2
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(mpumepHo Ha 14%) rannuxiosupa. Ciel OBaTeJII;:III—B;l:::%%%E;&WE%EGM%;{%ETCH

MIPUHUMATDH BO BpeMs e/l (cM. pazfei «Crnocod NpuMeHEHUS U JTI03bI»).

Pacnpeoenenue

Hz-3a TOrO, YTO BAJITAHIMKIOBHP OBICTPO METaOOIM3UPYETCS] B TAHIIUKIOBHUpP, CBA3BIBAHHE
BaJITAHIIUKJIOBUpA ¢ OeJIkaMU IUIa3Mbl HE OmNpeaesisuid. PapHOBecHBIM 00BbeM paclpeaeieHust
TaHIUKIOBHpAa TIOCHEe BHYTpHBeHHOTO BBefeHHsi coctaBuin 0.680+0.161 w/kr. OGbeMm
pacipee/ieHUs] TAaHIMKJIOBUpA TIPU BHYTPUBEHHOM BBEJCHHHM KOPpEIUpYeT ¢ MAcCOM Tejia U B
paBHOBeCHOM cocrossHuM  cocrapisier 0.54-0.87  s/kr. [aHIUKIOBHp TPOHHUKAET B
epeOpOCTHHATILHYIO KUAKOCTh. CBs3bIBaHUE TaHIUKIOBHpa ¢ O€JIKaMH IUIa3Mbl  TIpH
KOHIIEHTpanmsix mpenaparta oT 0.5 mo 51 Mkr/mut coctasisiio 1-2%.

Memabonusm

BanranuuxyioBup ObICTpO THAPOJIH3YETCS ¢ 00pa3oBaHUEM TaHIMKJIOBUPA, IPYTUX MeTaOOIUTOR
He BhIsIBJIeHO. CaM 3Ke TAHIMKIIOBHD B HE3HAUUTEILHOHN CTEIICHU TOJBEPTaeTCs MeTa00IU3MY.
Buiseoenue

[Tocnie mepopabHOTO MPUMEHEHHUS BAJITAHIUKIOBUP OBICTPO THJIPOJIU3YETCS A0 TaHITUKIOBHPA.
["aHIMKIIOBUP BBIBOAMTCS M3 CUCTEMHOTO KPOBOTOKA IOCPEICTBOM KIIYOOUKOBOH (DUIBTpAIlUU U
AKTUBHOM KaHAJIbLIEBOU cekpeluu. 1Ipu BHYTpUBEHHOM BBEJICHUHU aHIUKIIOBUpPA Y MAIIUSHTOB C
HOpMaJIbHOM (QyHKIHeH mouek Oomee 90 % HeMeTaOOJM3HPOBAHHOTO TaHIMKJIOBHpA
OTIPENIeIIIOCh B Moue B TeueHHe 24 yacos. [locie mpuema BalraHIIMKIOBHpA y MAIUEHTOB C
HOPMATHHOW (PYHKIHEH MOYeK ero KOHICHTpAIUd B IJIa3Me KPOBH IOCHE JOCTHIKCHHS TTHKA
yMEHbIIAJach ¢ IMepuoJoM MoiyBbiBeleHHs: oT 0.4 waca no 2.0 4YacoB, a KOHIICHTpALMs
raHIuKIoBUpa — yepe3 3.5-4.5 vaca.

D apMaAKOKUHEMUKA y 0CODbIX ZPYRI A UEHIN0E

Iayuenmul ¢ HapyueHueM QYHKYUN NOYEK

Hapymenue ¢pyHKIINHA TOUSK MIPUBOAUIO K CHHIKEHUIO KIIMPEHCA TAaHITUKIIOBUPA, 00pa3yIomerocs
W3 BAJTaHIMKJIOBUPA, C COOTBETCTBYIONIUM VBEJIWUYCHHEM TIepHOJA TONYBLIBEJICHUS B
TepMHHAJIbHOU (paze. CrenoBaresbHO, MAIlUEHTAM ¢ HapylieHHeM (PYHKIHU ModYek Tpelyercs
KOppeKIHs J1o3bl (cM. mofpasfen «Ocolble yKazaHHUSI IO JO3UpOBaHHIO» paszaeia «Crocob
MPUMEHESHHS U 103bI» U pazies «Ocolble YKa3zaHUs ).

(QapMakOKUHETUUSCKHE [MapaMeTpbl TaHIUKIOBHpAa TMOCIE OJJHOKPATHOTO TMEepOPATBHOTO
IIPUMEHEHHUs BAJTAHIUKIOBHUpa B jo3e 900 Mr y manueHTOB ¢ pa3jIMYHBIMU CTEICHSIMH
HapyIeHuH PyHKITUU TTOUSK Mpe/ICTABIeHBI HIKe B Tabmure 1.

Tabmuna 1.
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PacueTHnni Cpemumit Cpemﬂﬂ%"AUE“&?‘fﬁ' ;'fﬁr = IE{B.(ﬁI','lﬂl/lﬁ ﬁeﬂﬁbn
KJ/IMP€HC KAKyLIHiics nocJIeHeil onpeeseMoit ITOJIYBBIBEJeHUA
KpeaTHHIHA K/MpeHCe (MIUMHH) |  xonuenrpamm) (AUC last) (uacen) £ CO
(/M) + CO’ (MEr*a/mur) + CO
51-70 249 + 99 50.5+ 23 49+ 14
21-50 136 + 64 100 + 54 10.2+ 4.4
11-20 45+ 11 252 + 64 21.8+5.2
<10 12.8+ 8 407 £ 83 68.1 £35

£
CO — crangapTHOE OTKJIOHEHUE.

I ayuenmel, HaxoOAWUECE HA 2EMOOUANUZE

IannukIoBUp OBICTPO BBIBOJUTCS MPH TeMoIuaim3e. J[aHHbIe, MOTYYSHHbBIC B X0O/Ie MPOBEACHUS
reMO/IMAJIA3A 110 IPEPHIBUCTON CXeMe Yy HMAlUeHTOB, ITOIYyYABIIUX BAITAHIUKIOBHUD, OTIPEASIISIIOT
pacueTHbIH KiMpeHe 138 Mi/MuH £ 9.1% U epHo;1 MOJTYBBIBEICHHS BO BpeMs Juam3a 3.47 yaca.
B xoje 3-x yacoBoro ceaHca quaiusa BeIBOAUTCS 55% (pakiuu raHIUKIOBHpA.

Hayuenmut co cmabunbHO QYHKYUOHUPYIOUWUM MPAHCHIIAHINAMOM NeYeHt

(dapMaKOKWHETUKY FaHITUKIOBHPA, 00pa3yIOMEerocs U3 BaJraHIUKIOBUPA, H3yJaJld Y TAI[USHTOB
€0 cTaOWJIbHO (PYHKIIMOHUPYIOMIUM TPAHCIUIAHTATOM TIeUeHH. BHOTOCTYITHOCTh TaHITUKIIOBUPA,
oOpa3yromerocsi U3 BaJITAHIIUKIOBHpa (TIpU OJTHOKPATHOM IpHeMe MpemapaTa B o3¢ 900 mr
nocye epl), cocrapuia npumepHo 60%. AUCo.24 raHIMKIOBUpa GbLla COIOCTaBUMA ¢ TaKOBOH
MOC/ie BHYTPUBCHHOTO BBEJCHHS TAHIIUKIOBHpA B J03¢ 5 MI/KT TallHeHTaM, IMepeHECITUM
nepecajky MeueHH.

Hayuenmui ¢ Hapyuwenuem QyHKyuy nedenu

VY manueHTOB ¢ HapylmieHHeM (YHKIWU IeUYeHM, IOJIYYAaBIIUX TAHIUKIOBHUD, HCCISTOBAHUS
(hapMaKOKHHETUKH U TOMYJISITHOHHON (hapMaKOKHHETHKHU HE MPOBOTHITUCE.

Hayuenmur ¢ MykosucyuHoo3om

B xo/1e hapMakoKHHETHUECKOTO UCCIIeTOBAHUS ObLIIO BBISIBJICHO, UYTO MYKOBHUCIIH/IO3 HE OKa3bIBaJl
CTAaTUCTUYESCKH 3HAUUMOTO BIUSIHUSA Ha OOIMYIO CPEJIHIOK CHCTEMHYIO  DKCIIOZHITHIO
raniukiosupa (B gosze 900 Mr B CyTKH) Y PEUUIUSHTOB TpaHCIUIaHTaTa Jierkux (N=31).
DKCHO3UIMS TAHIUKIOBHpPA V PEIUIUCHTOB TpaHCIUIAHTATa JISTKUX ObUIa COMOCTABUMA C
TaKoOBOH, siBjstromietics >pdexTusHol npu Tepanuu [[MB-uHpeknuu y JIpyrux perUIUAcHTOBR
TpaHCIIAaHTATa COJIUAHBIX OPTAHOB.

I ayuenmor nodxcunoeo eo3pacma

Y nanueHroB cTapmie 65 JeT uccieoBaHHS (PapMaKOKHHETHKH BaJTAaHIUKJIOBHpA WIH

FaHOUKJIOBHpa HES IIPOBOJHIIUCEH. OnHako YYHUTbIBasA TO, UYTO BaJTAHIHUKIIOBHUP ABJIICTCA
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COOTBETCTBYET SKCNEPTHOMY OTHETY

ot 27.01.2023 N2 1564

g NOCAENOBATENGHOC T 0002
MIPOJICKAPCTBOM TAHITUKIIOBHpA (KOTOPHIHA BHIBOTUTCS B '&H@ﬁ’é@'ﬁoﬁxamﬁf A Thice éxlclpbcn

[IOYEYHOTO KJIMpPEHCAa CHUXKASTCS ¢ BO3PACTOM, TO VY IMAIMEHTOB IOXKUJIOTO BO3pacTa MOXKHO
O)KMJaTh CHUWJKeHHE OOIero IMOYeyHOro KIUpEeHCAa M YIMHEHHE IepHo/a IOJYBBIBEISHUS
raHIMKIoBHpa (cM. mojpaszgen «OcoOble yKazaHHs IO JIO3MpOBaHHIO» paszgena «Crocod
IIPUMEHEHHUS U 103b1»).

IToxa3zaHua K MpUMeHeHHIO

Jleuenne [IMB-petunura y B3pocibix nanuenTos co CIIHM {om.

ITpodunakruka IIMB-undeknuu nociae TpaHCIUIAHTALMH COJIUJHBIX OPTaHOB Y B3pPOCIBIX H
JleTer ctapiie 16 JeT U3 rpynmnbl pucKa.

IIpoTuBoNIOKA3ZaHMA

['unepuyBCTBUTENILHOCTE K BaJITAHITUKJIOBUPY, TaHIUKIOBUPY WIHM JIIOOOMY KOMIIOHEHTY
Ipenapara.

AbcomoTHOE gHcsio HelTpoduiaor MeHee 500 kiIeTok B 1 MKJI, YHCIO TpoMOOIIHTOB MeHee 25000
KJICTOK B 1 MKJI MJTH KOHI[eHTpanus reMorioduna ke 80 1/ (eM. pazen «Ocobble yKazaHU»).
Kmmupenc kpeatununa meree 10 MJ1/MHH.

JleTckut Bozpact 1o 16 et (npodmnaxtuka [IMB-undexiuu nocsie TpaHcIiaHTAlUK COTHTHBIX
OpPTaHOB Y B3pOCIbIX U JIeTeH cTapiie 16 JieT U3 rpyIibl pUCKA).

JleTckuii Bo3pact Ao 18 net (sieuenue [IMB-petununra y B3pocibix narueaTos co CIIHMTom).
ITepuoa rpyAHOTO BCKapMIIUBaHUS.

C ocTopoKHOCTHIO

IToskunoi Bozpact (6e30macHOCT U 3(P(PEeKTUBHOCTh IpeniapaTa He YCTAHOBJICHBI).
I'unep4yBCTBUTENBHOCT, K ALMKJIOBUDPY, IIEHIMKJIOBHPY HJIH HX  IIPOJIEKapCTBaM
(BaJIAIUKJIOBUPY U (PaMIUKIIOBHPY, COOTBETCTBEHHO) B aHAMHeE3e, MOCKOJIbKY H3-3a CXOJHOTO
XHUMHYECKOIO CTPOSHHUS TaHIMKIOBUpA, AIUKIOBHpAa W BAIAMKJIOBHPAa BO3MOXKHBI PEaKIUH
epeKpECTHOM rUNepUyBCTBUTEILHOCTH K ATUM IIpenaparaM.

IIpumeHeHMe IPH GepeMeHHOCTH U B TIEPHOJL TPYAHOT 0 BCKAPMIIMBAHUA

DepmunvHocms

B xonme wWccienoBaHMM y JKMBOTHBIX IIPUMEHEHHE TaHIWMKJIOBHpA BBI3BIBAJIO HApyLICHHUE
depTubHOCTH (CM. Tojpasdes «JIOKIMHMUYSCKHe JJaHHBIE [0 0e30MacHOCTH» paz/elia
«DapMakoIOTHUECKHE CBOMCTBa»). Y TMAIMEHTOB, MOJYYAaOIUX BAJITAHIHUKIOBHD UL
npodmwiaktuku [IMB-undeknuu Ha nporspkeHuu 200 pHel mocie TpaHCIUIAHTAIIMH TOYKH,
OTMEYAJIOCh YIHETeHHUE cIlepMaToreHe3a (110 CpaBHEHUIO € KOHTPOJILHOM TIpYIIOH, He
noJtyqaroniel yiegeHusi). 1o npomecTBuu NpuMepHO 6-TH MecsLEB II0CJIE NIPEKPaIeHHs] Tepalluu
CPeAHsIsl IUIOTHOCTh CHEpMBl Y IIPOJICUSHHBIX IAIMEHTOB OblJIa CONOCTaBUMAa ¢ TaKOBOH Yy

KOHTPOJIBFHON TPYIIbI MAIlMEHTOB, He MOJYUYAIONUX Tepanuio. [Ipu 5ToM y BCeX MpOJIeUSHHBIX
8



COOTBETCTBYET SKCNEPTHOMY OTYETY
27 01 2023

ot 27.01.2023 N2 1564

§ T — A s AlaT e L AN ”
MAIUEHTOR ¢ HOPMAJBHOW IUIOTHOCTHIO CIIeIMBI H ﬂ/HSJ '17[1—%] t}%"—"ﬁ'zi‘u}eglkt‘)‘ﬁ "—‘éoT CHMKEHHOH

IUIOTHOCTBHIO CIIEPMBI Ha WCXOJIHOM YPOBHE TIOCJTE TMpEeKpalmeHUs JICUSHHS] OTMeYalach
HOpMaTbHAS IUIOTHOCTH CliepMbl. [IpHu mocrenyromeM HaOTIONCHHH B KOHTPOJILHOHU Tpymme y
BCeX MAIMEHTOB ¢ HOPMAJLHOM IUIOTHOCTBHIO CHEPMbl U V 2 U3 4 MAIUEHTOB CO CHUIKCHHOU
IUIOTHOCTHIO CIIEPMBI HAa MCXOJIHOM YpPOBHE TIOCJE MpPEKpalleHUs JICUSHHs] OTMedalach
HOpMAaThHAS TUIOTHOCTH CIIEPMBI.

Koumpayenyus y Mys*#Cunt 1 JCeHyun

Bo pBpemsi nedeHus u B TeueHHMe MHHHUMyM 30 [HeH TMOcie OKOHYAHMS JICUCHUS
BAJITAHIIMKJIIOBUPOM JKEHIIHHAM C PETMPOJAYKTHBHBIM IOTESHIHAJIOM CIISAyeT PeKOMEHIOBAThH
HCIIOJIb30BATh HA/ICIKHBIE METO/IbI KOHTpAIeNIMH. Bo BpeMs JieueHHs U B TeUueHHe MUHUMYM 90
JHEH Tocie ero OKOHYAHMS MY)KUMHAM, BEIYIUM TIOJIOBYIO JKH3HB, PEKOMEHIYeTCS
HCIIOJIb30BATh OapbepHBIA METO/I KOHTPAIICTIIIUH, 32 UCKIIIOUCHUEM CITyUaeB OTCYTCTBHUS pHCKa
BOBHHUKHOBEHHSI OSpeMEHHOCTH y TapTHepIIH (cM. moJpaszien «J[oKIHMHHYSCKHEe JaHHBIE IO
GezomacHOCTH» pazjienia «DapMaKoJIOTHUSCKHe CBOMCTBa» H pasfenl «Ocolble yKazaHH»).
Bepemennocmo

BeszonacHOCTh IPUMEHEHHUS BAITAaHIMKIIOBUPA MIPU OSpEeMEHHOCTH y YeJIOBeKA He YCTAHOBJICHA.
O/HaKO TAaHIMKJIOBHP OBICTPO MPOHUKAET Yepe3 delloBeueckyro IuiareHnty. [Ipu GepeMeHHOCTH
HAa3HAUCHHS] BaJITAHIMKIOBHpA clieAyeT u30erath, 3a HCKIIOUECHHEM CIIydyaeB, KoTrja
MOTCHITHAJILHBIN MTOJIOKHUTEIbHBIN d((PEKT JIeUeHU JIJIsI MaTepH ONPAB/IBIBACT BOZMOXKHBIH PHCK
JUTSL TUTOJTA.

JIoTIOTHUTEIbHBIE  UCCIICOBAHUSI PENPOJYKTUBHOM TOKCHYHOCTH BaJTaHIUKIOBHpa He
IPOBOAWINCE BBHJY €ro OBICTpOTO W 3HAUYMTEJLHOTO IpEeBpallleHUsi B TaHIUKIOBHp. B
HCCJISTOBAHMSX V JKUBOTHBIX NIPUMEHEHHE TAHIUKIOBUPA ACCOIMUPOBAIOCH ¢ TePATOTCHHOCTHIO
U TOKCHYHOCTHIO B OTHONICHUH PENPOIYKTUBHONU CHCTEMBI.

BeszomacHOCTh MIPUMEHEHHS BAJITAHITMKJIIOBUPA B XO/IC POJIOB U POAOpa3pelIeHUS He H3yJalach.
I'pyonoe scxapmnuearue

HccnemoBanuil BIUSHUS BaJTaHIIUKJIOBHUPA M TAHIIMKJIOBUPA HA TIEPU- U MOCTHATAIILHOE PA3BUTHE
HE MPOBOAWIOCH, MPH 3TOM HEJb3sl HCKIIOUATH BO3MOXKHOCTH BBIJICJICHMSI TAHIIUKIOBHpA C
TPYIHBIM MOJIOKOM H Pa3BUTHS CEPhE3HBIX MOOOUHBIX PEAKITUH Y IpyAHOTO peGeHKa. Pe3yapTaThl
HUCCJIeJTOBAHUH y UeJOBeKa OTCYTCTBYIOT, HO pe3yJbTaThl HCCIIEIOBAHUN V JKUBOTHBIX
IIOKA3hIBAIOT, UYTO TAHI[UKJIOBHP BBIBOJUTCS € TPYAHBIM MOJOKOM YV Kpbic. B cmyuae
HeoOXO0JUMOCTH NIPUMEHEHHSI TIpenapara B IMepuo/] JAKTAI[UH HEOOX0AUMO IPEKPATUTh IPYIHOE
BCKapMJIMBaHHE.

Crioco® IPpHUMEHEHUH H TO3bI



COOTBETCTBYET 3KCMEPTHOMY OTYETY
27.01.2023

ot 27.01.2023 N= 1564

Bo uzbexanue mMepeTO3HPOBKH HEOOXOAUMO CTPOTO b%ﬁm}lz&'-ﬁé‘l‘cgm@ﬂé‘unﬂ HO" pém'HMy

JTO3UPOBAHUSL

Cmanoapmmultil pexscum 003UpoeaHus

BanrannukiioBup cieayeT IpUHUMATh BHYTPh BO BpeMsi €/1bl (CM. Iojpa3/eiisl «BcackiBaHUe» U
«DapMaKkoKUHETHKA Y 0COOBIX TPYII MAlUEHTOR» paszjesia «DapMakoJIOrHUeCKUe CBOHCTBAY).
BanranuuisioBup OBICTPO W B 3HAYUTCIBHON CTENCHH MeTaboNHM3UpyeTcsi ¢ oOpazoBaHUEM
TaHIUKJIOBUpA. BHOOCTYNMHOCTh TAHIMKJIOBUpA B cllydae IpHeMa BajraHuukiopupa B 10 pas
BBIIIE, YEM B CJIyUae IepOopaJIbHOTO IpHUeMa TaHIUKJIOBUpPA (CM. pasjieiibl «Ocolble YKazaHUs» U
«llepemozupoBkay).

Heo6xoumMo cTporo MpHIepKUBATHCS PEKOMEH/IAIUN IO JJO3UPOBAHUIO, YKA3aHHBIX HIIKE.
Tepanus IIMB-pemunuma

Bspocnvie

Hnoyxyuonnas mepanus LIMB-pemunuma

Y mnanueHtoB ¢ akTuBHBIM [[MB-peTHHHTOM peKOMEHJOBaHHAsI J03a BaJTaHIIMKIOBUpPA
coctapisieT 900 mr (2 Tabnerku mo 450 mr) 2 pasa B cyTku B TeueHue 21 musa. JlnurenpHas
HMHAYKITMOHHAS Tepausl NOBBIMIAeT PUCK MUEJIOTOKCHYHOCTH (cM. pazaes «Ocolbble yKazaHUs»).
Iloooeporcusaroujas mepanus IIMB-pemunuma

[locne mpoBeneHUA Kypca MHAYKIIMOHHOW TEpalliy WK Yy TMAIlUeHTOB ¢ HeaKTUBHbIM [[MB-
PETUHUTOM peKOMeH1oBaHHas Jio3a cocTapisieT 900 mr (2 Tabnetku mo 450 mr) 1 pas B CyTKH.
Ecnu TedeHHue peTHHHTA YXYAMIACTCS, KYpC UHIYKIIMOHHOW TepalMd MOKHO IOBTOPUTH (CM.
noapazaen « Uunyknuonnas tepanusa [IMB-petunutay pasaena «Crnocod MpUMEeHSHHS U JIO3BI»).
JIIUTeNbHOCTD OIS PAKUBAONIEH Tepalluy JOJDKHA ONPEIeIIAThC HHAUBU/YAIBHO.
Hpodunaxmura M B-unghexyuu nocie mpancnianmayuu conuoHvIx opzanoe

Bspocnvie

[TaneHTam, TMepeHECHIUM  TPAHCIUIAHTALIMIO — 1OYKY, HEOOXOAUMO  HauaTh  TEpaIuio
BAJITAHIIUKIIOBUPOM B TeueHHe MepBbix 10 mHed mocie TpaHcIlaHTamuu B go3e 900 mr (2
Tabnetkn 1o 450 mr) 1 pa3 B CYTKM H MpojaonKarh Tepamuto jgo 200-ro  jaHS
MOCTTPAHCIUIAHTAIIMOHHOTO MIEPHO/Ia.

[TaruenTaM, TMEepeHECIIUM TPAHCIUIAHTAITHIO OPYeUX COMUOHBIX OpeaHOos, HEOOXOJUMO HAYaTh
TepalUIo BAITAHIIUKJIOBUPOM B TeueHHe nepBbIxX 10 qHel nocie TpaHcuianTanuy B go3e 900 mr
(2 Tabmetku mo 450 wmr) 1 pa3 B CYTKH HW Tpojo/pKaTh Tepamuio o 100-ro jaHA
MOCTTPAHCIUIAHTAIIMOHHOTO TIEPHO/IA.

Ocobuvie yrazanus no 003upoeanuio

Hayuenmol demcko2o 803pacma

Tepanus [IMB-pemunuma
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COOTBETCTBYET SKCNEPTHOMY OTYETY
27 01 2023

ot 27.0 3 Nz 1564

[IpoTuBOIIOKA3aHO TIPUMEHSTH BAITAHITUKIOBHP V ﬂeTeﬁlggﬂ@gé;%“géfgﬁ%ﬁaﬁﬁﬁp : I:Y:—I:MB-

PETUHUTA, TaK KakK d(PPeKTUBHOCTh U OS30MACHOCTh NMPUMEHEHHS BAJITAHITUKIIOBUPA V JTAHHOM
BO3PACTHOH IPYNIIBI IO JAHHOMY MOKA3aHUIO HE YCTAHOBJICHBI.

IIpogpunaxmuxa [[MB-ungpexyuu nocie mpaHcnianmayui CONUOHbIX OPeaHoe

Pexxum qozupoBanus y ieTer B Bozpacte ¢ 16 g0 18 j1eT He OTIMYaeTCs OT peKUMa JIO3UPOBAHUS
y B3pocibix (oM. monpaznen «llpodunaktuka I[[MB-uHpeknum mocie TpaHCIUIAHTAIIUN
COJIMAHBIX OpraHoOB» pazfena «Cmoco0 mpuUMeHEHHUS W J03b»). TableTku BajITraHIUKIOBHpA
MPOTUBOIOKA3aHO NMPUMEHATh V JAeTeH U MOAPOCTKOB /1o 16 jet ¢ nenbo npoduiaktuku [[MB-
HH(}EKIHNU TTOCIIe TPAHCIUIAHTAIIMHN COJTUAHBIX OPTAaHOB, TaK Kak 3PQPeKTUBHOCTh U O€30MaCHOCTh
MIPUMEHEHHUsI BAJITAHIIUKJIOBUPA Y JAHHOM BO3PACTHOM IPYIIIILI HE YCTAHOBJICHBI.

I ayuenmel nooicuno2o so3pacma

D dexTHBHOCTH U Ge30MaCHOCTH B JIAHHOM MOMYJISAIUYU MAIIHEHTOB HE YCTAHOBJICHBI.
Knunudeckue ucciaeopaHusl y MALIUEHTOB B Bo3pacTe > 65 JeT He mpoBoguimch. [lockoabky
MOYCUHBIN KIUPEHC ¢ BO3PACTOM CHIIKAETCS, MAallMeHTaM IMOXKHJIOTO BO3pAcTa BAITAHIIUKIIOBUP
cJeayeT Ha3HauaThb CTPOTO ¢ y4eTOM IoKazaTejed GyHKkuuHM mouek (cMm. Humxke Tabmuny 2 u
nojipazfen «PapMakOKMHETHKA YV OCOOBIX IPYIIN MAaLUEHTOB» paszjaesia «DapMakoJIOTHUYSCKUE
CBOWCTBAY).

Hayuenmol ¢ noueyHol HedoCmMamoyHOCHIbIO

HeoGxoqumMo IpOBOAUTS TIATEIBHBIN KOHTPOJIb KOHI[CHTPAI[UU KpeaTHHUHA B CBIBOPOTKE KPOBHU
WIM pacueTHOTO KIMpeHca KpeaTuHUHA. KoppeKuuio /103l y B3pOCIbIX MMAllUEHTOR MPOBOJSAT B
3aBHCHMOCTH OT KJIMPEHCA KPeaTHHUHA, KaK TO MokazaHo B Talmuie 2, npecTaBIeHHONH HUKe
(eMm.  mogpazgen — «@apMakOKMHeTHMKa y  0coObIX  IpyHmn  MAlUEHTOB»  pazjelia
«DapMakoIoTHISCKHE CBOMCTBAa» U pazfen «Ocolble YKa3aHUI»).

PacyeTHBIN KJIMpEHC KpeaTHHHHA PACCUUTHIBASTCS B 3aBUCHMOCTH OT KOHIIEHTPALlUK KpeaTUHHUHA

B CBIBOPOTKE KPOBH IO ciieAyrome opmyie:

(140 - Bozpacr [1neT]) X (Macca Tena [Kr])
JUTST MY KU H = = mm e m e o o o e o o o e o e e e e e oo oo oo
(72) x (0.011 X KOHIIEHTpAITHS KpeaTHHHUHA B CBIBOPOTKE KPOBH [MKMOJIB/JT] )

JuUtst sxeHmuH = 0.85 X mokazarespb ISl MY)»XUuH

Taommia 2.

KmipeHc kpeaTHHUHA Jlo3a MJ1st HHAYKIIMOHHOM JMo3a 1151 oiepKkuBaroneit

1l



COOTBETCTE _ET ]3:-3_’?'" CI E%F‘: HOMY OTUYETY
ot 27.01.2023 N= 1564
(MJI/MHH) Teplanmu (NOCTT t“ll:%éhbmm&;gdl_pfﬁ;;gﬁm

=60 900 mr 2 paza B CYTKH 900 mr 1 pa3 B cyTkHu
40-59 450 mr 2 paza B CYTKH 450 mr 1 pa3 B cyTKH
25-39 450 mr 1 pa3 B cyTKH 450 Mr kaxxaple 2 aus
10-24 450 MT Kajkaple 2 aus 450 Mr 2 paza B HeJIRJIIO

<10 IIPOTUBOIIOKA3AHO IPOTUBOIIOKA3AHO

I ayuenmol ¢ neueHOUHON HeOOCMAMOYHOCHILIO

D dexkTHBHOCTH U 6e30TaCHOCTH He YCTAHOBJICHBI (CM. To/ipas3ies « DapMaKOKHHETHKA Y 0COOBIX
TPYII MAalUEHTOB» pa3jeia «DapMaKoIOTHUUSCKUE CBOUCTBAY).

Hayuenmol ¢ masicenoil netikonenuel, Heumponenuet, anemuet, mpomooyumoneruet, nanyu-

monernuet

Y namueHToB, IOJIYYaBIIUX BAJITAHIIUKJIOBHD (M TAHIMKJIOBUD), OTMEYAJIUCh CIIyYaW TSDKEJIOM
JCUKOTICHUH, HEUTPONCHUM, aHEMHUH, TPOMOOLIMTONCHUH, MAHIIUTONCHUHU, HEJOCTATOUHOCTH
KOCTHOTO MO3Ta U alulacTUYecKod aHeMuu. JleueHue He cieyeT HAUMHATh, ecIu abCoJIIOTHOS
gypcsio Helrpodumior menpme 500 wietok B 1 MKJI WIH 4HciIo TpoMGouutoB MeHbie 25000
KJISTOK B 1 MKJ, a TakKe B clydae, eciau reMoryiooun Huxke 80 r/m (ecm. pasnmen «IloGounoe
JICUCTBHEY ).

Hayuenmol, Haxooguuecs Ha cemMoouanusze

Y DanueHTOB, HAXOANIUXCS Ha TreMoJHaiu3e (KIHpEHC KpeaTWHHHa < 10 wMI/MHH),
PEeKOMEH/JIAIIMK TI0 JIOBUPOBAHHIO BAJTAHIUKJIOBHpPAa OTCYTCTBYIOT. TakuM MamueHTaM
pUMEHEHHE BaJITAaHIIUKIIOBHPA POTUBOMOKA3AaHO.

I1odounoe neiicTBUE

BanraHnukIioBup TpeAcTaBsieT coOOM  MPOJICKApCTBO — TAHIUKIIOBHPA, KOTOpOE IOCTe
MepOpAILHOTO TpHeMa OBICTPO TIPEBpaIlaeTCs B TAHIMKIOBHD, IMO3TOMY BCE H3BECTHBIC
HesKeJIaTeIbHbIe ((EKThI, CBSI3aHHBIC ¢ IPUEMOM TaHIUKJIOBHPA, SIBJIAIOTCS OXKHUAASMBIMH IS
BATAHITUKIOBHpA. Bce HeKeNaTeIbHBIC pPEaKIUH, 3apeTHCTPUPOBAHHBIE B KIHHHUSCKHUX
HUCCIICIOBAHUSIX BAJITAHIIMKIOBHPA, paHblle HAOIIONATUCh MPH JIGUSHHH TaHIHKIOBHPOM.
HexenaTenbHble  peakllMH, BO3HHKAIONMME TIPH  TPUMEHEHHH  TaHIUKIOBHpAa  WIH
BATAHIIUKIIOBHpA, BKItoueHbl B Tabmumy 3. HaubGonee cepbE€3HBIMH W YaCThIMHU
HEKEJIATSIbHBIMA  PEakIMsIMH Y TAIUSHTOB, TIOJYYABIIHUX BaJTaHITUKIOBUD/TAHIIUKIOBUP,
SBJISIFOTCSI HApYNICHHWS] CO CTOPOHBI KpPOBH, B UACTHOCTH, HEWTPONICHUS, aHEeMHUA U
TpoMbonuronieHusi. OOmui  npoduiab  Oe30MACHOCTH  TAHIMKIOBHPA/BAITAHITUKIOBHpA
COIMOCTaBUM B IMOMYJSIIMAX TMAIlMEHTOB Mocyie TpaHciulantanuu u ¢ BHUY. Hckmouenue

COCTAaBJIICT HCMKCIIATCIJIbHAA PpPCaKIniA «OTCJIOHKA CCTUATKH», HaG.HI-O[IaIOIIIaSICSI TOJIBKO Y
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COOTBETCTBYET SKCNEPTHOMY OTHETY

ot 27.01.2023 N2 1564

nanueHToB ¢ I[MB-petunurom. Tem He MmeHpe HMer%:plgjﬂi:iﬁﬁ“EE%%}g}? _'flél;ll;gjl:gbblx

HEIKEJIATSJIbHBIX peakiui. [[puMeHeHre BaITAaHIUKJIOBHPA aCCOIMUPOBAIIOCH C TOBBIMICHHBIM
PUCKOM JHAaped IO CPaBHCHHIO C TNMPUMEHEHHMEM TaHIUKJIOBHpa BHYTpHBeHHO. JIuxopajka,
KaHJIUA03, JIelpecchs], TsbKedas HeWTporeHus (abcomtoTHoe uyucno HelTpoduior (AUH)
<500/MKJI) ¥ KOXKHBIC pEaKIUu dale oTMedaiduch y mamueHtoB co CIIM/lom. Hapymenue
(YHKITUH TTOYSK U TEUSHH Yalle HaOIIoMalUCh Y MAIIMeHTOB TOocle TPAaHCTUIAHTAIIMH. YacTOThI
BOBHHUKHOBEHHS HEXKeJIAaTeJbHBIX peaKIWi, yKazaHHble B TaOiuIle 3, ompeje/ieHbl Ha OCHOBE
aHaiau3a OOBEAMHEHHON MOMYJLIIUU MAI[UCHTOB, MOJIYYABIIUX I10//ISP/KUBAIOIIYIO TEPAIUIO
TaHITUKIOBUPOM WJIH BAJITAHI[UKJIOBHPOM B KJIMHHYSCKHX HCCIISOBAHUAX Y manueHTo ¢ BUY.
HckimoueHne COCTABJSIIOT YacTOThl  aHA(QUIAKTHYSCKHUX peakiud, arpaHyjIolHuTO3a U
TPaHYJIOIUTONICHUH, OTIPe/Ie/IEHHBIE HA OCHOBE JIAHHBIX MTOCTPETUCTPAIIMOHHOTO HAOIO/ISHHUSL
JI1st onMcaHuUsl YacTOThl HeXeNaTeIbHBIX PeaKIMi UCIONb3yeTesl CieayIomas KiaccuuKaIus:
oueHb vacto (=1/10), acto (=1/100 u <1/10), mHewacto (=>1/1000 u <1/100), peako (>1/10000 u
<1/1000) u ouens penko (<1/10000).

Tadmmia 3. UacToTa pasBUTHUS HeKeJIATE/ILHBIX JIeKAPCTBEHHBIX PeaKiHii Y MAIMEHTOB ¢
BHUY, moJry4yaoiux Mo iepKUBAIILYI0 TePaniio raHIMK/IOBHPOM/BA/IT aHIIMKIOBUPOM.

HexenatebHas JIeKapCTBEHHAA PeaKIUs

Kumace cucrem opranos Hacrora
Hughexyuonnuvie u napasumapuvie 3a001e6aHUS

Kanaumos, BKIIOYAs KaHJH/I03 CIM3HCTOM 000JI0UKH HOJIOCTH PTa OueHb yacTo
Hudeknuu BepXHUX JIBIXaTSIBHBIX MyTeH OueHL 9acTo
Cencuc Yacto
I'punn Yacto
Hndeknuyu MoUeBLIBOISNUX MTyTeH Yacto
Bocnanenue moakoKHO-KUPOBOU KIISTIATKU Yacto
Hapyuienua co cmoporsl Kpogu U TUMPamuueckot cucmemvl

Heitponenus OueHb yacTo
Anemus OueHb 9acTo
TpomGoruToneHus Yacto
JlelikoneHus Yacto
ITapmuToneHusa Yacto
Hapymenue GpyHKITUH KOCTHOTO MO3Ta Heuacto
ArntacTHdecKast aHeMHS Peaxo
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COOTBETCTBYET 3KCMNEPTHOMY OTHETY

ot 27.01.2023 N2 1564

(MOCMEROBATENEHOCEREIZ)

ArpanyaonuTos**

I'panynonuronenus™ * Penxo

Hapywenua co cmopoHvl UMMYHHOU CUCEMbL

['unepuyBCTBUTEIHLHOCTD Yacto

AnadunakTHdeckas peakus* * Penko

Hapymenuﬂ CO CMOPOHbL obmeHa 6eULeCme u NUMaHuid

CHMKeHHE alllleTUTA OueHb YacTo

CHmKeHUEe MacChHI TeJla Yacto

Hapywenua ncuxuxu

Jlenpeccust Yacto
CocTrosiHue CITYTAHHOCTH CO3HAHUS Yacto
Tperora Yacto
BozGyxknenne Heuacto
[TeuxoTHdeckoe paccTpOMCTBO Heuacto
PaccTpoiicTBa MbIIIIICHUS Heuacto
lNayumronuHa UK Heuacto

Hapyuienua co cmopomsl HepeHOI cucmembl

I'onoBHas 601 OueHb yacTo
Becconumuia Yacto
[lepudepuueckas HelponaTHs Yacto
I'onoBokpyskeHue Yacto
[Tapectesus Yacto
I'unecresus Yacto
Cynoporu Yacto
Jlucrep3usi (HapylIeHHE BKycCa) Yacto
Tpemop Heuacto

Hapyuienusa co cmoponsl opeana spenus

YXyamieHue 3peHust Yacto
Ortcnoiika ceTuarku™® Yacto
[InaBaromue MOMYTHEHUS CTEKJIOBUHOTO Teia Yacto
Bois B riazax Yacto
KoHBIOHKTHBUT Yacto
OTek MaKyJibl Yacto

Hapywenua co cmoponsl op2ana ciyxa u 1abupuHmHule HapyueHus
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 27.01.2023 N= 1564

MOCTENOBATENBHOCTEAg02)

boib B yxe

I'myxoTa Heuacto

Hapywienusa co cmoponul cepOeuno-cocyoucmort Cucmembl

HapymieHnust cep/ieyHOro puT™Ma Hewacto

Ilonmxenue APTCPHATIBHOTO JaBJICHUS Yacto

Hapyuienus co cmopoHvl OblXamenbHOU CUCEMbL, ODEAHOE ZPYOHOU KIEMKU U CPEOOCEHUS

Kamens OueHb 4acTo

OpplIKa OueHL 9acTO

Hapyuienua co cmopoHbl Jceiy0ouHO-KUMEeH HO20 MPaKma

Jnapest OueHb yacTo
Tomuora OueHb 9acTo
PBoTa OueHb YacTO
boib B sxuBOTE OueHb 9acTo
Jlucnencus Yacto
Meteopuzm Yacto
boJib B BepXHeW 4acTH JKUBOTA Yacto
3amop Yacto
Usbs3piieHne CIU3UCTON 000JI0UKH MOJIOCTH pTa Yacto
Jucdarus Yacto
BaayTtue xuBota Yacto
[Tankpeatur Yacto

Hapywenuﬂ CO CHIOPOHbL NEYEerU U cheﬂqeebzeoaﬂmux nymezl

ITopeImeHNe aKTUBHOCTH MeJI0UHOM (pocdaTazbl B KPOBH Yacto
Hapymenne GpyHKIINY TICUSHA Yacto
HapymeHnue akTUBHOCTH acniapTaTaMUHOTpaHc(epasbl Yacto
[loBbIeHHE AKTUBHOCTH aJJTaHUHAMUHOTpaHChepasbl Yacto

HapymeHuﬂ CO CIMOPOHbBL KOJCU U NOOKOIHCHBIX MKAHET]

Jlepmatur OueHb yacTo
Hounas moTiiuBocTh Yacto
3yn Yacto
Crinp Yacto
Anonenus Yacto
Cyx0CTh KOXKH Heuacto
Kpanupnauiia Heuacto
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COOTBETCTBYET 2KCNEPTHOMY OTUYETY
ot 27.01.2023 N2 1564

Hapywenua co cmoporsl cxenemHo-multedHol U coe@iﬂ%‘e}gﬁg%’ '?h‘%‘%gﬁﬁ IEHOCTE 0002
boin B ciune Yacto
Muanarusa Yacto
ApTpanrus Yacto
MuIeuHbIe CIIa3Mbl Yacto
Hapyuienua co cmoporsl nouex 1 Mo4eebl6005uux nymeli
Hapymienne GpyHKIIUN TTOUYSK Yacto
CHUKEHHE TTOUSUYHOTO KIIUpEHCa KpeaTHHUHA Yacto
[ToBbimIeHHE KOHIICHTPAIIMH KPSaTHHHUHA B KPOBH Yacto
IloueyHast HETOCTATOYHOCTD HeugacTto
I'ematypus Heuacto
Hapyuenua co cmopoHsl nonogsix Op2anoe i MONOYHON Jicenesvl
Myskckoe Gecruioue Heuacto
Obuue paccmpolicmea 1 HapyuweHus 6 Mecme 66e0eHUs
JIuxopanka OueHb 4acTo
[lopbIeHHASI YTOMJISIEMOCTD OueHb 9acTo
Boms Yacto
O3H00 Yacto
O0b11ee HEJOMOTAHUE Yacto
AcTtenus Yacto
boub B rpyau Heuacto

*Orcoiika ceTdyaTku Halmogaitack Tobko y mamueHToB co CIIM/lom mpu tepanuu I[MB-
pEeTHHHTA.

**UacToTa JAaHHBIX HEKENATeJIbHBIX peaKIMi ompeJesislach Ha OCHOBAHUHM JIAHHBIX
MOCTPETUCTPAITHOHHOTO IPUMEHEHHUSI.

Onucanue omoenbHbIX HelCelamebHbIX PeaKyuil

Hedimponenus

Puck pa3BuTHS HSHTPOTICHHH HEJb3S TPeACKa3aTh, UCXOMS M3 YUCIA HEUTpOoUIIOB 0 Havaja
JeyeHUsl. BORHUKHOBeHHE HEUTPOIICHUH SIBJISICTCS] TUIIMYHBIM ULl [IEPBOM WJIM BTOPOM HeJeiH
HHIYKIIHOHHOH Tepanun. Uuciio HeuTpouIoB, Kak MpaBUiio, HOPMAJIH3YETCs B TeUeHUE 2-5 qHeH
[IOCJIe TIpeKpaIleHus] IpUeMa MpenapaTa Wid CHIDKSHHS J03bI (M. pazaest «Ocobble yKazaHUsD»).
Tpomboyumonenus

Y NmanmueHTOB ¢ HMCXOMHBIM HH3KHM YHCIOM TpoMOomuToB (< 100000/MKII) MOBBIIMIEH PHCK
Pa3BUTHS TPOMOOIUTONICHUH. Y TAIUEHTOB C SITPOTEHHOU CYIIpeccHel HNMMYHHUTETA BCIISCTBHUE

TepaIllil UMMYHOCYIIPECCAHTAMHU PUCK Pa3BUTHSA TpOMGOIII/ITOIIeHI/IH BBINIC, YEM Y IMAIITUCHTOB CO
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 27.01.2023 N= 1564

CIIl]Jlom (cMm. pasgen «OcoOble  yKazaHUs»). '%H&J'%‘oﬁ%&m&ﬁéﬁﬁﬁi‘ IRfoswer

COTIPOBOIKAATHCS MOTSHITHATBHO JKU3HEYTPOKAIONUMH KPOBOTSUSHHUSIMHU.
Brusnue onumenvHocmu mepanuu/noxkazanus K nNPUMEHEHUI0 HA Pa36Uumue HelCeaameb Hulx
peaxyuti

Tsprenas neliTponeHust (abcomoTHoe uucio Hertpoduiaor (AUH) < 500/mkin) game Habmro1a1ach
y nanueHToB ¢ [[MB-petnnurom (16%), mosydaBmIMX BAJITAHIUKIIOBHD, II0 CPABHEHHIO C
NalMeHTaMH TI0CJ/Ie TPAHCIUIAHTAIIMM COJIUIHBIX OPTAaHOB, MOJYYABIIUX BAJITAHIMKIOBHDP WK
TaHIUKJIOBHD (IepOpajibHO). Y MAMEHTOB, MOJIYYaBHIMX BAJITAaHIUKIOBUP WIM TAaHIUKJIOBHUD
(mepopasnibHo) B TeueHwe 100 gHed mociie TpaHCIUIAHTAIIAM, YacTOTa PA3BUTHSL TSDKEIIOU
HeWTponeHHMH cocTaBmswia 5% u 3%, COOTBETCTBEHHO. Y DnanueHToB, IOJYYarOIIHUX
BAITAHIMKJIOBUp B TedeHue 200 nHeM mociie TpaHCIUIAHTAIMM, 9acTOTAa PAa3BUTHS TSDKEJION
HeWTponeHuH coctapisia 10%. VY nmanMeHTOB IOCie TPAaHCIUIAHTAIIMM COJIUIAHBIX OpIraHOB,
MOJIYYABIIUX BAJITAHIHUKIOBUP W TaHUMKIOBUpP (mepopasibHo) B TeueHue 100 wim 200 nHew,
HaGmo1anock GoJlee BRIPAXKCHHOS YBEIHMUSHUES KOHIICHTPAIIMH KPSaTHHHUHA B CBIBOPOTKE KPOBH
110 cpaBHeHHMIO ¢ marpeHTamMu ¢ [IMB-petunuToM. OgHaKO Ba)KHO OTMETHUThH, YTO HapyIIEHHE
(YHKIIUU TOYEK SBJISIETCS XapaKTepPHBIM CHUMIITOMOM, dalle HaOIIOJAIONUMCS Y TAIlHeHTOB
[OCJIe TPAHCIUIAHTAI[UU COJIU/IHBIX OPTAHOB.

OO0muii npoduib 6e30MaACHOCTH BAJITAHIMKIOBHPA HE H3MEHSIeTCA NPHU MPOJUICHHH TepHojia
poUIAKTHYESCKOTO IPUMEHEHHUS Y MAIIMEHTOB ¢ BHICOKUM puUckoM pazputusi [IMB-undexuun
nocJjie nepecajiku nodku o 200 qHew.

Y DanuMeHToB, MOJYYAOIIHUX BaJraHIUKIOBHp A0 200-ro AHS NOCTTPaHCIUIAHTAIMOHHOTO
[Iepuojia, IO CPAaBHEHUIO ¢ MallMeHTAMH, IIOJIY4YalOUIUMH BaJraHUMKIoBHp Jo 100-ro nHA
MOCTTPAHCIUIAHTAIAOHHOTO — TIepuojaa, HaOMIoaeTCcsl HEKOTOpPOe  VBEJIMYCHHE  YaCTOTHI
JIEUKOIICHHH.

YacTtoTa pa3BUTHS HEUTPOIICHUH, AHEMUH U TPOMOOITUTONCHUHU ObUTH CXOJHBIMU Y TAITHSHTOB,
noxydaromux jgedeHue g0 100-ro qus u 200-ro JHS MOCTTPAHCIUIAHTAIIMOHHOTO IIEPUO/IA.
Hayuenmu oemckoeo so3pacma

OO0muii npoduias OGe30MACHOCTH BAITAHIUKIOBHpAa Yy JeTed He OomIMYaeTesl OoT mpoduis
0e30TMacHOCTH TIpenapaTa y B3pOCIbIX.

B netckoit momyJIsIiuu HaGIr0/1aJIoCh HEKOTOPOE YBEIHUCHHE YaCTOTH HEUTPOTIEHHH, OJTHAKO 3TO
He TPUBOAWIIO K YBEJIUUSHUIO YACTOTHI HH(PEKIIUH.

Y neteid, mMepeHECHIUX TPAHCIUIAHTAIIMIO TOYKH, VBEJIHUYCHHE TNepHoja MpoUIaKTHUUSCKOTO
npuMeHeHust 1o 200 qHel He MPUBOJUT K YBEJIMUSHUIO YaCTOThI HEXKEJIATSIbHBIX SIBJICHUM.

Bpooicoennas IIMB-ungexyus
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COOTBETCTBYET SKCNEPTHOMY OTHETY

ot 27.01.2023 N2 1564

Tepanus epoxaennol [IMB-undekiun He sBIBIeTCS oﬁ%éﬂ M- TORATAH AN & Eﬁh%azé;rei{mo

BaJITaHIIUKJIOBUpA. TeM He MeHee HCCJIeOBAaHHUs, MPOBEISHHBIE Y HOBOPOXKISHHBIX M JeTeH
paHHero Boszpacta ¢ BpoxkiaeHHoOH I[[MB-undekiueli, nmpeIocTaBIsAIOT JaHHBIE O Mpoduse
0e30MacHOCTH IpenapaTa B JaHHBIX MOMY/ANMAX nanueHToB. IIpoduns GezomacHocTH
BaJITAHIIUKJIOBUPA COIIOCTABUM c H3BECTHBIM npoduieM 6e30MacHOCTH
BaJITaHITUKJIOBUPA/ TAHITUKIIOBUPA.

OCHOBHBIM IIPOSIBJICHHEM TOKCHYHOCTH TaHLIMKIOBHUpa sBisieTcss HeWTpoleHus (y 38%
NAIUeHTOR OTMedYajach HeHTpomeHusi 3 wiud 4 cremeHd, | mamueHTy NDOTpeGOBAIOCH
IpeKpanieHue Tepanun). bolabIMUHCTBO SIBICHUN IIOIJaBAJIUCh KOPPEKIMH, TIPH OTHOBPEMEHHON
BO3MOIKHOCTH IIPOJAOJIKATh IPOTHBOBUPYCHYIO TEPAIUIO. Y BCEX HOBOPOIK/ICHHBIX HAOIII0JAJIOCh
YBEJIMUEHHUE ITOKazaTesled, XapaKTepH3VIONIUX POCT M pa3BUTHE (pOCT, Macca Tejla, CpeaHsid
OKpPYKHOCTB T'0JIOBBI). IIpu mepopajipHOM NPUMEHEHHH BaJITAaHIMKIOBHpa HauOoJiee YaCcTHIMHU
HE)KeJIATEIbHBIMH peaKIUsIMU ObUIH HEHTPOIICHHS, aHEeMUs, HapylmieHHe (QYHKIUU [EUYeHH U
nuapesi. IlepeuncieHHble HeKelaTebHbIC SIBJICHUS HAOIIOAIMCh Yalle y MAlUeHTOB IpH 6-
HEJCJIbHOM TepalMH BaJlaHIUKJIOBHPOM, IO CPAaBHEHHUIO C IAIMEHTAMH, IIOJyYaBIIHMH
BAJITAHIIUKIJIOBHD B TeUeHHE 6 MecsleB. CepbE3HBIMH HEXKEJIATEJILbHBIMU SIBJICHUSAMU, CBSI3aHHBIMHU
¢ JleyeHHeM, OBUIM HEUTPOINCHMsSI M aHeMMsl, KOTOpble duaie HaOIIOAauCh IpH Tepaluu
JUIMTSJIBHOCTBIO 6 Henenb. He Habnronanoch CTaTUCTHUYSCKH WM KIMHUYSCKH 3HAYUMBIX
pazIuuui MeX/Ty NMAIUeHTAMH, [TOJyYaBIIUMH BAJITAHIIUKJIOBUD B TeUeHHE 6 He/lelb U B TeUCHHE
6 MecCsIeB, B MOKa3aTeJsIX, XapaKTepH3YIOMUX pOCcT M pa3BUTHE, TAKUX KaK Macca Tesa, pocT,
CPEeJHsSI OKPYKHOCTD T'OJIOBBI.

Jlabopamopnuie noxazamenu

ITpu npojuteHun nepuoja NpoGUIAKTUKH Y B3pOCIBIX HMAIIUEHTOB ¢ BHICOKHMM PUCKOM PasBUTHUS
I[IMB-unpexknuu mocjae TpaHCIUIAHTAIMH  COJM/HBIX OpTaHOB 4YacToTa HapyIICHUH
nmabopaTopHbIX Mokazateseit 1o 200-T 1Hel ocTaBajach CXOHOM.

Tsprenas HelTponieHus Oosee yacTo HabIIOJaIach Y e Te |, MepeHEeCIIUX TPAHCIIIAHTAIIUIO TIOYKH
U TOJIy4aBIIMX BaJITaHIHUKIOBHpP A0 200-ro AHS NOCTIPAHCIUIAHTAIHOHHOIO IEepHoja, IO
CPABHEHHIO v JIeTBMH, 10JTy4aBIITUMH BaJITaHIIUKJIOBHD J0 100-ro JTHS1
IIOCTTPAHCIUIAHTAIMOHHOTO IIEPHO/A, a TAaKKe IO CPABHEHHMIO CO B3POCJBIMH, IEepPSHECIIUMHU
TPAHCIUIAHTALIMIO TOYKH M MOJy4aBMIUMH Bairanmukiopup g0 100-ro m 200-ro jaua
IOCTTPAHCIUIAHTAITHOHHOTO IIEpHO/Ia.

Ta6mma 4. H3meHeHusi JaGopaTOpHBIX IOKazaTesleii, COOOIIABIIMXCH IIpU IIpHeMe

BaJITAaHIIMKJIOBHPpa Y B3pOCJIbIX
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COOTBETCTBYET SKCNEPTHOMY OTYETY

ot 27.01.2023 N= 1564
HUsmenennsa IlamuenTsl ¢ IIMB- Hauneﬁgg;‘ﬁozﬁ%ﬁﬁc%mﬁﬁ;ﬁ&gﬁgﬁlx
1a00paTOPHBIX PETHHHTOM OpraHoB, mofrydapmre jJedenue a0 100-ro qus
moKazaTesie MOCTTPAHCTUIAHTAITHOHHOTO MepHO/Ia
Banrannuxiosup Banraniukiosup E:;g;ﬁ:}f:p
(n=370) (n=244) (n=126)
% % %
Hetimponenusa (abconwomuoe 4ucino Heimpopunos/mxi)
<500 16 5 3
500 - <750 17 3 2
750 - <1000 17 5 2
Anemus (reMOTIOOWH T/JT)
<65 7 1 2
65 - <80 10 5 7
80 - <95 14 31 25
Tpomboyumonenus (AUCIIO TPOMOOTIUTOB/MKIT)
<25000 3 0 2
25000 - <50000 5 1 3
50000 - <100000 21 18 21
Konyenmpayusa kpeamuHuna 6 cvlgopomxe Kposu (MI/1t)
>2.5 2 14 21
>1.5-2.5 11 45 47

Tabmmia S. H3MeHeHUs 1a00paTOPHBIX MoKa3zaTeIeil MpHU NMpyMeHeHHH BaJIFaHIMKJI0BHPa

meTei
HUzmenenus
[TareHTHI I€TCKOTO BO3pacTa Mociie TPAHCIUIAHTAIIAN COJTH/THBIX
71a00paTOPHBIX
. OpraHoB
mokazaTtesen

JleyeHue BaITaHITUKIIOBHPOM JI0
100-ro nus
OCTTPAHCIUIAHTAIMOHHOTO
nepuoga (n=63)

JleyeHre BAITAHITUKIOBHPOM JTO
200-ro qHA
MOCTTPAHCIUIAHTAIMOHHOTO
nepuoga (n=56)

% %
Heiimponenus (abconiomuoe Yicno Helimpopunos/mxi)
<500 5 30
500 - <750 8 7
750 - <1000 3 11

Anemus (reMoTIOONH T/1T)
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COOTBETCTBYET 3K

CMEPTHOMY OTYETY

o T SELECE N LB
<65 0 TR Iﬂf:;_l'._- BAITEITERAUL Th UULUL)
65 - <80 14 5
80 - <95 38 29
Tpomboyumonenus (AUCIIO TPOMOOITUTOR/MKIT)
<25000 0 0
25000 - <50000 10 0
50000 - <100000 3 4
Konyenmpayus kpeamuruna 6 coi6Opomxe Kpoeu (Mr/1)

2.5 2 5
>1.5-2.5 11 20

Ilocmpezucmpanuonroe npumererue

IIpy DOCTperuCTPAIlMOHHOM IIPUMEHEHHHM BaITAaHIMKIOBHpAa M TaHIMKIOBHpa IpoQuiib
6e30MacHOCTH OBLJI COTIOCTABUM ¢ TAKOBBIM B X0/1¢ KIIMHUYECKHUX MCCIIeJOBAHUH.
Ilepeno3upoBka

Il epeoosuposxa 6aneanyuxnoO6Upa u 6HYMpPUEEHHO 6600UMO20 CAHYUKNOBUDA

Bo3MoxKHO, dYTO TMepelo3UpOBKa BAITAHIIUKIOBHpPA MOMKET IPUBECTH K YBEIHUYCHHUIO
He(PPOTOKCUIHOCTH (cM. pazesbl «Ocobble ykazaHus» U «Criocod IpuMeHeHHUs U 103b1»). B xon1e
KJIMHUYECKUX HCCIICTOBAaHUM M IOCTPErHCTPAllMOHHOTO MPUMEHEHUS BAJITAHITUKIOBUpPA ObLIH
OIIMCAHBI CJIyYau IEePeAO3HPOBKH IAHIMKJIOBHpPA IIPH BHYTPUBEHHOM BBEJCHHH, B TOM YHUCIIE C
JIeTAJIbHBIM HcX0/10M. HekoTopble U3 HUX He CONPOBOXK/IAIUCH HE)KEIATEeIbHBIMY SIBJICHUSIMH. Y
GOJIBITUHCTRA Ke MAUSHTOB 0TMEYAJIOCh OJTHO MJIM HECKOJIBKO M3 CIIIYIONUX HeXKeIaTeIbHbIX
SIBJICHUH:

- 2eMamOMOKCUYHOCMb. MHEJIOCYIIPECCHs], BKJIIOYAas MAHIUTOICHHUIO, HEJIO0CTATOYHOCTH
KOCTHOTO MO3Ta, JIEHKOIICHHUIO, HEUTPOIIEHUIO, TPaHyJIOLIUTOIICHHIO,

- 2enamomoKCUHHOCHL! TeNIATUT, HapylleHUe PYHKIIUHU ITeUeHH;

- HegpomokcuuHocmb: YCWICHHE TeMaTypud Yy MAlUeHTOB ¢ VK& HMEIOIUMHCS
HApYIICHUSIMH (YHKIMH [OYSK, OCTpasl MOoYeyHas HeJOCTATOYHOCTh, ITOBBINICHHUE
KOHIIEHTpAllMU KPEaTHHHHA B CBIBOPOTKE KPOBH;

- JICeNYOOUHO-KUMe HAs MOKCUYHOCMYL: OO B XKUBOTE, JHAPEs], PBOTA;

- HelpOmMOKCUYHOCMb: TeHEPAIM30BAHHBIN TPEMOP, CYAOPOTH.

Jeuenue

CHM3UTH KOHIIEHTPAllMH BAJITAHIMKJIOBHPA B IUIA3Me Yy IAIMEHTOB € IEePEAO3HPOBKON MOKHO
IyTeM TeMoJHajiu3a U TUApaTaruu (cM. mojpazaen «DapMakOKHHETHKAa y OCOOBIX TPy
MAIUeHTOBY paszjiesa «DapMaKoJIOTHUSCKUE CBOUCTBAY).
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COOTBETCTBYET SKCNEPTHOMY OTYETY
27 01 2023

ot 27.01.2023 N2 1564

MOCTENORATEMNRHOCTL 000
BzanmoneiicTBHe ¢ IPYTUMH JIeKAPCTBEHHD cpend'[ﬁfhvﬂ] EAOBATENBHOCTE 0002)

Jlexapcmeennbsie e3aumodericmens 6an2aHUUKT08UDA

Banraniukiiopup — SIBISETCA — MPOJIGKAPCTBOM  TAHIUKIIOBHPA,  TOATOMY  OJKM/IAIOTCS
JIeKapCTBEHHBIE B3aUMOICUCTBUS, XapaKTepHbIE Ui TAHIIUKIIOBUPA.

Hmunenem/yunacmamun: MEKAY JIaHHBIMH IpenapaTaMu HeJIb3sI UCKJIFOYHUTH
(hapMakoIMHAMHUYESCKOTO B3auMOJIeWcTBUA. [Ipu oJHOBpEeMEHHOM MPUMEHEHUH TAaHIUKIIOBUpA U
HMUTNICHEeMA/IWIACTATAHHA Y  TAI[UCHTOB  OTMEHAIuch cygopord. Crenyer wusberaTh
OJTHOBPEMEHHOTO TIPUMEHEHHUS BAITAHIMKIOBUpPA U UMHUIICHEMA/IIMJIACTATUHA B CIyUYasX, €CIIU
MOTSHITHAJILHBIC TIPEUMYIIECTBA JICUSHUS HE TIPEBHINIAIOT BO3MOXKHBIN pUCK (cM. pazest «Ocobbie
YKa3aHUD).

Iomenyuanvrvie NeKapCmeeHHbE 63aUMOOETCMEUS

YceuneHue  TOKCHUSCKOTO  JIGHCTBHS  TaHIMKIOBUPA/BAITAHIIUKIOBHpPA  BO3MOXHO  TIpU
OJTHOBPEMEHHOM TMPUMEHEHUHU C JIPYTUMH TpenapaTaMy, 0Ka3bIBAIOMUMH MHUEIIOCYIIPECCUBHBIN
win HepoTokcuueckuii »pdekr. K Takum mpemaparaM OTHOCATCS AHAJIOTH HYKJICO3HIOB
(BMIOBY/IMH, JWJIAHO3MH, CTaBYJHMH), HMMYHOCYIPECCAHTbI (LUKJIOCIIOPHH, TaKpOJIUMYC,
MuKodeHomata Mo(eTHs), MPOTHBOOMYXOJEBBIE TMpenapaThl (JOKCOpPYOUIIMH, BHHOJIACTHH,
BUHKPHUCTHH, THJIPOKCUMOYCBHHA), IPOTHBOUH(EKITHOHHBIE npenaparbl
(TpumeTonpuM/cyabpoHaMHT, JarncoH, amdorepunuH B, ¢GIYyIUTO3WH, TMEHTAMHUIHWH).
YkazaHHbIe TpenapaThl MOKHO MPUMEHSITh OJHOBPEMEHHO ¢ BAJITAHIIMKJIOBUPOM TOJIBKO B TOM
ciydae, eCliM OKHUJaaeMasi MoJib3a OT MPOBOJUMOTO JISUSHHUS MPEBBIAeT BO3ZMOKHBIN PUCK (CM.
paznen «Ocolble YKa3aHHUS).

3u0o6youn:  TpU  OJHOBPEMEHHOM  IPUMEHEHHMHM ¢  TAHIUKIOBUPOM  BO3MOXKHO
(dhapmakoIMHaAMHUUIeCKOE B3aumMo/ieticTeHe. [[oCKONbKY Kak 3UA0BYAUH, TaK U TAHITUKIIOBHP MOTYT
BbI3BIBATH HEWUTPONCHUI0O M AHEMHIO, Y HEKOTOPHIX MAI[UeHTOB MOXKET OTMeuaThes
HEMEePESHOCUMOCTh TIPU OTHOBPEMEHHOM MPHEME BAJITAHIUKIOBHpPA W 3WUJOBY/IMHA B TOJHBIX
no3ax (cM. pazaen «OcoOble YKa3aHUsD).

Juoanosun: ObIIO BBISIBJICHO CTOMKOE YBEJWYeHHE KOHIICHTPAIMHM JUIaHO3MHA B IUIa3Me TIpU
OJTHOBPEMEHHOM IIPUMEHEHHUH € TAHIUKJIOBUPOM BHYTpHBEHHO. lIpy BHYTpUBEeHHOM BBEJACHUU
ra"mukiIoBupa B Jgo3ax 5-10 mr/kr/cytku AUC nupaHosuHa yBenauuuBajiach Ha 38-67%, dto
MOJTBepKIaeT  (apMaKOKHHETHUSCKOS  B3aMMOJCHCTBHE  JIAHHBIX  MpemapaToB  IIpH
OJITHOBPEMEHHOM IIPUMEHEHUH. 3HAUYUMOTO BJIMSHUS Ha KOHLIEHTPAIUIO TaHIMKIOBUpA He
oTMeUaJIoCh. OJTHAKO CJISAYET TIAaTeJIbHO HaOIIOaTh MAIIUEHTOB HA MPeJAMET BO3HUKHOBEHUS
CHMIITOMOB TOKCHYECKOTO JISUCTBHS JUAAHO3UHA (HAIpUMEp, NMaHKpeaTHTa) MpH NMPUMEHSHUU

BaJITAHIUKJIOBUPA (cM. pazfen «Ocobble yKazaHUs»).
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IIpobeneyno: oTHOBPEMEHHBIN TepOPAIHHBIN TipHeM nﬁ%éﬁelﬁﬁéi i “HE%EHEFI‘E&E%M%&Q%CKH

3HAYUMOMY CHHJKCHUIO TOYEYHOro KIHpeHca raHnukioBupa (20%) UM K YBEJIMYCHHUIO
MPOJIOJDKUTENBHOCTH ero JiercTBus (40%). D10 0OBACHISTCS MEXaHU3MOM B3aUMOJICHCTBHUS -
KOHKYpEeHIIMEH 3a KaHaJBIEBYIO IIOYEYHYI »SKckpermro. IlanmuenTts, npuHuMalomue
O/THOBPEMEHHO MNpoOSHEeNM]] M BAITAHIUKJIOBUP, JOJDKHbI HAXOJUThCsS IO TIIATe/IbHBIM
HaOJII0ICHHEM H3-32 BO3MOIKHOTO TOKCHUECKOTO JIeHCTBUSI TAHIIUKIIOBUPA.

Oco0ble ykazaHus

Ilepexpecmuas eunepuysCcmeumenbHoCmb

Hz-3a cXOQHOTO XHUMHUYECKOTO CTPOCHHSI TaHIMKJIOBHpA, AlMKIOBHpAa U BaJAlUKIOBHpPA
BO3MOXKHBI PEaKIMU IIePEKPECTHON THIIEpUYYBCTBUTEIBHOCTH K 3THM Ipemapatam. Ciepyer
coOmogaTh  OCTOPOJKHOCTh  IIpM  HAa3HAUSHMM  BAJTAHIUKIOBHpA  DAIlMEHTaM  C
THIIEPYYBCTBUTEIBHOCTEIO K  AlMKJIOBHPY, IEHIHMKIOBHPY HJIM HX IpOJISKapcTBaM
(BasIAIUKIIOBUPY U (PaMITMKIOBUPY, COOTBETCTBEHHO) B aHAMHE3e.

Mymazennocmo, mepamozeHHocmb, KAHYEPOLEHHOCHb, (hepmUbHOCHIL U KOHMPAYyenyus

B skcriepuMeHTax Ha KHBOTHBIX OBLJIO BBISIBJICHO MyTareHHOE, TepaTOreHHOE, acllepMaToreHHOe
U KaHI[EpOTeHHOE JISUCTBHE, a TAaKyKe HETaTUBHOE BJIMSHHME TaHIMKJIOBHpA Ha (PEPTHIBHOCTS.
BanraHnuiyioBup ciielyeT CYHTAaTh IOTEHIMAJIbHBIM TepaTOreéHOM M KAaHLEPOTeHOM JUIA
4eJI0OBEKa, IPUMEHEHHE KOTOPOTO MOXKET BBI3BIBATh BPOXK/ICHHbIE IIOPOKH pa3BUTHA U pak. [lepen
HAYaJioM JIEYeHHs] TAaHLIUKIOBHPOM IAIMEHTOB CieAyeT NpouH(POPMHpPOBaThH O crocobax
KOHTpAaLEIIIUU U BO3ZMOXKHBIX pHCKaxX JUIs Iu1o1a. Kpome Toro, BaJIraHIIMKIIOBUP MOKET BpEMEHHO
WIM HeoOpaTUMO MOJABJIATEH CIIepMATOTeHe3 y 4esloBeka (cM. paszaeibl «lloGounoe neiicTBHe»,
«IIpumeHenne npu OepeMEeHHOCTH U B IIEPUOJ TIPYJHOTO BCKapMJIMBAHUs», IOApa3/iel
«JlokIMHUYeCKHe JlaHHbIe 1O Oe30macHOCTH» paszjeia «DapMaKoJIOTHYECKHe CBOWCTBAY U
«IIpaBuna obpaimeHus ¢ npenaparom» paszesia «Ocobble YKazaHUM»).

Muenocynpeccus

JlnutenpHas MHAYKIIMOHHASL Tepalysl BAJTaHIUKJIOBUPOM IOBBIMIAET PUCK MHEJIOTOKCUYHOCTH.
BanraHuuiioBup cieyeT NPHUMEHATh ¢ OCTOPOKHOCTBIO y IAIUEHTOB € I'eéMaTOJIOTHYECKOM
LUTONIEHHEH (B TOM 4HCJIE IIpH HAJIUYHH Ie€MATOJIOTMYECKOM IUTOIICHHH, BBI3BAHHOU
JIEKapCTBEHHBIMHU CpE/ICTBAMH B aHAMHe3€), a TakKe Yy IalUeHTOB, IOJYYaBIIMX JIyYEBYIO
Tepamnuio (cM. mojpasien «Ocobble YKazaHHUs 10 JIO3UPOBAHHIO» pazfena «Crocod mpuMeHEeHHUS
U J03bl»). B Xozie JiedeHHs] PEKOMEHJYeTCS PeryJIIpHO INPOBOJHUTH KOHTPOJb pPa3BEpHYTOH
(dopMysIbl KpOBH M TpPOMOOLIMTOB Y BCeX MalUeHTOB. llamueHTaM ¢ TSDKEJIOW JIeMKOTICHHEH,
HeliTporieHue#,  aHemMuedl WM  TpOMOOLMTONEHHEH  pEKOMEHJYeTCSl  Ha3HA4YMTh
reMOIoATHYECKHE (GaKTOPhI POCTA /WK IpephIBaTh MpHeM Ipenapata (cM. pazgen «lloGouHoe

JISUCTBHEY).
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Hapyuienue pynxyuu nouex

CNEPTHOMY OTYETY

[TaruenTaM ¢ MOYSYHOM HEJOCTATOUHOCTHIO PEKOMEHYETCSI YCHIISHHBIH KOHTPOJIb pa3BepHYTOM
(dopMyJIbl KpOBH, MUHHUMYM KaXIbIH pa3 IpH IOCEHMCHUHM TPAHCIUIAHTAIMOHHOW KJIMHHUKH.
[TaneHTaM ¢ MOYEYHOHW HEJOCTATOYHOCTBIO TPeOyeTCs] KOPPEKIUs 03Bl ¢ YUeTOM KJIMpeHca
KpeaTHHHUHA (cM. pazessl «Crocob NpUMeHEeHHUs U 103b1» U «PapMaKoJIOTHYeCKHE CBOUCTBAY).
[TaneHTaM ¢ KIMpeHCOM KpeaTHHHHAa MeHee 10 MJ/MHH TNpUMEHEHHE BaJITaHIUKIOBHpPA
IIPOTUBOIIOKA3AHO.

I pumenenue ¢ Opyeumu 1exapcmeerHbiMu CPeoCme ami

IIpn ogHOBpeMEHHOM IPHUMEHEHUH TAHIUKIOBHpA M HUMHUIICHEMA/IIUIACTaTUHA Y TAllUEHTOB
oTMedaiMch cyaoporu. Crenyer usberaTh OJHOBPEMEHHOTO IPUMEHEHHUS! BAITAHIMKIOBHpA U
UMHUICHEMA/ITWIACTATHHA B CJIydasiX, €CJIM MOTEeHIHaJbHbIE IPeUMYINeCTBA JICUSHUS He
IIPEBBINIAIOT BO3MOJKHBIM PHCK (CM. pasfaesl «B3aumMojeHCTBHE ¢ JAPYTHUMH JIEKapCTBEHHBIMHU
CpeACTBAMMUY).

ITockoJIbKy Kak 3MJOBYJUH, TaK ¥ TAHIUKJIOBUP MOTYT BBI3BIBATh HEUTPOIIEHUIO U aHEMHIO, Y
HEKOTOPBIX IAIlHEHTOB MOKET OTMEYaThCsl HEIEPEHOCHMOCTh IIPH OJIHOBPEMEHHOM IIpHEME
BAJITAHIIMKJIOBUPA W 3UAOBY/MHA B IIOJHBIX J03aX (CM. pazjael «B3aumoJeHCTBHE ¢ JAPYTHMH
JIEKapCTBEHHBIMU CPEICTBAMUY).

B ¢Bs13u ¢ BO3MOKHOCTBIO ITOBBIIIEHUH IUIA3MEHHBIX KOHIISHTPAIlUH IUJaHO3UHA B IPUCYTCTBUU
TaHIMKIOBUpA, CIeAyeT TINATeIbHO HAOMIOAAaTh MAllMEHTOB Ha NpPEAMET BO3HHKHOBEHUS
CHMIITOMOB TOKCHUYECKOTO JACHCTBHS JHMJaHO3WHA (CM. pazjaen «BzaumonaelcTBHE ¢ JPYTUMHU
JIEKapCTBEHHBIMH CPEJICTBAMUY).

IIpuMeHeHHe BaJITAHIMKJIOBHpPA OJHOBPEMEHHO C JPYIHMH IIpelapaTaMH, OKa3bIBAIOIUMH
MHEJIOCYTIPECCUBHBIN WK HepoTOKCHUIeCKHH 3(dekT (cM. pazen «BrauMoIeHCTBHE ¢ IpyTUMHU
JIEKapCTBEHHBIMH CPEJICTBAMMI»), MOXKET YCHJIMBATh UX TOKCHUYECKOe JeHCTBHE.
KonTponupyemoe KJIMHHUYECKOE HCCIICIOBAHUE HCIOJB30BAHUS BaJTaHIMKIOBUpA  JUIS
npodunaktuku [[MB-uHpekMu He BKIIOYAJIO MAIUSHTOB IOCJIE TPAHCIUIAHTAIIUHU JISTKOTO U
KHMIIEYHHKA, IIO3TOMY OIBIT IIPHUMEHEHHs IIpenapara y TaKHX [IallHeHTOB OIpaHHYEH.
bro/1ocTyNIHOCTD FaHITUKJIOBUPA U3 TaOJIeTOK BaIraHIMKJIOBHpa B 10 pa3 npeBbInaeT TAKOBYIO U3
KalcyJl TaHIUKJI0OBUpa. ["aHIIMKIIOBUP HeJb3s5 3aMEHATh Ha BaJITaHIIUKJIOBUP B COOTHOIEeHUH 1:1.
[TareHTOR, KOTOPBIX MEPEBOAAT ¢ KaICyJl TAaHIUKJIOBHUpPA, CJIeyeT WH(POPMHPOBATh O PUCKE
IIepeIO3UPOBKH, €CJIM OHU OyAyT NPUHUMATh OoJIbIllee YHUCJIO TaOJIeTOK BAITaHIMKJIOBHPA, 9eM
pekoMeH1oBaHoO (cM. pazenbl «Crocod mpuMeHeHus U A03b1» U «llepenozupoBkay).

I pasuna obpawenus ¢ npenapamom

TabneTku HeNb3s pa3jiaMblBaTh WK pazMesbyaTh. 110CKOIBKY BaJIMaHIUKIOBHP MMOTEHIMAILHO

TEPATOICHECH W KaHUCPOTCHCH JII YCJIOBCKA, H606XOﬂI/IMO COGJII-OIIaTI) OCTOPOIKHOCTL, C€CJIIH
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TabeTka pasmommiack. Crenyer usberati Hp}IMg}lg‘l :::Q&Q%%-T%%%BI&%Q:‘HHH

pasMesIbUeHHOU TaOJIeTKH ¢ KOKEH M CIU3UCTHIMU 0OojI0oukaMmH. B ciayudasx Takoro KOHTaKTa
HYKHO THIATEJIHHO MIPOMBITH 3TO MECTO BOJION ¢ MBUIOM, IIPH MOMAJaHUH B IJ1a3a - UX TIIATSIHHO
MPOMBIBAIOT CTEPUIILHOU BOJIOM, a TIPU €€ OTCYTCTBHUHM - MIPOCTOM BOJIOM.

[Tonajianue JeKapcTBEHHBIX IPEMapaTOB B OKPYKAIOMYIO Cpeay JODKHO OBbITh CBEACHO K
MuHuMyMy. He ciegyeT yTWIM3HpOBaThH Ipemapar ¢ MOMOIIbIO CTOYHBIX BOJ WM BMECTE C
OBITOBBIMH OTXO/IAMHU.

BisiHiie Ha cIT0COOHOCTH YIIPABIATH TPAHCIIOP THHIMH CPeICTBAMI, MeXaHH3MaMU

[Ipu neveHHM BAITAHIMUKIOBUPOM W/WJIM TAHIUKIOBUPOM BO3MOKHO BO3HMKHOBEHHE TaKHX
HEXKEJIATSJIbHBIX peaKlMi, KaK CyYJIOpOTH, CeJalliH, TOJIOBOKPY)KCHHS, aTaKCHH W/WIH
CIIYTAHHOCTH CO3HAHHUS, YTO MOXKET OTPULATEIHHO MOBJIMSTH Ha JEATSIILHOCTh, TPeOYIONIYIO
MOBBINICHHOW KOHIICHTPAIlMM BHUMAHUsI, BKJIIOYAsl yIpaBJIeHUE TPAHCIIOPTHLIMU CPE/JICTBAMH U
paboTy ¢ MaNIMHAMH W MEXaHW3MaMH. B CBSI3M ¢ 5TUM B TepHOJI JeUSHHUS BaJTAHIIUKIOBHPOM
cIeayeT coOIIo/IaTh OCTOPOIKHOCTD MPH YIIPABJICHUH TPAHCTIOPTHBIMHU CPEJICTBAMHU U B paboTe ¢
MallMHAaMH U MeXaHu3MaMH. [IpH MOSIBJIGHHHM ONMCAHHBIX HEXKeJIATeJIbHBIX SIBJICHUH CIeayeT
BO3/IepKATHCA OT BBIIOJHEHUS YKA3aHHBIX BU/IOB JESITEIBHOCTH.

Popma BbIIyCKa

TabeTKH, MOKPHITHIC TUICHOYHOM 06010UKOM, 450 MT.

ITo 30, 60 unu 90 Ttabnetok mnpemapata B Oanku noudTUieHOBbie (IIDBII) ¢ BuHTOBOH
TOPJIOBUHOM JIs1 JICKApCTBEHHBIX CPEJICTB, 3aKpbIThie OMUATUIICHOBBIMH (1IDBII) kpbimkamu, ¢
BCTPOSHHBIM OCYIIUTEJIEM U KOHTPOJIEM IIEPBOTO BCKpBITHSL. baHka cHab)kaeTcs caMoKIeseucst
stukeTkod. Kakayio 6aHKy ¢ HHCTpYKIIHEH MO IPUMEHEHHUIO TOMENIAIOT B KAPTOHHYIO MAUKY.

Y ciioBus XpaHeHUs

B zamuimeHHoM 0T cBeTa MecTe IpH TeMIlepaType He Bbime 25 °C.

XPpaHUTP B HEJIOCTYITHOM JIJISI JISTeH MecTe.

Cpoxk rogHocTH

2 roga. He npuMeHATh IO HCTEUYSHUHU CPOKA TOTHOCTH.

Y coBus oTIIyCKa

OTIIyCKAIOT O PEIeITY.

IIpowzBouTeH

000 «Hanoaek», Poccns.

Kupopckast o65macts, OpuieBCKUM MYHHUITUNIAILHBIN paiioH, JISBUHCKOE TOPOJICKOE MOCEIICHUE,
buome qunmuckuii kommieke HAHOJIEK Tepputopust.

Ten. +7 (495) 648-26-87.

Bianestenr pervicTpaliMoOHHOTO Y I0CTOBEPEHU
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000 «Hauosek», Poccust. I:HDCJ—]EJ'::E;.&.TEH EHOCTb ':':':'2:'

127055, r. Mockea, yi1. ByTeipckuit Bam, 1. 68/70, ctp. 1, sTaxk 2, mom. I, kom. 23-37,
Ten.: +7 (495) 648-26-87, an. mouta: info(@nanolek.ru.

Opranuzanus, MTPUHUMAIOLIASA TIPeTeH3HH ToTpeduTeIei

127055, r. Mockea, yi1. ByTeipckuii Ban, 1. 68/70, ctp. 1, stax 2, mom. I, kom. 23-37,
TesL.: +7 (495) 648-26-87, »n. mourta: info(@nanolek.ru.
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