HNHCTPYKIINA

M0 MEAUIUHCKOMY NMPUMEHCHHUIO JICKAPCTBCHHOI'0 mMpemapara

BAJIBIIUT®

PerncrpanuoHHblii HOMep

IT N015446/01

Toprosoe HanMeHOBaHHE

Banbiut®

Memyﬂapouﬂoe HCMMATCHTOBAHHOC HAMMCHOBAHUC

Banranuuknosup

JlekapcTBeHHas popma

TabyeTKu, MOKPHITHIC INIEHOYHONW 000JI0YKOM

Cocras

Opna tabseTka, HOKpPbITas INIEHOYHOM 000JI0YKO, CONEPIKUT:

delicmsyrowee geuyecmao.: BAITAHITMKIOBUP — 450 Mr (B BUI€ BaJITaHIUKIOBUPA THAPOXIOPHUIA
—496.3 mr);

scnomocamenvhvie sewecmsa: nopuoH K30 — 23.90 mr, kpocioBu10H — 23.90 Mr, meIUTH0I03a
MUKpOKpuctauaeckas — 47.80 mr, creapuHoBas kucyiota — 6.00 mr;

o6onouxa — 18.00 mr (runpomerosa 2910 — 3 cIl, runpomeniosa 2910 — 6 cIl, Turana THOKCHT
(E171), makporon 400, kpacurens sxene3a okcua kpacHbiit (E172), momucopoar 80); MmokeT
UCIIOJIb30BATHCSI KOMMEPYECKH JIOCTYITHASI CMECh JIJIsl HAHECEHHMS TIeHOYHOU oboouku Opadry

Pink 15B24005 umeHTHYHOTO COCTABA.

Onucanue
JIBOSIKOBBINTYKJIbIE, OBAJIbHOM (POPMBI TaONETKH, MOKPHITHIE MIIEHOUYHON 000109K0i1 pO30BOTO
nBeta, ¢ rpaBupoBkoit «VGCy» Ha oHON cTOpOHE TabyeTKh U «450» Ha ApYroi CTopoHe.

Pa3mepsr: okomno 7.8 x 16.5 Mm.

dapmakoTepaneBTHYeCKasl IPynna

IIpoTHBOBUPYCHOE CPECTBO
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Kox ATX
[J05AB14]

dapmakoJIorn4ecKue CBoiicTBa

Dapmaxkoounamuxka

Mexanusm Oeiicmeus

BanrannukinoBup npeacrapisieT coooii L-BanmunoBsiid 23¢up (pojaeKkapcTBO) raHIIUKIOBHPA,
10CJIe EPOPAIBbHOTO NMpHeMa ObICTPO MPEBPALAOIIMNACS B TaHIIMKIOBUP MO AeiicTBUEM
KHUIIEYHBIX U IIEUYEHOYHBIX dcTepa3. ['aHIUKIOBUDP — CHHTETUYECKHUHA aHasor 2'-
JIC30KCUTyaHO3HMHA, KOTOPBIN MMOJABIISCT PEILTMKALUIO BUPYCOB repriec-rpynisl in Vitro u in
vivo. K Bupycam yennoBeka, 4yBCTBUTEIBHBIM K TAaHIIUKIOBUPY, OTHOCST IIUTOMETAIIOBHPYC
(IMB), Bupycsl mpoctoro repreca 1 u 2, Bupyc repreca 4eioBeka TUIOB 6, 7 u 8, BUpyc
OnureitHa-bapp, BUpyc BeTpsHOI ociibl U BUpyc renartuta B.

B IMB-un(uInpoBaHHBIX KIETKaX MO AeHCTBUEM BHPYCHOM mpoTenHKrHa3b UL97
TaHIUKIIOBHD BHaYale Gpochoprmpyercs ¢ 00pa3zoBaHHEM TaHIIMKIOBUPMOHO(ochaTa.
Janbneiiee GochopunupoBaHre IPOUCXOIUT MO IEHCTBHEM KIETOUHBIX KUHA3 C
o0pa3oBaHNEM IraHLIUKIOBUPTpUGOchaTa, KOTOPBIH 3aTeM MOABEPraeTCsi MEJIEHHOMY
BHYTPUKJIETOYHOMY MeTabosn3My. [locne ncue3HoBeHus TaHLMKIIOBUPA U3 BHEKJIETOUHOMN
KHUJIKOCTH NIEPUOJT BHYTPUKIETOYHOTO MOTYBBIBEACHNS TAHIUKIOBUPTpHU(OCcaTa B KIETKAX,
uHpuuupoBanHbix [IMB, coctaBnser 18 yacoB; B kileTKaxX, MHPUIHUPOBAHHBIX BUPYCOM
npoctoro repreca — 6-24 yaca. ITockonbpky pochoprirpoBanie raHIMKIOBUpa B O0JbIIEH
CTETEHH 3aBUCHUT OT JIEHCTBUS BUPYCHOW KMHA3bl, OHO MPOUCXOJAUT IPEUMYILIECTBEHHO B
WHQHUIMPOBAHHBIX KIIETKAX.

Bupocrarndeckas akTHBHOCTb TaHIIMKJIOBHPA 00YCIIOBJIEHA TOAABICHUEM CUHTE3a BUPYCHOM
JIHK nocpezactBoMm cienyromux MexaHu3MoB: (1) KOHKYpeHTHOEe HHTMOMpPOBaHUE BCTPaUBaHUs
ne3zokcuryanosunTpugdocdara B JJHK nox neiictsuem supycunoit JIHK-nonumepassr; (2)
BKITIOYEHHE TaHIMKIOBUpTpUdocdara B BupycHyto JJHK, uTo mpuBoauT K CHIIBHOMY
OTPaHUYEHUIO WM TMOJHOMY NpeKpaiieHuto anoHranun supycHoit JIHK. Cornacho
UCCIIeOBAaHMUSAM IN VItro, THnMYHasi MHrHOMPYIONIas KOHLEHTPALHUs, KOTOpasi IMOIaBIIsSeT
perukarmio [IMB na 50% (ICso), Haxoautcs B quamazone ot 0.08 mxmois/a (0.02 mkr/mi) 10
14 mxmonw/i (3.5 MKr/mit).

Knunuueckuii npotuBoBUpYCHBIH 3¢ dekT nmpenapara Banpiut® Gb 10Ka3aH yMeHbIIEHAEM
BoiesieHus: [IMB u3 opranusmMa nannueHToB ¢ CHHAPOMOM MTPHOOPETEHHOT0 UMMYHOIe(UIINTA
(CITH[om) u BriepBbie BbisiBIeHHBIM LIMB-peTrHUTOM € HCX0HOTO MToKa3zaTens 46% 10 7%
uepes 4 Hezle edeHus npenaparoM Bansut®,
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Ipdhexkmusnocmep

Bspocavie

Jleuenue [[MB-pemunuma

Knuanueckue uccienoBanus Obutn rpoBeaeHsl y nanuenToB co CITN Jom u LIMB-peTtuauTOM.
I[Ipenapar Bansuut® npoeMoHCTpHPOBA OAMHAKOBYIO KIMHMUYECKYIO 2D()EKTUBHOCTD B
MHIYKUMOHHOW Tepanuu [[MB-petnHuTa 110 CpaBHEHUIO C BHYTPUBEHHBIM I'AHIIUKIOBUPOM.
I[IpumeHenue penapata Bansut® mo3BonseT HOTYYHuTh TAKOE K€ CUCTEMHOE BO3JeHCTBHE
TFaHIMKIIOBUPA, KaK MPU UCIIOJIb30BAHUN PEKOMEHOBAaHHBIX BHYTPUBEHHBIX /103 TAHIUKIOBUPA,
s dextuBHBIX pH JeueHun [IMB-perunuta. [Tokazano, 4To 1mIomaapb moa KpuBoi
«xoHueHTpanusa-spemMs» (AUC) raHIMKIOBUpa KOPPEIUPYET C MPOMEKYTKOM BPEMEHHU 10
nporpeccuposanus LIMB-petunura.

Ipogpunaxmuxa [[MB-ungexyuu y nayuenmos nocie mpaHcniaHmayu COTUOHbIX Op2aHos
Yacrora passutus [IMB-3a6onesanus (LIMB-cunapom + nHBa3uBHas HHPEKIMSA TKaHEH) B
TE€4YEHHE MEPBBIX 6 MECSIEB MOCIE TPAHCIUIAHTALUH CEepALla, IEYEHH, TOUKH Y MALUEHTOB C
BbICOKMM puckoM [IMB-undekyu (LIMB-no3utusHbIil noHop (D+)/LIMB-HeraTuBHbIi
petunueHt (R-) (D+/R-)) cocrarmia 12.1% B rpyrine maieHTOB, MOJYYaBIIMX MPenapaT
Bambuut® (900 mr B cyTKn), 1 15.2% B TpyIiie NalHMEHTOB, MOTYYaBIIMX TaHIUKIOBUD
nepopaiabHo (1000 mr 3 paza B cytku) ¢ 10 mo 100 nens mocie TpaHcriaHTauu. bosbinas 4acth
CJIydaeB MPUILIACh HA MIEPHOJ ITOCIE OTMEHBI podminakTudeckoi repanuu (mocie 100-ro qas
HNOCTTpaHCIUIaHTalMOHHOTO niepruona). [Tpu atom cinydan passutus LIMB-undexkuun B rpynne
JIEYEHUS BaJITaHLUKIOBUPOM IOSBIISINCH I103KE, YEM B TPYIIIIE JICUEHUS TaHLIUKIOBUPOM.
YacToTa OCTpOro OTTOpKEHHS TPAHCIUIaHTaTa B IepBbie 6 MecsieB cocTaBuia 29.7% B rpymnme
NAIMEHTOB, OJyYaBUIMX BaJTaHLIUKIOBUD, U 36% B IpyIiIe NaueHToB, MOJIy4yaBIINX
TaHIMKJIOBHP.

VBenuueHue npoaomkuTensHoct npuema 900 Mr npenapata Bansuut® 10 200-ro aHs nocie
TPaHCIIAHTAIIMY TTOYEK Y MAIMEHTOB ¢ BEICOKUM pruckoM LIMB-undexuuu (D+/R-)
COMpOBOXKAAIOCH OoblIeH 3 pexTuBHOCTHIO peaoTBpaieHus [IMB-undexkunn B nepssie 12
MecsIIeB MOCIe TPAHCILIAHTAIMK [0 CpaBHEHHIO ¢ ipreMoM 900 Mr npenaparta Bamsuut® 1o
100-ro aHs mociie TpaHCIUIAHTALIUH.

YacroTa BEDKHBAEMOCTH TpaHCIUIaHTaTa yepe3 12 mecsier cocrasmia 98.2% B rpyrmme
MalUeHToB, nonyyasnux npenapat Bamsuut® o 100-ro aus, u 98.1% B Tpyme NarueHTos,
nony4apmumx npenapat Baabuut® 10 200-ro gus. YacToTa 0OCTPOro OTTOPKEHHUS
TpaHCIUIaHTaTa, MOATBEP)KICHHOT0 OHoIicueil, B mepBeie 12 mecsieB coctasuna 17.2% B rpymmne
NAMEHTOB, OMyYyaBIIMX BaaraHuukioBup 10 100-ro nus, u 11.0% B rpymne naiuueHTos,
MOJTY4YaBIINX BaITaHUUKIOBUD A0 200-ro AHS.
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Bupycnasa pezucmenmnocms

[Tpu quTensHOM MpUEMEe BaNTaHIIUKIOBUPA MOTYT MOSIBUTHCS BUPYCHI, YCTOWYUBBIE K
TaHLUKIIOBUPY. DTO MOXKET OBITh 00YCIOBICHO JINOO CeNEKIUeH MyTalluii reHa BUPYCHOM
kuHa3bl (UL97), oTBevaromeii 3a MOHOGOChHOpHINPOBAHUE TAHIIMKIOBUPA, TU00 reHa BUPYCHOU
JHK-momumepasbr (UL54). Mytanuu rena UL97 Bo3HHKarOT B 00j1€€ paHHUE CPOKHU U
BCTPEUAIOTCS Yallle M0 CpaBHEHUIO ¢ MyTauuel rena ULS4. Bupyc, uMeromuii ToJIbKO MyTal1IO
reda UL97, ycTOWYMB TOJBKO K TAaHIIMKJIOBUPY; MIPH 3TOM HanOOJIee 9aCcTO BCTPEUAIOIIUMUCS
MyTalUsAMHU MO TUITY 3aMEHbI, aCCOLMUPOBAHHBIMU C BO3HUKHOBEHHUEM YCTOMUMBOCTH, SBIISIOTCS
M460V/1, H520Q, C592G, A594V, L595S, C603W. Bupyc ¢ myranusmu reda UL54 moxer
001agaTh MEPEKPECTHON PE3UCTEHTHOCTHIO K IPYTUM IPOTHBOBUPYCHBIM IIpEraparam ¢
AQHAJIOTUYHBIM MEXaHU3MOM JCHUCTBUS, U HA000POT. Pa3BuTHE MEpeKpecTHON YCTOMYUBOCTH K
TaHIMKJIOBUPY U UA0GOBUPY B OOJNBIINHCTBE ClIydyaeB 00yCIOBICHO MYTAIUSIMU 10 TUITY
3aMEHBI B 9K30HYKJI€a3HbIX JoMeHax u peruoHe V BupycHoit JJHK-nonmumepasel. PazButue
MEPEKPECTHON YCTOMYMBOCTH K (POCKApHETY O0YCIIOBIEHO MYTallUSIMH 110 TUITY 3aMEHBI B
npenenax peruoHoB Il (komon 696-742) u 111 (komon 805-845) Bupychoii JJHK-nonumepassl uiu
MEXy HUMH.

B3pocrvie

Jleuenue [[MB-pemunuma

['enorunupoBanue [IMB B nmonumopdHOsAIEPHBIX JIGUKOIMTAX MMOKa3aj10, 4To yepes 3, 6, 12 u
18 mecsieB edeHus BaTaHIIMKIOBUPOM COOTBETCTBEHHO B 2.2%, 6.5%, 12.8% u 15.3%
JEUKOLUUTOB BhIABIAIOTCSA MyTanuu UL97.

Ipogunaxmuxa [[MB-ungexyuu y nayuenmos nocie mpancniaHmayuu COIUOHbIX Op2aHo8
I'enotunuposanue [IMB B nonumoppHOsIEpHBIX JEHKOIMTAX OKa3ao:

1) otcyTcTBHE MyTaluii, 00yCIaBIMBAIOIIMX PE3UCTEHTHOCTh K TAHIIMKIOBHPY, B 00pasiiax,
nosydeHHbIX Ha 100-b1it AeHb (KOHEeI MPO(HUIAKTHYSCKOTO MPUeEMa BAITaHIIUKIIOBHPA) Y
MAIUEHTOB U3 TPYIIIBI BAJITAHIIUKIOBUPA, U HAUTMIHE MYTAIHiA B 00pa3Iax, MoJTyIeHHBIX
y MaIMeHTOB, MPHHUMABIIIMX TaHIIMKIOBUP epopanbHo (1.9%);

2) OTCYTCTBHE MyTallMii, 00yCIaBIUBAIONINX PE3UCTEHTHOCTD, B 00pasIiax, MOJy4YeHHbBIX Y
MAIMEHTOB, PAHIOMH3UPOBAHHBIX B TPYIIY BAJITAHIIMKIOBHUpPA C mogo3peBaemoii [{MB-
UHQEKIHel dyepe3 6 MecsIeB Mocie TPaHCIUIAHTAINT, ¥ HAINYHE MYTAIHid y MAI[eHTOB,
MOJTy9YaBIITUX TAaHIIUKIIOBUP MEPOPaIbHO, B 6.9%.

Cpenu manueHToB, Moy4aBmuX BanraniukiaoBup 10 100-ro aust u qo 200-ro qus
MOCTTPAHCIUIAHTAIIMIOHHOTO MEPUO/Ia, B IIEIOM MYTAIIMH 110 THITY 3aMEHBI Yallle BCTPEYAINUCh B
HepHO/I POBEICHUs MPODUIAKTHUESCKOM Tepanuu, yeM nocie ee 3aBepiienus (5/12 [42%] o
cpaBHeHuto ¢ 4/58 [7%]).
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BupycHas pe3sucTeHTHOCTh MOXET ObITh MPUYMHOM HEJOCTATOUHOTO OTBETA HAa TEPAINHIO U
MOCTOSIHHOTO BUPYCOBBI/ICJICHUSI B IEPUOJ] TEPAITUH.

Jloknunuyeckue oanHnvle no 6e3onacHocmu

BanranuukiioBup 1 raHIMKIOBUP OKa3blBaJIM MyTareHHOE JIEHCTBUE B KIETKaX JTUMQPOMBI
MBIIIEH U KJIaCTOTeHHBIH 3(h(HEeKT B KJIeTKaxX MIIEKOMUTAIOUINX, YTO COOTHOCUTCS C
MOJIOKUTEIBHBIMH PE3yJIbTaTaMU UCCICAOBAHUN KaHIIEPOT€HHOCTH FaHIIUKIIOBUPA Y MBIIICH.
["aHnuKI0BUp SBISETCS MOTECHIIMATBHBIM KAaHIIEPOTECHOM.

VY JKMBOTHBIX TAaHUIUKIOBUP HapylIaeT (epTUIILHOCTD U OKa3bIBAaeT TepaToreHHbIN agdekt. C
Y4€TOM 3KCIIEpUMEHTOB Ha )KUBOTHBIX, Y KOTOPBIX CUCTEMHOE BO3/ICHCTBHE TAHIIMKIOBUPA B
KOHIICHTPAILUAX HUKE TePaleBTHUECKUX BBI3BIBAJIO aCIIEPMUIO, BECbMa BEPOSITHO, YTO
TaHIMKJIOBUP U BaJTAHIIMKIOBUP MOTYT BbI3bIBATH BPEMEHHOE WJIM MTOCTOSIHHOE YTHETCHHUE
CIIepMaToreHe3a y uejaoBeKa.

["aHIUKIIOBUP OKa3bIBaJl TEPATOr€HHOE JICUCTBUE Y KUBOTHBIX. MccieioBaHus perpoIyKTUBHOM
TOKCUYHOCTH BaJITAHIIMKIOBUPA HE MPOBOJIWINCH, TAK KaK BAJITAHIIUKIOBUP OBICTPO U B
3HAYUTEJILHON CTENEHHU MPEBPAIACTCS B TAHIIMKIOBUP. PenpoayKTHBHAS TOKCUYHOCTD SIBJISETCS
OJIMHAKOBOMH /17151 TaHIIMKJIOBHPA U JIJIs1 BAITAHIIUKIOBUPA (CM. pazzen «OcoOble yKa3aHHs).

DapmakoKuHemuKa

PapMaKOKMHETUYECKUE XAPAKTEPUCTUKYU BaITAHIMKIOBUPA u3ydanucs y BUY- n [IMB-
CEPONOJIOKUTENbHBIX NMALMEHTOB, Y mauuenToB co CIIN/Jom u IMB-petunurom u nocie
TpPaHCIUIAHTALIMK COJIUIHBIX OPTaHOB.

[TapameTpamu, OnpeaeNIAIOIIMMU SKCIIO3ULUIO TAHIIMKIIOBUPA I1OCIIE TPUEMA BaJITaHLIUKIIOBUPA,
ABIIAIOTCS OMOJIOCTYIHOCTh U (DYHKIUS MOYeK. BHoIOCTYyTHOCTh raHIIMKIIOBUPA ObljIa CXOIHOH Y
BCEX IMAlMEHTOB, NMOIYYaBIINX BAITAaHIMKIOBUP. CUCTEMHAs SKCIIO3ULUS TaHLIUKIOBUPA JUIs
PELMITUEHTOB TpaHCIJIaHTaTa cep/1ia, HOYKH, IeYeHN OblUla CXOIHON C TaKOBOM MocCIe
NEPOPATILHOTO NpUEMA BAJITAaHIIMKIOBHPA B COOTBETCTBUH C PEKUMOM JIO3UPOBAHUS B
3aBUCUMOCTH OT (DYHKIIUU MOYEK.

[TponopunonaneHas 3aBucuMocTb AUC raHuukioBupa ot 03bl nocie npuema ot 450 1o 2625
MT BaJIFAHIIMKJIOBHpA OTMEYAIach TOJIBKO B CIIydae MpueMa Mpernapara nocie eipl.

Bcacwvisanue

BanranuukiioBup sBIs€TCS MPOJIEKApCTBOM FAaHIMKIOBHPA, XOPOIIO BCACHIBAETCS B KEITYJOYHO-
KHILIEYHOM TPAKTe, B CTEHKE KUIIEYHUKA U B TIEUEHU OBICTPO META0O0IN3UPYETCS C
o0pa3oBaHNEM IaHLIUMKIOBHUPA. BHOIOCTYITHOCTh TAHIMKIIOBHPA MOCTIE MEPOPATHHOT0 MpuemMa
BaJITaHIUKJIOBUPA cOCTaBIAET 0K0JI0 60%. CrcreMHas 3KCIO3UIMS BAJIFaHIIMKIOBUAPA

HEBBICOKAasl 1 HOCUT KpPaTKOBPEMEHHBIN XapakTep. [1nomane moa KpuBoil «KOHIIEHTpaLUs-
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BpeMs» (AUCo-24) 1 MakcUMasTbHasi KOHIIEHTpaIus B mia3Me KpoBH (Cmax) COCTABIISIOT
npumepHO 1% u 3% OT TakOBBIX FaHIMKIOBHPA, COOTBETCTBEHHO.

Ecnu BanraHuukI0BUp MPUHUMAIOT BO BpEMsI €11kl B peKOMEeHA0BaHHOM J103¢ 900 mr,
BO3pacTaroT Kak cpeauuii mokazarenb AUCo-24 (mpumepno Ha 30%), Tak U CpeAHMI MOKa3aTeb
Crmax (mpumepHo Ha 14%) ranmuknosupa. CienoBarenbHo, npenapat Bansuut® pekoMmenayercs
IPUHUMATD BO BpeMsl /bl (cM. pazaen «Crocod MPpUMEHEHUS U JI03b1»).

Pacnpeoenenue

N3-3a TOro, 4To BaJraHUUKIOBUP OBICTPO METAOOIU3UPYETCS B TAHIIUKIIOBHP, CBSI3bIBAHUE
BaJITAaHIIMKIIOBUPA ¢ OeJIKaMu IU1a3Mbl He orpenessuii. PaBHOBeCHBINH 00beM pacipeeieHus
TaHLMKIIOBUPA MOCJIe BHYTPUBEHHOTO BBeeHUs cocTaBuia 0.68010.161 n/kr. O6bem
pacnpeenenrs raHMKIOBYpa IIPpYU BHYTPUBEHHOM BBEJIEHUU KOPPEIUPYET C Maccoi Tesla U B
paBHOBecHOM cocTosiHuH coctapisier 0.54-0.87 i/kr. 'aHIMKIIOBHP MPOHUKAET B
1epeOpOCHUHANBHYIO KUIKOCTh. CBSI3bIBAaHHE FAHIIMKIOBUPA ¢ OeNIKaMHU IJ1a3Mbl IPU
KOHIIEHTpanusx npenapara ot 0.5 g0 51 Mxr/mu coctasisiio 1-2%.

Memabonuzm

BanranuuxinoBup ObICTpO rHAPOIU3YETCS ¢ 00pa30BaHUEM FaHIUKIIOBUPA, IPYTUX METa00IUTOB
He BbIsABIIEHO. CaM K€ TaHIUKIOBUDP B HE3HAUUTENIBHOMN CTETIEHU MOJIBEPTaeTCsi METadoInu3My.
Buviseoenue

[Tocne mepopanbHOTO MPUMEHEHHS BaJTaHIIUKIOBUP OBICTPO THAPOIN3YETCS A0 TaHIIUKIOBUPA.
["aHIIMKIIOBUD BBIBOAUTCS U3 CUCTEMHOTO KPOBOTOKA TOCPEACTBOM KIIyOOUKOBOM (UIBTPALIUH U
AKTUBHOM KaHAIBIIEBOW cexpenun. [Ipy BHYTPHBEHHOM BBEJICHUH TaHITUKIOBHPA y MAIUEHTOB C
HOpMabHOU (yHKIHEH modyek 6oee 90% HeMeTaboIM3UPOBAHHOTO TaHIIUKIIOBHPA
OTIpeIeNsATIOCch B Moue B TeueHue 24 gacos. [locie npuema BaTaHIIMKIOBHUPA Y TAIIHEHTOB C
HOpMaJIbHON (PyHKIMEHN MOYeK KOHIIEHTpAIUsl TaHMKIOBHpA B IIa3Me KPOBHU MOCTIe
JIOCTIDKEHHS TTMKA YMEHbIanach C MepuooM moiayBbiBeeHus ot 0.4 yaca g0 2.0 gacos.
DapmakoKuHemuKa y 0coovlx Zpynn nayueHmaoe

Tlayuenmsi ¢ HapyweHuem QyHKyuy novex

Hapymenne GyHkmm mouex MpuBOINAIO K CHIKSHHIO KIIMPEHCa TaHITUKIIOBHPA,
o0pa3yrolierocs U3 BaJITaHIIMKIOBHPA, C COOTBETCTBYIOIINM yBEJIMYEHHEM MTEPHOIa
MOJTYBBIBEJICHUS B TepMUHATBHOU (haze. CremoBaTenbHO, MAIIMEHTaM ¢ HapylieHueM G yHKITUI
noyek TpedyeTcss KOppeKIHs 036l (CM. oapaszaen «Ocodble ykazaHus M0 103UPOBAHHION
pasnena «Crocob mpuMeHeHUs 1 J03bI» U pazaen «OcoObie yKazaHus»).
dapMaKOKMHETUYECKHE MTapaMeTphbl TaHIIUKIIOBHpA MOCJIEe OAHOKPATHOTO MEPOPATILHOTO
npuMeHeHus npenapara Baneuut® B 103e 900 MI' y HalEeHTOB C Pa3IHYHBIMU CTEHEHAMH
HapylIeHui (QyHKIIUU TTOYEeK TPEICTaBICHbI HIke B Tabmuie 1.
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Tabauua 1.

PacuetHslil KupeHe

CpenHuil Kaxxyuuncs

Cpennsist AUC (o110 10

Cpennuii nepuon

KpeaTuHHHA (MJI/MUH) | KJIUpEeHC (MJI/MUH) £ nocexHel onpenensemol MIOJTYBBIBEICHUS
CO* xormerrrparnan) (AUC last) (gacel) £ CO
(Mxr*ua/min) £ CO
51-70 249 + 99 495+22.4 485+1.4
21-50 136 + 64 91.9+43.9 102+44
11-20 45 £ 11 223 + 46 21.8+5.2
<10 12.8 +8 366 + 66 67.5+34

* CO — craHIapTHOE OTKIIOHEHUE.

Tlayuenmuwi, Haxooswuecs na cemoouanuse

FaHIII/IKJ'IOBI/Ip 6I)ICTpO BBIBOAUTCA ITPU reMOoJJualini3e. I[aHHI)IG, ITOJIYYCHHBIC B XOAC IMMPOBCACHUA

réeMoauainia 1o HpepLIBHCTOﬁ CXEMC y MallUCHTOB, ITOJIy4aBIINX BaJIraHIOHUKIIOBUD,

OTpeAeNsoT pacueTHbIi knupenc 138 mu/muH + 9.1% u nepuon nonypacnaaa Bo Bpemst

nuanu3a 3.47 gaca. B xoze 3-X yacoBoro ceanca auanusa BEIBOIUTCS 55% ¢pakunn

TFaHLMKJIOBUPA.

HabﬂleHn’lbl co cmabubHo ¢yHK1/ﬁ/l0H1/lpyi0uﬂ/lM MpaHcnjiarmaniom nedeHu

dapMakOKHMHETUKY FaHIIMKIOBHpa, 00pa3yIoLIerocs U3 BaIraHIIMKIOBUPA, U3YdalIH y

NAMEHTOB CO CTA0MJIBHO (PYHKIIMOHUPYIOLIUM TPAHCIUIAHTATOM [I€YEHH B OTKPHITOM

UCCIJIEIOBAaHUH C 4—X KOMIIOHEHTHBIM NIEPEKPECTHBIM Au3aiiHOM. brogocTynHoCTh

TaHIIUKIIOBUPA, 06pa3y10u1er0c51 N3 BAJIF'AHIIUKIIOBHUPA (HpI/I OIHOKPAaTHOM IIPpUEME IIpCIiapaTa B

no3e 900 mr mocne efpl), cocraBuiia npumepHo 60%. AUCo-24 raHIiuKI0BUpa ObL1a

COTIOCTaBMMa C TAKOBOM MOCIIE BHYTPUBEHHOTO BBEICHHSI TAHIIMKJIOBUPA B J103€ 5 MI/KT

nanucHTaM, MEpCHCCIINM MEPCCAAKY IMCUCHH.

Tayuenmoi ¢ napywienuem yHKyuu neveHu

YV mamueHToB ¢ HapymeHuem (bYHKI_[I/II/I MEYCHU, MOJIYyHYarOIHUX FAHIHUKIIOBUP, UCCIICAOBAHUA

(bapMaKOKMHETHKH U MOMYJISIIIUOHHON (papMakKOKUHETUKU HE TIPOBOIUIIHCD.

Tayuenmul ¢ mykosucyuoo3om

B xone (I)apMaKOKI/IHeTI/ILICCKOTO HNCCICIOBaHUA OBLIIO BBISAIBJICHO, YTO MYKOBHUCIIU/IO3 HE

OKa3bIBaJI CTATUCTUYCCKHU 3HAYUMOTI'O BJIIMAHHUSA HA O6H.Iy10 CPCAHIOO CUCTCMHYTO 5KCIIO3ULIUTO

raniukiioBupa (B 1o3e 900 Mr B CyTKH) y PEIUNUEHTOB TpaHciuianTata erkux (N=31).

DKCMO3ULMS TAaHIIMKIOBHPA Y PELMITMEHTOB TPaHCIIaHTATa JIETKUX Oblia COMOCTaBUMa C
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TaKOBOM, sBJIsTIOIIEHCS A dexTuBHON TTpH Teparnuu [IMB-undexmu y 1pyrux penunueHToB
TPpAaHCIIJIaHTAaTa COJIMIHBIX OpPTaHOB.

Tlayuenmui nodxcunozo eospacma

VY nauueHTtoB crapiie 65 JeT uccienoBaHus GapMaKOKMHETUKH BAJITAHIIMKIOBUPA UITU
TaHIMKJIOBHUpPA HE MPOBOAMINCE. OHAKO YUUTHIBAs TO, YTO BAJTAHLIUKIOBUD SBIISAETCS
MPOJIEKAPCTBOM TaHIIMKJIOBHPA (KOTOPHIN BBIBOJAUTCS B OCHOBHOM MOYKAMH), @ TAKIKE CKOPOCTh
[IOYEYHOI'0 KJIMPEHCAa CHUXKAETCS C BO3PACTOM, TO Y AIIMEHTOB MOKUJIOTO BO3pacTa MOKHO
OKUJaTh CHIKEHUE O0IIEro MOYeYHOro KIMpeHca u yUIMHEHNE TIepro/ia MOJTyBbIBEICHUS
raHIUKIoBUpa (cM. moapasaen «Ocolble yka3aHus 10 J03UpOoBaHHIO» pazjena «Crnocod

IPUMEHEHHUS U 103b1»).

IToxka3zaHusi K MPUMEHEHU IO
Jleuenne LIMB-petunuta y B3pocinbix nauuentos co CIIM/{om.
[Tpodunaktuka [[MB-uHbekun mociie TpaHCIUIAHTAIMN COTUIHBIX OPTaHOB Y B3POCIIBIX U

neter crapiue 16 jietT u3 rpyninsl pucka.

IIpoTuBONOKa3aHMS

[ToBbilIEHHAS! YYBCTBUTEIBHOCTD K BAJITAHIIUKIOBUPY, TAHIIMKJIOBUPY WIIH JTHOOOMY
BCIIOMOTaTeJIbHOMY BELIECTBY IIpenapara.

AbcomoTHoe yncio HelTpopuiaoB meree 500 ki1eTok B 1 MKII, 4HCIO TPOMOOLIMTOB MEHEE
25000 xietok B 1 MK viH KOHIEHTpanus remornoouHa Hike 80 /1 (eMm. pazaen «Ocobdbie
YKa3aHUA»).

Knupenc kpeatnnnna menee 10 mi/MuH.

Herckuit Bo3pact 10 16 net (mpodmnaktuka LIMB-undexumn nocne TpaHcrianTayu
COJIMJIHBIX OPraHOB y B3pOCJbIX U AeTeil crapuie 16 JeT U3 rpymibl pucka).

Hetckuii Bo3pact 1o 18 et (neuenue [IMB-perunuTa y B3pocnsix nanueHToB co CITU Jom).

Ilepnon rpyqHOrO BCKapMIIMBAHMS.

C 0CTOPOKHOCTHIO

[Toxwoit Bozpact (6e30omacHOCTh U 3(PPEKTUBHOCTD MpernapaTa He YCTaHOBJICHBI).
['Mnep4uyBCTBUTENBHOCTD K alIMKJIOBHPY, MEHIIMKIOBUPY WU UX MPOJIEKApCTBaM
(BaNanMKIIOBUPY U (DaMIIMKIOBUPY, COOTBETCTBEHHO) B aHAMHE3€, ITOCKOJIbKY M3-3a CXOTHOTO
XUMHUYECKOTO CTPOSHHS TaHIIMKIOBUPA, AIIMKIOBUPA U BaJAI[MKIOBHPA BO3MOKHBI pEaKIIUn

MEPEKPECTHOM TUIIEPUYBCTBUTENBHOCTH K 3THM IIperapaTam.
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IIpumeHeHnne npu 6epeMEHHOCTH M B IIEPHO/L I'PYAHOI0 BCKAPMJIMBAHUSA

JlonosHUTEIbHBIE UCCIIE0BAHUS PEIPOLYKTUBHON TOKCUYHOCTH C BAJITAHLIMKIIOBUPOM HE
IPOBOJWIINCH U3-3a OBICTPOrO U MOJIHOIO MPeoOpa3oBaHMsl BAJITaHIMKIOBUPA B TaHIIMKIOBUP. B
XOJI€ UCCIICOBAHNN Y KUBOTHBIX IPUMEHEHHUE FaHIIUKIOBHPA BBI3BIBAJIO ITPOSIBIICHUS
PENpPOYKTUBHOM TOKCUUYHOCTH M TEPATOT€HHOE JeiCTBUE (CM. mojpasnen «/lokmunnyeckue
JIaHHBIE 110 Oe30MacHOCTHY pa3zena «DapMaKoIOTHIECKIE CBOMCTBAY).

Bo Bpems nedeHns U B TeueHne MUHUMYM 30 QHEH 1Tociie OKOHYaHUS JICYCHUS IPenapaTom
Banbuut® jKeHIMHAM ¢ PENpOyKTHBHBIM TIOTEHIIUATIOM CIIEAYeT PEKOMEHI0BATh
UCTIOJIb30BaTh HAJIS)KHBIE METOAbI KOHTpauenuu. Bo Bpems neueHus u B Teueane MUHUMYM 90
JIHEH I10CJIE €r0 OKOHYaHUs MY>KYMHAM, BEAYLIUM I10JIOBYIO KU3Hb, PEKOMEHYETCS
UCIIOJIb30BaTh OapbepHBIIl METO] KOHTPALICIIIMHY, 33 UCKJIIOUCHUEM CITy4yaeB OTCYTCTBHSI pHCKa
BO3HUKHOBEHUS OEPEMEHHOCTH y NMapTHEPIIH (CM. 1ojpa3aen «J{oKiIMHuYecKue JaHHbIe 10
Oe3omacHocTH» pasnena «Dapmakonornueckue cBoiicTBay U pasnen «Oco0ble yKa3aHusm»).
Be3omacHOCTh MpuMeHeHH s TIpenapata Bansut® npu 6epeMeHHOCTH y YelnoBeKa He
ycraHoBiieHa. O1HAKO FaHIMKIJIOBUP ObICTPO IPOHUKAET Yepe3 YeIoBeUeCKyo mianeHTy. [lpu
GepeMeHHOCTH Ha3HaueHus npenaparta Banbuut® ciieayer u3derarh, 3a MCKIIOUEHUEM CI1ydaes,
KOTJ1a MOTEHIUAILHBIN TIOJIOKHUTEIBHBIA d(P(PEKT JICUSHUS ISl MaTepH OIMPABIIBIBACT
BO3MOYKHBIN PHUCK JJIA IIJI0A.

HccnenoBanuii BINSHUS BaITAaHIMKIOBUPA U TaHIMKIIOBUPA Ha IEPU- U IOCTHATAIBHOE
pa3BUTHE HE MPOBOIUIIOCH, IPU 3TOM HEJIB351 HCKJIFOUNUTH BO3MOKHOCTbD BBIICIICHUS
TaHIMKJIOBHPA C TPYAHBIM MOJIOKOM U Pa3BUTHS CEPhE3HBIX MOOOYHBIX PEaKIUil Y TPyIHOTO
pebenka. Pe3ynpTaThl UCCIIEIOBaHUN y Y€IOBEKa OTCYTCTBYIOT, HO Pe3YyJbTaThl HCCIEA0OBAHUN Y
JKUBOTHBIX IT0OKa3bIBAIOT, YTO FAHIIMKIOBUP BBIBOJUTCS C IPYAHBIM MOJIOKOM Y KpbIC. B citydae
HE00XO0IMMOCTH NPUMEHEHUS Npernapara B MepHoJ JaKTalluu HE0OX0IUMMO PEKPaTUTh IPyAHOE

BCKapMJIMBaHUE.

Cnocod npuMeHeHus U 103bl

Bo uzbexanue nepeno3upoBKU HEOOXOIUMO CTPOrO COOIOIaTh PEKOMEHAALINH 110 PEXKUMY
JIO3UPOBAHUS.

Cmanoapmmuulil pexcum 003upoeanus

Ipenapar Banbuut® cieyer NpUHUMATE BHYTPh BO BpeMs eJibl (CM. TOpa3ieibl
«BcacpiBanue» n «PapMakOKMHETHKA y 0COOBIX TPYII MAallMEHTOBY» pa3zerna
«DapMaKoJIOTHYECKHE CBONCTBAY). BanraHIMKIOBUD OBICTPO U B 3HAYMTEIILHON CTETICHU
MeTabonu3upyeTcsi ¢ 00pa3oBaHMEM TaHIMKIOBUPA. BHOTOCTYITHOCTh FaHIIMKIIOBHpPA B CITy4yae
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npuema TabneTok npenapara Bansiut® B 10 pas BhIIe, 4eM B cilydae MepopaibHOTO MpHeMa
raHuukiIoBupa (cM. paszzaensl «Ocobble ykazanus» u «llepeno3upoBkay).

Heo0OxonnMo cTporo npuaepxuBaTbcs pEKOMEH1allui 10 JO3UPOBAHUIO, YKa3aHHBIX HUKE.
Tepanua [IMB-pemunuma

Bspocnvie

Hnoykyuonnas mepanus L{MB-pemunuma

V HanuenToB ¢ akTuBHBEIM LIMB-peTHHHTOM pekoMeH0BaHHAs 1032 npenapaTa Banpuut®
coctapisieT 900 mr (2 tabnetku mo 450 mr) 2 pa3a B cyTku B TeueHue 21 aus. JnurenpHas
MHAYKIIMOHHAS Tepanus MOBBIIIAET PUCK MUETOTOKCUYHOCTHU (cM. pazzen «OcoOble yKazaHus»).
Tloooepacusarowas mepanus L{MB-pemunuma

ITocne npoBeneHus Kypca MHAYKIIMOHHOW T€panuy WK Y NALUEHTOB ¢ HeaKTUBHBIM [[MB-
PETHHHUTOM peKOMEeH0BaHHas J03a cocTaBiuseT 900 mr (2 tabnetku o 450 mr) 1 pa3 B CyTKH.
Ecnu Tedyenne peTuHUTA yXY/IIIAaeTCs, KypC HHAYKIIMOHHOM Teparnuyu MOKHO TTOBTOPHUTH (CM.
noapazaen «Munykiuonnas tepanus LIMB-petunuTay pasznena «Cnocod npumMeHeHus 1
J03b1»). JUTenbHOCTh OAICPKUBAIOIICH TEpaiK J0JDKHA ONPEACIIATHCS WHANBUIYATBHO.
Hpogunakmuxa IIMB-unghexkuyuu nocie mpancnianmayuu cONUOHbIX OP2AHO8

Bspocnvie

[TaruenTam, nepeHecuInM TPaHCIUIAHTALUIO nOYKU, HEOOXOAMMO HauyaTh TEPAIUIO [IpenapaToM
Banbeiut® B Teuenue mepprix 10 qHei mocie oneparuu B go3e 900 mr (2 Tabaerku mo 450 mr) 1
pa3 B CyTKH U npojoskath Tepanuto 10 200-ro AHS NOCTTPaHCIUIAHTALMOHHOTO MEPHUO/Ia.
[TarueHTam, MEpeHECHINM TPAHCIUIAHTAIIUIO OPYeUX CONUOHBIX OP2aHO8, HEOOXOAUMO HauaTh
Tepanuio npenapatoM Bansuut® B Teuenue nepsbix 10 aueii mocie onepanuu B 1o3e 900 mr (2
tabnetku 1o 450 mr) 1 pa3 B cyTku 1 mpogospkath Tepanuto 10 100-ro qas
NOCTTPAHCILUIAHTAL[MOHHOTO IEpUO/Ia.

Ocoovie ykazanus no 003upoeanuio

Hayuenmot 0emcKo2o eo3pacma

Tepanus L[MB-pemunuma

[IpoTHBONOKAa3aHO IIPUMEHATH TabNeTKK npenapara Bamsuut® y nereit 1o 18 et ¢ nenbio
tepanuu [IMB-perunuTa, Tak kak 3¢)()eKTUBHOCTh M O€30MaCHOCTh MPUMEHEHHS ITperapara
Bansuut® y 1aHHOM BO3PACTHOI IPyMHIIBI O JAHHOMY HOKa3aHHUIO HE YCTAHOBJIEHA.
Ipoghunaxmuxa [IMB-ungexyuu nocie mpancniaumayuu COTUOHbIX OP2AHO8

Pexxum nozupoBanust y nereit B Bo3pacrte ¢ 16 1o 18 net He oTimyaercs oT pexxuma
JI03UpOBaHus y B3pocibix (cM. noapasen «IIpodunaktuka IMB-undexnun nocie
TPaHCIIAHTAIIMHU COJTUIHBIX OPraHOBY pasaena «Crocod mpuMeHeHHs U 103b1»). TabneTku
npenapara Banpuut® npoTHBONOKa3aHO MPUMEHSTE Y IeTeil ¥ MOJPOCTKOB 10 16 €T ¢ 1enbio
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npodunaktuku [IMB-uHbexmMy nocne TpaHCIIAaHTaMU COJTUIHBIX OPTaHOB, TaK KaK
3 (eKTHBHOCTH 1 6E30MaCHOCTh MPUMeHEeH s TIpenapata Bansuut® y 1aHHOlM BO3pacTHOI
TPYIIIbI HE YCTAaHOBJICHA.

Hayuenmul noorcunozo so3pacma

O¢ddexkTnBHOCTH U 0€30MACHOCTh B JTAHHON MONYJISILIMK NAllUEHTOB HE YCTAHOBJIECHBI.
Knunnueckue uccienoBaHus y HallUEHTOB B Bo3pacte >65 sieT He mpoBoawInch. [lockombky
IIOYEUYHBIN KIUPEHC C BO3PACTOM CHUYKAETCS, NALMEHTaM [T0KHJIOr0 BO3pacTa mpernapar
Bansuut® ciiefyeT Ha3HAYaTh CTPOTO € yYETOM MOKa3aTesel (GyHKIUK MOYeK (CM. HIKE
Tabnuny 2 u noapasnen «PapMakOKMHETHKA Y OCOOBIX I'PYII HAllMEHTOBY» pa3jerna
«DapMaKoJIOTHYECKUE CBOMCTBAY).

Hayuenmui ¢ NOYEYHOU He)OCMAMOYHOCHbIO

Heo0xoaumMo npoBOUTh THIATENBHBIN KOHTPOJIb KOHIIEHTPAIIMKA KPeaTUHUHA B CHIBOPOTKE
KPOBH HJIM PACYETHOTO KIIUpEeHca KpeaTHHUHA. KOppeKInio 1036l y B3pOCIBIX MAlUEHTOB
MIPOBOJISIT B 3aBUCUMOCTH OT KIIUPEHCA KPEaTHHHUHA, KaK 3TO IMOKa3aHo B Ta0wIIe 2,
MPEACTaBICHHON HIKE (CM. moapaszaen «PapMakOKMHETHKA Y 0COOBIX TPYIIT MAIMEHTOBY

pasaciia ((q)apMaKOHOFI/I‘IeCKI/IC CBOMCTBa» U pasacia «OcobrIe YKa3aHI/I$I))).

Pacuernsprit KIIMPCHC KpCaTHHHUHA BBIYUCIIACTCA B 3aBUCUMOCTH OT KOHICHTPAlUKU KpCaTUHHWHA B

CBIBOPOTKE KPOBH 10 CIIEAyIOIIeH hopmyie:

(140 - Bo3pacr [1eT]) X (Macca Tena [Kr])
JULSL MY KUHH = === mmmmm e oo o
(72) x (0.011 x KOHIEHTpAIMs KPEaTHHUHA B CBIBOPOTKE KPOBU [MKMOJIB/J])

Jutst skeHIuH = 0.85 X mokazarens JUisi My>KIiuH

Tabnuua 2.
Knupenc kpeatnuanHa Jlo3a 111 MHIYKIMOHHON Jlo3a 11 o AepKUBArOLICH
(MJ1/MUR) Tepanuu Tepanuu/mpoPUIaKTUKI
>60 900 mr 2 paza B CyTKH 900 mr 1 pa3 B cyTku
40-59 450 mr 2 pa3a B CyTKH 450 mr 1 pa3 B cyTkn
25-39 450 mr 1 pa3 B cyTkH 450 mr kaxaple 2 qHS
10-24 450 mr kaxaple 2 THA 450 mr 2 pa3a B HeJIeII0
<10 IIPOTUBONOKA3aHO MIPOTHUBOIIOKA3aHO

Hayuenmui ¢ neuenoynoul He00Cmamo4HOCnblO

O} PexTuBHOCTH U OE30MaCHOCTh HE YCTAHOBIJIEHHI (CM. Tosipa3aen «DapMaKkOKUHETHKA y

0COOBIX TPYII MAIMEHTOBY pasena «DapMaKoIOruIecKue CBOWCTBAY).
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Hayuenmol ¢ msaowcenon AetuKonesuel, Heumponenuen, aiemuel, mpomooyumoneHuen,

nanyumonenuell

Y NanmeHToB, HOTyYalomuX penapat Banbiut® (1 TaHIMKIOBUp), OTMEYAINCh CIydan
TSDKEIION JICHKOTICHUH, HEUTPOTICHUH, aHEMHH, TPOMOOIIMTONICHHH, TTAHIIUTOTICHHH,
HEIOCTaTOYHOCTH KOCTHOT'O MO3Ta M arlaCTHYeCKol aHeMuu. JIedeHue He cieyeT HaunHaTh,
ecyu abCoMI0THOE YKciio HelTpoduimoB Menbie S00 KIeTok B 1 MKIT WJIM YHCIIO TPOMOOIIMTOB
menbIe 25000 kaeTok B 1 MK, a TakkKe B clydae, eciu reMorio0uH Hroke 80 1/ (cM. pazien
«ITobouHOE NEercTBHEY).

Tlayuenmol, Haxooswuecs Ha 2emoouaIU3e

VY manuueHToB, HaXOAIIUXCS Ha reMoAnain3e (KiIupeHc kpeatunuHa <10 mir/mMun),
pEeKOMEHIALKH 110 J03UPOBAHUIO npenapaTa Bansuut® orcyTcTByroT. TakuM mamueHTam

IMPUMCHCHUC IIpCIIapara BaJ'ILI_[I/IT® IIPOTHUBOIIOKA3aHO.

ITob6o4uHoe nelicTBue

BanranuuknoBup npezacrasisieT coO0i MpoaeKapcTBO FAHLIKUKIOBUPA, KOTOPOE MOCIIE
HEepOPaAILHOTO MpHeMa ObICTPO MPEBPALAETCs B TAHIIUKIOBUD, TIOITOMY BCE U3BECTHBIE
HE)XenaresbHble 3PGEKThI, CBSI3aHHbBIE C IPUEMOM TaHIIUKIOBUPA, SBJISIOTCS OXKHIAEMBIMU JUIS
npenapata Baneuut®. Bee HexenaTenbHble PeaKiuy, 3aperuCTPUPOBAHHbBIE B KIMHHYECKUX
HCCIIeIOBAHMAX Tpenapara Banbiut®, panbiie HAGMIOAATNCH IPU IEYEHNH TAaHIIUKIOBHPOM.
He:xenaTenbHble peakliny, BOZHUKABILINE IIPA IPUMEHEHNN TAHIIUKIIOBUPA NN
BAJIFaHIIMKJIOBHPA, BKJIIOYEHBI B TAOIUILy 3.

Haunbonee cepbe3HbIMH U YaCTHIMU HEKEIATEIbHBIMU PEAKIIUSMHU y NAIUEHTOB, MOJIy4aBIINX
BaJITaHIUKJIOBUP/TAaHIUKIIOBUD, SIBJISIFOTCS] HAPYILIEHUSI CO CTOPOHBI KPOBH, B YACTHOCTH,
HEUTpOIeH!s], aHEMHsI U TPOMOOLIUTOIICHUSI.

OO6uwmit mpo¢uinb 6€30MaCHOCTH FAHLIMKIOBUPA/BAITaHIIUKIOBUPA COMTOCTAaBUM B MOM YJIAIMSIX
MALMEHTOB ITocJe TpaHcianTauuu U ¢ BUY. Mckinrouenue cocTaBisieT HeskenaTenbHas peaKus
«OTCIIOMKa CeTYaTKu», HaOMoAaBIIascs ToJIbKO y nanueHTos ¢ [IMB-perunurom. Tem He
MEHEe, UMEIOTCS Pa3JIMuUs B 4aCTOTaX HEKOTOPBIX HEXKEIATeNbHbIX peakuuil. [Ipumenenue
BAJITAHIIUKIIOBUPA aCCOLIMUPOBAJIOCH C IOBBIIICHHBIM PUCKOM JUAPEU 110 CPABHEHUIO C
IIPUMEHEHNEM TaHIIMKIIOBHPA BHYTPUBEHHO. JInXopaaka, KaHAU103, JENPECCHs], TShKeas
HelTponenus (abcomotHoe yucio HerTpoduiaoB (AUH) <500/MKiT) 1 KOKHBIC PEaKIIUH JaIle
orMeyvanuch y nanuentos co CIIM/Jom. Hapymenue ¢pyHKunid mo4ek U neuyeHu yare
HaOJII0AaIHMCh Y MAIIMEHTOB 1OCIIe TPaHCIIIIAaHTAIUH.

YacToTsl BO3HUKHOBEHUS HEXKEIAaTEeNbHBIX PEaKIMii, yka3aHHbIE B Tabnuile 3, Onpe/iesieHbl Ha
OCHOBE aHaJln3a 00beJMHEHHON MOMYJIALNY MAMeHTOB, OMyYaBIINX MOIIEPKUBAIOLIYIO
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TEPAIINIO TAHIUKIOBHUPOM WJIN BAJITaHIUKIIOBUPOM B KIIMHUYECKUX UCCIICAOBAHUAX Y

narueHToB ¢ BUY. VckimoueHne coCTaBIsIOT YaCTOThHI aHA()UITAKTUIECKIX PEaKITHii,

arpanyJonuTo3a U rpa’HyJIOIUTOINICHUN, OIIPCACIICHHLIC HAa OCHOBEC JaHHBIX

IMOCTPErUCTPAIUOHHOT'O Ha6J'IIOI[CHI/I$I.

I[J'ISI OIIMCaHHUA 94aCTOThI HEXKECIIATCIIbHbBIX peaKHI/Iﬁ HCIIOJIB3YETCA CIICAYyromas KJ'IaCCI/I(l)I/IKaHI/IﬂZ

oueHb vacteie (>1/10), gacteie (>1/100 u <1/10), mewactoie (>1/1000 u <1/100), penkue

(>1/10000 1 <1/1000) u ouens peaxue (<1/10000).

Tabmuma 3. YacToTa pa3BUTHS HEXeENATEIbHBIX JICKAPCTBEHHBIX peakiuii y marueHToB ¢ BUY,

MOJTYYAIOITUX MOISPKUBAOIIYIO TEPANTUIO TAHIIMKIOBUPOM/BAITAaHIIHKIIOBUPOM.

He:xenarenbHasi JieKapCTBEHHAsI peaKIus

Kunacc cucrem opranos

Yacrora

Hnghexyuonnvie u napasumapnsvie 3a60.1e6aHUs.

Kanannos, Bkito4ast KaHIAUI03 CITU3UCTON 000IOYKH MOJIOCTH pTa

OueHp 4acTo

Wudekunn BepXHUX JbIXaTeIbHBIX MyTeH

OueHp yacTo

Cencuc Yacro
['punn Yacto
WNHdexun MoueBbIBOAALIMX yTeH Yacro
Bocnanenne nmoakoKXHO-KUPOBOU KJIETYATKU Yacto

Hapywenus co cmoponvl kposu u aumgpamuueckoii cucmemol

Helitponenus Ouenb yacto
AHnemus Ouens yacTo
TpombouuTonenus Yacto
JlerikoneHus Yacto
ITannuronenus Yacto
Hapymenue @pyHkunyu KOCTHOro Mo3ra Heuacto
AnnacTuueckas aHeEMUs Penko
ArpaHynonuTo3z** Penxo
['panynouuroneHus™> Penko
Hapywenus co cmoporvl uMMYHHOU cucmembl

I'MnepuyBCTBUTEIBLHOCTD Yacto
AHadunakTuyeckas peakius™** Penko

HapymeHuﬂ CO CMOPOHbL obmena esewecme U numdaHuA

CHIKCGHHE aIllleTUTa

OueHp 4acTo

Bepcus 5
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CHIKEHME MACCHI TEIa Yacrto

Hapywenus ncuxuxu

Henpeccus Yacto
CocTosiHME CITyTaHHOCTH CO3HAHUS Yacro
Tpesora Yacto
Bo3oyxnenue Heuacto
IlcuxoT4ecKkoe paccTpOUCTBO Heuacro
PaccrpoiicTBa MbIIUIEHUS Heuacro
INammronmaanum Heuacto

Hapywenus co cmoponvl HepeHoll cucmembl

['onoBHas 60116 Ouensb yacto
becconnmuma Yacto
[Tepudepuyeckas HeliponaTus Yacro
I'onoBokpyxeHue Yacto
[Tapecres3us Yacro
['unecresus Yacro
Cynoporu Yacto
Jucres3us (HapylleHHE BKyca) Yacro
Tpemop Heuwacrto

Hapywenus co cmoponvl opeana 3penus

YXyaueHue 3peHus Yacto
Ortcroiika ceTyaTKu™ Yacto
[InaBaroire MOMYTHEHUS CTEKJIOBUIHOTO TeJla Yacro
bons B rnazax Yacto
KoHbIOHKTUBUT Yacto
OTek MaKyJibl Yacro

Hapywenus co cmoponul opeana ciyxa u 1abupunmmusie HapyuleHus

bons B yxe Yacto

I'myxora Heuacto

Hapywenus co cmoponul cepoeuno-cocyoucmotl cucmemsbl

Hapymenus cepaeunoro putma Heuwacro

[ToHmkeHne apTepHaIbHOTO JaBICHUS Yacro

Hapywenus co cmoponul Ovixamenvhoti cucmemvl, 0p2ano8 pyOHOl KNemKu U cpeooCmeH s,

Kamens OueHp 4acTo
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OnpImka

OueHp 4acTo

Hapymenuﬂ CO CMOPOHbL Ofceﬂyéquo-Kumeuﬁoeo mpaxkma

Huapes OueHb YacTo
TommuoTa OueHb 4acTo
PBota OueHb 4acTo

Bbonrs B )xuBoTe

OueHn yacTo

Hucnencus Yacro
Mereopusm Yacto
Bosnb B BepxHel yacTu )KUBOTa Yacto
3anop Yacto
W3bs3BiieHne CIM3UCTON 000JIOYKH MOJIOCTH PTa Yacro
Hucdarus Yacrto
B3nyrue xuBora Yacto
ITankpearur Yacto
Hapywenus co cmopoHvl neuenu u sicenuesvi800auux nymet

[ToBbilIeHNE aKTUBHOCTH 11I€JI0YHOMN (hocdaTasbl B KpOBU Yacro
Hapymenne Qpynkunu neyenu Yacro
[ToBbIlIeHNE aKTUBHOCTHU acmapTaTaMHHOTpaHCc(epasbl Yacro
[ToBhIlIeHNE aKTUBHOCTHU allaHUHAMUHOTpaHCepasbl Yacro

HapymeHuﬂ CO CMOPOHbL KOIHCU U NOOKONCHBIX MKAHell

Hepmatut Ouensp yacto
Hounas motnuBocTh Yacro
3ya Yacro
Chlinb Yacto
Anonenust Yacto
CyXxoCTh KOXH Heuacto
Kpanusauna Heuacto
Hapywenus co cmoponvl cxeemuo-muludedHol U coeOUHUmMeNbHOU MKAHU

bosb B cniuue Yacro
Muanrus Yacto
ApTtpanrus Yacto
MElIeqHbIe CIIa3Mbl Yacro
Hapywenus co cmopoHbvl nouex u Mouegblgo0suux nymeu

Hapymenune pyHkmm mouex Yacto
Bepcua 5 MWUH3OPAB POCCUWN 1 N015446/01-190318 COITIACOBAHO
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CHMKEHHUE OYEUHOr0 KIMpeHca KpeaTuHUHA Yacro

IloBbIIIEHNE KOHIIEHTPALIMU KPEAaTUHUHA B KPOBU Yacto
IToueynast HEOCTATOUYHOCTD Hewacro
I'emarypus Heuacro

Hapymeuuﬂ CO CMOPOHbL NOJI0OBLLX OP2AHOB U MOJIOYHOLL dcenesnl

Myskckoe Oecritonne Heuacto

Obwue paccmpoticmea u HapyuleHusi 8 Mecme 66e0eHUs

JInxopanka Ouenb yacto
[ToBbIIIEHHAS YTOMIISIEMOCTh OueHp 4acTo
Bbonb Yacto
O3H00 Yacto
OO01ee HeTOMOTaHHE Yacto
Acrenns Yacto

bons B rpyau Heuacto

* OTcmoiika ceT4aTKu HaOMoqanack Tonbko y manueHToB co CIIM/Jom mpu teparnmu LIMB-petuaunTa.
** YacroTa TaHHBIX HEXEJAaTEIbHBIX PEaKIUi ONpeAessilach HA OCHOBAaHUU JAHHBIX

MOCTPErHCTPALIIOHHOTO IPUMEHEHHUSL.

Onucanue omoenbHbiX HeICeNamenbHbIX PeaKyull

Heumponenus

Puck pa3Butust HEUTPONIEHUN HENb3s MpeJcKa3aTh, UCXOAs U3 YKCiIa HEUTPo(UIiIoB, 10 HayasIa
nedeHus. BO3HUKHOBEHNE HEUTPOIIEHNH SABJIIETCS TUIIMYHBIM JUIsl IEPBOM MM BTOPOU HEAEIN
MHAYKIIMOHHOW Tepanuu. Yucio HeMTpopuiioB, Kak MpaBuiio, HOPMAIIU3yeTCsl B T€UEHHE 2-5
JTHEH 1mociie mpeKpalieHus mprueMa mpernapara Uil CHUKeHHUs 10361 (cM. paszen «Ocolble
yKa3aHUs»).

Tpomboyumonenus

VY nanueHToB ¢ UCXOAHBIM HU3KUM 4HCIOM TpoMOoruToB (<100000/Mi1) MOBBIIIEH PUCK
Pa3BUTHS TPOMOOLIUTONIEHUH. Y MALIMEHTOB C ATPOTEHHOM Cynpecchueil MIMMYHUTETA BCIEACTBHE
Tepanuu UIMMYHOCYTIPECCAaHTaAMH PUCK Pa3BUTHUS TPOMOOIIUTOIIEHUH BBIIIE, YEM Y MAallUEHTOB CO
CIIN oM (cm. pa3aen «Ocobble ykazanus»). Tsokenas TpOMOOLUTONIEHHUSI MOKET
COIPOBOKAATHCS MOTEHIMAIBHO KU3HEYTPOKAIOIIUMHU KPOBOTEUECHUSMH.

Brnuanue onumenvnocmu mepanuu/noKazanus K nPUMEHeHUI0 HA PA36UMUe HeXCeaamenbHbIX
peaxyuii

Tspxenast HeiTponieHus (abcomroTHOE uncio HeiTpodunos (AUH) <500/mki) warie

HaOmonanack y nanuertoB ¢ [IMB-perunutom (16%), momy4aBuimx BajaraHIUKIOBUP, 11O
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CPaBHEHUIO C MAIIUEHTAMU NIOCJI€ TPAHCIUIAHTALIMM COJIUIHBIX OPraHOB, MOJYyYaBIINX
BAJITQHIIMKJIOBUP WJIU TAaHIIMKIOBHP (TMIEPOPATHHO). Y MAIUCHTOB, MMOJyYaBIIAX
BAJITAHIIUKJIOBUP WJIM TAaHIIMKIIOBUP (TIepopasibHO) B TeueHue 100 nHel mocie TpaHCIIaHTalluu,
YacTOTA Pa3BUTUS TAKEIOW HEUTponeHuH coctaiisiia 5% u 3%, COOTBETCTBEHHO. Y MAlMEHTOB,
MOJIyYaroUIMX BAITaHUUKIOBHP B TeueHue 200 nHe nmocie TpaHCIUIaHTally, YacTOTa Pa3BUTHUS
TsDKeNoN HelTponenuu coctabisuia 10%. YV nmaimeHToB nociie TPaHCIUIAHTALMK COTUIHBIX
OpraHoB, IOJyYaBUIMX BaJITaHLUMKIOBUP U FAHIUKIOBUD (nepopanbHo) B TeueHue 100 unu 200
THel, Ha0moaanoch 0oJiee BIpaXKEHHOE YBEIMYEHNE KOHIICHTPAlUU KPeaTHHUHA B CHIBOPOTKE
KpOBH 110 CpaBHEHUIO ¢ nanueHtamu ¢ [IMB-pernautoM. OHaKko Ba)KHO OTMETUTD, YTO
HapylIieHne (GYHKIIUU TTOYEK SBISETCS XapaKTEPHBIM CHMITTOMOM, Yarie HabI0JalonuMCst y
MAalMEHTOB MOCJIE TPAHCIUIAHTAIIMU COJIUIHBIX OPTraHOB.

06wt mpoduis 6e3omacHocTy npenapara Banpuut® He 3MeHsAETCS IPH IPOIEHUN EPHOJA
npoQUIAKTUYECKOTO IPUMEHEHHSI Y TAIIMEHTOB C BBICOKUM puckoM pa3Butus LIMB-undexuuu
nocJie nepecagaku movyku 10 200 quei.

VYV nmanueHToB, MOIy4arouX BAITaHIUKIOBUP A0 200-T0 JHS MOCTTPAHCILIAHTAIIMOHHOTO
Mepro/ia, N0 CPAaBHEHUIO C MAMEHTAMU, OJIyYaroUX BalranuukiaoBup 10 100-ro qus
MOCTTPAHCIUIAHTAIIMIOHHOTO MEPHO/1a, HAOIIOAAETCA HEKOTOPOE YBEINYEHHE YACTOTHI
JICUKOTICHUH.

YacToTsl pa3BUTUS HEUTPOIICHUH, aHEMHUH U TPOMOOITUTOIICHUN OBLTH CXOJIHBIMH Y ITAIIHCHTOB,
nonyvarouux JieueHue A0 100-ro gus u 200-ro AHS NOCTTPaHCIIAaHTAIMOHHOTO MEpUOoa.
Tayuenmsi demckoeo 6o3pacma

O6muit npoduis 6e3onacHocTH npenapata Bansuut® y neteit He oTnuyaercs ot npodus
0€30MacHOCTH Mpenapara y B3pOCIbIX.

B netckoii momymsiuy HaOII0AaI0Ch HEKOTOPOE YBEIMUEHUE YACTOThI HEUTPOIIEHNH, OJTHAKO
ATO HE MPUBOAMIIO K YBEIHMUEHHUIO YACTOTHI MH(EKIIUH.

VY nerei, nepeHecINX TPAaHCIUIAHTALIMIO [TOYKH, YBEJIUYEHHE NTEPHO/Ia MPOPUIAKTUUECKOTO
npumeHeHus 10 200 qHel He TPUBOAMT K YBEJIMUEHHUIO YaCTOThI HEXKEIATSIHHBIX SBJICHUM.
Bpoowcoennasn [[MB-ungexyus

Tepanus BpoxaenHoi LIMB-un¢ekunu He sBisieTcss 0400peHHBIM OKa3aHUEM K IIPUMEHEHUIO
npenapaTa Banenut®. TeM He MeHee, HCCIIEIOBaHHs, IPOBEICHHBIE Y HOBOPOXKIEHHBIX U JIeTel
paHHero Bo3pacta ¢ BpoxkaeHHoi [IMB-unbeknuet, mpeaocTaBisitoT JaHHBIE 0 TIpoduiie
0e30MacHOCTH Mpenapara B JaHHBIX MOMyNAIusIX narueHToB. [Ipoduns 6e3omacHocTr
npenapara Banenut® comocTaBuM ¢ M3BECTHBIM NPOodHIEM G€30MaCHOCTH BaITaHIIUKIOBHPA/

TaHIIMKIIOBUPA.
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OCHOBHBIM IIPOSIBICHUEM TOKCUYHOCTHU TaHLUKIIOBHUpA siBsieTcs: HeTponenus (y 38%

MAIMEHTOB OTMEUaiach HeUTponeHus 3 win 4 craauu, | nanueHty morpedoBaioch

HpeKpalieHue Tepanuu). boJIbIIMHCTBO SBJICHUN TTOAABATHCh KOPPEKIMHU, IPH OTHOBPEMEHHOU

BO3MO>KHOCTH IIPOJIOJKATh IPOTUBOBUPYCHYIO TEPAIUIO. Y BCEX HOBOPOXKICHHBIX
Ha0JII01aJI0Ch YBEIMUYEHHE NIOKa3aTesel, XapakTepu3yOLIUX pOCT U pa3BUTHE (POCT, Macca
TeNa, CPEIHsS OKPYKHOCTB Tos10BbI). [Ipu nepopanbHOM IPUMEHEHUH BAITaHIIMKIOBUpA
Han0oJiee YaCThIMU HEXKENATEIbHBIMUA PEAKIUAMU ObUTH HEUTPOIICHUS, aHEMUS, HApYILIEHHE
(byHKUMU neyeHu U auapes. [lepeunciieHHble HexelaTelbHbIe SIBIEHUS HAOII01aINUCh Yallle y
NAIUEHTOB IIPY 6-HEIEIbHON TEPANlNU BAITaHIUKIOBUPOM, IO CPAaBHEHUIO C ITALIUEHTaMU,
[I0JIyYaBLUIMMH BaJIFAHIIMKIOBUP B TeueHUe 6 mecsieB. Cepbe3HbIMU HEXENAaTEIbHBIMU
SBJICHUSIMU, CBSI3aHHBIMMU C JIECUEHUEM, ObLIIM HEUTPOIIEHUSI U aHEMUSI, KOTOPbIE TAK)KE Yallle
HaOJIr0AaIMCh IPU TepanuU JJIUTEIbHOCThIO 6 Henenb. He Habmoqanock CTaTUCTUYECKH UITH

KIIMHUYCCKH 3HAYMMBIX pa:«umqﬂﬁ MCXKAY MAlIUCHTAMU, ITOJTYy4YaBIINMHU BAJIT'aHIIUKIIOBUD B

Te4eHHue 6 HeJeNb U B TeUEHHUE 6 MECALIEB, B [TOKA3aTENIX, XapaKTEPU3YIOIIUX POCT U Pa3BUTHE,

TAaKUX KaK Macca Tejia, poCT, CPpCAHAA OKPYKHOCTH I'OJIOBBI.

Jlabopamopnvie nokazamenu

HpI/I INpOJICHUHU II€PpUOaA HpO(I)I/IJ'IaKTI/IKI/I Y B3pOCJIbIX MAOUECHTOB C BBICOKUM PUCKOM PA3BUTHSA

LIMB-uH(pekunu mocie TpaHCIIIaHTAIUH COTUIHBIX OPTaHOB YacTOTa HAPYIICHUN
nabopaTopHbIX moka3areseit 10 200-T 1Hei ocTaBagach CXOIHOM.

Tsoxemas HeI‘;ITPOHCHI/ISI OoJlree yacTo Ha6J'II-O,Z[aJ'IaCL y I[eTefI, MEPCHCCIINX TPAHCIINIAHTAIUIO

IMMOYKH 1 NTOJYYaBHINX BAJIT'AaHIIUKIIOBHUP 10 200-To AHA TOCTTPAaHCINIAaHTAIMOHHOI'O IIEpruoaa, 1mo

CpPaBHEHUIO C JIETbMH, MTOTYYaBITUMHU BaNTaHIIUKIOBUD 10 100-r0 aHS
MOCTTPAHCIUIAHTAIIMOHHOTO TIEPHO/IA, @ TAKKE TI0 CPABHEHHIO C B3POCIBIMH, TEPEHECITUMHU
TPAHCIUIAaHTALMIO MOYKU U MOJYYaBIIMMH BanranuMkiIoBup 10 100-ro u 200-ro nus

MOCTTPAHCINNIAHTAIMOHHOT' O IICpUOAa.

Tabnuna 4. M3menenus 1adopaTopHbIX MOKa3aTesnel, cooOIaBIIuXCs Ipy IpUEeMe IpenapaTa

BaJ'IBI_II/IT® Y B3pOCIIbIX.

N3menenus [TatmenTsl ¢ IMB- | [lanueHTsI ocie TpaHCIUIAHTALMU COTUIHBIX
1a00paTOPHBIX PETUHHUTOM OpraHoB, noyy4yasmue jieuenue 10 100-ro gus
roKa3areyeun MOCTTPAHCIUIAHTAIMOHHOTO MEPHOIA

Banrannukiosup Banrannukiosup lManuuknoBup

(n=370) (n=244) epopaIbHO

(n=126)

% % %
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Heitimponenus (abCcotoTHOE YHCI0 HEUTPO(UIOB/MKIT)

<500 16 5 3
500 - <750 17 3 2
750 - <1000 17 5 2
Anemus (reMOTIIO0NH T/71)

<65 7 1 2
65 - <80 10 5 7
80 - <95 14 31 25
Tpomboyumonenus (AUCIIO TPOMOOITUTOB/MKIT)

<25000 3 0 2
25000 - <50000 5 1 3
50000 - <100000 21 18 21
Konyenmpayus kpeamuruna 6 coleéopomke kposu (Mr/1)

>2.5 2 14 21
>1.5-2.5 11 45 47

Ta6muna 5. Vismenenus 1abopaTopHbIX MoKasateneil Ipu npuMeHeHny npenapara Bamsiut® y

neTe.

N3menenus nabopaTopHbIX

nokasarelieu

ITarueHThI 1ETCKOTO BO3pacTa IoCJjC TpaHCIIaHTallu1

COJIMHBIX OPraHoOB

JleyeHne BaIraHIUKIOBUPOM
70 100-ro nus

MOCTTPAHCINNIAHTATMOHHOT O

Jleyenne BaraHIUKIOBUPOM
1o 200-ro mus

MOCTTPAHCINIAHTAIUOHHOT O

nepuoaa rnepuoja
(n=63) (n=56)
% %

Hetimponenus (aOCOMOTHOE YHUCIIO HEUTPODHUIIOB/MKIT)

<500 5 30

500 - <750 8 7

750 - <1000 5 11

Anemus (reMorI00UH T/1)

<65 0 0

65 - <80 14 5

80 - <95 38 29
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Tpomboyumonenus (AUCIO TPOMOOIIUTOB/MKIT)

<25000 0 0
25000 - <50000 10 0
50000 - <100000 3 4
Konyenmpayus kpeamununa 6 coleopomie kposu (Mr/ 1)

>2.5 2 5
>1.5-2.5 11 20

Hocmpezucmpauuonnoe npumeHnenue
HexxenarennHbie SABJICHHS, OIIMCAHHBIC IIPH IIOCTPETUCTPALITMOHHOM IIPUMCHCHHU IIPEIiapara,
AHAJIOTUYHBI TEM, KOTOPBIC OTMCHAINCH IIPHU NPOBCACHUN KIMHUYCCKHUX I/ICCJIGIIOBaHI/Iﬁ

npenapata Banenut® ¥ raHIuKI0BHpa/BaNTaHIMKIOBUPA.

ITepeno3upoBka

Ilepedo3upoeka eanzanyuKkioeupa u 6HYMPUGEHHO 6600UMO20 2AHUUKI08UDA

Bo3MoxkHO, 4TO nepeno3upoBKa BaJraHIUKIOBUPA MOKET ITPUBECTH K YBEIIMUYCHUIO
HE(POTOKCUYHOCTH (CM. paznensl «Ocobble ykazaHus» U «Crocod MpUMEHEHHSI U TO3BI»).

B xo1e KIMHUYECKUX HCCIe0BaHUN U OCTPETUCTPALIMOHHOTO IPUMEHEHHUS MpernapaTa ObLin
ONKMCAHBI CIy4au NePeAO03UPOBKU FaHIUKIOBUPA ITPU BHYTPUBEHHOM BBEJICHUH, B TOM YUCJIE C
dartaabHbIM UCX010M. HeKoTOphIe U3 HUX HE COMPOBOXKIAIKNCH HEXKENATeTbHBIMU SIBICHUSIMH. Y
OOJBIIMHCTBA K€ MalMEHTOB OTMEYAIOCh OJHO MIIM HECKOJIBKO U3 CIAEAYIOUINX HEeKeNaTeIbHbBIX
SIBJICHUM:

2eMamomoKCUYHOCMb. MUEJIOCYIIPECCHS, BKIIKOYas MaHIUTOICHUIO, MEAYJUISIPHYIO aIlIa3uio,
JIEUKONIEHUIO, HEUTPONICHUIO, TPAHYJIOLUUTOIEHUIO;

2enamomoKCUYHOCMy. TENATUT, HapyIIeHHUEe QYHKIIUU TT€YEHH;

He(hpomoKCUYHOCMb: yCUIIEHUE TeMaTypHH Y TAIlUEeHTOB C YK€ UMEIOIIUMCS HapyIICHHEM
GYHKIINY TOYEK, OCTpas MoYeYHasi HETOCTATOYHOCTh, MOBBIIIEHNE KOHIICHTPAI[UN KPeaTHHUHA B
CBIBOPOTKE KPOBH;

JHceny0oUHO-KUWEeYHAs MOKCUYHOCMy: 00NN B KUBOTE, 1Uapesi, pBOTA;

HeUpOmMoKCUYHOCb: T€HEPAITM30BaHHbBIN TPEMOP, CYJOPOTH.

CHM3UTH KOHILIEHTPALUY BAJITAaHIIMKIIOBUpPA B TJIa3Me Y MAIlMEHTOB C MEPEI03UPOBKON MOXKHO
MyTeM reMOuaIN3a U THuaApaTanuu (cM. nojapasien «PapMakOKHHETHKA Y 0COOBIX TPYIIN

narueHToBy paszzena «DapMaKoJIOrHueCKUe CBOMCTBAY).
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B3aumopeiicTBHE ¢ APYTUMH J1eKAPCTBEHHBIMH CPeICTBAMU

Jlexapcmeennvie ¢3aumodeiicmeus npenapama Banouum®

BanranuukiioBup sBJISE€TCS IPOJIEKApPCTBOM FaHIIMKIOBUPA, IOITOMY OXKUIAIOTCS
JIEKapCTBEHHBIE B3aUMOJICHCTBUS, XapaKTEePHbIE /17151 TAHIIUKIIOBHPA.

HUmunenemlyunacmamun: MeXIy JaHHBIMH IIpENIapaTaMy HEllb3sl UCKITIOUUTh
bapMakoIMHAMUYIECKOTO B3auMOIeHCTBUS. [Ipy 0THOBpEeMEHHOM MPUMEHEHUH TaHIIUKIOBHPA U
uMHIIeHeMa/ IMTACTaTHHA Y MTAIMEHTOB OTMEUAITUCh cyaoporu. CienyeT nu3berarhb
OJIHOBPEMEHHOT'O IPUMEHEHUS BaITaHIIMKIOBUPA U UMHUIIEHEMa/[IUJIaCTaTHHA B CIIyYasiX, €Clin
NOTEHIMAJIBHBIE IPEUMYILECTBA JCUCHHs HE TPEBBIIIAIOT BO3MOKHBIN PUCK (CM. pazzen
«Oco0ble yKazaHUs»).

Ilomenyuansnole n1eKapcmeeHHble 63AUMOOCHCMEUS

YcuiieHrne TOKCHYeCKOro IeWCTBUS MaHIIMKIOBUPA/BAITaHIIMKIOBHPA BO3MOKHO MPHU
OJIHOBPEMEHHOM TPUMEHEHUH C IPYTHMH IperapaTaMu, OKa3bIBAIOIIUMU MUEIOCYITPECCUBHBIN
i HeppoTokcuaeckuit apdexr. K Takum mpemnaparam OTHOCSATCS aHAJIOTH HYKJICO3U/I0B
(3UAOBYIMH, AUIAaHO3WH, CTABYAMH), IMMYHOCYIIPECCAHTHI (LIUKJIOCTIOPHH, TAKPOIUMYC,
MuKogeHonata MoeTri), IPOTUBOOITYXO0JIEBbIE Mpenapathl (JOKCOPYOUIMH, BHUHOIACTHH,
BUHKPHCTHH, THIPOKCUMOYCBHHA), TPOTUBOUH(PEKIIMOHHBIC MIPEapaThl
(TpumeTonpumM/cyabpoHaMuI, 1ancoH, amdorepuiud B, GpiyninTo3uH, NeHTaMUIMH).
YkazaHHbIE TIpenapaTbl MOXKHO IPUMEHSITh OJHOBPEMEHHO C BAITAHIIUKIOBHPOM TOJIBKO B TOM
clIydae, eClid OKHUJaeMasi ojib3a OT MPOBOJUMOTO JICUEHHUS TPEBBIIIAET BOSMOKHBINA PUCK (CM.
paznen «Ocobble yKazaHus»).

3u008youn. pyu OJHOBPEMEHHOM MMPUMEHEHUH C TAaHIIUKIIOBUPOM BO3MOKHO
dapmakoguHaMuUecKkoe B3aumozeiicTeue. [1ockonbKy Kak 3UI0BYIMH, TaK ¥ TAHIIUKIOBHUP
MOTYT BBI3BIBATH HEUTPOIICHUIO U aHEMUIO, Y HEKOTOPBIX MAIIMEHTOB MOKET OTMEYaThCs
HETIEPEHOCHUMOCTh TIPH OJTHOBPEMEHHOM TIpHEME BAITAHITUKIOBHPA U 3UI0BYIMHA B TTOJTHBIX
no3ax (cM. pasznen «OcoOble yKa3zaHus).

Juoano3un: OBITIO BHISIBICHO CTOWKOE YBETMYEHHE KOHIIEHTPALIMY AUIaHO3UHA B MJIa3Me TPH
OJIHOBPEMEHHOM MPUMEHEHUH C TAaHIIMKIOBUPOM BHYTPUBEHHO. [Ipy BHYTpUBEHHOM BBEJICHUU
raHIMKI0BHpa B J103ax 5-10 mr/kr/cytkn AUC numaHo3nHa yBenmuauBasiach Ha 38-67%, urto
MOJTBEPKIaeT PapMaKOKHHETHYECKOE B3aUMO/ICHCTBUE IAHHBIX IIPEIapaToB MPH
OJIHOBPEMEHHOM MPUMEHEHUH. 3HAYMMOT0 BIUSHHS Ha KOHIIEHTPAIIMY TaHIIUKIIOBUPA HE
orMmeuanock. OJTHAKO ClieyeT THIaTeIbHO HAOMI0IaTh MAI[IEHTOB Ha MPEIMET BOSHUKHOBEHHUS
CUMIITOMOB TOKCHYECKOTO JCHCTBHSI TUIaHO3MHA (HampuMep, MaHKpeaTHuTa) IpH MPUMCHCHHH
npenapaTa Banenut® (cm. pasnen «Ocobble yKa3aHus»).
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IIpobeneyuo: ofHOBPEMEHHBIH NEpOpalIbHBIN IpUEM TPOOEHEUAa IPUBOIUI K CTATUCTHYECKU
3HAUMMOMY CHM>KEHHUIO ITIOYEYHOT0 KJIMpeHca raniukiosupa (20%) u K yBeJIMYEHUIO
MPOJOKUTEIHLHOCTH ero nercTBus (40%). DTO 00BACHIETCS MEXaHU3MOM B3aUMOJICHCTBUS —
KOHKYpEHLIMEeH 3a KaHaJIbLIEBYIO MOUYEUYHYIO 3KCKpeLuto. [anuenTs!, NpuHUMaroIue
OJIHOBPEMEHHO ITPOOEHEU/ U BAJITAHLIUKIIOBUD, AOJKHBI HAXOIUTHCS O] TIATEIbHBIM

Ha6JIIOI[eHI/ICM H3-332 BO3MOYKHOI'O TOKCHYECKOI'O JICHCTBHS TaHIUKJIIOBUPA.

Oco0ble ykazaHus

Ilepexpecmuas cunepyyscmeumenbHOCMs

N3-3a cXOJHOTO XMMHYECKOTO CTPOSHUS TaHIIMKIIOBUPA, AlIUKIOBUPA U BAIALIMKIOBUPA
BO3MOYKHBI PEAKI[UU IEPEKPECTHOM TMIIEPUYBCTBUTEIBLHOCTH K 3TUM MpemnapaTtam. Crueayer
cOOII0IaTh OCTOPOKHOCTH IIPU HA3HAUEHUH NpenapaTa Banbiut® namuentam ¢
TUINEPYYBCTBUTEIBHOCTHIO K AlIMKJIOBUPY, MEHIIMKIOBUPY WA UX MPOJIEKAPCTBAM
(BayTarmUKIIOBUPY U (DaMIIMKIIOBUPY, COOTBETCTBCHHO) B aHAMHE3E.

Mymaeennocme, mepamo2eHHoCmb, KAHYEPO2EHHOCMb, (hepMUIbHOCMb U KOHMPAYyenyus

B skcnieprMeHTax Ha )KUBOTHBIX OBLIO BBISBIEHO MyTareHHOE, TEPATOTEHHOE, aCTIEPMaTOTeHHOE
U KaHIIEPOTeHHOE JIeHCTBUE, a TAK)KE HETraTUBHOE BIMSHUE FAHIIMKIOBUPA HAa (DePTHIBHOCTD.
[Ipenapar Banerut® crieyer cUnTaTh MOTEHINAILHEIM TEPATOTEHOM M KAHI[EPOTEHOM IS
YeJI0BEKa, MPUMEHEHUE KOTOPOTO MOYKET BBI3BIBATH BPOK/ICHHBIE TTOPOKU PA3BUTHS U PaK.
[lepen HavaaoOM JeueHUs TAHIIUKIOBUPOM TAIIMEHTOB ClIeyeT TPOuH()OPMHUPOBATH O CIOc00ax
KOHTpALENIMH ¥ BO3MOKHBIX pHCKax s mioaa. Kpome Toro, npenapar Banbut® MoxeT
BPEMEHHO WJIM HEOOpaTHUMO MOJAaBIISATh CliepMaToreHe3 y yenoBeka (cm. paszaensl «[lobounoe
nercrBuey, «l[IpuMenenne npu 6EpeMEeHHOCTH U B IEPUOJ TPYTHOTO BCKapMIIUBAHUS,
nozpaszzen «/loxkmmHnueckre AJaHHble o 6e3omacHocTuy» pasaena «Dapmakonoruueckue
cBoiicTBa» U «IIpaBmia obpaieHus ¢ mpemaparom» pasaena «Ocodble yKa3aHus»).
Muenocynpeccus

JimuTenpHas MHAYKIMOHHAS Tepanus npenapaToM Bansiut® nosblmaeT puck
MHUETOTOKCUYHOCTH.

[Ipenapar Bansiut® cresyeT NPUMEHSTh C OCTOPOKHOCTBIO Y MAIMEHTOB ¢ FEMAaTOIOTHUECKOi
UTOTNIEHUEH (B TOM YKCIIE TIPU HATMYUHU TeMaTOJIOTUYECKON ITUTOTICHUH, BEI3BAaHHOM
JIEKapCTBCHHBIMH CPEJCTBAMU B aHAMHE3E), a TAK)KE y MAIIMEHTOB, MOIYJafOIIUX JTyIeBYIO
Tepanuio (cM. moapasaen «Ocobble yka3aHus 1Mo JO3UPOBaHHIO» pazzaena «Crnocod mpuMeHeHHs
U JI03B1»).

B xoze nedeHust peKOMEHIyeTCs PEryasipHO MPOBOAUTH KOHTPOJIb Pa3BepHYTON (HOPMYITBI
KPOBHU U TPOMOOITUTOB y BCEX MAIIMEHTOB.
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[TaniueHTaM ¢ TSDKEIOM JIEHKOTIEHUEH, HEUTPOTICHUEH, aHEMHUEH W/UTU TPOMOOITMTOTICHUEH
pEeKOMeH/1yeTcsl Ha3HauaTh FeMOIIOITHYECKUE (PaKTOPhI pOoCTa U/UIIH MPEPBIBATh MPUEM
npenapata (cM. pazaen «[lobouHoe neicTBrEY).

Hapywenue ¢ynkyuu novex

[TanpeHTaM ¢ MO4YeYHON HEJOCTATOYHOCTHIO PEKOMEHAYETCS YCUIIEHHBIN KOHTPOJIb
pa3BepHyTOU POpPMYIIBI KPOBH, MUHUMYM KaXK]IbI pa3 MPH MOCEIIEHUN TPaHCIUTAHTAIIMOHHON
KIuHUKU. [TanienTaM ¢ mo4euHoil HEJ0CTaTOUHOCThIO TPEOYETCS] KOPPEKLUS A03bI C YUETOM
KIIMpeHca KpeaTHHUHA (cM. pa3zenbl «Crnoco0 NpuMeHeHUs U A03b» U «PapMaKoIoruueckue
cBoiicTBay). [lannenTtam c kiupeHcoM KpeaTuHHHA MeHee 10 MiI/MHUH IpUMEHEeHHE TpernapaTa
Bansuut® npoTHBONOKA3aHO.

Ilpumenenue c Opy2umu 1ekapcmeeHHbIMU CPeOCmeamu

[Tpu ogHOBpEMEHHOM MPUMEHEHUH TaHIIUKIOBUPA U UMUIICHEMa/IIUJIACTATHHA Y MMallMEeHTOB
oTMeyanuch cygoporu. Cienyer nzberarb OJHOBPEMEHHOT'O IIPUMEHEHNUS BAJITAHLIUKIIOBHUPA U
UMHIICHEMa/IIMJIACTaTHHA B CIIydasiX, €CIIM MOTEHINAIbHBIC TPEUMYIIECTBA JICUCHUS HE
IIPEBBILIAIOT BO3MOXKHBIN pUCK (cM. pa3zaen «B3aumonelicTBue ¢ Ipyrumu JIeKapCcTBEHHBIMU
CpeICTBaMm»).

[TockonbKy Kak 3uJJ0BY/IMH, TaK U TAHUUKJIOBUP MOTYT BBI3bIBATh HEUTPOIICHUIO U aHEMHUIO, Y
HEKOTOPBIX MAllUEHTOB MOXET OTMEYAThCsl HENIEPEHOCUMOCTh IIPY OJIHOBPEMEHHOM IpUeMe
BaJIFaHUIMKJIOBUPA U 3UJOBYAMHA B MOJHBIX J103aX (CM. pa3aen «B3zaumopeiicTBue ¢ ApyrumMu
JIEKapCTBEHHBIMH CPEJICTBAMU).

B cBsA31 ¢ BO3MOXHBIM NOBBILIEHUEM IIJIA3MEHHBIX KOHIICHTpALUil TUAaHO3MHA B IPUCYTCTBUU
TaHIMKJIOBHpA, CIEIyeT TUIaTeIbHO Ha0II0AaTh MAlMEHTOB HAa IPEIMET BO3SHUKHOBEHHUS
CUMIITOMOB TOKCHYECKOI'0 ACHCTBUS TuAaHO3UHA (CM. pa3zaen «B3auMopeilicTBue ¢ ApyruMu
JIEKapCTBEHHBIMH CPEJCTBAMM).

[IpumeHenue npenapata Baabuut® 0HOBPEMEHHO C APYTUMHM HpENapaTaMy, OKa3bIBAIOIMMH
MUEJOCYNPECCUBHBINA WM HeppoToKkcnueckuit agpdext (cM. pasaen «B3zaumonelictue ¢
JIPYTMMHU JIEKaPCTBEHHBIMH CPEACTBAMMY), MOXKET YCUJIMBATh UX TOKCUYECKOE JACHCTBHE.
KoHnTponupyeMoe KIMHUYECKOE HCCIIEN0BAHUE UCTIOIb30BaHMS BAITAaHIIMKIOBHAPA IS
npodmiaktuku LIMB-nHdekun He BKII0Yaio NalueHToB MOcie TPAaHCIUIAaHTALUH JIETKOTO U
KHILEYHHKA, [I03TOMY OIBIT IPUMEHEHHUs IIpernapara y TaKHuX MalueHTOB OrpaHHyeH.
BHOI0CTYITHOCT FaHIUKIIOBHPA M3 TabneTok npenaparta Bansuut® B 10 pa3s npepbImaeT
TAKOBYIO KaICyJ/ FaHIMKIOBUPA. [ aHIMKIOBUp HENb3s 3aMEHATh Ha npenapat Bambuut® B
cooTHoweHuu 1:1. [TanneHToB, KOTOPBIX NEPEBOJAT C KaIlCyJ FaHIMKIOBHUpPA, CIEAYET

MH(OPMUPOBATH O PUCKE NEPETO3UPOBKH, €CIIH OHU OyyT MPUHUMATh OOJIbIIIEE YUCIIO
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TabneTok npenapara Bansiut®, yem pexomeHnnoBaHo (cM. pasnaens «Crocod mpuMeHeHus 1
no3b» U «llepeno3upoBkay).

Ilpasuna oopawenusn c npenapamom

TabneTku HeNlb3s pasaaMbIBaTh WM pazMenbuath. Ilockonbky npenapat Bansuut®
MOTEHIIMAIbHO TEPATOTeHEH M KaHIIEpPOTeHEeH /JIsl YeJIoBeKa, He0OX0IMMO cO0III01aTh
OCTOPOXKHOCTB, ecii TabjeTka pasnomuiack. Cienyer n3derarb MpsIMOro KOHTaKTa
Pa3JIOMUBIIEHCS WM Pa3MeNIbYeHHON TaOJIETKU C KOKEH U CIIM3UCTHIMHU 000109KaMu. B
CIIy4asiX TAaKOTO KOHTAKTa HY>KHO TIIATEJILHO MPOMBITH 3TO MECTO BOJIOH C MBUIOM, NPU
MOTa/IaHUH B TJ1a3a - UX TIIATEIBHO MPOMBIBAIOT CTEPHIIbHOM BOJIOM, a MPU €€ OTCYTCTBUU -
IIPOCTOM BOJOM.

[Toraganue eKapcTBEHHBIX MPEMAapPaToOB B OKPYKAIOIIYIO CPELY JOJDKHO OBITH CBEJICHO K
MuUHUMYMY. He cienyeT yTuinm3upoBaTh Npenapar ¢ IOMOIIbIO CTOYHBIX BOJ UM BMECTE C

OBITOBBIMU 0TXO04daMu.

Binsinne Ha cIOCOOHOCTH YNIPABJISITH TPAHCIIOPTHBIMHU CPEeACTBAMM M MeXaHU3MaMH

IIpu neyenuu npenapartoM Banbuut® u/wiiv raHIUKIOBUPOM BO3MOKHO BOSHUKHOBEHHE
CyZIOpOT, TOJIOBOKPYKEHUS U CIIyTAHHOCTH CO3HAHUSA, YTO MOKET OTPULIATEIILHO NIOBIUATH Ha
NeSITeIbHOCTD, TPEOYIOIIYIO TOBBIIICHHON KOHIIEHTPAI[MA BHUMAHHUSI, BKIIFOYAsl yIIpaBIICHUE
TPAHCIIOPTHBIMU CPEACTBAMM U pabOTy C MalllMHAMU U MEXaHU3MaMu. B CBSA3M ¢ 3TUM B epuoj
nedeHus npenaparoM Bansuut® cieayer coOioaTh 0CTOPOKHOCTb MPU yIIPaBIEHUHU
TPAHCHOPTHBIMH CPEJCTBAMHU U paboTe ¢ MalIMHAMU U MeXaHu3MaMu. [Ipu nmosBieHun
OIMCAHHBIX HEXKENATENIbHBIX SIBJICHUH CIIEIYET BO3EPKATHCS OT BBIITOJIHEHUS YKa3aHHBIX BUJOB

JACATCIIBHOCTH.

®opMma BbINYCKA U YIIAKOBKA

TabneTku, MOKPBITHIE INIEHOYHOM 0005104K0ii, 450 MT

[To 60 TabneTok BO (hJIaKOH M3 MOJUITHIICHA BBICOKOTO JIABJICHUS C 3aBUHYMBAIOIICHCS
KPBILIKON U3 MOJUIIPONIIEHA, OTKphIBatoleiics mpu HaxxaThuu. Criocod OTKphIBaHUS (uiakoHa
NPUBEJICH Ha KPBIIIKE B BUJI€ CXEMBI C MOSICHUTENbHBIMU HaanucsiMu. CBOOOIHOE MPOCTPAHCTBO
BO (pJIaKOHE 3aIlOJIHSAIOT BaTOM WM APYTUM YIJIOTHSIOIIMM MaTepuaioM; ropJioBuHa ¢iakoHa
JUTsl 0OecTieyeH s] KOHTPOJISL BCKPBITHUS TEPMETUYHO yKyIopeHa ¢onbroi amromunuenoit ¢ [I1BX
nokpeiTueM. Kaxaplil prakoH BMecTe ¢ MHCTPYKIUEH M0 MPUMEHEHHIO TOMEIAIOT B

KapTOHHYIO ITa4UKYy.
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Cpox rogHocTu

3 rona. He ucnonp30BaTh 0 NCTEYEHNN CPOKA TOJHOCTH, YKa3aHHOI'O Ha YIIAKOBKE.

YciaoBusi XxpaHeHust
IIpu Temnepatype He Bbimie 30°C.

XpaHUTb B HEOCTYIIHOM JUIS IETEU MeECTe.

YcaoBus oTnycka

OTnycKaroT Mo PeLernTy.

Bﬂaneneu PeFI/ICTpaIII/IOHHOFO y)lOCTOBepeHI/Iﬂ
®. Xodpdbmann-Jls Pomr JItx., [setinapus
F. Hoffmann-La Roche Ltd, Grenzacherstrasse 124, 4070 Basel, Switzerland

IIpousBoaurenn
[Tateon Uuk., Kanana

Patheon Inc, 2100 Syntex Court, Mississauga, Ontario, L5N 7K9, Canada

Ilpemenszuu nompebumeneii nanpasiamo 6 komnanuio 340 «Pow-Mockea» no adpecy:
107031, Poccus, r. MockBa, TpyOHnas miomans, a. 2

ten. (495) 229 29 99, dakc (495) 229 79 99

unu yepes popmy oopamuou cesa3u Ha caume:

www.roche.ru
B cnyuae ynaxoexu na AO « OPTAT» npemen3zuu nompebumeneii Hanpasisims no aopecy:

157092, Poccus, Koctpomckas 0011., CycaHuHCKui paiioH, c. CeBepHoe, MKp. XapUTOHOBO

Ten./daxc (4942) 650-806
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