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Me:xayHapoaHoe HeNaTeHTOBAHHOE HJIH IPYNIIAPOBOYHOE HAUMEHOBAHHE:
BAJITAHIIUKJIOBH]

JlekapeTBenHas opma: TabNIeTKH, MOKPHITHIE IIJIEHOYHON 000I0YKOM

Cocras

1 TabneTka COmEpXKUT: Oelicmeyloujee 6euyecmeo BAITAHIMKIOBApa ruapoxaopus 496,300 mr
(BaJITaHIIMKJIOBUP 450,000 MT); 8CcnomozameibHbvle sewecmsa. LEJUTI0NI03a
MHUKpoKpuctajmmyeckas (tun 112) 70,000 mr; manaumton 86,230 Mr; KpeMHHS JTHOKCHI
kojutouaneii 3,400 wmr; xpocmoBumoH (tunm A) 10,050 wmr; marmus creapar 4,020 wmr;
obonoyxa Onanpaii 11 32K54870 po3ossrit 26,800 mr: runpomeruiosa-15¢P / HPMC 2910 (E464)
10,720 mr; naxro3sl MoHoruapar 6,700 mr; turana mmokcua (E171) 6,218 mr; Tpuanerun
2,948 mr; kpacurenb xene3a okcua Kpacusiid (E172) 0,214 wmr.

Onucanune

OBasibHBIE TBOSIKOBBITYKJIbIE TAaOJIETKH, MOKPBITHIE INIEHOYHOU 000JI0UKOM PO30BOro IIBETA, CO
CKOLIEHHBIMH KpasiMM U TeCHeHHEM 93 Ha osiHOl cTopoHe U 5465 Ha qpyroii.
®apmakosIoruyeckas rpynmna: nIpoTHBOBUPYCHOE CPEJICTBO

Kon ATX: JOSAB14

®apmako/I0rH4ecKne CBOCTBA

DapmakoOuHamuxka

Mexanuzm oeiicmeusn

IIpoTuBOBMpYCHBIH mnpenapaT. BalraHnukiaoBHp mnpeacTaBisieT coOoi L-BamuioBeli 3¢Gup
(mposieKkapcTBO) TaHIMKIOBHpA, IMOCIE MpHeMa BHYTPh OBICTPO IPEBPAINAIONIMICS B
TaHIUKIOBHD TIO[ JEHCTBMEM KHMINEYHBIX M II€YEHOYHBIX OCTepa3. [aHNUKIOBHp -
CHHTETHYECKUH aHanor 2'-J1e30KCUTyaHO3HHA, KOTOpBIH IOJABISET DPa3MHOXKEHHE BHPYCOB
reprec-rpymimsl in vitro u in vivo. K BupycaMm 4esnoBeka, 4yBCTBUTENIBHBIM K TaHIIMKIOBHDY,

otHocAT nuroMeranosupyc (LIMB), Herpes simplex tuna 1 u 2, BUpycC repreca 4ejoBeKa THIIOB



6, 7u 8 (HHV-6, HHV-7, HHV-8), Bupyc Dnmreitna-bapp, Bupyc Varicella zoster u Bupyc

rernarura B.

B IIMB-MHQUIMpPOBAaHHBIX KIJIETKAaX IOJ JACHCTBHEM BHPYCHOW mpoTerHKHHa3pl UL97

raHIMKIOBHD BHadaie Qocdopumupyercs ¢ oOpa3oBaHHEM TaHIMKIOBHPMOHO(OCHaTa.

JanpHelimee ¢ochopuinpoBaHHe TNPOMCXOAUT MO JACHCTBHEM KIETOYHBIX KHHA3 C

oOpa3oBaHMeM TaHIUKIOBHpTpUGOChaTa, KOTOPBIA 3aTeM MOJBEPraeTcs MeIJIEHHOMY

BHYTPUKJIETOYHOMY MeTabomu3My. [locine #c4Ye3HOBEHHs TaHIMKIOBHpA H3 BHEKJIETOYHOH

JKMJKOCTH II€pHOJ] BHYTPHKJIETOYHOTO IOJYBBIBEICHHS T'aHIUKIOBUPTpH(OChaTa B KIETKaX,

nHunupoBanHbx [IMB, coctaBiaser 18 dyacoB; B KieTkax, HHOHIHPOBAHHBIX BHPYCOM

npocroro repreca - 6-24 wyaca. llockonbky ¢ochopunrmpoBanre TaHIMKIOBAPAa B OOJBIION

CTEIIEHW 3aBUCUT OT JEHCTBUS BHUPYCHOM KHHA3bl, OHO IPOHCXOJUT MPEUMYINECTBEHHO B

UHHUIMPOBAHHBIX KJIETKAX.

Bupocraruyeckas akTUBHOCTb T'aHIIMKJIOBUpPA OOYCJIOBJIICHA IOJIABJICHHEM CHHTE3a BHPYCHOM

ne3okcupudonykiennoBoi kucinoTs! (JIHK) myrem:

1) KOHKYpEeHTHOro MHIMOMpOBAaHMs BCTpaMBaHUs Je30KcuryanosuHTpudocdara B JIHK mon
nercteueM BupycHoi JIHK-nonumepassr;

2)  BKIIOYEHHS raHuukioBupa B BupycHyro JIHK, nmpuBoasinero x cHiabHOMY OrpaHHYCHHIO
WK noaHoMy npekpamienuto anonranuu JIHK. Tunuunas uHruOupyromas KOHIEHTpanus,
koTopas nogasister perumkanuio [[MB na 50% (ICso), onpenenennas in vitro, HaxXoauTcs
B auana3one ot 0,08 mxmons/n (0,02 mxr/min) go 14 mxmous/1 (3,5 MKr/mi).

Knunnueckuit npoTtuBoBUpYCHBIH 3(dekT BairaHmMKIOBHpa OBUT JI0Ka3aH YMEHBIIECHHEM

BeliesieHus [IMB u3 opranusma nanueHToB ¢ CHHAPOMOM MPUOOPETEHHOTO HMMYHOAEe(DUITUTA

(CIINMD) u Bepsble BoissBIeHHBIM [[MB-peTunnTOM ¢ ncxoasoro noka3zarens 46% 1o 7% depes

4 Henen NIeYEHUs BAJITAHIIUKIIOBUPOM.

Ippexmusnocmep

B3spocnvle

Jleuenue I{MB-pemunuma

Knuanueckue uccnenoBanus 66Ut nposeieHsl y manueHToB co CITMJlom u [IMB-peturHTOM.

BairannukioBup NpOAEMOHCTPHPOBAT  OJIMHAKOBYIO  KIMHHYECKYHO 3(PPEeKTHBHOCTH B

UHIAYKIMOHHOM Tepanuu [[MB-petuHuTa 1o CpaBHEHHIO C BHYTPUBEHHBIM TaHIIUKIOBHPOM.

[IpuMeHeHre BalraHIMKIOBHpPA MO3BOJSET IMOJYYHTh TaKOE >K€ CHCTEMHOE BO3JCHCTBHE

FaHIUKIOBUpPA, KaK [IPU UCIIOJIB30BAaHUM PEKOMEHI0OBAHHBIX BHYTPUBEHHBIX 103 FAHIIUKIOBHPA,

sbdexTuBHbIX npu JiedeHud [[MB-petunuta. IlokazaHo, 4YTo IUTOmMAAb MOJA KPHUBOM

«koHeHTpanus-BpeMs» (AUC) ranuumkioBHpa KOppeIHpyeT C MPOMEXKYTKOM BpPEMEHH [0

nporpeccupoBanus [[MB-perunura.



IIpogpunakmuxa [[MB-ungpexyuu y nayuenmog nocie mMpaHcCHIGHMAyuu CONUOHbIX OP2AHOB
Yacrora passutust [[MB-3a0oneBanus (LIMB-curapom + wHBa3uBHas HH(EKIHsS TKaHEH) B
TEUeHHE TEePBBIX 6 MECSHIEB IOCJIE TPAHCIUIAHTALMU CEpJla, NEYeHH, IOYKH y NalMEeHTOB C
BeICOKUM puckoM [[MB-unpexuun (LIMB-no3utuBHbii ponop (D+)/IIMB-neratuBHBIN
permmuertr  (R-)  (D+/R-)) coctaBuma 12,1% B rpynme [amMeHTOB, IIOJTy4YaBIIUX
BayraHukiIoBHp (900 Mr B cyTku), u 15,2% B rpymnmne nmanueHTOB, NOTYYaBIINX AHIUKIOBUD
nepopayibHo (1000 mr 3 pasa B cytku) ¢ 10 mo 100 geHp nocie TpaHcIlaHTalMy. bosbinas 4acTb
Clly4aeB IPHUIIIIACH HA MEPHOJ MOCIe OTMEHBI npodmiakTaueckoi tepanuu (mocie 100-ro aus
MOCTTPaHCIUIaHTAIIMOHHOTO Tieprosa). [lpu stom, cirydau pasButus LIMB-undexnuu B rpynmne
JIEYeHUs BAJITAHLIUKIOBUPOM IMOSBISUIUCH IO3KE, YeM B TpYIIE JICYEHHS TaHLUKIOBHPOM.
YacTtoTa 0CTPOro OTTOPXKEHHS TpaHCIUIAHTAaTa B IEpBbIe 6 MecsieB coctaBmia 29,7% B rpynme
MAlMEeHTOB, IOJIYYaBIIMX BAJTAHUUKIOBUP, B 36% B rpynne MNalueHTOB, MOJy4YaBIIUX
TaHIIUKIOBHUD.

VBenuyenue npojo/kutenbHocTd npuema 900 mr BamranmukioBupa jgo 200-ro mgHS mocie
TPAaHCIUIAHTAIIMA I[OYEK Yy TMAIMeHTOB C BBICOKUM puckoMm [IMB-undexmun (D+/R-)
CONPOBOXKIAIOCH Oosbmel 3¢ dexTHBHOCTHIO mpenoTBpamienHus [IMB-undexkuun B mepBbie
12 MmecseB nocjie TpaHCIUIAHTAIMU 110 CpaBHEHHUIO ¢ mpueMoM 900 Mr BaIraHIMKIOBHpA 10
100-ro aus mocie TpaHCIJIaHTAIUH.

YacroTa BBDKMBAaEMOCTH TpaHCIUIaHTaTa 4epe3 12 wmecsmeB cocraBwia 98,2% B rpymnme
HAI[MEHTOB, IMOJIy4aBIUX BairaHukiaoBup g0 100-ro gus, u 98,1% B rpymnme namueHTOB,
NOJy4aBIIMX BaJraHUMKIOBHP 710 200-ro aHs. YacToTa OCTPOro OTTOp)KEHHs TpaHCIUIAHTATa,
NOATBEPXKJECHHOrO Ouorcueil, B nepsbie 12 mecsieB cocraBwia 17,2% B rpynime namueHTOB,
noigydyaBmMx BairaHiukiaoBup a0 100-ro gus, u 11,0% B rpynne nmanueHTOB, MOJy4YaBIIMX
BaIraHIuKI0BUP 110 200-r0 1HS.

Bupycnaa pe3ucmenmnocme

[lpn puTenbHOM mpueMe BAJITAHLIUKIOBHpPA MOTYT IMOSIBUTbCS BHPYCBHI, YCTOHYMBBIE K
FaHIUKIOBUPY. DTO MOXKET OBITH OOYCJIOBICHO JTHOO CENeKIHeH MyTaluii reHa BHPYCHOU
kuHasbl (UL97), oTBevaromeit 3a MoHODOCHOpUIHpoBaHUE TrAHIIUKIOBUPA, JINOO TeHa BUPYCHOM
JIHK-nnommmepaszsr (ULS54). Myramuu resa UL97 Bo3HHKaroT B Oojiee paHHHE CpPOKH M
BCTPEUAIOTCS Yallle 10 cpaBHeHHIO ¢ MyTanueit rera UL54. Bupyc, umMeronuii ToapK0 MyTaIuio
rena UL97, ycTOWUYUB TOJBKO K TaHIUKIOBHPY; MPH 3TOM HauOoOJIee YacTO BCTPEUAIOIIUMHUCS
MYTalUsIMH 110 TUITYy 3aMEHBI, aCCOIIMMPOBAHHBIMU C BO3HUKHOBEHHEM YCTOWUHUBOCTH, SIBIISIOTCS
M460V/I, H520Q, C592G, A594V, L595S, C603W. Bupyc ¢ myranusmu resa UL54 moxer
obnajgarh NEpPEeKPECTHOW PE3UCTEHTHOCTHIO K JPYTUM IPOTHBOBHPYCHBIM IIpenaparam ¢

AQHAJIOTMYHBIM MEXaHM3MOM JIeHCTBHs, U HA0OOpOT. Pa3BuTHE NEpeKpecTHOW YCTOHYHMBOCTH K



FaHIUKIOBAUPY M LHMA0GOBUPY B OONBIIMHCTBE CIIydaeB OOYCIOBJIEHO MYyTALMAMH [0 THITy

3aMEHbl B 3K30HYKJICa3HbIX JoMeHax M peruoHe V BupycHoit J[HK-mommwmepassl. PaszButme

MIEPEKPECTHOM YCTOMYMBOCTH K (DOCKapHETy OOYC/IOBIEHO MYTAl[MsSMH [0 THIy 3aMEHBI B

npenenax peruoHos II (komon 696-742) u III (xomon 805-845) Bupycuoit JIHK-nmonumepass! uiu

MEXy HUMH.

B3spocnvie

Jlevwenue I{MB-pemunuma

['enotunuposanue [IMB B nonmuMophHOSAEPHBIX JIEHKOIMTAX 110Ka3ajlo, 4To depes 3, 6, 12 u

18 MecsieB nedeHUs] BaJITaHIUKIOBHPOM COOTBETCTBEHHO B 2,2%, 6,5%, 12.8% u 15,3%

JIEUKOLIMTOB BhIABIISIOTCS MyTaruu UL97.

Ipogpunaxmuxa I{MB-ungpexyuu y nayuenmos nocie mpanchianmayuu CONUOHBIX OP2AHOS.

['enotunuposanue [IMB B nonumophHOsIEpHBIX JIEHKOIUTAX [I0KA3aJI0:

1)  orcyrcTBHe MyTanuii, 00yC/IaBIUBAIONIAX PE3UCTEHTHOCTh K TAHIMKIOBHPY, B 00pasiax,
noiaydeHHbIX Ha 100-# neHp (KoHen HpPOMHIAKTHYECKOTO MpHeMa BaJIraHIMKIOBUpA) Y
MalHEHTOB, NPUHUMAIOIMX BAJITaHUUKIOBHD, M HaIWM4Yhe MyTanuii B oOpasmax,
IOJIyYEHHBIX Y MALlMEHTOB, IPUHUMABIINX FAHIUKIOBUD nepopaibHo (1,9%);

2)  orcyrcTBHE MyTalMi, 00yCIaBIMBAIOIIMX PE3UCTEHTHOCTh, B 00paslax, MOJIyYEeHHBIX Y
NAlMEHTOB, PaHJIOMU3UPOBAHHBIX B I'PYIILY BaJIraHIMKIOBUPA, C MOmo3peBaeMoii 1[MB-
uHpeKuen yepe3 6 MecsIeB N0cCIe TPAHCIUIAHTAIMH, U HATMYHE MYyTallUuil y MalUeHTOoB,
IIPUHUMAOIIUX FAHIIUKIIOBUD NEPOPATILHO B 6,9%.

Cpenn mamueHTOB, IOMYYaBIIMX BaIraHmukiaIoBup jgo 100-ro u  go 200-ro  gus

IOCTTPAHCIIAHTAIHOHHOIO IIEPHO/A, B LIEJIOM MYTAIlMH 10 THITy 3aMEHBI Yallle BCTPEYaIHCh B

IIEPHOJI TIPOBEIEHUS NIPOPHIAKTHUECKOH Tepanuu, 4eM 1ocie ee 3aBepiuerus (5/12 [42%] mo

cpaBHeHHIO ¢ 4/58 [7%]).

BupycHas pe3HCTEHTHOCTP MOXET OBITh NPHYMHOW HEJIOCTATOYHOTO OTBETA HA TEPAIHIO H

IIOCTOSIHHOT'O BUPYCOBBIIETICHUS B IEPHO,] TEPAITHH.

Jloknunuyeckue oannvle no 6ezonacHocmu

BanrannukiaoBHp M TaHIMKIOBHD OKa3blBAJIM MYTAareHHOE [EHCTBHE B KIETKAaX JIAMQPOMEI

MBIIIEH U KIaCTOTe€HHBIH 3()(HEKT B KIIETKAX MICKOIMHUTAIONIMX. JTH PE3yJIbTaThl COOTBETCTBYIOT

TIOJIOKUTEIBHBIM PE3yIbTaTaM MCCIIEI0OBAHUS KaHIEPOT€HHOCTH TaHIMKJIOBHpPA Y MBIIIEH.

["aHIUKIIOBUD ABISETCS NOTEHIIMATHHBIM KAaHIIEPOT€HOM.

Y JKMBOTHBIX I'aHIMKJIOBHp HapymnaeT (GepTHIBHOCTh M OKa3bIBaeT TeparoreHHsblid sdpexr. C

YYETOM HCCIIEIOBAHUI y JKHBOTHBIX, Y KOTOPBIX CHCTEMHOE BO3JCUCTBHE TaHIMKIOBHPA B

KOHICHTpAIUAX HHXE TEPANCBTUYCCKUX BBI3BIBAJIO AaCICPMHIO, BECbMa BEPOITHO, 4YTO



FaHIUKIOBUD M BAJTAQHIMKIOBHD MOTYT BBEI3bIBaTh BPEMEHHOE HWIIM MOCTOSHHOE YTHETEHHE
CIiepMaToreHes3a y 4ejaoBeka.

["aHIMKIIOBUD OKa3bIBal TEPATOT€HHOE AEHCTBHE Y XKHBOTHBIX. Mccien0Banus penpo yKTHBHOI
TOKCHYHOCTH BITAHIHMKIOBHpPA HE IMPOBOJAMIINCH, TaK KaK BAJITaHIUKIOBHP OBICTPO H B
3HAYUTEIbHOM CTENEHH IIPEBPAIIACTCS B FAHIMKIOBHP. Penpo1yKTHBHAS TOKCHYHOCTD SIBIISETCS
OZIMHAKOBOM JUIS FAaHIIMKIIOBHPA H /I BITaHIMKIOBUPA (cM. paszaen «Ocobble yKazaHus»).
DapmaKkoKuHemuKa

DapMaKOKHHETHYECKHE XapAKTEPUCTHKH BAITAHIMKIOBApAa wu3ydaauch y BWUY- u I[MB-
CEpPONOIOKUTENIBHBIX MalueHToB, y nanueHToB co CIIMJlom u LIMB-petunuTOoM, a Taxxke
T0CJIE TPAHCILIAHTAIIMU COJIUIHBIX OPraHOB.

[lapameTpamu, onpenesIOMIMU SKCIIO3HIMIO FAHIIUKIOBHpA MOCIIE IIPUEMa BaITaHIIHKIOBHPA,
SBJISIOTCS OHOIOCTYITHOCTE M QYHKIHUS 1o4eK. bruomoctymHocTs raniukioBupa 6b11a cXo1HOH y
BCEX MMAIUCHTOB, IOJIyYaBIIUX BaJraHUMKIOBHP. CHCTEMHasl SKCIO3MIMs T'aHIMKIOBHpA IS
PELMITMEHTOB TPaHCIUIAHTATa CEpALla, 0YKH, NTeYeHH OblIa CXOIHOU C TaKOBOM MOCIE mpueMa
BHYTPb BaJIFAHIIUKIIOBHPA B COOTBETCTBHHM C PEXHUMOM JO3HUPOBAHHUS B 3aBHCHMOCTH OT
(GYHKIUH OYEK.

Bcacvisanue.  BanranuumkioBUp  SBISETCS  IIPOJICKAPCTBOM — TAHIHMKIOBHDPA,  XOPOIIO
BCACBIBAIOIIUMCS M3 JKEJIyJOYHO-KMIIEYHOIO TPAaKTa, B CTEHKE KUINEYHHUKA W MEYCHH OBICTPO
IPEBPAIIAIOIIUMCS B T'aHIMKIOBHD. bBHOJOCTYNHOCTh TaHIMKIOBHpA IOCTE IMEPOPATLHOIO
IpUeMa BaJTaHIUKIOBHpa cocTaBisgeT 0Koso 60%. CucteMHasi SKCIO3MIUS BaJTaHIIMKIOBHpPA
HEBBICOKAss ¥ HOCHT KPaTKOBPEMEHHBIH Xapakrtep. Ilmomans mox KpuBOW «KOHIEHTpAI[HS-
Bpems» (AUCo-24) M MakcMMasibHas KOHLEHTpanus B Iuia3Me KpPoBH (Cmax) COCTaBIISIOT
npuMepHO 1% 1 3% OT TaKOBBIX TaHIIMKJIOBHPA, COOTBETCTBEHHO.

IIponopuuonanenas  3aBucuMocTh AUC  raHuuMKIOBHpa OT  JIO3bI  [OCIE  IIpHEMa
BAJITQHIUKIIOBUPAa B J03ax oT 450 1m0 2625 Mr mnokaszaHa TOJBKO JUIs ciydas I[pHema
BAJITAHIIMKJIOBUPA II0CJI€ IpHeMa NHUIMH. EC/IN BalraHIMKIOBHD MPUMEHSIOT BO BpeMs IpHeMa
UK B peKOMEHI0BaHHOM n03e 900 mr, Bo3pactaet kak cpennss AUC24 (mpumepro Ha 30%),
Tak U cpeaHss Cmax (IpumepHo Ha 14%) rannukiosupa. CiemoBaTeNbHO, BaITaHIHUKIOBHP
PEKOMEHIyeTCsl IPUHUMATh BO BpeMsl IpUeMa ITHIIH.

Pacnpeoenenue. bnarogaps OblCTpoMy MeTab0IH3My BAaITaHIMKIOBHPA B TaHIMKIOBHD,
CBS3BbIBAHUE BAIaHIMKIOBHpa ¢ Oenkamu He omnpenesuid. CBs3bIBaHHE TaHIUKIOBHPA C
Oenkamu IIa3Mbl 1Ipu KoHLEHTparmsx oT 0,5 no 51 mxr/miu cocraiser 1-2%. PaBHOBecHBIH
o0beM pacrpeieNieHus TaHIUKIOBUpa mociie B/B BBeaeHus coctapisi 0,680+0,161 i/kr. O6bem

pacnpeaCICHHus TaHIUKIIOBUPA [IPU BHYTPUBEHHOM BBEJICHHH KOPPEIHUPYET C Maccoil Tena U B



paBHOBECHOM  cocTosiHuH — coctaBiseT  0,54-0,87  n/kr. [aHUMKIOBHp NpPOHHMKAeT B

11epe0pOCIHHATIBHYIO JKHUIKOCTb.

Memabonusm. BanranmukioBup OBICTPO THAPONH3YETCSs ¢ OOpa3oBAHHEM TaHIMKIOBHPA;
ApYyruX MeTaboJMTOB HaileHo He Obuto. CaM jKe TaHIMKIOBHDP B HE3HAYMTEILHOH CTENeHH
IO/IBEPraeTcsi METaboINu3MY.

Boisedenue. Ilocne nepopalbHOro NPHUMEHEHUS BAITAHIMKIOBUP OBICTPO THAPOJU3YETCS IO
FaHIMKIOBHPA. ['aHIMKIOBAP BBIBOJMTCS M3 CHCTEMHOTO KPOBOTOKA  IIOCPEICTBOM
KJIyDOYKOBOH (HMIIBTpAlMK M aKTUBHOM KaHAIbIIEBOM cekpenuu. [[py BHYTPUBEHHOM BBEICHUH

nmouek  Oomee  90%

¢byHkumei

HeMeTa60JIH3HpOBaHHOFO FaHOUKJIOBHpA ONIPEAC/ISIIOCh B MOYE€ B TEUYCHHUE 24 yacos. Ilocne

raHIMKIOBApPAa Yy  TAIMeHTOB C  HOPMAaJbHOM
IpreMa BAITaHIIUKIOBUPA Yy IAllMEHTOB ¢ HOPMAIbHOH (DYHKIHEH MOYeK ero KOHIEHTpaIus B
IJ1a3Me KPOBH IOCJIE TOCTHIKEHH [TMKa yMEHbIIAIach ¢ MEPUO0oM NomyBbiBeieHus oT 0,4 yaca
10 2,0 9acoB, a KOHIIEHTpALUs FAHIUKIOBHpa - 4epe3 3,5-4,5 yaca.

DapMaKOKUHEMUKA y 0COObIX ZPynn NAUUEHMOE

Ilayuenmoi ¢ napyuieHuem ynkyuu novex

OYeK

Hapymenue ¢ynkuun NPUBOJMIIO K CHIDKEHHIO KJIHPEHCAa TaHIUKIOBHPA,

00pasylolmerocs W3 BaITaHIUKIOBHPA, C COOTBETCTBYIOIIMM YBEIMYEHHEM MEpHOJA
TOJIyBBIBE/ICHUSI B TEPMUHAIBHON (aze. CienoBaTebHO, NAlEHTaM C HapylIeHHeM ()YHKIUH
noyek Tpebyercs Koppekuus a03bl (cM. noapaszen «OcoOble yKasaHHs 10 J03MPOBAHHION
pasznena «Criocod npuMeHeHust ¥ 103b» H paszen «OcoOble yKazaHus»).

DapMaKOKHHETHYECKHE ITapaMeTphl TaHIIUKJIOBHPA MOCIIE OJHOKPATHOT'O IIEPOPATEHOTO
NPUMEHCHUS BaJraHIUKIoOBUpa B Jo03¢ 900 Mr y mnamueHTOB ¢ pa3IMYHBIMHM CTENEHSIMHU

HapylIeHHH QYHKIIUY [TOYEK MpeICTaBIeHbl HIXE B Ta0mIe 1.

Tabmuna 1.
PacuerHbIii Cpenunmii Cpennss AUC Cpennnii  mepuoa
KJIHPEHC KAy muiics (o to 20 moeaeaueii onpereasenoil | yyo rypy B eeHHS
KpeaTHHHHA KJIHpeHc(MI/MHH) + ““““““T:““""’ (AUC last) (ace1) £ CO
(M/MuE) CO* (Mkr*a/ma) £ CO
51-70 249 + 99 50,5+ 23 49+1,4
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 OTKIIOHEHHE.,

layuenmul, Haxooswuecs na cemoouanuze

raHI_II/IKJ'IOBI/Ip GBICTpO BBIBOJIUTCH MIPU T€MOIUAIN3E. I[aHHI:Ie, INOJTYUYCHHBIC B XOJI€ ITPOBCACHUA

remoauaiuisa 110 HpepBIBHCTOﬁ CXEME Yy IaIMUCHTOB,

NOJYYaBIINX BaJIFTaHIUKIIOBHD,
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OTIpeNeNIAIOT pacueTHbI KiaupeHc 138 mu/mun £+ 9,1% u nmepwon momypacnaza BO BpeMs
muammza 3,47 yaca. B xome 3-X dYacoBoro ceanca auanu3a BbIBOAMTCS 55% dpaxuuu
TaHIMKJIOBUPA.

Iayuenmot co cmabunbHO QYHKYUOHUPYIOWUM MPAHCNIAHMAMOM Ne4eHU

@apMaKOKMHETHKY TaHIMKIOBHpA, OOpa3ylomerocs W3 BaITaHIUKIOBUpPA, H3ydald Yy
MAalMEHTOB CO CTAOWMIBHO (YHKIHOHHUPYIOUIMM TPAHCIUIAHTATOM II€4eHH. bHOAOCTYyIHOCTH
TaHI[UKIOBUPA, 00pa3yroIIerocs U3 BaIraHIMKIOBUpPa (IPH OJHOKPATHOM IpHEME Ipenapara B
mo3e 900 mr mocie enmwl), cocraBmia npumepHo 60%. AUCp.s4 ranmukioBupa Obuia
COIOCTaBMMa C TAKOBOM IOCJIe BHYTPHBEHHOIO BBEJICHMS TAHIMKIOBHpPA B J03€ 5 MI/KT
narueHTaM, IEPEHECIINM MepecaiKy NeYEeHH.

Ilayuenmol ¢ HapyuwieHuem GYHKYUU nevexu

VY manMeHToB C HapylmieHHeM (YHKIMU [EYEHM, MOIyYarollMX TaHIMKIOBHD, HCCIIEI0BAHHUS
(bapMaKOKHHETHKH U TOMYJISIIIMOHHOHN (apMaKOKHHETUKU HE ITPOBO/IUAIIHCE.

Iayuenmuol ¢ MyKosUCYUOO30M

B xome ¢apMakOKMHETHYECKOTO HCCIE0BaHMUsS OBLUIO BBISBICHO, YTO MYKOBUCIIHJI03 HE
OKa3bIBaJl CTATUCTHYECKH 3HAYMMOIO BIIUSHHS Ha OOIIYIO CPEIHIOI0 CHCTEMHYIO JKCIIO3HIIMIO
raniukioBapa (B go3e 900 Mr B CyTKM) y pEUMIHEHTOB TpaHcIUiaHtaTta jerkux (N=31).
DKCMO3MIKS TaHIUKIOBHpPA y PEIMITMEHTOB TpaHCIUIAHTaTa JIETKUX OblLla CONOCTaBHMa C
TaKOBOH, sBIstoIeiics 3¢ dexktuBHONW nmpu Tepanuu [IMB-unbexun y Apyrux pelunueHToB
TPaHCIUIAHTATa COJIHM/IHBIX OPraHoB.

Iayuenmul nosicunozo so3pacma

VYV namMeHToB crapmie 65 Jer wucciaenoBaHus (apMaKOKWHETUKH BaJITaHIMKIOBUpPA HIIH
TaHIUKJIOBUPA HE MPOBOAWIMCH. OIHAKO YYUTBIBasS TO, YTO BAJITAHIUKIOBUD SBIISETCS
IPOJIEKAPCTBOM TaHIIUKIOBHPA (KOTOPHIH BBIBOJUTCS B OCHOBHOM IOYKAaMH), a TAKXKE CKOPOCTb
TIOYEYHOTr0 KIIMPEHCA CHIIKAETCS C BO3pPAacTOM, TO Yy MAI[MEHTOB IOXHJIOTO BO3pacTa MOKHO
OXHJAaTh CHUKEHHE OOIIEero MOYEYHOro KJIMpEeHCa W YAJMHEHHE MNepHoja II0JyBbIBEICHHUS
rannukiaoBupa (cMm. mompaszaen «OcoOble yka3aHus 1O J03UpoBaHMIO» pasaena «Crnocod
MIPUMEHEHHUS U JI03bIY).

IMoxa3anusi K NpUMEHEHHIO

Jleuenue [IMB-petunuta y B3pocibix naiueHToB co CITH{om.

[Tpodunaktuka [[MB-uHbeKIE nociae TpaHCIUIAHTALUU COJHAHBIX OPraHOB Y B3POCIBIX H
Jeteit crapme 16 et u3 rpymnmsl pucka.

IIpoTuBONOKa3aHuA

[ToBbIlICHHAss YYBCTBUTEIBHOCTh K  BAJITaHIUKIOBUPY, TaHIMKIOBUPY WM  JIPYTHUM

KOMITOHEHTaM IIperapara.



AbcomoTHoe umcao HedTpodmioB MeHee SO0 kiaeTok B 1 MKJ, YHCIO TPOMOOLUTOB MEHEE
25000 xietox B 1 MK waM KOHIEHTpanus remoriaoduna Humxe 80 r/m (cMm. paszgen «OcoOble
yKa3aHUs»).

Kupenc kpeatnarHa MeHee 10 Mi1/MuH.

Jlerckuii Bo3pact g0 16 ner (mpodmnaktuka [[MB-uHeknuum mociae TpaHCIUIAaHTAUU
COJIMTHBIX OPTaHOB Y B3POCIBIX U JIeTel cTapiue 16 jeT u3 rpyInnsl pucka).

Jletckuii Bo3pact 10 18 et (neuenune [{MB-petunuta y B3pocibix 60nbHbX CIINoMm).

[lepron rpyAHOr0 BCKapMIIMBAHUS.

HemnepeHOCHMOCTD J1aKTO3bl, JE(PUIUT JTaKTa3bl, TITFOKO30-TaJaKTO3Has MaIbaOCOpOIHSL.

C 0CTOPOXKHOCTHIO

[Toxwuoii Bo3pact (6e3omacHoCTh U 3¢ (HEKTUBHOCTE IpenapaTa He YCTAaHOBJICHBI).
['MnepyyBCTBUTENIBHOCTE K AQUMKIOBHPY, IMEHUUKIOBHPY MJIM HMX  IpOJeKapcTBaM
(BaTauuKIOBUPY M (aMIUKIOBUPY, COOTBETCTBEHHO) B aHAMHeE3€, MOCKOJIbKY H3-3a CXOJHOIO
XMUMHYECKOTO CTPOEHHUS TaHIUKIOBUPA, AIlMKJIOBHpPA M BAJAIMKIOBHPAa BO3MOXHBI PEAKIUH
HEPEKPECTHOM IMIIEPUyBCTBUTEIILHOCTH K ATUM IIpenapaTaM.

IIpumenenne npu 6epeMEHHOCTH H B MEPHOJ I'PYAHOI0 BCKAPMJIMBAHHSA

Depmunvrocmo

B xome wuccienoBaHuil y JKMBOTHBIX IPUMEHEHHE TaHIUKIOBHpA BBI3BIBAJIO HapyIICHHE
¢beprunbHOCTH (CM. moxapaznen «JlOKIMHHYECKHe JaHHblE 10 O€30MacHOCTHY» pasjelia
«DapMakoJIOTUYECKHE CBOWCTBA»). Y TMAIMEHTOB, MOJYYAIOIIUX BAJITAHIMKIOBHD JUIS
npopunaktuku [IMB-undexknnn Ha nporspkenun 200 nHEH mocie TpaHCIUIAHTALMH TTOYKH,
OTMEYaJOCh YrHETEHHE CcIepMaToreHe3a (MO CpPaBHEHHIO C KOHTPOJBHOH TpPYIIIO,
He mnoJyvaromei JsiedeHus). [lo mpomecTBuM mpuMepHO 6-TH MeCslEB MOCIE MPEeKpaleHUs
TEpauy Cpe/iHss IIJIOTHOCTh CIIEPMBI Y IIPOJIEYEHHBIX NAIIMEHTOB ObljIa COMOCTaBUMa C TAKOBOM
y KOHTPOJIBHOM IPYyTIIbI MAllUEHTOB, HE MOIyYarOUIHX Tepanuio. [Ipi 3ToM y Bcex mpoJieueHHBIX
MAllMeHTOB C HOPMAJIbHOW IUIOTHOCTBIO criepMbl Uy 8 W3 13 MaAlMEeHTOB CO CHUIXKCHHOM
IUIOTHOCTBIO CIIEPMBI Ha HCXOJHOM YPOBHE IIOCJIE€ MPEKpAleHUsl JIEYCHUS OTMedasach
HOpMaJibHasl IUIOTHOCTH crnepMbl. [Ipu mocrienyromem HaOMIOAEHUHM B KOHTPOJIHOW TpyIIe y
BCEX MAIlMEHTOB C HOPMAJIBHON IUIOTHOCTBIO CHEPMBI U Y 2 U3 4 MAIMEHTOB CO CHUKEHHOMW
IUIOTHOCTBIO CHEPMBl Ha HCXOIHOM YpPOBHE IIOCTE MpPEKpalleHUs JIeUeHHs OTMedYaaach
HOpMaJIbHas IJIOTHOCTD CIIEPMBIL.

Konmpayenyus y mys#cuun u scenuyun

Bo Bpems nedenus u B TeyeHue MUHUMYM 30 JIHEH mocie OKOHUYaHMs JIEYEHHs IpenapaToM
BanranuukinoBup-Tea jkeHIIMHAM C pENpPOyKTHBHBIM IIOTEHIUAIOM CJIEIyeT PEKOMEHI0BATh

HCII0JIB30BAaTh HAACKHBIE METOJAbI KOHTPAICIIIUHA. Bo BpeMs JICYCHUA U B TCYCHHUEC MHUHHUMYM



90 nHell mocie ero OKOHYAHUS MY)KUYHMHAM, BEAYIIUM IIOJIOBYIO JKH3Hb, PEKOMEHIYETCS
UCII0JIb30BaTh OAphEPHBIA METOJ] KOHTPALICIIIIUH, 32 UCKIIOYEHHUEM CIIyyaeB OTCYTCTBHS pHUCKa
BO3HMKHOBEHHUS! OE€pPEeMEHHOCTH y HapTHepumH (cM. moapasjen «JloOKIMHWYEeCKHE NaHHBIE I10
Oe3omacHOCTH» paszaena «®Papmakojormueckue cBoicTBa» U pasnen «Ocobble ykazaHUS»).
bepemennocmo

be3zonacHocTh nmpumeHneHus npenapara BanranuukioBup-TeBa npu 6epeMeHHOCTH y 4elloBeKa
He ycTaHoBjieHa. OJHAKO TaHIMKJIOBHP OBICTPO MPOHUKAET Yepe3 YeIOBEYECKYIO IIAlCHTY.
[Ipn OepemeHHOCTH Ha3HaueHWs mpenapata BanranmuxioBup-TeBa ciemyer us3derars, 3a
HCKITIOYEHHEM CITy4aeB, KOT/ia MOTeHIIHATBHBIA MOT0KUTEIbHBIH AP (EKT JIedeH s i1 MaTepH
OIIpaB/IbIBAE€T BO3MOMKHBIN PUCK JJIS IO/,

JlonomHUTENbHBIE ~ HMCCIEJOBAHUS  PENPOJYKTHBHOM  TOKCHYHOCTH  BaJraHIMKIOBHpA
HE TPOBOJWINCH BBHIY €ro OBICTPOrO M 3HAYMUTEIBHOTO IPEBpPAICHUS B TaHIIMKIOBUP.
B uccienoBaHusix y  KMBOTHBIX — NPUMEHEHHE  TAHIUKIOBHpPA  aCCOLMUPOBAIOCH
C TEPaTOT€HHOCTBIO M TOKCHYHOCTBIO B OTHOLIEHUU PENPOAYKTHBHON CHCTEMBI.

bezomacHocTs  mpuMmeHeHHs —npenapata BanranuukioBup-TeBa B Xoae  poloB M
poiOpa3peIieHus He U3y4dalach.

I pyonoe eckapmausarue

WccnenoBannii BIMSHUS BalraHIUKIOBHUPA W TaHUUKIOBHUPA Ha IMEpU- M IOCTHATAILHOE
pa3BUTHE HE MPOBOJWIOCH, IPH 3TOM HEIb3s HCKIIOYUATH BO3MOXHOCTH BBIICIICHHS
TaHIUKJIOBUPA C TPYJAHBIM MOJIOKOM M Pa3BUTHS CEPhE3HBIX MOOOYHBIX PEAKIMH y TPYIHOTO
pebenka. Pe3ynbTaTsl HccieoBaHUH y YelloBeKa OTCYTCTBYIOT, HO pe3yJIbTaThl HCCIIEIOBAHUH Y
’KMBOTHBIX II0Ka3bIBAIOT, YTO FAHIIMKJIOBHP BBIBOJUTCS C IPYAHBIM MOJIOKOM Y KpbIc. B ciyuae
HEOOXOAMMOCTH NTPUMEHEHHS Mperapara B IepHo/l JTAKTAIlMd HEOOXOAUMO MPEKPATUTh IPYIHOE
BCKapMJIMBaHHE.

Cnocob npuMeHeHHUS H 1035l

Bo u3bexxanue nepeno3upoBKH HEOOXOIUMO CTPOro COOMOAATh PEKOMEHIAIMH 110 PEXUMY
JI03UPOBAHUSI.

Cmanoapmmubulii pexcum 003upoeaHus

[Ipenapar BanranuukinoBup-TeBa cienyer npuHUMATh BHYTPh BO BpeMs €Ibl (CM. IOApa3/Ielibl
«BcacpiBanue» u  «®apMakOKMHETHKa y  OCOOBIX Tpymm  MAalMEHTOB»  pasjelna
«DapMaKoJIOTH4eCKie CBOMCTBa»). BanranuumkioBup OBICTPO W B 3HAYUTENILHOW CTENEHH
MeTaboau3upyeTcs ¢ 00pa30BaHUEM TI'aHIUKIOBHPA. BHOZOCTYIMHOCTh TaHIIMKIIOBUPA B Cliydyae
npueMa TabneTok rmpemnapata BanranuukinoBup-Tea B 10 pa3 Bele, yeM B ciy4ae
IEPOPAIBLHOIO IpHeEMa raHIUKIoBHUpa (cM. pazzaensl «Ocobble ykazanusay u «llepeno3upoBkay).

HeobOxoaumo cTporo npuaepkuBaThes PEKOMEHIAINH 10 JO3UPOBAHUIO, YKA3aHHBIX HIKE.



Tepanusa [IMB-pemunuma

Bspocvle

Hnoykyuonnas mepanus L[MB-pemunuma

YV  nanuwentoB ¢ akTuBHBIM [[MB-peruHuTOM pexkomeHIOBaHHas J103a  IIpernapara
BanrannukioBup-Tesa coctasisier 900 mr (2 Tabnerku mo 450 mr) 2 paza B CyTKH B TE€UYEHHE
21 mHa. JlmurenbHAs MHIYKIIMOHHAS TEpAIus MOBBIAET PUCK MUEIOTOKCHYHOCTH (CM. pasen
«OcoOble yKa3zaHHs»).

Iloooeporcusarowas mepanus L[MB-pemunuma

[Tocne mpoBeneHUs Kypca WHIYKIIMOHHOW Tepaluy HIM Yy MAalUeHTOB ¢ HeaKTHBHbIM [[MB-
PETHHUTOM peKoMeH0BaHHas J103a cocTtasisieT 900 mr (2 Tabnerku mo 450 mr) 1 pa3 B cyTku.
Ecnu TedyeHue peTHMHMTa yXyAlIaeTcs, Kypc MHIYKIMOHHOM Tepamud MOKHO IOBTOPHUTH
(eMm. moppaznen «Munyknuonnas tepanus [[MB-petunura» pazznena «Crnocod npuMeHEeHHs H
JTO3BI»).

JITUTeTbHOCTD MOIEPIKUBAIOIIEH Tepanyiy JODKHA OINPEAeIsSThCS UHIUBH Ty lTbHO.
Ipogpunakmuxa IMB-unghekyuu nocne mpancnaianmayuu coO1UOHbIX OP2AHOE

B3spocavie

[lanmenTaM, nepeHecuM TPAHCIUTAHTAIHIO NOYKU, HEOOXOAUMO Ha4yaTh TEPAIHIO MPernapaToM
BanrannuxioBup-TeBa B Teyenue nepBbix 10 qHed mocne TpaHcmiaantanuu B jgo3e 900 mr
(2 Tabnerku mno 450 wmr) 1 pa3 B cyrku u mpopopkarh Tepanuio g0 200-ro S
HOCTTPAHCIIAHTALMOHHOTO MIEPUO/IA.

[TanrenTam, nepeHeCHIMM TPAHCIUIAHTAIMIO OpY2ux CONUOHBIX Op2aH08, HEOOXOIMMO HayaTb
Tepanuio npenapatoM BanrannukinoBup-Tesa B Teyenme mnepBbix 10  gHe#  mocie
TpaHcianTanuu B J1o3e 900 mr (2 tabnetku mo 450 mr) 1 pa3 B CyTKH U MPOJIOJDKATH TEPAITUIO
110 100-ro 1HS NOCTTPaHCIIAHTAIMOHHOTO MEPUO/IA.

Ocooble ykazanua no 003uposanuio

Hayuenumor 0emcko2o 6o03pacma

Tepanus [[MB-pemunuma

[IpoTrBOnOKa3aHO NpUMEHSTH TabJIeTKH npenapara Banranuukinosup-Tesa y nereit no 18 ner ¢
nenpto Tepanmuud [[MB-petnnura, Tak kak 3(dexkTHBHOCTH H 0€30macHOCTh NPHUMEHEHHUS
npenapata BanranuukioBup-Tesa y naHHON BO3pacTHOW IpyNIbl MO JAHHOMY HOKAa3aHHUIO HE
yCTaHOBJICHA.

IIpoghunaxmuxa [{MB-ungexyuu nocie mpancnianmayuu cONUOHBIX OP2AHO8

Pexxum pos3upoBanms y gereid B Bo3pacte ¢ 16 no 18 ner He oTimyaercs OT pexuma
03UpoBaHUsl Yy B3pociublx (cMm. moapasgen «llpopmmaxktuka I[MB-undexnum mocne

TpaHCIIaHTAllUu COJIMIHBIX OpraHoOB» pas3acia «Croco0 IIPUMECHCHHUA H ,ZIO3LI>>). Tabnetku
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npenapara BanrannukinoBup-TeBa MpOTHBONOKA3aHO MPUMEHATh Yy J€TEH U MOAPOCTKOB JI0
16 ner ¢ uenpro npodunaktuku [[MB-uHpeknuu mocnae TpaHCIUIAHTAIMH COJMIHBIX OPTraHOB,
TaKk Kak 3(h(GeKTHBHOCT, M 0€30macHOCTh NMPHUMEHEHHUs Ipenapata BanranmuxioBup-Tesa y
JTaHHOW BO3pacTHOM I'PYIIIbI HE YCTAaHOBJICHA.

Iayuenmul nodicuno2o 8o3pacma

OddexTuBHOCTE M 0€301MaCHOCTh B JIAaHHOM IOMYJISIMHM IAIMEHTOB HE YCTAHOBJICHBL
Knuanueckue uccienoBaHus y mamueHTOB B Bo3pacTe >65 jeT He mpoBOAWIHCH. [lockoibky
NOYEYHbIH KIMPEHC C BO3PAaCTOM CHHXKAETCs, [MAlMeHTaM IIOXMJIOrO BO3pacTa Ipenapar
BanrannukioBup-TeBa cieayer HazHayaTh CTPOTO € y4YeTOM IoKas3aTesnedl (YHKIHMH IOYeK
(cM. HmKe Tabnuny 2 U noapasaen «PapMakoKHMHETHKA y OCOOBIX IPYII MAlMEHTOBY» pasjelna
«DapMaKoJIOTHYECKHE CBOMCTBAY).

Ilayuenmul ¢ napywenuem d)yHKuuu no4ex

HeoOxoauMo NpOBOAWTH TINATEIBHBIA KOHTPOJIb KOHIEHTPAIMK KpPEaTHHWHA B CBIBOPOTKE
KpPOBH HJIM DPACYETHOTO KJIMpeHca KpeaTHHHWHA. KOppekuuio 103bl y B3pOCIBIX MAIlMEHTOB
IPOBOJAT B 3aBUCUMOCTH OT KJIHMpEHCa KpeaTHHHWHA, KaK 3TO II0Ka3aHo B TaOmuie 2,
IpeACTaBICHHON HIDKe (cM. moapasnen «®PapMakOKHHETHKAa Y OCOOBIX TPYII IMAIUEHTOBY
pazzena «@apmakooruyeckue cBoicTBay U pasnen «OcoOble yKazaHus»).

PacueTHbIi KIMpeHC KpeaTHHHHA BHIYUCIIIETCS B 3aBUCHMOCTH OT KOHIICHTPAIIUU KpeaTHHHHA B

CBIBOPOTKE KPOBH IO CIIeTyIOIIel popmyIie:

(140 — BospacT [s1eT]) X (Macca Tena [kr])
(72) x (0,011 X KOMUEHTPANMT KPSATHHHUEA B CLIBOPOTKE KpoBH [MxMoas/1])

A MY»XYIHH =

Juis xeHumH = 0,85 X mokasarenb Ui MyX4uH

Tabmuna 2.
Kaupenc kpeatuHuHa | /lo3a nus mHAyKnuoHHOM | Jlo3a aisi moaaep:KMBaromieit
(MJ1/MHH) Tepanuu Tepanuu/npopuIaKTHKH
>60 900 mr 2 pa3a B CyTKH 900 mr 1 pa3 B cyTku
40-59 450 mr 2 pa3a B CyTKH 450 mr 1 pa3 B cyTKH
25-39 450 mr 1 pa3 B cyTku 450 mr kaxaple 2 1HS
10-24 450 mr kaxxasle 2 1Hs 450 mr 2 pa3a B HEJIEIIO
<10 IIPOTUBOIIOKA3aHO IIPOTUBOIIOKA3aHO

Hayuenmui ¢ Hapywenuem d)yHKuuu nevyeHu

D¢ dexTuBHOCTH U 0€30MACHOCTH HE YCTAHOBJICHBI (CM. mojpa3aen «PapMaKOKHHETHKA Y

0cOOBIX TPYII MalUEHTOBY pa3zeia «PapMaKoJOrHuecKue CBOMCTBAY).
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Hayuenmer ¢ _msocenoil netikoneHuen, HeumponeHuell, axemuetl, mpomooyumoneHuel,

Nanyumonexuen

Y manmeHToB, MojydaroIux npenapar BanranmukioBup-TeBa (M raHIMKIOBHp), OTMEYATHChH
CIlydad TsDKEJION JIEHKOIIEHUH, HEHTPONEHUHU, aHEMHH, TPOMOOIMTOINEHMH, IMaHIUTOIECHUH,
HEIOCTaTOYHOCTH KOCTHOTO MO3Ta M allJlaCTUYECKOH aHeMuu. JleueHue He cieayeT HaYMHATh,
eci abCoOTHOE YuCIo HeHTpoduIoB MeHbine 500 KieToK B 1 MKJI HIIM YMCIIO TPOMOOITHTOB
menbine 25000 kineTok B 1 MKII, a Takxke B ciIydae, ey remoriooud Huke 80 1/ (cMm. paszen
«IToGounoe neiicTBUEY).

Hayuenmol, Haxooswuecs Ha 2emoouanuze

Y [DanMeHToB, HAXOAAIIMXCS HAa remMojguaimmse (KIMpeHC KpeathHuHa <10 MJI/MURH),
PEKOMEH/AK 10 JIO3WpPOBaHHIO Ipenapara BanrannukinoBup-TeBa otcyrcTByror. Takum
MalMeHTam MpuMEHEeHne npenapara Baarannukiosup-TeBa mpoTHBOIIOKa3aHo.

ITob6ounoe neiicTBue

BajranuukioBup mpejcTaBiaser co0OH  IPOJIEKApCTBO TaHIMKIOBHPA, KOTOPOE  IOCIe
MePOPAILHOTO IpHeMa OBICTPO IPEBPAINACTCS B TAHIMKIOBHD, MOITOMY BCE M3BECTHBIE
HeXKeaTeabHble 3(Q(EKThI, CBI3aHHBIE C TIPHEMOM TaHIMKIOBUPA, SBJISAIOTCS OKUAAEMBIMHA JUIS
BaJITaHI[MKIIOBUPA. Bce HexenaTenbHble peakyM, 3aperHCTPHPOBAHHBIE B KIMHHYECKHX
MCCIIC/IOBAaHUSX BAITAHIMKIOBUPA, paHblle HAOMIOJAIMCh IIPH JIEYEHHH TaHIMKIOBHPOM.
HexenarenpHple  peakuuy, BO3HHMKABIIME I[P [PUMEHEHWH  TaHIMKIOBApPA WM
BaJITaHIIMKJIOBUPA, BKIIOUEHBI B TAOJHITY 3.

HaunbGosiee ceppe3sHBIME M YacCTHIMU HEXKEJIATENBHBIMH PEAKIMSIMH Y TAMEHTOB, MOJyYaBIINX
B/IN'aHIUK/IOBUP/TAHIIMKJIOBHD SIBISIIOTCSL HApYLIEHHS CO CTOPOHBI KPOBH, B YacTHOCTH,
HEHTPOIICHHS, aHEMHUSI U TPOMOOITUTOTICHHUS.

OOmui npopuiae 6e30IaCHOCTH TAHIMKIOBHPA/BAITAHIMKIOBPA COMOCTABMM B IOMYJISIHIX
TMAIMEHTOB ocie TpaHciianTauu u ¢ BUY. Mckirouenne coctapisieT HexxenarenbHas peakiusl
«OTCIIOMKA CeTYaTKMy», HaOoJaBIIAscs TOJNBKO y manueHtoB ¢ I[[MB-perunuroMm. Tem He
MEHee, MMCIOTCS pas3/iMyMs B 4acTOTaX HEKOTOPBIX HEXENATEIbHBIX peakiuil. IIpumenenue
BAJITAaHIUKIIOBHPA ACCOMMHMPOBAIOCH C IIOBBILIEHHBIM PHCKOM JIHaped [0 CPaBHEHHIO C
IPUMEHEHUEM TaHIUKJIOBHpPA BHYTpPHBEHHO. Jluxopaaka, KaHAMI03, JENpPECCHs, TshKelas
Heiirponenus (abcomoTHoe yncio HeTpoduioB (AUH) <500/MKII) U KOKHBIE PEAKI[MH Yallle
ormedanuch y mnanueHToB co CIIMJlom. Hapymenwe ¢GyHKOuil modexk W IIEYEHH dalne
HaOJIIOIaJTICh Y MAIIMEHTOB MOCJIE TPAHCIUIAHTAIIAH.

HacToThl BO3HMKHOBEHHs HEKENAaTeIbHBIX PEaKIMi, yKa3aHHbIe B TaOJule 3, ompeaeneHbl Ha
OCHOBE aHaik3a OOBEIMHEHHOH IOMyJISIMH MALMEHTOB, MOJYYaBIIHX II0IEPKUBAOLIYIO

TCpallMil0 TAaHIMUKJIOBHPOM HJIM BAJITAHUUKIOBHPOM B KIMHHUYECKHUX HCCIIEHOBAHUSAX y
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nanueHtoB ¢ BUY. Hckmodenwe COCTaBIAIOT 4acTOThl aHaQHIAKTHYECKHX —peaKImii,
arpaHyJioMTo3a ¥ TPaHYJOLUMTONEHHH,  OIpEJeNIeHHblE  Ha  OCHOBE  JAaHHBIX
IIOCTPETUCTPALIMOHHOTO HAOITIOICHUSL.

Jl1s onvcanust 9acTOTBI HEKeIATeNbHBIX PEaKIHil HCIIONB3YETCs CIIEAYIONas KIacCHDUKAIHS:
odeHp 4acteie (>1/10), wacteie (>1/100 m <1/10), mewacteie (>1/1000 u <1/100), peaxue
(=1/10000 u <1/1000) u ouens peaxue (<1/10000).

Tabnuua 3. YacroTa pa3BUTHS HeXeJaTeIbHbIX JEKAPCTBEHHBIX Peaknuit y marmeHToB ¢ BUU,

INOTYHaromuX IOAACPKUBAOIIYIO TEPAITHIO FaHHI/IKIIOBI/IpOM/ BAJITAHITUKJIOBHPOM.

HexenarennHnasn JIEKApCTBCHHAasl peaKuus
Knacce cucrem OpraHoB

YacrorTa

Hugpexyuonnvie u napazumapnule 3a601e6anus

Kaqu/mo3, BKJIXOYAs] KaH/IM/103 CIIU3UCTON 000JI0UYKHU ITOJIOCTH pTa

OuyeHp yacTo

MHbekun BepXHUX JbIXaTeTbHBIX MyTeM

OueHb yacTo

Cencuc Yacto
['punn Yacro
WHdekunn MOUeBBIBOISINNX MyTEH Yacto
Bocnanenue moaxkoXHO-XUPOBOU KIIETYATKH Yacto

Hapywenus co cmoponvl Kposu u numpamudeckoti cucmemol

Heiirponenus Ouensp yacto
Anemus Ouenb gacTo
TpomOonuronenus Yacro
Jletikonenus Yacto
[TanmuTonenus Yacto
Hapymenune ¢pyHKIIMH KOCTHOTO MO3ra Heuacro
ArnutacTideckasi aHeMust Penxo
ArpanynonuTos** Penko
I'panynonuronenus™* Penxo
Hapywenus co cmopoHvl uMMyHHOU cucmembl

['unepyyBCTBUTENTEHOCTH Yacto
AnadurakTudeckas peakius** Penxo

Hapywenus co cmoponvl 0omena éeujecmes u numanus

CHIXEHHE aInmeTuTa

OueHb yacTo

CHuxeHue Maccel Tena Yacto
Hapywenus ncuxuxu
Jenpeccus Yacto
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CocTosiHHE CIIYyTAaHHOCTH CO3HAHUS Yacto

Tpesora Yacto

Bo30yxnenue Hewacro
[IcuxoTHueckoe paccTpoicTBO Hewacro
PaccrpoiicTBa MbIIeHHS Heuacto
[Nammonunanym Heuacro

Hapywenus co cmoponul nepeHoii cucmemoi

['onoBuas 60116 Ouens yacTo
becconnwuma Yacto
ITepudeprnueckas Heifponarus Yacto
["'onoBokpyxenue Yacto
[Tapecre3us Yacro
['unecre3us Yacto
Cynoporu Yacto
Jlucres3us (HapylieHHe BKyca) Yacro
Tpemop Heuacto

Hapywenus co cmoponvl opeana 3penus

VXynmenue 3peHus Yacrto
Orcnoiika ceTyaTku™ Yacto
[InaBaromyie MOMyTHEHHUS CTEKJIOBH/IHOTO TeJIa YacTto
Bons B rimazax Yacto
KOHBIOHKTUBHUT Yacro
Otex MakyJIbl Yacto

Hapywenus co cmoponvl opeana ciyxa u 1abupunmmuvle HapyuleHus.

boib B yxe Yacto

['myxora Heuacro

Hapywenus co cmoponwl cepoeuno-cocyoucmoti cucmemvi

Hapymenus cepaeunoro purMa Heuacto

[ToHMm>XeHne apTepHaBHOTO JIaBJICHUS Yacro

Hapywenus co cmoponsr ObixamenvHoil cucmembl, Opeanos 2pyoHoll KIemku u cpedoCmeHs.

Kamenn Oyenb yacto

Onprmka OueHp yacTo

Hapywenus co cmoponul sceny0ouno-kumeuno2o mpakma

Jlnapest Ouens yacto




TomroTa

OueHs yacTo

Psora

Ouennb yacTo

Boib B xuBOTE

Ou4ens yacTo

Jlucniencus Yacro
Meteopusm Yacto
bosb B BepxHeli 4acTH KHBOTa Yacrto
3anop Yacro
W3bs3Bienne caIM3uCTOi 000JI0YKH OJIOCTH pTa Yacto
Jlucharus Yacto
B3nyTue xuBora Yacro
[TankpeaTut Yacto
Hapywienusa co cmoponwsl nevenu u srcenuegpi800auyux nymeil

[ToBpIIeHNE AKTUBHOCTH IIETOYHON (ocarassl B KPOBH Yacro
Hapymenue ¢pyHkunu neyeHu Yacto
[ToBbIIEHNE AKTUBHOCTH aclapTaTaMHHOTpaHC(HEpasbl Yacto
[ToBpIIEHHE AKTUBHOCTH aTaHUHAMUHOTpaHChepasbl Yacro

Hapywenus co cmoporbl Kodicu 4 ROOKOJNCHbIX MKAHel

Jlepmarut OueHb YacTo
Hounas nmotimsBocTh Yacto
3ya Yacro
(0351113 Yacto
Anonenus Yacro
CyXxoCTh KOXH Heuacto
Kpanusuauna Heuacto
Hapywenus co cmoponbl ckeniemHo-MululeyHOU U COeOUHUMETbHOU MKAHU

Bonb B cinne Yacto
Muasrus YacTto
Aptpanrus Yacto
MpbImeyHsIe cria3Mbl Yacro
Hapywenus co cmoponel nouex u Mo4egbl800suux nymeii

Hapymenue Qynkuuu mouek Yacto
CHIDKeHHE T0YeYHOr0 KINpeHca KpeaTHHHHA YacTto
[ToBblIeHHE KOHIIEHTPAlUU KPEaTHHHHA B KPOBH Yacrto
[Toueynast HeIOCTATOYHOCTH Heuacto
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['emarypus Heuacto

Hapymeuuﬂ CO CMOPOHbL NOJI0BbIX OP2AHO8 U MOJIOYHOII Jicelle3bl

Myxckoe Gecruioue Heuacro

Obwue paccmpoiicmea u HapywieHus 6 mecme 66e0eHUs.

JInxopaaka Ouensp yacTo
[ToBBIIIIEHHAS YTOMJIIEMOCTD OdeHb yacTo
bois Yacto
O3H00 Yacro
OO6miee HeTOMOTaHKE Yacto
ActeHus Yacrto

bosnb B rpyum Heuacro

* Ortcrolika ceTyatkn Habmonazack Toibko y mamuentoB co CITMlom mpu teparmmu [[MB-
pETHHHUTA.

** YacroTa [JaHHBIX HEXETATCIbHBIX pPEaKIWi OIpeaeNnsgach Ha OCHOBAHWH JAHHBIX
IIOCTPETUCTPALIIOHHOTO IPUMEHEHHUSI.

Onucanue omoenvHvIX HedCelamebHbIX PeaKyuil

Heiimponenus

Puck pa3sBuTus HEHTpOIEHUH HEINb3sl NPEJICKa3aTh, HCXO/M U3 YHCIa HEHTPODHIOB, 10 HAYaIa
Jiedenus. Bo3HUKHOBEHHE HEHTPONEHNH SIBISETCS TUIIHYHBIM IS IEPBOW MIJIM BTOPOH HEe/H
UHIYKIIMOHHOM Tepanud. Yucnao HEeWTpouIoB, Kak MHpPaBUIIO, HOPMAIHM3YETCS B TEUEHHE
2-5 nHel mocie mpekpalieHus preMa rpenapara Wid CHEXEHUsS 103bl (cM. paszaen «Ocobbie
YKa3aHus»).

Tpomboyumonenus

Y NanMeHTOB € MCXOMHBIM HHU3KMM 4uciIoM TpoMOoiuToB (<100000/MKiI) MOBBINIEH PHCK
Pa3BUTHs TPOMOOLUTONEHUH. Y MAIMEHTOB C SITPOTCHHON CYNPeCCHeil HMMYHHUTETA BCIIE/ICTBUE
TEpaluy KIMMYHOCYIIPECCAHTAMU PUCK Pa3BUTHS TPOMOOLMTOIICHUH BBIIIIE, YEM Yy HAIIMEHTOB CO
CIIM[lom (cm. pasgen «OcoOble  ykazaHusi»). Tspkenas TPOMOOLMTONEHHS  MOMKET
COIIPOBOXKAATHCS MOTEHIIHAIBHO )KU3HEYTPOKAIOIUMHI KPOBOTCYECHUSIMH.

Bhusnue onumenvnocmu mepanuu/nokazanus K NPUMEHEHUIO HA PA36UMUe HeHCeNamenbHbIX
peaxyuti

Tsxenas welitponenust (abcomorHoe wumeno HedtpoduwioB (AUH) <500/mkm) wame
Habmonanack y nanueHtoB ¢ LIMB-permrutoM (16%), MOIydYaBIINX BAITAQHIMKIOBHP, IO
CPaBHEHHIO C [MAIMEHTaMH II0CJIE€ TPAHCIUIAHTAIlMM COJHMIHBIX OPraHoB, IOJYYaBIIHX
BITAHIUKIOBHD MM  TaHIMKIOBHDP  (IEpopalbHO). Y  MAIMEHTOB,  IOJIYyYaBIIMX

BaJITaHIIMKIIOBUD MJIM FaHIUKJIOBUD (IepopaibHo) B TeueHue 100 qHel mocie TpaHCIIaHTalllH,
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9acToTa pa3sBUTHs TDKEION HelTponeHuu cocTtaBisiia 5% u 3%, COOTBETCTBEHHO. Y MAlHEHTOB,
TIOJTy4YaroIUX BaJIraHIUKIOBUD B TeyeHue 200 qHel mocie TpaHCIUIaHTAIlM|, 9acTOTa pa3BHTHS
TSDKEJIOM HedTponeHun coctaBisiia 10%. Y manueHTOB mociie TpaHCIUIAHTAIMH COJIHIHBIX
OpraHoB, IIOJY4YaBIIMX BAJIaHUUKIOBAP M TaHUUKIOBHUP (mepopaibHO) B TeueHue 100 wim
200 nmei, mabmoganoce Oojee BBIPRKEHHOE YBEIMYEHHE KOHIIEHTPAIIWM KpEaTHMHHHA B
CBIBOPOTKE KPOBHM I10 CpaBHEHHUIO ¢ nanuenTamu ¢ [{MB-petuaurom. OqHako BaXXHO OTMETHTD,
4TO HapyleHHe QyHKIMU [T0YEK SBIISETCS XapaKTePHBIM CHMIITOMOM, Yallle HaOJIFOJal0IUMCs Y
MALUEHTOB MOCJIE TPAHCIUIAHTAIIMH COJIHIHBIX OPraHoOB.

O6muii mpoduis 6Ge30MaCHOCTH BAITaHIUKIOBHpPA HE M3MEHSETCS IPH MPOJIEHHH MEPHOJa
NPOPUIAKTUYECKOTO IPUMEHEHHUS Y MAIMeHTOB C BHICOKAM PHCKOM pasButus [[MB-undexuun
nocie nepecaaxku nouku a0 200 guei.

[lmanueHToB, IMOJIYyYaloIUX BaIraHUUKIOBUp 10 200-ro [HS MOCTTPaHCIIAHTAHOHHOIO
IEepUOJa, IO CPABHEHHIO C MAIMEHTaMM, NOJyYalOIIUMH BaIraHIUKIOBAP a0 100-ro mHs
IOCTTPaHCIUIAHTALIMOHHOIO  NE€pHoJa, HaOMIOaeTCsi HEKOTOpPOE  YBEIMUYCHHE  YaCTOTHI
JICHKOTICHUH.

YacroTa pa3BuTHS HEHTPONEHUH, aHEMHH M TPOMOOLIUTONEHHU OBUIH CXOJHBIMH Yy ITAI[HEHTOB,
nosryyaromux siedenre 10 100-ro gus u 200-ro AHS NOCTTPAHCIUIAHTAIIMOHHOTO TIEPHOIA.
[layuenmor 0Oemckozo 6o3pacma

O6ummii mpoduiie 06€30MaCHOCTH BAITAHIUKIOBHApPA y JeTel He OTIMYAaeTcs OT Hpouis
0e3011acHOCTH Ipenapara y B3pOCIbIX.

B nerckoii momynsmun HaGIIOAIOCh HEKOTOPOE YBEIWYCHHE YACTOTHI HEWTPOIEHHH, OJHAKO
3TO HE NPUBOJUIIO K YBEIMUYCHHUIO YaCTOTHI HH(EKITHIA.

V' jereii, mepeHeCHIUX TPAHCIUIAHTALMIO MOYKH, YBEJIHYEHHE MepHoja MPO(GUIAKTHYECKOIO
npumeHeHus 10 200 qHel He MPUBOAUT K YBEJTHUSHHUIO YaCTOTHI HEXKEJIaTeIbHBIX SBICHHHN.
Bpooicoennas [IMB-ungpexyus

Tepanus Bpoxxnennoit LIIMB-undexiyn He siBisieTcs: 0JJOOPEHHBIM MMOKa3aHHEM K ITPUMEHEHHIO
BaJIFAaHIMKIIOBHpa. TeM He MeHee, MUCCIIEZIOBAHMS, NPOBEJCHHBIC Y HOBOPOXKICHHBIX H JETEH
paHHEro Bo3pacta ¢ BpoxIAeHHOH L[IMB-undexnumei, mpemocTaBisFOT JaHHBIE O HpPOdHIIE
0e30macHOCTH IIpemapara B JaHHBIX MOMYJSMIHSX MaludeHToB. IIpoduias Ge30macHOCTH
BAJINAHIIMKIIOBUPA COIIOCTaBUM C H3BECTHBIM IpoduiieM Oe30macHOCTH BaraHIIUKIOBHpA/
FaHIUKIOBUPA.

OCHOBHBIM NpOSIBJIEHHEM TOKCHYHOCTH TaHIMKIOBHpA sBisieTcs Heutponenus (y 38%
NAallMEeHTOB OTMeYajach HeWrponeHus 3 wim 4 craaud, | mnamgueHty mnotpedoBaIoch
NpeKpalieHre Tepanuu). boabIMHCTBO SBIEHUH MOAIaBATUCh KOPPEKIIUH, TIPH OJTHOBPEMEHHOM

BO3MOXKHOCTH  IIPOAOJDKAaTb  NPOTHBOBUPYCHYKO  TEpaIIvIO. Y  Bcex HOBOPOXJACHHBIX
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HaOMI0JAI0Ch yBEJIMUYEHHE IIOKa3aTeNiel, XapaKTepU3yIOIHX POCT W pa3BHTHE (POCT, Macca
TEla, CPeIHsAsA OKPY)KHOCTh TrojoBbl). [Ipu nepopaqbHOM NpPUMEHEHHH BaJITAHIMKIOBHPA
Haubosiee YacTBIMM HEXKEJIATEIbHBIMH pPEaKIUsMH ObUTH HEHTPONICHHS, aHEMHs, HApYIICHHUE
GynkMu nedeHu U auapes. [lepedncieHHble HeXelaTeNbHbIE SBICHUS HAOMIONAINCH Yalle y
MAalMEHTOB IIPH O-HEIENbHONW TEepaluy BaITaHIUKIOBHPOM, IO CPAaBHEHHIO C NAllHCHTaMH,
NOIyYaBIIMMH BaJTaHIMKIOBAD B TedyeHHe 6 wMmecsneB. Cepbe3HBIMH HEXelaTeIbHBIMH
SBJICHUSIMH, CBSI3aHHBIMH C JICUCHHEM, ObUIM HEUTPONEHHUS M aHEMHs, KOTOphIE TaKKe dalle
HaOJIIOJAIMCh IIPH TEPAMK AIUTEIBHOCTHIO 6 Heternb. He Ha0moamoch cTaTHCTHYECKH HITH
KJIMHAYECKH 3HAYMMBIX pa3JIMuuii MeXIy NalMeHTaMH, NOJTyYaBIIUMH BaJITaHIHUKIOBHD B
TeueHue 6 HesleNlb U B TeYeHHe 6 MEeCSIEB, B I10KA3aTeNsIX, XapaKTePU3YIOIUX POCT U Pa3BHTHE,
TaKUX KaK Macca Tela, pocT, Cpe/IHsAs OKPYKHOCTb T'OJIOBBIL

Jlabopamopnwie nokazamenu

I[Tpu npoulenny nepuoia NPoGUIAKTUKA y B3POCIBIX MAMEHTOB C BRICOKAM PUCKOM pPa3BHTHS
[IMB-undeximu  mnocie TpaHCIUIAHTAlMK  COJHMIHBIX OpPraHOB 4YacTOTa  HApyIIEHHH
n1abopaTopHbIX Moka3zatenei 10 200-T qHel ocTaBatach CXOIHOM.

Tsoxenas neiitponenus Oosee yacTo HaOmoAanachk y JeTei, NMEPEHECHIHX TPAHCIUIAHTAIIKIO
MOYKH M IOJTyYaBIIMX BAITraHIMKIOBUP 10 200-ro JHS NOCTTPAaHCILIAHTAIIMOHHOTO NMEPHOa, TI0
CPaBHEHUIO c JIETbMH, N0JIy4aBIIUMHU BaJITAHIIUKJIOBH] 110 100-ro JTHS
IOCTTPAHCIJIAHTAIIMOHHOIO IEPUOJIa, a TaKXKe I10 CPAaBHEHUIO C B3POCIIBIMH, NEPEHECITHMHU
TPAaHCIUIAHTALMIO II0YKM M MOJIydaBUIMMU BanraHmukiaoBup g0 100-ro u 200-ro s
IOCTTPAHCIIAHTALIHOHHOTO MIEPUO/JIA.

Tabmuna 4. M3meHenus 1abopaTOpHBIX MOKaszareliei, COOOMIABIIMXCS IIPU  PHEME

BAJITAHLIUKIIOBHPA Y B3POCIIBIX.

N3menenus ITanuenTsl ¢ ITanueHTHI MOC/IE TPAHCIVIAHTAIIHH
J1a00paTOPHBIX IIMB-perunntom COJIHAHBIX OPTraHOB, NOJIy4YaBIINe JIeYeHHe
nokasareJiei 10 100-ro 1HSI NOCTTPAHCIIAHTAIIHOHHOTO
nepuoaa
BaaranuukiaoBup BaarannukiaoBup I'annmuk10BHp
(m=370) (n=244) nepopaybHo (1=126)
% % Y%
Hevimponenus (aOCOTIOTHOE YUCIIO HEUTPODHIIOB/MKIT)
<500 16 5 3
500 - <750 17 3 2
750 -<1000 17 5 2
Anemus (reMorIoOMH 17/71)
<65 7 1 2
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65 - <80 10 3 7
80 - <95 14 31 P
Tpomboyumonenus (4UCI0 TPOMOOIIUTOB/MKIT)
<25000 5 0 2
25000 - <50000 5 1 3
50000 -<100000 21 18 21
Konyenmpayus kpeamununa 6 coleopomxke kpoeu (Mr/i)
>2.5 2 14 2]
>1.5-2.5 11 45 47
Tabmuna 5. VI3menenus nabopaTopHBIX MOKazaTelaed MpH NMPUMEHEHHH BaJTaHIMKIOBUpPA Y
JIeTen.
N3menenns nadopaTtopusix | IlanmeHTHI JeTCKOro Bo3pacTa moc/ie TPAHCIIAHTAIHH
nokasareJiel COJIH/IHBIX OPTaHOB
Jleuenne Jleuenne
BAJITAHIIUKJIOBHPOM /10 BAJITAHIINKJIOBHPOM /10
100-ro nus 200-ro qus
NOCTTPAHCILNIAHTAIINOH- NOCTTPAHCILIAHTALIHOH-
HOro nepuoja (n=63) HOro nepuoja (n=56)
Y% %
Heiimponenus (aOCOTIOTHOE YUCIIO HEHTPOPHIOB/MKIT)
<500 5 30
500 - <750 8 7
750 -<1000 5 11
Anemus (reMorioOuH 1/71)
<65 0 0
65 - <80 14 5
80 - <95 38 29
Tpomboyumonenus (4UCI0 TPOMOOIIUTOB/MKIT)
<25000 0 0
25000 - <50000 10 0
50000 -<100000 3 4
Konyenmpayus kpeamununa 6 cvléopomie kposu (MI/It)
>2.5 2 5
>1.5-2.5 11 20
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ITocmpezucmpayuonnoe npumenenue

[Ipd MOCTPErMCTPAlMOHHOM IPUMEHEHWH BAJITAHIUKIOBHpAa W TaHIHUKIOBAPA HPOQHIIb
0€e30MmacHOCTH OBLT COITOCTABHM C TAKOBBIM B XO/1€ KIIMHUYECKUX UCCIIEIOBAaHUM.
Ilepeno3supoBka

ITepeoo3upoeka 6anzaHyUKIOBUPA U 6HYMPUBEHHO 6600UMO20 2AHUUKI06UPA

Bo3MOXHO, dYTOo Mepelo3upoBKa BAITAHIMKIOBHpPA MOXET IPUBECTH K YBEJIHYEHHIO
He(POTOKCHIHOCTH (CM. paszensl «Ocolble ykazaHus» U «Crnocod NpUMEHEHHs U 103bI»).

B Xojie KIMHUYECKHX HCCIIEIOBAHUN M IMOCTPErHCTPAMOHHOTO MPUMEHEHHUs Ipenapara ObuId
OIKCaHbBI CIy4YaW MEePe03UPOBKH T'AHIUKIOBHpA IPH BHYTPUBEHHOM BBEJCHHMH, B TOM 4YHCIIE
¢ (haraapbHBIM HCX0/I0M. HEeKOTOpBIE U3 HUX HE COIPOBOXKAAIUCH HEKEIIATEIIbHBIMU SBJICHUAMMU.
Y OoNpIIMHCTBA € TMAIMEHTOB OTMEYAJIOCh OJHO HIM HECKOJIBKO M3  CIEAYIOLIHUX
HEXKEJIATEIbHBIX SIBJICHUN:

2eMAmomMoKCU4HOCMb., MAEIIOCYIIPECCHS], BKJIFOYAsi NAaHIIUTOIIEHUIO, HEJJOCTaTOYHOCTh KOCTHOTO
MO3ra, JEHKOIIEHUIO, HEUTPOTIEHUIO, TPaHYJIOIUTONIEHUIO;

2enamomoKcUYHOCMy.; TENATUT, HAPYIICHUE PYHKIIUU TICUCHH;

He(phpomokcuyHOCMsb: YCUJIEHUE TeMaTypud y MAIlUEHTOB C YK€ HMEIOIHUMCS HapylLIeHHEM
(GYHKIIUY MOYEK, OCcTpas NOYeYHas HeJ0OCTaTOYHOCTh, MTOBBIINIEHNE KOHIICHTPAllUU KpeaTHHUHA B
CBIBOPOTKE KPOBH;

JHCeNYOOYHO-KUULeYHAS, MOKCUYHOCMDb. OOJIH B )KUBOTE, AUAPEs., PBOTA;

HeUPOMOKCUYHOCMb. TEHEPATM30BAaHHBIA TPEMOD, CYIOPOTH.

CHU3UTH KOHIIEHTpAIlMU BAJITAHIMKIOBUpA B IUIa3M€ y HAIlUEHTOB C MEPEI03UPOBKONH MOXKHO
MyTeM TreMojMain3a W ruaparanuu (cM. noapaszaen «DapMakOKMHETHKA y OCOOBIX TpyII
NalueHToBy pasaena «PapmMakoIoruueckue CBONCTBaAY).

B3aumoaeiicTBHe ¢ IPYrHMH JIeKAPCTBEHHbIMH CPeICTBAMH

JlekapcmeenHble 63aumMOo0eiicmeusa 6a12AHUUKI06UPA

BairanuukioBup — sSBASETCS  MPOJIEKApPCTBOM — TAHIMKIOBHPA,  IOITOMY  OXKHIAIOTCS
JIEKapCTBEHHBIE B3aUMO/IEHCTBUS, XapaKTepHBbIE I FAHIIUKJIOBUPA.

Hmunenem/yunacmamun: MEXTY JTaHHBIMU npenaparaMmu HEJb3s UCKITIOYUTH
(bapMakoIMHAMHYECKOTO B3auMOoeHcTBUS. [Ipn 0THOBpeMEHHOM NTPUMEHEHHH raHIIMKIOBHpA
UMHUIICHEMa/IIJIacTaTHHA Yy  NAIlMeHTOB  OTMedanuch cyiaoporu. Cremyer  wu3derathb
OJIHOBPEMEHHOTO NpPHUMEHEHMs BAJITAHLIUKIOBHpPAa ¥ HWMHIICHEMa/IIHJIacTaTHHA B CIydasx,
€CIIH MMOTEHIHAIbHBIC NTPEUMYIIECTBA JICYCHUs HE MPEBBIIIAIOT BO3MOXHBIM PUCK (CM. pasnen

«Oco0ble yKazaHus»).
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ITomenyuanvHbsle 1eKapcmeeHHble 63AUMOOCUCMEUA

YcuneHrne  TOKCHYECKOTO  JCUCTBHS — TAHIUKIOBUPA/BAITAHIMKIOBAPA  BO3MOXKHO  IIpH
OJTHOBPEMEHHOM IPUMEHEHHH C JPYTHMH IpernapaTtaMi, OKa3bIBAIOIIMMHU MUEIOCYTIPECCHBHBIN
w HeppoTtokcuueckuid 3dpdexr. K Takum mnpemaparaMm OTHOCSTCS aHAJIOTH HYKIICO3UIOB
(3MIOBYIWH, [MIAHO3WH, CTaBYIWH), HMMYHOCYIIPECCAHTHl (LUKJIOCIOPUH, TaKpPOIMMYC,
MuKOdeHonata Mo(peTHs1), MPOTUBOOIYXOJEBbIE Mpenaparhl (AOKCOpYyOUIMH, BHUHOJIACTHH,
BUHKPUCTHH, TUIPOKCHMOYEBHUHA), MPOTUBOUH(EKIIMOHHBIE npernaparsl
(TpumeTonpuM/cynbpOHAMH, JancoH, aMpoTepunuH B, QuynuTO3WH, MEHTAMUIUH).
VkazaHHble MpenapaTbl MOXKHO MPUMEHSTh OJHOBPEMEHHO C BAITAHIIMKIOBHPOM TOJBKO B TOM
cllyyae, €CIM OXHJaemas I10Jib3a OT IMPOBOJAMMOIrO JICYEHHS IIPEBBIAET BO3MOMKHBIA PUCK
(cMm. pazmen «Ocobble yKazaHus»).

3uooeyoun:  TpU  OJHOBPEMEHHOM  INPUMEHEHHMH C  TaHIMKJIOBHPOM  BO3MOXKHO
bapmakomHamMuuecKkoe B3auMmojeiicTBue. [IOCKOIBKY Kak 3MJOBYAMH, TaK M TaHIUKIOBUD
MOTYT BBI3bIBATh HEHTPONEHUIO M AHEMHUIO, Y HEKOTOPBIX MAIlMEHTOB MOXKET OTMEYaThCs
HETePEHOCUMOCTh IPU OJHOBPEMEHHOM IPHEME BAJTAHIIUKIOBAPA W 3HUJIOBYAHMHA B IOJHBIX
no3ax (cM. pazaen «OcoOble yKazaHus»).

Juoanosun: ObUIO BBIIBIEHO CTOHKOE yBETMUYEHHE KOHIICHTPALMH JHIaHO3MHA B IUIa3Me IIPH
OJTHOBPEMEHHOM INPHUMEHEHUH C TaHIUKIOBUPOM BHYTPHUBEHHO. [IpH BHYTPHBEHHOM BBEJICHHH
raniukioBupa B no3ax 5-10 mr/kr/cytku AUC nupaHo3wHa yBenuwuuBaiach Ha 38-67%, 4ro
MOATBEPXk/aeT  (apMaKOKMHETHYECKOEe  B3aMMOJICHCTBHE  JAHHBIX  IpEmapatoB  IpH
OJHOBPEMEHHOM IPUMEHEHUH. 3HAUYUMOTO BIMSHHUS HAa KOHICHTPAIlMH TaHIMKIOBHpA
He oTMevanoch. OJHaKo CleAyeT TIIATEJIbHO HAOMIOAAaTh IAllMEHTOB HA  IPEIMET
BO3HUKHOBEHHUSI CHUMIITOMOB TOKCHYECKOTO JEHCTBHS IHJAHO3MHA (HAIpUMeEp, MaHKpEaTHTa)
Ipy NpUMEHEeHUH npenapata Banranmukinosup-Tesa (cm. paznen «OcoOble yKazaHus»).
IIpobeneyud: oTHOBPEMEHHBIN MEPOPATBHBIN MTPUEM MPOOSHENNHIa TPUBOIMUI K CTATHCTHUECKH
3HAaYUMOMY CHIJKEHHIO TIOYEYHOro KiupeHca raHiukioBupa (20%) W K yBEIMUYEHHUIO
IPOAODKUTENBLHOCTU ero JaedcTBUs (40%). DTO 00BSACHSAETCS MEXaHU3MOM B3aUMOJICHCTBHUS -
KOHKYpPEHIIMEH 3a KaHaIBIEBYID IOYEUHYKO OJKCKpenuro. [lammeHThl, NpUHHUMAIOIIUE
OJTHOBPEMEHHO MNpOOEHENU]] M BaJITaHIUKIOBUD, JO/DKHBI HAXOJUTHCS TOJ TIIATEIbHBIM
HaOJII0IGHUEM H3-32 BO3MOYKHOT'O TOKCHYECKOT'O ICHCTBHS FAaHIIUKIIOBHpA.

Oco0ble ykazanus

Ilepexpecmuas unep4y8cmeumenbHoCmy

M3-3a CXOOHOrOo XHMHMYECKOTO CTPOEHHUS TaHIMKIOBHpA, AIMKJIOBHpAa M BaJIAI[MKJIOBHpA
BO3MOJKHBI PEaKIMH IE€PEKPECTHON THIIEPYyBCTBUTEILHOCTH K 3THM mpemnapatam. Cremyer

C06JIIOI[aTI> OCTOPOXKHOCTL IIPpH HA3HA4YCHHH Mperiapara BaJIraHHI/IKHOBI/Ip-TCBa marmucHTaM C
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TUIIEPUYYBCTBUTEIBHOCTBIO K AIMKJIOBUDPY, [EHIMKIOBHPY WIH HX IpOJIEKapcTBaM
(BaTanKIOBHPY ¥ (haMIIMKIIOBHPY, COOTBETCTBEHHO) B aHAMHE3E.

Mymazennocms, mepamozenHocmy, Kanyepo2eHHOCMy, hepmuibHOCMb U KOHMPAYenyus

B skcnepuMeHTax Ha )KUBOTHBIX OBLIO BBISIBJICHO MYTAareHHOE, TEPATOr€HHOE U KaHIIEPOT€HHOE
JeiicTBUe, a TaK)Ke HEraTHBHOE BIHUSHHE TaHIMKIOBUpa Ha (epTwibHOCTh. [Ipemapar
BanrannukioBup-TeBa cieqyer cuMTarh NOTEHIMAIBHBIM TEPATOr€HOM M KaHIIEPOT€HOM JUISI
Ye/0BeKa, MPHUMEHEHHE KOTOPOTO0 MOJKET BBI3bIBATH BPOKICHHBIE MOPOKH PAa3BUTHS U pak.
[lepen HavanoMm Jie4eHUs BAJITAHIUKIOBHPOM TMAIlMEHTOB CJEAYeT NPOUH(POPMHPOBATH O
crnocobax KOHTpaleNIUH ¥ BO3MOXHBIX pHCKax Juid 1ioga. Kpome Toro, mpemnapat
BanranuuxioBup-TeBa MOXeT BpEMEHHO WM HEOOPAaTUMO IOJAABISATH CIIEPMATOTEHE3 Y
gesoBeka (cM. pasnensl «Ilo6ounoe neiictBuey, «IIpumenenue npu OEpeMEHHOCTH U B NIEPHOJ
IPYJHOIO BCKapMJIMBaHUs», Mojpas3ien «JlokiMHuYeckre JaHHbIe 10 0e30MacHOCTHY» pa3jiena
«®Dapmakosiorndyeckue cBorictBa» u «lIpaBmia obpamenus ¢ mpernaparom» paszaena «OcoOble
yKa3aHUs»).

Muenocynpeccus

JUntenpHas WMHAYKIMOHHAs Tepanus mpenapatoM BanranmukioBup-TeBa MOBBIIIAET PUCK
MHUEIOTOKCUYHOCTH.

IIpenapar BanranuuxnoBup-TeBa cieayeT NpUMEHSTH C OCTOPOKHOCTBHIO y TAIIMEHTOB C
reMaToJIOTMYECKON LUTONEHUEH (B TOM 4YHCIIE NPU HAJIUYUH TeMaTOJIOTHUYECKOHW IHMTOIECHHH,
BBI3BAHHOH JIEKAPCTBEHHBIMU CPEJICTBAMHU B aHAMHE3€), a TaK)Ke Yy MAIlHeHTOB, MOJYYaroIuX
JIy4eBYIO Tepamnuio (cM. mozapazaen «OcoOble ykazaHHs 0 JI03UpoBaHHIO» pasiena «Crocod
IPUMEHEHHUS U JI03bIY).

B Xone mneueHHs PEKOMEHJYeTCs PEryJIipHO IMPOBOAMTH KOHTPOJb Pa3BEPHYTOH (HOpMyJIbI
KPOBH U TPOMOOIIMTOB y BCEX MAIIUEHTOB.

[TarmenTam ¢ TsKenoW JeMKONeHUWEW, HEUTpoleHuel, aHeMHel W/WiIM TPOMOOIUTOTICHHEH
PEKOMEHJIyeTCs Ha3HadaTb TIeMONO3THYecKHe (AaKTOphl pOCTa W/WIM TPEephIBaTh IPUEM
npenapata (cM. pazzaen «[lobodnoe nericTBreY).

Hapywenue ¢hynxyuu novex

[Tanpentam ¢ [OYEUHOH HEIOCTATOYHOCTHIO PEKOMEHIYETCS  YCHJICHHBIH KOHTPOIIb
pa3BepHYTOH (GOpMyYJIBI KPOBH, MUHUMYM KaXXIbIi pa3 MpH MOCEIIEHUH TPaHCILIAHTAIIMOHHON
KIMHUKY. [lanuenTam ¢ mo4yeyHoOH HEIOCTATOYHOCTBIO TPeOyeTcs KOPPEKIHUs J03bI C Y4eTOM
KJIMpeHca KpeaTuHUHaA (cM. pasfjelnibl «Crocod nmpuMeHeHHs u J03b1» U «DapMakoIorudecKue
cBoiicTBa»). Ilanmentam ¢ kiaupeHcom KpeaTuHuHa MeHee 10 MJI/MHH mpHMEHEHHE mpernapara

BaJII‘aHI_II/IKJIOBI/Ip-TeBa IIPpOTHUBOIIOKA3aHO.
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IIpumenenue c Opyeumu rexapcmeenHbiMu Cpeocmeami

IIpu onHOBpEMEHHOM IIPUMEHEHHH TaHIUKIOBHpA M HMHIICHEMA/I[MIaCTATHHA y MAlMEHTOB
OTMeYauch cynopord. Creayer u3berarb OAHOBPEMEHHOTO IMPHMEHEHHs BAITaHI[MKIOBApPA U
MMHIICHEMA/IIMIACTaTHHA B CIIy4asX, €CJAM MOTCHI[HAIbHBIE IPEUMYIIECTBA JIEUEHHS HE
IPEBBINAIOT BO3MOXHBIA pHCK (cM. paszaen «B3auMopeiicTBue ¢ ApyruME JI€KapCTBEHHBIMH
CPELCTBAMU ).

[TockonbKy Kak 3MIOBY/IMH, TaK M IAHIMKIOBHP MOTYT BBI3BIBATH HEUTPOIEHHIO U AHEMHIO, Y
HEKOTOPBIX MAIlMEHTOB MOXKET OTMEYAThCs HENEPEHOCHMOCTH IPU OJHOBPEMEHHOM IPHEME
BAJITAaHLIUKJIOBUPA W 3HJOBY/MHA B IOJHBIX J03aX (cM. paznen «B3aumopeiicTBue ¢ apyrumu
JIEKapCTBEHHBIMH CPEJICTBAMHE ).

B cBsI3u ¢ BO3MOXKHBIM MOBBIIIEHHEM IUIA3MEHHBIX KOHIEHTPALHMIA HIaHO3MHA B IPUCYTCTBHH
TaHIMKIIOBUPA, CIIEIyeT TIIATEJIbHO HAOMIOJaTh NAIMEHTOB HA NpPEeJIMET BO3HHKHOBEHHUS
CUMIITOMOB TOKCHYECKOTO [EHCTBUS JUJaHO3MHA (CM. paszfen «BzaummonelcTBue ¢ apyrumu
JIEKApCTBEHHBIMH CPEJICTBAMHU»).

[Ipumenenne npenapata BanrannmkiaoBup-TeBa OJHOBpEMEHHO ¢ JPYTHMH IIperapaTaMi,
OKa3bIBAIOIIMMH  MHUEJIOCYIIPECCHBHBIN MM HedpoTokcuueckuit addext (cm. pasgen
«B3anMopneiicTBie ¢ JpyrMMH JIEKApPCTBEHHBIMH CpEJCTBAMH)»), MOXKET YCHIIMBATh HX
TOKcHu4eckoe JeiictBue. KoHTposmpyeMoe KIMHHYECKOE HCCIIEOBAHME MCIOIb30BaHUS
BaIraHUMKIOBUpa Juid npodmiaktukn [[MB-undekimu He BKIIOYANO NANMEHTOB MOCIE
TPaHCITAHTAIlMK JIETKOrO W KMINEYHMKA, MOITOMY OIBIT NPHUMEHEHHs Iperapara y TaKHX
NAllMCeHTOB  OrpaHM4eH. bHOmOCTymHOCTH  raHmMKIOBApa W3  TablIETOK  mpenapara
Banrauuuknosup-Tesa B 10 pa3 mpeBbllnaeT TakOBYIO Karcysl FaHIMKIOBHPA. | aHIMKIOBHP
HeNlb3sl 3aMeHATh Ha mnpenapar BanranumknoBup-TeBa B coorHomenuu 1:1. IlanmeHTos,
KOTOPBIX MEPEBOAAT C KalCyl TaHIUKIOBHpA, CleIyeT WHPOPMHPOBATH O PHCKE
NEpe/I03UPOBKU, €CIM  OHM OyIyT IpMHHMMaTh OoJibllee 4YHCIO TabJNETOK mpenapara
Bayrannuknosup-Tesa, uem pexomeHnnoBano (cM. paszeinsl «Crioco® MpHUMEHEHHs H 03BI» H
«Ilepeno3upoBka).

Ilpaguna oopawenua c npenapamom

TabneTku Henp3s pasnameIBaTh WM pa3MenbyaTs. [lockonbKy npenapar Banranmuknosup-Tesa
MOTCHIIMAJIBHO TEPATOr€HEH M KaHIEpOTeHEH JUIS 4YelloBeKa, HeOoOXOJMMO COOJIIOAATh
OCTOPOXHOCTh, €ciM TabneTka pasnommiack. Crenyer wus3berarb NPAMOrO KOHTAKTa
pa3IOMMBIIEHCS MM pa3sMEIbYEHHOH TaOJIeTKH C KOXEW U CIH3UCTBIMH 000JIOYKAMH.
B ciyyasx Takoro KOHTakTa Hy)HO TIIATEIBHO NPOMBITH 3TO MECTO BOJOW C MBLIOM, IIPH
NONaJaHuy B IJ1a3a - WX TIIATEJIBHO NPOMBIBAIOT CTEPUIIbHON BOJOH, a MPH €€ OTCYTCTBHH -

IIPOCTOM BOJOM.
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Ilonajanue nexapcTBEHHBIX MPENAPATOB B OKPYKAIOIIYI0 CPEAy AOIDKHO OBITH CBENEHO K
MuHEMYMY. He crnenyer yTunmsmpoBath mpemapar ¢ IOMOIIBIO CTOYHBIX BOJ MM BMECTE C
OBITOBBIMH OTXOJIaMH.

Binsinne Ha c110cO6HOCTD yNIPaBJISATH TPAHCHOPTHBHIMH CPEACTBAMH H MEXAHH3MAMH

Ilpu sievennn mnpemaparom Banranuumkiosup-TeBa u/ummm FaHIUKJIOBHPOM  BO3MOXKHO
BOSHHKHOBCHHE TaKMX HEKE/IATEJbHBIX pEaKIUi KaK CyJOpOTH, TOJIOBOKPYXEHHE H
CIYTaHHOCTH CO3HAHMS, YTO MOXET OTPHUATEILHO MOBIUATH HA JEATEIBHOCTH, TPEOYIONIYIO
TOBBIICHHOH KOHIEHTPAIlMK BHUMAHHUS, BKIIOYAs yIPaBICHHE TPAHCIOPTHBIMU CPEICTBAMH H
paboTy ¢ MamMHAMM M MeXaHHW3MaMH. B CBS3M ¢ STMM B IepHOX JeueHHS IpenapaTomMm
Banrauuukiosup-Tesa cienyer coGmonars 0CTOPOXKHOCTb IIPU yNPABICHHH TPAHCIOPTHBIMH
cpeacTBAaMH M paboTe C MalIMHAMH M MeXaHu3MaMH. IIpM TOSBICHHH OIMCAHHBIX
HEXE/IATCIIbHBIX  SIBJIICHUM CIICyeT BO3JAEPXKATBHCS OT BBIIOJHEHHMsS YKa3aHHBIX BHJIOB
JIeSATEIbHOCTH.

®opma BbINyCKa

TabneTkn, moOKphITHIE IIEHOYHOM 0607109K0H, 450 MT.

1o 30 wmm 60 TabneTox B MONMATHIEHOBYIO GAHKY ¢ BHYTPEHHHM IépMETHUHBIM KJIAAHOM C
NOJUIIPONMIICHOBON ~ KPBIIIKOM, CHA0XKEHHOH yCTPOHCTBOM, IPEISITCTBYIOIIMM BCKPBITHIO
(1akoHa IETBMH, U KOHTEHHEPOM € OCYIIUTEIEM.

1 Oanka BMecTe ¢ HMHCTPYKIMEH II0 NPUMEHEHHIO B Ia4ke KapTOHHOH, Ha KOTOPYIO
JIOIIOJIHUTENIEHO MOTYT OBITh HAHECEHBI 3aIUTHBIE HAKIEHKH.

[1o 10 Tabnerox B 6muctep u3 [IBX/AKJIAP/IIBX u anmroMuHHeBOi (GOJIbIH.

[Io 3 wm 6 OmacTepoB BMECTe € HHCTPYKIHEHl II0 NPUMEHEHHIO IOMEIIAIOT B MAYKy
KapTOHHYIO, Ha KOTOPYIO JIOIIOJTHUTEIBHO MOTYT OBITh HAHECEHBI 3al[UTHEIE HAKIICHKH.
YecaoBusi XxpaHeHunst

XpanuTs npu Temneparype He Boimre 25 °C.

XpaHUThH B HEJJOCTYITHOM JUIS IETEN MECTE.

Cpok rognocTn

3 roga. He mpumeHsTh N0 HCTEYEHUH CPOKA FOIHOCTH.

YcnoBus ormycka

OTmycKaroT 1o perenty.

IIpousBoauTesn

Tea Yemckue [peanpustus c.p.o.,

Octpascka 305/29, 747 70 Onaga - Komapos, Yemnickas Pecny6iika

Biajenen perncTpanuoHHOro ya0cToBepeHus

Tesa ®apmanesruueckue [Ipexnpusitus Jita., Uspanis
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Opranunszanusi, NPUHAEMAOMAs NPETEH3NH N0TpeduTeei:

000 «TeBa», 115054, Mocksa, yi1. Banosas, 35,
TelL.: +7 (495) 644 22 34, dakc: +7 (495) 644 22 35

Azipec B HHTEpHETE: WWWw.teva.ru

Menemkep o perucrpaiu

N.10. Copokuna
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