MUWHUCTEPCTBO 3/IPABOOXPAHEHUSI POCCUMCKOU OEJIEPALTUA

HHCTPYKIUSA
O MEAUHUHCKOMY INPUMEHEHUIO JIEKAPCTBEHHOTI'O IIPEITAPATA
BHUP/IEJI

CUuu

JT1-000666-0103 17
Perncrpaunonnslii Homep: ‘ -

Toprosoe naumenoBanue: Bup/en

Memyﬂapouuoe HEMATEHTOBAHHOC€ HAHMEHOBAHHE: BAJIAIIMKIIOBUD

JlekapcrBennasi popma: TabieTkH, MOKPBITHIE IUICHOYHONH 000I0YKOH.

Cocras

| TabneTka, MOKpbITast MJICHOYHOH 000JI0YKOM, COJIEPIKUT:

oeucmesylowee seujecmeo. BalALMKIOBUPA THApoxsiopua MoHoruapar 583.8 mr (ot 573,0 1o
591,0 mr), B mepecuere Ha BaJlALMKIOBHpA THApoxJopua — 556,0 mr, B mnepecyere Ha
Baslatnki0Bup — 500,0 mr;

6cnomocamelibHble 6ewjecmeda:; 11eJUTI0I103a MUKpOKpUcTauiiueckas - ot 37,0 mo 55,0 wr,
KpocnoBu10H — 15,0 mr, noBuon (Kommuaon 90 F) — 50,0 mr, maruus creapar — 7,0 mr:
oboaouka (Onazpaii 6enbiit YS-1-7003: tutana auokcua 31,250 %, runpomeniosa (3 cP, 6 cP)
29,875 %, makporo:n (noaudtunenriaukos 400) 8,000 %, nonucopbar (tBun 80) 1,000 %) - 17,5
MT.

Onucanue

Tabnerku, nNOKpeITBIE TUICHOYHOH 000704KOi  Oesoro uau  moutH Oeloro  1Bera,
KarcyJIOBH/IHbIE, IBOSKOBbINYKIIble. Ha 01HOM cTOpoHe HaHeceHO rpaBUpOBKOi «V», HA Apyrou
«500». SAnpo Tabnetku 6es10ro M nMouTH OEJI0ro 1BeETA.

PapmakoTepaneBTHYECKAsi IPYIIA: IPOTHBOBUPYCHOE CPE/ICTBO.

Koa ATX: [JOSABI1]

dapMaKo/JI0rHYeCKHEe CBOICTBA

DapMaKoIHHAMHKA

Mexanusm oeiicmeusn

BanauukioBup sBiseTcss NpOTHBOBHPYCHBIM CPEIACTBOM, MpeACTaBisieT co0oi L-BajinHOBBIN
CJIOKHBIH S(pHp aUMKIOBHpa. ALMKIOBHDP SBJISETCS aHAJIOrOM IYPHHOBOIO HYKIICO3H/1a

(ryanuHa).




B opranu3me yeioBeka BaJlalMKIOBUP OBICTPO M NMPAKTHYECKH IMOJIHOCTBIO NMpeBpalnaeTcs B
AU KJIOBHP " BaJIUH IPE/N0JIOKHUTEITHLHO noj BO3/ICHCTBHEM bepmenTa
BAJIALIMKJIOBHPrU/IPOJIa3kl.

ALHMKIOBUD sIBIIsETCS crieliMpuyeckuM HHrHOMTOPOM BHPYCOB reprieca ¢ akTHBHOCTBIO in Vitro
npoTUB BUpPYycoB npoctoro repreca (BIIIY) 1-ro u 2-ro tunos, Bapuuesmia-3ocrep Bupyca (B3B)
(Varicella zoster virus), untomeranosupyca (LIMB), Bupyca Dmreiina-bappa (BOB) u Bupyca
reprieca 6-ro TuUnma. AuMkKIoOBUp MHruOupyet cuHte3 BupycHoi JIHK cpasy mnocne
dochopuapoBaHHs U MpeBpallaeTCcs B aKkTHBHYIO GopMy — artukioBupTpudocdar.

IlepBas craaus ocdopunupoBanus TpedyeT aKTHBHOCTH BHpPYyC-CrielH(pHYECKUX (HEPMEHTOB.
Jlna BIII, B3B u BDb takum ¢epMeHTOB siBjsieTcss BUpyCHas TUMM/IMHKHHA3a, KOTOpas
INPUCYTCTBYET TOJBKO B IOPAXEHHBIX BUPYCOM KJeTKax. YacTHYHO CENeKTHBHOCTh
dochopunnpoBaHus MOAAEPKUBACTCS Y LHUTOMETAIOBHPYCa OMOCPEJAOBAHHO Yepe3 TPOAYKT
rena pocdorpanchepazsr ULY7. Dta HeoOX0MMOCTh aKTHBAIIMH ALIMKIIOBHPA CrIeH(pHYECKUM
BHPYCHBIM (DEPMEHTOM B 3HAYHTEIILHOM CTeNneHH OOBACHSET €ro CeJIeKTHBHOCTb.

IIpouece pochopunrpoBanus aunkiIoBupa (npespaiieHie u3 MoHO- B Tpudocdar) 3aBepiiaercs
KJIETOYHBIMU KUHa3aMH. AUMKIOBUpTpUDOchaT KOHKYypeHTHO uHrubupyet BupycHyio JIHK-
nojmmepasy M, OyZyun aHaloroM HykKjeo3uzaa, BctpanBaercs B BupycHyio JIHK, yro npusoaut
K oOnMraTHoMy paspbiBy LenH, npekpaimienuto cuntesa JIHK wu, cienosarensHo, K
OJIOKMPOBAHUIO PETLTMKAIIMH BUpYCA.

Pe3ucTeHTHOCTh K auMKIOBHPY OOBIMHO OOyc/OBjeHA JeUIUTOM THMHIMHKHHA3BL, YTO
NPUBOJIMT K YPE3MEPHOMY PacIpOCTPAHEHHIO BUPYyCa B OpraHu3Me Xo3siMHa. B peakux ciydasx
CHHIKEHHE YYBCTBHUTEJIBHOCTH K alMKJIOBHUPY OOYCJIOBJIEHO TMOSBIEHMEM LITAMMOB BHpyca ¢
HapyllIEeHHEM CTPYKTYpbl BUPYCHOM THMMAMHKHHA3bLl Wi JIHK-nonumepassl. BupyneHTHOCTD
5THX Pa3HOBU/HOCTEH BUPYCa HAIOMHUHAET TAKOBYIO Y €r0 JMKOTrO LITaMma.

[lo pesyabraram oGmmpHoro ucenenosanus mrammos BITT u B3B, oto6pannbix y naumenTos,
NOJIyYaBIINX TEPANMIO  alMKJIOBUPOM WM NPUMEHSBIIMX €ro B LEJNAX TMPOPHIAKTHKH,
YCTaHOBJIEHO, YTO BUPYCHI C MOHMWKEHHOH YYBCTBUTEIBHOCTBIO K BAIALIMKIOBHPY BCTPEYAKOTCS
KpaHe peaKo, HO MOryT ObITh OOHapyXeHbl B PEAKHX CIy4asX Yy MAllMEHTOB C TSKEJIbIM
HapylICHHEM HMMYHHMTETA, HallpUMEp, PELMITMEHTOB TPAHCIUIAHTATa KOCTHOrO MO3ra WJIH
opraHa, MalMEHTOB  MOJIYyYAIOIIUX  XUMHOTEPAIUIO [0  [MOBOJAY  3J0KAYeCTBEHHBIX
HoBoOOpazoBanuii, 1 y BUU-unpuumpoBanHbIxX.

BanauukiaoBup  cnocoOCTByeT  KyNMHpOBaHHIO — 0OJIEBOTO  CHHJAPOMA:  YMEHbBILIAET  €ro
NPOJIOJIKMTEIbHOCTh M COKPAIIAET MPOLEHT OOJBHBIX ¢ OOJISAMH, BbI3BAHHBIMH OMOSACHIBAIOLIMM

reprnecoM, BKIIIO4Yas OCTPYHO MOCTIEeprnEeTHYCCKYIO HEBPAJITHIO.

[39)




PapMaKoKHHETHKA

Bcacwvisanue

[Tocie npreMa BHYTpb BaJallMKIOBHP XOPOILO BCACHIBACTCS M3 XKEIYJI0YHO-KHIIEYHOTO TPAKTa,
OBICTPO M MOYTH MOJHOCTHIO NPEBPAIIASACh B ALUKIOBUP M BAJTHH. JTO MpeBpallieHHE, BEPOSTHO,
OCYILIECTBIIACTCS (JEPMEHTOM MEUEHH BATALIMKIOBHPIH/IPOIA30H.

[Ipn npueme BananukioBupa B j03e ot 1000 Mr OHOJOCTYITHOCTD alMKIIOBHPaA cocTaBiseT 54%
M HE CHMXKaercs OT npuema nuiu. PapMakoKMHETHKA BalAlMKIOBHpAa He SBJISETCS
10303aBUCUMON. CKOpPOCTb M CTENEHb BCAChIBAHWS YMEHBIIAIOTCS C YBEJTHUYEHHEM JI03bI,
NPUBOJIA K MEHEE MPONOPLHOHAIBLHOMY YBEJIMUYEHHIO MAKCHMATbHON KOHLIEHTPAILHH B IJIa3Me
KpoBH (Cmax) 1O CPaBHEHHIO C TEparneBTHYECKUM JIMAMa30HOM JI03 M CHHXKECHMIO
OMO0CTYTHOCTH NIpH J103aX Bbiie 500 mr.

Tabnmua 1. Pe3ynbrarsl onleHKkH (papMaKOKMHETHKH allMKJIOBHPA MPH MPUEME O/IHOKPATHBIX /103

BasalMkiaoBupa ot 250 mr 10 2000 Mr 3710poBBIMH J00POBOJIBIIAMH ¢ HOPMATbHOM (YHKIIHEH

NeYeHH
dapMaKOKMHETHUCEKHE 250 mMr 500 mr 1000 mr 2000 mr
napameTpbl alluKJIOBHPA (N=15) (N=15) (N=15) (N=15)

MKMOJIB/JI 9,78+1,71 15,0+4,23 23,1+8,53 36,9+6,36

G MKT/MT 2,20+0,38 337095 | 5206192 | 8.30+1.43
Trmax yackl (4) 0,75 (0,75-1,5) | 1,0(0,75-2,5) | 2,0 (0,75-3,0) | 2,0(1,5-3,0)

4*MKMOJIB/ T 24,4+3,65 49,3+7,77 83,9420,1 131£28,3

AC y¥*MKr/™Mn 5,50+0,82 1 1&El:75 18,9+4,51 29,5+6,36

Cimax — MaKCHMMaJIbHast KOHIICHTpAIMs B TJIa3Me KPOBH;

Tmax — BpeMsl 10 TOCTHKEHHSI MAKCUMAIbHON KOHLIEHTPALIMH B IJ1a3Me KPOBH:

AUC - momaas noj GpapMakoKHHETHYECKOH KPUBOH «KOHLEHTpalus-BpeMs». 3HaueHHs! Cmax
1 AUC orpaxaloT cpejlHee CTaHJApPTHOE OTKJIOHEHHE. 3HauyeHHs Ui Tmax OTpakaioT
ME/IMaHHOE 3HAYEeHHE U Uana3oH 3HaA4YCHUH.

MaxkcumanbHas KOHLEHTpallMs BajlallMKJIOBHpa B IUIa3Me€ KPOBH cocTaBiseT Jumb 4% oT
KOHLEHTpAIlMK allMKJIOBHPA, ME/IHaHAa BPEMEHH ee JocTHxkeHHus: coctaiseT oT 30 10 100 Mun
nocjie mnpuema mnpenapara. Yepes 3 wyaca mocie mnpHemMa Ipernapara KOHLEHTpalHs
BAJIAIIMKIIOBUPA JIOCTHTAET YPOBHS KOJMYECTBEHHOIO OINpENEIeHUs] U HIKe. BamauukioBup u
AlMKJIOBUP HMMEIOT aHAJIOTMuHble (JapMaKOKMHETHYECKHE MapaMeTpbl MOCie OAHOKPATHOrO H

MHOrokparHoro mnpuema. B3B wu BIII' 3HauutenbHo He u3MeHsIOT (apMaKOKMHETHKY

BaJIallMKJIOBHPA W allUKJIOBHPa 110CJI€ TpHEMaA BajJlallMKJIOBUPA BHYTPb.




Pacnpeoenenue

Crenenb CBA3bIBAHUS BaJAIMKIOBUPA ¢ OeIKaMM 1J1a3Mbl KpOBH o4eHb HU3Kas (15%). Crenenb
NPOHUKHOBEHHUS B 1epedpocnuHanbhyo xuakocTh (LIC)K) ompenensercss kak COOTHOLIEHHE
AUC B LHCXK x AUC B nuiazmMe KpOBH M COCTaBIISET 0K0JI0 25% JU1s allMKJIOBHpa ¥ MeTabosMTa
8-ruIpoKCHAIIMKIIOBUPA (8-OH-ACV); 0KOJI0 2,5% JUIS MeTabojura
9-(kapbokcumerokcu)metui-ryannna (CMMG).

Memabonusm

[Tocne npuema BHYTpPh BajJallMKJIOBHP INpPEBpAllacTCs B AlMKJIOBHP U L-BaJWH MOCPEACTBOM
MPECUCTEMHOr0 MeTabo/I3Ma B KHIIEYHMKE W/WIM NEYEHOYHOro Merabosm3ma. AIHMKIOBHP
npespamaercs B Maiple Metabonutel: CMMG noja BO3JeHCTBHEM OJTHUJIOBOIO CHUPTA M
anbaernyiernaporenassl; 8-OH-ACV nox BosjeicTBueM anbaerujiokeuaassl. [pumepno 88 %
0T 00I11ero COBOKYIMHOrO BO3JCHCTBHS Ha IJ1a3My KPOBH NPUXOIMTCS HA alMkioBup, 11% - Ha
CMMG u 1% - na 8-OH-ACV. BanauMkJIOBHp M alHKJIOBHP He MeTaboIH3upYIOTCs
u3odhepMeHTaMu cucTeMsl iMToxpoma P450.

Buigeoenue

VY nauueHToB ¢ HOpMaIbHOM (YHKIMEH MOYeK MepHo/l MOJYBBIBECHUS AllMKJIOBUPA U3 T1J1a3Mbl
KPOBH 110CJI€ OHOKPATHOTO MJIM MHOTOKPATHOT'O MpHEeMa BaJIallMKJIOBHpA COCTABISET OKOJIO 3
yacoB. Menee 1% OT NpuHATO# /103bl BATALIMKIOBHPA BHIBOAMTCS MOYKaMH B HEH3MEHHOM BHJIE.
BanauukioBup BBIBOAMTCS M3 OpraHu3Ma IMOYKaMHM MPEHMYIIECTBEHHO B BHJIE AllMKJIOBHpA
(60nee 80% ot npuHATO#H 103b1) N MeTaboMTa aruKiioBupa — CMMG.

Ocobbie epynnol nayuenmoes

IHayuenmor ¢ napywenuem pynkyuu novex

BeiBesienne  aumkiaoBHpa Koppeiupyer ¢ (QYHKIMEH TOYeK. 9SKCIO3HMIUS  AlMKIOBHpa
YBEJIMYHUBACTCS C YBEJIMUEHHEM CTENEHH THKECTH MOYEYHOH HEIOCTATOYHOCTH. Y MAIMEHTOB ¢
TEPMHHAJILHOM  CTaJIMeH I0YEYHOH HEJ0CTATOYHOCTH CPEJAHMH NEPHOJ  IOJIYBBIBE/ICHHUS
AlMKJIOBUPA T110CJI€ TNPHUMEHEHHUS BaJallMKIOBUpPA COCTaBiseT 14-4acoB 10 CpaBHEHHIO ¢
NPUMEPHO 3 YacaMM IIPU HOPMAJILHOW (DYHKIIMH MOYEK.

DKcno3uums anukiaoBupa v ero MeradbomnroB CMMG u 8-OH-ACV B muasme kposu u [ICXK
OLICHMBAIMCh B CTAOMJIBHOM COCTOSIHMH IOCJI€ MHOIOKPAaTHOTO NpHeMa BaJlallMKIoBHpa y 6
NAlMEHTOB ¢ HOPMaJIbHOW (yHKIMEH mnouek (CpeHHi KiaupeHc kpeatnHuHa 111 MJI/MEH,
auanason 91-144 ma/mun), nonydasimmx 2000 Mr kazabie 6 4acoB, U Y 3 NMAIMEHTOB C TSKEJIOMN
CTENEHBIO NMOYEYHOH HEJI0CTATOYHOCTH (CpeIHUH KIMPEHC KpeaTHHHWHA 26 MJI/MHH, JHana3oH
17-31 ma/mun), nony4aBmmux 1500 mr kakabie 12 vacoB. Ilpu TsKenoN CTENeHH NMOYEYHOM
HEJIOCTATOYHOCTH 110 CPaBHEHHMIO ¢ HOPMaJIbHOH (DyHKIIMEH 1MoYeK B 1jia3Me KPOBH, Tak jK€ Kak

v B L{CXK, xonuentpaunu auukinosupa, CMMG u 8-OH-ACV 6bun B 2.4 u 5-6 pa3 Bbille,




cooTBeTcTBeHHO. He Obu10 paznuuus B cTeneHd npoHUKHOBeHMs auukioBupa B [ICXK
(onpenensnack kak cootHowenne AUC B LICK k AUC B nia3zme kposu), CMMG unu 8-OH-
ACV Mexay AByMS NONYJSUMSMH C TSOKEIOH CTENEeHbIO TMOYEYHOH HEeJIO0CTAaTOYHOCTH H
HOPMaJIbHON (YHKIIHEH TOYeK.

Hayuenmsr ¢ Hapauienuem YynKyuu nevernu

dapMakOKMHETHYECKHE  JIaHHbIC  [OKA3bIBAlOT, 4YTO Y  MAMEHTOB C  TEYEHOYHOM
HEJIOCTATOYHOCTBIO CHHIKAETCSl CKOPOCTh NPEBPALICHHUS BaJTallMKIOBHpA B ALUKIOBHP, HO HE
CTENEHb JaHHOTO mpeBpalleHus. [lepnoa nonyBbIBeICHUS ALUKIOBHPA HE 3aBUCHT OT (DYHKIIUH
MICYEHH.

bepemennocme

B uccinenoBanun (papMakoOKMHETMKM BaJAllMKIOBHPAa M AlMKIOBHpAa Ha IMO3JHHX CpoKax
OepeMEHHOCTH YCTAHOBIIEHO yBeln4eHue 3HaueHus cyToyHoi AUC B cTaOMIBHOM COCTOSHHH
NpH €XKeJIHEBHOM npHeMe Bajanukioupa B 03¢ 1000 Mr B cyTku, KoTOopas npuMepHo 2 pasza
npesbimana AUC npu npueme auMkioBupa BHYTpb B J1o3e 1200 Mr B cyTKH.

BUHY-ungpexkyusn

Y nauuentoB ¢ BUY-undexuumeii pacnpenenenne u (papMakOKMHETHUYECKHE XapaKTEPUCTHKH
AlMKJIOBHPA 110CJIe MEPOPAIBHOrO nMpHeMa OJHOH WM HecKOoabkuX 103 1000 mr wau 2000 mr
BAJIALMKIIOBHPA OCTAIOTCS HEM3MEHHBIMU IO CPABHEHHIO CO 3710POBBIMHU JI0OPOBOJIbIIAMH.
Tpancnaanmayun opzaros

MakcumanpHas KOHLEHTpalMsi alMKJIOBHPA Yy MAlMEHTOB MOCJE TPAHCIUIAHTAIIMH OPraHoB,
noixydasmmx 2000 Mr BanauMkioBupa 4 pasa B CYTKH. OblIa COINOCTABHMA WJIM BBbIIIE
MaKCHMMaJIbHOMW KOHIIEHTpalMK, HaO/101aeMO# Yy 3/10pOBbIX T00POBOJIBIEB, MMOJYYABIIHX TaKyIO
Ke J103y. YcraHoBieHHble cyTouHble 3HadeHHss AUC MoryT ObITh OXapakTepH30BaHbl Kak

3aMeTHO 0oJiee BBICOKHE.

Iloka3sanusi K npUMeHEHHIO
B3spocasie u noopocmku 6 éospacme om 12 0o 18 1em:

e Jleuenne uHQpEKIMI KOXKHK U CIU3UCTBIX 000104eK, Bbi3BaHHBIX BIII', BKiOYas Brepsbie
BBISABJIICHHBIH M DPELM/MBUPYIOLUMH TeHUTalbHbIN reprnec (Herpes genitalis), a Takxke
nabuanwublii repnec (Herpes labialis).

e Ilpodunaktuka (cynpeccusi) peuHJAMBOB HMH(MEKUHH KOXKHM M CIM3UCTBIX 000J0YEK,
Bbi3BaHHbIX BIII', Bktouas reHuTanbHbli reprmec, B TOM YHCIE Y B3pPOCIBIX C
UMMYHOAepHIIUTOM.

e Ilpodunakruka uHekunii, BbI3BaHHLIX IMTOMeranoBupycom (IIMB), u 3abonepanuii

ITOCJIC TPpaHCIJIAHTALlUHU NMTAaPCHXUMOTO3HBIX OPraHOB.




Bspocavie:

e Jleyenne onosceBatomero repneca (Herpes zoster) W oTaabMOIOrHYECKOTO

ONOACBIBAIOLICTO reprieca.

IlporuBonokazanus
¢ [loBbiieHHas YyBCTBUTEILHOCTD K BAJIALMKIOBUPY, AlMKIOBUPY WK JIOOOMY JPYroMy
KOMITOHEHTY Ipernapara.
e Jlerckuii Bo3pact 10 12 ner.
e Jlerckmuii Bospact a0 18 €T npM  JIeYEHHH  OMNOACHIBAIOLIEro repreca M

OQ)TaHbMOHOI'H'-lCCKo I'0 OMOACBIBAIOLICTO Irepricca.

C 0cTOpPOKHOCTBIO
Y NanMeHTOB ¢ MOYEYHOH HEJOCTATOYHOCTBIO; MALMEHTOB C KJIMHMYECKH BBIPAXKEHHBIMH
popmamun BUY-undeximu; npu 0JHOBPEMEHHOM IpHeMe He(pPOTOKCHUHBIX JIEKAPCTBEHHBIX

CPE/ICTB.

[Ipumenenne npu 6epeMeHHOCTH M B EPHOI IPYAHOI0 BCKAPMJIHBAHUS

DepTHIABLHOCTD

B uccreioBannax Ha KHBOTHBIX BJIALMKIOBHD HE OKa3blBal BIMAHMS Ha (epTHIbHOCTL. Tem
HE MeHee, MPUMEHEHHE BBICOKHMX JI03 alMKJIOBUPA MPH NMApPEHTEPaTbHOM BBEJIEHHH BBI3LIBAJIO
TECTUKYJIApHBIE 2 eKThI y KpbIC U cobak.

VccnenoBanus 1o BIMSHMIO BalAlMKIOBHpA Ha (EPTHIBHOCTH Y JIOJAEH He MPOBOIMIIHCE.
Onnako He ObLIO 3aperHCTPUPOBAHO M3MEHEHHIl B KOJIMYECTBE, MOIBHKHOCTH M MOP(OJIOTrHH
criepmMaro3ou108 y 20 maiueHToB Yepe3 6 MecsleB eKeJAHEBHOTO MPUMEHEHHUS BalalluKJIOBHpa
B j103ax o1 400 mr g0 1000 mr.

bepemennocrtn

VimMetoTest orpaHMYeHHble JIaHHbIE 10 NPUMEHEHHIO BaJIAlMKIOBHPA TNpPH OEpPeMEHHOCTH.
[Ipenapar cieayer npuMeHATh NpH GEPEMEHHOCTH TOJIBLKO B TOM CJIyyae, €C/IM MOTeHLHAIbHAS
M0JIb3a JUIs MATEPH NPEBOCXOAUT NOTEHIMAIBHbBIH PUCK JUIS 111014,

B perucrpax GepemeHHBIX ObLIM 3a0KyMEHTHPOBAHbI HCXO[bl OEPEMEHHOCTH Y IKEHIIHH,
NPHHUMABIINX BATALUKIOBHP WM JPYTHE Npenaparbl, coJepikallie aluKIOBHP (aLMKIOBHP
SBISCTCS  aKTHBHBIM ~ MeTabonuToM npenapatra Bupaen), 111 w1246  nabmonaeHwuii
COOTBETCTBEHHO (M3 KOTOpbIX 29 u 756 npuHMMaiM rpenapartbl B [EPBOM TPHMECTpE
OepeMeHHOCTH), TpeacTaBaaiIM  co0Oi  HCXOIbl  OEPEMEHHOCTH,  3aperMCTPHPOBAHHbIE

IIPOCIICKTHBHO. AHanu3 JAAHHBIX, NPEACTABJICHHBIX B PETUCTPE 6€pCMCHHle. MOoABEPraBuInXcs




BO3JICHCTBUIO allMKJIOBHPA, HE BBISIBUJI YBEJIMYEHUSI YUCIIA BPOXKACHHBIX J1e(EKTOB y UX JeTei
0 CPAaBHEHMIO C OOIIEH mnomyisiuued, HU MO OJHOMY M3 MOPOKOB Pa3BUTHS HE BBISBJIEHO
CenH(pHUYHOCTH WIM 3aKOHOMEPHOCTH, YKa3bIBAIOIIMX Ha OOIIyi0 NpuunHy. [10CKOJIBKY B
perucTp OepeMeHHBIX ObLIO BKIIOUEHO HEDOJNBbINOe KOJIHYECTBO JKEHIIMH, MPUHUMABILINX
BaJIAIIMKJIOBUP BO BpeMs OEPEMEHHOCTH, TO JIOCTOBEPHBIX M OIpE/EIEHHBIX 3aKIIOYEHH 0
0e301macHOCTH NPUMEHEHHs BAJIALMKIIOBUPA TP OEPEMEHHOCTH CJIeIaTh HeJlb3s.

Ilepuoa rpyiHoro BckapmMJHBaHUs

AIMKJIOBHP, OCHOBHOH MeTabOJIMT BalalMKJIOBHpA, MPOHMKAET B IpyaHOe Moioko. Ilocie
npueMa BanauukioBupa B 03¢ 500 mMr BHYTpb Cmax B rpyaHoM Mmoisioke B 0,5-2.3 pasa (B
cpendem B 1.4 pasa) mpesblliaza COOTBETCTBYIOIINE KOHIIEHTPAIMU allMKJIOBHpA B IUIA3Me
kpoBu Martepu. CoorHomenue 3navyenuii AUC anmkioBupa B rpyaHom mosnoke k AUC B
CBIBOPOTKE KPOBH Marepu BapbHpoBaiuch oT 1.4 no 2,6 (cpennee 3uauenue 2.2). Cpenanee
3HAQYE€HHE KOHICHTPAIIMHM allMKJIOBHpa B IPYAHOM MOJIOKEe cocTtaBisiio 2.24 Mxr/miu (9,95
MKMOJIb/1). Ilpu mpueme Mmateppio BananukioBupa B go3e S00 Mr 2 pasa B CyTKH JIETH,
HaXo/slIMeCss Ha TPYAHOM BCKapMJIMBaHMM, [10/IBEPralOTCs TaKOMY JK€ BO3JEHCTBHIO
AlMKJIOBUPA, KaK MpHeMe ero BHYTph B 03¢ 0koJio 0,61 mr/kr/cytku. [lepuoa nonyBbiBeaeHus
AllMKIIOBUPA M3 IPYIHOTO MOJIOKA TAKO#H JKe, KaK U3 MJ1a3Mbl KPOBH.

Bajauuki0Bup B HEM3MEHHOM BHJIC HE ONPE/IEIISUICS B IJIa3Me KPOBH MaTepPH, IPYAHOM MOJIOKE
HJIM B MOYe peOeHKa.

Banauukiosup cneyer HasHauath € OCTOPOXKHOCTBIO JKEHIIMHAM B IEPHOA  TPYAHOTO
BCKapMJIMBaHHUSI.

Tem ne MeHee, auMKIOBHP JUIsi BHYTPHBEHHOTO BBEJECHUs NPUMeHseTcs juisi nedenus BIIT y

MIiazieH1eB B 103€ 30 MI/KI/CyTKH.

Cnocod npuMeHeHHs B 103b1

llpenapam Bupoen npunumaemcs: 6ne 3asucumocmu om npuema nuwju, mabiemxu cieoyem
3anueams 60001.

Jlewenne nHpeKuMil KOKH H CIIM3HCTBIX 000/109eK, BbI3BaHHBIX BIII, BKiIouas BIIePBbIe
BBISIBJICHHBIH M PEeUHIMBHPYIOMHI TeHHTAAbHbII repnec (Herpes genitalis), a Takxe
Jadbuabublii repnec (Herpes labialis)

NMMYHOKOMIIETEHTHBIE B3POC/IbIe H IIOAPOCTKH B Bo3pacTe ot 12 10 18 jer

Pexomeniyemas no3a cocrasisier S00 mr 2 pasa B CyTKH.
B ciy4ae peuuamMBoB seyeHHe JIOJDKHO MPOJOJKATBCS 3 WM 5 JaHel. B ciayuae mepBHuHOrO
repreca, KOTOpbIi MOXKET MpoTeKaTh B 0oJiee TsKeIoH GopMme, JledeHHe clie/lyeT HauuHATh Kak

MOXHO paHbllie, a ero MnpoA0JKUTEILHOCT A0JDKHA ObITh yBeauuena ¢ 5 jo 10 gueid. Ilpu




peunauBax BIII' HambGosnee BepHbIM cunTaercs Ha3zHaueHWe npenapata Bupuen B
IIPOJAPOMAJIbHOM TE€PHOJE MIIM Cpa3y K€ MOCJe IMOsBICHUS MEPBbIX CUMIITOMOB 3a00JIeBaHMS.
IIpyMeHeHne BaJalMKIOBHUpPAa MOXET TMPEJOTBPATHTH Pa3BHTHE MOPAXKEHHS, €CIH  €ro
NPUMEHSTD IIPY NEPBLIX PU3HAKAX U CUMIITOMAX peluauBa, Bbi3panHoro BIII.

B kayecTBe ajbTEpHATUBHOrO JieueHus JabuasibHOro reprieca S((QEKTHBHO Ha3HAYCHHE
npenapata Bupaen B no3e 2000 mr 2 pasza B cyTku B Tedenue | cytok. Bropas moza nosmkHa
ObITb NpUHATA NPUOIU3UTENLHO Yepe3 12 YacoB (HO He paHblie, YyeM 4Yepe3 6 4acoB) nocje
npueMa 1nepBo# 103bl. [Ipy Mcnoab30BaHUK Takoro pekxuMma J03HPOBAHHUS NPOJOKHTEILHOCTD
JICYEHHUs1 He JI0JDKHA INpeBbIATh | CYTKM, TaK Kak MPEBBbIIIEHUE MPOJIOIKUTEIBHOCTH ITOTr0
Kypca JICYEHHs He IPUBOJIUT K JIOTIOJIHUTEIbHON KJIMHUYECKOH T0JIb3e.

Tepanus jomkHa ObITH HavaTa NpPU TOSBJICHHMM CAaMHUX PaHHUX CHMITOMOB JaOHalbHOTO
reprieca (T.e. MOLHUIIbIBAaHUE, 3Y/1, HKIKEHHE).

Ilpodpuaakruka (cynpeccusi) peunanBoB HHQEKUHH KOKH H CJIH3HCTBIX 000J109€K,
Bbi3BaHHbIX BIII', BKI0OYasi reHuTANBHBINH repmec, B TOM 4HCIE Y B3POCIAbIX ¢
HMMYHOAepuIHTOM

HMMyHOKOMIIETEHTHBIE B3POC/ible M MOAPOCTKH B Bo3pacte o1 12 j10 18 jer

Y MIMMYHOKOMIIETEHTHBIX NAllMEHTOB peKOMeH1yeMasi J103a coctasiisieT S00 Mr 1 pa3 B CyTKH.
Yepes 6-12 mecsueB geyeHnst HeOOXOUMO OLIEHHTH YPPEKTHBHOCTH TEPAITHH.

B3pocibie ¢ utMMyHOAehHIITOM

Y B3pOCIIbIX MAIMEHTOB ¢ UMMYHOJIEDUIIUTOM peKoMeH 1yemast j1o3a cocrasisier 500 mr 2 pasa B
CYTKH.

Yepes 6-12 mecsieB gedeHust HeOOXOUMO OLEHUTH P PEKTHBHOCTH TEPAITHH.

[Ipopunakruka undexnnii, Bpispannpix [IMB, u 3a6oaeBanunii nmocje TpaHcmIaHTAIMH
NAPEHXHMATO3HBIX OPraHoOB

B3pocibie 1 noapocTku B Bozpacte ot 12 10 18 et

Pexomennyemas no3a cocrapiser 2000 Mr 4 paza B CyTKH, Ha3HA4YaeTCs Kak MOXKHO paHblile,
nocie TpaHcnaanTauuu. Jlo3y ciesyer CHUKaTh B 3aBUCHMOCTH OT KJIMPEHCA KpeaTHHHHA.
[Ipoio/kuTEILHOCTE JleueHnst 0ObIYHO cocTtaBiasier 90 jHeH, HO y MAlMEHTOB C BBICOKHM
PHUCKOM KYpC JIEYEHUS MOKET ObITh MPO/UIEH.

Jleuenne onosiceiBaomero repneca (Herpes zoster) n 0TabMoOIOIrHYECKOT0 repneca
B3poc.ibie

Pexomentyemas 103a cocrasnsier 1000 mr 3 pasa B CyTkH B TeyeHHe 7 JHEN.

Ocobbie 2pynnsl nayueHmog

Jlemu

D} dHexTHBHOCTD JICUSHUS BANAIIMKIOBHPOM Y JIETEH HE HCCIIEI0BAIIH.




Hauueumbz noJHCUI020 so3pacmd

Heo0XxoaMMO y4uTHIBaTH BO3MOXKHBIE HapylleHHs (YHKIHH MOYEK y MAIMEHTOB ITOKHIIOIO

BO3pacTa, J103a

CKOPPEKTHPOBaHa.

npenapara

Bupaen npomxna  ObiTh

COOTBETCTBYHOIIIHM

obOpazom

HeobOxoaumo noyiepkuBaTh a/IeKBaTHBINH BOIHO-JIEKTPOJIMTHBIN OasaHc.

[layuenmuol ¢ napywenuem (ynkyuu novex

Jlosy mnpenapata Buppaen pekomMeHayeTcs yMeHbIIATh Y TMallMEHTOB ¢

BBIPAXKCHHBIM

HapyleHHeM (QyHKIMH noYek (cM. pexum Jo3upoBaHus B Tabiuie 2). YV Takux NalMeHTOB

HEe0OX0/IMMO NOAACPIKUBATDH AJICKBATHBIN BOJlHO-3J]CKTpOHHTHbIﬁ Oananc.

Tabmuna 2. Koppekuus 10361 nnpenapara Bupen Juist npuMeHeHus y B3pOCIIbIX W MOAPOCTKOB B

Bo3pacte oT 12 10 18 net ¢ HapyieHreM GyHKIHH OYeK

[Tokazanus Knupenc kpearununa, mii/mMuH | Jloza npenapara Bupnen
OnosceiBatonmii  repriec U | He MeHee 50 1000 mr 3 pa3a B CyTKH
oranbMoOIOrHYecKuit ot 30 10 49 1000 mr 2 pa3a B cyTKH
onosiceiBatouii  repnec  y | or 10 10 29 1000 mr 1 pa3 B cyTkH
UMMYHOKOMIIETEHTHBIX menee 10 500mr 1 pa3 B cyTkH
B3pOCIIbIX (JIEUeHHE)

BIIT" (;ieuenue)

WMMmyHOKOMIIETEHTHBIE He meHee 30 500 Mr 2 pa3a B cyTKH
B3pOC/IbIE M TOJPOCTKH B

Bo3pacte o1 12 o 18 ser meHee 30 500 mr 1 pa3 B cyTku
JlabunanbHbii repriec y | He menHee 50 2000 mr 2 pa3a B CyTKH
UMMYHOKOMIIETEHTHBIX ot 30 10 49 1000 mr 2 pa3a B CyTKH
B3pOCJIBIX M 1OAPOCTKOB B | oT 10 10 29 500 Mr 2 pa3 B cyTKH
Bozpacte ot 12 no 18 iner | menee 10 500mr 1 pa3 B cyTkH

(neyenue)

BIII" (npodmnakTuka (cynpeccus))

UMMyHOKOMIIETEHTHBIE He menee 30 500 mr 1 pa3a B cyTkH
B3pOC/bIE M TOAPOCTKH B
Bo3pacrte o1 12 o 18 ner menee 30 500 mr 1 pa3 B 1BO€ CYyTOK
B3pocibie ¢ | He MeHee 30 500 mr 2 pasa B cyTKH
UMMYHOZeGHLIHTOM

menee 30 500 mr 1 pa3 B cyTku
[Ipopunaktuka  wHbeKUHii, | He MeHee 75 2000 mr 4 pasa B CyTKH




BBbI3BAHHBIX [IMB. y | o 50 10 75 1500 Mr 4 paza B cyTKH
B3pOCIBIX M TOJPOCTKOB B | 0T 25 10 50 1500 mr 3 pa3 B CyTKH
Bo3pacte oT 12 10 18 ner ot 10 no 25 1500 mr 2 pa3 B cyTkH
menee 10 iu namuentoB Ha | 1500mr 1 pa3 B cyTku

remMoinalinie

JlononuutenbHass uWHGOpMaIMs JUls TOKa3aHMs: JieYeHHe HWHQPEKUMH KOXKH M CIU3UCTBIX
obonouek, Bbi3BaHHBIX BIII', BiiIouyas BnepBble BBISBIECHHBIH W pELMIMBUPYIOIIUHI
reHuTaIbHBIN reprec (Herpes genitalis), a Takxke nabuanbhblii repnec (Herpes labialis)

OnbIT MpUMEHEHHUsl BaJALMKIOBHpA Yy JeTeil CO 3HAYEHUSIMHM KJIMpeHca KpeaTHHHHA MeHee 50
mi/mun/1,73 m? oTcyTCTBYET.

JlononuutenbHas nHGOpMaIMs /Ul NOKa3aHus: npopuIakTHka HHGeKuui, Bb3BanHbIX [IMB, 1
3a00J1eBaHUi 110CIe TPAHCIIAHTALIMHU TTAPEHXUMATO3HBIX OPraHOB

HeoOxo0mmMo yacTo omnpeensTh KIMPEHC KpeaTHHWHA, 0COOGHHO B MEpHOJ, Korja (yHKIMs
noyek ObICTPO MEHsieTCs, HanpuMmep, cpasy T[O0cClie TPAHCIUIAHTAUMHM WM [PHIKHBIICHHS
TpaHCIUIAaHTaTa, NpPH 3TOM Ji03a Ipenapara Buppaen KoppekTupyercss B COOTBETCTBHE C
MoKazaTeIs MU KJIMpeHca KpeaTHHHHA.

JlononuutensHass MHGOpMaLMA JUIS TOKa3aHUs: JIEYEHHE omosichiBatollero repreca (Herpes
zoster) 1 OQTaIbMOJIOTHYECKOT0 ONOSACHIBAIOLIETO repreca

[Ipenapat Bupaen cieayer npuHUMAaTh M0OC/IE FeMOJIMAIN3A Y MALMEHTOB, KOTOPBIM MPOBOJAT
MEePHOTUYECKUN TeMOTHATN3.

[TaumenTsl ¢ HapyleHHeM QYHKIUH NeYeHH

Ha ocHoBaHuM ucclie10BaHUSl ¢ NPUMEHEHHEM OJIHOKPATHOH 103kl BanauukioBupa 1000 mr y
B3pPOCJ/IBIX MALMEHTOB C LUPPO30OM [IE€YEHH JIETKOW M CpeiHeH CTeNneHu TSHKeCTH (MpH
COXPAaHEHHOM CHHTETHYECKOH (YHKUMH T1eYeHH) KOPPEeKIMH JI03bl BalalMKJIOBHpA He
Tpedyercsi. PapMAKOKHHETHYECKUE JIaHHBIC Y B3POCIBIX MAIMEHTOB C TSXKEIOH CTENeHbIO
HapylieHus  (QyHKUMH 1edyeHH  (JIeKOMIEHCHPOBAHHBIM  IIMPPO30M), C  HapylleHHeM
CHUHTETHYECKOH (YHKIMH NEYeHH M HaIM4YMeM [OPTOKABAIBHBIX AHACTOMO30B TaKKe He
CBHJIETEJILCTBYET O HEOOXOJMMOCTH KOPPEKIMH J103bl BAJIALMKIOBUPA, OJIHAKO KJIMHHUYECKHH
OIBIT MPH JAHHBIX MATOJIOTUAX OTPAHUYEH.

Uudopmanmus o nozax Gosnee 4000 Mr B cyTKH JUlsl NAIMEHTOB ¢ MH(EKLHSMH, BbI3BAaHHBIMH

BIII" u [IMB, ykas3ana B pa3zaene «OcoOble ykazaHus».

ITobouHoe aeiicTBHE
HexenarenpHble peakllMM MEpEevUC/IeHbl HHKE B COOTBETCTBMM ¢ KJaccHdUKauueid 1o

OCHOBHBIM CHCTEMAM H OpraHaM H 4YacCcTOTC BCTPEHYACMOCTH, KOTOpas ObL1a onpejieiieHa
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caeayomuM obpazom: ovens yacmo: >1 Ha 10, vacmo: >1 na 100 u <1 nHa 10, nevacmo: >1 na
1000 u <1 na 100, peoxo: >1 na 10000 u <1 na 1000, ovens peoko: <1 uwa 10000.

JdanHble KIIHHHYECKHX HCC/Ie/I0BAHMI

C'o cmoponbl HepeHOU cucmembl

Hacmo: ronoBHas 00Jib.

Co cmoponwl JHcenyoouHO-KUmeuHo2o0 mpaxkma
Yacmo: TOIHOTA.

JlaHHBIE IOCTMAPKETHHIOBBIX HCCJI€I0BAHHI

Co cmoponbsl opeano6 Kpoeu u opeanos KpoeemeopeHus

Ouenv peoko: nenkoneHusi, TpomOouutoneHus. B ocHOBHOM, lelikoneHusi Halmonanach y
OOJBHBIX CO CHUKEHHBIM HMMYHHUTETOM.

Co cmoponbl UMMYHHOU CUCMEMbl

Ouenv peoxo: anadhuiakcus.

Co cmoponbsl HepeHoll cucmemvl U NCUXUKU

Peoko: ronoBoKpykKeHHe, CIIyTAHHOCTb CO3HAHUS, FJTIOIMHALIMN, YTHETEHHE CO3HAHUS.

Ouenv peoko: axXuTallMs, TPEMOp, aTakCusl, JAW3apTPUsi, ICUXOTHYECKHE CHMIITOMBI, CYJA0POTH,
suuedanonatus, koma. [lepeunciieHnble BbIllle CUMIITOMBI, B OCHOBHOM, 00paTuMbl U OOBIYHO
HaOIIOAI0TC Yy MAlMEeHTOB ¢ HapylleHueM (YHKUMH TMO4YeK uik Ha (oHe Jpyrux
NpeapacnoaralolX COCTOSHHUIA. Y B3pOC/bIX NAlMEHTOB ¢ TPAHCIUIAHTHPOBAHHBIM OPraHoOM,
MOJTY4alOLHUX BBICOKHE /103l (8 I' B JIeHb) BanauukioBupa s npopunaktuku [[MB-undeximn,
HEBPOJIOTHYECKHE peakliMy pa3BUBAIOTCS yallle, 4eM NpH rnpueme 6osiee HU3KUX J103.

Co cmoponbl ObixamenbHOU cucmembvl U OP2aHo8 CPeoOCmeHUs

Heuacmo: onpliika.

Co cmoponbl HcenyoouHo-KumeyHo20 mpakma

Peoko: tuckomdopT B KHUBOTE, pBOTA, JHAPES.

Co cmoponsl nevenu u JHeenyesbl8ooAuuUx nymei

Ouenb peoko: obpaTuMble HapylleHHs (YHKIMOHAIBHBIX MEYEHOUHBIX MPo0, KOTOpbIE HHOT/IA
PACLIEHHUBAIOT KaK MPOSIBICHHUS I'eNaTuTa.

C'o cmoponbl KU U NOOKOICHO-DICUPOBOU KIeMYAMKU

Heyacmo: BbICbINaHUs, BKJIIOYAsH MPOsIBIEHUs (POTOUYBCTBUTEILHOCTH.

Peoxo: 3yn.

Ouenb peoko: KpanmBHUIA, AaHTHOHEBPOTHYECKHI OTeK.

Co cmoponbl MO4eBbIOCIUMENLHOU CUCTEMbI

Heyacmo: rematypus (4acTo CBsi3aHHAs € IPYTHMH HApYLICHUSIMH CO CTOPOHBI MTOYEK).

Peoko: HapyuieHus: GyHKIHH MTOYEK.
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Ouenb pedro: ocTpas moYeyHasl HeJIOCTaTOYHOCTD, ToYeyHas Kouka. [loyedynas Koimka MOXeT
ObITh cBsi3aHa ¢ HapyweHueMm GyHkuuu novek. CoodIIANOCh O clydyae OCaKIAEHHS KPHCTAJUIOB
allMKJIOBUPA B MPOCBETE MOYEUYHbIX KaHaablleB. HeoOxoaumo cobumoaTh a/leKBaTHbINH MU THEBOH
PEIKUM BO BpeMsl JICUCHHUSI.

IIpouue: Y GONBHBIX € TSOKEIBIM HApYHIEHHEM MMMYHHUTETA, OCOOEHHO Y B3POCIIBIX MAIMEHTOB C
nanexo amejauei craauein BUY-nndexnnn, noayyaiommx BpICOKHE J103b1 BallalliKiIoBUpa (8 1
€XKEJIHEBHO) B TEYEHHE JUIMTEIbHO TMEpHOJa BPEMEHH, HAOIIOJAIMCh Cllydyad [0YEeUHOMH
HEJI0CTATOYHOCTH, MMKPOAHTHONATHYECKOH TI'eMOJMTHYECKOH aHeMMHM M TPOMOOIMTONEHUH
(uHoraa B xomOuHauuu). [logoOHble ocnoxkHeHHs ObUIM OTMEYEHBI Y NAIIMEHTOB C TEMH JKe

OCHOBHBIM H/WJIH CONMYTCTBYIOIIHUMHU 3a6OJICBaHHﬂMl/l, HO HE MOJIY4HarouuXx BaJlallTHKIIOBUD.

Ilepenosuposka

Cumnmombl: OCTpasi NMOYEYHAs HEJAOCTAaTOYHOCTb M HApYIIEHHsS CO CTOPOHBI IEHTPAJbHOM
HEPBHOH CHCTEMBI (CIIyTAaHHOCTh CO3HAHMS, TAJUIIOUMHALMHK, BO30YXKJIEHHE, CYJI0POTH, KOMA);
BO3MOHbI TOIIHOTA, PBOTA.

Jlewenue: reMouann3 (pu OCTPOi MOYEUHOH HEIOCTATOYHOCTH H aHYPHH ).

BsanumoaeiicTBHe ¢ IPYrHMH JIeKAPCTBEHHBIMH CPe/ICTBAMH

Kiunuuecku 3Ha4uMble B3aMMO/ICHCTBHS HE YCTAHOBJIEHBI.

AUMKJIOBUD BBIBOJMUTCS MOYKaMH, B OCHOBHOM, B HEN3MEHEHHOM BH/IC MOCPEJACTBOM aKTHBHOM
no4e4yHoi cekpeuuu. CoyetaHHOE NMPUMEHEHHE JIEKAPCTBEHHBIX CPEJCTB C HTHM MEXaHHU3MOM
BBIBC/ICHHSI MOXKET IPHBECTH K IOBBILICHUIO KOHIEHTPAIMH AlMKIOBHPA B IJIa3Me KPOBH.
[Tocne na3nauenus BanauukioBupa B n03e 1000 Mr ¥ mpenapatoB LMMETHIMH, IPOOEHEIN]L,
KOTOpBbI€ BBIBOJATCA TE€M K€ IyTEM, YTO M BaJauuKIOBUp, HaOmonaercs nosbimenne AUC
alMKJIOBUPA M, TaKUM 00pa3oM, CHHIKAETCS MOYEYHbIH KIMPEHC alukioBupa. TeM He MeHee,
BBUJIY HIMPOKOIO TEPANEBTHYECKOI0 MHIAEKCA allMKJIOBHPA, KOPPEKLIUH J103bl BAJIAIIMKIOBUpA HE
TpedyeTcsi.

[Ipu neyenun nabuanbHOro repreca, NpoQHUIAKTHKE M JIEYEHHH 3a00JIeBaHHii, BBI3BAHHBIX
[IMB, neobxoaumo cobioaaTh OCTOPOXKHOCTH B Clly4ae OJHOBPEMEHHOTO MPUMEHEHHs
BaJlallMKIOBUpa B Oosiee BbICOKMX j03ax (4000 Mr B CyTKH M BbIlIE) M JIEKAPCTBEHHBIX
MpenaparoB, KOTOPbIE KOHKYPUPYIOT ¢ alMKJIOBHPOM 3a IYTh BBIBEJCHHS, TaK KaK CYLIECTBYET
NOTEHLHAlIbHAas yrpo3a IOBbIUIEHUs B IJa3M€ KPOBH KOHIIEHTPAIlMM OJIHOTO WM 000MX
npenaparoB WiIM HX MerabdonuToB. bbulo ormeueno mnosbinenune AUC  auumkioBupa u
HEAKTHBHOIo Meradonuta MuKo(deHonata ModeTHaa (MMMYHOACNPECCAHT, MPHUMEHSEMBINH Y

IMAllTACHTOB TIOCJIC TpaHCIJIaHTAlluHA OpFaHOB) Ipu  OJHOBPEMEHHOM [IPUMECHCHHHU HTHUX
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Ipenaparos.

O/1HOBpeMEHHOE MPUMEHEHHE BAJIAIIMKIIOBHPA ¢ HehPOTOKCHYHBIMH NIPENapaTaMH, B TOM YHCIIE
AMHUHOTJTMKO3H/IaMH, OPraHHYECKUMH COEIMHEHUSMH TUIATHHBI, HOJMPOBAHHBIM KOHTPACTHBIM
BEILIECTBOM, METOTPEKCATOM, MEHTAMH/IHHOM, (POCKaPHETOM, IUKJIOCTIOPHHOM H TAKPOJIHMYCOM,
JIOJDKHO TIPOBOJMTBCSA € OCTOPOIKHOCTBIO, OCOOEHHO y TAIMEHTOB C HapylleHHeM (yHKIHH

MoYek, U TpedyeT peryasipHoro MOHMTOPUHIa (PYHKIUH MTOYEK.

Ocobble ykazanus

I'uopamayusn

Y nauMeHToB € PHCKOM JIerHjpartaiuud, OCOOEHHO Yy NAalMEHTOB I[0KHIIOrO BO3pacTa,
He0OX0IMMO 00eCTIeYHThb aJeKBATHBIH BOIHO-3JIEKTPOJIMTHBIH OasaHc.

[Ipumenenue y nayuenmog ¢ napyuienuem GYHKyuu NOYex U y NAyueHmos nOJICU1020 603pacma
ITockoIbKY allMKJIOBUP BBIBOJUTCS MOYKAMH, HEOOXO0MMO YMEHBIIUTH 103y npenapara Bupaen
y NAIMEHTOB € HapylleHHeM (QYHKIMHM MOYeK. Y NalMeHTOB MOXKWIOTO BO3pacTa MOKET
HaO/II0AaThCsl HapylIeHHe QYHKIMH MOYEK, M0ITOMY CIIEAYEeT PACCMOTPETh YMEHBIIEHUE J103bl
JUis 9TOM rpynnbl nanMeHToB. Kak naumeHTbl MOXKHIOro BO3pacTa, TaKk M MAalMEHTbl €
HapylieHHeM (YHKUMH 1OYEK BXOJST B IPYIIY TAlMEHTOB MOBBIIIEHHOIO PHCKA pa3BUTHS
HEBPOJIOTHYECKUX OCJI0KHEHUH, TaKMM TMalueHTaM HeoOXO0auMO oOecrneunTh TiaTeIbHbIH
BpaueOHbIH KOHTpOb. Kak mpaBuiio, 3TH peakiiMu B OCHOBHOM HOCSAT OOpaTHMbIH Xapakrtep B
cllyyae OTMEHbI Mpenapara. |
Jlewenune 1abuabHoro reprneca u npopuiaaxkruka IIMB undexunii u 3a6o,1eBanmii
IIpumenenue evicokux 003 npenapama Bupoen npu napywenuu Gynkyuu nevenu u nocie
nepecaoxu ned4exu

HeTr naHHBIX O NPUMEHEHHMH BajJallMKIOBHpPA B BbICOKUX 103ax (4000 Mr B CyTKH W BbIlE) Y
MAalMEHTOB ¢ 3a00JIEBAHUEM II€YEHH, MOITOMY TAKUM MALMEHTaM BBICOKHME J103bl Ipenapara
Bupzen 10mKkHBI Ha3HAUATHCS ¢ OCTOPOKHOCTBIO. CrielMaibHble UCCIEIOBAHUS 110 U3YUYEHHIO
JICHCTBHS BaJALIMKIIOBHPA IIPH Nepecajke MeyeHn He NpoBoAHiIHCh. O1HaKo ObLIO YCTAHOBIIEHO,
4TO NMPO(HIAKTHYECKOE HA3HAUEHHME AlMKJIOBMpPA B BBICOKHMX J103aX YMEHbBIIACT MPOSIBICHUS
[IMB-undexunn u 3aboneBanus.

Hcenoavzosanue npu cenumaibHom 2epnece

[Tanmentam creayer BO3AEpKHBATBCS OT MOJOBBIX KOHTAKTOB NMPH HAJTHYHH CHMIITOMOB, JIaXkKe
€CJIM JIeYEHHE TNPOTHBOBHPYCHBIM mnpenapatoM Bupaen yxe Obuto nHavaro. CynpeccuBHas
Tepanus npenapatoM Bupjen cHMKaeT pUCK nepeauyd reHHTAIbHOTO repreca, HO MOJTHOCTBIO
HE HCKJIIOYaeT PUCK HHGUUMPOBAHWUS W HE MPHUBOAMUT K MOJHOMY H3/edeHHi0. Tepanus

npenapatoM Bupzaen pekoMmenjayercs B COYETAaHWM C HAJEKHBIMH CpeJICTBaMH OapbepHOii
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KOHTpaleCniuu.

Bauanue na cnocobnocms ynpagiame mpancnopmHosiMu cpeocmeamu, MEXaH usmamu
IIpu oueHke crnocoOHOCTH mNalMEHTa YNPaBISATbL ABTOMOOWJIEM M JIDYTHMH MeEXaHM3MaMH
ClielyeT YYMTBIBATh KJIMHHYECKOE COCTOSHME HNalueHTa M npoduiab noOOYHBIX peakiui

BaJlIallMKJIOBHUPA.

®opma BbINyCKA

Tabnerku, nokpeIThIE MICHOYHON 000104K0#H, S00 MT.

ITo 10 unu 14 TabneTok B KOHTYPHOH SUEHKOBOH yIaKOBKE W3 MJIEHKH MOJUBUHHIXJIOPHIHON H
($obIU ATIOMUHHEBOIA.

1 xoHTypHas sueiikoBas ynakoBka 1o 10 tabieTok MM 3 KOHTYpHbIE SSYEHKOBbBIE YIIAKOBKH 110

14 TabneTok BMeCTe ¢ HHCTPYKLIKEH 10 MPUMEHEHHUIO B NTAUKe U3 KapTOHA.

YcioBusi XpaHeHHs
[Ipu remneparype He Bbiie 25 °C.

XpaHHUTb B HEJIOCTYITHOM JUIS JIETEH MecTe.

Cpoxk roaHocTu

2 roaa. He NIPUMEHSATDH 11O HCTECYCHUH CPOKa ro/ITHOCTH, YKa3aHHOI'O Ha YIIaKOBKE.

YeaoBus OTHycCcKa

OTnyckarT 1Mo peuenty.

[IpousBoauTenn/PacoBmuk

Xetepo Jlade Jlumuren, Unaus

[Toapasznenenwue 11, 22-110, U.J1.A.,

Jlxuanmetna, Xaiaapabar — 500 055, Unaus
DacoBmuK/Y NaKOBIHK

000 «MAKH3-®DAPMA», Poccus

109029, Mocksa, ABTOMOOHIIbHBIN TTPOE3, 1. 6, CTp.S
Ten.: (495) 974-70-00; dakc: (495) 974-11-10

E-mail: mail@makizpharma.ru

AJlpec MecTa IpOU3BOJICTBA:

109029, MockBa, ABTOMOOHIIbHBIN nIpoe3 L, A. 6, cTp.4, cTp.6, cTp.8
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000 «Ckonunckuii papmaneBTHYecKHii 3aBo/1», Poccus

391800, Psaszanckast 061..

CxonuHCKHii p-H, ¢. YcneHckoe
Ten./dakc: (49156) 2-03-09
AJZipec MecTa NpPOU3BOJICTBA:

391800, Pszanckas 00u1.,

CxonuHCcKHii p-H, YCneHCcKoe celibecKoe MoceIeHne, ceBepHee C. Y CIIEHCKoe
HaumenoBanume M aapec IOpPHIHYECKOr0 JIHIA, HA HMS  KOTOPOIro
PerHCTPALHOHHOE yA0cTOBepeHHe/Opranu3anus, NPHHAMAO A NPeTEeH3HH
AO «Huxdpapmy, Poccus

603950, r. Huxuuit Hosropos,

['CI1-459, yn. Canranckas, 1. 7

Ten.: (831) 278-80-88: daxc: (831) 430-72-28

E-mail: med@stada.ru
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ITo nosepennoctu AO «Huxpapm»
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