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MHCTPYKLIMA
[10 MEJULTUHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI O ITPEITAPATA

30BUPAKC® / ZOVIRAX®

PerucrpanuoHHbIii HOMep:
ToproBoe naumenoBanue: 3osupakc® / Zovirax®.
MeskIyHApOJHOE HeNaTeHTOBAHHOE HJIH IPYNIHPOBOYHOE HAHMEHOBAHHE: ALMKIOBUP.

JlekapcTBenHasi popma: TalbieTku.

COCTAB

CocraB Ha | Tabnerky:

HaumeHoBaHHe KOMIIOHEHTOB KoaunvecrBo, Mr

Ueticmesyiowee seuecmeo

AULHMKIOBUD 200,0

Bcnomozamenvuvie sewecmea

JlakTO3BI MOHOTHApAT 213,6

Llennrono3a MUKpOKpHCTaLIMYECKast 534

Kapbokcumerunkpaxman HaTpus 20,0

[Tosumon K30 10,0

Marnus creapar 4,0
OIIMCAHHUE

benble, kpyriaele, QBOSKOBBIMYK/ble TAaOJIE€TKU C BbIJABIEHHOW C OJHON CTOPOHBI HAAMUCHIO
«GXCL3» u maakue ¢ Ipyroi CTOpOHBI.

PAPMAKOTEPAIIEBTHYECKAS I'PYIIITA
[IpoTrBOBHpYCHOE CPEACTRO.

Ko ATX: JOSABOI.

®APMAKOJIOTMYECKUE CBOMCTBA
dapmakoJHHAMHKA
Mexanuzm oeticmeus

AUMKIOBUp — 3TO CHHTETHYECKMI aHajJor MypHHOBOrO HYKJIEO3Waa, KOTOpbId obnazaer
CrOCOOHOCTBIO MHIMOUPOBATH in Vifro W in vivo BHPYCHI reprieca 4esioBeKa, BKJIKOYas BUPYC
npoctoro repreca (BIIIY) 1-ro u 2-ro Tunos, BUpyc BETPSIHOW OCIBI U OMOSCHIBAIOLIETO repreca
(Bapuuenna-3octep BUpyc, Varicella zoster virus (B3B)), Bupyc Dmniuteiina-bapp (9BB) u
uuromeranosupyc (LIMB). B kynerype kietok auukioBup obnagaer HauOoJjee BbIpaKeHHOM
MPOTUBOBUPYCHOM aKTUBHOCTBIO B oTHOwweHuH BIII-1, nanee B nopsinke yObIBaHHS aKTHBHOCTH
caenyror BIII'-2, B3B, 9bB u [IMB.
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Wurubupyrolee feiicTBre aLMKIoOBUpa Ha BUpychl reprieca (BIT -1, BIIT-2, B3B, 5B u LIMB)
MMEET BBICOKOM30MpaTeabHbIH XapakTep. ALMKIOBHDP HE SBJIseTCs CyOcTparoM s ¢epMeHTa
TUMUIMHKWHA3bl HEUHOULIMPOBAHHBIX KJIETOK, MO3TOMY aLMKJIOBHP MAJOTOKCHYEH IS KJIETOK
maekonurarommx. OQHaKO TMMHIMHKMHA3a KJIETOK, MH(umpoBaHHeX BHpycamu BIII, B3B,
ObB u [IMB, npeBpamaer auuMKJIOBHp B aLMKIOBHpa MOHOGochaT — aHamor HyKJIEO3M/a,
KOTOpBIM 3aTeM IMOCJEA0BaTENbHO NpeBpamaercs B Audocdar u tpudocdar noa aeicTBHeM
KJIETOYHBIX (epmeHTOB. Briaoyenne aumknoBupa tpudocdara B uenouky supycHoit JHK u
nocsielyrouui 0OpsIB Lenu 6J0KUPYIOT JalbHEHIIYIO peruiukauo BupycHoi JIHK.

Y NauueHToB ¢ BHIPaKEHHBIM MMMYHOIE(ULIUTOM JTUTEbHbIC WK OBTOPHBIE KypChl TEpariu
AlMKJIOBUPOM MOTYT MPUBOAMTE K IMOSIBIEHHIO PE3UCTEHTHBIX HITAMMOB, NO3TOMY JajibHekiee
JIeYeHHE ALMKJIOBUPOM MOKET ObITh Hed(hPEeKTUBHBIM. Y GONBIIMHCTBA BbIAEIEHHBIX [ITAMMOB
CO CHH)XXEHHOM YYBCTBHMTENBHOCTBIO K alMKJIOBUPY OTMEYalOCh OTHOCHTEIBHO HH3KOE
Colep)KaHWe BUPYCHOM TUMMIMHKMHA3bl, a TakkKe HapyLIeHHe CTPYKTYpbl BHPYCHOM
TuMHIMHKKAHA3el Wik JIHK-nonvmepasel. BoszeilicTBHe anMKk/IOBMpa Ha IUTaMMbl BHpyca
npocroro repreca (BIIIY) in vifro Ttakke MOXET NPUBOAMTH K OOpa3OBaHHIO MeHee
YyBCTBHUTEJIbHBIX K HEMY IITaMMOB. He ycTaHOBI€Ha KOppensuys MEeXAY 4yBCTBHTEIBHOCTHIO
[mTaMMOB  Bupyca mnpocrtoro reprneca (BIIIY) k auukinoBupy in vitro u KIMHHYECKOMN
3} dexTHBHOCTBIO Mpenapara.

PapMaKOKHHETHKA
Bcacvisanue

AUKMKIOBHP TOJILKO YaCcTHYHO abcopOupyetcs u3 kuueunuka. [Tocie nprema 200 Mr alkiioBrpa
Kak/ble 4 yaca CpeiHss MaKCMMalbHas paBHOBECHAs KOHLEHTpalus B ruiasme KpoBH (CSSmax)
cocrapisna 3,1 MkM (0,7 Mkr/mi), a cpeaHsis paBHOBeCHas MHHHMallbHas KOHLIEHTpAlLMs B
niasme KpoBHu (Cssmin) 1,8 MkM (0,4 mkr/mu). I1pu npueme BHyTps 400 Mr 1 800 Mr alukiIoBHpa
kaxple 4 yaca Cssmax cocTarisna 5,3 MM (1,2 mxr/mia) u 8 MM (1,8 MKI/MJT) COOTBETCTBEHHO,
a Cssmin — 2,7 MkM (0,6 mxr/mun) u 4 MM (0,9 MKI/mi1), COOTBETCTBEHHO.

Pacnpeoenenue

KOHLICHTpaLII/Iﬂ allMKJIOBHpa B CIIMHHOMO3IOBOM )KMAKOCTH COCTaBIISIET l'[pI/I6JII/I3I/ITeHLHO 50 % or
€ro KOHLEHTpAaLHWH B IJIa3M€ KPOBH.

C Oenxamu niasMbel KpOBH aLMK/IOBHD CBSI3bIBAETCS B HE3HAYMTENbHOH crenenu (9-33 %),
MO3TOMY JIEKAPCTBEHHbIE B3aMMOAEHCTBUS BCJIEACTBHE BBITECHEHMS M3 YYaCTKOB CBSI3BIBAHHUS C
GeskaMu 11a3Mbl KPOBH MaJIOBEPOSITHBI.

Buviseoenue

VY B3pOCIBIX MOC/E MPHUEMA ALMKIOBUPA BHYTPb MEPUOJ MOJYBBIBEJCHHUS W3 IUIa3Mbl KPOBH
COCTaB/s€T 0K0JIO 3 4. bonpluas yacTh npenapata BHIBOAUTCS MOYKAMH B HEM3MEHEHHOM BHE.
[ToyeuHbli KJIMpEHC AalLMKIOBMpA 3HAYUTENBHO TMPEBBIIIAET KIWPEHC KPEeaTWHWHA, YTO
CBHUETE/IbCTBYET O BBIBEAEHUH ALIMKJIOBUPA MOCPEJCTBOM HE TOJILKO KIyOOUKOBO# (UIBTpaLIvH,
HO ¥ KaHaJbLEBOW CEKpeUuuH. 9-KapOOKCMMETOKCHU-METHIITYaHWH SBISETCS OCHOBHBIM
MeTaboIMTOM auMKIOBMpa M cocTaBiseT okono 10-15 % no3sl, BeiBogMMO# ¢ mouoit. [lpu
Ha3HAYeHHWHW alMKIoBUpa 4epe3 | 4 mocae npuema | r npoOGeHenyaa Mepros MOJyBBIBEAECHHS
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auukiosipa ¥ AUC (nnomane noj hapMakoOKHHETHYECKONH KPUBOW «KOHLIEHTpALIMS — BPEMS»)
yBenuuuBaiuch Ha 18 u 40 %, coOTBETCTBEHHO.

Oco0ble rpynnbl nanHeHTOB

Y  NauMeHTOB C XPOHMYECKOW TOYEYHOH HEZOCTATOYHOCTHIO TEPHMOJ  IOJyBBIBEICHHS
alMKIOBHpa cocTapisl B cpearem 19,5 u. Ilpu npoeaenuu remoauanusa CpeiHHd MEPUOL
MOJTyBbIBEACHHS aLMKIOBMpPa COCTaB/Aa 5,7 4. KOHLUEHTpalus aunkioBypa B ria3Me KpoBH BO
BpEMs 1Majii3a CHUXKaIach NMpUOIu3uTensHo Ha 60 Y.

VY noxunex NaLMEeHTOB 00U KIIMPEHC allMKJIOBHpa C BO3PACTOM CHMIKACTCs MapaljieJIbHO CO
CHMIKCHHUCM KJIMpEHCa KpE€aTWHWHA, OJHAKO MEPUOJ MOJYBBIBEACHHSI alMKIOBHpA HW3MEHSETCS
HE3HAYUTECJIBHO.

[Ip1 oHOBpeMEHHOM BBEIEHHHM ALMKIOBHpA U 310BYAnHA BUY-MHHUUIMPOBAHHBIM MaLMEHTaM
(papmakoKkHHeTHUECKHE XapaKTePUCTHKK 0OOOUX MPenapaTtos NPaKTHYECKH He M3MEHSITUCH.

INOKA3AHUS K IPUMEHEHHUIO

— Jleuenue nndexumit KOXKHM U CTM3UCTBIX 000J104€K, BHI3BAHHBIX BUPYCOM MPOCTOTO reprieca,
BKJIFOYasi EPBUYHBIA U peLIMBUPYIOIINI T'eHUTATbHBIN repriec;

— npodunakTHKa peuuIMBOB HHPEKLNI, BBI3BAHHBIX BUPYCOM MPOCTOrO reprieca, y NalueHToB
C HOPMaJIbHBIM UMMYHHBIM CTaTyCOM;

- mnpodunakTMKa MH(EKLUMH, BBI3BAHHBIX BHPYCOM [IPOCTOrO Treprieca, y MNAlMEHTOB C
UMMYHOAeDULIUTOM;

— JICUCHUC BeTpﬂHOFl OCITbl M OMNOACBIBAKOLIECIO reprieca (paHHee JICHEHHUE OIIOSACKIBAOLICTO
reprneca alMKJIOBHPOM OKa3bIBA€T aHanbrempy}omnﬁ 3¢)(1)CKT U MOXXET CHHU3UTH YaCTOTy
BO3HHUKHOBEHHUS HOCTFCpHeTl/I‘IeCKOﬁ HeBpanrym).

INPOTUBOIIOKA3AHUSA

— I'Wnep4yyBCTBUTENBPHOCTE K ALMKJIOBHPY WM BalalMKIOBUPY HWIM K JIHOOOMY M3
BCIIOMOTraTe/IbHbIX BEIIECTB;

—  Penko BCTpeHaroasacsa HacJl€ACTBEHHAs HEMNEPEHOCHUMOCTH IajlaKTO3bl, ,U,C(i)l/ILII/IT JIaKTa3bl
nonapeﬁ HJTH TIFOKO30-raJlaKTO3Has Manba6c0p6um(;

— JeTCKHiA BO3pacT 10 3 JeT.

C OCTOPOXKXHOCTBIO

BepeMCHHOCTB, nepuoa rpyaAHOro BCKapMJIMBaHUA, MOXKUIIOU BO3pacT, rnoyeyHas
HCAOCTATO4YHOCTh, ACruaparanys, OAHOBPEMEHHOE IPUMEHEHUE C NPYTUMH He(prTOKCI/I‘IHLIMI/l
rnpernaparamMmu.

INIPUMEHEHUE TIIPU BEPEMEHHOCTH W B IEPHOJ TIPYIHOIO
BCKAPMJIMBAHUS
PepTHABHOCTH

HeT naHHBIX O BAMSHMM aLMKIOBHPA HA KEHCKYIO (hepTHIIBHOCTB.
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B uccnenoanuu ¢ yuactnem 20 MauMeHTOB MyXKCKOrO M0Ja ¢ HOPMAIbHBIM KOJMHYECTBOM
CIIePMATO30M/I0B ObLJIO YCTAHOBJIEHO, YTO MPUMEHEHHE aLMKIIOBUPA BHYTPb B 103€ 10 | I' B CyTKH
B TeYEHHE 6 MECALIEB HE UMEJIO KIMHUYECKH 3HAYMMOTO BIMSHMS Ha KOJMYECTBO, MOABHIKHOCTD
WM MOP(OJIOTHIO CIIEPMaTO30M10B.

bepemennocTh

B nocrpeructpauronHom peectpe GepeMeHHOCTEH MpH JieYeHHH alMKIOBUPOM COOpaHbl JaHHBIE
00 ucxonax 6epeMEHHOCTH y JKEHIUHMH, NPUHMMABLIMX ALMKIOBHP B Pa3HBIX JIEKAPCTBEHHBIX
dopmax. Ilpum ananuse naHHBIX peecTpa HEe OBLUIO OTMEYEHO YBENMUEHMsS KOJIMYECTBA
BPOXK/ICHHBIX 1€(EKTOB Y HOBOPOKAEHHBIX, MATEPH KOTOPBIX PUHMMAJIH ALMKIOBUP BO BpEMS
OepeMEHHOCTH, 10 CPaBHEHHMIO ¢ 00LIell momyJsiyeil. BoisiBieHHbIe BpoXKIeHHbIE NehEKTH He
OTJIHYAJIUCh €IMHOOOpAa3HEM MM 3aKOHOMEPHOCTBIO, MO3BOJSIIOIMMHU MPEATION0KUTE OOILYIO
MPUYMHY UX BOZHMKHOBEHHS.

Opnnako crestyeT cobIronaTh OCTOPOKHOCTD MPH HA3HAYeHKWH npernapara 3oBupakc®

)KEHILHAM B
nepuosi 6epEMEHHOCTH M OLIEHMBATh MPEAINOJIAraeMyto MoJb3y JJisi MATEPH M BO3MOXHBIN pHCK

IJIS1 TJI0/a.
Ilepuoa rpyaHoro BckapMinBaHHs

ITocne npuema mpenapara 3osupakc® BHyTph B 03¢ 200 Mr 5pa3 B CYTKH aUMKIOBHD
OTpe/ieiscs B IPYJHOM MOJIOKE B KOHLIEHTpaLuu, coctapistomeit ot 60 10 410 % mnaasmeHHOM
KOHUEHTpaluy. IIpy TakuX KOHLIEHTpALMsX B IPYIHOM MOJIOKE J€TH, HAXOASAIIMECS Ha MPYIHOM
BCKapMJIMBAHWH, MOTYT IOJIy4aTh alMKJIOBUP B f03e A0 0,3 Mr/kr/cyT. YuuTbiBas 370, ClieayeT
co0/M0AaTh OCTOPOXKHOCTB MPU HA3HAYEHHMH MpenapaTa 30BUpakc® KOPMSAIIMM jKeHIIMHAM.

CIIOCOBb IPUMEHEHUS U1 103bI

HpenapaT 3OBI/IpaKC®, TaOJETKH MOXKHO [NpUHUMATL BO BpEM:A €1bl, MIOCKOJBKY MPHEM IMUIIH HE
HapywaeT B 3HAYUTEJILHOM CTEINEHH €ro a6cop6umo. TabneTku CJIEAYET 3alMBaTh I1OJHBIM
CTaKkaHOM BO/IbI.

Bspocneie

o Jleuenne HHQCKILHI‘;I KOKH_H_CJIM3HCTBIX 000.109€K, BbI3BAHHbIX BHPYCOM IIPOCTOro

repuneca, BKJAKYasi IePBHYHbIA H PeIMIHBHPYIOIIHH reHHTAJIbHbII repnec

Jlns nedyenus uH(EeKLMH, BBI3BAaHHBIX BHPYCOM MPOCTOrO reprieca, peKoMeHayemas J103a

® cocranser 200 Mr BHyTph Spa3 B cyTkd (Kakagele 4 gaca, 3a

npenapata 30BHpaKC
MCKJIIOYEHHEM Teprozia HouHoro cHa). Kypc nedenusi cocraBiser 5 qHed, HO MOXeT OBbITh

MPOJJIEH NPH TSKENBIX MEPBUYHBIX MHPEKIHSX.

B ciyuae BeipaxkeHHOro MMMyHoAeuLMTa (HarpyUmep, Moc/ie TpaHCIUIAHTALlMKd KOCTHOTO MO3ra)
WM [IPY HApYLICHMHM BCACHIBAHMS M3 KMIIEYHMKA 1032 Mpenapata 3oBupakc®, TabneTKu MOXKeT
OpITh yBeauueHa 10 400 mr. B kadecTBe abTepHATHBBI MOJKET OBITH PACCMOTPEHA BO3MOKHOCTh

®

NpPUMEHEHHs npenapaTa 30BUPaKC ™ B JIEKAPCTBEHHOH (Gopme THODHIM3AT A PHUTOTOBIECHHS

pacTBopa 11t HHQY3HI.
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Jleuenue HCO6XO,ZII/IMO Ha4YMHaTb KaK MOXHO paHbLIC ITIOCJIC BO3HUKHOBECHHS I/IH(i)eKLIHI/I; [pHu
peurarMBax TpernapaTr peKOMEHAYETCs HasHayaTb YK€ B NMPOAPOMATIbHOM I€pHOJE HIJIH Inpu
MOSABJICHUH MEPBBIX 3JIEMEHTOB CHIIIH.

L H[)O(I)HJ'laKTHKa PEeUHAHBOB HH(beKHPlﬁ, BbI3BAHHBIX BHPYCOM IIPOCTOIO repieca, v

NAIHECHTOB ¢ HOPMAJIbHBIM HMMVHHBIM CTATYCOM

s npodunakTUKK peuMIMBOB HMHOEKLMH, BBI3BAaHHBIX BHPYCOM MPOCTOrO Trepreca, y
MalKEHTOB ¢ HOPMANbHBIM UMMYHHBIM CTaTyCOM PEKOMEH/Ayemas 103a rpenapata 30BHpakc®

coctanyseT 200 Mr BHyTph 4 pasa B CyTKH (Kaxaple 6 4acoB).

MHuorum nauxentam noaxoaut Gonee yaoOHas cxema tepanuu 400 mMr BHYTph 2 pa3a B CyTKH
(kaxapie 12 yaco).

B psne ciyuaes okassiBatoTcs 5 deKTHBHBIMH G0Jlee HU3KME 103k penapaTa 3oBupakc®: 200 mr
BHYTPb 3 pa3a B CyTKH (kaxasle 8 yacoB) uau 200 Mr BHYTpb 2 pa3a B CyTKH (Kaxasle 12 yacos).

Y HEKOTOpPBIX MaLMEHTOB MOXET MPOMU30MTH 000CTpeHHe WH(EKUMH NPU TIPUEME CYMMApHOM
CyTO4HO#M 10361 800 Mmr.

®

Jleuenne npenapatom 30BHpaKc® cieayeT MpephiBaTh 4Yepe3 Kakiasle 6—12 mecsues 1

BBISIBJIEHUS] BO3MOYKHBIX M3MEHEHHUH B TEYEHUH 3a00JI€BAHUS.

L HDO(_:bHJlal(THKa uml)elcunﬁ, BbI3BAHHLIX BHPYCOM IIPOCTOro repmueca, v nauMeHToB C

HMMYHOAehHIHTOM

s npodunakTMkd MHBEKLUMH, BBI3BAHHBIX BHPYCOM IIPOCTOrO reprieca, y MAaLMEHTOB C

®

MMMYHOZE(QUIIMTOM peKoMeHayemasi ao3a mnpenaparta 3oBupakc” cocrapiaser 200 Mr BHYTpb

4 paza B cyTkH (Kaxable 6 4acoB).

B ciyuae BeipakeHHOro MMMyHoOAehHULIMTA (HApUMEp, MOC/Ie TPAHCIIAHTALMH KOCTHOTO MO3ra)
WK MPH HapyLIEHWM BCAChIBaHWS M3 KMIIEYHMKA J03a Mpernapara MOXeT ObITh yBeJIU4eHa 0
400 mr BHYTpb. B KayecTBe anbTepHaTHBBI MOXKET OBITH PACCMOTPEHA BO3MOXKHOCTD IIPUMEHEHHUS

®

npenaparta 30BUpaKC™ B JIEKAPCTBEHHOM Gopme MHODUIM3AT AJ1si IPUTOTOBJIEHUS pacTBOpa s

UHDY3HiA.

[TponomKUTENBHOCTE  MPOPUIAKTHUECKOrO Kypca Tepanmuu OMNpeleisiercsi ITUTETbHOCTHIO
MepUoja, B T€YEHHE KOTOPOro CYIIECTBYET PUCK HHPHULUPOBAHHS.

e JleueHne BEeTPSIHOM OCIbI H ONosIChIBAKOLIECIO reprneca

Jlns nedeHus BETPSHOM OCHBI M OMOSICHIBAIOIIErO reprieca peKOMeHayemas [103a MNperapara
3oupakc® cocrapnser 800 Mr BHYTpb 5 pa3 B CyTKHM (Kaxkaple 4 yaca, 3a UCKJIIOYEHUEM MepHoaa
HOYHOrO cHa). Kypc neuenus cocraBnsiet 7 JHE.

Jleyenue onoscheIBarOIIEro repreca ciaeayeT HaYMHATh Kak MOXKHO paHbLIe OT MOMEHTa MEePBBIX
NpOsBJICHUH 3a00/1€BaHMs, TaK KaK B 3TOM cliyyae jedeHue Oynet 0osee 3hPeKTHBHBIM.

Jleuenne BETPAHOM OCMBI y MALMEHTOB C HOPMAJIbHBIM UMMYHHBIM CTAaTyCOM CJI€yeT HadyaTh B
TeyeHue 24 yacoB C MOMEHTA TOSIBJICHHUS BBICHITTAHUIA.

¥ NalUEeHTOB C TAXKEJIBIM I/IMMyHO,[Ie(bI/H_[HTOM (Hanpnmep, I0CJI€ TpaHCIJIaHTaAallUK KOCTHOI'O
MO3Fa) WJIU TIPpH HapyI€HWH BCaCbIBaHUs U3 KMIICYHHKA HCO6XO,&HMO pacCMOTpPETh BO3MOXKHOCTB
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®

Ha3Ha4yeHWs Ipenaparta 30BUPAKC® B JIEKAPCTBEHHOH (opme nHodUIM3aT LI NPUTOTOBIECHHS

pacTBopa 111 UHPY3HUH.
Oco0ble rpynnbl NanueHToB
Jlemu 6 6o3pacme om 3 n1em u cmapute

o Jleyenne muHdeKUHi, BbI3BAHHLIX BHPYCOM NPOCTOro repneca; npodHIaKTHKA

HHQCKHHE& BbI3BAHHBLIX BHPYCOM IIPOCTOI0O repmneca, v nalfueHToB € l/lMMVHO[le(blfllll_lTOM

— B BO3pacTe OT 3neru CTapll€ — TaKUWE€ K€ NO03bI, KaK AJI1 B3pOCJIbIX.

e JleyeHue BEeTPSAHOM OCHbI

— B BO3pacte 0T 6 et u ctapiie — 800 Mr BHyTpb 4 pa3a B CyTKH;
— B BO3pacte oT 3 10 6 neT — 400 Mr BHyTpb 4 pasa B CyTKH.

Bosee ToyHO 103y MOXKHO onpenenuTs u3 pacuera 20 mr/kr maccol Tena (Ho He Gonee 800 mr)
BHYTpb 4 pa3a B cyTku. Kypc neueHus cocrasiser 5 qHen.

e IlpoduiaakTuka peuuauBoB HHGEKIHI, BbI3BAHHLIX BHPYCOM INPOCTOrQ repmeca, v

1
|
|
i

NANHEHTOB ¢ HOPMAJ/IbHBIM HMMVHHBIM CTATYCOM; JIEYEHHE ONOSICHIBAKIIEI0 reprneca |

I[aHHLIC O PEXKUME NO3UPOBAHHSA OTCYTCTBYIOT.
HauueHmbz noa#Cun1020 ospacma

Heo0OxoaMMoO y4MTBIBaTH BEPOSTHOCTH HAIMYMs [MOYEYHOHW HEJOCTATOYHOCTH Y TNAaLMEHTOB
MOYKUJIOTO BO3pacTa, J03bl JODKHBI OBITH CKOPPEKTHPOBAaHBI B COOTBETCTBHM CO CTEMEHBIO
MOYEYHOM HEJOCTATOUHOCTH (CM. roapasaen «llayuenmel ¢ HapyuleHuem YHKYUU NOYeK »).

Heobxonumo obecrneynTh NOAACPI)KAaHHUE aA€KBATHOIO BOAHOI'O OanaHca.

Iayuenmoi ¢ Hapywenuem ynKyuu novex

HCO6XOIU/IMO CO6H}OLlaTb OCTOPOKHOCTL INPpHU Ha3sHA4Y€HWHU Iperiaparta 3OBI/IpaKC® nangyueHTam ¢

HapylleHUeM QyHKLUH MOYeK.
Heobxonumo obecneynTs noaiepkaHue aleKBaTHOrO BOJAHOTO OanaHca.

VY NauueHToB € MOYEYHON HEJOCTATOYHOCTHIO MPUEM ALMKIOBHpPA BHYTPb B PEKOMEHIYEMBIX
J03aX € LIeJIBIO JIeYEHUs U PO UIaKTUKK MH(EKIMH, BBI3BAHHBIX BUPYCOM MPOCTOrO repreca, He
MPUBOAMT K KyMyJSILMM [pernapata [0 KOHLEHTPALMi, MpeBBIIAOLIMX YCTaHOBIEHHBIE
6e3onacHble ypoBHU. OHAKO y MALMEHTOB C KIMPEHCOM KpeaTWHHHA meHee 10 mu/MuH 103y
npenapata 3oBupakc® pekomenayeTcs cHukaTh a0 200 Mr BHYTpb 2 pasa B CYTKH (Kaxable
12 yacoB).

[Ipu neyeHHUH BETPSHOM OCIMBI M OMOSCBHIBAIOILETO repreca peKOMEeHIyeMble N03bl NpernapaTa
3oBupakc®, TaGeTKH COCTABAIOT:

— npu KiupeHce kpeatuHrHa mMeHee 10 mui/mMmuH — 800 Mr BHYTph 2 pa3a B CyTKH (KaxIble
12 yacoB);

— npu kaupeHce kpeatuHuHa 10-25 mu/mMuH — 800 Mr BHyTph 3 paza B CyTKM (Kaxiable
8 yacos).
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INOBOYHOE JENCTBHUE

HpHBeﬂeHHBIC HHXKE KaTEroprur 4aCTOThI HEKEJIATC/IbHBIX pCaKLH/If;I SABJIAKOTCA OLCHOYHBIMHA. HII?I
OOJIBIIMHCTBA HEXKeJIaTeJIbHBIX peaxuuﬁ HCO6XOIII/IMLIG JAaHHBIC [JIs1 ONPEACJIEHHUSA 4YacCTOThI
BCTPEYAEMOCTHU OTCYTCTBYIOT. KpOMC TOr0, 4acTOTa BCTPEHYAEMOCTHU HEKEJIATCJIbHBIX peaKum‘/'l
MOKET BapbUPOBATH B 3aBUCHUMOCTHU OT INOKa3aHUA.

HexenarenbHble peaklyy, MPeCTaBICHHbIE HWKE, MEPEeUYUCIeHbl B COOTBETCTBHU € 4aCTOTOM
BCTPEYAEMOCTH, OTpeeNiseMOi CleayomKM obpazoM: ouens yacmo (> 1/10), vacmo (> 1/100 u
< 1/10), wewacmo (>1/1000 u < 1/100), peoko (>1/10000 u <1/1000), ouvenv peoxo
(< 1/10 000).

YacToTa BCTpeuaeMOoCTH HeKelaTeIbHbIX peaKkuuii
Hapywenus co cmopoHsl Kposu u iumgamuyeckoil cucmembl
Ouensb peaxo: aHEeMUs, JIEHKOTeHUsl, TPOMOOLIUTONEHHUSI.
Hapywenua co cmoponsl umMmMyHHOU cucmemol
Penko: aHaunaKcus.
Hapywenus co cmopoHbl HepeHOTl cucmembvl U NCUXUYECKO20 Cmamyca
Yacro: royiopHasi 00Jib, FOJIOBOKpPYKEHHE.

OueHb penko: BO30YKJEHHE, CIyTAaHHOCTh CO3HAHMS, TPEMOp, AaTaKCHs, IU3apTpus,
ra/UTIOLUMHALUM, TCUXOTHYECKUE CHMIITOMBI, CYJOpPOTH, COHJIUBOCTD,
sHUedanonaTus, Koma.

OOGbIyHO 3TH MO0OOYHBIE 3D PeKTH HAOMIOJANIUCE Y MALIMEHTOB C MOYEYHOM HEIOCTATOYHOCTHIO
WJTU TPH HAJTMYUK JPYTUX MPOBOLUMPYIOLKX (HaKTOPOB U ObLITH, B OCHOBHOM, 0OpPaTUMBIMH (CM.
pazzaen « Ocobwvie ykazanus ).

Hapywenusa co cmoponsl ObixamenvHou cucmembl, 0p2aHoe 2pyOHOU KIemKu U Cpe0oCmeHUs.
Penko: OJbILIKA.

Hapywenus co cmoponbsl J#cety004Ho-KuueyHo20 mpakma

YacTo: TOLIHOTA, PBOTA, AXapesi, 00JIb B JKUBOTE.

Hapywenus co cmopoHbsl neuenu u x#cenyeebi600Auux nymeu

Penko: oOpaTvMO€e TMOBBILIEHHWE KOHLEHTpalMu OuaupyOMHa M MEYEHOYHBIX
(bepMEHTOB B KPOBH.

OueHb penko: renaTHT, JKe/ITyXxa.

Hapywenus co cmopoHbl Kod#cU 4 NOOKOHCHBIX MKaHeU

Yacro: 3y 1, CBIIb, B TOM 4Kciie GOTOCeHCUOUTU3aLMSL.
Heuacro: KpanuBHULIA, ObicTpoe Auddy3HOE BbINaEeHUE BOJIOC.

[Tockoneky ObicTpoe auddy3HOoe BbIMaJeHHE BOJIOC HAOMOJAETCs MPH  Pa3IMYHBIX
3a00J1€BaHUAX M MPU TePaITMid MHOTHMH JIEKAPCTBEHHBIMU CPEACTBAMMU, CBA3b €r0 C IPUEMOM
allMKJIOBUpA HE YCTaHOBJICHA.
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Penxo: aHFI/IOHCBPOTH“ICCKI/Iﬁ OTCK.
OueHb peAKoO: TOKCHYECKHU I 3nunepmanbﬂmﬁ HEKPOJIn3, MyJ'[I:TPI(bOpMHaﬂ OKCCydaTUBHas
SpUTEMA.

Hapywenus co cmopoHsl nouexk u Mo4ebl8005Auux nymeu

Penko: MOBBIIEHHE KOHLIEHTPALMU MOYEBUHBI U KPEATUHHHA B CBIBOPOTKE KPOBH.
OueHb pefko:  OCTpasi MOYeYHasi HEIOCTATOYHOCTh, MOYEYHas KOJIHKA.

[ToueuHas kosMKa MOXKET OBITh CBSi3aHA C MOYEYHOH HEJOCTATOYHOCTBIO M KPUCTAJLITypHEH.
Obwue paccmpoiicmea u HapyuleHUus 6 Mecme 66€0eHUs.

YacTo: YTOMJIAEMOCTD, JIUXOpaaKa.

INEPETO3UPOBKA

AUMKJIOBUP JIUIIB YaCTUYHO abcopOUpyeTcs B XkKelly 104YHO-KUIIeYHOM TpakTe. Kak npaBuio, npu
CllydyaifHOM OJTHOKpaTHOM Npueme aiukioBupa B 03¢ 10 20 r tokcuyeckue 3¢ dextsl He Obun
3aperucTprpoBaHbl. [Ipu MOBTOPHBIX MpHeMax BHYTPb B TEYEHWE HECKOJIBKUX [HEH 103,
MPEBBILIAIOLMX PEKOMEHOBAaHHBIE, OTMEYAJIUCh HApYLIEHUS CO CTOPOHBI JKEyJ04YHO-
KMILEYHOro TpakTa (TOLIHOTAa, pBOTA) M HEPBHOW cUcTeMbl (rojoBHas 0OJb M CIyTaHHOCTh
CO3HaHHA).

I/IHOFIla MOTyT HaGH}OIIaTbCSI TaKW€ HEBPOJIOTHYECKUE B(bq)eKTBI, KaK CYIOpPOXXHBIC IMPpUITaKH,
KOMa.

HaLII/IeHTbI HY>XKAar0TCAd B THIATCJIBHOM MEIULHMHCKOM HaGﬂ}OIICHI/II/I C LEJbKO BBbIABJICHUSA
BO3MOJKHBIX CHMIITOMOB MHTOKCHKALIWH. AL[I/IKJIOBI/IP BBIBOJAUTCA M3 OpraHuW3Ma C IOMOLIBIO
reMoauainia, rnno3ToMy reMoaunaiii3 MOKeET OBITH UCITOJIL30BaH AJIA JIEYECHUA NMEPEAO3UPOBKH.

B3AUMOJEUCTBUE C JIPYTUMHU JJEKAPCTBEHHBIMHU CPEJICTBAMU

®

HukakuxX KIMHWUYECKU 3HAYHUMBIX B3aMMOJCHCTBUM IpH MPpUMEHCHUH TIperiapaTta 3OBI/IpaKC HE

OTMEYAJIOCh.

ALMKJIOBUP BBIBOAUTCS] B HEU3MEHEHHOM BUIE C MOUYOM IMyTEM aKTUBHOMW KaHA/IbLIEBOM CEKPELIUH.
Bce mnpenapaTbl ¢ aHaJOrMYHbIM MYTEM BBIBEACHHUS MOTYT [OBBILIATH [UIA3MEHHYIO
KOHIEHTpaLuo auukioBupa. AuukioBup nossimaer AUC TeodunnvHa npuONIM3MTENBHO Ha
50% nmnpv OJHOBPEMEHHOM [IPUEME, I[I03TOMY PEKOMEHIYETCS M3MEPATh IJ1a3MEHHbIE
KOHLEHTpAalUMK TeoQU/UIMHA TpU OJHOBPEMEHHOM Ha3HaueHWH auukioBupa. IIpoGeneuna u
LMMETUIMH yBeauuuBaroT nokaszarens AUC (miowmane noa KpUBOM «KOHLEHTPALUS — BPEMSI»)
alMKJIOBMpA U CHWXKAIOT €ro noyeyHsli kiupeHc. OTvevanocek yBenudeHnue nokaszarens AUC B
naasMe KpoBH Ui alMKJIOBHpa M HEaKTHBHOro Metaboiura MuKodeHonaata Moderuia,
UMMYHOJENpPECccaHTa, MPUMEHSIOIErocs B TPAHCIUIAHTONIOTMH, TPH  OJHOBPEMEHHOM
npuUMeHeHUH 00oux npenaparoB. OHAKO KOPPEKLMHU 03Bl HE TPeOyeTCs BCAEACTBUE LIMPOKOIO
TepaneBTUYECKOro MHIEKCa allMKIOBHpa.
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OCOBDBIE YKA3AHUA

JIOCTYNHBIX JaHHBIX, MOJYYEHHBIX B pe3yJbTare MPOBEJEHHbIX KIMHUYECKHUX HCCIENOBAHUIMA,
HEJOCTaTOYHO, YTOOBI CAENaTh BHIBOA O TOM, YTO MPUMEHEHHE ALMKIOBMpPAa CHMIKAET PHUCK
3a00s1eBaHMsI BETPSIHOM OCMOM y MalMEHTOB C HOPMaJIbHBIM UMMYHHBIM CTAaTyCOM.

Puck pa3BuTHs OYEUHOM HEOCTATOYHOCTH YBEIMYMBACTCS MPH OHOBPEMEHHOM MIPUMEHEHHUH C
JOPYTMMHU He(POTOKCHYECKMMHU MpenapaTaMy.

Cocmosinue 2uopamayuu

Halll/leHTBl, INNPUHHUMArOKE BBICOKHWE MOO03bI Iperapara 30314pa1<c® BHYTpPb, AOJDKHBI MMOJY4YaTb

JOCTATOYHOE KOJIMYECTBO JKUIKOCTH.
Iayuenmoi nodxicun020 803pacma u NAyUeHmyl ¢ HapyuleHuem QYHKyuU noyex

[TockosIbKY aLMKJIOBUP BBIBOJMTCS MOYKAMH, J03bl JOJDKHBI ObITH YMEHbLIEHBI MalMEHTaM C
MOYEYHOH HEJOCTATOYHOCTBIO (cM. pasnen «Crnocob npumeneHus u 003bi»). Y TNalMEHTOB
TMO’KMJIOTO BO3pacTa BO3MOYKHO CHMKEHUE (DYyHKLMH MOYEK, CJEA0BATEIbHO, 111 JAHHOW Py Tbl
MalMeHTOB TaKXKe MOXKET MOTpeOoBaThCsi CHWKEHHE 03bl. Kak Mokuible MalUeHThl, Tak U
MaLMEeHTHl ¢ HapylleHHeM (GyHKLMM MOYeK HAXOAATCS B IPYIIeE MOBBILIEHHOTO PUCKA Pa3BUTHs
MoOOYHBIX 3 (HEKTOB CO CTOPOHBI HEPBHOMN CUCTEMbI (OOBIYHO TaKUE peaKLMi OOpaTUMBI B OTBET
Ha OTMEHy [perapaTta) MW, COOTBETCTBEHHO, JOJDKHbl HAXOAWThCA TMOJ MPHCTATbHBIM
MEAMLMHCKUM HaOIIOACHUEM.

Iayuenmul ¢ 8bipadiceHHbIM UMMYHOODUYUMOM

IIJ'IHTCHI:HLIC WK TIOBTOPHBIC KYPCHI JICYEHHSA AUMKIOBHPOM Yy MNALKMEHTOB C BbIPpa’K€HHLIM
l/IMMyHOIIC(t)HLII/ITOM MOTYT T[pPHBECTH K IMOABJICHUIO MITaMMOB BHUpYyCa C MOHWKEHHOMU
YYBCTBUTEJIBHOCTBIO K AUUWKIIOBHPY, KOTOpPBIE HE OTBETAT Ha MNPOAO/DKEHHUE TEpaluu
AUKIIOBUPOM.

Ilepeoaua ungexyuu

Bcem nauueHtaM, 0COOCHHO MpHM HAJIWYWMM KIMHUYECKUX TPOSBICHMH, cleayeT coOmonarh
OCTOPOXKHOCTb BO M30€kaHHE MOTEHLMAIbHONH BO3MOXKHOCTH [epeJayd BHpyca, a TaKKe
NalUeHTOB HEOOXOIMMO HH(POPMHUPOBATH O CIyyasix 6€CCUMIITOMHOTO BUPYCOHOCHTEIBCTBA.

BJIMSTHUE HA CIIOCOBHOCTD YIIPABJIATH TPAHCIIOPTHBIMU
CPEACTBAMU, MEXAHU3MAMMU

HccnenoBanuit BIWSIHMS aUMKJIOBMpa Ha CHOCOOHOCTh K YIMPaBIEHHIO TPAHCIOPTHBIMU
CpeACTBAaMHM WJIM MEXaHHW3MaMM He MpOBOAMIOCH. CrpOrHO3MpOBaTh HEraTUBHOE BO3AEHCTBHE
AUMKJIOBMpAa HAa OTU BHUABI [JESITEIHPHOCTH HAa OCHOBaHWUM (DapMaKoJIOrMYeCKMX CBOMHCTB
NEeWCTBYIOLIEro BELIECTBA HE MPEICTABISETCS BO3MOKHBIM, HO HEOOXOJUMO YUHUTHIBATh MPODHIIb
noOOYHOTro NeHCTBHS allMKIOBHpA.

®OPMA BbIIIYCKA

Tabnerkn, 200 mr.

[To 5 Tabnerok B 6nuctep uz [IBX/TIBJIX/Al/6ymaru ¢ 3aiuToit OT BCKpbITHS AETBMH.
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[To 5 GnucTepoB BMECTEe ¢ MHCTPYKLHMEH MO MPUMEHEHHUIO B MayKy KapTOHHYIO C KOHTPOJEM
MEPBOr0 BCKPBITHSI.

CPOKTOJHOCTH
5 neT.

He IMPUMEHATH MOCJIE UCTECUYECHH CPpOKa rOAHOCTH.

YCJIOBUSI XPAHEHUA

[1pu Temnepatype He Bbiie 25°C B 3alIMIIEHHOM OT BJIard MecTe.

XpaHl/lTb B HEAOCTYITHOM [JIsA JIETEN MecTe.

YCJIOBUSA OTITYCKA

OTnyckaroT no peuenty.

INPOU3BOJUTEJIb

IIpon3BoauTe/b (BLINYCKAWIHI KOHTPOJIb Ka4yecTBa)
«I"'naxco Bamnkom C.A.» / Glaxo Wellcome S.A.

Agpna ne Dkcrpemanypa 3, 09400 Apanaa ae lyspo, byproc, Ucnanus / Avda de Extremadura 3,
09400 Aranda de Duero, Burgos, Spain.

BJIAJIEJIEL] PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSI

AO «I'nakcoCmutKnsiin Tpeiaunr», Poccus

125167, r. Mocksa, Jlenunrpaackuii npocrnekt, na.37A, koprnyc 4, stax 3, nomeweHue XV,
KoMHaTa |

Opranu3anusi, NpHHAMAIOLIAs TPEeTEeH3HH OT NOTpeduTeNeili:

AO «I'nakcoCmutKnsitn Tpeitaunry, Poccus

125167, r. Mocksa, Jlenunrpaackuii npocrnekt, A.37A, kopnyc 4, stax 3, nomeuieHue XV,
KoMHaTta |

Ten.: (495) 777 89 00; daxc: (495) 777 89 04
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