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MHCTPYKLIMAA
[10 MEJJULIMHCKOMY TIPUMEHEHMUIO JIEKAPCTBEHHOTI O ITPETIAPATA

30BUPAKC" / ZOVIRAX"

Perucrpanuonnblii Homep:
Toprosoe naumenosanue: 3osupaxc® / Zovirax®.
Mexaynapoanoe HenaTeHTOBAHHOE HJIH FPYNITHPOBOYHOE HAHMEHOBAHHE: ALIMK/IOBHP.

JlekapcerBennasi popma: TabneTku.

COCTAB
CocraB Ha | Tabnerky:
HaumenoBanne KOMIOHEHTOB Koanuecrso, mr
Ueticmeyiowee sewecmeo
ALMKIOBUD 200.0
Bcnomocamenvnuie gewecmea
JlakTOo361 MOHOTHApAT 2136
Llenmono3a MUKpOKpHUCTALITUUECKAs 534
Kapbokcumerunkpaxman HaTpus 20,0
[Toeunon K30 10,0
Marnus creapar 4,0
OIMMCAHHUE

benbie, Kpyriable, ABOAKOBBIMYK/Ible TAaONETKH C BBIAABIEHHOH € OJHOH CTOPOHBI HAAMMCHIO
«GXCL3» u rmaakue ¢ pyroi CTOpoHbI.

DAPMAKOTEPAIIEBTHYECKAS I'PYIIITA
[IpoTHBOBHpPYCHOE CPEACTRO.

Koa ATX: JOSABOI.

DAPMAKOJIOT'HYECKHUE CBOMCTBA
dapmakoIHHAMHKA
Mexanuzm oeticmeus

AUMKIOBUP — 3TO CHHTETHYECKMH aHalor MypHHOBOrO HYKIJI€03Waa, KOTOpbld obnazaer
CNOCOOHOCTBIO MHIMOMPOBATh in Vilro W in vivo BHPYCHI reprieca 4ejoBeKa, BKJKOYas BHPYC
npoctoro repreca (BIII) 1-ro u 2-ro Tunoe, BUpyc BETPSHON OCIBI M OMOSICHIBAIOLIETO repreca
(Bapuuenna-3octep Bupyc, Varicella zoster virus (B3B)), Bupyc Dmuuteiina-bapp (9BB) u
uutomeranosupyc (LIMB). B kynerype kietok auukioBup obnazaer Haubosiee BbIpaKeHHOM
MPOTUBOBHUPYCHOW aKTMBHOCTBIO B oTHOWeHuH BIII-1, nanee B nopsake yObIBaHMSE aKTUBHOCTH
caenytor BIIT™-2, B3B, 95B u [IMB.
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Murubupyiounee aeficTere auMkioB1pa Ha Bupycsl reprieca (BITI-1, BII-2, B3B, OBB u [IMB)
MMEET BBICOKOM3OMpaTeIbHbIH XapakTep. ALMKIOBUP He siBiasieTcss cyOcTpatom s (epmeHTa
TUMMIMHKMHA3bl HEMH(DULIMPOBAHHBIX KJIETOK, MOITOMY ALMKIOBHP MAJOTOKCHYEH IS KJIETOK
maekonuTarommx. OJHako THMMAMHKMHA3a KJIeTOK, WHpuLMpoBaHHbIX Bupycamu BIII, B3B,
ObB u [IMB, npespamaer auuKkJIOBHp B alMKIOBHpa MOHOGochAT — aHanoOr HyKJIEO3M/a,
KOTOpPbIW 3aTeM MOC/ea0BaTebHO npeppamaercs B Audocdar u tpudocdar noa aeicTeueMm
KJAeTO4YHBIX (epmenToB. Biimrouenue auuknoBupa tpudocdara B uenouky supycHoi JIHK u
nocey ouui 06peIB Lenu GlI0KMPYIOT JaibHEeHIIyIO perutukaimio BupycHoi JIHK.

Y NauMeHTOB ¢ BBIPAXKEHHBIM MMMYHOAE(ULIMTOM AJIHUTENbHBIE K MOBTOPHBIE KYPCHI TEPAruu
ALMKJIOBUPOM MOTYT MPUBOMTE K MOSBIEHHUIO PE3UCTEHTHBIX LITAMMOB, MO3TOMY JaJbHeliiee
JIeYCHHE ALIMKJIOBUPOM MOKET ObITh HedhPeKTHBHBIM. Y GONBIIMHCTBA BBIIEIEHHBIX [ITAMMOB
CO CHMXKEHHOH YYBCTBMTE/IBHOCTBIO K alMKIOBHPY OTMEYaJOCh OTHOCHTEIBHO HH3KOe
CofepiKaHWe BHUPYCHOM THMMAMHKHMHA3bl, a TaKKe HapylIEHHE CTPYKTYpbl BHPYCHOM
TumMuavHKAHa3el Wi JIHK-nonnumepasel. BoszelicTBue auukioBMpa Ha IUTaMMBl BHpyca
npocroro repneca (BIIIY) in vitro Ttakke MOXeT NpPHUBOAMTH K O0Opa3’OBaHMIO MeHee
YYBCTBHUTEJIHBIX K HEMY 1TaMmOB. He ycTaHOBIeHa KOppessuus MeXKAy 4yBCTBHTEIBHOCTHIO
lTaMMOB Bupyca mpoctoro repreca (BII) k auMkioBupy inm vitro v KIMHHYECKOM
3 heKTHBHOCTHIO Npenapara.

DapMaKOKHHETHKA
Beacvisanue

AUMKIOBHP TONBKO YacTHYHO abcopbupyercs u3 kuieunuka. [Tocne npuema 200 Mr auukioBupa
Kak/ible 4 yaca Cpe/iHss MaKCMMallbHas paBHOBECHAs KOHLEHTpauus B ruasme KpoBH (CsSmax)
cocrapnsna 3.1 MxkM (0,7 Mkr/mi), a cpeaHsis paBHOBeCHAas MWHHMA/IbHAs KOHLIEHTpAlMs B
niasme KpoBu (Cssmin) 1,8 MkM (0.4 mxr/mn). TTpu npueme BuyTps 400 mr u 800 Mr aunkioBupa
kaxable 4 yaca Cssmax cocTaBnsna 5,3 MmxkM (1,2 mxr/ma) u 8 MkM (1,8 MKI/MI1) COOTBETCTBEHHO,
a Cssmin — 2,7 MkM (0,6 mxr/min) u 4 MmxM (0,9 MKI/mi1), COOTBETCTBEHHO.

Pacnpeoenenue

KoHueHTpauus auMkioBupa B CIMHHOMO3IOBO#H KUAKOCTH COCTABSAET Npubau3utesHo 50 % ot
€ro KOHUEHTPALMH B MJ1a3Me KPOBH.

C Genkamu niasmbl KpPOBH ALMKIOBMP CBS3bIBAETCS B He3Ha4YMTebHOW cTeneHu (9-33 %),
MO3TOMY JIEKAPCTBEHHBIE B3aUMOJEHCTBHS BC/ICACTBUE BHITECHEHHS W3 YYAaCTKOB CBS3bIBAHHS C
GenkaMu 11a3Mbl KPOBH MaJIOBEPOSTHBI.

Boiseoenue

Y B3poCabIX MOC/Ee MpHeMa alMKJIOBMpa BHYTPb MEPHOA MONYBBIBEACHHUS M3 IUIa3Mbl KPOBH
cocrasiaseT 0koo 3 4. boablias yacTe npenapata BHIBOAMTCS MOYKAMHM B HEM3MEHEHHOM BHJIE.
[loyeunbii KAMPEHC aLMKIOBMPA 3HAYMTENIBHO TPEBLIIAET KIMPEHC KPEaTHHWHA, YTO
CBHMETEILCTBYET O BBIBEAEHUH ALIMKJIOBUPA MOCPECTBOM HE TOJIBKO KIyOOUKOBO# (hUIBTpaLIvH,
HO W KaHa/IbLEBOW CeKpeUMH. 9-KapOOKCMMETOKCH-METHITYaHHH SIBSETCS OCHOBHBIM
MeTaboMTOM alMKIOBHpa M cocTaBisfeT okono 10-15 % mo3sl, BbIBOAMMON ¢ Mouoid. [Tpu
Ha3HAYeHWH alMKiIoBMpa yepe3 | 4 nocne npuema | r npoGeHeunaa nepHoz MOMYBBIBEAEHHUS
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awukiosupa ¥ AUC (nzomaas nosa GapMakOKMHETHYECKOH KPHBOH «KOHLIEHTPALIMS — BPEMSI»)
yBenuyuBaauck Ha 18 u 40 %, cooTBETCTBEHHO.

Ocobbie rpynnbl nanHeHToB

Y nNauMeHTOB ¢ XPOHMYECKOH MOYEYHOM HEAOCTATOYHOCTBIO TEPHOI  MOJyBBIBEACHHS
alMKIOBMpa cocTtaBisi B cpeaHem 19,5 u. Tlpu nposeseHuu remoamanusa CpegHHi MepUOI
MOy BbIBEACHHs ALMKIOBHpPA cOCTaBan 5,7 4. KoHUeHTpalus aunKkIoBydpa B rjiasMe KpoBH BO
BpeMsl IMain3a CHWxkKanach npudausurensHo Ha 60 %.

Y NOKWJIBIX NALKEHTOB OOIIMH KJIMPEHC alMKIOBHpPA C BO3PACTOM CHHIKAETCS MapaieibHO CO
CHWKEHHEM KIMPEHCa KPEaTHHWHA, OHAKO MEepPUOJ MOJTYBBIBEACHHMS ALMKIOBHPA W3MEHSETCS
HE3HAYMTEBHO.

[Ipu oaHOBpeMEHHOM BBEIEHMH aLMKIOBUPA U 3u10BY AMHA BUY-HH(HLMPOBAHHBIM NaLHeHTaM

Q)apMaKOKMHC’TH‘leCKl/]e XapaKTEPUCTHKH 000MXx MpernapaTtoB NMpakKTHYECKH HE U3MEHAIUCE.

INOKA3AHUS K IPUMEHEHUIO

— Jleuenue undexumit KOKHM U CIU3UCTBIX 000JI04EK, BHI3BAHHBIX BUPYCOM MPOCTOrO reprieca,
BKJIKOYasi MEPBHYHBIA U PeLMAMBUPYIOLLNIA NreHUTAIBHBIH reprec;

— npouIaKTHKA PeLMANBOB MH(EKLI, BI3BAHHBIX BUPYCOM MPOCTOrO reprieca, y NalMeHToB
C HOPMaJIbHBIM MMMYHHbIM CTaTyCOM;

- mnpodurakTuka MH(EKLUMH, BBI3BAHHBIX BMPYCOM [POCTOrO reprieca, y MNAlMeHTOB C
MMMYHOAeDULIMTOM:

— JIeYeHHE BETPAHOH OCMbl M OMOSACHIBAIOLIEro reprieca (paHHee JieYeHHE OMOACHIBAIOLIETO
reprieca auMKJIOBMPOM OKa3bIBAET AHAIBre3upyroLni ekt U MOKET CHHU3HUTH 4acTOTy
BO3HMKHOBEHMS MOCTIEPrETHUECKON HEBPAITHH).

IMPOTUBOITIOKA3AHUS

= rHﬂCp'-lyBCTBMTeJ'IbHOCTb K aUWKJIIOBUPY WM BaJlalUMKIOBHPY MU K J11060My U3
BCIIOMOTaTEJIbHBIX BEUIECTB,

— Pesnko BeTpeyaromasics HacleCTBEHHAs HEMEPEHOCHMMOCTh TaNakTo3bl, Ae(ULIMT JaKTa3bl
Jonaped UM rioKo30-ralakTo3Has MaibadcopOLus;

— JIETCKHi BO3pacT 10 3 JerT.

C OCTOPOXKHOCTBIO

bepemeHHOCTB,  mepuOA  rpyAHOrO  BCKAPMJIMBaHWS, MOKMIOW  BO3pacT,  Mo4YeyHas
HE0CTATOYHOCTD, AErK/apaTalus, OTHOBPEMEHHOE NMPUMEHEHHE C APYTHMH HE(PPOTOKCHYHBIMH
npenapaTamu.

NPUMEHEHHUE TIPU BEPEMEHHOCTH W B [IEPHOJ TIPYJIHOIO
BCKAPMJIMBAHMUSI

DepTHAbLHOCTD

HeT aaHHbIX O BAMSAHMM aLMKIOBUPA HA JKEHCKYIO (hepTHIBHOCTE.
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B uccnenosanun ¢ yyactuem 20 MalMeHTOB MYXKCKOTO [10Ja C HOPMATbHBIM KOJHYECTBOM
CrepMaTo301 108 GBIIO YCTAHOBIEHO, YTO MPUMEHEHHE ALMKIIOBMPA BHYTPS B 103€ /10 | I' B CYTKH
B T€YEHHE 6 MECALIEB HE UMEJIO KIMHMYECKH 3HAYUMOTO BIIMSHHS HA KOJIWYECTBO, MOJBHIKHOCTD
WK MOP(OIOTHIO CIIEPMATO30H/I0B.

bepemennocts

B noctperucTpaunonHom peectpe GepeMeHHOCTEH MPH JIeYEHHH aUMKIOBHPOM COOPaHbl IaHHbIE
00 ucxoaax GepeMEHHOCTH Y JKEHIIMH, NPUHMMABIINX ALMKIOBHP B PasHBIX J1€KAPCTBEHHBIX
(opmax. Ilpu ananuze naHHbBIX peecTpa He ObUIO OTMEYEHO YBEIMUEHHMS KOJMYECTBA
BPOXK/CHHBIX 1€(EKTOB Y HOBOPOXKIEHHBIX, MATEPH KOTOPBIX MPUHAMAJIHN ALMKIOBHDP BO BPEMs
OepeMeHHOCTH, 10 CpaBHEHMIO ¢ 00IIei momynsuneii. BeisiBieHHble BpoXKaeHHbIE AeeKTh He
OTJHYAIUCH €IMHOOOPa3HEM MM 3aKOHOMEPHOCTBIO, TMO3BOJISIOMIMMH MPEANONOKUTE OOLILYIO
MPUYMHY MX BOZHHUKHOBEHHS.

Opanaxo cienyet cobmoaaTh 0CTOPOKHOCTB MPH Ha3HAYeHMH npenapata 30BUpakc” JKeHIMHAM B

neprojl 6EPEMEHHOCTH W OLIEHHBATh MPEANOJIaraeMyio Moib3y /s MaTtepH M BO3MOXKHBIH pHCK
JUIs Toza.

Ilepnoa rpyanoro BekapminBaHus

Iocne npuema npenapara 3osupakc® BHyTph B 03¢ 200 Mr 5pa3 B CyTKH ALMKIOBUP
onpejessjics B IPYAHOM MOJIOKE B KOHUEHTpaLMH, coctasistoweit ot 60 10 410 % niasmeHHO#M
KOHUEHTpauuH. [1py TakuX KOHLEHTpALMAX B TPYAHOM MOJIOKE J€TH, HAXOASALIMECS Ha FPYIHOM
BCKapMIIMBaAHHH, MOTYT MOJy4arh auMKI0BHp B A03e 10 0,3 mr/kr/cyT. YuuTsiBas 3710, cieayer
co0moaaTh OCTOPOIKHOCTD MPU HA3HAYEHUH Mpenapata 30BUpakc™ KOPMSALIMM JKeHIIIMHAM.

CIIOCOBb IPUMEHEHHUS 1 103bI

[Mpenapat 3oBupakc”, TaGneTKM MOKHO MPUHUMATH BO BPEMS €Ibl, OCKOIbKY TPHEM MHIIM He
HapyllaeT B 3HAYMTE/NbHOW cTeneHu ero adbcopbumio. TabneTku ciaeayer 3anuMBaTh MOJHBIM
CTaKaHOM BOJBI.

Bspocavie

o Jleuenne HHbEKNHIi KOKH HM_CAH3HCTBIX 000/104€K, BbI3BAHHBIX BHDVCOM IPOCTOIO
repneca, BKJIK04asi NepBHYHbIH H pelHIHBHPYIOUIHI TeHHTAJIbHbIIH repnec

s nevenus wH(EKUMH, BBI3BAHHBIX BUPYCOM MPOCTOrO reprieca, peKoOMeHayemas 103a

npernapara 3osupakc® coctaeaser 200 Mr BHYTph Spas B cyTku (kakaeie 4 uaca, 3a
MCKJIIOYEHHEM Trieprosia HouHoro cHa). Kypc nedenus cocraBnser 5 qHedl, HO MOxeT ObITh
MPOJUIEH NMPH TAKEBIX MEPBHYHBIX HHPEKLIUAX.

B ciyuae BeipakeHHOro umMmyHoaeduumMTa (Hanpumep, nocie TpaHCIIAHTaLMH KOCTHOTO MO3ra)
WK NPH HApYLICHWH BCACBIBAHMS W3 KMILLIEYHMKA 103a npenapara 3oBupakc®, TabneTku Moxer
OpiTh yBeauyena 10 400 mr. B kadyecTBe anbTepHAaTHBBI MOKET OBITH PaCCMOTPEHa BO3MOKHOCTh
NMpUMeHeHHs npenapata 30BUpakc” B JeKapcTBEHHOH Gopme TMOGHUIN3AT AN NPUTOTOBICHHS
pacTBopa A5 HHDY3HH.
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Jleuenue HCO6XOJIHMO Ha4YWHaTh KaK MOHO paHbLIC MOC/JAE€ BO3HUKHOBECHHS HHd)CKI_IHH; NpH
peUHAMBAX TMperapaTt peKOMEHAYETCSA Ha3HadaTb YK€ B MNPOJAPOMAbHOM MEPHOLE HIIU Mpu
MOSABJICHUH MEPBLIX 3JIEMEHTOB ChIIH.

¢ llpoduiakrTuka peunauBoB HHpekuwuii, BbI3BAHHLIX BHDYCOM NPOCTOrO repneca, v
NAUHEHTOB ¢ HOPMAJIbLHBIM HMMYHHBIM CTATYCOM

s npopunakTMkM peuMaAMBOB WH(EKLMH, BBI3BAHHBIX BHUPYCOM MPOCTOrO repreca, y
MalMeHTOB ¢ HOPMAJbHBIM HMMYHHBIM CTaTyCOM peKOMeHAyemas [03a npenapata 30BHpakc”

cocrasaser 200 Mr BHYTpb 4 pa3a B CyTKH (Kaxkbie 6 4acoB).

Muorum nauxentam noaxoaut Gosee yaobHas cxema tepamiui 400 Mr BHYTpb 2 pasa B CYTKH
(kaxapie 12 yacoB).

B psizne ciyuaes okassiatotesi adpdexTrBHbIMM G0J1ee HU3KKE 103k npenapaTa 3oBupakc™: 200 mr
BHYTpb 3 pa3a B CyTkHM (kaxbie 8 yacoB) uau 200 Mr BHYTpb 2 pasa B cyTkM (Kaxkasle 12 yacos).

Y HEKOTOpbIX MALMEHTOB MOXKET MPOM30HTH 000CTpeHne WHGEKLMH NPH TPUEME CYMMAapHOIi
cyToyHo# 10361 800 mr.

Jleuenne npenapatom 3oBupakc® cieayeT npepeiBaTh uepes Kaxable 6-12 MecsiueB s
BbISIBJIEHHS BO3MOJKHBIX M3MEHEHUIH B TeueHNH 3a00/1€BaHM.

L4 Hpoq)nnaxruxa HHQCKH@, BbI3BAHHBIX BHPYCOM IMPOCTOro repieca, v nNanHeHToOB €
HMM!HOQ@HHHTOM

Jlna npodunakTuky MHPEKIMH, BBI3BAaHHBIX BMPYCOM MPOCTOTO reprieca, y MNAalMEeHTOB ¢
MMMyHOJeHLMTOM peKoMmeHayemas 103a rpenapara 3osupakc® cocrasaser 200 Mr BHYTpb
4 pa3a B cyTKH (Kaxkaple 6 yacoB).

B ciyuae BeipaskeHHOro MMMyHoeMLIMTA (HanpUMep, Moc/Ie TPAHCIIAHTALIMM KOCTHOTO MO3Ia)
WM TIPH HApYIIEHHH BCAChIBaHMs M3 KMIIEYHMKA [103a rpernapara MOXeT ObiTh yBe/luueHa /0
400 mr BHYTpb. B KauyecTBe anbTepHaTHBBI MOXKET ObITH PACCMOTPEHA BO3MOKHOCTD NIPUMEHEHHUS
npenapara 3oeupakc”® B nekapcTBeHHOH GopMe TMOGHIM3AT A5 IPUrOTOBICHHS PACTBOPA IS
HHDY3HHA.

[IponomkuTenbHOCTE  MPOPUAAKTHUECKOrO Kypca Tepanvu Onpeiesercs ATMTEIbHOCTBIO
Nnepuoia, B TEYEHHE KOTOPOro CYLUECTBYET PUCK HHULIMPOBAHUS.

e Jleuenue BeTEﬂHOﬁ OCIIbI H ONOSICBIBAKOLIIETO I'eprieca

Jlns neyeHus BETPAHOH OCHbI M OMOSCHIBAIOLIErO reprieca peKOMeHayemas J03a rpenapara
3oeupakc”® cocrapser 800 Mr BHYTPh 5 pa3s B cyTkH (Kaskibie 4 yaca, 32 HCK/TIOYEHHEM nepuoja
HOuYHOro cHa). Kypc nedenus cocrapasietr 7 JHEM.

JleueHre OMOSACHIBAIOILETO repreca cieayeT HauMHaTh Kak MOJKHO paHblIe OT MOMEHTa MEPBbIX
MposiBJeHUH 3a00/1eBaHM, TaK KaK B 9TOM ciy4ae JiedeHue Oyaet 6osiee 3hpeKTHBHBIM.

Jleuenue BCTpﬂHOﬁ OCIbl Y NMAUMEHTOB C HOpPMaJIbHbIM UMMYHHBIM CTaTyCOM CJI€AYET Ha4yaTh B
TeyeHue 24 4acoB C MOMEHTA IMOSIBJICHUS BbICHIIAHUH.

VY NaumMeHTOB ¢ TSHKEIBbIM HMMyHOﬂCd)HuI/ITOM (Hanpumep, MocCJi€ TpaHCIJIaHTalMH KOCTHOIo
Mozra) WJIW TIPH HapyLI€HWH BCaCbIBaHUA U3 KMILICYHHUKA HEO0OX0AUMO pacCMOTPETL BO3MOJKHOCTD

C.5u310



JITT-Ne(000450)-(PT-RU)-091221

®

Ha3Ha4YeHHs npenapata 30BUpaKc™ B JieKapcTBeHHOH dopme nuoduausar Ais NPUroTOBIECHHS

pacTBopa 15 HH}Y3HH.
Ocobbie rpynnbl nanHeHToB

Jemu 6 6ospacme om 3 nem u cmapute

L4 C€YECHHE HHQCKHHE, BbIBBAHHBLIX BHPYCOM IIpPOCTOro repneca; nNpoOQPHJIAKTHKA
nngbelcum‘i, BbI3BAHHBLIX BHPDYCOM IIPOCTOrIo repreca, v nalHeHToB € HMMVHOIICMTOM

— B BO3pacTe OT 3neru CTapul€ — TaKHhe K€ 103bl, KaK [JIs1 B3POCJIbIX.

o JleyeHHe BETPSIHOI OCIbI

— B Bo3pacte ot 6 net u ctapie — 800 Mr BHYTpb 4 pa3a B CyTKH:
— B BO3pacte oT 3 10 6 aer — 400 Mr BHYTpb 4 pasa B CyTKH.

Bonee TouHO 103y MOXKHO onpeaenuts U3 pacueta 20 mr/kr maccsl Tena (Ho He Oonee 800 wmr)
BHYTpb 4 paza B cyTku. Kypc neueHus cocraBiser 5 aHei.

L HQOQHJIaKTHKa pEeUHIHBOB HHQngHﬁ: BbI3BAHHBIX BHPVCOM IpPOCTOro repmneca, v

|
NAUNHEHTOB ¢ HOPMAJIbHBIM HMMVHHBIM CTATYCOM: JICUECHHE ONOSACHIBAKIIEIO repneca |

IIaHHble 0 pEKUME NO3UPOBAHHUA OTCYTCTBYIOT.
Hauueumbz noxcuioeo eospacma

HeoOxoauMO yuMTHIBaTH BEPOSTHOCTb HAIMYMS TMOYEYHOHW HENOCTATOYHOCTH Y TMALMEHTOB
MOXKUJIOr0 BO3pacTa, A03bl JO/DKHBI OBITh CKOPPEKTHPOBAHBI B COOTBETCTBUM CO CTEMEHBIO
MOYEYHOM HEJOCTATOUHOCTH (CM. noapasaen «llayuenmol ¢ HapyuieHuem GyHKyuu novex ).

Heobxoaumo obecrieyuTs NOAZACPKAHHUE aJA€KBAaTHOIO BOAHOTO Oananca.

H(llﬂleH"‘Ibl C HapyuieHuem ¢ym\'uuu novyex

Heobxoaumo cobmoaats OCTOPOXKHOCTL NMpH Ha3HA4Y€HWHU Mpernaparta 3OBM[')€:U'(C® natgueHTam ¢

HapyleHueM QyHKLNH MoYex.
Heobxoaumo obecrneunTs nojaepkaHue aaeKBaTHOro BogHoro Ganaxca.

VY nauMeHTOB ¢ MOYEYHOH HEJA0CTATOYHOCTBIO MPHUEM ALMKIOBHpPA BHYTPb B PEKOMEHIYEMbIX
7103aX C LEJIBIO JIEYEHHs U NMpOopUIaKTHKU HH(EKLMA, BEI3BAHHBIX BUPYCOM MPOCTOrO repreca, He
MPUBOAUT K KyMYJSILIMM TMpernapata A0 KOHLEHTpPaUMii, NpeBbILAIOIIUX YCTAHOBICHHbIE
Oe3onacHble ypoBHH. OHAKO y MALMEHTOB C KIMPEHCOM KpeaTWHMHA mexee 10 ma/mMub 103y
npenapata 3oBupakc® pekomenayercs cHwkath 10 200 Mr BHYTph 2 pasa B CYTKHM (Kaxkable
12 yacos).

[Ipu eyeHnH BETPSHOM OCMbI M OMOSCHIBAIOILETO reprieca peKoMeHAyemble 103bl Mpenapara
3osupakc®, TaG1eTKM COCTABASIOT:

— npu KaupeHce kpeatuHuHa meHee 10 mu/mMmuH — 800 Mr BHYTpb 2 pa3a B CYTKH (Kax/ble
12 yacoB);

— npu kavpeHce kpeathHuHa 10-25 mu/mun — 800 mMr BHyTpe 3 paza B CyTKM (Kaxable
8 yacos).
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INIOBOYHOE JIEHCTBUE

anBCﬂCHHLlC HHIKE KaTEroOpruH 4aCTOThI HEXKEIATCIbHbBIX peaKLal'l ABJAKOTCA OLUCHOYHBIMH. Hﬂﬂ
OONBUIMHCTBA HEXKeJaTeIbHBIX peaxuuﬁ HCOGXOIIMMBIC JAaHHBIC O]9 ONpEACI€HHUA HacTOTHI
BCTPEYAEMOCTH OTCYTCTBYIOT. KpOMC TOro, 4acTtoTa BCTPEHYAEMOCTH HEKEJIATE/IbHBIX pCaKlll/lﬁ
MOKET BapbUpOBaATh B 3aBUCUMOCTH OT MOKa3aHHA.

HexenarenpHble peakuMy, MPeACTAaBICHHBIE HUKE, MEPEYUC/ICHbl B COOTBETCTBHU C YaCTOTOM
BCTPEYAEMOCTH, OMpeaesseMOoii clieayoumm odbpasoM: ovens yacmo (> 1/10), wacmo (> 1/100 u
< 1/10), weuwacmo (>1/1000 u < 1/100), peoko (>1/10000 wu <I1/1 000), ouen» peoxo
(< 1/10 000).

YacToTa BCTpe4aeMOCTH HeKe1aTeTbHbIX PeaKnHii
Hapywenus co cmoporsl Kposu u aumpamuyeckou cucmemyl
OueHb peako: aHeMHusl, JIeHKoNeHus, TPOMOOLIMTONEHHUSI.
Hapywenua co cmoponst uMMyHHOU cucmembl
Peaxo: aHaduIaKCHs.
Hapywenus co cmopomsl HepeHOIl cucmembl U NCUXUYECKO20 cmamyca
Yacro: ronoBHas 60.1b, rOJIOBOKPYKEHHE.

Ouensb pesko: BO30yKJIE€HHE, CMYTAaHHOCTh CO3HAHMS, TPEMOp, AaTaKCHs, [AW3apTpHs,
ra/yTIiOUMHALMH, TCUXOTHYECKHE CHMITOMBI, CYJOPOTH, COHJMBOCTD,
sHuedanonarTus, Koma.

OG6b14HO 3TH MobouHbIe P deKTs HA0MOJANMUCH Y NMALMEHTOB C MOYEYHOH HEL0CTATOYHOCTHIO
WM NPH HATHYKMHK APYTHX MPOBOLMPYOMX (HaKTOPOB U ObLIIH, B OCHOBHOM, 00paTUMBIMH (CM.
paszaen « Ocobwie ykazanua»).

Hapywenua co cmopoHsl 0OblxamenbHoU cucmemsl, 0peaHos 2pyoHoll KiemKu u cpeoocmeHus
Penko: OJ1bILIKA.

Hapywenusa co cmoponst scenyoouHo-KuumeHo20 mpakma

Yacro: TOILIHOTA, PBOTA, AMapes, 60/b B JKUBOTE.

Hapywenua co cmoponsl nevenu u dcenqesbi8ooauyux nymeil

Pesko: o0paTumoe MOBbILIEHHE KOHUEHTpauMu OWiMpyOMHA M NEYEHOYHBIX
(epMEHTOB B KPOBH.

OueHsb peako: rernaTur, JKenTyxa.

Hapywenua co cmoponst KoX*CU U NOOKOJICHBIX MKaHeU

Yacro: 3y, Cbillb, B TOM 4uciie poToceHCHOMIn3aLms.
Heuacro: KpanuBHH1Ia, ObicTpoe auddy3Hoe BbinageHue BOJoC.

[Tockonbky ObicTpoe auddy3Hoe BbiMaJeHUWE BOJIOC HAOMOAAETCS MPH  Pa3IHYHBIX
3a00/IeBaHUAX W NPU Teparii MHOTMMH JIEKapPCTBEHHBIMM CPEACTBAMH, CBS3b €0 C MPUEMOM
allMKJIOBHpA HE YCTaHOBJICHA.
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Peako: AHTMOHEBPOTHYECKHUH OTEK.
OueHb peKO:  TOKCHYECKHMH SMUAepMaibHbIH HEKpOIU3, MyJIbTHGOPMHAs JKCCy1aTHBHAS
JpHUTEMA.

Hapywenua co cmoponst nouex u Mo4eevi8o0auux nymeu

Penko: MOBBILIEHUE KOHLIEHTPALIMK MOYEBHUHBI U KPEaTUHHHA B CbIBOPOTKE KPOBH.
OueHb peIKO:  OCTpasi MoYe4Hasi HEA0CTATOHYHOCTD, MOYEYHAs KOJIHUKA.

[Toueynas kosmMKa MOXKeT OBITh CBSi3aHA C MOYEYHOH HEIOCTATOYHOCTBIO M KPUCTAJLITYPHEH.
Obwue paccmpoiicmea u HapyueHus 6 Mecme 66e0eHUs

Yacro: YTOMIJIAEMOCTD, JIMXOpaaKa.

INEPEJJO3HPOBKA

AUMKIOBHP IHILLIB HAaCTUYHO abcopOMpyeTes B xkKeTy104HO-K1IleyHoM TpakTe. Kak npaBuiio, npu
CJly4aifHOM OJIHOKpPATHOM MpHeMe alMKIoBUpa B jo3e 10 20 r Tokcuueckue 3¢ dexTsl He Oblnu
3apeructpupoBaHbl. [Ipy MOBTOpPHBIX NpUeMax BHYTPb B TEYEHHE HECKOAbKMX [HEH 103,
NPEBLILAIOIMX PEKOMEHI0BAHHBIE, OTMEYAJWCh HApPYLIEHUS CO CTOPOHBI JKEITyJ0YHO-
KMILEYHOro TpakTa (TOLIHOTA, pPBOTA) M HEPBHOW cuUcTeMbl (rojsoBHas GOMb M CIyTaHHOCTh
CO3HAHUSA).

Wuoraa moryTt HabGmonatecst Takue HeBposoruueckue 3p¢eKTbl, Kak CyJ10pOKHbIE MPUIALKH,
KoMa.

[TauneHTsI HYKAaOTCd B TIATCJIBHOM MEIAWUHHCKOM HaOMIOJEHUH C LN BBISBICHUS
BO3MOJKHBIX CHMIITOMOB MHTOKCHKaALIWH. ALll/lKJIOBHp BBIBOJIUTCA M3 OpraHusma € MNOMOUIbIO
remMojuanusa, rnod3ToMy reMoaualiu3 MOXKeT OBITh MCMOJIL30BAH 15 JICYEHUS NEPENO3UPOBKH.

B3AMMOJIEMCTBHUE C IPYTUMH JIEKAPCTBEHHBIMH CPEJICTBAMU

®

Hukakux KIMHHYECKM 3HAYUMBIX B3aUMOJCHCTBHI MPU NPUMEHEHUH npenapara 30BUPAKC™ He

OTMEYaJIOCh.

AUMKIOBUP BBIBOJUTCS B HEM3MEHEHHOM BH/IE C MOYOH MyTEM aKTHBHOW KaHa/bLIEBON CEKPELIMH.
Bce nmnpenaparbl ¢ aHaJOrMYHBIM MyTE€M BBIBEJEHMS MOIYT [OBBIIATE [JIA3MEHHYHO
KOHLIEHTpaLHIO auukioBupa. AuukiaoBup noebimaer AUC TeodumimHa npuOIU3HUTENBbHO Ha
50% npv OAHOBPEMEHHOM TMpHEME, [OITOMY PEKOMEHIYeTCs M3MepsATh [Ja3MEHHbIE
KOHLEHTpAaLMKU Teo(H/UTHHA MPH OJHOBPEMEHHOM Ha3HayeHHM auukiaoBupa. [Ipobeneuma u
LUMMETUAMH yBennuuBaloT nokasarens AUC (ruowanb noj KpUBOW «KOHLEHTpALMs — BpeMsi»)
alMKJIOBUpAa W CHHIKAIOT €ro noyeyHsli kaupeHc. Otmevanoce yBeaudyenne nokasarens AUC B
niaasMe KpoOBH s AalMKIOBMpPAa M HEAaKTMBHOro wmerabonuTta mukodeHonara moderuna,
UMMYHOZIENPECCAHTa, MPUMEHAIOIIErOCAs B TPAHCIUIAHTOJIOTHH, TPH  OJAHOBPEMEHHOM
npuMeHeHnr oboux npenaparoB. OAHAKO KOPPEKLMHU 103kl He TpeOyeTcs BCaeACTBUE LIMPOKOro
TEpaneBTHYECKOTO MHAEKCA ALIMKIOBHpA.
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OCOBBIE YKA3AHUS

JIOCTYNHBIX JaHHBIX, MOJYYEHHBIX B pe3yjbTaTe MPOBEACHHBIX KIMHUYECKHX HWCCIIEJOBAHUH,
HEI0CTATOYHO, YTOOBI C/eNaTh BHIBOA O TOM, YTO NPUMEHEHHE AlLMKIOBHPA CHMIKAET PHUCK
3a00/1eBaHUs BETPAHON OCMOMN y MALMEHTOB C HOPMAIbHBIM HMMYHHBIM CTaTyCOM.

PucK pa3BUTHs MOYEYHOH HEJOCTATOYHOCTH YBEIMYMBAETCS MPH OJHOBPEMEHHOM NPUMEHEHHH €
JAPYTUMH HE(PPOTOKCHUECKUMHU MperapaTaMu.

CocmosHue 2uopamayuu

Haunembl, NMPUHUMAKOIIKWE BBICOKHE [03bl Iperapara 303npaxc® BHYTPb, AOJIKHBI MOJYYaTb
JA0CTATOYHOE KOJIHYECTBO KUIKOCTH.

HaL[LIEHITIbl NOXMCUT020 803pacma u NAYUeHmvl ¢ HapyueHuem d)yHKuuu novyex

[TockoIbKY alMKIOBUP BBIBOAMTCS MOYKAMH, J03bl JOKHBI ObITh YMEHBIIEHBI MALMEHTaM C
MOYEYHON HEA0CTATOYHOCTBIO (cM. paspen «Cnocod npumenenus u 003bi»). Y TALMEHTOB
MOKUIIOTO BO3PACTa BO3MOMNKHO CHHIKEHUE (DYHKLMH MOYEK, CIEA0BATENBHO, A5 JAHHOH Ipy bl
MalMeHTOB TAK)KEe MOXKET MoTpedOBaThCsi CHMIKEHME 103bl. Kak mokuibie NMauMeHThl, Tak W
MalMEeHTHl ¢ HapyleH’eM (GyHKLUMM MOYEK HAXOAATCSA B IPYIIE MOBBILIEHHOIO PHCKA Pa3BUTHs
no00YHBIX 3)(PEKTOB CO CTOPOHBI HEPBHOM CHUCTEMBI (OOBIYHO TaKHe peakLi 0OpaTUMbl B OTBET
Ha OTMEHY npenapata) M, COOTBETCTBEHHO, J[OKHBI HAXOAMTbCA MO  MPHCTAIbHBIM
MEMLIMHCKUM HaOMOIeHHEM.

Ilayuenmvi ¢ 8bipadiceHHbIM UMMYHOODUYUMOM

IL'lMTeﬂbele WK TIOBTOPHBIE KYPChl JICYEHHSA AUMKIOBUPOM Yy IMALKWEHTOB C BbIPAKEHHBIM
HMMyHOﬂCq)HU,HTOM MOTryT TIpUBECTH K [IOSABJICHHUIO LMUTaMMOB BHpyCa C MOHUKEHHOM
YYBCTBUTECJIBHOCTbIO K AUUK/IOBHUPY. KOTOpBIE HE OTBETAT Ha MNpPOAOJLKEHHWE TEparuu
ALMKIIOBUPOM.

Ilepeoaua ungexyuu

Bcem nauuentam, 0co0EHHO NMpPU HAMMYMW KJIMHMYECKHUX MPOSBIEHHH, ciaedayer cobmoaark
OCTOPOXKHOCTh BO H30ekKaHHe MOTEHLUHAIbHOM BO3MOKHOCTH TMEpefaud BHpyca, a TaKkKe
NnaMeHToB HeoOX0AUMO HHGOPMUPOBATD O Clly4asx GECCUMITTOMHOIO BUPYCOHOCHTEILCTBA.

BJIUSTHUHE HA CITOCOBHOCTD YIIPABJIAATH TPAHCIIOPTHBIMH
CPEJCTBAMU, MEXAHU3MAMMU

UccnenoBanui BAMSHMS aLMKIOBMpPAa Ha CHOCOOHOCTb K YMPABICHHUIO TPaHCMOPTHBIMU
CPe/ICTBAaMH WJIM MEXaHW3MaMHW He npoBoAu0ck. CrpOrHo3MpoBaTh HEraTMBHOE BO3/IEHCTBHUE
alMKIOBHpPAa HA OTH BHIbl JICATEIbHOCTH HAa OCHOBaHWM (hapMaKOJIOrMYECKUX CBOHCTB
NEeHCTBYIOLIEro BELIECTBA HE NPECTaBISeTCs BOZMOKHBIM, HO HEOOXOAMMO YYHMTBIBATh MPOPHIIb
noOOYHOro AeHCTBUS alMKJIOBHUpA.

DOOPMA BBIITYCKA
TaGnerxu, 200 mr.

[To 5 Tabnetok B 6auctep uz [IBX/TIB/IX/Al/6ymaru ¢ 3auuToii OT BCKPHITHS AEThMH.
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[To 5 GnaucTepoB BMECTe C MHCTPYKLMEH MO NMPUMEHEHUIO B MayKy KapTOHHYIKO C KOHTPOJIEM
MEepPBOrO BCKPBITHS.

CPOKT'OJTHOCTH

5 ner.

He NPUMEHATE MOCJIE UCTEYCHU CPOKa rOAHOCTH.

YCJIOBUSI XPAHEHUS
[Ipu Temneparype He Bbite 25°C B 3aLIMIIIEHHOM OT BJIard MecCTe.

XpaHUTb B HEJOCTYIHOM /15 IeTEeH MecTe.

YCJIOBHUS OTITYCKA

OtnyckaioT no peuenty.

NNPOU3BOJAUTEJIb

ITpon3BoauTe/ib (BLIMYCKAOUWHI KOHTPO/Ib Ka4yecTBa)
«I"'nakco Bannkom C.A.» / Glaxo Wellcome S.A.

Agna ne Dkcrpemaaypa 3, 09400 Apanaa ae Jlyapo. Byproc, Ucnanus / Avda de Extremadura 3,
09400 Aranda de Duero, Burgos, Spain.

BJIAJEJIELL PETHCTPAIIMOHHOI'O YIOCTOBEPEHUS

AO «I'nakcoCmutKnsiin Tpeliaunr», Poccus

125167, r. Mocksa, Jlenunrpaackuii npocnekt, A.37A, kopryc 4, stax 3, nomeuenue XV,
KomHara |

Opranu3zauusi, NPHHAMAIONIAs NPETEeH3HH OT noTpeduTeNeii:

AO «I'nakcoCmutKnsiin Tperiaunry, Poccus

125167, r. Mocksa, Jlenunrpaackuii npocnekr, A.37A, kopryc 4, stax 3, nomeuenue XV,
KomHara |

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