COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 18.07.2024 N2 14706

OBLIASI XAPAKTEPHCTHKA JIEKAPCTBEHIFOPO TIPEITAPATA 1004

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITPEITAPATA
Banauuknosup, 500 mr, TabIeTKH, MOKPHITHIE IIEHOYHONW 000I0YKOM

BananukmnoBup, 1000 mr, TabeTKu, MOKPHITHIEC INIEHOYHONW 000I0YKOM

2. KAUECTBEHHBIN U KOJIMYECTBEHHBINA COCTAB
JelicTByrolee BEIECTBO: BAIALIUKIIOBUD.

Bananuknosup, 500 Mr, TabJaeTKH, HOKPHITHIE IJIEHOYHOM 000JI0YKOI

Kaxxnas tabnerka comepxut S00 Mr BajaniukioBupa (B BUE THAPOXIIOPUIA).

Banamukinosup, 1000 Mr, TabJeTKH, HOKPHITHIE IIIEHOYHONH 000JI0YKOMI

Kaxxnas rabnerka cogepxut 1000 Mr BamanukioBupa (B BUIE TUAPOXIOPUIA).

[TonHbIif mepedeHb BCIIOMOTATENbHBIX BEIIECTB MPUBEACH B pasjene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabyeTku, MOKPHITHIC TNIEHOYHONW 000JI0UKOM

Bananuknosup, 500 Mr, TabiaeTKH, HOKPHITHIE IJIEHOYHONM 000JI0YKOI

OBaJIbHBIE JTBOSIKOBBIITYKJIBIE TaOJIETKH, MOKPBITHIE IICHOYHOH OOOJOYKOW CHHEro IBeTa.
Ha usnome sigpo Tabietku 6emoro 1sera.

Banamukinosup, 1000 Mr, TabJeTKH, HOKPHITHIE IIIEHOYHONH 000JI0YKOMI

OBaJIbHBIE JBOSKOBBINYKJIbIE TAOJETKH, MOKPHITHIE IMJICHOYHOM 00O0JIOUKOM CHHEro IBeTa, ¢

pHUCKO# Ha 01HOM cTopoHe. Ha uznome siapo tabneTku Oenoro nsera.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusi K NPUMEHEHH IO

B3pociable 1 1oapocTKky B Bo3pacte ot 12 go 18 jer

— Jle4eHne MH(PEKUUH KOXKM M CIM3UCTBIX 000JI0YEK, BHI3BAHHBIX BHPYCOM IPOCTOTO repreca
(BIII"), Brirovasi BOEpBBIC BBIABJICHHBIA W PEUUIMBHPYIONIMNA TeHUTAIbHBIN Teprec (Herpes
genitalis), a Taxxe mabuansubiii reprec (Herpes labialis).

— npouakTHKa (Cyrnpeccus) peuanBoB HHPEKINI KOKHU U CIU3UCTBIX 000JI0UEK, BEI3BAHHBIX
BIII', BkiII09ast FeHUTANIBHBIN TepIiec, B TOM YUCIIE Y B3POCIbIX ¢ MMMYHOAEC()UIIUTOM.

— mpodunakTika WHQEKINUHA, BbI3BaHHBIX uTOMeranoBupycom (LIMB), u 3a0oneBanuii mocie
TpaHCIIAaHTAIMH TaPEHXUMATO3HBIX OPTaHOB.

B3pocasie

— JIe4eHue omosckiBaromero repreca (HeepeS zZOSter) m o(TalbMUYECKOTO OMOSCHIBAIOIIETO
reprieca.

4.2. Pe:kuMm 103MPOBAHUSA U CIOCO0 MPUMEHEHM I
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PexxuM 103upoBaHus

Jlewenue unghexyuti xoxcu u cauzucmelx obdonouex, evizeanHvix BIII, exiouas enepsvie
8bISGIIEHHBLIL U peyuousupylowuil 2enumanvhsiii 2epnec (Herpes genitalis), a maxowce nabuanvruiii
eepnec (Herpes labialis)

Hummynokomnemenmuoie 83pociivle U noOpocmku 8 eozpacme om 12 0o 18 1em

Pexomennyemas nosa coctasisier 500 mr 2 pa3a B CyTKH.

B ciywyae penuauBOB J€deHUE JOJKHO NMpoaoipkaThes 3 win 5 gHeil. B ciywyae nepBudHOro
repreca, KOTOpbIi MOXKET MPOTEKaTh B Oosiee TsKeNoi (hopMme, TedeHHue cieyeT HauuHaTh Kak
MO>XHO paHbIlle, a €ro MPOAOJIKUTEIHHOCTh JODKHA ObITh yBenudeHa ¢ 5 go 10 mueit. Ilpum
permnuBax BIII' Hambonee BepHBIM CUMTAETCs, HAa3HAYCHHE Ipernapara B MPOAPOMATBHOM
nepuoJie WINM Cpa3y e IOCie MOSBICHHUS TEpPBBIX CHUMITOMOB 3aboieBaHus. IIpumeHenue
BaJIALIMKJIOBAPA MOKET IIPEIOTBPATUTD Pa3BUTHE MTOPAXKEHUS, €CIIU €r0 IPUMEHATH IIPH MEPBBIX
MpU3HAKaxX CUMIITOMAaX peluunBa, Bbi3sBaHHOro BIII.

B kayecTBe aibTEpHATHUBHOTO JIEUEHHUs JlabMaibHOro repreca 3((EeKTUBHO Ha3HAUYCHUE
BananukiaoBupa B 1o3e 2000 mr 2 pas3a B cyTkH B TeueHue 1 cyTok. Bropas mpo3a nomxHa ObITh
MPUHATA MPUOIM3UTENHHO uepe3 12 yacoB (HO HE paHbIlle, YeM depe3 6 JacoB) IMOCIe MmpueMa
nepBoi 1036l [Ipy UCIOIB30BaHNH TAKOTO pPEKUMA JO3UPOBAHMS IMPOAOKATEIBHOCTD JICUECHUS
HE JI0JKHA MTPEBBIILIATh 1 CYyTKH, T.K. IPEBBILIEHUE TPOJOJIKUTEIBHOCTH ATOI0 Kypca JICUEHMsI He
MIPUBOJIUT K JONOJHUTEIBHON KIMHUYECKOH TOJIB3E.

Tepanust gomkHa OBITH HAYaTa MPH MOSIBICHUH CaMbIX PAHHUX CUMIITOMOB JIJaOUAIBbHOTO repreca
(T.e. IOIMIIBIBAHUE, Y1, KKCHHUE).

Ipogunaxmuka (cynpeccus) peyuousos uHgexyu Koxcu u CIusUcmulx 000N04eK, 6bi36aHHBIX
BIIT, sxniouas eenumanvhblil 2epnec, 8 mom Yucie y 83pOCblx ¢ UMMYHOOeDUYumom

Hummynokomnemenmuoie 83pocivle U noOpocmKu 6 eozpacme om 12 0o 18 1em

Y MMMyHOKOMIIETEHTHBIX MAIIMEHTOB peKoMeHayemas no3a coctapisger S00 mr 1 pa3 B CyTku.
UYepes 6-12 mecsiieB gedeHuss HEOOXOJUMO OLEHHUTh APPEKTUBHOCTD TEPAITUH.

B3spocnvie ¢ uMMVHO()eqbuuumOM

YV B3pOCTBIX MAIIMEHTOB ¢ UMMYHOAC(PHUIIUTOM PeKOMeHayeMas 103a coctaisieT 500 mr 2 pa3a B
cyTku. Uepes 6-12 mecsiieB JedeHuss HeOOXOAMMO OIEHUTh A(HPEKTUBHOCTD TEpPaAIUH.
Ipogunaxmuxa ungexyuii, evizéanuvix LIMB, u 3abonesanuti nocie mpaHCNIAHMAYUU
NAPeHxXUMAamo3sHvlX OP2aHo8

Bspocnvie u noopocmku 6 sospacme om 12 0o 18 rem

Pexomennyemas nosa cocrasisier 2000 mr 4 pasa B CyTKH, Ha3HA4YaeTCAd KaK MOXHO paHbIIIE,
MOCJIC TpaHCIIJIAaHTAalluH. HOBy CJICAYCT CHUXKATh B 3aBUCUMOCTH OT KIIMPCHCA KPCATHHHHA.

[IpoaomKUTENEHOCTD JIeUeHus: 00BIYHO cocTaBmsieT 90 qHEH, HO y MAIMEHTOB C BBICOKUM PHUCKOM
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KypC JIeUeHUsI MOKET ObITh MPOJJIEH.

Jleuenue onoscvigaroueco cepneca (Herpes zoster) u ogmanvmuueckoeo onoscwiéaiowe2o

cepneca

Bspocnvie

Pexomennyemas go3za cocrasisier 1000 mr 3 pasza B CyTKH B T€UEHUE 7 THEH.

Oco0ble rpyInel NALKMEHTOB

Hauuenmbl NnOJ2HCUI020 8o3pacma

HeoOxoauMo y4uTHIBaTH BO3MOXKHOE HapylleHHWE (YHKIUU IMOYEK Yy MAalHUEeHTOB MOXKUIOrO

BO3pacTa, J03a TMpenapara JODKHAa OBITh COOTBETCTBYIOIIMM OOpa3oM CKOPPEKTHPOBaHA.

HeobxonuMo monepkuBath aJeKBaTHBIM BOJHO-IJICKTPOIUTHBIN OallaHC.

Tayuenmoi ¢ Hapywenuem yHKyuu novex

Jlo3y mpenapara peKOMEHAYETCS yMEHbIAaTh Y MalMEeHTOB C BBIPAXKEHHBIM HapylIeHHEM

GyHkuu moyek (CM. pexuM ao3upoBaHus B Tabmuie 1). Y Takux MalMeHTOB HEOOXOIMMO

MOJIJICP)KUBATH a/ICKBATHBIN BOHO-3JIEKTPOIUTHBIN OaaHc.

Tabmuua 1. Koppekuus 10361 penapara ajsi IPUMEHEHUS Y B3pOCIIbIX U MOAPOCTKOB B BO3pacTe

ot 12 no 18 net ¢ HapymiearemM GyHKIIUH TTOYEK

ITokazanusa

Knupenc kpearnHuHa,

Jlo3a npenapara

OnosichIBaroIuii reprec

1 0pTaTEMUYECKUI OMOSICHIBAIOIIUI
reprec y MMMYHOKOMIIETEHTHBIX
B3POCIBIX (JIeueHue)

MJT/MHH

He meHee 50 1000 mr 3 paza B cyTku
ot 30 no 49 1000 mr 2 paza B cyTKu
ot 10 1 29 1000 mr 1 pa3 B cyTkun
Menee 10 500 mr 1 pa3 B cyTku

BIIT (ne4enue)

MMMyHOKOMIIETEHTHBIE B3POCIIBIE U
MIOJIPOCTKH B Bo3pacte oT 12 o 18
JerT

He meHee 30

500 mr 2 pa3a B cyTKu

JlabmanbHBIA repmec
MMMYHOHEKOMITETEHTHBIX B3POCIIBIX
Y MOJIPOCTKOB B BO3pacte ot 12 1o
18 ner (seuenue)

Menee 30 500 mr 1 pa3 B cyTku
He meHee 50 2000 mr 2 pa3za B CyTKH
ot 30 mo 49 1000 mr 2 pa3a B CyTKH
ot 10 no 29 500 mr 2 pa3a B cyTKu
meHee 10 500 mr 1 pa3 B cyTku

BIII" (mpodmmaktuka (cynpeccusi))

NMMyHOKOMITETEHTHBIE B3POCIBIC U
MOJPOCTKH B Bo3pacte oT 12 1o 18
JIET

He MeHee 30

500 mr 1 pa3 B cyTku

meHee 30

500 mr 1 pa3 B n1BOE
CYTOK

B3pocabie ¢ uMMyHOIEDUITUTOM

He meHee 30

500 mr 2 pa3a B cyTKu

[TpodunakTrka nHPEKIHA,
BbI3BaHHBIX [IMB, y B3pocibix u
MOJIPOCTKOB B Bo3pacte ot 12 1o 18
TeT

meHee 30 500 mr 1 pa3 B cyTku

HE MeHee 75 2000 mr 4 pa3za B CyTKH
ot 50 1o 75 1500 mr 4 paza B cyTKu
ot 25 1o 50 1500 mr 3 paza B cyTku
ot 10 no 25 1500 mr 2 paza B cyTku
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Jonoanumenvras MH(bODMaMMﬂ 05l NOKA3AHUU. _Jle4eHue qu)eKquZ Koa#cu U Cau3ucmoslx

060]10‘161(', svlzeannbix BIIT, exniouas enepsvie 8uliGIeHHbIX U PeyuoUusuUpyIOWUll eHUmaibHblii

cepnec (Herpes genitalis), a maxoice rabuanvuwviii 2cepnec (Herpes labialis)

OneIT TPUMEHEHHsI BaJAIUKIIOBHpA y JETe CO 3HAYCHHEM KIHPEHCa KpeaTUHWHA MEHee
50 mu/mMuH/1,73 M? OTCYTCTBYET.

Jlonoanumenvras uHdopmauus 0 nokasanus: npodurakmuxa ungexyul, goizeannvlx LIMB, u

3abonesanuil nocie mpaHncniarmayuu napeHxumanio3nblx OpeaHoe

Heobxoaumo yacto onpenensatsh kiupenc kpearnauHa (KK), ocodenHo B epuo, korna G yHKIHsI
MouYeKk OBICTPO MEHSAETCs, HalpuMep, cpa3dy I0ocie TPAHCIUIAHTALMU WU TMPHKUBIICHUS
TpaHCIIaHTaTa, IMPU 3TOM J03a IMpernaparta KOPPEKTUPYETCS] B COOTBETCTBUM C TOKa3aTEJIIMU
KJIMPEHCA KpEeaTHHUHA.

Lonoanumenvras MH(Z)ODMGHM}Z O0/15._NOKA3AHUU. _Jle4eHue onosicselearuieco zcepneca (HerDeS

ZOSter) u od)maﬂb/wuuemozo onosAcselearuLeco cepneca

BananuknoBup cienyer HNpUMEHATh IOCIIE TeMOJUaNM3a y MalMeHTOB, KOTOPBIM IMPOBOJIST
NEPUOIUYECKUI TeMOJUAIIN3S.
THayuenmoi ¢ HapywieHuem QYHKyuU neveHu
Ha ocHoBaHuMM HcclieoBaHUs C MPUMEHEHUEM OJHOKPATHOW 103bl BananukioBupa 1000 mr y
B3pOCI/IBIX MAllMEHTOB C LHUPPO3OM TME€YEHH JIETKOM WM CpeJHEel CTemeHH TSHKECTU
(IpH COXpaHEHHOM CUHTETHYECKOH (PyHKIINHU MTEYEeHN ) KOPPEKIMH 1035l ITpernapaTa He TpedyeTcs.
DapMaKOKHHETUYECKUE JaHHBIC Y B3POCIBIX TAIMEHTOB C TSDKEJIOW CTEMEHBI0 HapyIIeHUs
GyHKIMH TIeYeHH (JICKOMIICHCHPOBAHHBIM ITUPPO30M), C HAPYIICHHEM CHHTETUYECKON (PYHKITUN
NEYeHH W HAJIWYUEM T[OPTOKABAJIBHBIX aHACTOMO30B TaK)Ke HE CBHUACTEIbCTBYIOT O
HEOOXOUMOCTH KOPPEKIIMH J03bl BaJaIlMKIOBHPA, OJHAKO KIMHUYECKUH OIBIT MPHU JaHHBIX
MATOJIOTUSAX OTPaHUYCH.
Nudopmarnus o mo3zax 6onee 4000 Mr B CyTKH AJI TAIIUEHTOB ¢ MHGEKIUAMU, BhI3BaHHBIMU BIIT
u [IMB, ykazana B pa3nene 4.4.

eTu
BbezomacHocTh 1 3pPexTuBHOCTH pernapara BanamukioBup y neteit B Bo3pacre ot 0 1o 12 et He
yYCTaHOBJEHBI. JJaHHBIE OTCYTCTBYIOT.

Croco0 IIpuMeHeHus

HpenapaT MOKHO NPpUHUMATL BHC 3aBUCHUMOCTHU OT IMpUCMa NHUIIH, Ta0JIETKH CJICOAYCT 3allMBATh

BOJIOM.
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4.3. [IpoTuBoONOKA3aHUS

— I'umep4yBCTBUTENBHOCTh K BAJAIUKIOBUPY WM K alUKIOBHPY, WIH K JIOOOMYy Wu3
BCIIOMOTaTEJIbHBIX BEIIECTB, EPEUNCICHHBIX B pa3nene 6.1.

— IeTCKHi Bo3pact 110 12 jer;

— JETCKUHA BO3pacT N0 18 JeT mpu JIeYeHUH OMOSCHIBAIONIECTO Teprieca U O(QTaTbMHYECKOTO
OTOSICHIBAIOIIETO TepIieca.

4.4. OcoOble ykazaHMsl M Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

[Ipenapar BanauukiaoBup cieayeT NPUHUMATh C OCTOPOKHOCTHIO MAllMEHTaM C IMOYEYHOM
HEIOCTaTOYHOCTHIO; MALMEHTaM C KIMHUYECKH BBhIpaXeHHbIMH (popmamu BUY-undexum; npu
OJTHOBPEMEHHOM IpHeMe HE(PPOTOKCHUHBIX JIEKAPCTBEHHBIX CPEICTB.

Oco0snle yKa3zaHus

Tuopamayus

Y manueHToB ¢ PUCKOM JCTUIPATAIIUN, OCOOCHHO Y TAIUEHTOB MOXKUIIOTO BO3pacTa, HEOOXOJMMO
o0ecreynTh aJeKBaTHbIM BOJHO-3JIEKTPOIUTHBIN OataHc.

IIpumenenue y nayuenmos ¢ HapyuwieHuem QyHKyuy novex u y nayueHmos noHcUI020 603pacma
[TocKONBbKY alMKIOBUP BBIBOAMUTCS TIOYKAMH, HEOOXOIUMO YMEHBIIHUTH J03y BaJAIMKIOBHpA Y
MNAIMEHTOB C HapymeHueM (YHKIUUA TOYeK. Y TMalHeHTOB MOXKUJIOTO0 BO3pacTa MOXKET
HAOI0IaThCSl HApyIIeHHe (QYHKIUU MOYEK, MMOATOMY CIEAYeT PACCMOTPETh YMEHbBIIIEHUE 03B
JUIE OTOW TPYNIbl ManueHTOB. Kak ManMeHThl MOXHIOTO BO3pacTa, TaK M MAIMEHTBI C
HapymeHneM (QYHKITMH ITOYEK BXOIAT B TPYIIITY TOBBIIIEHHOTO PUCKA Pa3BUTHS HEBPOJIOTHUECKUX
OCIIO’)KHEHUH, TAKUM TaIlMeHTaM HEe00XO0IUMO 00ECIIeYUTh TIIATEIbHBIN BpauyeOHbBII KOHTPOIIb.
Kak mpaBumo, 3TM peakinud B OCHOBHOM HOCST OOpAaTHMBIM XapakTep B CIIy4ae OTMEHBI
npernapara.

Jleuenue nabuanvroeo eepneca u npogurakmuxa L[MB ungexyuti u 3a601e6anuti

Ilpumenenue 6vicOKUX 003 Npenapama npu Hapyulenuu QYHKYull nedenu u nocie nepecaoxu
neuenu

Her maHHBIX O MpUMEHEHWU BaJAIlUKIOBUpPa B BBHICOKHMX a03aXx (4000 Mr B CYTKH W BBIIIE) y
NAIMEHTOB C 3a00JICBaHWEM II€YCHHU, MOITOMY TaKWUM MAIIeHTaM BBICOKHE 03Bl Iperapara
JOJIKHBI Ha3HAYATHCSL C OCTOPOKHOCTHIO. CTeManbHbIe UCCIEA0BAHUS 110 H3yUYEHUIO IeHCTBUS
BaJIAIIMKJIOBUpA MPU TEpecajke TMeUYeHW He MPOBOMMINCH. OqHaKo OBUIO YCTaHOBIEHO, YTO
NpopMIaKTHIECKOe HA3HAUYCHUE allMKIOBHPA B BBICOKHX JI03aX yMEHbIIAeT nposisiaeaus [[MB-
nH(]EKIr 1 3a00JIeBaHUSI.

Hcnonv3zo6anue npu eenumanbHom 2epnece

HaI_II/IeHTaM CICAYCT PCKOMCHAOBATHL BO3ACPKUBATHLCA OT IMOJIOBBIX KOHTAKTOB IIPpW HAJIWYUHN
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BaJIalIMKJIOBUPOM CHMXKAET PUCK MEPENAYN T€HUTAIIBHOTO repIieca, HO MOJHOCTHIO HE UCKIIF0YaeT
PUCK MHPHUIMPOBAHUS U HE NPUBOIUT K IMOJHOMY H3JICUCHHUIO. Tepamusi BaJIallUKIOBUPOM
PEKOMEHAYETCSl B COYETAHUH C HA/IKHBIMU CPEJICTBaMU OapbepHON KOHTpALCIIUH.
Jlexapcmeennas peaxyus ¢ s03unoghunueti u cucmemuvimu nposieieHusmu (DRESS-cunopom)

Ha ¢one neuenus BamanukioBupoMm coodbmanocb o DRESS-cunnpome, KOTOpblii MOKET OBITH
YTPOXKAIOIIUM JKU3HU WM CMEpTeNbHbIM. [lpym Ha3HaueHMM mpenapara MalUeHTa CIeayeT
O3HAaKOMHTh C Mpu3HakamMu W cumnromamu DRESS-cuHznpoma u TmiatenbHO OTCIEKUBATH
KOXKHbIE peakuuu. [Ipu mosBiaeHnH NpU3HAKOB U CUMIITOMOB, CBUAETEILCTBYIOIINUX O PA3BUTUU
DRESS-cunnpoma, mpueM BallallMKIOBHpa CIEAyeT HEMEJIEHHO OTMEHHUTh U PacCMOTPETH
BONpoc 00 albTepHATUBHOM JIedeHUH (B ciydae HeoOxoaumocTn). Ecnm y manuenTa pasBuiics
DRESS-cunnpom Ha ¢poHEe IPUMEHEHUS BATAIMKIOBUPA, JICUCHHUE BATAIIMKIOBUPOM y TAaHHOTO
MalUeHTa HU B KOEM Cllydae Hellb3s1 BO30OHOBIIATS.

4.5. B3amMmopeiicTBHe ¢ JPYIMMH JICKAPCTBEHHBIMH IIpenapaTamMM M JApyrue BHABI
B3aMMO/EHCTBHUSA

Knunnuecku 3HauMMble B3aUMOJICHCTBUS HE YCTAHOBJICHBI.

AUUMKIIOBUD BBIBOJUTCS MOYKaMH, B OCHOBHOM, B HEM3MEHEHHOM BHU/JIE MOCPEICTBOM AKTHUBHOM
noueyHoi cexkpeunu. CoyeTaHHOE NMPUMEHEHHUE JIEKAPCTBEHHBIX CPEJCTB C 3TUM MEXaHU3MOM
BBIBEJICHHSI MOKET NMPUBECTHU K TOBBIIICHHUIO allUKIOBUPA B TUIA3ME.

[Tocne HazHaueHus BaanukiaoBupa B Ao3e 1000 Mr u mpemapaToB NUMETHIUH U MPOOCHEITUI,
KOTOpBIE BBIBOJATCS TeM K€ myTeMm, HaOmomaercs yBenuwdenue AUC (mwromanps mon
(apMaKOKMHETUYECKOH KPHUBOH «KOHIIEHTPALUSA-BPEMs») alMKIOBHpa M, TaKUM 00pa3om,
CHW)KAETCS TIOYEUHBIH KIIMPEHC alluKIIoBUpa. TeM He MeHee, BBUly LIMPOKOT0 TEParieBTUUYECKOTIO
MHJEKCa allUKJIOBUPA, KOPPEKILIMS O3Bl BaJallMKIOBHUpa HE TpeOyeTcs.

[Tpu neuennn mabuanbHOTO repreca, MpodUuiIakTHKE U JISYCHUH 3a00JIeBaHMi, BpI3BaHHBIX [[MB,
HE00X0IMMO COOITIOATh OCTOPOKHOCTD B CIIydae OJHOBPEMEHHOTO TPUMEHEHHSI BAJIAITUKIOBUPA
B Oosee BhICOKHX /103aX (4000 Mr B CYTKHM M BBIIIE) M JIGKAPCTBEHHBIX IMPENapaToB, KOTOPHIE
KOHKYPUPYIOT C allMKJIOBUPOM 32 MYTh BBIBEJICHUS, TaK KaK CYIIECTBYET MOTEHIMAIbHAs YIpo3a
NOBBIIICHUS] B IUIa3ME€ KPOBU KOHILIEHTPAlMM OJHOTO WM OOOMX TpernaparoB HIH HX
MeTa0oauToB. bbiio ormedueno moseimienne AUC anukiaoBupa W HEAKTUBHOTO MeETa0OIUTa
MuKoQeHonata Modermna (MMMYHOICIPECCAHT, MPHUMEHSAEMBIH y TAIHMEeHTOB TIOCHe
TpaHCIUIAaHTAIIMK OPTaHOB) MPHU OAHOBPEMEHHOM MPUMEHEHUHU ITHX IPENapaToB.
OpnHoBpeMeHHOE MPUMEHEHHE BAJIAIMKIOBUPA ¢ HE()POTOKCUYHBIMU IIpernapaTaMu, B TOM YHCIIe
AMHHOTJIMKO3U/IaMH, OPraHUYEeCKUMHU COCIMHEHUSIMHU TUIATHHBI, HOJUPOBAHHBIM KOHTPACTHBIM

BEIIIECTBOM, METOTPEKCATOM, IIEHTAMHUIMHOM, (POCKAPHETOM, IIUKIOCTIOPUHOM U TaKPOJIUMYCOM,
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NOYeK, U TPEOYET PeryasipHOrO MOHUTOPUHTA (YHKIIUU TTOYEK.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JAKTALMS

bepemeHHOCTD

HMmeroTcs orpaHn4eHHbIe JaHHbIE O IPUMEHEHUH BaJIallMKIIOBUpa Ipu 6epemenHocTtu. [Ipenapar
ClIeflyeT MPUMEHSTh MPH OEPEMEHHOCTH TOJIBKO B TOM CJIy4ae, €CJIM MOTEHIMAIbHAS 10JIb3a [T
MaTepy MPEBOCXOAUT MOTEHINAJIBHBIN PUCK AJIs IUI0AA.

B peructpax OepeMeHHBIX OBbUIM 33JOKYMEHTHPOBaHbl HMCXOJbl OEPEMEHHOCTH Yy KEHUIWH,
NPUHUMABIIUX BAJALMKIOBUP WIM Jpyrue npenaparsl, COAEpKallue alUKIOBUD (ALUKIOBUD
SBIISICTCS aKTUBHBIM METa0OJIUTOM BanauukioBupa), 111 u 1246 nabGnroneHuii, COOTBETCTBEHHO
(13 xoTOphIX 29 M 756 mpuHMManu npenaparsl B | TpuMecTpe GepeMEHHOCTH), MPEICTaBIIIN
coOoi HcXoAbl OEpEeMEHHOCTH, 3apEeTrMCTPUPOBAHHBIE IPOCHEKTUBHO. AHAIU3 JIaHHBIX,
IPEJCTAaBICHHBIX B PErHCTpe OEPEMEHHBIX, MOABEPraBIIMXCS BO3JEHCTBUIO AIMKIOBUDPA, HE
BBISIBUJI YBEJIMYEHUS YHUCIA BPOXKACHHBIX Je(PEKTOB y UX JeTeil mo CpaBHEHHMIO C OOmIen
HOMyJSAIUe, HM TO OJHOMY M3 IOPOKOB pPa3BUTHS HE BBIBICHO CHEIM(PUUYHOCTH WIH
3aKOHOMEPHOCTH, YKa3bIBaIOIIMX Ha 00Iyt0 NpuuuHy. [IocKoIbKY B perucTp 6epeMeHHBbIX ObIIO
BKJIIOYEHO HEOONBIIOE KOJUYECTBO JKEHIIMH, NPUHUMABIIMX BaJAlMKIOBUP BO BpeMs
OEpeMEHHOCTH, TO JIOCTOBEPHBIX M ONPEACICHHBIX 3aKIIOUEHHH O 0€30MacHOCTH MPUMEHEHHS
BAJIALIMKJIOBUPA MTPU OEPEMEHHOCTH CJIENIaTh HETIb34.

[leproa rpyTHOr0 BCKapMIIMBaHUS

AIIMKJIOBUP, OCHOBHOW META0OJUT BaJallMKIOBUpa, MPOHHKAET B TpymHoe Mmojioko. [locie
npruemMa BalaiukioBupa B 103¢ 500 Mr BHYTph MakcuMaibHas KOHIEHTpAUs (Cmax) B TPYIHOM
moinoke B 0,5-2,3 pasa (B cpennem B 1,4 pa3a) mpeBbllialia COOTBETCTBYIONINE KOHIEHTPALIUU
anuKIoOBHpa B ma3mMe kpoBu Marepu. CoortHomienune 3HaueHnit AUC anmkioBupa B TPyIHOM
Mmostoke K AUC B CBIBOPOTKE KPOBH MaTepH BapbHpOBaIUCh OT 1,4 10 2,6 (cpenHee 3HaueHue 2,2).
Cpennee 3HaueHHE KOHIEHTpAIMM AlMKIOBHPA B TPYAHOM MOJIOKE COCTAaBISIO 2,24 MKI/MII
(9,95 mxmomnb/m). Ilpu mpueme marepbio BanaukiaoBupa B go3e 500 mr 2 pasa/cytr nerw,
HaxXoJsIIMecs Ha TPYIHOM BCKapMIIMBaHHH, TOJBEPraioTCsi TAaKOMY € BO3JIEHCTBUIO
aIMKJIOBHUPA, KaK MPHU MIPUEME €ro BHYTPh B 103¢€ okoJio 0,61 mr/kr/cyt. [leproa monyBeiBeAeHUS
AIMKJIOBUPA U3 TPYAHOTO MOJIOKA TAKOH )K€, KaK U3 IJIa3Mbl KPOBH.

BanauukioBup B HEM3MEHEHHOM BUJIE HE OTNPEAEIISUICS B IJIa3Me KPOBU MaTepH, TPYJTHOM MOJIOKE
win Moue pebenka. I[IpemapaTsl BalaUKIOBUpa ClEAyeT Ha3HauaTh C OCTOPOXKHOCTHIO
JKEHIIMHAM B MEPHOJ] TPYJHOr0 BCKapMiuBaHus. TeM He MeHee, alluKJIOBUD JJIsl B/B BBElIEHUS
npuMensiercs s nedenus BII y mnanenues B no3e 30 Mr/kr/cyT.

depTuabHOCTD
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B nccnenoBaHusx Ha )KUBOTHBIX BaJIAIIUKJIOBHP [HE OKasﬁQ%:ﬁ}Eﬂ{% 'ﬁl %;ﬁﬁ EEITIE; lfl'eiﬂ/[ HE

MEHee, NMPUMEHEHHE BBICOKMX J03 alUKJIOBHpA MPU MAPEHTEPATbHOM BBEJCHUU BBI3bIBAIO
TECTUKYIApHBIE 3()(PEKTHI y KpbIC U COOaK.

Hccnenoanus BIUSHUS BaJAIUKIOBHPa Ha GEPTUIBLHOCTD Y JIt0JIei He mpoBoainch. OJTHAKO He
OBLIO  3aperucCTpUpPOBaHO M3MEHEHUH B  KOJMYECTBE, MOJBMKHOCTM M  MOPQOJIOTUn
criepMaTo30u10B y 20 malKueHToB yepe3 6 MecsIeB €KEeIHEBHOTO MPUMEHEHUS BaJIAllMKIIOBUPA B
no3ax ot 400 mr go 1000 mr.

4.7. BausiHue Ha CMOCOOHOCTH YNPABJATH TPAHCMOPTHBLIMH CPeACTBAMH M PadoTaTh €
MeXaHHu3MaMH

CrnenyeTr coOmOIaTh OCTOPOXKHOCTH B CIydae Pa3BUTHS MOOOYHBIX PEAKIHH, BIUSIONIUX Ha
CKOPOCTb IICUXOMOTOPHBIX PEaKIUil.

HeoOxoaumMo y4uTHIBaTh KIMHUYECKOE COCTOSHUE MAllMeHTa U Mpo(uiib MOOOYHBIX peakuuit
BaJAllMKJIOBApPA TP OLEHKE CIOCOOHOCTH TMalueHTa YIOpaBiIsATh AaBTOMOOWIIEM WU
JTBUKYITUMHUCS MEXaHU3MaMHU.

4.8. HexxenaTesibHbIE peaKIIUU

TabauyHOE pe3roMe HEXKENATEIbHBIX PEAKIINT

He:xenaTenbHbIe peakiMy IEPEUNCIICHBI HUKE 110 OCHOBHBIM CHCTEMaM U OPraHaM U II0 4acTOTe
BO3HMKHOBEHUS B COOTBETCTBUHU C Kilaccuukanueit BceMupHoil opranuzaium 31paBooXpaHeHHs
(BO3): ouensb yacro (>1/10), wacro (>1/100, no <1/10), mewacro (>1/1000, Ho <1/100), penko
(>1 nma 10 000, mo <1/1000), ouenp peaxo (<10 000), wacToTa Hem3BeCTHA (HA OCHOBAHHH
UMEIOIIUXCS JAHHBIX OLEHUTh HEBO3MOXKHO).

ﬂaHHble KIUHUYECKUX UCCIe008AHULL

Hapywenus co cmoponwvt nepsrotu cucmemvl

Yacro: | roJIOBHAs OOJIb

JKenyoouno-xkuweynvie HapyueHus

Yacro: | TOIIIHOTA

ﬂaHHble nocmmapKemuHco6blx uccnedosanul

Hapywenus co cmoponsl kposu u ﬂuMd)dWlMU@CKOIZ cucmemul

Ouenb penko: JICHKOTICHUSI, TPOMOOIIMTOIICHHsI. B OCHOBHOM, JIeiKOTIEHUsT Ha0II0/1a1ach
y O0JBHBIX CO CHUKEHHBIM UMMYHUTETOM

Hapywenus co cmoponvt uMmyHHoU cucmempl

OueHb penko: aHa(uIaKcus

Hapywenus co cmoponvi HepsHotl cucmembvl i NCUXUYeckue HapyueHus

Penxo: TOJIOBOKPY)KEHHE, CIYTaHHOCTh CO3HAHMSI, TaUTIOLIMHALMU, YTHETEHHE
CO3HAHUS
OueHb peKko: QXHUTaLUs, TPEMOp, aTaKCHs, AU3APTPHs, NCUXOTHUYECKHE CHUMIITOMBI,

cynoporu, »Hiedanonarus, koma. [lepeunciieHHbIe BBIIIE CHMIITOMBI, B
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OCHOBHOM, OOpaTUMBbI ¥ 0GbraHO - HAGMOAAIOTCH | Y | TralACHTOB ¢

HapylieHrneM (YHKIMH TOYeK WU Ha (OHE APYTrUX MPeapacroararoimx
COCTOSIHMI. Y B3pOCIHBIX MalMEHTOB C TPAHCIJIAHTUPOBAHHBIM OPTaHOM,
MOJIyJarOUIUX BBICOKME JI03bI (8 T B CYTKHM) BalallMKIOBUpa IS
PO UITAKTUKHI MB-unbekumy, HEBPOJOTMYECKHE peakuuu
pa3BHUBAIOTCH yallle, YeM Mpu IpruemMe 60see HU3KUX J103.

Hapywenus co cmoponul OblXamenbHou cucmemsl, Opcaros ZDVOHOIZ KlemkKu u cpe()ocmeﬂuﬂ

Heuacro: OJIBIIIIKA

Kenyoouno-kuweunvie napyuienus

Penxo: ‘ TUCKOMGOPT B )KUBOTE, pBOTA, AUapes

Hapywenus co cmoponsl neuenu u 3!C€JZU€6‘bl80()}lu4ux nymen

OueHb penko: oOpatumble HapylleHUs (QYHKIIMOHAIBHBIX IEYEHOYHBIX MPO0, KOTOpHIE
MHOT'/Ia PaCIICHUBAIOTCS KaK MPOSIBICHUS renaTuTa

Hapywenus co cmoporbl Kodxcu u NOOKONCHLIX MKAHEel

Heuacro: BBICBITIAHUS, BKJIIOYast MPOSIBICHUS (DOTOUYBCTBUTEIBLHOCTH

Penxo: 3y1

Ouenb penko: KpanuBHUIA, aHTHOHEBPOTUYECKUI OTEK

Yacrota JIeKapCTBEHHAs peakus C 303MHOGUINENH U CUCTEMHBIMH MPOSIBICHUSIMU

HEU3BECTHA (DRESS-cunapom) (cm. paznen 4.4)

Hapywenus co cmoponuvl nouexk u mMouesbigoosauux nymei

Heuacro: reMarypusi (4acTo CBSI3aHHasg C JAPYTMMH HapyIICHUSIMH CO CTOPOHBI
MTOYEK)

Penxo: HapylieHue GyHKIUU TO0YeK

Ouensb penko: OCTpas oYeyHasi HeI0CTaTOUYHOCTh, MoYeuHast Koiauka. [loueynas konuka

MOXeET OBITh CBsSI3aHA C HApYIICHUEM (DYHKIIUH TTOYEK.

Coo01mranock 0 ciydasx OCakJIeHUSI KPUCTAJUIOB allMKJIOBHpA B MPOCBETE
MMOYCYHBIX KaHaibleB. HeoOXoauMo coOogaTh aaeKBaTHBIA MMHUTHEBOM
PEKHUM BO BpEMsI JICUCHHUSI.

Yactorta TYOYJTOMHTEPCTUIIMATILHBIN HEQPUT
HEM3BECTHA!

IIpoune ocoOble MONYJIALAN

Y GOJIBHBIX C TSHKENBIMHA HAPYIICHUSIMUA HIMMYHUTETA, OCOOEHHO y B3POCIBIX MAIMEHTOB C JAIEKO
sameameit craaueit BUY-wHbekuu, mogydarommx BBICOKHE J03bI BajlallkioBupa (8 T
©XKEJIHEBHO) B TEUCHHUE JUIMTEIBHOIO IEPHOJa BPEMEHH, HAOIONAIMCHh CIydad MOYCIHOU
HEJOCTATOYHOCTH, MUKPOAHTUOTATHYECKON TeMOJIUTHYECKOH aHEeMHUU M TPOMOOIIUTOIICHUU
(unorna B koMmOuHanmu). [TonoOHBIE OCTIOKHEHUS! OBUTH OTMEYEHBI y MAIMEHTOB C TAKHUMH JKE
OCHOBHBIM H/HITH COITYTCTBYIOLTUMU 3200JI€BaHUSMHU, HO HE MOTYYAIOIINX BATAUKIOBUD.

COO6H_ICHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo coo61maTh 0 o103peBaeMbIX HeXelaTeNbHbIX PeakUsIX Mociie perucTpaluy npemnapara ¢
[EeNbI0 O0ECHeYeHHsT HEMPEepPhIBHOTO MOHUTOPHUHTA COOTHOIIGHHUS «IOJIb3a - PHUCK»

JICKapCTBEHHOTO Tpernapara. MeIuIMHCKAM pa0OTHUKAM PEKOMEHIYEeTCsl COOO0IaTh O JIFOOBIX
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MOI03PEBACMBIX HEXKEIATCIbHBIX PEaKITUIX neKapCTBeﬁgb_IT:a'%%éirg%@:gaﬂﬁéﬁ%{hme

CUCTEMBl COOOIICHHUS O HEXKENATEeIbHBIX PEAKIUIX TOCYIapCTB - WICHOB EBpasuiickoro
HKOHOMHUYECKOTO CO03a:

Poccuiickas @enepanus

denepanpHas cayx0a mo Haa30py B chepe 3apaBooxpanenus (PocsnpaBaanzop)

Anpec: 109012, r. Mocksa, CraBstHCKas IJ10I1a1b, 1. 4, cTpoeHue 1

Ten.: +7 (499) 578-06-70, +7 (800) 550-99-03

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

Be6-caiiT: www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CHMIITOMBI

Octpast moyeyHass HEJJOCTATOYHOCTh M HEBPOJIOTMYECKHE HAPYUIECHHUS, BKJIIOYAsl CIIYyTAaHHOCTh
CO3HaHUS, TAJUTIOLMHALINN, &)KUTAIUI0, YTHETEHUE CO3HAHMS U KOMY, a TaK€ TOITHOTA U PBOTA,
HAOMIOAMMCh y  TAIMEHTOB, MOJYYHMBIIUX  JO3bl  BAJIAMKIOBUPA, IPEBHIIIAIOIINE
pexomeHoBaHHbIe. [l0J00HBIE COCTOSIHHS dYalle OTMEYAIUCh Yy MAlMEHTOB C HapyIICHUEM
GYHKIMHA TIOYEK M TAIMEHTOB IOXHJIOTO0 BO3pacTa, MOJYYHUBIIMX IMOBTOPHOE MPEBHIMIAIONINE
PEKOMEHI0BaHHBIE 03Bl BAJIAIIUKIIOBHUPA, BCIEACTBUE HECOOIIOICHHS PeKUMA JJO3UPOBAHUS.
JleueHnue

BonbHbIE TOMKHBI HAXOAUTHCS MOJ TINATEIBHBIM MCAUIMHCKMM HaOIoaeHueM. I'emoauanus B
3HAUYUTEIILHON CTETIEHH CIOCOOCTBYET BBIBEICHHIO AIIMKIOBUPA W3 KPOBH M MOXKET CUHUTATHCS

METO/IOM BBIOOpA MIPH BEJICHUH MAIMEHTOB C TIEPEI03UPOBKON BATAIIMKIOBHUPOM.

5. PAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®apmakoauHaMHYecKHe CBOHCTBA

dapmakoTepaneBTHYecKass TpyINNa: MPOTHBOBHPYCHBIE CPEACTBA CHUCTEMHOTO JeiiCTBUS;
IPOTUBOBHUPYCHBIE CpPEACTBA MPSMOTO JICHCTBUS;, HYKJICO3HIbl M HYKJICOTHIBL, KpOMe
UHTUOUTOPOB 0OPATHOM TPAHCKPHUIITA3HI.

Kox ATX: JO5AB11

MexaHu3M IeHCTBUS

BananukinoBup sBISICTCS TPOTHBOBUPYCHBIM CPEICTBOM, IMPEICTaBIsieT co0oi L-BaarHOBBIN
CIOXHBIA JPUP alUUKIOBHpPA. AIMKIOBHp SBISIETCS aHAJIOTOM ITyPUHOBOTO HYKJICO3H]IA
(ryaHuHa).

B opranm3me uenoBeka BaNallUKIOBHP OBICTPO M MPAKTHUYECKH TIOJHOCTHIO TpPEBpAIIacTCs B
AIKIIOBUD " BaJIMH NIPEITOI0KUATEIEHO o BO3/ICHCTBUEM dbepmenTa

BaJIALUKJIOBUPTUAPOIIA3bI.
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IpoTuB BUpYycoB npoctoro reprueca (BIIIY) 1-ro u 2-ro tunos, Bapuuemia-3octep supyca (B3B)
(Varicella zoster virus), muromeranosupyca (IIMB), Bupyca DOmnmreitna-bapp (BObB) u Bupyca
reprieca 4eyioBeka 6-ro Tuma. ANUKIOBHpP MHruoOmpyet cunrte3 BupycHoil JIHK cpasy mocine
dbochopuupoBaHus U IPEBPAIICHHS B aKTUBHYIO (hopMy — aniukiIoBUpTprdocdar.

[lepBas cragus ocdopunupoBanust TpeOyeT aKTUBHOCTU BHpYC-CIEUU(UIECKUX (DEpMEHTOB.
Jns BIII, B3B u BOb takum QepmeHTOM sBIsSeTCs BHpPYCHAs TUMUAMHKHMHA3a, KOTOpas
OPUCYTCTBYET TOJBKO B TMOPAXEHHBIX BHPYCOM KieTKax. YacTHMUHO CelIeKTUBHOCTb
bocdoprrpoBaHus TOIIEPHKUBACTCS Y IUTOMETAIOBUPYCA OIIOCPEIOBAHHO Yepe3 MPOAYKT reHa
docdorparchepazsr UL97. Dta HEOOXOAMMOCTh AKTHUBAIMM AIMKJIOBHUpA CHENU(DUISCKUM
BUPYCHBIM (DEPMEHTOM B 3HAYUTEIBHON CTENICHU OOBSICHAET €TO CEIEKTUBHOCTb.

[Tpomiecc dochopunupoBaHus alMKIOBHpa (IPEBpaIICHUE U3 MOHO- B TprdocdaT) 3aBepiiaeTcs
KJIETOYHBIMU KMHA3aMH.

AnukioBuptpudochaT KOHKYpEeHTHO HHruoupyer BupycHyoo JIHK-momumepasy u, Oymayum
aHaJIoOrOM HYKJIe03U/a, BcTpauBaeTcs B BupycHyto JJHK, uro npuBoaut k o6muratHoMy paspbiBy
nenu, npekpameruto cuareza JJHK u, cnemoBaTenpHO, K OJOKMPOBAHUIO PETUTMKAIIMKA BUpPYCa.
Pe3ucTeHTHOCTh K AaIMKIOBHPY OOBIYHO 0O0YyCiOBIEHa AePUIMTOM TUMUAMHKUHA3bI, YTO
IPUBOJIUT K YpE3MEPHOMY PACIIPOCTPAHEHMIO BUpYyCa B OpraHM3Me X03s1Ha. B penkux ciydasx
CHIDKEHHE YYBCTBHTEIBHOCTH K AlMKIJIOBHUPY OOYCIIOBJIIEHO MOSBICHMEM IITAMMOB BHpYcCa C
HapylI€eHUEM CTPYKTYpbl BUPpYCHOM TUMHAMHKMHA3BI nin JIHK-nmonumepassl. BupyneHTHOCTH
3TUX Pa3HOBUAHOCTEH BHpYyca HATOMUHAET TAKOBYIO Y €r0 JUKOTO LITaMMa.

[To pesynbraTtam obmupHoro uccienoanus mrammoB BIITT u B3B, oToOpaHHBIX y MallMeHTOB,
MOJTYYaBIINX TEPANMIO AlNUKIOBUPOM WM MPUMEHSBIIUX €ro B MHENIIX MNPO(HIAKTUKH,
YCTaHOBJIEHO, YTO BUPYCHI C MOHUKEHHON YyBCTBUTEILHOCTHIO K BaJIAI[MKIOBUPY BCTPEUAIOTCS
KpaiiHe peIKo, HO MOTyT OBITb OOHAPYKEHBl B PEIKUX CIIydasX y MalHUEHTOB C TKEIbIM
HapylIeHWEM HMMMYHUTETA, HalpUMEpP, PELMIMEHTOB TpaHCILUIAHTaTa KOCTHOTO MoO3ra WIN
OopraHa, TIIallUEHTOB  INOJYYAIOUIMX XHWMUOTEPANUI0 [0  IOBOJAY  3J0KaUECTBEHHBIX
HOBOOOpazoBanuii, 1 y BUU-unpumpoBaHHBIX.

BananuknoBup  crmocoOCTBYyeT  KyNMHUpPOBaHHIO OOJIEBOTO  CHHApPOMA: YMEHbBIIAET €ro
IPOIOJDKUTEIBHOCTh M COKPAIIAET MPOIIEHT OOJMBHBIX C OOJISIMU, BEI3BAHHBIMHU OIIOSICHIBAIOIIINM
repIiecoM, BKJI0Yasi OCTPYIO MOCTIEPIETHUECKYIO HEBPAIITHIO.

5.2 PapmakokuHeTHYECKHE CBOMCTBA

AbGcopbuus

[Tocne npuema BHYTpb BaJaLIMKJIOBUP XOPOLIO BCACBIBAETCS U3 XKEITYIOYHO-KUIIEUHOTO TPAKTa,

OBICTPO U MOYTH MOJIHOCTHIO MIPEBPAIAsICh B ALIMKIOBUP M BaJIMH. DTO MPEBpaIIEHUE, BEPOATHO,
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OCYIIECTBIsIeTCS (DEPMEHTOM TTEUEHU BaJIaIluKII DBHDFHH%C{O—HEJL' BATENBHOCTE 0004)

[Tpu npueme BananukinoBupa B g03e 1000 Mr 6MOJOCTYITHOCTD alMKIOBUPA COCTABISAET 54 Y% u
HE CHWXaeTrcd OT mnpueMa numy. @PapMakOKMHETHKA BaJallMKIOBHpAa HE SBIAETCA
110303aBUCUMON. CKOPOCTb U CTETIEHb BCACBIBAHUS YMEHBLIAIOTCA C YBETMUCHUEM JI03bI, IPUBOAS
K MEHee MPONOPIHOHAILHOMY YBEIMYEHUI0 MAaKCUMaJIbHOM KOHLIEHTpAlMM B IJa3Me KpPOBU
(Cmax) IO CpaBHEHHIO C TEPANEBTUYECKUM JUAMA30HOM /103 U CHHKEHHIO OMOIOCTYITHOCTH TPU
no3ax Bbie 500 mr.

Tabnuna 2. Pe3ynbTaTsl OlleHKH (hapMaKOKWHETHKHU allMKIOBHpa MPH MprUeMe OJHOKPATHBIX /103

BayarukioBupa ot 250 mr g0 2000 Mr 310pOBBIMH JTOOPOBOJIBIIAMU ¢ HOPMAIBHOU (YHKITUEH

MICUCHHU.
dapMaKOKMHETHYECKUE 250 mr | 500 mr 1000 mr 2000 mr
nmapaMeTphl alfHKJIOBUpPA (N=15) (N=15) (N=15) (N=8)

Crax MKMOJTB/ T 9,78+1,71 15,0+4,23 23,1+8,53 36,9+6,36
MKT/MJT 2,20+0,38 3,37+0,95 5,20+1,92 8,30+1,43
Tmax qacel (1) 0,75  (0,75-|1,0(0,75-2,5) | 2,0(0,75-3,0) | 2,0 (1,5-3,0)
1,5)
AUC YXMKMOJTB/ T 24,4+3,65 49,3+7,77 83,9+20,1 131+28,3
YXMKT/MJT 5,50+0,82 11,1+1,75 18,9+4,51 29,5+6,36

Cmax — MakcUMaJbHasl KOHIIEHTpAIMs B [J1a3Me KPOBH;

Tmax - BpeMsl 10 TOCTHUKEHUSI MaKCUMaJbHON KOHLEHTPAIMU B MJIa3Me KPOBH;

AUC - miomans nox hapMakOKUHETHYECKON KPUBOW «KOHIICHTPAIIUS-BPEMSD».

3naveHus Cmax 1 AUC oTpaxaroT cpeiHee CTaHIapTHOE OTKJIIOHEHHE.

3HayeHust Wi Tmax OTpakarOT MEIMAHHOE 3HAYCHHUE U JUAIla30H 3HAYCHUH.

MakcumanbHasi KOHIICHTpalMsl BajallMKJIOBHpa B IIa3Me KPOBU cocTaBisieT auiib 4 % OT
KOHIIGHTpAllMK allUKJIOBHPA, MEIMaHa BPEMEHH ee JOoCTHxKeHus cocrapiger oT 30 mo 100 mun
nocie npueMa npenapara. Yepes 3 4 nocie npuema npenapara KOHLIEHTpalWs BaJIAlIMKIOBUPA
JIOCTUTA€T YPOBHSI KOJIMYECTBEHHOTO ONPEACIICHUS] MIIA HUXKE.

BananukinoBup U alMKIOBAP MMEIOT aHAJOTHYHBIE (DapMaKOKMHETHYECKHE MapaMeTphl MOCIe
OJIHOKpPAaTHOrO © MHOrokpatHoro mnpuemMa. B3B wu BII[' 3HauuTensHO HE U3MEHSIOT

(hapMaKOKMHETHKY BaJallMKJIOBHpA U allUKJIOBUPA MOCIIEe IpUEeMa BalallMKIOBUPa BHYTPb.

Pacnopenenenue

CreneHb CBA3BIBAHUS BAJIAIMKIOBUPA ¢ OEIKaMH IJ1a3Mbl KpOoBH oueHb HU3Kas (15 %). Crenenpb
NPOHUKHOBEHUS B IiepedpocnuHanbHyio xuakocts (L[CXK) ompenensiercs kKak COOTHOIICHHE
AUC B IICXK x AUC B mma3sMe KpoBH U COCTaBIseT OKOiO 25 % AJig alMKIOBUpA H
metabonmura 8-runpokcuanukioBupa (8-OH-ACV); okomo 2,5 % 1nsa  wmerabonura
9-(kapOokcumeTokcu )MeTui-ryanuaa (CMMG).

Buorpancdopmarus
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 18.07.2024 N2 14706

[Tocne mpuema BHYTph BaJallMKIOBHUP MpeBpallacTcs i %ﬁaﬁﬁ&'ﬁ "‘yITEJ-_ILIﬁJT%{'E&':deﬁ'(EiFBOM

MPECUCTEMHOT0 METa0OMM3Ma B KHIIEYHHWKE W/WIM TEYEHOYHOTO MeTaboym3Ma. ALUKIOBUD
npeBpamqaercs B Manble Metabomutel: CMMG mox Bo3melicTBHEM JTHIOBOTO CIUPTA U
anpaerupaeruaporenassl;, 8-OH-ACV mox Bo3aeiicTBueM anbaerunokcuaassl. [pumepro 88 %
OT OOIIEro COBOKYITHOI'O BO3CHCTBHS Ha IUIa3My KPOBM MPHUXOAWUTCA Ha auukioBup, 11 % -
CMMG u 1 % - na 8-OH-ACV. BananukinoBup © alUKIOBHP HE METaOOIH3UPYIOTCS
n30(epMEeHTaMu cUCTEMBI IIUTOXpoma P450.

OJIMMUHALNSA

VY manueHToB ¢ HOpMaJIbHON (YHKIMEH MOYeK MOITYBBIBEACHUS allMKJIOBUpPA U3 IJIa3Mbl KPOBU
MOCIie OAHOKPATHOTO MJIM MHOTOKPATHOTO MPUEMa BaJaIlMKIOBHPA COCTABIISIET OKoJio 3 4. MeHee
1 % oT mpuHATOW 03Bl BaJAIlMKIOBHpPA BBIBOJUTCS MMOYKAMH B HEHM3MEHEHHOM BHJIC.
BananukiaoBup BBIBOIUTCS W3 OpraHU3Ma MOYKAMU IMPEUMYIIECTBEHHO B BHJIE€ AllMKIIOBHpA
(6onee 80 % ot mpuHSTOM 103b1) U MeTabonuTa anukiosupa — CMMG.

Tayuenmoi ¢ Hapywenuem yHKyuu novex

BriBeneHne anukioBupa Koppenupyer ¢ (yHKIMEH To4YeK, OJKCHO3UIMS AalHuKJIOBHpA
YBEJIMYUBAETCS C YBEJIIMYEHUEM CTENEHH TSHKECTH MOYEYHON HEIOCTAaTOYHOCTH. Y TMAlMEHTOB C
TEPMHHAIBHON CTAaIME€ TOYEYHOM HEJOCTATOYHOCTH cpeaHuid Tip anukinoBupa mocie
IPUMEHEHHs BaJallMKJIOBUpAa COCTaBISAET OKOJO 14 4 MO CpaBHEHUIO C NMPUMEPHO 3 4 mpu
HOpMaJIbHOU (DYHKIIMU TIOYEK.

Oxcrno3unus anukioBupa u ero merabonutoB CMMG u 8-OH-ACV B mnasme kposu u [{CXK
OLICHUBAJIUCh B CTA0MJIBHOM COCTOSIHUM II0CJ€ MHOTOKPATHOTO MpHeMa BaJlallMKIOBUpA y 6
NAlMEeHTOB C HOpMalbHOM (yHKIMelH modek (cpenHuil kinupeHc KpeatuHuHa 111 mi/muH,
muana3on 91-144 mn/muH), nonyyaBmmx 2000 mMr kaxnaele 6 4, 1 y 3 MAlMEHTOB C TSDKEIOU
CTEMEHBIO MMOYEYHON HETOCTATOYHOCTH (CPEAHUI KIIMPEHC KpeaTHHUHA 26 MJTI/MUH, 1rana3oH 17-
31 wu/muH), momydaBmmx 1500 mr kaxaele 12 4. [lpw TsOKenod CTeNeHW MMOYSHHON
HEJOCTATOYHOCTH TI0 CPABHEHHIO C HOpMaIbHOU (DYHKITUEH MOYEK B TIa3Me KPOBH, TAK K€ KakK U
B LICXK, xonuenrpauuu anukiaosupa, CMMG u 8-OH-ACV 6bumn B 2, 4 u 5-6 pa3 Bblle
COOTBETCTBEHHO. He OBLIO pa3nuums B CTENEHM NPOHMKHOBeHHWs arukioBupa B LCXK
(ompenensnack kak cootHomenrne AUC B LICXK k AUC B mrazme kposu), CMMG unu 8-GHACV
MEXy IBYMS MOMYJSLUSIMU C TSHKEION CTETEHBIO MOYEYHON HETOCTATOYHOCTH U HOPMAaTbHOMN
dyHKIHEH MToYeK.

Iayuenmul ¢ Hapywenuem ynKyuu neveHu

®apMaKOKMHETUYECKUE JaHHbIE I[IOKa3bIBAalOT, YTO Yy TMAalHWEHTOB C  [EYEHOYHOU
HEJOCTATOYHOCTHIO CHIDKAETCSI CKOPOCTHh NPEBpAIICHUS BAALMKIOBUPA B AIlMKIOBHUP, HO HE

CTETEeHb JaHHOTO IpeBpaleHus. [leproa noxyBeIBeICHHS allMKJIOBHPA HE 3aBUCUT OT (DYHKIHH
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IICYCHMU.

bepemennocmo

B wuccnenoBanuu (QapMakOKHMHETHKH BaJlallUKIOBHpAa M alMKIOBUPA Ha TO3JHUX CpPOKax
OCpEeMEHHOCTH YCTAHOBJICHO yBelIM4eHHe 3HaueHusi cyrouyHor AUC B cTaOMIIBHOM COCTOSIHUU
MpY €KETHEBHOM IpueMe BajlauukiaoBupa B 03¢ 1000 Mr B CyTKu, KOTOpasi IPUMEPHO B 2 pasa
npesbimaia AUC npu npueme BHYTpb aliukioBupa B go3e 1200 Mr B CyTKH.

BUY -unghexyus

VYV namuentoB ¢ BUY-undeknmeit pacnpenencHue u GhapMaKOKMHETHIECKHE XapaKTEPUCTUKHU
AlMKJIOBHpA MOCJIE MEPOPATBHOTO MpHeMa OJHOW WM HecKoJabkux 103 1000 mr wim 2000 mr
BaJIAIIMKJIOBUPA OCTAIOTCS HEM3MEHHBIMHU 10 CPAaBHEHUIO CO 3JI0POBBIMH JTOOPOBOIBIIAMH.
Tpancnaanmayus opeanog

MaxkcuManbHasi KOHIEHTpAlusi alWKIOBUpA Yy MAllMEHTOB IOCJIe TPAHCIUIAHTAI[MM OPTraHOB,
noydaBmux 2000 Mr BaanukiaoBupa 4 paza/cyt Oblia COMOCTaBUMa WIIH BBIIIE MAaKCUMAJIBHOM
KOHIIGHTPALlMM, HaOJII0JaeMOi Yy 370pOBBIX JOOpPOBOJBLEB, MOJTYYABIIUX TaKyl0 K€ J103Y.
Ycranosnenusie cyrounbie 3HadeHuss AUC MoryT ObITh OXapaKTepr30BaHbI KaK 3aMETHO Ooiee

BBICOKHEC.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB
Henmrono3a Mmukpokpucrainyeckas 102

IMoBumon K30

Maruus creapat

ITnenounas obonouxa Onanpait 06B30583 cunwmii (Colorcon®):
runpomeinosa 3 mlla-c

TUIPOJI03a

tutana quokeun (E 171)

maxporou 400

KpacuTenb nHAurokapmus cunuii (E 132)

runpomero3a S0 mlla-c

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs )

2 roxa.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH MPH XPAHEHU U

XpaHuTb 1pu TeMIiepatype He Boie 25 °C.
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6.5. XapakTep M coaepkaHue NePBUYHON YIIAKOBKHU

TabJeTKH, MOKPBITHIE INIEHOYHON 000104K0i, 500 Mr

ITo 6, 8 nnu 10 TabneTok B GuncTep U3 ATFOMUHUEBON (DOJIBIY U TVICHKU MOJIUBUHUIXJIOPUIHOM.
I[To 1 (8 wmm 10 Tabnertok), 2, 5, 6 (8 Tabnerok) wnm 7 OnuctepoB (6 TaOJIETOK) BMECTE C
UHCTPYKLKEH 110 TPUMEHEHUIO TIOMEIAIOT B MaYKy KapTOHHYIO.

Ta0ieTKH, MOKPLITHIE INIEHOYHON 000104yKoi, 1000 Mr

ITo 7, 8 unu 10 TabneTok B GuncTep U3 AIFOMUHUEBON (DOJIBIY U TUICHKU MOJIUBUHUIXJIOPUIHOM.
ITo 1 (7, 8 umu 10 Tabnerox) nnu 4 6muctepa (7 wiam 8 TabJIETOK) BMECTE C MHCTPYKIIUEH T10
IIPUMEHEHHUIO MIOMEIAIOT B MAa4YKy KapTOHHYIO.

6.6. OcoOble Mepbl TNPEIOCTOPOKHOCTH MNPH  YHUYTOXKEHHH  HCIOJIb30BAHHOIO
JICKapCTBEHHOI'0 NMpenapara Win 0TX010B, MOJTYy4YeHHBIX N0c/Ie IPUMEHEeHHUs Ipenapara, u
Apyrue MAHUILYJISIHMHU C PenapaTom.

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanys

00O «HIIK «Cxan buorex»

119571, r. MockBa, BH.T€p.I. MyHUIIMNIANIbHBIN OKpyr TpomnapeBo-Hukynuno, np-kT BepHanackoro,
I. 92, momer. 1/4/2, xom. 1

7.1. llpeacraBuTeIb AEpPKATES PETHCTPALMOHHOIO YA10CTOBEPEHU

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aJPECY:

Poccuiickas @enepanus

00O «HIIK «Cxan buotex»

171261, Tepckast 061., KonakoBckuii paiion, nrt. Peakuno, yi. 3aBoackas, a. 1/2, x. 3
Tenedon OecrimatHoi ropsiaeit munuu: 8-800-600-51-77

AJpec 37eKTpOHHOM mouThl: PV@scanbiotech.ru

8. HOMEP PETUCTPAIMOHHOI'O YIOCTOBEPEHUSA

9. JTATA NEPBUYHOM PETMCTPAIIMUA (IIOATBEPXJIEHUSA PETMCTPAIINU,
IHNEPEPETUCTPALINN)

JlaTa nmepBoii perucTpanuu:
10. JATA HEPECMOTPA TEKCTA

OOmast  xapakTepuCTHKa JICKQpCTBEHHOTO Ipermapara BamauukioBup  JOCTylHA  Ha
MH(POPMALIMOHHOM TopTaie EBpa3suilckoro SKOHOMHYECKOrO co3a B HH(POPMALMOHHO-

KOMMYHHKaIMOHHOH cetn «MHTepHEeT» http://eec.eaeunion.org/
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