COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 14.01.2026 N= 261
(NOCNEOCBATENBHOCTE 0004)

OBILIAA XAPAKTEPUCTUKA JIEKAPCTBEHHOTO HPEHAPATA

1. HAUMEHOBAHMUME JIJEKAPCTBEHHOI'O IIPEITAPATA

Banammxnosup Kanon, 1000 mr, TaGneTky, MOKPHITHIC TNICHOYHON 000TI0YKOM.

2. KAUECTBEHHBIN U1 KOJNYECTBEHHBIN COCTAB

JelicTByrol1ee BEMIECTBO: BATAIUKIIOBHP.
Kaxnas rabnerka cogepxut 1000 Mr BamanukioBupa (B BUIE BAAUKIOBUPA THAPOXIOPHIA).

BermectBa, HamMune KOTOPBIX HA/IO0 YYUTHIBATH B COCTABE JICKAPCTBEHHOTO Tpernapara: HaTpui (CM.
paznen 4.4).

[TonHbIi TepeyeHb BCIIOMOTaTEIbHbBIX BEIIECTB IPUBEAEH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, MOKPHITHIE TNICHOYHOH 000JIOUKOH.

TabyieTku OBaJIbHBIE JTBOSKOBBIMYKJIBIE C PUCKOM, MOKPBITHIE TNICHOYHOW O0O0JIOYKON Oeroro uiu
MouTH OEIoro IBETA.

TabneTKky MOXKHO pa3eIuTh Ha paBHBIE JJO3BI.

4. KIMHUYECKUE JAHHBIE
4.1. Iloxka3aHus K NPUMEHEHUIO

[Ipenapar Banauuknosup KaHoH nmoka3zan K NPUMEHEHHIO Y B3POCIBIX U MOJIPOCTKOB B BO3PACTE OT
12 ner.

B3pocible 1 ToaApoCTKH B Bo3pacTe oT 12 o 18 ger

e Jleuenue nH(pEKUUH KOXU U CIM3UCTHIX 000JI0YEK, BBI3BAHHBIX BUPYCOM IPOCTOTO repreca
(BIII"), Bkitouast BepBbI€ BHISIBICHHBIN M PEIMIMBUPYIONINNA TeHUTATBHBIN Tepriec (Herpes
genitalis), a Takxe nabuanvHbil repriec (Herpes labialis).

e [lpodpmnaktuka (cynpeccust) peuMIUBOB HMH(MEKUUH KOXH U CIHU3UCTBIX 000JOYEK,
BbI3BaHHBIX BIII', BkiIOYas TeHUTaIbHBIA TepHec, B TOM YHCIE Yy B3POCIBIX C
UMMYHOJE(PHUIIUTOM.

o [Ipodmnaktuka nHQPEKIMHA, BBI3BaHHBIX UToMeranosupycom (LIMB), u 3a0oneBanwmii mociue
TpaHCIUIAHTAIMH TAPEHXUMATO3HBIX OPTaHOB.

B3pocubie

e JleueHue omosiceiBarouiero repreca (Herpes zoster) 1 o(pTalbMUYECKOTO OMOSCHIBAIOIIETO
repreca.

4.2. PesxuM 103MpPOBaHUS U cNIOCO0 NPHMMEHEHHUS

PexxuM 103upoBaHus
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

u peyuousupylowui cenumanvHulii cepnec (Herpes genitalis), a makoce nabuanvhulii cepnec (Herpes
labialis), y 63pocnvix

HmmyHnokomnemenmmubole nauueHmol

Pexomennyemas no3a cocrasisier S00 mMr 2 pa3a B CyTKH.

B ciydae penniMBoB JeueHue JOJKHO IPOAOIIKaThCA 3 Uiy S5 1Heil. B ciyyae nepBu4HOro repreca,
KOTOpBIM MOKET MpOoTeKaTh B Ooiiee TsKENON (opme, JieueHHE ClIelyeT HAuMHATh KaK MOXKHO
paHbIIle, a ero MPOIOJKUTENFHOCTD JOJKHA ObITh yBenudeHa ¢ 5 1o 10 gueii. [Tpu permauBax BIIT
HauboJee BEpHbIM CUMTAETCS Ha3HAuYE€HUE BATAlMKIOBUpPA B MPOAPOMAIBLHOM IMEPHOJE WIH Cpa3y
e TIOCTIE TOSIBJICHUS TEPBBIX CHMIITOMOB 3a0oieBaHus. [IprMeHeHHEe BalalUKIOBHpPAa MOXKET
MPEAOTBPATUTH PA3BUTHE MOPAXKEHMS, €CIIU €r0 MPUMEHATh IPH MEPBbIX MPU3HAKAX U CUMIITOMAax
peunauBa, Bbi3sBaHHOro BIII'.

B kadecTBe anbTEpPHATHMBHOTO JICUCHHs JiabWajabHOTO Teprieca A(OQPEKTUBHO Ha3HAUCHHUE
BananukioBupa B go3e 2000 mr 2 pa3a B cyTku B TeueHue | cyrok. Bropas noza momkHa ObITh
MPUHATA MPUOIU3UTETHHO Yepe3 12 4acoB (HO HE paHbIIIe, YeM Yepe3 6 4acoB) MOociIe MprueMa IepBou
10356l [Ipy CTIONB30BaHUU TAKOTO PEKUMA JO3UPOBAHUS MPOAOKUTEIBHOCTD JICUCHHSI HE JOJDKHA
MpeBbIIIaTh | CYyTKH, TaK KaK MPEBBIILIEHUE TPOIOIKUTEILHOCTH ATOT0 Kypca JICUeHHsI HE IIPUBOAUT
K JONOJHUTEIbHON KIIMHNYECKOU MOJIL3E.

Tepamnusa nomkHa ObITh HayaTa MPHU MOSBICHUU CAMbIX PAaHHUX CHMIITOMOB JaOHWaJbHOTO repreca
(T.e. mOMIMIBIBAHUE, 31, AOKCHHE).

Ipoghunaxmuxa (cynpeccus) peyuousos uHpexyuil Koxicu u Ciu3ucmslx 00oaouex, evizsannvix BIIT,
BKIIIOUASL 2EHUMANbHBLU 2epnec, Y 63POCIbIX, 8 MOM YUCTE Y 83POCIbIX ¢ UMMYHOOeUYumom

Humynoxomnemenmuole nayuerHmaol

Y UMMYHOKOMIIETEHTHBIX MAIIUEHTOB peKOMeH1yemast 1o3a coctasiseT 500 mr 1 pa3 B cyTku.
Uepes 6—12 Mecs1ieB JieueHUs] HEOOXOIUMO OIICHUTH 3P (HEKTUBHOCTh TEPAITHH.

Bspocavie ¢ ummynooeduyumom

VY B3pOCIBIX MAIMEHTOB ¢ UMMYHOACHUIIUTOM peKOMeHyemasi no3a cocrapiser S00 mr 2 pasza B
CYTKH.

Uepes 612 Mecs1ieB JieueHUs] HEOOXOIUMO OIIEHUTH Y (HEKTUBHOCTh TEPAITHH.

Ilpopunaxmuxa unghexyuii, e6vizéannvix [IMB, u 3aboneéanuil nocie MpAHCHIAHMAYUU
NAPeHXUMAMO3HbIX OP2AHO8 ) 83POCTIbIX

Pexomennyemas no3a cocrasiser 2000 mr 4 pa3a B CyTKH, Ha3HA4aeTCsl KAK MOYKHO paHbIIIE, 110CIIE
TpaHCIUIaHTAlMHU. J103y ClleyeT CHUXKATh B 3aBUCMOCTH OT KIIMPEHCA KpeaTHHUHA.

[TpoomKUTENHLHOCTD JICUeHUsI 00BIYHO cocTaBisieT 90 AHel, HO y MalMeHTOB C BBICOKUM PHUCKOM
KypC JIEYEHUsI MOXKET ObITh MPOJIEH.

Jleuenue onoscsleaiouseco cepneca (Herpes zoster) u Od)maﬂbﬂflulleCKOZO onoscsleaiowseco ecepneca 'y
63POCJblX

Pexomenayemast no3a coctasisier 1000 mr 3 pasza B CyTKu B TeUeHHE 7 JHEH.

Oco0Oble T'PVYIITBI ITAITUEHTOB

ﬂuua nooaicus0co so3pacma
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Heo6xoauMo yuuThIBaTh BO3MOKHOE HapyIieHUe yHKIIMI noqgf;'ﬁmgg EMG‘&EB%&%&

71032 BaJIALIMKIIOBHPA JJOJDKHA OBITH COOTBETCTBYIOIIUM 00pa3oM CKOPPEKTHPOBAHA.

Heo6xoaumMo nomaepxuBath aIecKBaTHBIN BOJAHO-3JICKTPOJIUTHBIN OalaHC.

Hab}ueHMbl C NOYEUHOU HeOOCMAMoO4HOCbIO

Jlo3y BalanuKIOBHpa PEKOMEHIYETCS yMEHbIIATh y MAIMEHTOB C BBIPAKCHHBIM HapyLIICHUEM
GbyHKIMK TOYeK (CM. peXuM no3upoBaHus B Tabmume 1). YV Takux MAlMEHTOB HEOOXOIUMO
MOJIICPXKUBATH aJICKBATHBIN BOJHO-3IICKTPOIUTHBII OaaHc.

Ta6anna 1. Koppexuusi 103b1 BAJANMKJIOBHPA AJIsl IPUMEHEHHS Y B3POCJIBIX U OJPOCTKOB B

Bo3pacre oT 12 10 18 jieT ¢ HapymieHneM (QYHKIIUM TOYeK

Tloxka3zanusa

Kanpenc kpeatnnnna,
MJI/MHUH

Jo3a npenapara
Bananukiaosup Kanon

OmnosiChIBAIOITNI TepIIEC U
0 TaTEbMUYECKHUI OTIOSICHIBAIOIUI
reprec y MIMMYHOKOMITETEHTHBIX
B3POCHBIX (JICUCHUE)

He meuee 50
ot 30 mo 49
ot 10 mo 29

meHee 10

1000 mr 3 pa3a B cyTKH

1000 mr 2 pa3a B CyTKH
1000 mr 1 pa3 B cyTku
500 mr 1 pa3 B cyTKH

BIII" (sieuenue)

NMMyHOKOMIIETEHTHBIE B3POCIBIEC U
MOJIPOCTKH B BO3pPAcTe

ot 12 1o 18 netr

He menee 30

meHee 30

500 Mr 2 paza B CyTKH

500 mr 1 pa3 cyTku

JlabuanbHbIH Teprec y
WMMYHOKOMITETEHTHBIX B3POCIBIX U
TIOJIPOCTKOB B BO3PAacTe

ot 12 no 18 net (1eueHue)

He menee 50
ot 30 o 49
or 10 mo 29

meHee 10

2000 Mr 2 paza B CyTKH
1000 mr 2 pa3a B CyTKH
500 mr 2 pasa B CyTKH

500 mr 1 pa3 B CyTKH

BIIT" (mpo¢miiakTuka (cynpeccust))

NMMyHOKOMIIETEHTHBIE B3pOCIBIE U
MOJIPOCTKU B BO3pPAcTe

ot 12 1o 18 netr

He meuee 30

menee 30

500 mr 1 pa3 cyTku

500 mr 1 pa3 B 1Bo€ CyTOK

B3spocasie ¢ uMmMmyHOACHUITITOM

He menee 30

menee 30

500 Mr 2 paza B CyTKH

500 mr 1 pa3 B cyTKH

[Ipodunakrika nHPEKIHH,
BbI3BaHHBIX [IMB, y B3pocibIX U
MOJIPOCTKOB B BO3PACTe

ot 12 1o 18 ner

He MeHee 75
ot 50 no 75
ot 25 10 50
ot 10 mo 25

2000 Mr 4 paza B CyTKH
1500 mr 4 pa3a B cyTKH
1500 mr 3 pa3za B cyTKH
1500 mr 2 pa3za B cyTKH

MeHee 10 Wi y marueHToB Ha
TreMOJTHAIN3E

1500 mr 1 pa3 B cyTKH

Jlonoanumenvuas ungopmauus 0 NOKA3AHUA: JeYyeHue UH@GEeKyUll KOJHCU U CIU3UCmvix 000104ek,
gvizeanubix BII, exniouas enepevle 6bla81eHHbIU U peyuousupyrowull 2enumanbioli 2cepnec (Herpes
genitalis), a maxowce nabuanvuwiil 2epnec (Herpes labialis)
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

50 mn/mun/1,73 M? oTcyTCTBYET.

JHonoanumenvras undopmauus 0 noxkazanus: npoduraxkmuka ungexyui, svizeannvix LIMB, u
3ab021e8aHUll NOCie MPAHCHAAHMAYUU NADEHXUMATNO3HBIX OP2AHO8

HeoOxonuMo vacto onpenensTe KIMPEHC KpeaTuHUHA, OCOOCHHO B MEpUO/I, KOrAa (PYHKIHS MOYeK
OBICTPO MEHSETCS, HAaIPUMEP, Cpasy MOcCIie TPAaHCIUIAHTAIINH WIIH MPUKUBJICHUS TPAHCIUIAHTATAa, TIPU
3TOM 71032 BAIALIMKIOBUPA KOPPEKTUPYETCS B COOTBETCTBUH C MTOKA3ATEISIMU KIMPEHCA KPEaTUHUHA.

Llonoanumenvras qu)ODMCluM}Z 0151 NOKA3aHUs: JleueHue onoscvisaiouie2o 2epneca (Herpes zoster) u
Od)maJZbMMU€CK020 OnoAcsledruieco cepneca

BamanuknoBup cineyer NPUMEHATh IIOCIE TIEMOJMANM3a Yy IAlHUEHTOB, KOTOPBIM IIPOBOMSAT
MEPUOINYECKUN TEMOINATIN3.

Hab}ueHMbl C NeYeHOYHOU HedOCMAMmoOYHOCMbIO

Ha ocHoBanum uccinenoBaHus ¢ NMPUMEHEHHWEM OJHOKpPATHOM 103bl BaamukioBupa 1000 mr y
B3pPOCJIBIX MALIMEHTOB C LUPPO30M IIEUEHH JIETKOW MJIU CPEeIHEN CTENEHU TSHKECTHU (IIPU COXPAHEHHOU
CUHTETUYECKON (QYHKIIMH ITEUCHN ) KOPPEKIIMHU 03Bl BAJIAIIUKIOBUPA HE TpeOyeTCsI.

®apMaKOKMHETUYECKUE JAaHHbIE Y B3POCIIBIX MMAIUEHTOB C TSKEJOW CTENEHbIO HapyIIeHHs (yHKIIUN
MeYeHN (JAEKOMIIEHCHPOBAHHBIM IIMPPO30M), C HAPYIICHHEM CHUHTETHYECKON (YHKIMHU MEYEHU U
HIMYMEM TOPTOKAaBAIbHBIX aHACTOMO30B, TaKXe HE CBHUJAETEIBCTBYIOT O HEOOXOAMMOCTHU
KOPPEKLHHU 035l BATALMKIOBUPA, OJJHAKO KJIMHUYECKUU OTBIT IPU JAHHBIX MTATOJIOTUSAX OFPAHUYEH.

Nudopmanus o go3zax 6onee 4000 Mr B CyTKH AJisl TAITUEHTOB ¢ WH(MeKuusiMu, Bei3BaHHBIMU BIIT
[IMB, yka3ana B paznene 4.4.

CTH

Pexxum nmoszupoBanus s aerei ot 12 go 18 mer (moapoCcTKOB) MO 3asBJIEHHBIM MTOKa3aHUsAM (CM.
pazznen 4.1) He oTMyaeTcsa OT peKUMa JO3UPOBAHUS AJIsl B3POCIIBIX.

[To mnokazanmio «Jleuenue omosceBaromero repneca (Herpes zoster) w o(TaTbMHUYECKOTO
OIIOSICHIBAIOIIIETO IepIieca» BaALMKIOBUD y feTeil B Bo3pacte oT 0 1o 18 jneT He npuMeHsieTcs.

be3onacHocTh 1 3 (HEKTUBHOCTH BaJalMKIOBUpa y feTel B Bo3pacte oT 0 10 12 jeT mo ocTtaabHbIM
IMOKa3aHUuAM HC YCTaHOBJICHBI. I[aHHBIe OTCYTCTBYIOT.

Croco0 mpuMeHeHust

BuyTps.

[Ipenapar BamamuknoBup KanoH mpuHMMaeTcsi BHE 3aBHCUMOCTH OT IpHeMa IMHINH, TaOJIETKH
CJIEAYET 3al1BaTh BOJOM.

TabneTky MOKHO pa3fieluTh Ha paBHBIC JTO3bI.
4.3. [IporuBonOKa3aHuUsl

['MnepuyBCTBUTEIBHOCTh K BaJAIMKIOBUPY, AUKIOBHPY WM K JIOOOMY M3 BCHOMOTaTEIBHBIX
BELIECTB, IEPEUNCIIEHHBIX B pa3aene 6.1.

4.4. OcoOble ykazaHusi U MepPbI NPEAOCTOPOKHOCTH NPH MPUMEHEHU U

IIpenapat Bananuknosup KaHoH cieayeT NpUMEHSTh C OCTOPOXKHOCTBIO Y MALIUEHTOB € MOYEUHOU
HEI0CTaTOYHOCThIO; MALMEHTOB C KIMHUYECKH BbIpakeHHbIMU (Gopmamu BUY-undexuuu; npu
OJTHOBPEMEHHOM TpHeMe He(PPOTOKCHUHBIX JICKAPCTBEHHBIX CPEICTB.
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
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(NOCNEOCBATENEHOCTE 0004)

luopaTtanus

VY ManueHToB ¢ PUCKOM AETHAPATALMU, OCOOCHHO y MAalMEHTOB MOXHIOTO BO3pacTa, HEOOXOIUMO
o0ecreunTh aJeKBaTHBIM BOJHO-3JIEKTPOIMTHBINA OaJlaHC.

IIpuMeHeHne y IaIMEHTOB ¢ HApVIIICHUEM d)VHKHI/II/I INOYCK M YV HNAITMCHTOB ITOXKHWJIOIO BO3pacTa

[TockonbKy aUMKIOBUP BBIBOJUTCS IOYKAMHU, HEOOXOJUMO YMEHBIIUTh 103y Ipernapara
Banarmuknopup KaHOH y manueHTOB ¢ HapymieHHEM (YHKIUU MOYEK. Y MalMEeHTOB MOXKUIIOTO
BO3pacTa MOXeT HaOJofaTbcsl HapylleHue (YHKIUU MOYeK, MOATOMY CIEAYyeT pPacCMOTpPETh
YMEHBIIEHUE JI03bl JUIsl 3TOM TPYIIbl NanuMeHToB. Kak manueHTsl MOXKWIOro Bo3pacTa, Tak U
MalUeHThl ¢ HapyleHueM (YHKIUU TOYEK BXOJAT B TPYIIY MOBBIIIEHHOIO PUCKA Pa3BUTHS
HEBPOJIOTUYECKUX OCIOKHEHUHN, TaKUM TAlMeHTaM HEOOXOANMMO OO0ECIeUUTh TIHIATEeIbHBIH
BpaueOHBIN KOHTPOJIb. Kak mpaBuiio, 3Tu peakliuyi B OCHOBHOM HOCAT OOpaTUMBIN XapakTep B Cilydae
OTMEHBI IIpenapara.

JlexkapcTBeHHas peakiys ¢ 203uHodmIneil u cucreMubIMU nposiBaeHusMu (DRESS-cuanpom)

Ha ¢one neuenust BamanukinoBupoM cooOmanock o DRESS-cunapome, KOTOpblii MOXET OBITH
YTPOXKAIOIIUM >KM3HM WJIM CMepTenbHbIM. [Ipy HasHaueHUM mpemapaTa MHalUMeHTa CIeayeT
03HAKOMUTH C TIpu3HaKamu u cumnromamu DRESS-cunapoma U THIaTeIbHO OTCIIEKUBATH KOKHBIC
peakuuu. [Ipu mosiBIEHWH NPU3HAKOB U CUMIITOMOB, CBUAECTEILCTBYIOIIMX O pa3BuTuu DRESS-
CHHJpOMa, MpPHUEM BAJIAIMKIOBUpPA CIECAYET HEMEIJICHHO OTMEHUTh M PAacCMOTPETh BOMPOC 00
aTbTEPHATUBHOM JIeUeHUU (B ciydae HeoOxomaumoctH). Ecim y mammenta pasBuiics DRESS-
CUHIPOM Ha (OHE MPUMEHEHUS BAIAIIMKIIOBUPA, JICYCHUE BATAIIUKIOBUPOM Y IaHHOTO MAIUEeHTa HU
B KOEM cllydae B AajibHEHIIeM HeJb3sl BO3OOHOBIIATh.

Jleuenue nabuanpHOro reproeca u npoduwiakruka [IMB-undeknuii u 3a00eBaHu

Ilpumenenue evicokux 003 npenapama Banayuxnosup Kanon npu napywenuu ¢ynkyuu nevenu u
nocie nepecaoxku nedenu

Her nannbix o npumenenun npenapara Bamanukinosup Kanon B Beicokux go3ax (4000 mMr B CyTKu U
BBIIIIC) y MALIMEHTOB C 3200JI€BaHNEM [IEUYEHH, TOITOMY TaKUM MaIlMEHTaM BBICOKHE 03I IIperapara
Bananuknosup KaHoH A0/KHBI Ha3HA4aThCA ¢ OCTOPOXKHOCTHIO. CrielManbHble UCCIeI0BaHUS 10
U3Y4EHHIO JeicTBUs npenaparta Bananuknosup KaHoH mpu nepecajgke meuyeHu HE MPOBOJIUIIMCH.
OpHako OBLIO YCTAaHOBJIEHO, YTO MPOQPHIAKTUYECKOE HAa3HAYEHHUE alMKIOBUpPA B BBICOKHX J03aX
yMmeHblIaeT nposisienus LIMB-ungexnuu u 3a6oneBanus.

Hcnonvzosanue npu ceHumailbHom cepnece

[TanuenTam crneayeT pEeKOMEHJOBAaTh BO3JAEP)KMBATHCS OT IIOJOBBIX KOHTAKTOB IPH HAJIUYUH
CHUMIITOMOB, JIaXKe €CJIM JIeUeHUe NNPOTUBOBUPYCHBIM IpenaparoM Bananuknosup KanoH yxe Ob110
Hayato. CynpeccuBHas Tepanus npenaparom BanamukinoBup KaHOH cHMXKaeT pHCK Ieperadu
TEHUTAJIBHOIO reprieca, HO MOJIHOCTBIO HE HCKIIOYaeT PUCK MH(MUUMPOBAHUS M HE NMPHUBOAMT K
II0JIHOMY M3neueHuto. Tepanus npenaparom Bananukinosup KaHOH pekoMeHIyeTCsl B COUETaHUU C
Ha/IeKHBIMH CPEJICTBAMU OapbepHOM KOHTpALeLUH.

BcnomorarennHEIC BEIIECTBA

JlaHHBIN JIEKapCTBEHHBIA Tpemapar couepXuT MeHee 1 MMmonb (23 mr) HaTpus Ha | TalneTKy
(5,55 mr B 1000 Mr), TO €cTh, IO CYTH, «HE COAEPIKUT HATPUSY.

4.5. BzaumoneiictBue ¢ JpPYrdMHM JIeKAPDCTBEHHBIMM TpenaparamMm W Jpyrue BH/bI
B3aHMMOAeHCTBUSA

Knuangecku 3Ha4MMEBIS BSaHMOHCﬁCTBHH HE YCTAaHOBJICHBI.
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COOTBETCTBYET KCNEPTHOMY OTYETY

IMOYCYHOMN CCKpCIUU. CoucTaHHOE MNPUMCHCHUC JICKAPCTBCHHBIX CPCACTB C O3TUM MCXaHHU3MOM
BBIBCJACHUSA MOXKET IMPUBECTU K IMOBBIIICHUIO KOHICHTPAWX allUKIIOBHUPA B I1J1a3ME KPOBH.

[Tocne HazHavyeHus BamauukioBupa B no3e 1000 Mr u mpemaparoB IMMETHAMH, MpoOeHENwu[,
KOTOpBIE BBIBOJATCS TEM JK€ IYTEM, YTO W BaJALUKIOBUp, HaOmronaercsa nosbimeHne AUC
alMKJIOBUPA M, TAKUM 00pa30M, CHUKAETCS TTOYSUHBIN KIMPEHC alMKIoBUpa. TeM He MeHee, BBUAY
IIMPOKOIO TEPaNeBTHUECKOIO0 MHJEKCAa AalMKIOBHpAa, KOPPEKLMU J03bl BaJalMKIOBHUpAa HE
TpebyeTcs.

[Ipu nedyennn nmabuanpbHOTO Teprieca, MPopUIAKTUKE W JICYCHUHU 3a00sieBaHuH, BhI3BaHHBIX [[MB,
HE00XO0IUMO COOJII0IaTh OCTOPOKHOCTh B CIy4ae OJTHOBPEMEHHOTO IPUMEHEHHUS BaJIAIIUKIIOBHPA B
Oonee BeICOKHX n03ax (4000 Mr B CYTKM M BBIIIE) U JICKAPCTBEHHBIX TPEMAPATOB, KOTOPHIC
KOHKYPHUPYIOT C allUKJIOBHUPOM 3a IIyTh BBIBEICHUS, TaK KaK CYIIECTBYET IIOTEHIMAIbHAS yrpo3a
MOBBILIEHUS B TIa3Me KPOBU KOHLIEHTPALIMK OJHOTO WJIM 000UX MpenaparoB, UK UX METa0OIUTOB.
beuto ormeueno mosbimenne AUC anukioBHpa M HEAKTHBHOTO MerabonuTa MHKO(]eHomaTa
ModeTHiia, UMMYHOCYIIPECCUBHOIO IpernapaTa, NPUMEHSEMOro IMOcCie TPaHCIUIAaHTAIlM OPraHoB,
IIpY OJHOBPEMEHHOM IIPUMEHEHUHN 3TUX IIPEIIapaToB.

OnHoBpeMEHHOE TpUMEHEHHe mpernapata BamanmukioBup KanoH ¢ HeDpOTOKCHYHBIMH
npemnaparamMu, B TOM 4YHUCIIC C AMUHOIIIMKO3WAAMHU, OPraHUYCCKUMHU COCOAUMHCHUAMH IIJIAaTUHBI,
HONMPOBAHHBIM KOHTPACTHBIM BEIIECTBOM, METOTPEKCATOM, IEHTaMUJIUHOM, (OCKApHETOM,
[IUKIIOCTIOPHHOM U TAKPOJIMMYCOM JIOJKHO MTPOBOAUTHCS C OCTOPOKHOCTHIO, 0COOCHHO y TTAIIIEHTOB
C HapylIeHueM (YyHKINH M0YeK, U TPeOyeT PeryyIsipHOro MOHUTOPUHTA (DYHKIIUU TTOYEK.

4.6. ®epTUIBHOCTD, 0€PEMEHHOCTD U JAKTALMUSA

bepemeHHOCTH

HmeroTcs orpaHMYeHHbIC JaHHbIE O MPUMEHEHUH BalalMKIOBUpa Npu OepemenHoctu. [Ipemapar
Banamuknosup KaHoH cnepyeT mpuMeHsATh Npu OEpEeMEHHOCTH TOJBKO B TOM CiIydae, €cid
IIOTEHLIMAJIbHAs 10132 AJI MaTEPU IPEBOCXOAUT MOTEHIMAIBHBIM PUCK AJIA IUIOAA.

B perucrtpax OepeMeHHBIX OBUIM 3aJOKyMEHTHPOBAHbI HCXOAbl OEPEMEHHOCTH Y >KEHIIMH,
MPUHAMABIINX BATANUKIOBUD WU APyrue MpemapaTsl, COJEpKaIlhe AaluKJIOBUD (ALUKIOBUP
SIBJISICTCSl aKTUBHBIM METa00IMTOM BanamnukioBupa), 111 u 1246 mabmroneHnii, COOTBETCTBEHHO (13
KOTOPBIX 29 1 756 mpuHUMaNIM IMpenaparsl B MEPBOM TPUMECTPEe OEPEMEHHOCTH), MPEICTaBIISIIH
co0oif ucxoapl OEpEeMEHHOCTH, 3aperUCTPUPOBAHHBIE MPOCHEKTUBHO. AHaIN3 JIaHHBIX,
MPEJICTaBICHHBIX B PETUCTPE OEPEMEHHBIX, TOIBEPTaBIINXCS BO3ACHCTBHIO Al[UKIOBUPA, HE BBISIBUII
YBEJIMUEHUS YHCIIa BPOXKICHHBIX Je(EKTOB Y UX JETeH 10 CpaBHEHUIO ¢ OOIIeH MOMmyJIsIuei, Hu 1o
OJTHOMY M3 IIOPOKOB Pa3BUTHUs HE BBISBICHO CIIEUU(UIHOCTU WA 3aKOHOMEPHOCTH, YKa3bIBAIOLIHX
Ha o01ryro mpuanHy. [10CKOIBKY B perucTp 0epeMeHHBIX OBLIO BKIIOUYEHO HEOOJIBIIOE KOJUYECTBO
KCHIIMH, TPUHUMABIINX BaJAIIMKIOBUP BO BpeMsi OEpEMEHHOCTH, TO IOCTOBEPHBIX M OIPEACTICHHBIX
3aKJIIOUEHUH 0 6€30MacHOCTH MPUMEHEHHS BAIALMKIIOBUPA ITPU OEPEMEHHOCTH CIIENaTh HElb34.

JlakTaus

AUUKIIOBUpP, OCHOBHOW METAa0OJIUT BaJjallMKIOBHpa, IPOHUKAET B IpynHoe Moioko. [locie mpuema
BajarukioBupa B 1o3e 500 Mr BHyTph MakcuManbHast KOHIEHTPAIHS (Cmax) aIUKIOBUPA B TPYTHOM
monoke B 0,5-2,3 pa3za (B cpemHem B 1,4 paza) mpeBblliaia COOTBETCTBYIOIINE KOHIICHTPAIIMH
allMKJIOBHpA B I1a3Me KpoBu MaTepu. CooTHomenue 3HaueHnit AUC anukinoBupa B IpyIHOM MOJIOKE
k AUC B CBIBOPOTKE KpOBH MaTepu BapbUpOBAIKCH OT 1,4 10 2,6 (cpeanee 3Hauenue 2,2). Cpegnee
3HAa4YEeHHE KOHIICHTPALUH AllUKIOBUPA B TPYTHOM MOJIOKE COCTABIISIO 2,24 MKr/Mi (9,95 MKMOIIB/M).
[Ipu nmpueme mateppro BajanukiaoBupa B o3¢ S00 Mr 2 paza B CYTKM JETH, HaxoMsIIUMECsd Ha
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TPYAHOM BCKapMJIMBAaHUH, MTOABEPTAIOTCSI TAKOMY K@ BOSHCP'IE%:I;)%%%E@ k%ﬁ%ﬁb

ero BHYTph B 03¢ okoio 0,61 mr/kr/cytku. Ilepnos monyBbIBEACHUS AIMKIOBUpPA U3 TPYJHOTO
MOJIOKA TaKOM e, KaK 13 I1a3Mbl KPOBH.

BaHaI_[I/IK.HOBI/Ip B HCU3MCHCHHOM BUAC HC ONPCACIIAIICA B IJIa3MC KPOBU MATCPU, TPYAHOM MOJIOKC
WU Mo4e peOeHKa.

IIpenapar BamauuxnoBup KaHOH cienyer HazHayaThb ¢ OCTOPOXHOCTBIO JKEHIIMHAM B IEPUOA
IPYIHOIO BCKapMJIMBAaHMUS.

Tem He MeHee alUKIOBUP [UIsl BHYTPUBEHHOTO BBEACHUS INpuMeHsercs aius jedeHus BIIL y
MIaaeHIeB B 03¢ 30 MI/KT/CyTKH.

DepTHIbHOCTD

B uccnenoBaHusIX Ha )KMBOTHBIX BaJAIIMKIOBHP HE OKa3bIBaJ BIUSHHS Ha (EepTHILHOCTh. TeM He
MCHCC, NPUMCHCHHC BbBICOKHX [J03 AallMKIOBHpAa NIpU MNAPCHTCPAIbHOM BBCIACHHWU BbI3bIBAJIO
TECTUKYJISIpHBIE 2P PEKTHI y KPBIC U COOaK.

HccnenoBanust O BIUSHHUIO BATALMKIOBUPA Ha (PePTHIBLHOCTH Yy JIIOJeH He MpoBoAMIHCh. OHAKO
He OBUIO 3apeTUCTPUPOBAHO W3MEHEHHWHW B KOJIMYECTBE, TOJBIKHOCTH H MOp(dOIoruu
cnepmaTo3ouioB y 20 manueHToB 4yepe3 6 MecAILEeB €XKEIHEBHOIO NMPUMEHEHUsl BajallMKJIOBUpa B
no3ax ot 400 mr o 1000 mr.

4.7. BiusiHue Ha CHOCOOHOCTH YNPaBJATH TPAHCHOPTHBIMHM CpeACTBAMH W padorarh c
MeXaHM3MaMH

Heo0XxoauMo y4yMTHIBaTh KIMHHYECKOE COCTOSHHE MAIMeHTa U MpOoQuiIb MOOOYHBIX peaKIHi
BaJIALIMKIIOBUPA IIPU OLIEHKE CIIOCOOHOCTH MallMEHTa YIPAaBIATh aBTOTPAHCHOPTOM WIIM APYIHMMHU
MeXaHU3MaMH, TPEOYIOIIMMHU OBICTPOTHI ICUXOMOTOPHBIX PEAKLIUH.

4.8. HexxenaTe/ibHbIE peakmuu

TabauyHoE pe3rOMe HEKENATENbHBIX DEAKIIAMN

[IpencraBieHHbIEe HUXKE JaHHbBIE IO HEXETATENbHBIM PEAKIUAM KJIACCU(PUIIUPOBAHBI IO CUCTEMHO-
opranubiM kiaccaM (COK) u yacTtoTe BO3ZHMKHOBEHHUs. HacToTa BOBHUKHOBEHHUS HEXKEJIATEIbHbIX
peaknuii  ompenensigack B COOTBETCTBHM ¢  kjaccudukamuedn BcemupHoit Opranmszanuu
31paBOOXpaHEHUS:

odeHb yacto (> 1/10);

gacto (> 1/100, o < 1/10);

Heyacto (> 1/1000, o < 1/100);

penko (> 1/10000, Ho < 1/1000);

oudeHb peako (< 1/10000);

9acTOTa HEU3BECTHA (HA OCHOBAHUU MMEIOIINXCS TaHHBIX OIICHUTH HEBO3MOXKHO).

Jlannvle KIUHUYECKUX UCCIe008AHULL

Hapyiienust co CTopoHbl HEPBHON CHCTEMBI

Yacmo: TOJIOBHAS OOJIb.

Hapymienust co CTOpOHBI KeNyA0YHO-KUILIEYHOTO TPAKTa

Yacmo: TOIIHOTA.




ﬂaHHble nocmpezcucmpayuOHHblX uccneo0o8anull

-
1 IJ-h

ot 14.01.2026 N= 261
(NOCNEOCBATENEHOCTE 0004)

COOTBETCTBYET 2KCNEPTHOMY OTYETY

Hapymienust co cTopoHbI KpOBH M TIMM(PATHIECKON CHCTEMBI

Quenb peoxo:

JeWikoneHus, TpomoOonuToneHusi. B ocHoBHOM,
JelKoneHus: HaOroAanack y MAalUEeHTOB CO
CHUKEHHBIM UMMYHUTETOM.

Hapymenust co cTopoHbl UIMMYHHOU CHCTEMBI

Ouenw peoxo: aHaduIaKcus.

Hapymenust co cTopoHbl HEPBHOM CHCTEMBI

Peoxo: TOJIOBOKPY)KEHUE, CHYTaHHOCTh  CO3HAHMS,
TaJTIOUWHAIUHN, YTHETEHUE CO3HAHMUS.

Ouenwv peoxo: @XWUTallUg, TPEMOp, arakcus, IU3apTpus,
MICUXOTUYECKHE CHMITTOMBI, CYAOpPOTH,
sHIedanonaTus, KoMa.

[lepeuncnennple  BBIIIE  CUMOTOMBEI, B

OCHOBHOM, OOpaTHMBbI U OOBIYHO HAOJIIOTAFOTCS
y MAlMEeHTOB C HapylieHHeM (YHKIUU TOYEK
uin Ha GOHE NPYrux Npeapacroiararimux
COCTOSIHMM. Y  B3pOCHBIX MAalMEHTOB C
TPAHCILIAHTUPOBAHHBIM OpraHom,
MOJTYJarONTUX BBICOKHE J03bI (8 T B CYTKH)
BaNalMKiIoBUpa ans  npodwmnaktuku [IMB-
uHpexuu, HEBPOJIOTHYECKHE peakiuu
pa3BUBAIOTCS dallle, YeM Mpu mpueme Ooiee
HHU3KHUX J103.

Hapymenust co cTOpoHbI AbIXaTEIbHOW CUCTEMBI

, OPTaHOB IPYAHOMN KJIETKU U CPEAOCTEHUS

Hevacmo:

OJIBIIIIKA.

Hapymenust co cTOpOHBI KenyA0YHO-KUILIEYHOTO TPAaKTa

Peoxo:

JTUCKOM(OPT B )KUBOTE, pBOTA, TUApes.

Hapymenust co cTOpOHBI IEYEHH U KETYEBBIBOISLINX MyTeH

Quenv peoxo:

oOpatumble HapymeHHs (QYHKIIMOHAIbHBIX
IEYCHOUHBIX ~ Npo0,  KOTOpble  HMHOTAA
pacLeHUBAIOT KaK MPOSIBICHUS IrenaTuTa.

Hapy1enust co CTOpOHBI KOKH U IMTOAKOKHBIX TK

aHen

Hevuacmo:

BBICBHIITAHUA, BKJIIOYast
(OTOUYBCTBUTEIIHHOCTH.

IIPOABJICHUSA
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(HOCHEQOBATERBHOCT 5 0004
Peoxko: 3y
Ouenw peoxo: KpanuBHUIA, AHTHOHEBPOTHUYECKUN OTEK.
Yacmoma Heuzgecmua: JICKapCTBEHHAs peakuus ¢ S03uHOPHINEH U
CHCTEMHBIMU MPOSIBIICHUSIMU (DRESS-
cuHapoMm) (cm. pazaen 4.4).

Hapymienust co cTOpoHbI MOYEK U MOYEBBIBOASILNX MyTei

Heuacmo: remMarypust (4acTo CBsI3aHHass C JApPYTUMU
HapyLEHUSIMU CO CTOPOHBI TIOYEK).

Peoxo: HapyleHue GyHKIMU MOYeK.

QOuenv peoxo: OCTpas MouYeyHasi HeJOCTaTOYHOCTh, MOYEHYHAas!
konvka. IlodyeyHas KoOJMKA MOXET OBITh
CBsI3aHA C HapylIeHUEeM (QYHKIIUU TTOYEK.

Yacmoma neuzgecmua: TyOyJIOMHTEPCTUIIUAIBHBIN HEPPUT.

COO6H_Ia.HOCB (0) cnyqaﬂx OCaAXIACHUA KpI/ICTa.H.HOB aI_[I/IKJ'IOBI/Ipa B HpOCBeTe IIOYCYHbBIX KaHAJBIICB.
Heo6xomumMo coOmtoaaTh aeKBaTHBINA MMUTHEBOU PEKUM BO BPEMs JICUCHUS.

Oco0ble rpynibl MalueHTOB

VY manueHToB ¢ TSKEIBIMUA HapyIIEHUSIMH UMMYHHUTETA, OCOOCHHO Y B3POCJIBIX MAIIUEHTOB C JTAJIEKO
samenmieit cragueit BUY-un]exmm, momy4yaronux BEICOKHE 10361 BaTaIIUKIOBHpPa (8 T €XKEeTHEBHO)
B TCUCHHE JUIUTEIHHOTO IMEPHOJa BPEMEHH, HAOMIOJAINCH CIIydau IMOYEYHOW HEIOCTAaTOYHOCTH,
MUKPOAHTUOMATUYECKON TeMOTUTHYECKONH aHEMHUH W TPOMOOIMTONCHUH (MHOTJa B KOMOWHAIUN).
[TogoOHBIE OCIIOXKHEHUST OBUIM OTMEUEHBl y TAIMEHTOB C TEMH JK€ OCHOBHBIM H/WIH
COIYTCTBYIOIIMMU 3a00JIEBAHUSMU, HO HE TIOTYYAIONINX BATAIIMKIOBUD.

COO6I.H€HI/IG 0 MOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxxHo coo0mare O TMOJ03pEBAaEMBIX HEKENATEIbHBIX PEAKIUAX TIOCIEe PETUCTPALUU
JIEKapCTBEHHOI'O Tperapara C Ledbl0 O0ecreueHus: HEeMpPepbIBHOIO MOHUTOPHHIA COOTHOIICHUS
«oJib3a — PHCK» JIEKAPCTBEHHOTO Tpernapara. METUIIMHCKUM pa0OTHUKAM pPEKOMEHIYEeTCs
CO00IIATh O JIOOBIX MOI03PEBACMbBIX HEXKENATEbHBIX PEaKIHIX JIEKAPCTBEHHOTO Mpernapara uepes
HAaIlUOHAJIBHBIC CUCTEMBI COOGH_IGHI/IH 0 HCXKCIATCIIbHBIX PCAKOUAX TOCyAapCTB — YJIICHOB
EBpa3uniickoro 3kOHOMHUYECKOTO COI03a.

Poccuiickas @enepanus

®denepanpHas cayx0a o Haa30py B cdepe 3apaBooxpanenus (PoczmpaBaanzop)
Anpec: 109012, r. Mocksa, CiaBsiHCKasl Iiioniaip, 1. 4, ctp. 1

Tenedon: +7 (800) 550-99-03

DJNEeKTpOHHAas IoyYTa:

pharm@roszdravnadzor.gov.ru

w npr@roszdravnadzor.gov.ru

Caiit: www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka
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CHUMITOMBI

OcTpast modeuHas HEAOCTATOYHOCTb M HEBPOJIOTMYECKHE HAPYILIECHMs, BKIIOYAs CHYTAHHOCTb
CO3HaHMs, TAJUTIOIMHAIINY, aKUTAMIO0, YTHETEHUE CO3HAHUA U KOMY, a TaKKe TOUIHOTa W PBOTA
HAOMOaMNCh Yy  MAalMEHTOB,  MOJIYYMBIIUX  JIO3bI  BaJAIMKJIOBUPA,  IPEBBIIIAIOIINE
pexomeHnoBaHHbIe. [107100HbBIE COCTOSIHUS Yallle OTMEYAJIUCh Y MAIUEHTOB C HApyIIEHUEM (PYHKIINU
MOYeK M Yy TAalUHUEHTOB [MOXWIOrO0 BO3pPacTa, MOJYYUBIIUX TOBTOPHBIC, MPEBBIIIAIONINE
PEKOMEHI0BaHHBIE J]03bl BaJallMKIOBHUPA, BCIEACTBHE HECOOTIOCHUS pexkruMa JO3UPOBAHUS.

Jleuenue

ITanueHTsl OMKHBI HaXOOUTHLCS IO TIIATEILHBIM MEOUIIMHCKUM HaOmomeHueM. | eMonuanus B
3HAYUTEIBHON CTENEeHU CHOCOOCTBYET BBIBEICHUIO AlMKIOBUPA W3 KPOBHU M MOXKET CUHTATHCS
METOZIOM BBIOOpA TP BEJICHUH MAIUEHTOB C TIEPEI03UPOBKOM BAJIAIIMKIOBHPA.

5. DPAPMAKOJIOTUYECKUE CBOMCTBA
5.1. ®apmakoguHAMHYECKHE CBOICTBA

dapmakoTepaneBTHUECKasi TIpylmna: MNPOTUBOBUPYCHBIE CpPEACTBA CHCTEMHOIO  JCHUCTBUS;
IPOTHBOBHUPYCHBIE CPEACTBA MPSAMOT0 JACHCTBHUS; HYKICO3H/IbI U HYKICOTHIBI, KPOME HHTHONTOPOB
00paTHON TPAaHCKPUIITA3HI.

Kog ATX: JOSABI11

MexaHusM aeiicteus U hapMakoauHaMmuueckue 3O GEKThI

BamanukinoBup SIBAS€TCS TPOTUBOBUPYCHBIM CPEICTBOM, TMPEACTaBIsieT coO0W L-BaauHOBBIM
CIIO’KHBIN A(HP alUKIOBHpA. AIMKIOBUD SBISETCS aHAJIOTOM ITyPHUHOBOTO HYKJICO3H 1A (TyaHUHA).

B opranusme uenoBeka BallalMKIOBUP OBICTPO M TMPAKTUYECKH TMOJTHOCTHIO IpEBpallaeTcs B
AITMKJIOBHP M BAJIMH, TPEIIOI0KUTENBHO, O] BO3IeicTBUEM (hepMEHTA BaTaIlMKIOBHPTHIPOIA3bI.

AUMKJIOBUD SIBISETCS CHENMU(PUISCKUM HHTHOUTOPOM BHPYCOB Tepreca ¢ aKTHBHOCTBIO in Vitro
npoTuB BUpycoB mpocroro reprneca (BII') 1-ro u 2-ro Tumos; Bapuiemia-3octep Bupyca (B3B)
(Varicella zoster virus), nmutomeranosupyca (LIMB), Bupyca DnmreitHa-bappa (BOb) u Bupyca
repreca ueinoBeka 6-ro THMA. ALUMKIOBUp MHrMOuMpyer cuHTe3 BupycHod JIHK cpa3y mocne
dhochoprmpoBaHus U MIPEBPAIICHUS B aKTUBHYIO (hOPMY - alfuKIOBUPTpHdOCchaT.

IlepBas craaus GochopminpoBanus TpeOyeT aKTUBHOCTH BUpYc-crienndudeckux pepmenton. s
BIII', B3B u BOb Takum hepMeHTOM SIBISICTCS BUPYCHAs TUMUIUHKHHA3a, KOTOpasi MPUCYTCTBYET
TOJNBKO B TMOPAXEHHBIX BUPYCOM KJeTKax. YacTMYHO CeNEeKTUBHOCTH (POChOpHIMpOBaHHS
MOJJIEPKUBAETCS Y IUTOMETAIIOBUPYCa OMOCPEAOBAHHO Yepe3 NMPOAYKT reHa (ocdoTpancepass
UL97. Dta HeoOXO0IMMOCTh AaKTUBAIMH AlMKIOBHpa CHeNU(PUYECKMM BUPYCHBIM (EpPMEHTOM B
3HAYUTENIBHOMN CTENEeHU OOBSICHSET €ro CEeNeKTUBHOCTb.

[Tponecc dochopunmupoBanus auukiIoBupa (MpeBpalleHue U3 MOHO- B TpudochaT) 3aBepuiaercs
KJICTOYHBIMM  KUHa3aMH.  ANMKIOBUPTpU(DOCHAT  KOHKYPEHTHO  HMHTHOUPYET  BUPYCHYIO
JHK-nmonmumepa3zy u, Oyayuyd aHajJoroM HyKJIeo3uaa, BcTpaumBaeTcs B BupycHyto JIHK, uto
IPUBOAUT K OOJIMraTHOMY pa3phIBy Ienu, npekpameHuto cunresa JHK u, cnemoBarensHo, K
OJIOKMPOBAHHUIO PETUTMKAIINK BUpPYCA.

Pe3ucTeHTHOCTD K alMKIOBHPY OOBIYHO 00YCIOBIEHA AePUIUTOM TUMUIUHKHUHA3BI, YTO MPUBOAUT
K Ype3MEpHOMY pPACIpOCTPAaHEHUIO BUpYyca B OpraHM3ME XO3dMHA. B peakux ciydasx CHUKEHUE
YYBCTBUTEJIBHOCTU K alMKJIOBUPY OOYCIIOBJIEHO MOSBJICHHEM LITAMMOB BUpYCa C HapylIEHHEM
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paBHOBHI[HOCTeﬁ BHUpPYCa HAITOMUHACT TAKOBYIO Yy €TI0 JUKOI'0O IITaMMa.

[To pesynbraram obmmpHOro mcciaenoBanus mramMmmoB BIIIT u B3B, otoOpaHHBIX y MalMeHTOB,
MOJTyYaBIIUX TEPAIHIO AIIMKIOBHPOM HIIM IPUMEHSBIINX €T0 B LIEJSX NPO(YUIAKTUKH, YCTAHOBIICHO,
YTO BUPYCHI C TOHM)KEHHON YyBCTBUTEIIBHOCTBIO K BAJIALIMKIOBUPY BCTPEUAIOTCS KPAHE PENKO, HO
MOTYT OBITh OOHAPYKEHBI B PEIKUX CIIydasX y MAIlMEHTOB C TSOHKEJbIM HApYLUICHHEM UMMYHUTETA,
HaIpuMep, PELMIIMEHTOB TPAHCILUIAHTaTa KOCTHOIO MO3ra MM OpraHa, MalMeHTOB, MOJIyYaroluX
XMUMHOTEPAIHUIO M0 MOBOAY 3JI0Ka4eCTBEHHBIX HOBOOOpa3oBauuii, u y BUU-unpuumupoBaHHbIX.

BananukiaoBup  cmocoOCTBYeT — KyHUpPOBaHUIO  OOJEBOrO  CHHAPOMA:  yYMEHBIIAET  €ro
MPOJOJKUTENLHOCTh U COKPAIIAET MPOIEHT MAIIMEHTOB C OOJSIMH, BHI3BAHHBIMU OIIOSICHIBAIOIIIHM
reprecoMm, BKIII0Yasi OCTPYIO MOCTTEPIETHUECKYIO HEBPAITHIO.

5.2. apmakoKknHeTHYECKHE CBOHCTBA

AOGcopOrus

[locne mpuema BHYTpPb BaJallMKIOBUP XOPOILIO BCACHIBAECTCA M3 KETYJOUHO-KUILIEYHOTO TPAKTa,
OBICTPO U TMOYTH IMOJIHOCTHIO MpEBpallasCh B allUKIOBUP M BAIMH. DTO MpEBpalIeHUE, BEPOSITHO,
OCYIIECTBISIETCS (JEPMEHTOM MEUEHHU BAIAIIUKIOBUPTUAPOIIA30H.

[Tpu mpueme BanauukioBupa B 103e oT 1000 Mr OMOAOCTYITHOCTH alMKIIOBHpa cocTaBiseT 54 % u
HC CHUIKACTCA OT NpUeMa IMUILH.

PapMaKOKMHETHKA BaJAllMKIOBHAPA HE SABISAETCA 10303aBUCUMOI. CKOPOCTh U CTETIEHb BCAChIBAHUS
YMEHBIIAIOTCSI C YBEIWYEHUEM JO03bl, MPUBOAS K MEHEE MPOMOPLUUOHAIBHOMY YBEIHMUYECHUIO
MaKCUMaJbHOW KOHUEHTpauuu B IuiazMe KPOBU (Cmax) MO CpPaBHEHHIO C TepaneBTHUYECKUM
JMaa30HOM /103 U CHIDKEHUIO0 OMOIOCTYITHOCTH TpH J03ax Bbime 500 mr.

Taouauna 2. Pe3yjabTaThl oleHKkN GapMaKOKHUHETHKH AUMKJI0OBHPA NMPH NpUeMe OJHOKPATHBIX
A03 BajanukJgoBupa ot 250 mr no 2000 mr 370poBBIMH J00POBOJIBIAMH ¢ HOPMAJbHOMH
dyHkumeit meueHu.

dapMaKOKMHEeTHYECKHE TAapaMeTPhbl 250 mr 500 mr 1000 mr 2000 mr
allUKJIOBUPA (N=15) (N=15) (N=15) (N=8)
MKMOJIB/JT 9,78 £ 1,71 15,0 £4,23 23,1 +£8,53 | 36,9+6,36
Cmax
MKI/MIT 2,20+ 0,38 3,37+£0,95 520+1,92 | 8,30+1,43
. 0,75 1,0 2,0 2,0
max q
(0,75-1,5) (0,75-2,5) (0,75-3,0) (1,5-3,0)
Y X MKMOJIB/TI 244+ 3,65 493+ 7,77 83,9+ 20,1 131 £28,3
AUC
9 X MKT/MJI 5,50+ 0,82 11,1 +£1,75 18,9+4,51 | 29,5+6,36

Crnax - MAKCUMaJIbHAS KOHICHTpalus B IJIa3M€ KPOBHU;

Thmax - BpEMs 10 JOCTHIKCHUSA MaKCHUMAaJbHOM KOHIICHTpAIUHU B IJIa3M€ KPOBHU;

AUC - mromans ot hapMaKOKUHETHUECKON KPUBOU «KOHIICHTPAIUSI-BPEMSD».

3HaueHusT Cmax 1 AUC OTpakaloT cpegHee CTaHAApTHOE OTKIOHEHHE. 3HAUeHUS IS Tmax OTPaXKAIOT MEIUaHHOE

3HAYCHHE U AUAIla30H 3HAUCHHM.
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KOHLEHTPALUU allMKJIOBUPA, MEIMaHA BPEMEHU €€ NOCTHXKeHUs cocTaBiseT oT 30 no 100 MuH nocne
npuema mpemnapaTta. Yepes 3 waca mocie mpHeMa Npenapara KOHIEHTpalus BalallMKIOBHPA
JOCTHUTaeT YPOBHS KOJIMYECTBEHHOTO OTIPE/ICICHUS TN HUXKE.

BanauukinoBup M anMKIOBUP MMEIOT aHAJOTWYHbIE (PapMaKOKMHETHUYECKHE MapaMeTpsl IOcCie
OJTHOKpPaTHOro M MHorokparHoro npuema. B3B wu BII' 3HaunTenbHO HE HM3MEHSIOT
(bapMaKOKMHETHKY BaJIAL[MKIOBUPA U allUKJIOBUPA MOCJE IPUEMa BaJallMKIOBUPA BHYTPb.

Pacnpenenenue

CreneHb CBSI3bIBaHMS BajallMKJIOBHpa ¢ OelkaMu Ij1a3Mbl KpoBH oueHb Hu3Kas (15 %). Crenenp
IIPOHUKHOBEHUS B LiepedpocnuHanbhyo KuaKocTh (LICXK) onpenensercs kak coorHomenne AUC B
LHCX x AUC B mia3Me KpOBH M COCTaBIsieT OKOuo 25 % [ arukiIoBUpa W MeTaboauTa
8-runpokcuanukioBupa (8-OH-ACV); okono 2,5 % nns merabonuta 9-(kapOOKCHMETOKCH )METHII-
ryannHa (CMMGQG).

Buorpaunchopmariust

[locne mpuema BHYTpPh BAJIALMKIOBUD IMpeBpallaeTcs B AlUKIOBHUP U L-BalMH MOCPEICTBOM
MPECUCTEMHOT0 MeTa0OoNu3Ma B KHUIIEYHUKE W/WUIM TEYCHOYHOro MeTabonu3ma. AUUKIOBUD
npeBpamiaercss B Maible MeTabonutel: CMMG moj BO3ACHCTBHEM STHIOBOTO CIHpPTa |
anpaeruaaeruaporenassl; 8-OH-ACV noa Bo3aeiictBueM anbaerugokcuaassl. [lpumepro 88 % ot
00I11ero COBOKYITHOTO BO3/ICHCTBUS Ha MJIa3My KPOBHU MPUXOIUTCS Ha anukioBup, 11 % —uaa CMMG
u 1% — na 8-OH-ACV. BananuxioBup U auuKIOBUP HE METAOONM3HUPYIOTCS H30(PEpMEeHTaMu
cuctemsl nuToxpoma P450.

ONUMUHALIMSA

VY manueHToB ¢ HOpMaNIbHOW (DYHKIIMEH MOYEK MEepHOoJ MOJYBBIBEICHUS AlMKJIOBHpPA U3 TIIa3Mbl
KPOBU TMOCJE€ OJHOKPATHOTO WJIM MHOTOKPAaTHOTO NpHeMa BalallMKJIOBHUPAa COCTaBISAET OKOJIO
3 yacoB. Menee 1 % oT npuHATON 03Bl BaJAlMKIOBHUPA BBIBOJAUTCS MOYKAMU B HEM3MEHEHHOM
BUJE. BalalMKIIOBUP BBIBOAUTCS M3 OpPraHW3Ma MOYKaMH NPEMMYLIECTBEHHO B BHUJIE AllMKJIOBUpPA
(6onee 80 % ot mpuHSTOM 103b1) U MeTabonuTa arukiaosupa — CMMG.

Oco0ble rpynibl MalueHTOB

Toueunas neoocmamoynocme

BriBeieHre alTUKIIOBHPA KOPPETUPYET ¢ PYHKIMEH MOYEK, IKCTIO3UIIHS AIUKIOBUPA YBEIHMUNBACTCS
C YBEJIIMYEHHEM CTENEHU TSDKECTH MOUYEYHOM HEAOCTATOYHOCTH. Y MalUeHTOB C TePMHUHAIbHON
CTaJueil TMOYEUYHOM HEJOCTATOYHOCTH CPEIHMM NEpHUOJ IMOJYBBIBECHUS alMKIOBUpa IOCIE
MPUMEHEHHUSI BaJIAllMKJIOBUpPA COCTABISAET OKOJIO 14 4acoB MO CPAaBHEHUIO C MPUMEPHO 3 yacaMu MpHU
HOpPMAaJIbHOW (DYHKIIMHU TIOYEK.

Okcno3unust anukioBupa U ero MerabosmmtoB CMMG u 8-OH-ACV B mmazme kposu u [ICXK
OLICHUBAJIUCh B CTA0MJILHOM COCTOSIHUM TIOCJI€ MHOTOKPATHOTO TpHUeMa BaJlAllUKIOBUpPA Y
6 MaMEHTOB C HOPMaJbHOW (yHKIHMEH MoYek (CpemHuil kKiupeHc KpeatuHuHa 111 mu/muH,
nuanazod 91-144 mn/mun), nomydyaBmux 2000 Mr kaxasle 6 4acoB, U y 3 MalMEHTOB C TSKEIOU
CTENEHBIO MMOYEYHOU HEOCTATOYHOCTH (CpeaHUN KIMPEHC KpeaTuHUHA 26 MJI/MUH, Auana3zoH 17—
31 ma/mun), nomy4aBmux 1500 Mr kaxnaeie 12 yacoB. Ilpu TsKenmoil cremeHH NOYEUHOU
HEJ0CTaTOYHOCTHU 110 CPABHEHUIO C HOPMAIbHON (DYHKIIMEH MOYEK B IIa3Me KPOBH TaK XKe, KaK U B
LCXK, xonumentpamuu amukinoBupa, CMMG u 8-OH-ACV Opumn B 2, 4 u 5-6 pa3 BbIIIeE,
COOTBETCTBEHHO. He Ob110 pa3nuyms B cTenenn npoHnkHoBeHus annkiosupa B LICK (onpenensiiach
kak cootHomeHne AUC B [ICK x AUC B mna3zme kpoBu), CMMG wm 8-OH-ACV mexnay nByms
MONYJISIHUSIMU C TSDKEJION CTENEHBIO MOYEYHOW HEJIOCTATOYHOCTH M HOPMATBHOW (PyHKITHEH TTOYEK.
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Ileyenounas neoocmamournocms

PapMaKOKMHETUYECKUE JaHHBIE ITOKA3bIBAIOT, YTO Y MMALIMEHTOB C IEYEHOYHOU HEIOCTATOUYHOCTBIO
CHM)KAETCS CKOPOCTb IIPEBPALLECHHS BAJIALMKIOBMpPAa B AalUKIOBUP, HO HE CTENEHb JTaHHOIO
npeBpatieHus. [leprno moayBeIBeICHHS alTUKIOBUPA HE 3aBUCUT OT (PYHKIIUHU TTCYCHH.

bepemennocmo

B wuccrnegoBanuu (¢GapMaKOKMHETHKH BalallMKJIOBHpAa U AalHMKJIOBApPAa Ha TMO3JHUX CPOKax
OCpEeMEHHOCTH YCTAHOBJICHO yBenn4eHHe 3HaueHus cyTouyHo AUC B cTaOMIIBHOM COCTOSTHUU TIPU
€KEIHEBHOM IIpHeMe BanauukioBupa B no3e 1000 Mr B cyTkM, KOTOpas HpUMEpPHO B 2 pasa
npesbimana AUC npu npreme BHYTPb allMKIoBHpa B 103€ 1200 MT B CyTKH.

BUY-ungpexyus

VYV mamuentoB ¢ BUY-undexnuerr pacripenenenne ¥ (HapMaKOKHHETHUYECKUE XapaKTEPHUCTUKH
alMKJIOBHpa IIOCJIE MEPOPAIBbHOrO INMpHeMa OAHOW WM Heckoiabkux 103 1000 mr mmm 2000 mr
BaJIAIIMKJIOBHPA OCTAIOTCS HEM3MEHHBIMHU 10 CPAaBHEHUIO CO 3/I0POBBIMH JI00POBOJIBIIAMH.

TpchnﬂaHmaL;uﬂ opeanoes

MakcumanbHasi KOHLEHTpalMs AaUUKIOBHpa Y HAIlMEHTOB II0CHIE€ TPAaHCIUIAHTALUU OPIaHoB,
nony4asmux 2000 Mr BaslaliuKiIoBupa 4 pasa B CyTKH, ObllIa COITOCTaBUMa WJIX BBIIIE MAKCUMAIIbHOU
KOHIIEHTpaLlUy, HaOI0AaeMoOl Yy 370pOBBIX JOOPOBOJBIEB, IOIYYaBIIMX TAKYIO K€ J103Y.
Ycranosnenusle cytounble 3HaueHHss AUC MoryT ObITh OXapaKTepH30BaHBI KaK 3aMeTHO Oosee
BBICOKHE.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeyenb BcnoMorareJibHbIX BellleCTB

Snpo Tabuerku:

- Kpaxman kykypy3HbIil

- KpeMHMs1 tuokcu KOJUIOUTHBIN

- Kpockapmenosa HaTpus

- Marnus creapar

- Hennrono3a MUKpOKpHCTaIINYECKasl.

I1nenounas 00oJi0YKa:

lotoBass meHouHass oOosiouka Oernas, B TOM 4YHCJIE: MAaKporoi (MOJMATHICHTJIUKOIB),
MOJINBUHUJIOBBIN CIIUPT, TalubK, TUTaHa quokcun (E171).

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CPpOK XpaHeHUs1)

3 roxa.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHECHUHU

XpaHuTh TIpu Temneparype He Boime 25 °C BO BTOPHYHON yITaKOBKe (ITaYyke KapTOHHOK ).
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6.5. XapakTep u coaepkaHue YNAaKOBKH

ITo 7, 10 TabneTok B KOHTYPHYIO STUEHKOBYIO YIIaKOBKY U3 IJICHKH NOJMBHHUIXIOPUIHON U (HOIBIU
ATIOMUHUEBOM NI€YaTHOM JJaKUPOBaAHHOM.

[To 1, 4 KOHTYpHBIX SYEUKOBBIX YIAKOBKM BMECTE C JIMCTKOM-BKJIAJBIIIEM ITOMELIAIOT B MMAYKy W3
KapTOHA U1 MOTPEOUTENHCKOM Taphl.

6.6. OcoOble Mepbl NMPEIOCTOPOKHOCTH MPHU YTHIH3AMUM MCIIOJIb30BAHHOIO JIEKAPCTBEHHOT0
npenapara WM OTXO0J0B, MOJYYEHHBIX MOCJe NMPUMEHEHUs] JEeKAPCTBEHHOr0 Npenapara, u
Apyrue MaAaHMIYJSIIMHU ¢ IpenapaToM

Het oco6b1x TpeboBaHMil.

7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUS

Poccuiickas @enepanus

3A0 «Kanonhapma mpoakims»

141100, MockoBckas 001, r.0. LI{énkoBo, T. Ll[énkoBo, yi. 3apeunas, a. 105
Temn.: +7 (495) 797-99-54

OnexrponHas noyra: safety@canonpharma.ru

7.1. llpencraBuTeib AepKaTesisi PerucTPAIIMOHHOTO YA0CTOBEPEHUA

[IpereH3uu norpeduTesieil HanPaBJIATh 10 AIPECY:

Poccuiickas @enepanust

3A0 «KanoHdpapma npoJaKIIH»

141100, MockoBckast 001., T.0. lIénkoBo, 1. IllénkoBo, yu. 3apeunas, a. 105
Ten.: +7 (495) 797-99-54

+7 (800) 700-59-99 (6ecninaTHas ropsiyas JUHUS 24 daca)

OnexrpoHHas noyra: safety@canonpharma.ru

8. HOMEP (HOMEPA) PETUCTPAHMOHHOI'O YAOCTOBEPEHUA

JITI-Ne(007370)-(PT-RU)

9. KATEI'OPUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA
JlexapCTBEHHBIH MpemnapaT OTHOCUTCS K KaTETOPUH OTITYCKa IO PEIeNTYy.
OOmrast xapakTepuCTHKa JEKapCTBEHHOTO Ipenapara BanamukinoBup KanoH poctynHa B eIuHOM
peecTpe 3aperucTpUPOBAHHBIX JIEKAPCTBEHHBIX CpelICTB EBpa3uiickoro 5KOHOMHUYECKOr0 COI03a U Ha

ouIHaTEHOM caiite YIIOJTHOMOYEHHOTO oprasa (9KCcTIepTHOM OpTraHHU3aITIH)
https://Ik.regmed.ru/Register/EAEU_SmPC.
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