COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 03.11.2023 N= 22484

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA "0

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

Banmukon, 500 Mr, TabaeTKH, MOKPHITHIC TIICHOYHON 000JI0YKOM

2. KAUECTBEHHBIN U1 KOJIMYECTBEHHBINA COCTAB
JleficTBy1O1I€€ BEIIECTBO: BAJIALUKIIOBHD.
Kaxxnas tabnerka comepxut 500,0 Mr BanarukioBupa (B BUAC THAPOXIOPUIA).

[TonHbI IepeyeHb BCIOMOTaTeIbHbBIX BEIIECTB IPUBEICH B pazjene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTKu, MOKPHITHIE MIIEHOYHOU 000T0UYKOM.
Kpyribie OBOSIKOBBINTYKJIbIE TAOJETKH, MOKPBIThIE TUIEHOYHON 000JI0YKOW Oenoro Wid MOYTH

6enoro nBera. Ha nmonepeunom paspese sapo 0eaoro win nmoyTa 6eoro 1nsera.

4. KIMHNYECKHUE JAHHBIE

4.1. lloka3zanusi K NPUMEHEHUIO0

JlexapcTBeHHBIN mpenapaT BannykoH MOKa3aH K IMPUMEHEHHUIO y B3pPOCHBIX U IOJIPOCTKOB B
Bo3pacte oT 12 no 18 nert:

— JedeHUe WHQEKUUH KOXM M CIM3UCTBIX 000J0YEK, BBI3BAHHBIX BHUPYCOM IPOCTOrO
reprieca (BII'), Bkitouas BIEpBbI€ BBISBICHHBIM U PELUIUBUPYIOLUIUMN TE€HUTATbHBIN
repnec (Herpes genitalis), a Takxe naOuansHblii repnec (Herpes labialis);

— npodunakTuka (cympeccus) peUuAMBOB HMH(EKIHMH KOXH U CIM3UCTBIX 00O0JIOYEK,
Bb3BaHHbIX BIII', BkiIto4ass TeHHUTalIbHBIA Teprec, B TOM YHCIE y B3POCIBIX C
UMMYHOIE(PUITUTOM;

— npo¢unaktuka MHGEKUUH, BbI3BaHHBIX IUTOMeranoBupycoMm (LIMB), u 3aGoneBanmii
MocJie TPAHCIUIAHTAlMU TApEHXUMATO3HbIX OPTaHOB.

JlexapcTBeHHBIN ITpenapaT BaukoH Moka3zaH K IPUMEHEHHUIO Y B3pOCIIBIX B Bo3pacTe oT 18 ser:

— JIedeHHe oMoschIBaloIIero repueca (Herpes zoster) u opTanbMUYECKOTO OMOSCHIBAIOIIETO

reprieca.

4.2. PexxuMm 103MpOBaHus U CNIOCO0 NPUMEHEHUSs

PexxuM 103upoBaHus

Jleuenue unghexyull Koxcu u causucmulx oboaouex, ewvizeannvix BIII, exnrouas enepsvie

8bIABNIEHHBIU U peyuousupyIoOwull 2enumanvholil 2epnec (Herpes genitalis), a makawce nabuanvhwlil
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eepnec (Herpes labialis)

Ummynokomnemenmuoie 83pociivle U noopocmku 6 sospacme om 12 0o 18 1em

Pexomennyemas nosa cocrasisier 500 mr 2 pa3a B CyTKH.

B ciyyae peuuIuBOB Jie4eHUE JOJDKHO MPOAOJDKAThCA 3 wiM S nHei. B ciydae mepBUYHOTO
reprieca, KOTOPbIM MOXKET IMPOTeKaTh B OoJiee TKeNon Gopme, JeueHue cieayeT HaunHaTh Kak
MO’KHO paHbIII€, a €ro MPOJOJIKUTENBHOCTD 10JIKHA ObITh yBenuueHa ¢ 5 1o 10 nHei.

IIpu peumguBax BIII' Haubosmee BepHBIM CUMTAETCS Ha3HAUEHUE BaJallMKIOBHpa
B IIPOJPOMAIBHOM MEPHUOJIC WU Cpa3y K€ MOCie MOSBICHUS MEPBBIX CUMIITOMOB 3a00JIeBaHUSI.
[TprMeHeHre BalalluKJIOBUPA MOXKET IPEIOTBPATUTh PA3BUTHE OPAXKEHUS, €CIIU €r0 IPUMEHSTh
IIPU IIEPBBIX IPU3HAKAX U CUMIITOMAax pelManBa, Bei3BaHHOTO BIII.

B kadecTBe anbTepHATHUBHOTO JICYCHHs JabuaiapbHOro repreca 3(P(EKTUBHO Ha3HAYCHUE
BajanukioBupa B o3¢ 2000 mr 2 pasza B cyTku B TeueHue 1 cyTok. Bropas mo3a gomkHa ObITh
MPUHSTA MPUOTU3UTENBHO Yepe3 12 yacoB (HO He paHbIlle, yeM depe3 6 4acoB) mMocje mpruemMa
nepBoit 103bl. [Ipy UCTIOIB30BaHUM TAKOTO PEKUMA TO3UPOBAHUS MPOAOHKUTEIBHOCTD JICUECHUS
HE JI0OJDKHA MPEBBIIATh 1 CYyTKH, TaK KaK MPEBBIIIEHUE MPOAOIKUTEIIBHOCTH 3TOT0 Kypca JISUeHUs
HE MPUBOANT K JIOTIOTHUTEIHHONU KIIMHUYECKON TOJIb3E.

Tepanus gomkHa OBITH HAYaTa IPU MOSIBJICHUU CaMbIX PAaHHUX CUMIITOMOB JTAOMalIbHOTO reprieca
(T.e. IOIIMIIBIBAHUE, 3Y/I, AOKCHHE).

Ipoghunaxmuxa (cynpeccus) peyuousos uHGexyutl Koxicu U CaAuucCmslx 0007104€eK, 6bl36AHHbIX
BIIT, sxntouasn ceHumanvhblii 2epnec, 8 mom yucie y 63pOoCiblX ¢ UMMYHOOehuyumom

HMMVHOKOMI’lemeHWZHble 63pocjivle U I’ZOODOCWZKM 6 so3pacnie om 12 00 18 nem

Y IMMYHOKOMITETEHTHBIX MAIIMEHTOB peKOoMeHayeMas go3a coctasisieT S00 mr 1 pa3 B cyTKH.
UYepes 6-12 mecsiieB geueHns HE0OOX0UMO OLIEHUThH 3 (HEKTUBHOCTh TEPAITUH.

Bzpocnwie ¢ ummyrnooeduyumom

VY B3pOCIIBIX MALMEHTOB C UMMYHOJIE(HUIIMTOM peKkoMeHayemas ao3a coctasiser 500 mr 2 pasa
B CYTKH.

Yepes 6-12 mecsieB jgeueHuss HE0O0XOAMMO OLIEHUTh 3G (HEKTUBHOCTh TEpaiy.

IIpogpunaxmuxa ungexyuii, evizeannvix LIMB, u 3abonesanuii nocie mMpaHcnIaGHMAYUU
NapeHxXuMamo3sHbix Op2aHoe

Bspocnvie u noopocmku 6 sospacme om 12 0o 18 rem

Pexomennyemas no3a cocrasisgier 2000 Mr 4 pa3a B CyTKH, HA3Ha4aeTCs KaK MOYKHO PaHbIIIe TIOCIIE
TpaHcIulaHTalMu. Jlo3y ciexyer CcHuXaTb B 3aBUCHUMOCTH OT KIUPEHCA KpEaTMHHHA.
[TpoomKUTETHLHOCTD JIeUeHHUs OOBIYHO cocTaBisieT 90 Hel, HO y MalMeHTOB C BHICOKUM PUCKOM
KypC JIEYEHUSI MOXKET ObITh IPOJJICH.

Jleuenue onoscoelearoueco cepneca (Herpes ZOSlel") u oquaﬂb/wuuecmeo onoscelearoueco
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cepneca

Bspocnvie

Pexomenayemast no3a cocrasisier 1000 mr 3 pasza B CyTKu B TeUeHUE 7 THEH.

Oco0nlie T'PYHOIIbI TAWMEHTOB

Tayuenmoi nodcunozo eospacma
HeobxonmuMo y4uThIBaTH BO3MOXKHOE HapylieHHWE (YHKIUU IMOYEK Yy MAlUEHTOB MOXKUIOTO
BO3pacTa — J103a BAJIAIMKIOBUPA JODKHA OBITH COOTBETCTBYIOLIUM O0pa30oM CKOPPEKTHPOBAHA.
Heo0Oxoaumo moiep:kuBath aJeKBaTHBIA BOJIHO-3JICKTPOJUTHBINA OaJlaHC.
Tayuenmoi ¢ Hapywenuem pynkyuu novex
Jl03y BaJIaIUKJIOBUPA PEKOMEHIYETCsS YMEHBIIATh y MAI[MCHTOB C BBIPAXECHHBIM HApPYIICHUEM
GbyHKIIMM MMOoYeK (CM. PEeKUM J03UpoBaHMs B Tabmuue 1). Y Takux MalMeHTOB HEOOXOAUMO
MOJIICP)KUBATh aJICKBATHBIN BOJIHO-3JICKTPOIUTHBIN OajIaHC.

Tabmuma 1

Koppekuust 10351 BaaliMKIOBHpa

AJIsL IPUMCHCHHUS Y B3POCJIbIX U ITIOAPOCTKOB OT 12 a0 18 mer c HapymcHueM (I)YHKI_[I/II/I IIOYCK

[Toka3zanus Knupenc kpeatnnuna, Mit/MuH | Jlo3a BaJlaUKIOBUPA
OnosicpiBarouit reprec u | He meHee 50 1000 mr
o(pTanbMUYECKHI  OIMOSICHIBAIOIUI 3 pa3a B CyTKH
reprnec 'y HUMMYHOKOMIIETEHTHBIX | oT 30 mo 49 1000 mr
B3pOCIIbIX (JIEYEHHE) 2 pa3a B CyTKH

or 10 1o 29 1000 mr

1 pa3 B cyTku

menee 10 500 mr

1 pa3 B cyTkn

BIIT (neuenue)
MMMyHOKOMIIETEHTHBIE B3pocible U | HE MeHee 30 500 mr
MOJAPOCTKHA B Bo3pacte oT 12 o 18 2 pas3a B CyTKH
JeT menee 30 500 mr

1 pa3 B cyTku
JlabnanbHBIHA reprec y | He meHee 50 2000 mr
UMMYHOKOMIIETEHTHBIX B3POCIBIX U 2 pa3a B CyTKH
MOAPOCTKOB B Bo3pacTe oT 12 no 18 | ot 30 go 49 1000 mr
JeT (JIeueHue) 2 paza B CyTKH
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2 paza B CyTKHU

menee 10 500 mr

1 pa3 B cyTku

BIII" (mpodunaktuka (cynpeccus))

NMmyHOKOMITETEHTHBIE B3pOCibie U | HE MeHee 30 500 mr
MOJAPOCTKU B Bo3pacte oT 12 o 18 1 pa3 B cyTku
JeT Mmenee 30 500 mr

1 pa3 B 1BO€ CyTOK

B3spocinbie ¢ uMMyHOIEhUIIUTOM He menee 30 500 mr
2 pa3 B CyTKH
menee 30 500 mr

1 pa3 B cyTku

[Tpodunaktuka uH(peKui, | He MeHee 75 2000 mr

BbI3BaHHBIX [[MB, y B3pocnblx u 4 paza B CyTKH

MOAPOCTKOB B Bo3pacTe oT 12 mo 18 | or 50 mo 75 1500 mr

Jer 4 paza B cyTKH
ot 25 1o 50 1500 mr

3 pa3a B CyTKH

ot 10 mo 25 1500 mr

2 pa3a B CyTKH

Menee 10 wim y maruenTtoB Ha | 1500 mr

reMOoIHaIIN3e 1 pa3 B cyTku

ﬂOI’lOJZHumejleCl}l qu)opMauuﬂ O _NOKA3AHUA. _JeyeHue qu)eKuuﬁ KOooticu U Cau3ucnmvlx

060]10‘!87(‘, svlzeannbix BIIL, exniouas enepevie GulisleHHbIl U peuudueupwowuﬁ 2CHUMANbHbLIL

2epnec (Herpes genitalis), a makorce nadbuanvuviu 2epnec (Herpes labialis)

OnpIT NpUMEHEHHsT BaJallMKIOBHpa Yy JAETeH CO 3HAYCHHSIMHU KIIMpEHCa KpeaTWHWHA MEHee
50 mu/mun/1,73 M? OTCyTCTBYET.

Llonoanumenvras uchopMauuﬂ 0J151 NOKA3AHUSL. npoqbuﬂakmuka qu)eKZ/tZ/lZZ, sulzgannblx LIMB, u

3a001e6aHUL NOCIE mpaHcnjianmayuu ndperHxumano3Hblx opecaHos

HeoOxonumo vacto ompenensats KIMPEHC KpeaTHHHWHA, OCOOEHHO B MEepuoj, Korja (QyHKIus
MOYeK OBICTPO MEHSETCs, HampuMmep, Cpaszy I0oCie TPAHCIUIAHTALWU WIH TPUKHUBICHUS
TpaHCIUIaHTaTa, TMpU OSTOM /032 BAJIALMKIOBUPA KOPPEKTUPYETCS B COOTBETCTBUHU

C IMMOKa3aTeIIMHU KIIMPEHCA KpCaTUHUHA.
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Jlonoanumenvhas qu)opMauuﬂ Oisl_NOKA3AHUA ﬂe’{e;-:lgle'l:b;ll IT&?O%EI_BE%EEGIJ(HéTI’DQS

ZOStel") u Od)maﬂbMMQQCKOZO onoscelearnuieco cepneca

BanauukioBup crieayer HpUMEHSTH IMOCIE TEMOJIUAlM3a y TMAlUEHTOB, KOTOPHIM IPOBOIST
HNEpUOIMYECKUN TeMOIUaITU3.

Tayuenmoi ¢ napywienuem ynkyuu neveHu

Ha ocHoBanuu uccienoBanusi ¢ IPUMEHEHHEM OJHOKPATHOM 103bl BaslanukioBupa 1000 mr y
B3pOCJBIX MAIMEHTOB C LUPPO30OM TICUCHH JIETKOM WIIM CpelHEell CTemeHu TshKecTd (Ipu
COXPaHEHHOH CUHTETUYECKOM (DYHKIIMHU NT€YEHN ) KOPPEKIIMH 103bl BAJIALIMKIOBUpPA HE TpeOyeTcs.
dapMakOKMHETUYECKHE JAHHBIE Y B3pOCIbIX MALMEHTOB C TSHKEION CTENEHBIO HapylEeHUs
(GyHKIMY TIeYeHH (JIEKOMIIEHCHPOBAHHBIM IUPPO30M), C HAPYIICHUEM CUHTETUYECKON (QYHKINU
NEUYeHN W HaJUYMEM I[OPTOKABAJbHBIX aAHACTOMO30B TakKXe HE CBHICTEIBCTBYIOT O
HEOO0XO0IMMOCTH KOPPEKIMH J103bl BaJTALUKIOBHUPA, OJHAKO KIMHUYECKMH OMNBIT HPU JaHHBIX
HaTOJIOTUSAX OIPaHUYEH.

Nudopmanus o nozax 6onee 4000 Mr B CyTKH AJig MALIUEHTOB ¢ HHGEKIUAMU, BbI3BaHHBbIMU BIIT

u [IMB, ykazana B paznene 4.4.

eTH

D¢ beKTUBHOCTH JIeueHUs IpernapaToM BaiiukoH y geTeit B Bo3pacte 10 12 JeT He ucciaea0Balu.
[Tpenapat BanukoH He cieayeT Ha3HayaTh (IPUMEHATH) y AeTei B Bo3pacte oT 0 1o 12 ner, B
CBSI3U C PUCKOM, CBSI3aHHBIM C ONACEHUSIMU OTHOCUTEJIHO 0€30MacHOCTH U 3PPEKTUBHOCTH.

[To moxazanuio «JleueHue omosiceiBatoliero repmneca (Herpes zoster) U OPTaIbMHUYECKOTO
OTIOSICHIBAIOIIETO Treprieca» mpemnapar Bammuwkon y npereit B Bospacte or 0 go 18 mer He

IIPUMEHSETCH.

Croco0 rmpuMeHeHus

HpenapaT BaJ'IHI/IKOH IIPUHUMACTCA BHYTPb, 3allMBasa BO)IOfI, BHC 3aBHUCHMOCTHU OT IIpUEMa IUIIH,

B OJTHO 1 TO K€ BpEMs Ka)I(HBIﬁ JICHb.
4.3. IIporuBonOKa3aHus
— THUHNEPUYYBCTBUTCIIBHOCTh K BaJIAIUKIIOBUPY HIIM K AIUKIOBUPY, HIIN K .]'IIO60My nu3

BCIIOMOT'aTCIIbHBIX BCHICCTB, IICPCUUCIICHHBIX B Pa3JICJIC 6.1.

4.4. OcoOble yka3aHHus U MepPbI NPEAOCTOPOKHOCTH NPH PUMEHEHU U
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Tepanust npenapatom BanuukoH Ao0JKHA HpOBO,Z[I/ITBCQ ZCZ-J&@J&&“HEH';A" y -IJI_a'IlHGHTOB C

_NNEPTHOMY OTYETY

KJIMHUYECKH BBIpaKEeHHBIMH (opmamu BUY-undexkuuu; npu OJHOBPEMEHHOM IpHEME
HE(PPOTOKCHUYHBIX JIEKAPCTBEHHBIX CPEJICTB.

I'upparanus

VY nanueHToB ¢ pUCKOM JAErHIpaTalii, OCOOCHHO Y allMeHTOB [10KUJIOT0 BO3pacTa, HEOOX0JMMO
o0ecreynTh aJeKBaTHBIM BOJIHO-3JIEKTPOIUTHBIN OaaHc.

HDI/IMGHCHI/IC Y NanucHTOB C HAPYINICHHUEM d)VHKI_[I/II/I IMOYCK M Yy HAITMCHTOB IMOXKHJIOT'O BO3pacTa

B cBsi3u ¢ Tem, 4TO alMKIOBUP BBIBOJUTCS MOYKAMH, HEOOXOAMMO YMEHBIIUTD 103y Mpernapara
Banmukon y manueHTOB ¢ HapylieHueM (pyHKIMM MoYek. Y MalMeHTOB MOKUIIOr0 BO3pacTa
MOYET Ha0IJII0JaThCs HapylIeHHue (PYHKINU MOYEK, IIOATOMY CIIEyeT PACCMOTPETh YMEHBIIICHNE
JIO3bl JJIA 3TOW TIPYIIBI NAanuMeHToB. Kak ManuMeHTsl MOXKWIOro BO3pacTa, TaK W IALMEHTHI C
HapylIeHneM (pYHKIIMU MTOYEK BXO/ISAT B IPYIITY MOBBIIIEHHOTO PUCKA Pa3BUTHS HEBPOJIOTHUYECKUX
OCIIO’)KHEHUH, TaKUM MalMeHTaM HeoOXO0IUMO 00ECIeYUTh TIATENbHbIN BpadyeOHbIl KOHTPOIIb.
Kak mpaBwiio, 3T peakuuu, B OCHOBHOM, HOCAT OOpaTUMBIM XapakTep B ClIy4dae OTMEHBI
npenapara.

Jleuenune mabuanpHOro repreca ¥ npoduinakruka [IMB-uadeknumii u 3a001eBaHuii

IIpuMeHeHMe BBICOKMX J103 Ipernapara BallMkoH IpM HApYIIEHHHU d)VHKHI/Iﬁ INCYCHHU M IIOCJIC

nepeCcaakKy nNEcYCHU

Her nannpIX 0 mpuMeHeHnu npenapara Bannukon B Beicokux fo3ax (4000 Mr B CyTKH U BBILIE)
y MaIMeHTOB ¢ 3a00JIeBaHUEM IEUeHH, MOITOMY TaKUM MallMeHTaM BBICOKME 03Bl IpenapaTa
BannukoH 10JKHBEI Ha3HAYaThCsl C OCTOPOKHOCTBIO.

CrneuuanbHble MCCIEAOBAHUSA MO W3YYEHHIO JEMCTBHS mpenapara BanuukoH mpu mnepecake
ne4yeHn He NpoBoAuiauCch. OnHAaKoO OBUIO YCTaHOBJIEHO, YTO NPO(UIAKTUYECKOE HA3HAYCHHE
alMKJIOBUPA B BBICOKHX J103aX yMeHbIaeT npossieHus [IMB-undexuun u 3a0oneBanus.

Hcnonp30BaHuE IIPYU TEHUTAJIBHOM TepIiece

HaHI/IeHTaM CICAYCT PEKOMCHAOBATH BO3JCPKHUBATHCA OT ITOJOBBIX KOHTAKTOB IIPU HAJIWMYHHU
CUMIITOMOB, faXXE €CJIN JICYCHHUEC ITPOTHBOBHUPYCHEBIM ITPECIIapaToM Ba.]'H_II/IKOH YKE OBLIO HAYATO.
CymnpeccuBHas Teparus mpernapaToM BalaiiKkoH CHUXAeT PUCK Mepeaadn TeHUTAIBHOTO Tepreca,
HO MOJIHOCTBIO HE HCKIIOYAeT PUCK MH(PHUIIMPOBAHUS W HE MPUBOAUT K MOIHOMY H3JICUEHUIO.
Tepanus mnpenapatoM BannukoH peKOMEHIyeTCs B COYETAHMM C HAJECKHBIMU CpPEACTBAMU
OapbepHON KOHTpAIEIIIUH.

JlekapcTBeHHAas peakuus ¢ 203uHodUINEN 1 cucTeMHBIMEU nposBiacHUs MU (DRESS-cuaapom)

Ha ¢one neuenus BananukiaoBupom coobmanoch o DRESS-cunnpome, KoTopelii MOKET OBITH
YITPOXKAIOIUM JKA3HM MM CMeEpTeNbHbIM. [Ipym HazHadeHMHM IpenapaTa MalMeHTa CleLyeT

O3HAaKOMHUTh C mpu3HakamMu u cumnroMamu DRESS-cuHmpoma u TmiatenbHO OTCIEXHBATH
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KOXKHBIE peaknuu. [Ipu mosiBieHun mpu3HakoB U CHMHT'(QVIISB:—J:%%%IQE%&%{ ) r;aé’}s'h'mn

DRESS-cunnpomMa, npuem BajalMKIOBHpa CIEAYET HEMEAJIEHHO OTMEHUTh M PAcCMOTPETh
BOMpoc 00 albTepHATUBHOM JIeYeHUH (B ciydae HeoOxoaumocTu). Ecnu y mamuenTta pa3Buics
DRESS-cunapom Ha (hoHe TpUMEHEHHS BaJallMKIOBUPA, JCUCHUE BATAIIMKIOBUPOM Y JTAHHOTO

MnanyucHTa HU B KOEM ClIydac B I[a.]'[bHCfIH.IeM HEJb351 BO30OHOBIIAT.

4.5. BzaumopeiictTBue ¢ JPYrHMH JIeKaPCTBEHHbIMH IIpenaparaMd M Jpyrue BH/bI
B3aHMMOJAEHCTBUSA
Knunuuecku 3HauMMble B3aUMOJICHCTBUS HE YCTAHOBIICHBI.
AULUKIIOBUDP BBIBOAUTCA [OYKaMH, B OCHOBHOM B HEM3MEHEHHOM BUJE, ITOCPEICTBOM aKTUBHOU
noueyHoi cekpeunu. CoueTaHHOE NPUMEHEHUE JIEKAPCTBEHHBIX CPEACTB C 3TUM MEXaHU3MOM
BBIBE/ICHUS MOXKET IIPUBECTHU K MOBBIIICHUIO KOHIICHTPAIIUH AlIMKJIOBUPA B MJIa3ME KPOBHU.
[Tocne nazHaueHus BajanukiaoBupa B go3e 1000 Mr u mpenaparoB UHUMETHAMH, MPOOEHEIHI,
KOTOpBIE BBIBOJATCS TE€M K€ IyTEM, YTO M BajallMKIOBHp, HaOitonaercss nosbimieHue AUC
AIMKJIOBHpA M, TAKUM 00pa3oM, CHUXKAETCS MOYEYHBIH KIMPEHC alMKiIoBHpa. TeM He MEHee,
BBU/Iy IIUPOKOTO TEPANEBTUYECKOTO MHIECKCA allMKJIOBUPA, KOPPEKIUS 03Bl BAAIIUKIOBHPA HE
TpeOyercs.
[Tpu neuenuu nabuanbHOroO repreca, NpoduIakTUKe U JIeYeHUH 3a0oeBaHui, BbI3BaHHbIX [IMB,
HE00X0IUMO COOJII0/1aTh OCTOPOKHOCTD B CIIy4ae OJAHOBPEMEHHOI'O IPUMEHEHUS BaJIAl[MKIOBUpa
B Oosiee BbICOKHX J103aX (4000 Mr B CyTKM M BBILIE) M JEKAapCTBEHHBIX MpenapaToB, KOTOpbIE
KOHKYPHPYIOT C allUKJIOBUPOM 3a IIyTh BBIBEJEHUS, TaK KaK CyILECTBYET MOTEHIMAIbHAS YyIpo3a
MOBBILIICHUS B IJIA3ME€ KPOBU KOHIIEHTpPAIlMM OJHOrO MWJIM O0O0OMX IMpemnapaToB, WIM HX
MeTabonuToB. beuto ormedeno mnoseimieHne AUC anukiaoBUpa W HEAKTUBHOTO MeTa0oJIUTa
MuKkodeHonata Moderwna (MMMYHOJENPECCAHT, MPUMEHSEMbIi y MAalUeHTOB Iocie
TPaHCIUIAaHTAIlUK OPTaHOB) MPU OJJHOBPEMEHHOM IPUMEHEHHUH 3TUX MPENapaToB.
OnHoBpeMeHHOE MPUMEHEHHE BaJTAlIUKIIOBHpa ¢ HE(HPOTOKCUYHBIMU IIperiapaTaMu, B TOM YHCIIe
AMUHOTJIMKO3U/IaMH, OPTaHUYECKUMHU COEAMHEHUSIMHU IUIAaTUHBI, HOJAWPOBAHHBIM KOHTPACTHBIM
BEIIIECTBOM, METOTPEKCATOM, IEHTAMHUIUHOM, (POCKAPHETOM, IIMKJIOCTIOPUHOM U TAKPOIUMYCOM,
JIOJDKHO TPOBOJIUTHCA C OCTOPOKHOCTBIO, OCOOCHHO y MAIMEHTOB C HapylleHHeM (YHKIHH

MOYeK, U TpeOyeT peryasipHOro MOHUTOPUHTA QYHKIIUH ITOYEK.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JAKTAUMS
bepemeHHOCTB
NmeroTcst orpaHuveHHBbIC JaHHBIE O TPUMEHEHUM BaJjallMKIOBUpAa TpH OEpPEeMEHHOCTH.

BananuknoBup cienyer NOpUMEHATh IpU  OEpEeMEHHOCTH TOJBKO B TOM Cliydae, €clid
7
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(O B4 HOCTEL 0003
MOTEHIMAIbHAS M0JIb3a JJI1 MaTepU IPEBOCXOAUT nmem&arrsﬂﬁ%p 'CKTLFJQ Ihlﬂona.]— B

B perucrpax OepeMeHHBIX OBUTM 3aJOKyMEHTHPOBAaHBI HCXOJbl OEPEeMEHHOCTH Yy JKEHIIHH,
IPUHUMABIINX BAJALMKIOBUD WIM JIPYTHe INpenaparhl, coAepiKallie aluKIOBUDP (ALUKIOBUD
SIBJISICTCSI aKTUBHBIM METAa00JIMTOM BanarukioBupa), 111 u 1246 nabmroneHuii, COOTBETCTBEHHO
(u3 xoTopbiXx 29 m 756, COOTBETCTBEHHO, MPUHHMAJIM IIpenaparbl B TIEPBOM TPUMECTPE
OEpeMEHHOCTH), TMPEACTABISIIM  COOOM  HCXOAbI  OEPEeMEHHOCTH, 3apEerHCTPHUPOBAHHBIC
IPOCIIEKTUBHO. AHAJIM3 JaHHBIX, MPEICTABICHHBIX B pPErucTpe OepeMEeHHBIX, MOABEPIIINXCS
BO3/ICHICTBUIO allUKJIOBUPA, HE BHISBUII YBEJIMUEHHUS YK CIIa BPOXKIEHHBIX 1e(PEKTOB y UX JIeTeil o
CpPaBHEHMIO c OOLIEeH momynsuued, HU [0 OJHOMY M3 IIOPOKOB pAa3BUTHUS HE BBISBICHO
cnenu(PUYHOCTH WM 3aKOHOMEPHOCTH, YKa3bIBAIOIIMX Ha o0O0myro npuuuHy. IlocKombky
B peruCcTp OEpPEMEHHBIX BKJIIOUYEHO HEOOJBIIOE KOJWYECTBO IKCHINUH, MPUHUMABIINX
BaJIAIIMKJIOBUP BO BpeMs OEpEeMEHHOCTH, TO JIOCTOBEPHBIX M OINpPEAENCHHBIX 3aKIIOUEHUN

0 0e30macHOCTH IIPpUMCHCHH BaJIAalIUKJIIOBUPA IIPH 6epeMeHHOCTI/I caciaaTb HCJIb34.

Jlakranus

AIMKIIOBUP, OCHOBHOM MeTaOOJIUT BaJIAllMKIOBUpA, MPOHUKAET B IpyaHoe Mosoko. Ilocie
npuema Bananukiosupa B 103€ 500 Mr BHyTpb Cmax B rpyqHOM Moinoke B 0,5-2,3 pa3a (B cpefHeM
B 1,4 pa3a) npeBsbllana COOTBETCTBYIOIINE KOHIIEHTPAIMH allMKJIOBHUpPA B TIa3Me KPOBU MaTEpH.
CootHomenne 3HaueHuil AUC anukiioBupa B rpyaHoM Mosnoke kK AUC B ChIBOPOTKE KpOBHU
MaTepH BapbUpoBaiuch oT 1,4 10 2,6 (cpenHee 3nauenue 2,2). CpegHee 3HaU€HUE KOHIEHTPALUU
aIMKJIIOBHpA B IPYIHOM MOJIOKE COCTaBIISIIO
2,24 mxr/ma (9,95 mxmone/n). Tlpu npueme Mareppio BaanukioBupa B ao3e 500 mr 2 paza
B CyTKM JETH, HaxoJflIMecss Ha TPyIHOM BCKapMJIMBaHUM, IIOJBEPraloTCsi TAKOMY XKe
BO3/ICUCTBUIO allUKJIOBHPA, KaK IIPH MIpUEMe ero BHYTph B 03¢ okouo 0,61 mr/kr/cytku. [lepuoa
NIOJIyBBIBEJICHUS ALMKIOBUpPAa W3 TPYJHOTO MOJIOKAa TakKOM e, KaKk M M3 IUIa3Mbl KpPOBH.
BananukinoBup B HEM3MEHHOM BHJI€ HE ONPENENSUICS B TUIa3Me KPOBH MaTepH, TPYIHOM MOJIOKE
WU MOYe peOeHKa.

BananuknoBup crnenyer Ha3HayaThb C OCTOPOXXHOCTBIO JKEHIIMHAM B IEPUOJ T'PYAHOIO
BCKapMIIMBaHMSL.

Tem He MeHee, allMKJIOBHUD JUIsl BHYTPUBEHHOI'O BBEACHUS NpUMeHseTcs aisa jgedenus BIID y

MJaeHIeB B 03¢ 30 MI/KT/CyTKH.

DdepTUabHOCTD

B HCCICA0OBAHMUAX HA )KMBOTHBIX BAJIAIITUKIIOBUP HE OKAa3bIBaJl BJIMSAHHA Ha q)epTI/IJ'IBHOCTI). TeMm HE

MCHEC, NMPHUMCHCHUC BBICOKHUX J03 alUKJIOBHpa HNpU MAPCHTEPAJIbHOM BBCIACHHHU BLI3LIBAJIO
8
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TEeCTUKYISIpHBIE Y)PEKTHI y KPBIC U COOaK.

HccnenoBanusi 1Mo BIMSHUIO BalallMKIOBHpa Ha (EPTUIBHOCTH Y JIIOJEH HE MPOBOAMIHCE.
OpHako He ObUIO 3apETUCTPHPOBAHO U3MEHEHUH B KOJIMYECTBE, MOJBMKHOCTH M MOpdonorun
crepMaro3ounoB y 20 nanueHToB yepe3 6 MecsILeB €KEAHEBHOIO IPUMEHEHHS BAJIALIUKIIOBUPA B

no3ax ot 400 mr o 1000 mr.

4.7. Biusinue Ha cnocoOHOCTH YNPABJATH TPAHCHOPTHBIMHM CpeJcTBaMu M padoTrarb ¢
MeXaHM3MaMH

Heo6xonnuMo y4nuThIBaTh KIMHUYECKOE COCTOSHHUE MalMeHTa W NpOQHIb MOOOYHBIX peaKLUl

BaJallUKJIOBHpA TIPpd OLEHKE CIOCOOHOCTM MAlMEeHTa YIpaBisATh AaBTOMOOWJIEM WJIU

ABVOKYHIUMUCS MEXaHHU3MaMU.

4.8. HexkennaTeibHbIE peakunu

PesroMe HexxenaTeabHbIX PEAKIU

Krnaccudukanus dYacTOoThl pa3BUTHS HEXKENATCIBHBIX PEAKIMHA COMVIACHO PEKOMEHIIAIUSAM
Bcemupnoii opranusanuu 3apaBooxpanenus (BO3):

oyeHb yacto > 1/10;

JacTo >1/100, HO < 1/10;
HEYaCTO >1/1000, O < 1/100;
peaxo >1/10000, HO < 1/1000;

oueHb peako < 1/10000;
4aCTOTa HEU3BECTHA (HA OCHOBAHUHU UMEIOIINXCS JAHHBIX OIICHUTH HEBO3MOXKHO).
Jlannvle KIUHUYECKUX UCCIe008AHULL

HapymeHuﬂ CO Cn1OPOHbL H€D6H01/7 cucmemnl.

4acTO — FOJIOBHAs OOJIb.

JKenyoouno-kuwieunvle Hapyulenus:

qaCTO — TOIIHOTA.
ﬂaHHble nocmpecucmpayuOHHblx uccie008anull

Hapywenus co cmoponsl cucmemuvl Kposu u JZMMd)Cln’IUHBCKOIZ cucmemnl.

OYCHb PEAKO — JICHKOMEHHs, TPOMOOIMTOINIeHUs. B OCHOBHOM, JelKoneHus HaOIoganach y
MAIMEHTOB CO CHUKEHHBIM UMMYHUTETOM.

Hapywenus co cmoponbt UMMYHHOU CUCEMbL.

OYCHb PCAKO — aHa(anaKcm{.

Hapywenus co cmoponsl Hepsrou cucmemwl.

PEAKO — I'OJIOBOKPYKCHUEC, CITYTAHHOCTE CO3HAaHUsA, IraJJIIONWHAIIUN, YTHETCHNC CO3HAHU A,
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OYCHb PEIKO — AKUTAIHS, TPEMOP, aTaKCHs, zmsapmmﬂ WE&&B@F&E&&E%@&%&&?&;{&&M

sHIedatonaTus, koma. [lepeyncieHHbIe BBIIIE CUMIITOMbBI, B OCHOBHOM, OOpaTHMbI M OOBIYHO
HAOJIIOMAI0TCS Yy TAIMEeHTOB C HapymIeHWsAMH (QYHKIMM TOYEeK WM Ha (QOHE JAPYrux
IpeAPacHoIaraloX COCTOSIHUN. Y B3POCIBIX MAIMEHTOB C TPAHCIUIAHTHPOBAHHBIM OPTaHOM,
HOJTYYarOIIUX BBICOKHE JI03bI (8 T' B JIeHb) BaJIAlMKIOBUpa A npodmnaktuku [IMB-nndexnun,
HEBPOJIOTUYECKHE PEAKLIMU PA3BUBAIOTCS Yallle, YeM MPH MpreMe Oosiee HU3KUX J03.

Hapywenus co cmoponbl ObIXamenbHOoU cucmemysl, opecarnoes epydnoﬁ KiemkKu u CD@OOCWZEHM}Z.'

HE4YaCTO — OAbIIIKa.

JKenyoouno-xuwieunvie HapyuweHus:

penKo — AMCKOoMGOPT B KHUBOTE, PBOTA, JHAPES].

Hapywernus co cmoponst newenu u 9fC€Jl’i€6b16005qux nymei.

OYCHb PCAKO — O6paTI/IMBIe HapYUICHUA (1)YHKI_[I/IOHEU'IBHBIX IICYCHOYHBIX Hp06, KOTOPBIC HHOI'IA
paCuOCHUBAIOTCA KaK IIPOABJICHUA I'CIIaTUTA.

Hapywernus co cmoponsl Kodicu u NOOKONCHBIX MKAHEU.

HCYACTO — BBICHINIAHW A, BKIIKOYasd ITPOABICHUA (bOTO'-IYBCTBI/ITeJ'II)HOCTI/I;

penKo — 3y1;

OUYCHb PEJIKO — KPAIUBHUIIA, AaHTHOHEBPOTUYECKUHN OTEK;

YaCTOTa HEU3BCCTHA — JICKAPCTBCHHAA pCaKIus C 303I/IHO(1)I/IJ'II/I€I\/'I U CUCTCMHBIMH IPOABICHUAMU
(DRESS-cunapom) (cMm. paznen 4.4).

HCIDVWQHM}Z CO CHIOPOHbL NO4YEK U Moqeebleod}m;ux nymeﬁ:

HEYacTo — reMaTypus (4acTo CBA3aHHAs ¢ APYTUMH HApYILIEHUSIMH CO CTOPOHBI MTOYEK);

peaKo — HapyleHUue PYHKIMH MT0YEK;

OUYEHb PEJIKO — OCTpas Mo4YeyHasi HeI0CTaTOYHOCTh, oYeuHas Koiauka. [loueunas Konuka MoXKeT
OBbITh CB3aHA C HapyIIEHUEM (PYHKIIUH MTOYEK;

4acTOTa HEU3BECTHA — TYOYJIOMHTEPCTUIIMATIBHBIN HEPPUT.

Coo01manocs 0 ciydasx 0ca)IeHHUs KPUCTAIIJIOB allUKJIOBUPA B IPOCBETE MOYEUHBIX KaHAJIBIIEB.
HeoOxoaumo cobmoaTh a/IeKBaTHBIN MUTHEBON PEKUM BO BpeMs JICUEHHUSI.

IIpouue:

VY NanMeHToB C TSHKENBIMU HApYIICHUSIMH HMMMYHHTETa, OCOOEHHO Y B3pOCIBIX MHAallMEHTOB
¢ naneko 3amenmei cragueit BUY-undexunu, noinyvarommx BbICOKUE 1035l BaJallMKiIoBupa (8 r
€XKeJIHEBHO) B TE€UYEHHE JJINTEIbHOIO IMEepHuojJa BPEMEHM, HAOMIOJANINUCh CiIydad MOYEYHOH
HE/I0CTaTOYHOCTH, MMKPOAHTHMONATHUYECKOW T'eMOJUTHYECKON aHeMHH U TPOMOOIMTONECHUU
(unorga B koMOuHaiuM). [o00HBIE OCIIOKHEHHS OBLIIM OTMEUYEHB! Yy MAllMEHTOB C TAKUMH K€

OCHOBHBIMM U/HMJIH COIMYTCTBYIOIITNMHA 3360J'I€B3HI/I$IMI/I, HO HC MMOJIYy4JaromunX BaJalluKJIOBHUP.
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L]
Coo0111eHrEe 0 I0I03pEBAEMBIX HEXKEIATEIbHbIX peaxum&'

BaxHo coo0mare O MOAO3pEBACMBIX HEXKENATSNbHBIX PEAKIHAX IOCIE PETUCTPAINH
JICKapCTBEHHOTO Iperapara ¢ IeNibl0 00eCIeYeHNs] HEPEPhIBHOIO MOHUTOPUHTA COOTHOIICHHS
«I10JIb3a — PHUCK» JIEKAPCTBEHHOI'O Ipenapara. MeIuIUMHCKUM pabOTHUKAM PEKOMEH]yeTCs
coo0uaTe O JIOOBIX IMOJ03PEBAEMbIX HEKENATENbHBIX PEaKIMIX JIEKapCTBEHHOI'O Ipernapara
yepe3 HallMOHAJIbHBIE CUCTEMBI COOOIIEHUS O HEXKENATEeNbHBIX PEAKUUSIX TOCYIapCTB-4ICHOB
EBpa3uiickoro 3K0HOMHYECKOr0 COI03a.

Poccuiickas @enepanus

DdenepanbHas cityx0a 110 Hag30py B cepe 3apaBooxpanHenus (PoczapaBranzop)

109012, r. MockBa, CraBstHCKasl IIIoIIaab, 1. 4, ctp. 1.

Tenedon: +7 (800) 550 99 03

OnexkTpoHHas noyra: pharm@roszdravnadzor.gov.ru

CaiiT B HH(OpPMAIIMOHHO-TEJIEKOMMYHUKALMOHHON ceT «MHTepHeT»:

https://www.roszdravnadzor.gov.ru/

4.9. [lepeno3upoBka

CuMITOMBI

Octpast moyedHasi HEJJOCTATOYHOCTh W HEBPOJOTUYECKHE HAPYIICHUs, BKJIOUas CIYyTaHHOCTH
CO3HAHMUsI, TAJUTFOIIMHALINN, AKUTAIIMIO0, YTHETEHUE CO3HAHUS M KOMY, a TaK)Ke TOLTHOTa U PBOTA,
HAOMIOAMNCh y  TAIMEHTOB, TONYYaBIIMX O3Bl  BaJAI[UKIOBHPA, IPEBBIIIAIOIINE
pexoMmeHioBaHHbIe. [l0/100HBIE COCTOSIHMSI Halle OTMEYaauCh Yy MAIMEHTOB C HapYIICHHEM
(GYHKIMM TOYEK W TAIMEHTOB TMOKHJIOTO BO3pPACTa, MOJYYHBIINX TMOBTOPHBIC MPEBBIIIAIONINE

PEKOMCHAOBAHHLBIC J103bI BaJIAlIUKIIOBHUpA, BCIICACTBUC HGCO6J’IIOIL€HI/I$I pPeXKUMa 1O3UPOBaAHU.

Jleuenue
HaHI/IeHTBI JOJIPKHBI HAXOOUTHCS ITOA TINATCIBbHBIM MCIUITNHCKUM Ha6J'IIOJICHI/IeM. FGMO)II/IHIII/IS B
3H3‘IHT€J’IBHOI71 CTCIICHU CHOCO6CTByeT BBIBCACHUIO aHI/IKJ'IOBI/Ipa N3 IIJ1a3MBbI KpOBI/I U MOXET

CUHUTAThCA METOJOM BBI60pa IIpu BEACHUH MAIUCHTOB C HCpCI{OBHpOBKOﬁ BaJIalTUKJIOBUPA.

5. PAPMAKOJIOTUYECKHUE CBOMCTBA

5.1. ®apmakoaMHaMHUYeCKHe CBOMCTBA

®dapmakoTepaneBTUYeCKas Tpylnma: MPOTUBOBUPYCHBIE CPEACTBA CHUCTEMHOTO JICHCTBUS;
MPOTUBOBUPYCHBIE CPEACTBA MPSIMOTO JEHCTBUS; HYKIEO3UJbI U HYKJIEOTHU[IbI, KpoMe

WHTUOUTOPOB OOPATHOM TPAHCKPHUIITA3HI.
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Mexanuszm neiicTBus

BananukinoBup sBisieTcss MPOTUBOBUPYCHBIM CPEJICTBOM, IpeAcTaBisieT coOoi L-BammHOBBIN
CIOXKHBIA 3pUP alUUKIOBHpPA. AIMKIOBUD SBISIETCS aHAJIOIOM IyPUHOBOTO HYKJIEO3M[a
(ryaHuHa).

B opranuzme uenoBeka BaJIAMKIOBUP OBICTPO M NPAKTUYECKH IIOJHOCTHIO IPEBpaIlaeTcs
B AI[UKJIOBHP u BaJIMH MIPENOIOKHUTEIHHO noJt BO3/ICIICTBHEM dbepmenTa
BaJIAIIMKJIOBUPTUIPOIIA3HIL.

AUUKIIOBUD SIBISIETCS clieUU(PUUECKUM UHTMOMTOPOM BUPYCOB Ieplieca ¢ aKTUBHOCTBIO in Vitro
npotuB BIII" 1-ro u 2-ro tunos, Bapunemia-3octep Bupyca (B3B) (Varicella zoster virus), IMB,
Bupyca OniteitHa-bapp (BObB) u Bupyca reprieca yenoBeka 6-ro tuna. AIMKIOBUP UHTHOUPYET
cunte3 BupycHoit JIHK cpasy nocne pochopunupoBanus u npeBpaiieHusi B akTUBHYI0 Gopmy —
arukoBupTpudocdar.

[lepBast cragust hocopunupoBanus TpeOyeT aKTUBHOCTH BHPYC-CIIENU(UIECKUX (HEPMEHTOB.
Jns BIII, B3B u BOb Takum QepMeHTOM sBIsSETCS BHpPYCHas TUMUAMHKHHA3a, KOTOpas
IOPUCYTCTBYET TOJBKO B IMOPAXKEHHBIX BUPYCOM  KieTKaX. YacTUYHO CEJIeKTHBHOCTH
bochoprirpoBaHusi HOJAECPKUBACTCS y IUTOMETAIOBUPYCA OMIOCPEI0BAHHO Yepe3 MPOIYKT reHa
dochotpanchepassr UL 97. Dta HEoOXOAMMOCTh aKTHUBAIMKM AaIMKIOBUpa cCrenuduaeckum
BUPYCHBIM (DEPMEHTOM B 3HAYMTEIBHOHN CTENIEHU OOBSICHSAET €T0 CEIEKTUBHOCTb.

[Tpornecc dpochopunrpoBanus aluKkIoBUpa (MpeBpallieHne 13 MOHO- B Tpudocdar) 3aBepiaercs
KJIETOYHBIMA KHHa3aMu. ANUKIOBUPTpU(POC(hAT KOHKYPEHTHO HMHIHOHMPYET BHUPYCHYIO
JAHK-nonumepasy u, Oyayuu aHajioroM HyKJIeo3uaa, BcTpauBaeTcs B BupycHyto [IHK, uto
IOPUBOAUT K OOJMIaTHOMY pa3pbIBYy Iienu, mnpekpamenuto cuHte3a AHK u, crnemoBarensHo,
K OJIOKMPOBAHUIO PETIMKALUY BUpYCa.

dapmakoagnaamudeckne YO HeKTol

Pe3ucTeHTHOCTh K AalMKIOBUPY OOBIYHO OOyciOBiI€HAa Je(pULIUTOM THUMMJIMHKUHA3BI, 4YTO
IIPUBOAUT K UPE3MEPHOMY PACIPOCTPAHEHUIO BUPYCa B OPraHU3Me XO03sMHa. B penkux ciuydasx
CHIDKEHHE YYBCTBUTEIBHOCTH K AalMKIOBHPY OOYCIIOBIEHO NOSBICHHEM IITaMMOB BHpYyca
C HapyLIEHUEM CTPYKTYpbl BUPpYCHOM TUMUANMHKHAHA3BI K JIHK-nmonumepasel. BupyneHTHOCTD
3TUX Pa3HOBUAHOCTEN BHpPyCa HAIIOMUHAET TAKOBYIO y €T0 IUKOTO IITAMMa.

[To pe3ynbraTam obmupHoro uccienaoBanus mramMmmos BIII u B3B, oTo6panHbIX y manueHTos,
MOJYYaBIIUX TEpanHuio AIUKIOBUPOM WM NPUMEHSBIIMX €ro B LEIIX NPO(UIAKTHKH,
YCTaHOBJICHO, YTO BUPYCHI C IOHMKECHHON YyBCTBUTEIBHOCTBIO K BaJallMKIOBUPY BCTPEYAOTCS

KpaiiHe peaKo, HO MOTyT ObITb OOHAapy>KEHBl B PEIAKUX CIydasx y MAIUEHTOB C TSKEIbIM
12
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HapylIeHHWEeM HMMYHHUTETa, HalpuMep, PELUIIHEHTOB quMTaT%bllﬁom RO

OopraHa, MAaIMEHTOB, TMOJYYAIOUIMX XUMHOTEPAlHIO IO TOBOAY  3JIOKAUeCTBEHHBIX
HOBOOOpa3zoBauuii, 1 y BUU-undpuuupoBaHHbIX.
BananukioBup  cmocoOCTBYeT — KyNMUpPOBAaHUIO  OOJIEBOrO  CHHAPOMA:  YMEHBINAET  €ro

MMPOAOIKUTEIIBPHOCTDb U COKpaIla€T IIPOUCHT IMalUECHTOB C 6OJ'I$IMI/I, BbI3BAHHBIMH OIIOACBIBAIOIINM

repncCcoM, BKIIHOYAaA OCTPYIO HOCTICPIICTUYCCKYHO HEBPAJITHUIO.

5.2. DapmakoKMHEeTHYECKHE CBOMCTBA

AGcopbuus

[Tocne mpuema BHYTPh BAJIAIIMKIOBUP XOPOIIIO BCACHIBACTCS U3 KEIYIOUYHO-KHUIIIEYHOTO TPAKTA,
OBICTPO M TIOYUTHU MOJTHOCTHIO MPEBPAIIASICH B ALIMKIOBUP U BATHH. JTO MpPEBpalleHne, BEPOsTHO,
OCYIIECTBISICTCS (PEPMEHTOM MEUEHU BAIALMKIOBUPTUAPOIIA30H.

[Tpu npueme BananukioBupa B go3e oT 1000 Mr 6M00CTYIMHOCTH allUKIOBHpa cocTaBisieT 54 %
U HE CHIWKaercs OT mnpuema numm. OapMakoKMHETHKA BaJlallUKIOBHpPA HE SIBISETCS
110303aBUCUMOi. CKOPOCTB M CTENEHb BCAChIBAHUSI YMEHBIIIAIOTCS C YBEJIMUCHUEM JI03bI, TPUBOIS
K MEHee MPOMOPLUHOHAILHOMY YBEIMYEHHUI0O MaKCHMalIbHOW KOHIIEHTpAIMH B TJIa3ME€ KPOBH
(Cmax) IO CPaBHEHHUIO C TEPANEBTHUECKUM JMANA30HOM JI03 U CHIKEHUIO OMOJOCTYIHOCTH MPH

nmo3ax Belre 500 mr.

Tabmuma 2
Pe3ynbratel oreHkH (hapMaKOKWHETUKU allUKIOBHpA
MIpU IpUEME OJJHOKPATHBIX J03 BanaukiaoBupa ot 250 mr 1o 2000 mr
3/10pOBBIMH 1OOPOBOJIBI[AMH C HOPMaIbHOU (DyHKIMEHN TeUeHU
®apmakokunernyeckue | 250 mr 500 mr 1000 mr 2000 mr
napametpsl arukioBupa | (N=15) (N=15) (N=15) (N=8)
Crnax MKMONB/1 | 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 qackel (1) 0,75 (0,75-1,5) | 1,0 (0,75-2,5) |2,0(0,75-3,0) |2,0(1,5-3,0)
AUC Y*MKMOJIB/T | 24,4+3,65 49,3+7,77 83,9+20,1 131+28,3
YeMKI/MJI 5,50+0,82 11,1+1,75 18,9+4,51 29,5+6,36
Cinax — MaKCHMallbHasl KOHIICHTPAIHUS B TJIa3ME KPOBHU;
Tmax — BpeMs 10 TOCTHKEHHUSI MAKCUMAIIbHON KOHIIEHTPAIIMH B IJIa3Me KPOBH;

AUC — momanp moj hapMaKOKHHETHIECKOW KPHUBOUW «KOHIICHTPAITHS-BPEMSI.

3HayeHUs Cmax 1 AUC oTpakaroT cpeiHee CTaHAapTHOE OTKJIOHEHUE.

3HaueHust A Tmax OTPAXKAIOT MEIMAHHOE 3HAUYCHUE U JUATIA30H 3HAUYCHUM.
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MakcumanbHasi KOHIIGHTpAIusl BaJlallUKJIOBHPA B nnaépfle“'x'cagr%;f'-: Eb“c-l";gglligjr" 5111113'5"' 4"%' oT

KOHIIGHTpAIlMU allMKJIOBHPA, MEJIMaHa BPEMEHU ee NocTikeHus coctasiseT oT 30 mo 100 mun
nocje npuema npemnapara. Uepes 3 yaca rociie npuema npernapara KOHLIEHTpPAUs BaJlal[MKIOBUpa
JIOCTUTAEeT YpPOBHS KOJUYECTBEHHOI'O OIpENETCHHs WM HuKe. BanmanukioBup U auuKIOBHD
UMEIOT aHaJIOTM4YHbIe (hapMaKOKHMHETUYECKUE TapaMeTPhl MOCIIEe OJHOKPATHOTO U MHOTOKPaTHOTO
npuema. B3B u BII' 3HauntenbHO HE HU3MEHSIOT (PAPMAKOKMHETHKY BAaNAllMKIOBHpAa M
AIMKJIOBUPA TOCIIE IPUeMa BaJalluKIOBHPA BHYTPb.

Pacopenenenue

CrermneHb CBA3BIBAHUS BAJIALMKIOBUPA ¢ OeJIKaMH M1a3Mbl KpoBH oueHb HU3Kas (15 %). Crenenp
NPOHUKHOBEHHsS B 1epedpocnuHanbHylo kuakocts (LICXK) ompenensercss kak COOTHOIIEHHE
AUC B LHCXK x AUC B mia3me KpoBU U COCTaBIIsIET OKOJI0 25 % ISl allMKJIOBUpA U METa0O0JIUTA
8-rUIpOKCUALIMKIOBUPA (8-OH-ACV); OKOJIO 2,5% JUTSL MeTabonura
9-(xapbokcumerokcu )metui-ryanna (CMMQG).

Buorpancdhopmariusa

[Tocne mpuema BHYTph BajJallMKJIOBUp IpeBpallacTcs B alUKIOBUP U L-BanuH mocpeacTBoM
IPECUCTEMHOr0 MeTaboJu3Ma B KMILIEYHUKE W/UIM MEYEHOYHOro MeTadonu3ma. AIMKIOBHP
npeBpamaercs B Maible Merabonutel: CMMG mnox Bo3AeHCTBHEM 3THUIIOBOTO CHUpPTa U
anpaerupneruaporenassl, 8-OH-ACV non Bo3aelictBuem anbiaerugokcuaasbl. [lpumeprno 88 %
OT OO0IIIEr0 COBOKYITHOTO BO3JEHCTBHS Ha IJIa3My KPOBH IMPUXOJIUTCS Ha auuKiIoBUp, 11 % — Ha
CMMG u 1% na 8-OH-ACV. BananuxioBup M alUKIOBUD HE MeTabOIM3UPYIOTCS
n30(epMeHTaMu cucTeMbl IuToxpoma P450.

OJIUMUHAINS

VY nanueHToB ¢ HOpMaIbHON (PYHKIIMEH MMOYeK NepUo ] TOTYBBIBEACHUS allUKIOBHpA U3 TUIa3Mbl
KpPOBHM IIOCJIE€ OJHOKPAaTHOIO MM MHOTOKPAaTHOIO IPHEMa BAJALMKIOBHPA COCTABIISAET OKOJIO
3 gacoB. Menee 1 % OT mpHUHATON 03Bl BAJIALIMKIOBUPA BBIBOJUTCS MOYKAMU B HEM3MEHHOM
BUJIe. BananukioBup BIBOAUTCS U3 OpraHU3Ma IMOYKaMH MPEUMYIIECTBEHHO B BUIE allUKIOBUPA
(6onee 80 % ot mpuHATOM A03bI) U MeTaboauTa arukiIoBupa — CMMG.

Ioueunas neoocmamoynocmo

BoiBenienue anukioBuUpa KoppenaupyeT ¢ (GyHKIMEH TI0YeK, OSKCIO3UIMsS alUKIOBUpPA
YBEJIMYUBAETCS C YBEJIIMYEHUEM CTENEHH TSKECTH MOYEYHON HEOCTATOYHOCTH. Y IMallMEeHTOB C
TEPMUHAJIBHOM CTaJWed IOYEYHOW HEJOCTATOYHOCTH CpPEJHUM NEPHOJ MOJIYBBIBEACHUS
AIMKJIOBHpA NOCJIE TPUMEHEHUS BaJallMKIOBHpa COCTABIISIET OKOJIO 14 4acoB IO CpaBHEHUIO C
IPUMEPHO 3 yacamu Mpu HOPMAJIbHON (YHKIIUH ITOYEK.

Dxcno3unusl anukioBupa u ero mertabonutoB CMMG u 8-OH-ACV B mnasme kposu u [ICXK

OLICHUBAJINCH B CTa0MIBLHOM COCTOSIHHU ITOCIIE MHOI'OKpPAaTHOI'O IIpH€Ma BaJlallUKJIOBHpaA Yy 6
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muana3oH 91-144 mn/mun), monydasmux 2000 Mr kaxaple 6 9acoB, My 3 MAMEHTOB C TsDKETIOU
CTETICHBIO MMOYCYHOM HEIOCTATOYHOCTH (CPEAHMI KITMPEHC KpeaTuHWHA 26 MII/MUH, Tuana3oH 17-
31 mu/mun), nmomydaBmux 1500 mr kaxasie 12 dvacoB. Ilpu Tsokenmo cTENeHH MOYEYHOM
HEJOCTAaTOYHOCTH 10 CPABHEHMIO C HOpMabHON (DyHKIIMEH MMOoYeK B I1a3Me KpPOBH, TaK Ke, KaKk
u B LICXK, xonuentpanuu anukiaosupa, CMMG u 8-OH-ACV 6bun B 2, 4 u 5-6 pa3 Bhlle,
cooTBeTcTBEHHO. He ObulO pasznuuus B cTENeHU MPOHMKHOBeHHs auukioBupa B LICXK
(ompenensnack kak cooTHomenue AUC B LICXK k AUC B mnazme kpoBu), CMMG wm 8-OH-
ACV Mexny AByMs MONYJISUUSIMU C TSDKEIOM CTENEHbK) MOYEYHOW HEIOCTATOYHOCTH U
HOpMaJIbHOU (DYyHKIIHMEH MOYeK.

lleuenounas neoocmamounocmo

®apMaKOKMHETUYECKUE  JIaHHbIE II0OKa3bIBAlOT, 4YTO Yy TMAlUEHTOB C  [E€YECHOYHOH
HEJOCTATOYHOCThIO CHMKAETCA CKOPOCTh INPEBPALICHUS BAIALMKIOBUPA B ALUKIOBHUP, HO HE
CTETeHb JaHHOTO IpeBpamieHus. [leproa momyBrIBeCHNs alMKIOBAPA HE 3aBUCHUT OT (PYHKIIUU
MIEYEHHU.

bepemennocmo

B wuccnenoBanun (papMakOKMHETUKM BalallMKJIOBHpa W AallMKJIOBHpAa Ha MO3JHHX CpPOKax
OEpEeMEHHOCTH YCTAHOBJIEHO yBelIu4eHHe 3HaueHuss cyrouyHo AUC B cTaOMIBHOM COCTOSTHUU
MIPU ©XKETHEBHOM TpueMe BaylaikiaoBupa B o3¢ 1000 Mr B cyTku, KOTOpasi MpUMEPHO B 2 pasza
npessimiana AUC npu npueme BHYTpb alukJIoBupa B 03¢ 1200 Mr B CyTKH.

BUY-ungpexyus

VY nanuentoB ¢ BUU-undexnueit pacnpenenenve u (papMakKOKMHETUUECKHUE XapaKTEPUCTHUKU
aIMKJIOBHUpA TOCJIE TEPOPATIBLHOTO MpreMa OHOM miau Heckosbkux a03 1000 mr mwam 2000 mr
BAJIALMKJIOBUPA OCTAIOTCSd HEU3MEHHBIMH IO CPAaBHEHHUIO CO 370POBBIMU JOOPOBOJIBIAMH.
Tpancnranmayus opeanog

MaxkcuManbHasi KOHIIEHTpAlUsl alWKIOBUpPA Y MAalMEeHTOB MOCIE TPAHCIJIAHTALIMK OPraHoB,
nomydaBmux 2000 mr BamanmukioBupa 4 pa3a B CYTKH, Oblla COIMOCTAaBUMA WJIM BBIIIE
MaKCHMaJIbHOW KOHIICHTpAINH, HAOII0JaeMO Y 3TOPOBBIX TOOPOBOJIBIIEB, TOMYYABIINX TaKYyIO
xKe 103y. YcraHoBieHHble cyTouHble 3HadeHHs AUC Moryt ObITh OXapaKTepH30BaHbI Kak

3aMeTHO 00JIe€ BHICOKHE.

6. PAPMAIIEBTUYECKHE CBOHCTBA
6.1. IlepeyeHb BCIOMOTraTeIbHBIX BElIECTB
[{emtro03a MEKPOKPUCTAITHYCCKAS

Kpocnosugon
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['unposo3a (ruapoKCUIIPOTTHIIIIEIUIIOI03)

Maruus creapat

IInenounas obonouxa:

['unpomennosa

Tanbk

['unpoo3a (ruapoKCUIPONIIIIEIITI0NI03a)

Turana TMOKCHU]T

unu cyxas CMEChb Uil IUICHOYHOTO TIOKPBITHSA, COJAEpXkalias TUIIPOMEIUIO3Y, THIPOIO3y

(TUAPOKCUTIPONTUIILIEIUTIONO3Y ), TAJIbK, TUTAHA TUOKCHU].

6.2. HecoBMecTHUMOCTD

He npumenumo.

6.3. Cpok rogHocTH (CpOK XpaHeHusl)

3 rona.

6.4. OcoOble MepbI IPEAOCTOPOKHOCTH MPHU XPAHEHUH

XpaHUTh B 3aIUIIIEHHOM OT CBETa MECTE MpH Temrieparype He Boimie 25 °C.

6.5. XapakTep u coepkaHue NePBUYHON YIAKOBKHU

5, 10 unu 14 TabneTox B KOHTYpHOU SYEHKOBOW yIakoBKE U3 IJICHKU MOJIMBUHWIXJIOPUIHON U
(boabpru aNTOMUHUEBOMH.

2, 4 i 6 KOHTYpPHBIX SIYEHKOBBIX YMAKOBOK MO 5 Tabnerok, 1, 2, 3, 4, 5 unu 6 KOHTYPHBIX
AYEHKOBBIX ymakoBOK 1Mo 10 Tabnerok, 3 KOHTypHbIE S4YEHKOBbIE YHNAaKOBKM 1o 14 TabimeTok

BMECTC C IMCTKOM-BKJIIAJABINIEM B IMAYKE U3 KApTOHA.

6.6. OcoOble  Mepbl  NMPEAOCTOPOKHOCTH  NPH  YHUYTOKEHUM  HCIOJIb30BAHHOIO
JEKAPCTBECHHOI0 1pemapara  HWJIM 0TX010B, IIOJYYCHHBIX IMOC/JI€ NPHUMECHCHUA
JIEKAPCTBEHHOIO Mpenapara, 1 pyrue MaHuMyJIsiHU ¢ PenapaTom

Het oco6bix TpeGoBaHuii.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUS
Poccusa, AO «BEPTEKCy»
Anpec: 197350, r. Cankr-Ilerepoypr, Jlopora B Kamenky, a. 62, mut. A

Ten.: 8 (800) 2000 305
16



AJlpec 2JIeKTPpOHHOM MOUTHI: vertex(@vertex.spb

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ru

ot 03.11.2023 N2 22484
(NOCNEOOBATENLHOCTE 0003)

7.1 Hpe}ICTaBHTeJ'[L ACPKATECIA PErHCTPANHOHHOIO YI0CTOBEPECHUA

[Iperen3zun HOTDC6HTCHCﬁ HaIIpaBJIATH I10 aAPECy.

Poccusa, AO «BEPTEKC»

Anpec: 197350, r. Cankr-Ilerepoypr, Jlopora B Kamenky, a. 62, mut. A

Ten.: 8 (800) 2000 305

Anpec anekTpoHHOM nouTkl: pharmacovigilance@vertex.spb.ru

8. HOMEP PET'UCTPALIMOHHOI'O YAOCTOBEPEHUA

9. IATA NMEPBUYHOM PETMCTPAIIMUA (IIOATBEPXJIEHHSI PETUCTPALIMN,

INEPEPETUCTPALINN)

JlaTa nepBoi perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA

OO61as xapakTepUCTHKA JIEKapCTBEHHOT0 npenapara Banukon goctynHa Ha HHGOPMaMOHHOM

noprane EBpa3zuiickoro 3KOHOMHYECKOr0 COK03a B MH(OPMAIMOHHO-TEIEKOMMYHUKAIIMOHHON

cetu «MHTepHeT» http://eec.eacunion.org/.
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