COOTBETCTBYET 3K( OMY OTUETY
ot 18.10.2023 p
OBILASI XAPAKTEPUCTHKA JIEKAPCTBEHHOI'®' ﬂﬁi‘fzﬁrﬂ?ﬂt HOCTS 0001

1. HAMMEHOBAHMUME JIEKAPCTBEHHOI'O IIPEITAPATA

BananukmnoBup, 500 mMr, TaGIeTKH, TOKPHITHIE TUICHOYHOW 000JIOYKOM

2. KAYECTBEHHBIA U KOJIUYECTBEHHBIN COCTAB
JelicTByrolee BEIECTBO: BAALIUKIOBUD

Banamukinosup, 500 mr, TaOJIETKH, ITIOKPLITHIE INIEHOYHON 000JI0YKOH

B onHoit TabiieTke, MOKPHITON TJICHOYHON 0001049KOH, comepxkutcs 500 Mr BajanukioBupa (B
BUJIE THAPOXJIOPHIA).

BcnomorarenbHbie BelllecTBa, HAJUYUE KOTOPBIX HAJAO YUYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npemnapara: jJakto3a (cM. pasaensl 4.3 u 4.4).

ITomubIit MNEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JIEKAPCTBEHHAS ®OPMA
TabneTKu, MOKPHITHIE MNIEHOYHOU 000I0YKOM.

Banauukinosup, 500 mr, TaOJIETKH, ITIOKPLITHIE INIEHOYHON 000JI0YKOH

Tabnerkn oBadbHOH (POPMBI, BOSKOBBIMYKIIBIE, TOKPBITHIE ILICHOYHOW 000JI0YKOH Oenmoro
[[BETa C PUCKOM Ha OJJHOM CTOpPOHE W rpaBUpOBKOil “f 7 Ha apyroit. Ha monepeunom cpese sapo

0eJI0ro Wiy mouty 0eJIoro nBera.

4.  KIIMHUYECKHUE JAHHBIE
4.1. Tloxka3aHusi K NPUMEHEHUIO

Bspocible M moaApoCcTKHU B Bo3pacTe oT 12 mo 18 ner

— JedyeHre MH(QEKIUI KOXKU U CIM3UCTBIX 000J0YEK, BHI3BAHHBIX BUPYCOM IPOCTOrO repreca
(BIII'), BrirOYasi BIEpBbIC BBIIBICHHBIN M PEHUAMBHPYIONIMN T'eHHTAIbHbIA reprec (Herpes
genitalis), a taxxe mabuansHbii reprec (Herpes labialis);

— npodumiakTuka (Cympeccusi) peuuAMBOB MH(EKIHMH KOXM M CIU3UCTBIX 000JO0YEK,
Bbi3BaHHbIX BIII, Briroyas TeHHUTalIbHBIM TepHec, B TOM 4YHCIE€ Yy B3pOCIBIX C
UMMYHOIE(PHUITUTOM;

— mpoduiakTuka WHPEKIHA, BbI3BaHHBIX uTOMerajgoBupycoM (LIMB), u 3aboneBanuii nocie
TpaHCIJIAaHTAIMH [TaPEHXUMATO3HBIX OPTaHOB.

Bspocinble

— Jle4yeHue ormosichiBaomiero repreca (Herpes zoster) u odrambMHUeCKOro OMOsICHIBAIOIIETO

repreca.
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4.2. PexXuM 103UPOBAHUS U CIIOCOO NMPUMEHEHUSA

PexxuM 1o3upoBaHus

Jleuenue ungexyuil Kodcu u causucmelx 000a04ek, evizeannvix BIIT, exmouas enepsvle
sbIsGIeHHbIL U peyuousupylowull cenumanvhuiii  2epnec  (Herpes genitalis), a maxkoice
nabuanvusiil 2epnec (Herpes labialis)

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

Pexomennyemas nosa cocrasiser 500 mr 2 pa3a B CyTKH.

B ciyyae peuuauBoB jie4eHUE JOJDKHO MPOJOJDKATHCA 3 Wik 5 nHe. B ciyyae mepBHYHOrO
reprieca, KOTOPbIM MOXKET IPOTeKaTh B OoJiee TKeNon Gopme, JeueHue cieayeT HaunHaTh Kak
MOYKHO pPaHbIIE, a €ro MPOJOKUTENLHOCTh JO0JDKHA OBbITh yBenuueHa ¢ 5 go 10 gueid. Ilpum
peunauBax BIII' HanOosiee BepHBIM CUMTAEeTCs Ha3HAUYEHUE BAJAIMKIOBHPA B MPOIPOMAIBHOM
nepuojie WIM cpa3dy K€ IMOcje TOSBICHUS IEPBBIX CHUMIITOMOB 3aboieBanus. [IpuMeneHue
BaJIAIIMKJIOBUPA MOKET MPEIOTBPATUThH PA3BUTUE OPAKECHHUSI, €CIIU €r0 MPUMEHSTH MPHU MEPBBIX
IIPU3HAKaX U CUMIITOMAax peluanBa, Bei3BaHHOro BIII.

B kadecTBe anbTepHATHMBHOTO JIeYCHHs JabuanpbHOro repreca 3(PQ(EKTUBHO Ha3HAYCHUE
BajanukioBupa B go3e 2000 mr 2 pasza B cyTku B TeueHue 1 cytok. Bropas go3za gomkHa ObITh
MPUHSTA MPUOTU3UTENBHO Yepe3 12 yacoB (HO HE paHblle, yeM depe3 6 4acoB) Mocie mpuema
nepBoit 103bl. [Ipy UCIOIB30BaHUM TAKOTO PEKUMA JO3UPOBAHUS MPOAOHKUTEIBHOCTD JICUECHUS
HE JIOJDKHA TPEBBINIATH | CYTKHM, TaK KaK MPEBBIIMICHHE MPOJOJDKUTEILHOCTH 3TOr0 Kypca
JIeUYeHUsl HE MPUBOAMT K JOTIOTHUTEIHLHON KIIMHUYECKOH TOJIb3e.

Tepanus ngomkHa OBITh HayaTa MPH TMOSBICHHH CaMbIX PAaHHUX CHMITOMOB JIaOHAJILHOTO
repreca (T.e. MOUIUITBIBAHKE, 3Y/1, JKKECHUE).

Ipoghunaxmuxa (cynpeccus) peyuousos uH@Gexyutl Koxcu u Cau3ucmslx 000J104€eK, 6bl36AHHbIX
BIIT, sxntouas ceHumanvhblii 2epnec, 8 mom yucie y 63pOCiblX ¢ UMMYHOOeuyumom

HMMVHOKOMI’lemeHI’I’ZHble 63pocjble U I’ZOODOCWZKM 6 so3pacnie om 12 00 18 nem

Y UMMYHOKOMITETEHTHBIX AIIMEHTOB peKOMeHayeMas 103a coctasisieT S00 mr 1 pa3 B CyTKH.
UYepes 6-12 mecsiieB jgeueHns HE0OOX0UMO OLIEHUTh 3 (HEKTUBHOCTh TEPAITUH.

Bzpocnwie ¢ ummyrnooeduyumom

Y B3pOCIHbIX NAllMEHTOB ¢ MMMYHOAE(PUIIUTOM peKoMeH1yeMas 103a cocTaBisieT 500 mr 2 pasa B
CYTKHU.

Yepes 6-12 mecseB jgeueHuss HE0OOXOAMMO OLIEHUTh 3G (HEKTUBHOCTh TEpaUH.

IIpogpunaxmuxa ungexyuii, evizeannvix LIMB, u 3abonesanuii nocie mMpaHcnIaGHMAYUU

napeHxumamo3snvblx opecanos
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Bspocnvie u noopocmku 6 sospacme om 12 0o 118 rem

Pexomennyemas nosa cocrasisger 2000 mr 4 pasa B CyTKM, Ha3Ha4aeTCsl KaK MOYKHO paHbILE
MocJie TpaHCIUIaHTaluu. J{o3y ciielyeT CHUXKaTh B 3aBUCUMOCTH OT KJIMPEHCAa KpeaTUHUHA.
[Tpo0KUTEBHOCTE JIedeHUsT OOBIYHO cocTaBisgier 90 1HEH, HO y TAIMEHTOB C BBICOKUM
PUCKOM KYPC JICUCHHUS MOXET OBITh MTPOJIJICH.

Jleuenue onoscvigaroueco cepneca (Herpes zoster) u ogmanbmuueckozo onosacvléaoujezo
eepneca

Bspocnvie

Pexomennyemas ngo3a cocrapisieT 1000 mr 3 paza B CyTKH B T€UEHUE 7 JHEH.

Oco0BbIe IPVIIILI TAIUEHTOB

Tlayuenmwi noswcunoeo 6ospacma

HeoOxoauMo y4HWTHIBaTH BO3MOXHOE HapylieHHe (YHKIUH TOYEK Y MAIMEHTOB IMOXHIIOTO
BO3pacTa, J03a BaJallMKIOBHpPA J0KHA OBITH COOTBETCTBYIOLIUM 00Pa30oM CKOPPEKTHPOBaHA.
Heo6xoanmo moanepkuBath aleKBaTHBIA BOTHO-3JIEKTPOIMTHBIN OaaHC.

Tayuenmoi ¢ Hapywenuem Gynkyuu nouex

Jlo3y BaslallUKJIOBUPAa PEKOMEHIYETCS YMEHBIIATh y MAI[MEHTOB C BBIPAXEHHBIM HApYyIICHUEM
byHKIIMM ToYeK (CM. pexuM Ao3upoBaHus B Tabmuue 1). YV Takux nmanueHTOB HEOOXOAUMO
MOJIJICP)KUBATH a/ICKBATHBIN BOJIHO-3JICKTPOJIUTHBIN OaaHC.

Tabmuna 1. Koppekmus 10361 BaJallMKIOBHpa JJIs MPUMEHEHUS Y B3POCIBIX M MOJPOCTKOB B

Bo3pacte oT 12 no 18 et ¢ HapyumieHreM QyHKIIUU TOYEK

IHokaszanus Kimpenc kpearnnuna, Jo3a Baj1alMKJIOBHPA
MJI/MMH
OnosicpiBaroluil reprec u He meHee 50 1000 mr 3 pa3a B cyTKu
o TaIbMUYECKUH OIMOSICHIBAIOIINN ot 30 1o 49 1000 mr 2 pa3a B cyTKu
reprnec y MMMYHOKOMIIETEHTHBIX ot 10 1o 29 1000 mr 1 pa3 B cyTku
B3pOCIBIX (JIeYeHHE) Mmenee 10 500 mr 1 pa3 B cyTkn
BIIT" (neuenue)
MIMMYHOKOMTIETEHTHBIE B3POCIIBIE U He meHee 30 500 mr 2 pasa B CyTKH
MOJPOCTKH B Bo3pacte oT 12 1o 18 ner | menee 30 500 mr 1 pa3 B cyTkH
JlabuanbHbIN Teprec y He meHee 50 2000 mr 2 pasa B CyTKH
MMMYHOKOMIETEHTHBIX B3POCIIbIX U ot 30 1o 49 1000 mr 2 pa3a B cyTKu
MOIPOCTKOB B Bo3pacte oT 12 no 18 ner | ot 10 no 29 500 mr 2 pa3a B cyTKH
(;1euenue) MmeHee 10 500 mr 1 pa3 B cyTku
BIII" (mpodunaktuka (cynpeccus))
MIMMYHOKOMTIETEHTHBIE B3POCIIBIE U He meHee 30 500 mr 1 pasa B cyTku
MOJPOCTKH B Bo3pacte oT 12 1o 18 ner | menee 30 500 mr 1 pa3 B 1BOC
CYTOK
B3pocibie ¢ uMMyHOIEDUITUTOM He meHee 30 500 mr 2 pa3a B CyTKH
menee 30 500 mr 1 pa3 B cyTkn
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[Tpodmnaktuka MHPEKIMHA, BBI3BAHHBIX | HE MgHee 75 MOCTELOEAT, Mr 4 Eébg B"CI})TKI/I

[IMB, y B3pOcCibIX U HOAPOCTKOB B ot 50 10 75 1500 mr 4 pa3a B CyTKu

Bo3pacte oT 12 1o 18 ner ot 25 1o 50 1500 mr 3 pa3a B cyTku
ot 10 10 25 1500 mr 2 pa3a B CyTKH
Menee 10 unu y nanuenToB | 1500 mr 1 pa3 B cyTku
Ha TeMO/INaIn3e

Jlonoanumenvras und)opmauuﬂ Ol _NOKA3AHUA. _JleYyeHue qu)eKuuﬁ KOo#Cu U Cau3ucmuvlx

060]10qu, suizeannvix BIII, exnrouas enepevie BbLIG/ICHHbIL U peuudueupwomuﬁ CCHUMANbHbBL

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

OnpIT NpUMEHEHUsT BaJallMKIOBHpAa Y JETEH CO 3HAYCHUSMHU KIMpPEHCAa KpeaTWHWHA MEHee
50 mu/mMun/1,73 M? OTCYTCTBYET.

Jlonoanumenvhas uncopmayus 0 nokazanusl: npodurakmuxa undexyu, evizeannvix LIMB, u

3abonesanuil nocie mMpaHcniarmayuu naperxumaniosHblx opecanos

HCO6XO,I[I/IMO qacTo OInpcCAcCiIATb KIIMPCHC KpCaTHWHHUHA, 0COOEHHO B nepuona, Koriaa Q)YHKHI/IH
IIOYCK 6BICTpO MCHACTCA, HAIPUMEP, Cpa3y MHOCIC TpPAaHCIUIAHTAIIUW WX [IPUKUBIICHUS
TpaHCIJIaHTaTa, IIpU 3TOM O03a BaJAOUKIOBUpPA KOPPEKTHUPYETCA B COOTBCTCTBUU C
IMMoKa3aTejiAMU KIIMPCHCA KpCaTUHHUHA.

ﬂOnOJZHumefleClﬂ qubopMauuﬂ Osl_NOKA3AHUA: _JeyeHUe onosicslearuleco cepneca (Herpes

ZOSt@V) u 0d)maﬂbMult€CK020 onoscslearouie2o cepneca

BaanukinoBup cienyer HPUMEHATH I0CI€ INeMOAMAIN3a Yy ITAUEHTOB, KOTOPBIM ITPOBOJIAT
MIEPUOIUYECKUI T€eMOJUAIIN3S.

Tayuenmoi ¢ napywienuem yHkyuu neveHu

Ha ocHoBaHuU nccnenoBaHuil ¢ IPUMEHEHUEM OJHOKpaTHOW 103bl Basanukioupa 1000 mr y
B3pOCJIBIX MAllMEHTOB C LHUPPO30OM I[I€YEHM JIETKOM U cpelHed CcTeneHu TSXKeCTH (Mpu
COXpPaHEHHON CHHTETHYEeCKOW (YHKIMM T€YeHH) KOPpEeKLHs [03bl BaJallMKIOBUpAa HE
TpeOyercs. PapMaKOKHMHETUYECKUE JaHHBIE y B3pOCIBIX IALMEHTOB C TSKEJION CTENEeHbIO
HapyILIECHUs [IEYECHU

¢GbyHKIMK (1IeKOMIIEHCUPOBAHHBIM  IIUPPO30M), C

HapylIeHUEeM
CUHTETHUYECKON (YHKIIMM TEYeHH M HaTU4YheM NOpPTOKaBAIbHBIX aHACTOMO30B TaKXKe He
CBUJICTEJILCTBYIOT O HEOOXOJIUMOCTH KOPPEKIIMH JI03bl BAIAIMKIOBUPA, OJHAKO KIMHUYECKUN
OTIBIT TIPH JTAHHBIX MATOJOTUSIX OTPaHUYEH.
HNudopmanusa o gozax 6onee 4000 Mr B CyTKH Ui MAUEHTOB ¢ MH(EKIUSMU, BHI3BAHHBIMU
BIII" u [IMB, yka3zana B pa3zzeine 4.4.

eTH

be3onacHocTh 1 3¢ dhekTHBHOCTS Tpemapara BanamukioBup y nerei B Bozpacte ot 0 1o 12 ner

HC YCTAaHOBJICHBI. I[aHHBIC OTCYTCTBYIOT.
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IIpenapar BananukiioBup MIPUHUMAETCA BHYTPb, 3allMBasi BOJOM, BHE 3aBUCUMOCTH OT IIpUEMaA
IUINIH, B OJHO U TO )K€ BPEMs KaX/Iblii JCHb.

4.3. TIporuBomoka3zaHus

— I'unepuyyBCTBUTENBHOCTh K  BaJAUUKIOBUPY, AalUKIOBUPY WIM K J0OOMy U3
BCIIOMOTaTEbHBIX BEILECTB, IEPEUNCIIEHHBIX B pa3zaene 6.1;

— Jlerckuii Bo3pact 1o 12 ner;

— Jlerckuii Bo3pacT 10 18 jer mpu JeueHHH OMOSCHIBAIOIIETO repreca U O(PTaIbMHYECKOTO
OIOSICBIBAIOIIIETO TepIieca;

— HenepeHOCUMOCTb JTaKTO3bI, ASPHUIUT JIAKTA3bI, TIIOKO30-TAIAKTO3HASI MAIbaOCOPOIHs.

4.4, OcoOble yKa3aHUsA U MepPbI MPeI0CTOPOKHOCTH NPH MPUMEHEeHH U

C 0CTOPOKHOCTEIO

VY mnamnueHToB € MOYEYHOW HEIOCTATOYHOCTHIO; TMAlMEHTOB C KIMHUYECKU BBIPAKEHHBIMU
dbopmamu BUY-unbekuuu; npu OJHOBPEMEHHOM IpHeMe HEe(DPOTOKCUYHBIX JIEKAPCTBEHHBIX
CPEJICTB.

Oco0ble yKazaHus

Jlexapcmeennas peaxyus ¢ 303unogpunuent u cucmemuvimu nposeienuimu (DRESS-cunopom)

Ha ¢one neuenus BamanukiaoBupom coobmianock o DRESS-curnpome, KoTOphii MOKET OBITH
YIPOXKAIOLIUM JKU3HH MM CMEpTeNbHbIM. [IpM HazHadeHWM Mpernapara MalKdeHTa CIeayeT
O3HAKOMUTH C Mpu3HakamMu U cumnromMamu DRESS-cunapoma M TIIaTenbHO OTCIEKHBATH
KOXKHBIE peakiuu. [Ipu mosiBIeHNH MPU3HAKOB U CUMIITOMOB, CBHJIETEIBCTBYIOIINX O Pa3BUTHUU
DRESS-cunnpoma, mpuem BalallUKIOBHpA CIEAYyeT HEMEIJIEHHO OTMEHHTh U PacCMOTPEThH
BONpoc 00 albTepHATUBHOM JIeUeHUH (B ciydae HeoOxoaumocTu). Ecnu y mamuenTta pa3Buiics
DRESS-cunnpom Ha GoHe MpUMeHEeHHs BalallMKIOBUPA, JIEYEHUE BaJALUKIOBUPOM Yy JIaHHOTO
MalreHTa HA B KOEM CITydae B JaJIbHEHIIIEM HeJb3s1 BO3OOHOBIISTS.

Tuopamayus

VY mnauuMeHTOB C pHUCKOM JETHApaTalid, OCOOEHHO Yy TMAIMeHTOB IIOXKUJIOro BO3pacTa,
HE00X01MMO 00eCeunTh aJeKBaTHbIM BOJAHO-3JIEKTPOIUTHBIN OaslaHC.

Ipumenenue y nayuenmog ¢ HapyuieHuem QyHKyuu no4ex u y nayuenmos noMHCUuilo2o 603pacma
[TockoNBKY alMKIOBUP BBIBOAMUTCS TTOYKAMH, HEOOXOJAUMO YMEHBIIHUTH J03Y BaJAIIMKIOBHPA Y
NAallMeHTOB C HapyleHueM (YyHKIUM ModYeK. Y TAalKMeHTOB IMOXKMIJIOTO BO3pacTa MOXKET
HaOJIr01aThCs HapylleHne (QYHKIMU MOYeK, MO3TOMY CIIEAYeT pacCCMOTPETh YMEHbBIICHHE JI03bI
JUIE OTOW TPYNIbl TManueHTOB. Kak malMeHThl IMOXHUIIOTO BO3pacTa, TaK M MAIMEHTBI C
HapymeHneM (QYHKIMM TIOYeK BXOJIT B TPYNIy TIOBBIIIEHHOTO pHCKa Pa3BUTHUS

HECBPOJIOTHUYICCKUX OCHO)KHGHHﬁ, TaKMM IalMCHTaM HeO6XO,Z[I/IMO 00eCIeYnTh TIIATEIbHBIM
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BpadeOHBI KOHTpONb. Kak ImpaBuio, 3TH peaiuy B obHOHHON o T‘E%B

cJlydae OTMEHBI Iperapara.
Jleuenue nabuanvroco eepneca u npogunaxkmuxa LIMB-ungexyuii u 3a601esanuii

Ipumenenue evicoxux 003 salayuKkiosupa npu HapyuweHuu @VHKMMIZ neyeru u nocne nepecaaku

neyeHu
Her nanHbpIX 0 mpuMEHEHUHU BajallMKIOBUpPa B BBHICOKUX 103ax (4000 Mr B CyTKM U BBIIIE) y
NAIMEeHTOB C 3a00JI€BaHWEM II€YEHHU, MOITOMY TAaKUM MAIMEHTaM BBICOKME 03Bl Ipernapara
BananuknoBup AOMKHBI Ha3HAYaThCS C OCTOPOXKHOCTHIO. CrenuanbHbIE HCCIEAOBAaHUS 10
M3YYEHHUIO JICHCTBUS BaJallMKIOBHpA MPHU Iepecajike Me4YeHu He MpoBomiInch. OIHAKO ObLIO
YCTAHOBJICHO, YTO MPO(UIAKTUYECKOE HA3HAUYEHUE AIIMKIOBHPA B BBICOKMX J103aX YMEHBIIAET
nposiinenue LIMB-undexyuu u 3adoneBanus.

Hcnonvzosanue npu cenumanbHom eepnece

[TaruenTam cregyeT peKOMEHAO0BATh BO3JIEPKUBATHCA OT IMOJIOBBIX KOHTAaKTOB MPU HAIMYUU
CUMITOMOB, Ja)K€ €CJIM JIEYEHUE MPOTUBOBUPYCHBIM IpernaparoM BanauukioBup yxke ObuIO
Hayaro. CynpeccuBHas Tepanusi BaJlallMKIOBUPOM CHHXKAET PHUCK NEpelayd TeHUTAJIbHOTO
reprieca, HO MOJHOCTBbIO HE HCKIIOYAeT PUCK HMH(DUIHUPOBAHMS U HE MPUBOJUT K TOTHOMY
usnedyeHuro. Tepanus npenapatoMm BamanukioBup peKOMEHIYyeTcsl B COUETAaHUHU C HaJIeKHBIMU
cpeacTBaMu OapbepHON KOHTPALICTIIIH.

BcnomMorarensHble BelecTBa

[Ipemapar BanauukmnoBup colepkuT JakTo3y. IlammeHTam ¢ peako BeTpeyarolieiics
HACJIC/ICTBEHHOM HENEepPeHOCHUMOCTbIO TallakTo3bl, Je(QUIMTOM JIaKTa3bl WM TIIIOKO30-
raJIaKTO3HOM MaabaObCcopOIMelt He ClieIyeT MPUHUMATD STOT Mperapar.

45. B3aumopeiicTBHe C JPYIrMMH JieKAPCTBEHHbIMH NpenapaTamMM W JApyrue BHbI
B3aMMO/JEHCTBHUA

Knuanyecku 3Ha4MMble B3aMMOIECHCTBHS HE YCTAHOBJICHBI.

ATMKIIOBUD BBIBOJHUTCS TIOYKaMH, B OCHOBHOM B HEM3MEHEHHOM BHJIE, TIOCPEICTBOM aKTHBHOM
noyeuHoi cekperuu. CodeTaHHOE MPUMEHEHHE JIEKAPCTBEHHBIX CPEJCTB C ATHM MEXaHH3MOM
BBIBEJICHHSI MOKET IPUBECTHU K MOBBIIICHUIO KOHIIEHTPALIUHU allUKJIOBHUpPA B IJIa3Me KPOBH.
[Tocne nazHaueHus npenapara BamanumkinoBup B no3e 1000 Mr nuMeTuavH M MpoOEHELU,
KOTOPBIE BBIBOMSATCS TEM K€ IyTeM, YTO M BaJalMKIOBHpP, MoBbimaioT AUC anukioBupa H,
TaKUM  00pa3oM, CHW)KAIOT €ro TModYeyHbld kimpeHc. OpHako, BBHIY OIHPOKOTO
TEpaneBTHUECKOT0 MHJEKCa allMKIOBHpA, KOPPEKIUs J103bl MpenapaTa BamauukioBup B 3TOM
ciydae He TpeOyercs.

[Tpu neueHun naOuanbHOrO Trepreca, NMPOPHIAKTHKE W JIEYEHWU 3a00JI€BaHMM, BBI3BAaHHBIX

[IMB, HeoOXxomuMo cOONIOAATh OCTOPOXKHOCTh B CiIydae OJHOBPEMEHHOTO TPUMEHEHUS
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npenapara BamanukiaoBup B 60Jiee BEICOKUX JI0Bax (400(ﬂwr -B%Eﬁ“&%dmcf{apcﬁékhmx

MpernapaToB, KOTOPbIe KOHKYPUPYIOT C allUKJIOBUPOM 3a MYTh BBIBEJCHMUS, TaK KaK CYIIECTBYET
MoTeHUUalbHass Yrpo3a IIOBBIIICHHA B IIJIa3ME KPOBHW KOHICHTpAalMKM OAHOI'0 WA 0601/IX
npenapaToB Wi UX Mera0oinuToB. bputo ormeueHo moBbimenne AUC anukioBupa u
HEaKTHBHOTO MeTabouTa MuKo(deHoaTa Modernina (MMMYHOICTIPECCAHT, IPUMEHSIEMBIN TIOCTIE
TpaHCIUIaHTAllMM OPraHOB) IPU OAHOBPEMEHHOM IIPUEME ITUX IIPENIAPaATOB.

OnHOBpeMEHHOE TPUMEHEHNE BATAUKIOBUPA ¢ HEPPOTOKCUUHBIMHU IIPETIapaTaMy, B TOM YUCIIE
AMHHOTJIMKO3HMIaMH, OPTaHUYECKUMHU COCITUHCHUSMH ILUIATUHBI, HOAMPOBAHHBIM KOHTPACTHBIM
BEIIECTBOM, METOTPEKCATOM, IIEHTAMHIUHOM, POCKAPHETOM, IIHKJIOCTIOPUHOM U TAKPOIUMYCOM,
JOJKHO TIPOBOJUTHCS C OCTOPOXKHOCTBIO, OCOOCHHO y TAIlMEHTOB C HapylieHueMm (GyHKIuu
MOYEK, U TPEOYET PEeryasipHOrO MOHUTOPUHTA (DYHKIIUHU TTOYEK.

4.6. ®epTHWIBHOCTD, 0€PEMEHHOCTD U JIAKTAMS

DepTHabHOCTD

B unccrnenoBanusax Ha )KMBOTHBIX BAIAIMKIOBUD HE OKa3bIBAN BIUSHHS Ha (EpTUIBHOCTH. Tem
HE MEHee, IPUMEHEHHUE BBICOKMX J103 alMKIJIOBUpA MpPU MapEeHTEPaIbHOM BBEIACHHUM BbI3bIBAJIO
TECTUKYJISpHBIE 3P DEKTHI Y KPBIC U COOAK.

HccnenoBanus 1o BIMSHUIO BAJALMKIOBUpAa Ha (DEpTUIBHOCTH y JIOJIEH HE IMPOBOIMIIKCE.
Opnnako He ObUIO 3aperucCTpUPOBAHO M3MEHEHUH B KOJMYECTBE, IMOJBUKHOCTU U MOP(OIOTUU
crnepmaro3ouioB y 20 manMeHToB yepe3 6 MecsIEeB €KEIHEBHOIO MPUMEHEHUSI BaJIAl[UKIOBHpa
B no3ax ot 400 mr o 1000 mr.

bepeMeHHOCTD

HmeroTcss orpaHWYeHHbIE JaHHbIE O MPUMEHEHUM BalallUKIOBUpa MpH OEpeMEeHHOCTH.
BananuknoBup cneayeT NpUMEHSATh IpU OEpEeMEHHOCTH TOJBKO B TOM Ciy4ae, €cliu
NOTEHIMAIbHAS M0JIh3a JIJIsl MaTepy MPEBOCXOJUT MOTEHIMATIbHBIN PUCK IS MJI0A.

B peructpax OepeMeHHBIX OBLIM 33JOKYMEHTUPOBAHBI HMCXOJbl OEPEMEHHOCTH Yy >KEHIIMH,
NPUHUMABIINX BAJALMKIOBUP WM ApPyrue IMpernapaThl, COAEpIKALUE AlUKIOBUP (ALIMKIOBUP
ABJIIETCS. aKTUBHBIM METAa0OJIUTOM BaauukioBupa), 111 u 1246 nabmroieHuil, COOTBETCTBEHHO
(13 xoropeix 29 u 756 npuUHUMaNU TNpenapaTbl B IEPBOM TpUMeECTpe OepeMEeHHOCTH),
NpPEeACTaBIsUIn COOONH MCXO/Abl OEpPEeMEHHOCTH, 3apeTUCTPUPOBAHHbBIE NMPOCHEKTHUBHO. AHAIN3
JAHHBIX, IPEJICTABICHHBIX B PETUCTpPEe OEpEeMEHHBIX, MOIBEPIIINXCSI BO3ACHCTBHUIO allUKIIOBUPA,
HE BBISIBWJI YBEJIMUYEHHUS YKCIa BPOXKICHHBIX Ne(PEKTOB y UX JIeTell MO CpaBHEHHIO ¢ OOIIei
HOMYJSAIUed, HU 1O OJHOMY M3 IOPOKOB pPa3BUTHUS HE BBISBICHO CHEUU(DUYHOCTH WU
3aKOHOMEPHOCTH, YKa3bIBAIOIIMX Ha OO0yt mpuuuHy. [ToCKOIbKYy B peructp OepeMeHHBIX

OBLIIO BKIIOYEHO HEOOJBIIOE KOJIUYECTBO KCHIIMH, IMPUHHUMABIINX BaJIAIIUKJIOBUP BO BpEMHA
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OepeMeHHOCTH, TO JOCTOBEPHBIX U OMpPENEICHHBIX sarIoderti—o BEsOTACHOCT

BaJIAIIMKJIOBUPA MPU OEPEMEHHOCTH ClIeNaTh HEJb34.

JlakTanus

AULUMKIIOBUP, OCHOBHOW METa0OJUT Ballal[MKJIOBHpa, MPOHUKAET B rpyaHoe Mosoko. I[locne

npuema BanamnukiaoBupa B o3¢ 500 mr BHYTph Cmax B rpyaHom mojoke B 0,5-2,3 pasa (B

cpenneM B 1,4 pasa) mpeBbllllaza COOTBETCTBYIONIME KOHIEHTpAIMU AlMUKJIOBHpA B IUIa3Me

kpoBu matepu. Coornoumienue 3HadeHudt AUC aumkioBupa B rpyaHom mojoke k AUC B

CBIBOPOTKE KpOBHM MaTepu BapbupoBaiuch oT 1,4 no 2,6 (cpemnee 3nHauenue 2,2). CpemHee

3HaYeHHE KOHLEHTPALMU AalMKIOBHpa B TPYAHOM MOJOKE cocTaBisio 2,24 MKr/mi

(9,95 mMxmonw/m). [Ipu npueme MaTepbro BajamukiaoBupa B no3e 500 Mr 2 paza B CyTKH JIETH,

HaxoJdIIMecs Ha TPYJIHOM BCKAPMJIMBAHHWM, TOJBEPralOTCs TaKOMY K€ BO3JICUCTBUIO

alMKIIOBHpA, Kak MpuU NpueMe ero BHYTpb B no3e okono 0,61 wmr/kr/cytku. Ilepuon

MOJTYBBIBEICHUS AI[MKJIOBHPA U3 TPYTHOTO MOJIOKA TaKOH ke, KaK U3 IJIa3Mbl KPOBU.

BananukinoBup B HEU3MEHHOM BUJE HE OIpEAEsUICS B IIa3Me KPOBU MaTepH, IPYyHOM MOJIOKE

WK MO4Ye peOeHKa.

BanamukinoBup crneayeT Ha3HayaThb C OCTOPOXKHOCTBIO JKEHIIMHAM B TIEPUOJA TPYAHOTO

BCKapMJIMBAHHSI.

TeMm He MeHee, auMKJIOBUDP JI1 BHYTPUBEHHOTO BBEICHUS NpuMeHsieTca s aedenus BIID y

MITazieHIeB B 103¢ 30 MI/Kr/CyTKH.

4.7. Bausinue Ha CNOCOOHOCTH YNPABJATH TPAHCHOPTHLIMHU CpPeACTBAMHM H padoTaTh €
MeXaHM3MaMH

Heo6xoauMo yuuThIBaTh KIMHHUYECKOE COCTOSHUE MalMeHTa W Mpo(uiib MOOOYHBIX PEAKIUN

BaJallMKJIOBHpa TP OLEHKE CHOCOOHOCTH TMAalMeHTa YIpaBisATh AaBTOMOOWIIEM WJIU

JBIKYIIMMHCS MEXaHU3MAMH.

4.8. HexenateJbHble peaKIuu

Pesrome nmpoduinst 0e30macHoCTH

HexenatenbHble peakiuu TEpPEUHCIeHbl HUXE B COOTBETCTBUM C KJacCHU(PUKAMEH 10
OCHOBHBIM CHCTEMaM M OpraHaM M 4YacTOT€ BCTPEYaeMOCTH, KOTopas ObUIa ompeieneHa
crenyromuM obpa3zom: odeHb yacto > 1 Ha 10, yacto > 1 Ha 100 u < 1 Ha 10, Hewacto > 1 Ha
1000 u < 1 na 100, peaxo > 1 va 10000 u < 1 Ha 1000, ouens peaxo < 1 ma 10000.

JlaHHbBIE KIMHUYECKNUX UCCIIEIOBAHUI

Co CMOpPOHbL H€p6H012 cucmembl U NCUXUKU. 9ACTO — TOJ0BHAS 00JIb.

Co CMOpPOHbL ofceﬂyc)quo-Kumeqﬁoeo mpaxkma: 4aCToO — TOIIHOTA.
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(NOCNEQCBATENEHOCTE 0001)

JIaHHEIE TOCTPETUCTPAIMOHHBIX UCCIENOBAHUN

Co cmoponbl cucmemvl Kposu U Op2aHO8 KpOBemBOpeHus: OYEHb PEIKO — JEHKONEeHus,
TpoMOonHTONICHHsI. B OCHOBHOM JICHKONEHUsS HaOto/anach y MAIMEHTOB CO CHUKCHHBIM
MMMYHUTETOM.

Co cmopoHbl UMMYHHOU cucmembl: O9€Hb PEIKO — aHA(PUITAKCHSL.

Co cmoponbl HepsHOU cucmembl U NCUXUKU. PEIKO — TOJIOBOKPYKEHUE, CITyTAHHOCTh CO3HAHUS,
TraJUTIOLIMHALMNA, YTHETEHUE CO3HAHMS; OYEHb PEAKO — AXKUTALMSA, TPEMOD, ATAKCHS, TU3APTPUS,
MICUXOTUYECKHE CUMIITOMEBI, CYZOPOTH, dHIe(haIonaTus, Koma.

[lepeuniciieHHBIC BBIIE CHMIOTOMBI B OCHOBHOM OOpaTUMbl M OOBIYHO HAOJIOMAOTCA Y
MalMeHTOB C HapylieHHeM (QYHKIMH TO0YeK WM Ha (oHe APYyrHxX Ipeapacroiararoimmux
COCTOSIHUM. Y B3pOCHBIX MALMEHTOB C TPAHCIUIAHTUPOBAHHBIM OPraHOM, IMOJYYaIOIIUX BBICOKHE
036l (8 T B ACHB) BanmanukioBupa s npoduinaktuku [[MB-uHbekmmnu, HEBpOIOTHYSCKUC
pEeaKIMK pa3BUBAIOTCS Yallle, YeM MPHU NMprueMe B 00Jiee HU3KHUX J03aX.

Co cmopoHbl ObixamenbHoU cucmembl U OP2aH08 CpedoCHeHUs: He4acTo — OBIIIKA.

Co cmopoHbl dHceny00uHO-KUeYHo20 mpakma: peiaKo — TUCKOM(OPT B )KUBOTE, PBOTA, TUAPES.

Co cmopomnbl neueHu u HcenuesvloOAWUX nymeli: OY€Hb PEIKO — O0O0paTUMble HAPYIICHHS
(GyHKIIMOHAJIBHBIX TIEYEHOYHBIX Mpo0, KOTOphIE HMHOT/A pACICHUBAIOT KaK MPOSBICHHE
renarura.

Co cmopoHbl KOdMCU U NOOKONCHBIX MKAHel: HEYACTO — BBICHITIAHUSA, BKJIIOYAs MPOSIBICHUS
(OTOUYBCTBUTEILHOCTH; PEIKO — 3y/; OYCHb PEAKO — KPalMBHUIIA, aHTHOHEBPOTUYECKUN OTEK;
HEW3BECTHO — JIEKAPCTBEHHAs peakius C D03MHOPUINEH M CUCTEMHBIMHU TMPOSIBICHUSMU
(DRESS-cunapom) (cm. pasaen 4.4.).

Co cmoponbl nouex u MouesvlgoOAWUX Nymell: HEUACTO — TeMarypusi (4acTo CBS3aHHAs C
JPYTUMU HapYIIEHUSIMH CO CTOPOHBI TIOYEK); PEIKO — HapylleHue QYHKIMH MOYeK; OUYEHb PEIKO
- ocTpas MoYcyHas HEJOCTAaTOYHOCTb, mo4eyHas KOJINKA; HEU3BECTHO -
TyOynouHTepcTUIIMaNbHbIil Hedput. [lodeunas koimmka MOXkeT OBITh CBA3aHA C HapylIeHHEM
byakun modyek. CoolImianochk O ciydasx OCaXJACHHE KPUCTAIJIOB alMKJIOBHpAa B MPOCBETE
MOYEYHBbIX KaHalblleB. HeoOxoaummo coOM0aTh aleKBAaTHBIM MUTHEBOW PEXKHUM BO BpeMs
JICUCHMS.

Ilpouue: y TAallMEHTOB C TSDKETIBIMU HAPYIICHUSIMU HMMYHUTETa, OCOOCHHO Yy B3pPOCIHBIX
MAIMEeHTOB C Jajeko 3amexamed cragueit BUY-uHbekuuu, mOTydarommx BBICOKHE 03I
BaJIAIMKJIOBUpaA (8§ T €XKEIHEBHO) B TEUYCHHUE JIMTEIHPHOTO BpPEMEHHU, HAOIIONATUCh Clydau
MOYEYHOM  HEJOCTATOYHOCTH, MHUKPOAHTHOMATUYECKOW  TEeMOJUTHYECKOM  aHEeMUU U

TpoMOouuTonieHnn (MHOTIAa B KoMOMHammu). [1omoOHBIE OCIOXHEHHS OBUTM OTMEYEHBI Y
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY

MOJIy4aBIINX BaJIAlIUKIIOBUP.

COOGH.ICHI/IC 0 ITOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHO c00011aTh 0 Mo03peBAEMbIX HEXKEIIATEIbHBIX PEAKIMIX MOCIIEe PETUCTpaIluy MmperapaTa
C Ienbl0 O00ECTeUeHHs] HEMPEePHIBHOTO MOHHUTOPHUHTA COOTHOIICHHSI «II0JIb3a — PHCK»
JICKapCTBEHHOTO Tpernapara. MeIuIMHCKAM pa0OTHUKAM PEKOMEHIYeTCsS COOOMIaTh O JIF0OBIX
MOJI03PEBACMBIX HEKEIATEIbHBIX PEAKIUIX JICKAPCTBEHHOTO Iperapara depe3 HaHOHAIbHBIE
CHUCTEMBI COOOIICHUS O HEXENAaTeIbHBIX PEaKIUiIX ToCyIapcTB - 4ieHOB EBpasuiickoro
SKOHOMHYECKOI'0 COI034a.

Poccuiickas ®eoepayus

Anpec: 109012, Mocka, CnaBsiHCKas 1J1011a/1b, 1. 4, cTp. 1

OenepanibHas ciryx0a 1Mo Haa30py B cdepe 3npaBooxpanenus (PocsnpaBuaazop)

Ten.: +7 (800) 550-99-03

®daxc: -

D, moura: pharm@roszdravnadzor.gov.ru

Caiit B nHGOpMaIMOHHO-KOMMYHHKaMOHHOM ceT «MHTepHeT»: https://roszdravnadzor.gov.ru/
4.9. Ilepeno3upoBKa

CuMITOMBI

Ocrpast mmoyeyHass HEJOCTATOYHOCTh M HEBPOJIOTMYECKHE HApYIIEHHs, BKIIOYas CIIYTaHHOCTH
CO3HaAHMS, TAJUTIOIMHALIMN, QKUTAIIUI0, YTHETCHHE CO3HAHUS U KOMY, a TAK)Ke TOIIHOTa U PBOTA
HAOMIOMATUCh Yy MAIMEHTOB, MOJYYHMBIIMX O3Bl  BAJAIIMKIOBUpPA,  MPEBHIMIAIONINE
pekoMeHI0BaHHbIe. [10JOOHBIE COCTOSHUS dYallle OTMEYAIUCh Yy MAlWEHTOB C HapyIIECHHEM
(GYHKIMH TI0YEK M MAMEHTOB IMOYKKIIOTO BO3PACTa, IMOJYYHBIIUX ITOBTOPHBIE MPEBBIMIAOIINE
PEKOMEHI0BaHHBIE 0351 BAJIAIIMKIOBUPA, BCIEICTBUE HECOOIOICHHS PEXMMA TO3UPOBAHHS.
Jleyenue

IMTanueHThl JOJDKHBI HAXOAUTHCS O TIIATEIBHBIM MEIUIIMHCKAM Ha0roeHreM. I'eMoinanus B
3HAYUTEIHLHON CTENEHN CIHOCOOCTBYET BBIBEAECHHUIO AIIMKIOBHPA U3 KPOBH U MOXET CUHTATHCS

MCTOAOM BLI60pa IIpU BEACHUHN MMAlTUCHTOB C Hepeﬂ03Hp0BKOﬁ BAJIATUKJIOBUPOM.

5.  ®APMAKOJIOTMYECKHUE CBOMCTBA

5.1. dapmakoauHaMH4YeCKHe CBOICTBA

@®apMakoTEpareBTUYECKAsl TPYIIA: MPOTUBOBUPYCHBIE CPENCTBA CHCTEMHOIO JIEHCTBUS;
IIPOTUBOBUPYCHBIE CpPEACTBA NPSIMOIO JEHUCTBUS; HYKIEO3UABl M HYKICOTHIBI, KpOMe

MHTHOUTOPOB 00PAaTHOM TPAHCKPUIITA3HI.

Kox ATX: JOSAB11
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MexaHu3M IeHCTBUS

BananuknoBup SBISETCS MPOTUBOBUPYCHBIM CPEICTBOM, IMPEACTaBISET co00W L-BamnHOBBIN
CIIOKHBIA A(QHp auUKIOBHpA. AIMKIOBHD SBISETCS aHAIOTOM ITyPUHOBOTO HYKIICO3HA
(ryaHnuHa).

B opranusme uenoBeka BaJallMKIOBUP OBICTPO U NMPAKTUYECKU IMOJIHOCTHIO MpeBpallaercs B
AIMKJIOBUP u L-Banun MPEANOI0XKHUTEIIBHO noj BO3/ICIICTBHEM depmenTa
BaJIAIIMKJIOBUPTUIPOJIA3bl. ALMKIOBUDP SIBISICTCS CHENU(DUYSCKUM WHTHOUTOPOM BUPYCOB
repreca ¢ akKTHBHOCTBIO iN Vitro mporus BIII' 1-ro u 2-ro THIIOB, BapHIEIa-30CTEp BUpYyCa
(B3B) (Varicella zoster virus), mutomeranosupyca (IIMB), Bupyca Dminreitna-bapp (BOB) u
BHUpYycCa repreca deinoBeka 6-ro tumna. AuukioBup uHruoupyer cunre3 BupycHou JIHK cpazy
nociie pochopunrpoBaHus U MpeBpaIieHUs B aKTUBHYIO (hopMy — anukiaoBupTpudocdar.
[TepBast cragus gochopumupoBanus TpeOyeT aKTUBHOCTH BHPYC-CHEUPUICCKUX (HEPMEHTOB.
Jnsa BIII, B3B u BOb Takum ¢QepmenToMm siBIsieTCs BHpPYCHas TUMUAMHKWHA3a, KOTOpas
INPUCYTCTBYET TOJBKO B TOPAKEHHBIX BHUPYCOM KIIeTKax. YacTUYHO CENeKTUBHOCTh
dochopunpoBaHus MOIAEPKUBACTCS Yy MUTOMETAIOBUPYCA U OTIOCPEOBAHHO Yepe3 MPOIYKT
rera ¢ocdorpancdepazsl ULI7. ITa HEOOXOAUMOCTh aKTHBAIMH AITUKIOBHPA CIICHH(PUICCKHM
BUPYCHBIM (DEpMEHTOM B 3HAUUTEIBHON CTETIEHU OOBSICHSET €T0 CEICKTUBHOCTb.

[Tpouecc dpochopunupoBaHus anukiIoOBHpa (IPEeBpaIlleHHe U3 MOHO- B TpudochaT) 3aBepiiaeTcs
KJICTOYHBIMHA KWHa3aMH. ANuKIoBHpTpU(ochaT KOHKypeHTHO HHTHOupyer BupycHyro JIHK-
noJimMepasy M, OyIydd aHajioroM HyKJIeo3uaa, BcTpauBaercs B BupycHyto JIHK, uro npuBoaut
K oOnmuraTHOMy paspeiBy Iienu, mnpekpamenuto cunre3a JIHK wu, cnegoBarenbHo, K
OJIOKMPOBAHUIO PEIUIHKAIINH BUPYCA.

dapmakogngamuyeckue 3P HeKToI

Pe3ucteHTHOCTh K aIUKIOBHPY OOBIYHO 0OYyCiIOBI€HA JAe()UIMTOM TUMUAMHKUHA3bI, YTO
IPUBOJIUT K UYpE3MEPHOMY PACIIPOCTPAHEHMIO BUpYCa B OpraHu3Me Xo3siMHa. B penkux ciyuasx
CHIDKEHHE YYBCTBUTEIBHOCTH K allMKJIOBUPY OOYCIIOBJIEHO IMOSBICHHEM LITAaMMOB BUpYCa C
HapyIIEHUEM CTPYKTYpbl BUpYCHON TMMuAuHKMHA3bl uinu JJHK-nmonumepassl. BupyneHTHOCTD
3TUX Pa3HOBHUJIHOCTEW BHpYyCa HAIIOMUHAET TAKOBYIO Yy €0 JUKOT'O IITaMMa.

[To pesynpTaTam obmupHoro uccnegopanus mrammos BIII u B3B, otoOpanHbIX y malMeHToB,
NOJYYaBIIUX TEparnuio AalUKIOBUPOM WM TNPUMEHUBIIMX €ro B LENAX NPO(UIAKTUKH,
YCTaHOBJIEHO, YTO BUPYCHI C MOHMKEHHON YyBCTBUTEJIBHOCTHIO K BAJALIMKIOBUPY BCTPEUYAOTCS
KpaiiHe peaKo, HO MOTyT ObIThb OOHAapy>KEHbl B PEIAKUX CIydasx y MAlUEHTOB C TSAKEIbIM
HapylIeHHWEeM HMMYHHUTETa, HalpuMep, PELMIHUEHTOB TpPAaHCIJIAaHTaTa KOCTHOTO MO3ra WU
OpraHa, TIIallUEHTOB  INOJYYAlOUIMX  XHUMHOTEpAlUI IO  IOBOJAY  3J0KaUYECTBEHHBIX

HOBOOOpa3zoBauuii, 1 y BUU-undpuuupoBaHHbIX.
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CIOCOOCTBYET  KYNMHUPOBaH

MPOJOHKUTEILHOCTh M COKpAIIaeT MPOIEHT OOJIBHBIX C OOJISIMU, BHI3BAHHBIMHU OTIOSICHIBAIOIITUM
reprecoM, BKIII0Yasi OCTPYIO MOCTTEPIETUUYECKYIO HEBPAJTHIO.

5.2. dapMakoKHHeTHYEeCKHE CBOWMCTBA

AOcopbuus

[Tocne mpuema BHYTPh BAJIALIMKIOBUP XOPOILIO BCACHIBACTCS U3 KEIYIOUYHO-KHUIIIEYHOTO TPAKTa,
OBICTPO M TIOUTH MOJTHOCTHIO IPEBPAILAACH B AlIMKIOBUP U BAJIMH. DTO MPEBPAIICHUE, BEPOATHO,
OCYIIIECTBIISICTCS (PEPMEHTOM MEUEHU BATALUKIOBUPTUIPOIA30H.

[Tpu npueme BanauukioBupa B g03e oT 1000 Mr 6M0A0CTYIHOCTH allMKIOBUpa cocTaBisieT 54 %
U HEe CHIWkaercs OT mnpuema numy. @dapMakokMHETHKA BaJlallUKIOBHpA HE SIBISETCS
110303aBUCUMOM. CKOpPOCTh M CTENEHb BCACHIBAHUS YMEHBIIAIOTCA C YBEJIWYEHUEM JO3BI,
MPUBOJIS K MEHEE MPOMOPLHOHATBHOMY YBEIMYECHHUI0O MAKCUMAIIbHON KOHIICHTpPAIMU B IIa3Me
KpoBH (Cmax) 1O CpaBHEHUIO C TEpPaleBTUYECKUM JUAMa30HOM 03 U  CHIKEHHUIO
OMOIOCTYIMHOCTH TpH J03aX Bbiie 500 mr.

Tabmuna 2. Pe3ynbTaThl ONICHKH (apMaKOKHHETHKH AlUKIIOBUPA MIPH MPUEME OJJHOKPATHBIX 703

BajanukioBupa ot 250 mr 10 2000 Mr 310pOBBIMU JOOPOBOJIBIIAMU C HOPMAIBHOHN (PyHKIIHEH

HICUCHH
®apmakokurerndeckue | 250 mr (N=15) | 500 mr (N=15) | 1000 mr (N=15) | 2000 mr (N=8)
napaMmeTpsl
AIUKIIOBHPA
Crmax MKMOJIB/T 9,78+ 1,71 15,0+4,23 23,1 £8,53 36,9 £ 6,36
MKT/MJI 2,20+ 0,38 3,37+0,95 5,20 £1,92 8,30 £1,43
Tmax qachel (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 YXMKMONB/TT | 24,4 + 3,65 493 +7,77 83,9 £20,1 131 +£28,3
9 XMKT/MIT 5,50+ 0,82 11,1 £1,75 18,9+4,51 29,5 +6,36

Cmax — MaKCUMaJIbHasA KOHILICHTpAIUsA B IJIa3M€ KPOBU;

Tmax — BpeMsi 10 JOCTHXKEHNSI MAKCUMaJIbHON KOHIIGHTPALIUY B IJIa3Me KPOBH;
AUC — momane noJ papMakOKMHETHYECKOW KPUBOM «KOHUEHTpalus-Bpemsi». 3HaueHus: Cmax 1 AUC oTpaxatot

CpeIHee CTaHAAPTHOE OTKJIOHEHHE. 3HAaUeHUS IS Tmax OTPaKalOT MEAMaHHOE 3HaUEHHUE U IUaNa30H 3HAUYCHHH.

MaxkcuManbHasi KOHLIEHTpalys BaJIALMKIOBUPA B IUIa3M€ KpOBU cocTaBiseT Juumb 4 % or
KOHIIEHTPALlMU allMKJIOBHpa, MEIMaHa BPEMEHU ee NocTrxkeHus coctaiser oT 30 mo 100 Mun
nociae mnpuema mnpemapara. Yepes 3 uwaca mocie IpueMa IIpernapara KOHIEHTpalus
BAJIALIMKJIOBHPA JJOCTUTAET YPOBHS KOJIMYECTBEHHOTO ONPEIEICHUS NN HUKe. BamanukiioBup n
AIMKJIOBUP MMEIOT aHAJIOTWYHbIE (DapMAaKOKHHETHUYECKHE apaMeTphl 1MOciie OAHOKPATHOTO MU
MHOrokpatHoro mnpuema. B3B wu BIII' 3HauutensHo HE U3MEHSIOT (HapMaKOKUHETHKY

BaJIaTMKJIOBUPA W AllUKIIOBHpPA ITOCJIC ITPpUEMaA BaJIAlIUKIIOBUPA BHYTPb.
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Pacnopenenenue

CreneHb CBA3BIBAaHUS BAJAIMKIOBUPA ¢ OelIKaMHu Ia3Mbl KpoBU oueHb HU3Kas (15 %). Ctenenn
NPOHUKHOBEHUsS B IepedpocnuHanbHyto xuakocts (LICXK) ompenensiercss kak COOTHOLICHHE
AUC B ICXK x AUC B m1a3ame KpoBH U COCTaBJIsICT OKOJI0 25 % IS alKIOBHpa U METaboJInTa
8-ruIpOoKCHALIMKIIOBUPA (8-OH-ACV); OKOJIO 2,5 % JUTSL MeTabonuTa
9-(kap6okcumerokcu )Metmiryanuda (CMMG).

Buorpancdopmarus

[Tocne mpuema BHYTph BajJallMKJIOBHUp IMpeBpallaeTcs B alUMKIOBUP U L-BamuH mocpeacTBOM
MPECUCTEMHOr0 METa0OoJMu3Ma B KHILIEYHHMKE W/MIU MEYEHOYHOro MeTabonu3ma. AIMKIOBHUP
npespamfaercs B Maible MeTabomutel: CMMG moj BO3ACHCTBHEM JTHIOBOTO CIUPTA U
anpreruageruaporenassr; 8-OH-ACV non Bo3zaeiicTBueM anbaeruaokcuaasel. [lpumepro 88 %
OT OOIIEer0 COBOKYITHOTO BO3JCHCTBHSI Ha TUIa3My KPOBH MPUXOTUTCS Ha arukiosup, 11 % — Ha
CMMG u 1 % 8-OH-ACV. BanauukioBup © alUKIOBHP HE METa0OIU3UPYIOTCS
n3ohepMeHTaMu CUCTEMBI ITuTOXpoma P450.

DJIMMHUHALHS

VY manueHToB ¢ HOpMaIbHON (PYHKIMEH IMOYEK TIEPHO/ TIOTYBBIBEICHUS AIUKIOBHPA U3 TUTa3Mbl
KpPOBH IIOCJTIE OJIHOKPATHOTO WJIM MHOTOKPAaTHOTO MpHEMa BAJAIMKIOBHpPA COCTABISAET OKOJIO
3 gacoB. Menee 1 % OT mpUHSTON 03Bl BAIALMKIOBUPA BBIBOAUTCS OYKAMU B HEU3MEHEHHOM
BUJC. BamanukiIoBUp BBIBOJUTCS €3 OpPraHW3Ma IIOYKaMH MPEUMYIIECTBEHHO B BHUIC
arukiioupa (6ostee 80 % ot mpHuHSTOH 103b1) 1 MeTabosmTa arukioBupa — CMMG.

CDaDMaKOKI/IHGTI/I‘IGCKaﬂ-d)aDMaKOI[I/IHaMI/ILIGCKaH 3aBUCHUMOCTD

[loyeuyHas HEAOCTATOYHOCTh

BeiBenienne amnukioBupa KoppeiaupyeT ¢ (GyHKIMEH I0YeK, OSKCIO3UIUS alUKIOBUpPA
YBEJIMYUBAETCS C YBEJIIMYCHUEM CTEIEHH TSKECTH MOUYEYHON HEOCTATOYHOCTH. Y IMalMEHTOB C
TEPMHUHAJIBHOM CTagueil MOYeuHOM HEIOCTATOYHOCTH IEpPUOJ TONYBBIBEICHUS alUKIOBUpA
1ocjie TPUMEHEHUS BaJallUKJIOBUPA COCTABJIAET OKOJIO 14 4 IO CpaBHEHHMIO C INPUMEPHO
3 yacamM¥ NIpH HOPMAJIbHOW (PYHKIIMU MOYEK.

Okcnosunus anukioBupa u ero mMerabosmmroB CMMG u 8-OH-ACV B mmazme kposu u LICXK
OLICHUBAJIUCh B CTAaOWJIBHOM COCTOSIHUM IIOCJ€ MHOTOKPAaTHOTO IMpueMa BaJlallUKIOBUpPA ¥y
6 ManUeHTOB C HOpPMaJbHOM (yHKIMEH mMouek (cpeaHuit KiaupeHc KpeaTuHuHa 111 mu/muH,
muana3oH 91-144 mn/mun), nomydasmux 2000 Mr kaxapie 6 4acoB, U y 3 MAIUEHTOB C TSHKEIOM
CTENEeHbIO MOYEYHOU HEJIOCTATOYHOCTH (CpelHUN KIMpPEHC KpeaTHHUHa 26 MII/MUH, IHana3oH
17-31 mu/mun), nomyyaBmmx 1500 mr kaxnasie 12 uacos. Ilpu Tskenol cTeneHH MOYEUHOM
HEI0CTaTOYHOCTH MO CPAaBHEHMIO C HOPMaJbHOU (PYHKIMEH MOoYeK B MIa3Me KPOBH, TaK )K€ Kak

u B LCXK, xonnentpamnus anukiosupa, CMMG u 8-OH-ACV 6wuiu B 2, 4 u 5-6 pa3 Bbile,
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(ompenemsunace kak cootHomenne AUC B IICXK k AUC B mnazme kposu), CMMG wm
8-OH-ACV Mexay IByMS TOMYJSIHSIMH C TSDKETIOW CTEMEHBI0 MOYSUHOW HEIOCTATOYHOCTH U
HOpMaJIbHOU (DYHKITMEH TOUeK.

IleyeHOYHAS HEAOCTATOYHOCTD

@apMaKOKMHETUYECKUE  JaHHbIE IIOKa3bIBAIOT, 4YTO Yy MANUEHTOB C  II€YEHOYHOH
HEJ0CTaTOYHOCTBIO CHHMYKAETCSI CKOPOCTh NPEBpAIlCHUs BAJALMKIOBUpPA B ALIUKIOBUDP, HO HE
CTeNeHb JaHHOTO NpeBpaiieHus. [leproa nonyBsIBeeHNs alMKIOBUPA HE 3aBUCUT OT ()YHKLIUU
IICUEHHU.

bepemennoctb

B wuccnenoBannu (apMakOKMHETHKH BAJIAMKIOBUPAa M AIMKIOBUPAa Ha TMO3JHUX CpPOKax
OepeMEHHOCTH yCTAaHOBJICHO yBeiauueHue 3HaueHus: cyTouyHod AUC B cTaOUIBHOM COCTOSIHUU
IpU eXeJHEBHOM IIpueMe BanalukioBupa B go3e 1000 Mr B CyTKu, KOTOpas IpUMEPHO B 2 paza
npesbimana AUC npu npueme BHYTpb allukJIoBUpa B 103€ 1200 Mr B CyTKH.

BUY-undexmus

VY nanuentoB ¢ BUY-undexnueit pacnpenenenre u GhapMaKOKMHETHUECKUE XapaKTEPUCTUKU
alUKJIOBUpA TOCJIE MEPOPATBHOTO MpUeMa OJHOW Wiu HecKoJabkux 103 1000 mr wim 2000 mr
BaJIAIIMKJIOBUPA OCTAIOTCSI HEM3MEHEHHBIMH 10 CPABHEHHUIO CO 3I0POBBIMU JJOOPOBOJIBIIAMH.

TpaHcmiagTanus opraHoB

MakcumanbHas KOHLEHTpalMs aluKIOBHpa Yy MAalMEHTOB IOCJIE TPaHCIUIAHTAlMM OPraHoB,
nony4yaBmux 2000 mr BamanukioBupa 4 pa3za B CyYTKM, ObUIa CONOCTaBUMa WM BBIIIE
MaKCHMaJIbHOW KOHIIEHTpAIMK, HaOJ0JaeMol Y 37J0pOBBIX JOOPOBOJIBLIEB, OTYyYaBIIMX TAKYIO
xKe 103y. YcraHoBieHHble cyrodyHble 3HadeHHss AUC moryt OBITh OXapaKTepH30BaHbBI Kak

3aMeTHO 00Jiee BBICOKHE.

6. ®APMAIEBTUYECKHE CBOMCTBA

6.1. TlepeyeHb BCIOMOraTe/IbHBIX BELECTB

Aopo mabnemxu:

LEJUTI0JI03a MUKPOKPUCTAIUINYECKas,

THIPOMEIIIO3a,

KPOCIIOBH/IOH,

MarHusi creapar,

KPEMHUS TUOKCH]] KOJUTOUTHBIN.

Obonouxka madremxu (Onaopau |l 6envuii (33G28435)):

TUIIPOMEIIIO3a,
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THUTaHa JUOKCHU/I,

Mmakporoi 3350,
JaKTO3bI MOHOTHJIPAT,

TpUaALCTHH

6.2. HecoBMecTHMOCTH

He npumennmo.

6.3. Cpok rognoctu (CpoK XpaHeHHUs )

2 roja.

6.4. Oco0Obie Mepbl PETOCTOPOKHOCTH NMPH XPAHEHHH

B 3amumierHom ot cBera Mecte mpu temneparype He Boiie 25 °C.

6.5. XapakTep u cojep:kaHue NePBUYHON YIIAKOBKH

[To 10 Tabnerok B KOHTYpHOU sueiikoBoi ymakoBke u3 mieHku [IBX u donbru amomuHueBoi

MeYaTHOM JJAKUPOBAHHOM.

IIo 1, 2, 3, 4, 5 unu 6 KOHTYPHBIX SYEHKOBBIX YIAKOBOK BMECTE€ C HHCTPYKLHUEH IO

MEIUIUHCKOMY MTPUMEHEHHIO IIOMEIIAIOT B MAYKy U3 KapTOHA KOPOOOUHOTO.

6.6. OcoOble Mepbl NPeJIOCTOPOKHOCTH TPH  YHUUYTOKEHHHM  HMCIOJIB30BAHHOIO
JIEKAPCTBEHHOr0 Mpenapara WJIH OTX0JA0B, IMOJYYeHHBbIX I0Ocjde IPUMEHEeHHUs
JIEKAPCTBEHHOI0 Npenapara, ujiu padoTbl ¢ HUM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7.  JEPXATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSA

Poccuiickas Penepannsa

000 «M3Bapuno dapmay, Poccust

108817, r. MockBa, mocenenne BuykoBckoe, BHykoBckoe mocce 5-it kM, fomoBnaaeHue 1, cp. 1.
Tenedon: +7 (495) 232-56-55;

®akc: +7 (495) 232-56-54.

DnexkTponHas nmoyra: info@izvarino-pharma.ru

7.1. TlpencraBuTe/ib Aep:KaTesisi perucTPalliOHHOIO Y10CTOBEPEeHH s

[Iperen3un HOTD66I/ITCJICI71 HalnpasJIATH 110 aApECy.

000 «M3Bapuno ®apmay, Poccust

108817, r. Mocksa, nocenenue BaykoBckoe, BHykoBckoe mocce 5-it kM, 1oMoBiaaenue 1, cp. 1.
Tenedon: +7 (495) 232-56-55;

dakc: +7 (495) 232-56-54.

OnektponHas moura: info@izvarino-pharma.ru
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8.  HOMEP PETUCTPAIIMUOHHOI'O YIOCTOBEPEHUS

9. JIATA IEPBUYHOWM PETMCTPALIMW/IIOATBEPK/IEHNAS PETUCTPALIAN
(MEPEPETACTPALIAN)

JlaTa nepBoi perucTpanuu:
10. JATA IIEPECMOTPA TEKCTA
OOmass  xapakTepHCTHKa JIGKapCTBEHHOIO Ipernapata BamanuikioBup JAOCTyllHa Ha

UHPOPMALIMOHHOM TopTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HWH(POPMALHMOHHO-

KOMMYHHUKAIMOHHOM ceTn «MHTepHe™» https://eec.eaeunion.org/
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