COOTBETCTBYET 3KCINEPTHOMY OTHETY

ot 10.04_2023 K= 6781

OBIIAS XAPAKTEPUCTHKA JEKAPCTBERHOT O TIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

Banamuknosup, 500 Mr, TaGIeTKH, MOKPHITHIC TIICHOYHONH 000JIOYKOH.

BananukmnoBup, 1000 mr, TabIeTKH, MOKPHITHIEC INIEHOYHONW 000I0UKOM.

2. KAUECTBEHHbBIN 1 KOJIMYECTBEHHBIA COCTAB

JleficTBy1OIII€€ BEIIECTBO: BAJIAIUKIOBHPA THAPOXIOPHI.

Bananuknosup, 500 Mr, TabJeTKU, HOKPHITHIE IJICHOYHOM 00010YKON

Kaxnas Tabnmetka comepxkutr 556,2 Mr BajmanuKiIOBHpa THAPOXJIOPHAA B IEepecueTe Ha
BastankiioBup 500,0 mr.

Bananukinosup, 1000 Mr, TabJeTKH, HOKPHITHIE [JIEHOYHONH 000JI0YKOMI

Kaxnas Ttabmerka comepkutr 11124 Mr BamanukIIOBUpa THAPOXJIOpHIA B Tiepecdyere Ha
Baauukiosup 1000,0 mr.

ITonubIi MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAA ®OPMA

TabneTKu, MOKPHITHIE TNIEHOYHOU 000TI0UYKOA.

Banauukinosup, 500 mMr, TaOJIETKH, IIOKPLITHIE INIEHOYHON 000JI0YKOH

Kpyrible OBOSIKOBBITYKJIbIE TAaOJIETKH, MOKPHIThIE TUIEHOYHON 000JI04KOW O€noro Wi MOYTH
OeJIoro 1BeTa.

Banauukinosup, 1000 Mr, TabJeTKH, HOKPHITHIE IVIEHOYHONH 000JI0YKON

OBasnbHbIC ABOSKOBBIITYKJIBIC TaOJIETKU C pHCKOfI C OJHOH CTOPOHBI, IMOKPBITHIC IUICHOYHOM

000JI0YKOI O€JIOT0 MJIM IIOYTH OEJIOTO IIBETA.

4. KIMHNYECKUE JAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO

B3pocable 1 moapocTki B Bo3pacte ot 12 no 18 ner:

o JleueHue nHQEKIUI KOKHU U CAUUCTHIX 0005104€K, BbI3BaHHBIX BIII', BKiItOUas BIiepBbIC
BBISIBIICHHBI W PEIMIMBUPYIOIIUMN TeHUTaNbHbI Teprec (Herpes genitalis), a takxe
nabuaneuelii reprec (Herpes labialis).

o Ilpodunaktuka (cympeccusi) peuuAUBOB HHGEKIMA KOXH M CIHU3UCTBIX OO0OJIOUEK,
BbI3BaHHBIX BIII, BkiItOyass reHUTaNbHBIA TepHec, B TOM YHUCJIE Y B3pOCIBIX C

UMMYHOJE(PHUIIUTOM.
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 10.04_2023 N2 6781

e IIpodmmakTuka MHPEKINHA, BHI3HIBAEMBIX umoﬂg%&%&ﬁ%ﬁ?ﬁwzﬁ 460 HeBammit

MOCJIE TPAHCIUIAHTAI[MY MTAPEHXUMATO3HBIX OPTaHOB.
Bspocibie:
o Jleuenue omnosiceiBaromiero repreca (Herpes zoster) u o rarbMudeckoro onosiChIBarOIIETO

reprieca.

4.2. Pe:kuM 103MPOBaHUS M CIOCO0 NPUMeEHEeHUs!

PexxuM no3upoBaHus

Jleuenue unghexyuil Koodcu u causucmvix 00on0uex, evizeanuvix BIII, exnrouas enepsvie
8bISAGIIEHHBLIL U peyuousupyrowuil 2enumanviwiil 2epnec (Herpes genitalis), a maxowce nabuanvhwiii
eepnec (Herpes labialis)

HMMVHOKOMI’lemeHWZHble 63pocjvle U nodpocmxu 6 so3pacme om 12 00 18 nem

Pexomennyemas no3a cocrtasiser 500 mr 2 pas3a B CyTKH.

B cnydae penuauBoB JedeHHE JTOJDKHO MPOJOJDKAThCs 3 Wi S5 aHei. B ciydae mepBUYHOTO
repreca, KOTOPBIH MOXKET MPOTEKaTh B Ooiee TKeNoi (opme, JIeUeHHe cIelyeT HaunHaTh Kak
MOKHO paHbIIE, a €ro MPOJOJDKUTEIBHOCTh JOJDKHA ObITh yBenudena ¢ 5 go 10 gueit. Ilpu
peruauBax BIIT nHambosnee BepHBIM cuMTaeTCs Ha3HA4YeHHE IpernapaTa BamanukioBup B
IPOJAPOMAIBHOM IIEPUOJIE UM Cpa3y K€ IOocie IMOSBICHHUS MEPBbIX CUMIITOMOB 3a00JI€BaHUS.
[IpuMeHeHne BaAIIMKIOBUPA MOXKET MPEAOTBPATUTH Pa3BUTHE TIOPAKECHHUS, €CITH €TI0 IPUMEHSTh
Opy TMepBbIX TMpPU3HAKAX U CUMIOTOMax peuuauBa, BeiBaHHoro BIII. B kauectse
QIbTEPHATUBHOIO JieUueHHs JlabuaimbHOro repreca 3((EeKTHUBHO Ha3HAYeHHE Ipernapara
Bananuknosup B go3e 2000 mr 1Ba pa3a B CyTKH B TeueHue 1 cytok. Bropas po3a gomkHa ObITh
INPUHSTA NPUOIU3UTENBHO Yepe3 12 yacoB (HO HE paHblle, yeM uepe3 6 4acoB) Mocie mpuema
nepBoii 103bl. [Ipy NCIOIB30BAHUY TAKOTO PEKUMA TO3UPOBAHUS MTPOAOIKUTEILHOCTD JICUEHUS
HE JI0JKHA MPEeBBIIIATh 1 CyTKH, TaK Kak MPEeBbIILIEHUE TPOJOKUTENIEHOCTH 3TOTO Kypca JIeUeHU s
HE MPUBOJIUT K JONOJHUTENIbHON KIMHUYECKOW mosib3e. Tepanmus NojkHA OBITH Hadara MpU
MOSIBJICHUH CaMbIX paHHUX CUMIITOMOB JIAOMaJIbHOTO Tepreca (T. €. HOLUIBIBAHUE, 3y, JKKEHHE).
Ipogpunaxmuxa (cynpeccus) peyuousos ungexyutl Koxcu U CIUUCMbIX 00010YeK, 6bl36AHHbIX
BIIT, sxntouas ceHumanvhblii 2epnec, 8 mom yucie y 63pOCiblX ¢ UMMYHOOehuyumom

Hummynokomnemenmuoie 83pociible U noOpocmKu 6 sospacme om 12 0o 18 1em

Y IMMYHOKOMIIETEHTHBIX ITAIIMEHTOB PEKOMEHIyeMast 103a cocTaBisieT S00 Mr oiuH pas3 B CyTKH.
Yepes 6-12 mecsiiieB jgeueHust HE0OOXOAUMO OIEHUTh 3()(PEKTUBHOCTH Teparuu.

Bspocnvie ¢ ummynooeduyumom

YV B3pOCTBIX MAIUEHTOB C UMMYHOIE(PHUITMTOM peKoMeHyeMas 103a coctasisieT S00 mr 2 paza B

CYTKH.
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 10.04 2023 N= 6781

Yepes 6-12 Mecs1eB Je4eHns HE0OXOUMO OLEHUTh 3(1)(1:)@1'&':1;1'31%;1'; %JA%HEH OCTb 0001)

Ipoguraxmuxa ungexyuii, evizgannvix L[[MB, u 3aboneéanuii nocie mMpaHCHIAHMAYUU
NAPEeHXUMAaAmo3HbIX OP2aHO8

Bzpocnvie u noopocmku 6 sozpacme om 12 0o 18 nem

Pexomennyemas noza cocrapisieT 2000 mr 4 pasza B CyTKH, HAUMHAETCS KAK MOYKHO paHblIIe, TOCIIe
TpaHcriaHTauu. Jlo3y cleayer CHIKAarh B 3aBUCMMOCTHM  OT KIMpEHCAa KpeaTWHUHA.
[TpomoKUTETHHOCTD JIEYeHHS OOBIYHO cocTaBisieT 90 qHei, HO y MAalMeHTOB ¢ BBICOKMM PUCKOM
KypC JIeUeHUsI MOKET ObITh MPOJJICH.
Jleuenue onoscvigaroueco cepneca (Herpes zoster) u ogmanvmuueckozo onoscwisaroueo
eepneca
Bspocavie
Pexomennyemas no3a coctasiser 1000 mMr 3 pa3za B CyTKH B T€UE€HUE 7 AHEM.

emu
D¢ HeKkTUBHOCTH JIeUCHUS BATAIIUKIOBUPOM Y JIETeH HE MCCIIEOBAIIH.

Oco0BbIe IPVIIILI TAIUEHTOB

Tayuenmur nodxcunozo eospacma

Heo6xonuMo y4uThIBaTh BO3MOXKHOE HapylICHHE (DYHKIUHM MOYEK Yy HAlMEHTOB IOXKUJIOr0
BO3pacTa, Jo03a Ipemapara BamanukioBHp JODKHA OBITH COOTBETCTBYIOIIMM 00pazoMm
cKoppekTtupoBaHa. Heo0XoanMo moaaepKuBarth aleKBaTHBIA BOIHO-JIEKTPOIMTHBIN OajaHc.
Tayuenmoi ¢ napywenuem hyHkyuu novex

Jlo3y mnpenapara BananukioBUp pEKOMEHIYETCS YMEHbBIIATh Yy MAlMEHTOB C BBIPAKCHHBIM
HapylieHneM (YHKUMU MouyeK (CM. pexuM no3upoBaHust B Tabmume 1). YV Takux nanueHTOB
HE00XO0IUMO IMO/JIEP’KUBATh aIeKBATHBIA BOJAHO-3JIEKTPOJUTHBIN OaslaHC.

Tabmuua 1. Koppeknust mo3bl mpenapara BamanuxioBup JUisi OpUMEHEHHs y B3pOCHBIX H

HOJPOCTKOB B Bo3pacTe oT 12 10 18 et ¢ HapyiieHneM QpyHKIUHN oYeK

KimmpeHnc kpearnnuHa, Jlo3a npenapara
[Tokazanns
MJI/MUH Bananuknosup
OnosceiBaromuii ~ reprnec  u
He meHee 50 1000 mr 3 pa3a B cyTKH
odrampMudecKuit
30-49 1000 mr 2 pasa B CyTKH
OMOSACHIBAOIIMI ~ Tepmec  y
10-29 1000 mr 1 pa3 B cyTku
MMMYHOKOMIIETEHTHBIX
MmeHee 10 500 mr 1 pa3 B cyTku
B3pPOCJIBIX (JIEUEHUE)
BIIT" (neuenue)
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NMMYyHOKOMIIETEHTHBIE
B3pOCIBIE U  IOAPOCTKH B

Bo3pacte oT 12 1o 18 ner

COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 10.04 2023 N= 6781
(MOCTEROEBATENBHOCTE U0UT)

He MeHee aU

meree 30

500 mr 2 pa3za B CyTKH
500 mr 1 pa3 B cyTku

JlabuanbHbBIH repuec y
MMMYHOKOMITETEHTHBIX

B3pPOCIBIX W TOAPOCTKOB B
Bo3pacte oT 12 mo 18 et

(yreuenue)

He meHee 50
30-49
10-29

menee 10

2000 Mr 2 pa3a B cyTKU

1000 mr 2 paza B cyTKH
500 Mr 2 pasa B CyTKH
500 mr 1 pa3 B cyTkun

BIII" (mpodunaktuka (cymnpeccust))

I/IMMYHOKOMHCTCHTHBIC
B3POCJIBIC u MMOAPOCTKHU B

Bo3pacte oT 12 o 18 ner

He MeHee 30

menee 30

500 mr 1 pa3 B cyTku
500 mr 1 pa3 B aABO€ CyTOK

B3pocanbie ¢ uMMyHOIEDUITITOM

He meHee 30

menee 30

500 mr 2 pasa B cyTKu
500 mr 1 pa3 B cyTku

[Tpodunaktuka UHDEKINH,
BbI3BaHHBIX [[MB, y B3pocibix n
MOAPOCTKOB B Bo3pacTe oT 12 1o

18 et

HE MeHee 75
50-75
25-50
10-25
Menee 10 unu y manueHToB

Ha réMoJualin3e

2000 mr 4 pa3a B CyTKH
1500 mr 4 paza B cyTku
1500 mr 3 paza B cyTku
1500 mr 2 pa3a B CyTku

1500 mr 1 pa3 B cyTku

JononuurensHas MHQOpMalMs s TOKa3aHUs: JIedeHHMEe MH(EKIUIl KOXHU U CIM3HUCTHIX
o0onouek, Bbr3BaHHbIX BIII', BKiItoyast BliepBble BBISABICHHBIN U Pl IMBUPYIOLINI T€HUTAIbHBIN
reprec (Herpes genitalis), a Taxoke nabuansHblil reprec (Herpes labialis).

OnpIT npuMEHEHHUs] BalallUKJIOBUpAa Yy JE€Te CO 3HAueHUSIMU KIMpEHCa KpeaTUHUHA MEHee
50 mn/mun/1,73 M? oTcyTCTBYET.

JononHurenbHas nHbopManus Ui mokaszanus: npodunaktuka uHpekuui, Bpi3BanHbeix LIMB, n
3a00JIeBaHU TIOCIIE TPAHCIIAHTALMHU TAPEHXUMATO3HBIX OpPraHoOB

HeobOxonnMo 4vacto omnpenensiTh KIMPEHC KpeaTWHHWHA, OCOOCHHO B MEpHOJ, Korjaa (QyHKIus
MoYeK OBICTPO MEHSETCs, HalpuMep, cpa3zy I0C/Ie TPAHCIUIAHTALMU WM T[PHKUBIICHUS
TpaHCIUIaHTaTa, [P 3TOM [03a Ipernapara BananukioBup KOPpPEKTUPYETCS B COOTBETCTBUU C
[IOKa3aTeJIsIMU KIMPEHCAa KpeaTUHUHA.

JlononuuTeabHas uHbOpMaNKs U1 MOKa3aHWS: JEUCHHE OmoschiBaroniero repmeca (Herpes
zZoster) 1 o TaTbMUYECKOTO OMOSCHIBAIOIIETO Teprieca.

IIpenapar BananukioBup cienyeT NPUHUMATh IIOCJIE IEMOAMAIN3a y IAIUEHTOB, KOTOPBIM

MpoOBOIAT HepI/IO,[[I/I‘-ICCKI/Iﬁ TréMOoaualins.
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 10.04 2023 N= 6781

Iayuenmol ¢ napywenuem Qynkyuu nevenu (NOCNEOCBATENEHOCTE 0001)

Ha ocHoBaHuu MccnenoBaHusi ¢ MPUMEHEHUEM OJHOKpAaTHOM 103bl Bananukiaosupa 1000 mr y
B3POCJBIX MAIIMEHTOB C LHUPPO30OM TMEYEHH JETKOW WM CpelIHEeW CTeneHu TsKeCTH (Mpu
COXpaHEHHON CHHTETHYECKON (DYHKIIMHU MEYSHN) KOPPEKIIUH J03bI MpernapaTa BananukioBup He
Tpedyercs.

DapMaKOKMHETUYECKUE JIAHHBIE Y B3POCIBIX NAIMEHTOB C TSKEJIOW CTENEHBIO HapyIICHUS
GYHKIIUY TIEYCeHU (JCKOMIICHCUPOBAHHBIM [UPPO30M), C HAPYIICHHEM CHHTETUYCCKOW (PYHKIIHH
MEYCHU W HAJUMYHEM TOPTOKABAIBbHBIX aHACTOMO30B TaK)Ke€ HE CBHJETEIbCTBYIOT O
HEOOXOMMOCTH KOPPEKIIMH JI03bI MperapaTa BamanukioBup, olHaKO, KIMHUYECKUA ONBIT MPU
JAHHBIX MMATOJIOTHSIX OTPAHUYCH.

Hudopmarnus o gozax 6osee 4000 Mr B CyTKH AJIs TAIIUEHTOB ¢ WH(EKIusIME, BhI3BaHHbIME BITT®
u [IMB, yka3ana B pa3nene 4.4.

Cnoco6 IIPUMCHCHUA

Buytps. [lpenapat BananukioBup nmpruHUMaeTcs BHE 3aBUCUMOCTH OT IIpUeMa IHIIH, Ta0lIeTKu

CJIEAYET 3al1BaTh BOJOM.

4.3. IIpoTHUBONOKA3AHHS
® THIEPUYYBCTBUTEIBHOCTh K BaJalMKIOBHPY, AalUKIOBUPY W/WIM K JOO0OMYy U3

BCIIOMOTATEIIbHBIX BEILIECTB, IICPEUYNCIICHHBIX B pa3zaene 6.1;
e JIeTCKUU BO3pacT 10 12 neT;
® JISTCKHI BO3pacT 70 18 JeT mpu JIeYeHNH OIOSICHIBAIOIIETO Tepreca U 0PTaTbMHUECKOTO

OIOSACHIBAIOLICTO repreca.

4.4. Ocobble yka3aHus U Mepbl MPeI0CTOPOKHOCTH NPHU NPUMEHEeHHH

C 0CTOPOKHOCTEIO

VYV mnanumeHToB € MOYEYHOM HEAOCTATOYHOCTHIO; MAIMEHTOB C KIMHUYECKU BBIPAKEHHBIMU
dopmamu BUY-undexkumu; npu OJHOBPEMEHHOM NpueMe HE(PPOTOKCHUHBIX JIEKAPCTBEHHBIX
CPEICTB.

Oco0ble yKa3aHus

Tuopamayus

Y manueHToB ¢ PUCKOM JETUAPATAIINN, OCOOCHHO y TAIIUEHTOB MOXKUJIOTO BO3pacTa, HEOOXOMMO
o0ecrnevnTh aJeKBaTHBIN BOJHO-IJICKTPOIUTHBIN OallaHC.

IIpumenenue y nayueHmos ¢ HapyueHuem QyHKyuy novex u y nayueHmos nodiCUI020 803pacma
[TocKONIbKY AaNMKJIOBHAP BBIBOJWUTCSA TIOYKaMH, HEOOXOJWMO YMEHBIIHUTH JO3y Ipernapara

BananukinoBup y nauueHToB ¢ HapyleHueM (QyHKIUU oYeK. Y MaleHTOB MOKUIIOT0 BO3pacTa
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 10.04_2023 N2 6781

MOXKET HaOJII0AaThCs HapylIeHne PyHKIUU MOYEK, noaf&/}%};}ﬂé{;&%ﬁg%ﬁé:r'b yﬁteﬁﬂfﬂéHHe

JI03bI JIJISL 3TOM TPYMIbI MaiueHToB. Kak mamueHThl MOXKHIOTO0 BO3pacTa, TaK W MAIlMEHTHI C
HapyiieHHeM () YHKIHH IIOYEK BXOJISAT B IPYIITY MOBBIIICHHOTO PUCKA Pa3BUTHS HEBPOJOTHUECKUX
OCJIO)KHEHHH, TAKUM MaIlMEHTaM HEOOXOJUMO O0ECIEeUYHTh TIIATEIbHBIA BpaueOHBIA KOHTPOJIb.
Kak mpaBuiio, 3TH peakiud, B OCHOBHOM, HOCSAT OOpaTHMbI XapakTep B CJy4ae OTMECHBI
npernapara.

Jleuenue nabuanvroeco eepneca u npogpunakmuru LIMB ungexyuii u 3a601esanuil

Ipumenenue evicoxux 003 npenapama Barayuxnosup npu napyuiernuu d)VHKuulZ neyeru u nocie

nepecaalcu nevyeHu

Her nannbix o mpumeHeHuu mnpenapara BananukioBup B Bbicokux ao3ax (4000 Mr B CyTKH U
BBIIIIC) Yy TALMEHTOB C 3a00JICBAaHMEM II€YEHH, MOATOMY TaKUM MAIMEHTaM BBICOKHE J103bI
npernapata BananukinoBup JOMKHBI  Ha3HAYAaTbCd C  OCTOPOXKHOCTHIO.  CrienuanbHbIe
WCCJICIOBAHMSI 110 M3YUEHUIO JEHCTBUS mpenapara BajmanukioBup mpu mepecaake MeueHdu He
npoBowMch. OAHAKO, OBUIO YCTAHOBIICHO, YTO NMPOQHIAKTHYECKOE HAa3HAUCHHUE AI[MKIOBUPA
(auMKIOBUD SIBISETCS aKTHBHBIM META0OJIUTOM Ipenapara BamanmukiioBup), B BBICOKHX J103aX
ymenbinaeT npossienus IMB-undexnun u 3adoneBanus.

Hcnonvzosanue npu cenumanbHom eepnece

[TanmenTam cieayeT pPeKOMEHAOBATh BO3JEPIKATHCS OT IOJIOBBIX KOHTAKTOB MpPH HATUYHUU
CHUMIITOMOB, JJa)K€ €CJIM JIEYeHHE MPOTHBOBHUPYCHBIM IpernaparoM BamanukioBup yxke ObLIO
Hauyato. CynpeccuBHas Tepanusi BaJallMKIOBUPOM CHHUXKAET PHUCK MNEpelayd TeHUTAIbHOTO
repreca, HO MOJHOCTbIO HE HCKIIOYAeT PUCK HMH(OUIMPOBAHHUA U HE NPUBOAUT K TOJTHOMY
u3JeueHno. Tepanus npermaparoM BanmarukioBup peKOMEHIYeTcsi B COYETaHUHU C HAJACKHBIMHU
cpeacTBaMu 0apbepHON KOHTPAIICTIIUH.

Jlexapcmeennas peaxyus ¢ 303unoghunuent u cucmemnoimu npossieuamu (DRESS-cunopom)

Ha ¢one neuenus BamanukiaoBupom cooOmanock o DRESS-cunapome, KOTOpbI MOXKET OBbITH
YIPOKAIOMIUM JKU3HU WM CMEpPTENbHBIM. [IpyM Ha3HaYeHMM NpenapaTa MalMeHTa CIeIyeT
O3HAKOMHUTH C mpu3Hakamu M cumnromamu DRESS-cunapoma u TImaTensHO OTCIIEKHBATH
KOXKHbIEe peakiuu. [Ipu nosiBlIeHUM NPU3HAKOB U CUMITOMOB, CBHJIETEILCTBYIOIIMX O Pa3BUTUU
DRESS-cunnpoma, mpuem BalalMKIOBHpa cIeAyeT HEMEIJIEHHO OTMEHHUTh M PacCMOTpPETh
BOIIPOC 00 aJbTEPHATHBHOM JICUeHUHU (B cllydae HeoOxoaumocTn). Ecim y manuenTa pa3Buics
DRESS-cunnpom Ha ¢oHE MpUMEHEHHsI BaTAUKIOBHPA, JICYCHHUE BAJAIIMKIOBHPOM y JTaHHOTO

ManucHTa HU B KOEM CJIydyac B JaJdbHEHUIIIeM Hellb3s BO300HOBJIAT.
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COOTEBETCTEYET 3K
ot 1'].:14 2023 “-J:_E-7-5!1 B
4.5. B3aumojeiicTBue ¢ JAPYrUMH JIeKapC] BCHHBIMJ[I‘I:HBQ]SI%:QW by "-'I'lp-g/f"yi-le-' '-'lli/mbl

CMEPTHOMY OTYETY

B3aUMO/eHCTBHUS

Kianuecku 3HauMMble B3aMMOJEHCTBUSL HE YCTAHOBJIEHBI. AIMKIOBUP BBIBOIAWUTCS IOYKAMH, B
OCHOBHOM, B HEH3MEHEHHOM BHJE IOCPEACTBOM aKTUBHOW IOueuHoW cekperuu. CoueraHHOe
IPUMEHEHUE JIEKApCTBEHHBIX CPEACTB C 3TUM MEXaHU3MOM BBIBEJCHHS MOMKET IPUBECTH K
MOBBIIIEHHIO KOHLIEHTPALMHY allMKJIOBUpA B I1a3me KpoBH. [locne HasHauenus 1000 Mr BasianikiioBupa
U TIPEnapaTtoB MUMETHANH, TPOOSHEN I, KOTOPBIE BBIBOISITCS TEM XK€ ITyTEM, YTO M BaJIALMKIIOBHD,
HaOmonaercst moBwinieHue AUC (miomans moj (papMakOKMHETHYECKONW KPUBOW «KOHIICHTpAIIWS-
BpeMs1») allMKJIOBHPA U TAKAM 00pa30M CHM)KAETCS MMOYEUHBIN KIMPEHC alyKiIoBupa. Tem He MeHee,
BBUJY ILIMPOKOIO TEPAaNEeBTUYECKOIO0 MHIEKCA AalUKIOBHpA, KOPPEKIMH [J03bl Ipenapara
Bananuknosup He TpeOyercs. Ilpu neyenun naOuanbHOro reprieca, Nnpo(uIakTUKE U JIEYEHUH
3aboseBanmii, Bb3BaHHBIX LM B, HeoOx0miMo coOII01aTh OCTOPOKHOCTD B CITy4ae OTHOBPEMEHHOTO
NPHMEHEHHUS BaJIAIMKIIOBHpPA B Oosee BHICOKHX /103aX (4000 M B CYyTKM M BBIIIE) M JISKAPCTBEHHBIX
IperapaToB, KOTOpPbIe KOHKYPUPYIOT C alMKIOBUPOM 3a ITyTh BBIBEICHUS, TaK KaK CYIIECTBYET
HNOTEHLMATbHAS YIPo3a MOBBIIIEHNUS B IJ1a3Me KPOBU KOHIIEHTPALMK OHOTO WJIM 0OOMX Hperaparos,
Wi ux MerabonmutoB. beuio ormedeno noBeimenre AUC anmkiioBUpa U HEaKTUBHOTO METa0O0JIMTa
muko(eHomata  modermna,  MMMYHOCYNPECCHBHOTO  Mperapara, MPUMEHSEeMOro  IOcie
TpaHCIUIaHTallUKM OPTaHoB, ITPU OJJHOBPEMEHHOM IIPUMEHEHHUHN 3THX MIPENapaToB.

OnHoBpeMeHHOE NMPUMEHEHHE Ipenapara BananukioBup ¢ He(pOTOKCHYHBIMHU IpernapaTamu, B TOM
YHCIIE aMUHOTIIMKO3UIAMH, OPraHUYECKUMU COETMHEHUSMU TUIATUHBI, HOTMPOBAHHBIM KOHTPACTHBIM
BEILIECTBOM, METOTPEKCAaTOM, MEHTAaMUAWHOM, (POCKAPHETOM, LMKJIOCIOPUHOM U TAaKpOJIMMYCOM,
JIOJDKHO TIPOBOJAUTHCS ¢ OCTOPOXKHOCTBIO, OCOOEHHO Y MAIMEHTOB C HapyIleHneM (DyHKIUH MTOYEeK, U

TpeOyeT peryaspHOro MOHUTOPUHTA (DYHKIIUH TIOYEK.

4.6. ®epTUIBLHOCTH, 0ePEMEHHOCTD H JIAKTALMSA

bepeMeHHOCTD

HmeroTcs orpaHndeHHbIe JaHHbIE O IPUMEHEHUH BaJIalluKIOBUpa pu 6epemenHoctu. [Ipenapar
BananuknoBup cneayeT NpUMEHSATh IpU OEpEeMEHHOCTH TOJBKO B TOM Ciy4ae, €cliu
NOTEHLIMaIbHasl [0JIb3a U1 MaTepu MPEBOCXOAUT MOTEHIUAIBHBIN PUCK s M1o1a. B peructpax
OepeMEeHHBIX OBLTH 3aJI0KyMEHTHPOBAHBI MCXOJAbl OCPEMEHHOCTH Yy KEHIIMH, MPUHUMAaBIINX
BAJALMKIIOBUD WJIM JIpyTHe Ipenapartsl, cojepxkauniie anukioBup 111 m 1246 naGmroneHwit,
COOTBETCTBEHHO (M3 KOTOpbIX 29 M 756 mnpuHUManM Mpenapatbl B MEPBOM TPUMECTpE
OepeMeHHOCTH), TMpPEeICTaBIsUIM  CcOo0OM  ucXoAbl OEpeMEHHOCTH, 3aperucTpUpOBaHHbBIC
IPOCIIEKTUBHO. AHAIN3 JIaHHBIX, MTPEJICTABICHHBIX B PErUCTpe OEpEeMEHHBIX, MOJBEPraBIINXCs

BO3JCHCTBHUIO AIlTUKJIOBUPA, HC BBISIBUJI YBCIIMUCHUS YUCJIAa BPOKIACHHBIX JIC(I)GKTOB Yy ux JeTel mo
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CpPaBHEHUIO C OOMIeH MOMyJIAnrel, HA TIO [DIHOMY ! %‘%155{{6 '“Jegghlﬂ';; (He™ Biiiateno

cneun(PUYHOCTH WM 3aKOHOMEPHOCTH, YKa3bIBAIOIIMX Ha oOmryro npuuuHy. [lockonbky B
peructp OepeMeHHBIX OBUIO BKIIOUEHO HEOOJBINOE KOJIMYECTBO JKEHIIUH, MPUHUMABIINX
BaJIAIIMKJIOBUP BO BpeMsi OEPEeMEHHOCTH, TO JIOCTOBEPHBIX M ONPEICNICHHBIX 3aKIIOYCHHUH O
0e30MacHOCTH IPUMEHEHHSI BaJIAIIUKIIOBHPa Py OEPEMEHHOCTH C/IETaTh Hellb3sl.

JlakTanus

AIMKIIOBUpP, OCHOBHOW METaOOJIUT BaJjalMKIOBHpa, NMPOHUKAET B TpyaHoe Mojoko. Ilocie
npreMa BaJaluKIoBUpa B g03¢ 500 Mr BHYTph MakCHMaibHas KOHIeHTpanus aukioBupa (Cmax)
B rpyaHom moisioke B 0,5-2,3 pasza (B cpemHeM B 1,4 pasa) mpeBbliania COOTBETCTBYIOIINE
KOHIICHTPALMH al[MKJIOBUpA B Tu1a3Me KpoBU MaTepu. CootHomenue 3HaueHnii AUC anukioBupa
B rpyanoM moioke k AUC B CBIBOpOTKE KPOBH MaTepH BapbupoBaimuch oT 1,4 mo 2,6 (cpennee
3HaueHue 2,2). CpenHee 3HaYeHHE KOHLIEHTPALUU AIIUKIIOBHPA B TPYIHOM MOJIOKE COCTABIISLIO
2,24 mkr/mi (9,95 mxmoue/in). Ilpu npueme mMareppro BajanukioBupa B no3e S00 mr 2 pasza B
CYTKH JETH, HAXOSAIIUECS HA IPYJHOM BCKapMIIMBAHUH, IOJABEPratOTCS TAKOMY K€ BO3ICHCTBUIO
AIMKJIOBUPA, KaK MPH MPHEME ero BHYTPh B 03e okoio 0,61 mr/kr/cyt. [leprox momyBeIBeIeHUS
AIMKJIOBHpAa M3 TPYAHOIO MOJIOKAa TaKOW JKe, Kak U3 IUIa3Mbl KpOBH. BamanukioBup B
HEU3MEHEHHOM BHJE HE OIpeaessuics B IUIa3Me KPOBH MaTepu, TPYIHOM MOJIOKE WM MOYe
pebenka.

BananuknoBup crnenyer HazHayaThb C  OCTOPOXKHOCTBIO JKEHIIMHAM B MEPUOJ TPYAHOIO
BCKapMJIMBAHHSI.

TeM He MeHee, allMKJIOBHUP UIsi BHYTPUBEHHOI'O BBEACHMS NMpuUMeHsieTcs ais jedenus BIIL y
MIaJieH1eB B 103€ 30 MI/KI/CYTKH.

DdepTUabHOCTD

B uccrnenoBanusx Ha )KUBOTHBIX BaJIAIIUKIOBUP HE OKa3bIBAI BIUSHUS Ha DEePTHILHOCTH. TeM He
MEHee, NMPUMEHEHHE BBICOKMX /103 AlMKIOBHpA IMPU MNapEeHTEPaIbHOM BBEJCHHHM BbI3BIBAIO
TEeCTUKYJSIpHBIE A((]EKTh y KpbIc U cobak. VcciemoBanus 1O BIMSHHUIO BaJallMKIOBUpa Ha
GbepTUIBHOCTD Y Jt0oJIel He TPOBOAMINCH. OMHAKO HE OBLIO 3apErHCTPUPOBAHO M3MEHEHUU B
KOJIMUECTBE, MOJABUKHOCTH U MOP(OJIOTUH criepMaTo30u 0B Y 20 MaueHToB yepe3 6 MecsieB

€XEHEBHOTO MPUMEHEHUS BajlalMkiIoBHpa B 103ax oT 400 mr 1o 1000 mr.

4.7. BiusiHue Ha CNOCOOHOCTH YNPaBJATH TPAHCIOPTHBIMM CpeJcTBaMU M padorarh ¢
MeXaHU3MaMH

Heo0xoauMo y4yuTHIBaTh KIMHUYECKOE COCTOSHHE NalMeHTa M NpoQMiIb HeXenaTeIbHbIX
peakiuil BaJallUKJIOBUpA IMPHU OLEHKE CIOCOOHOCTH MAalleHTa YNpaBisATh TPaHCHOPTHBIMU

Cpe€acTBaMu HUJIN ABMXXKYHIUMHUCA MEXaHHU3MaMU.
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(NOCNEQCBATENEHOCTE 0001)

4.8. HexxenaTesbHbIE peaKIIUU

Pe3roMe HekeIaTeabHbIX PeaKIui

HexenarenbHble peakiuy NEPEeYNCIICHBI HUKE B COOTBETCTBUH € KIacCH(PHUKAIUEH 10 OCHOBHBIM
cUcTeMaM W OpraHaM B COOTBETCTBHHM C PEKOMEHIANWsMU BceMupHOW opraHu3anuu
3paBoOXpaHeHHs: ouens yacmo (> 1/10); uacmo (> 1/100, o < 1/10); neuacmo (> 1/1000, Ho
< 1/100); peoko (> 1/10000, o < 1/1000); ouens peoro (< 1/10000); vacmoma neuzeecmua (ue
MOJKET OBITh OlIEHEHA Ha OCHOBE MMEIOIIUXCS TAHHBIX ).

Jlannvle KIUHUYECKUX UCCIe008AHULL

Hapywenus co cmoponsl Hepsrou cucmembl

Yacmo: Toj10BHAs 00JIb.

JKenyoouno-kuweunvie Hapyuienus

Yacmo: TONIHOTA.
Jlannvie nocmpe2ucmpayuoHHbIX UCC1e008aHUL

Hapywernus co cmoponsl kposu u JZMMd)CZﬂ’lMVéCKOl;l cucmemyl

Ouenv peoko: TPOMOOIMTOICHUS, JCHKONECHUs. B OCHOBHOM, JICHKOIIEHUS HaOJOmanach y
MAIMEHTOB CO CHUYKCHHBIM HMMYHHTETOM.

HapymeHuﬂ CO Cn1OPOHbL MMMVHHOZZ cucmemnbl

Ouenb pedxo.: anapUIIaKCusl.

Tcuxuueckue napyuienus

Peoko: TaJuIIOLMHALIAY,
OuyeHb pedko: ICUXOTUYECKUE CUMITTOMBI.

Hapyuwienus co cmoponsl Hepsrou cucmembl

Peoko: T010BOKpYKEHUE, CITyTAaHHOCTh CO3HAHMSI, yTHETEHHE CO3HAHUS;

Ouenb peoko: aXWTAlMsl, TPEMOpP, aTaKCHUs, IU3APTPHUs, CYJOPOrH, 3HIedanonarus, Koma.
[lepeuncieHHble BBIIE CHUMIITOMBI, B OCHOBHOM, OOpaTHMMbl M OOBIYHO HaOIIOAAIOTCSA Y
NAlUEHTOB C HapyuieHueM (YyHKUMM TMOYeK WM Ha (OHE JPYTUx Mpeapacroiararoiinx
COCTOSIHUH. Y B3pOCIBIX MAIMEHTOB C TPAHCIUIAHTHPOBAHHBIM OPraHOM, MOJy4YaIOLUX BBICOKHE
7036l (8 T B JIeHb) BajauukioBupa s npoduiaktuku [IMB-undexkumun, HeBpojoruyeckue
peaKkIMy pa3BUBAIOTCA Yallle, YeM Ipu Ipueme 6ojiee HU3KUX J103.

Hapywenus co cmoponbi ObIXamenbHOoU cucmemsl, opcaros ZDVOHOﬁ KiemkKu u cpedocmeHuﬂ

Heuacmo: OJbIIIKA.

JKenyoouno-xkuweunvie napyuenus

Peoxo: nnapesi, ppota, TUCKOM(OPT B )KUBOTE.

Hapywenus co cmoponsl neuenu u cheﬂll€6b1600}1mux nymei

Ouenb pedxo: oOpaTuMble HapymIeHUs] (YHKIIMOHATBHBIX MEYCHOYHBIX MPO0, KOTOPhIE MHOTAA
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PACLEHUBAIOTCS KaK MPOSBICHUS IelaTHUTa. (NOCNEOCBATENEHOCTE 0001)

Hapyuwienus co cmopombl Koxcu u NOOKOMCHBIX MKAHEel

Heuacmo: BbiChITIaHMsI, BKIIOYAs TPOSBICHUS (POTOYYBCTBUTEIILHOCTH;

Peoxko: 3yn;

Ouenb pedxo.: KpaluBHUIIA, aHTHOHEBPOTHUYECKUI OTEK;

Yacmoma neuzsecmua. JEKapCTBEHHAS PEAKIIHS C 203UHO(DUINEH M CHCTEMHBIMH TPOSIBICHUSMH
(DRESS-cunapom) (cMm. pazuen 4.4).

Hapywenus co cmoponst nouex u M0q€6bl600}ll/l4ux nymeu

Heuacmo: remarypus (4acTo CBA3aHHas C JPYTMMU HApYLIEHUSIMHU CO CTOPOHBI I10YEK);

Peoxo: Hapymienue GpyHKIIUH MTOYEK;

Ouenwv pedko: OCTpasi IOYEUHasi HEJOCTATOUYHOCTb, II0YEYHas Kojauka. [loueuHas Koiauka MOXeET
ObITh CBsI3aHa ¢ HapyleHueM (QyHKIMU nodek. CoolIIanock 0 ciyyasX OCaKICHUs KpUCTAJUIOB
alMKJIOBUPA B IIPOCBETE NMOYEUHBIX KaHaiblieB. HeoOxonumo cobaroaaTh ajeKBaTHBINA MUTHEBOM
PEeXXHUM BO BpeMsI JICUECHHUS;

Yacmoma neuzsecmua: TyOYIOUHTEPCTULUAIBLHBIA HEPPUT.

Ilpouue

VY NauuMeHTOB C TSKEJIBIMU HApyIICHUSIMU MMMYHHUTETa, OCOOCHHO Y B3pOCIbIX MAI[MEHTOB C
naneko 3amenmei craavein BUY-uHpexkuny, nonydaromyx BBICOKHE J03bl BaJIALMKIOBUPA
(8 T exxeTHEBHO) B TEUYCHHE JUIMTEIILHOTO TMEPHUOJa BPEMEHH, HAOIIOAUCh CIydal MOYEYHOMN
HE/I0CTaTOYHOCTH, MMKPOAHI'MONATUYECKONW TI'eMOJIMTUYECKOM aHeMUU U TPOMOOLMTONEHUU
(uHorga B komOuHaiuM). ITogo0HbBIE OCIIOXXKHEHUsS! OBIIIM OTMEUYEHBl y MAIlMEHTOB C TEMH K€
OCHOBHBIMH W/WUJIU CONYTCTBYIOLUIMMHU 3a00JI€BaHUSIMH, HO HE MOJIYYaOLUX BaJAIIUKIOBHP.

Coo011eHne 0 moI03pEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX

BaxHo coo0marh 0 TM0J03pEBAEMBIX HEXKeNaTeJIbHBIX pPEaKLUUsAX IMOocie pPerucTpanuu
JIEKapCTBEHHOTO Ipernapara ¢ Ielibl0 00ecreYeHns: HePephIBHOITO MOHUTOPUHIA COOTHOILICHHS
«I0J1b3a — PHUCK» JIEKapCTBEHHOIO Mpemnapara. MeauIMHCKUM pabOTHUKAaM PpPEKOMEHAYETCs
co00IIaTh O JIIOOBIX MOJ03PEBAEMBIX HEXKENATENIbHBIX PEAKIUAX JEKapCTBEHHOTO Ipernapara
yepe3 HALMOHAJIbHBIE CUCTEMbI COOOILEHHUS O HEeXKEJIaTeNIbHBIX PeakIsIX TOCYAapCcTB — YICHOB
EBpa3uiickoro 53K0HOMHUYECKOTr0 COI03a.

Poccuiickas @enepanus

109012, r. Mocksa, CrnaBsiHCKas mIoWap, 1. 4, crp. 1

DdenepanbHas ciyx0a 1o Haa3opy B cdepe 3apaBooxpanenus (PoczapaBHanzop)

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

OnekTponHas mouta: pharm@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru
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(NOCNEOOBATENEHOCTE 0001)

4.9. Ilepeno3upoBka

CHMIITOMBI

Octpast moyedHasi HEJJOCTATOYHOCTh W HEBPOJOTMYECKHUE HAPYIICHUs, BKJOYas CIYTaHHOCTH
CO3HAaHWsI, TAJUTFOIIUHALINN, &KUTAIINIO0, YTHETCHUE CO3HAHUS M KOMY, a TAK)KE TOIIHOTA U PBOTA,
HaOMIOJAIMCh Y  TAIlMEHTOB, TMOJYYUBIIMX  JIO3bl  BaJallMKIOBHUpA, IPEBBIIIAIONINE
pexomeHoBaHHbIe. [1000HBIE COCTOSIHHS dalle OTMEUAIHNCh y TAIMCHTOB C HapyIICHUEM
(GYHKIIUHM MMOYEK M MAlMEHTOB IMOXKHIIOTO BO3PACTa, MOJYYHMBIIUX ITOBTOPHBIC MPEBBIIIAIOIIIEC
PEKOMEHIOBAaHHBIE JI03bl BAJIAIIMKIOBUPA, BCICACTBUE HECOOIOICHUS PEKUMA JTO3UPOBAHHMS.
JleueHue

ITanMeHTH! TOJKHBI HAXOAUTHCS MO/ TINATEIbHBIM MEIUIIMHCKUM HaOmoaeHueM. I eMoauanus B
3HAUYUTEJIbHOW CTETNEHH CIOCOOCTBYET BBIBEJACHHIO AIIMKIOBUPA U3 KPOBU M MOXKET CUUTATHCS

MECTOAOM BLI60pa IIpyu BEACHHUU ITaAlIUCHTOB C HepeﬂOSHpOBKOﬁ BaJIallMKJIOBHpA.

5. PAPMAKOJIOTUMYECKHUE CBOHCTBA

5.1. ®apmakoauHaMHuYeCKHe CBOMCTBA

®dapmakoTepaneBTUUYECKass TpPyMIa: MTPOTUBOBUPYCHBIE CPEACTBA CHUCTEMHOTO JICHCTBUS,
MPOTUBOBUPYCHBIE CPEACTBA MPSIMOTO JEHCTBUS; HYKICO3UIbI U HYKJICOTHUIBI, KpOoMe
WHTHOUTOPOB OOPATHOM TPAHCKPHIITA3HI.

Kon ATX: JO5AB11

MexaHu3M ASHCTBHUS U d)aDMaKOHI/IHaMI/I‘leCKI/IC B(bd)eKTLI

BanauukioBup siBIsieTCs IPOTUBOBUPYCHBIM CPEICTBOM, IPEICTABIISIET COO0# L-BaTMHOBBIHN CITOKHBIN
3¢up anuKIoBUpa. AIMKIOBHP SBJISETCS aHAJIOTOM ITYPUHOBOI'O HYKJI€0311a (I'yaHHHA).

B opranmnzme yenoBeka BaIalMKIOBHP OBICTPO U MMPAKTUYECKHU MTOTHOCTHIO IPEBPAIAETCS B ALUKIIOBUD
U BaJIMH MPEIIOJIOXKUTEIBHO O/ BO3JIEHCTBIEM (hepMeHTa BaJIALMKIOBUPTHAPOIIA3hl. AIMKIOBUD
SBISIETCS CHICIM(HICCKAM HHIMOUTOPOM BHPYCOB TepIieca ¢ aKTUBHOCTBIO N Vitro nmportus BIIT 1-ro u
2-ro THTIOB, Bapuileinia-3octep Bupyca (B3B) (Varicella zoster virus), LIMB, Bupyca Dmirreiina-bappa
(BOb) u Bupyca repreca 4yenoseka 6-ro Thmna. AIMKIOBUp MHTUOUpyeT cuHte3 BupycHot JJHK cpasy
nocse GpochopruIIMpOBaHUs U MPEBPAILEHHS B aKTUBHYIO (pOpMY allUKJIOBUPTpUdOCchaT.

IlepBas cramus dochopunmmpoBanus TpeOyeT akKTUBHOCTH BHpYc-criermduyueckux dhepmeHToB. s
BIII', B3B, u BOb takum depmenToM siBisieTcst BUpycHas TUMHIMHKHAHA3a, KOTOpasi IPUCYTCTBYET
TOJIBKO B TIOP@KEHHBIX BHUPYCOM KJIETKax. YacTHYHO CENEeKTHMBHOCTh (OochHoprIMpOBaHUs
HO/IIEPKUBAETCS Y LIMTOMETAJIOBUpYca OINOCPEOBAHHO uepe3 MPOIyKT TeHa (ocdorpaHchepasbl
UL97. Ota HEoOXOAMMOCTh aKTHUBAIMM AlMKIOBHpA CHEUU(PUYECKUM BHPYCHBIM (pepMEHTOM B
3HAUUTENILHOM CTENEeHH OOBSICHSET €r0 CeIEKTUBHOCTb.

[Tponecc dochopunupoBanus anMKIOBHpa (IpeBpallleHue M3 MOHO- B Tpudocdar) 3aBepriaeTcs
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KJICTOUYHBIMH  KWHa3aMu.  AnukioBuptpudoddar KO & E'“M@IJI]Q;&T = Blrfrﬁgjchyfo

JHK-nommmepasy u, Oyayun aHaIoroM HyKJI€o3u/a, BcTpauBaercs B BupycHyro JIHK, uro npuBoaut
K OOJIMraTHOMY pa3pbIBY Iienu, npekpamenuto cuare3a JIHK u, crenoBarenbHo, K OJOKHPOBAHHIO
pEIUIMKALMK BUPYCA.

Pe3ncTeHTHOCTD K allMKJIOBUPY OOBIMHO 00YCIIOBIIEHA Ae(DUIIMTOM TUMHIMHKUHA3HI, YTO MPUBOJUT K
Ype3MEpPHOMY PACIpPOCTPAHEHUIO BUpyca B OpraHM3Me Xo3siuHa. B penkux ciyyasx CHIDKEHHE
YyBCTBUTEIIBHOCTH K AallMKJIOBHPY OOYCJIOBJIEHO TMOSBICHHEM INTAMMOB BHpYyca C HapyIICHUEM
CTPYKTYpbl ~ BUPYCHOM  TumuauHkuHazbl Wi JIHK-momumepasel.  BupylieHTHOCTH — ATHX
Pa3HOBUIHOCTEW BUPYCa HATIOMUHAET TAKOBYIO Y €0 JUKOI'0 IITaMMa.

[To pesympratam obmmproro uccnenoBanusi mrammoB BII u B3B, 0ToOpaHHBIX y MaIMeHTOB,
MOJTyYaBILIHMX TEPAIUIO AMKJIOBHPOM MM NPUMEHSBILHX €r0 B IESX MPO(UIAKTHKH, YCTaHOBJIECHO,
YTO BUPYCHI C IOHWKEHHOW YyBCTBUTEIBHOCTBIO K BAJIALIMKIOBUPY BCTPEUAIOTCS KpailHE peaKo, HO
MOTYT ObITh OOHAPY>KEHBI B PEAKUX CIIYYasX Y MallMeHTOB C TSHXKEIBIM HapylIeHUEM UMMYHHTETA,
HalpuMep, pELUIIMEHTOB TPaHCIIAHTaTa KOCTHOT'O MO3T'a UM OpPIraHa, NAl[MEHTOB MOIY4al0INUX
XUMHOTEPAITHIO IO MTOBOAY 3JI0Ka4eCTBEHHBIX HOBOOOpa3oBanuii, ' y BUU-uHQUIHPOBaHHBIX.
BananukinoBup  crmocoOCTBYyeT  KyNHPOBAaHHMIO OOJEBOrO  CHHAPOMA:  YMEHBIIAET  €ro
MPOJOHKUTENHFHOCTD M COKpAIIaeT MPOICHT MAIllHeHTOB ¢ OOJISIMU, BBI3BAHHBIMU OMOSICHIBAIOIIIUM
reprecoMm, BKJI0Yasi OCTPYIO MOCTIEPIETHUECKYIO HEBPAITHIO.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AGcopbuus

[Tocne mpuema BHYTph BaJIALMKIOBUP XOPOIIO BCACBIBAETCS U3 JKEIYJOUYHO-KUIIEUYHOTO TPAKTA,
OBICTPO U MOYTH MOJTHOCTHIO MPEBPAILAETCS B AlMKIOBUP U BaJIMH. DTO MpeBpallleHue, BEPOSTHO,
OCYIIECTBISETCS (PEPMEHTOM MEUEHHU — BATAIIMKIOBUPIUIPOIA30M.

[Tpu nmpueme BananukiaoBupa B Jo3e oT 1000 Mr 6Mo10CTYITHOCTD alMKIOBUpPa cocTaBiseT 54 %
U HE CHWKaercs OT mnpuema numy. DapMaKkOKMHETHMKAa BaJALMKIOBUpPAa HE SBISAETCS
110303aBUCUMON. CKOPOCTH U CTENIEHb BCACHIBAHUS YMEHBIIAIOTCS C YBEJIIMUYEHUEM JI03bI, IPUBOS
K MEHee IPONOPLUOHATBHOMY YBETHYEHHUIO Cmax IO CPABHEHHUIO C TEPANIEBTUYECKUM TUAIA30HOM
7103 ¥ CHUKEHHIO OMOJJOCTYITHOCTH MpH J03ax Bbiie 500 Mmr.

Tabnuua 2. Pe3ynbraTsl olleHKH (hapMaKOKHHETHKH allMKJIOBHUpA MPH MPUEME OJHOKPATHBIX /103

BajanukioBupa ot 250 mr 1o 2000 Mr 310poBBIMU JOOPOBOJIBIIAMH C HOpMaJbHOW (pyHKIHEN

NCUeHH
dapMaKOKMHETUYECKUE 250 mr 500 mMr 1000 mr 2000 mr
napaMmeTpsl (N =15) (N =15) (N =15) (N=28)
aIMKIIOBHpA
Crmax MKT/MJT 2,20+ 0,38 3,37+0,95 5,20 1,92 8,30 +1,43
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wkmons/m | 9,78+ 1,71 | 15/0+ 4,23 103839855 5136,076.36 |
Trnax - 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 X MKI/MIT 5,50+ 0,82 11,1 £1,75 18,9 +4,51 29,5 £6,36
y X MKMOJIb/N1 | 24,4 + 3,65 493+ 7,77 83,9+ 20,1 131 +£ 28,3

Crax — MakCHMallbHasl KOHIICHTPAIUS B TJIa3ME KPOBH;

Trmax — BpeMs 10 JOCTHKEHHUS MAaKCUMAJIbHON KOHIICHTPALIMH B IJIa3Me KPOBH;

AUC — momanp nmoj hapMaKOKHHETHYECKOW KPHUBOW «KOHIICHTPAIUS-BPEMSI.

3raueHus Cmax 1 AUC oTpaxkaroT cpefHee CTaHJapTHOE OTKIIOHCHHE. 3HaueHUs IS Tmax
OTpaKaOT MEIMAHHOE 3HAYCHUE U JTUATa30H 3HAUYCHUH.

MakcumanpHasi KOHIIGHTpaIlds BAJAIMKIOBUPA B IIa3Me€ KPOBHM cocTaBiisgeT Juiib 4 % OT
KOHIICHTPAIIMU al[MKJIOBHpa, MeIHaHa BPEMEHH €€ JOCTHxKeHHs coctaiseT oT 30 qo 100 mun
noclie mpuema npenapara. Yepes 3 yaca nmocie npuema rnpemnapara KOHICHTPAIHS BATAIUKIOBUPA
JIOCTUTACT yPOBHS KOJUYECCTBCHHOTO OIPEICICHUS WM HIDKE. BamanukiIoBHp W alUKIOBHD
UMEIOT aHAJOTHYHbIC (PAPMAKOKMHETHYECKHE IapaMeTphbl WA

IIoCJIC  OJHOKpPATHOI'O

MHOroKkpatHoro mnpuema. B3B wu BIII' 3HauntensHO HE U3MEHSIOT (apMaKOKHHETUKY
BAJIALIMKIIOBHPA U AIIMKIIOBHPA MOCIIE IPUEMa BaJallMKJIOBAPA BHYTPb.

Pacnpenenenne

CreneHb CBA3bIBaHUS BaJALMKIOBUpA ¢ OeIKaMM M1a3Mbl KpoBU oueHb HU3Kas (15 %). Crenenb
IPOHMKHOBEHUsS B LepedpocnuHanbHyto xuakocTs (LICXK), ompenensiercs kak COOTHOLIEHHUE
AUC B LICXK k AUC B nna3Me KpoBHU U COCTaBJIsET OKOJ0 25 % i alMKIOBUpPA U METa0OIUTa
8-THIpOKCHAIIMKIIOBHPA (8-OH-ACV); OKOJIO 2,5% TUTSt MeTabouTa
9-(xapbokcumerokcu)metmi-ryanna (CMMQG).

BI/IOTDaHC(bODMaHI/IH

[locne mpuema BHYTpb BaJALMKIOBHP MPEBPALIAETCS B AUMKIOBUP U L-BaJlMH mOCpPEICTBOM
MPECUCTEMHOTO METa00JIM3Ma B KHIIEYHUKE W/WJIM MEUYEHOYHOro MeTabonm3Ma. AIMKIOBHD
npeBpamfaercs B Maible Metabosmtel: CMMG mon Bo3aeicTBHEM JTHIIOBOTO CIUPTA U
anpaeruaneruaporenassr; 8-OH-ACV non Bo3zaeiicTBueM anbaeruaokcuaassl. [Ipumepro 88 %
OT OOIIIET0 COBOKYITHOTO BO3/ICHCTBHS HA IJIa3My KPOBH IMPUXOJIUTCS Ha auukioBup, 11 % — Ha
CMMG u 1 % 8-OH-ACV. BananukiioBup 1 alfiKJIOBUP HE METaO0JIM3UPYIOTCS H30PepMEHTaMU
cuctemsl uToxpoma P450.

DJIMMHUHALNS

VY manueHToB ¢ HOpMaIbHON (PYHKIIMEH MOYEeK MEPUO ] TOTYBBIBECHHS AIlUKIOBHPA U3 TUIa3Mbl
KPOBHU TOCJIE€ OJHOKPATHOTO WM MHOTOKPAaTHOTO TMpHUEMa BaJaIlUKIOBHPA COCTABIISIET OKOJIO

3 gacoB. Menee 1 % oT mpUHATON 10361 BAJIAIMKIOBUPA BBIBOJUTCS TTOYKAMU B HEU3MEHEHHOM
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BHJIe. BananukiioBup BRIBOJUTCS U3 OpraHru3Ma HOqKaMﬁmBé;ﬁMg@ﬁgﬁgEBI'E;IEeTa?ﬁ;{E%ﬁHpa

(6omee 80 % ot mpuHSTOH 103bI) U ero MeTabonuTa anukioBupa — CMMG.

Oco0BbIe IPVIIILI TAIUEHTOB

Tayuenmsi ¢ HapyweHuem QyHKyuy novex

BriBegenue anukioBuUpa Koppenupyer ¢ (GYHKIUEH TMOoYeK, SKCHO3MIMS —aluKIOBUpPA
YBEJIIMUYUBAETCS C YBEJIIMYEHUEM CTEIEHH TSKECTH NOUYEYHON HEIOCTATOYHOCTH. Y IMALUEHTOB C
TEPMUHAJIBHOM CTaJMed II0YEYHOW HEJOCTATOYHOCTH CpPEJHUM NEPUOJ IIOJIYBBIBEIACHUS
alMKJIOBHUpA IOCJIE NPUMEHEHHS BalallMKIOBUpPA COCTABIIAET OKOJO 14 4acoB IO CpaBHEHHIO C
pPUMEpHO 3 YacaMu Mpu HOPMAIbHON (DYHKIUH MTOYEK.

Okcnosunust anukioBupa u ero mMerabonmnroB CMMG u 8-OH-ACV B mma3zme kposu u LICXK
OLICHUBAINCh B CTAOMJILHOM COCTOSHHHM IIOCJI€ MHOTOKPATHOTO IpHeMa BalalUKIOBHpa y 6
MAIMEHTOB C HOpMaibHOW (yHKIMEH mouek (cpenHuil kiaupeHc kpeatuHuHa 111 mu/mus,
muana3oH 91-144 mn/mun), nonydasmux 2000 Mr kaxabie 6 4acoB, U y 3 MallMEHTOB C TsHKETIOU
CTETIEHBIO MOYEYHON HEJTOCTaTOYHOCTH (CPeIHWH KIMPEHC KpeaTWMHWHa 26 MJI/MHH, TUara3oH
17-31 mn/mun), nomyyaBmumx 1500 mr kaxzasie 12 gacos. Ilpu TspKenoil creneHW MOYEYHON
HEJOCTATOYHOCTH IO CPABHEHUIO C HOPMAIbHON (DYHKIMEH MOYEK B IIa3Me KPOBH, TAK)KE KaK U
B [ICXK, xonnentpamuu anukinoBupa, CMMG u 8-OH-ACV Obutu B 2, 4 u 5-6 pa3 BblIIe,
cooTBeTcTBeHHO. He ObUIO pasznuuus B CTENEHUM MPOHUKHOBEHMs anukioBupa B LICXK
(onpenensutace kak cootHomenne AUC B LICXK k AUC B mrasme kposu), CMMG wnmm
8-OH-ACV Mexay IByMs HOMYNSLMSIMH C TSDKEJIOW CTENEHBIO0 MOYEYHOW HENOCTaTOUHOCTH U
HOpMaJIbHON (yHKIIHEH MOYeK.

layuenmul ¢ napywenuem Qynkyuu nevenu

®apMaKOKMHETUYECKHE  JaHHbIE I[IOKa3bIBAIOT, YTO Yy MAIUEHTOB C II€YEHOYHOM
HEJ0CTaTOYHOCTBIO CHHMYKAETCSI CKOPOCTh IPEBpAICHUs BAJALMKIOBUPA B ALUKIOBUDP, HO HE
CTeTeHb JaHHOTO NpeBpaiieHus. [leproa nonyBbIBeCHNs alMKIOBUPA HE 3aBUCUT OT (YHKLIUU
MEYEHH.

bepemennocmo

B wuccrnenoBanuu (apMakOKMHETHKM BaJallMKIOBHpa W AallMKJIOBHpa Ha TMO3JHUX CpPOKax
OepeMEHHOCTH YCTAaHOBJICHO yBenuueHue 3HaueHus: cyrouyHod AUC B cTaOMIIBHOM COCTOSTHUU
MIpY €KETHEBHOM IpUeMe BajanukiaoBupa B 03¢ 1000 Mr B CyTKH, KOTOpasi IpUMEPHO B 2 pa3a
npesbimana AUC npu npreme BHYTph alfukiIoBupa B go3¢ 1200 Mr B CyTKH.

BUY-ungpexyus

VY namuentoB ¢ BUY-undekuueit pacnpeneneHue u (GpapMakOKMHETHUYECKUE XAPAKTEPUCTUKH
AlMKJIOBHpA MOCIIE MEPOPATBHOTO MpHeMa OJHOW WM HecKOoJabKuX 103 1000 mr wim 2000 mr

BaJIalTMKJIOBUPA OCTAOTCA HEU3MCHHBIMU IO CPABHECHUIO CO 3JOPOBBIMU HO6pOBOHBHaMI/I.
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(NOCNEQCBATENEHOCTE 0001)

MaxkcumansHas KOHIICHTpAalMd aluKIJIOBUpPA Yy MAallUCHTOB IIOCJIC TPAHCILNIAHTAIUU OPraHoOB,

nonydaBmux 2000 mr BamanukioBupa 4 paza B CYTKH, ObUIa CONOCTaBUMa WIIM BBIIIE

MaKCHMaJIbHOM KOHLCHTpaluu, Ha6J'IIO,Z[aCMOﬁ Y 300POBBIX ,I[O6pOBOJ'IBH€B, [MoJIy4aBIIUX TAKYIO

ke J03y. YcraHoBieHHble cyTrouHble 3HaueHus AUC moryt ObITh OXapaKTepH30BaHbl Kak

3aMETHO 00JIe€ BLICOKUE.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

Sapo TabJIEeTKH:

e Ilemmono3a mukpokprucramummdeckas (MKII-101)

e [JloBumon-K25
e Marnus cTeapar

000104YKa TaOIETKH:

e [‘mnpomeIiosa

e Makporon-4000

e Turana guokcua
6.2. HecoBMecTUMOCTDH

He npumenumo.

6.3. Cpok romHocTH (CPOK XpaHEeHHs)

3 roxa.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

XpanuTs npu Temrneparype He Boie 25 °C.

6.5. Xapakrep u coaepxaHue NEPBHYHOH YIIAKOBKH

ITo 7, 10, 28, 30 TabneToK B KOHTYPHYIO SIUEMKOBYIO YITAaKOBKY M3 IUIEHKH MOJMBUHUIXJIOPUIHON U

(bonbry aTFOMUHUEBOM MEYaTHOM JTaKUPOBAHHOM.

ITo 7, 10, 20, 28, 30, 40, 42, 50, 60 wmm 100 Tabnerok B OaHKW W3 MONMATUIEHTepedTanaTa JUis

JICKAPCTBCHHBIX CPEACTB WM TIOJMIIPOIMUIICHOBLIC I JICKAPCTBCHHBIX CPEACTB, YKYIIOPCHHLIC

KPBIIIKAaMX W3 TIOJIUITUIIEHA BBICOKOI'O AABJICHUA C KOHTPOJIEM IIEPBOI'O BCKPBITUA WM KPBIIIKAMU

TMOJIUIIPOIMNIICHOBBIMU C CHCTEMOM HAXaTb-TIOBCPHYTH» WM KPBIMIKAMW W3 TOJIMITUIICHA HU3KOI'O

JAaBJICHUS C KOHTPOJIEM IIC€PBOI'O BCKPLITUAL.
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6.6. OcoOble Mepbl NPELOCTOPOKHOCT npu' | Yrittoxenr | GicHbmuiosatoro

JIEKAPCTBCHHOI'0 nmpemnapara HJIH 0TX0/10B, MOJTYYCHHBIX mnmocJjie NMPUMEHECHUSA
JIEKAPCTBCHHOI'0 Ipemapara v Ipyru€ MaHUMyJIsiMu € rpenaparom

Her oco0bIx TpeOoBaHUI.

7. AEPZKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSA

Poccuiickas ®@enepanus
000 «ATomm»

445351, Camapckas o0:1., r. XKurynesck, yiu. ['mapoctpourenei, a. 6.

7.1. IlpencraBuTenb AepKaTesisi PpericCTPALMOHHOIO YA0CTOBePeHHUs

[Iperensuu morpebUTEIEH HAIIPABIIATH 110 AAPECY:

Poccniickas @enepanys

000 «O308»

445351, Camapckas 061., r.0. XKurynesck, T. XKurynesck, yiu. 'mapocrpouteneii, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru
8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUASA

9. JIATA TEPBUYHOM PEIUCTPALIMU (IIOATBEPXKIEHUS
PETUCTPALIMMU, HIEPEPETUCTPALIMN)

JlaTa niepBoOi perucTpanyu.

10. JATA IEPECMOTPA TEKCTA

O6ma51 XapaKTCPUCTHUKA JICKApCTBCHHOT' O Iperapara BaHaI_II/IKJ'IOBI/Ip JOCTYIIHA Ha
I/IH(I)OpMaI_II/IOHHOM noprajc EBpaSHﬁCKOFO O9KOHOMHYCCKOI'0O COr3a B I/IH(I)OpMaI_II/IOHHO'

KOMMYHHKAIMOHHOH cetn «uTepHeT» https://eec.eaeunion.org/.
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