COOTBETCTBYET 3KCMEPTHOMY OTUETY
2023 Ne 12259
(NOCNEOOBATENEHOCTL 0004)
OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOFO-HPEHAPATA

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITIPEITAPATA

Bananuknosup-AKOC, 500 Mr, TaGaeTKH, TOKPHITHIE TUICHOYHON 000JI0YKOM

2. KAYUECTBEHHbBINA U KOJIMYECTBEHHBIN COCTAB
JlelicTBytolllee BEUIECTBO: BaJIAIlMKIOBUD.
Kaxxnas tabnerka comepxut 500 Mr BasanukioBupa (B BUIE THAPOXIOPUIA).

[TonHbIi epeyeHb BCIIOMOTaTENbHBIX BEIIECTB MPHBEIEH B pa3zaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Tabnerku, NOKPBIThIE MIICHOYHOIH 000I0UKOM.

Tabnerkn oBaIbHON (POPMBI, ABOSKOBBITYKIIbIE, TIOKPBITHIE TNIEHOYHON 000JIOYKOH 0eoro min
noutu Oenoro mnpera. Ha mormepedHoM paspe3e BHYTPEHHUH CJIOH Oeoro Wil MOYTH Oeoro

[IBETA.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusl K IPUMEHEHHUIO

Bspocible ¥ ToaApOoCTKHU B Bo3pacTe oT 12 no 18 ner

— Jleuenne MHMEKUUN KOXHU M CIU3UCTBIX 000J0YEK, BBI3BAHHBIX BHPYCOM IPOCTOro repreca
(BIII'), Brirouasi BIEpBBbIC BBIABICHHBIH W PEIUIUBUPYIONIMN T'eHUTaIbHBIA reprec (Herpes
genitalis), a Taxxe nabuansueiii reprec (Herpes labialis).

— IIpodunakruka (cynpeccus) peuAMBOB UHPEKIUN KOXKH U CIU3UCTBIX 000JI0UEK, BHI3BAHHBIX
BIII', BKiIt04ast reHUTalbHBIN TepIiec, B TOM YHCIIE Y B3POCIBIX C UMMYHOIE(HUIIUTOM.

— Ilpodmnaktuka nHeKui, BpI3BaHHBIX IUTOMeranoBupycom (LIMB), u 3aboneBanuit nocie
TpaHCIJIAaHTAIIMK TaPEHXUMATO3HBIX OPTaHOB.

Bspocnsie

— Jleuenue omosiceiBaromiero repreca (Herpes zoster) u ogranbMUYeCKOro OMOSCHIBAIOIIETO
repueca.

4.2. Pe:kum 103UPOBaHNS M CIIOCO0 MPUMEHEHHU s

PexuMm no3upoBaHus

Jlewenue unghexyuti xooxcu u cauzucmuix obdonouex, evizeanHvix BIII, exaouas enepgvie
8bISIBIIEHHBLUL U peyuousupyrowuil cenumanvhsiil 2epnec (Herpes genitalis), a maxoce nabuanvrwiii
2epnec (Herpes labialis)

Hummynokomnemenmuole 83pociible U noOpocmKu 6 sospacme om 12 0o 18 rem
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Pexomenayemast no3a cocrasiusier 500 mMr 2 pa3d-B-eyFri-

B ciydae penuauBoB JedeHHE JTOJDKHO MPOJOJDKAaThes 3 Wik 5 aHeil. B ciiyyae mepBUYHOrO
reprieca, KOTOPbIM MOXKET IMPOTeKaTh B OoJiee TKENoN Gopme, JeueHue cieayeT HaunHaTh Kak
MOXXHO paHbIlle, a €ro MPOAOKUTEIBHOCTh JODKHA ObITh yBenudeHa ¢ 5 mo 10 mueit. Ilpu
perunuBax BIII' Hanbonee BepHbIM cunTaeTcst Ha3HaueHue npenaparta Bananukinosup-AKOC B
POJPOMAITBHOM TEPUOJIE WU Cpa3y ke MOCIe MOSBICHUS MEPBBIX CUMIITOMOB 3a00JIEBaHUSI.
[TprMeHeHre BalalluKJIOBUPA MOXKET PEIOTBPATUTh PA3BUTHE OPAXKEHUS, €CIIU €r0 IPUMEHSITh
IIPU MEPBBIX MPU3HAKAX U CUMIITOMAaxX peruanBa, BbizanHoro BIIT.

B kadecTBe anbTepHATHUBHOTO JIeUCHHs JabuaimpbHOro repreca 3(P(EKTUBHO Ha3HAYCHUE
npenapara Bananukinoup-AKOC B no3e 2000 mr 2 pa3a B cyTku B TedeHue 1 cytok. Bropas noza
JOJKHA OBITh MPHUHATA MPUOIU3UTENBHO Yepe3 12 yacoB (HO HE paHbllle, YeM uepe3 6 4acoB)
nocine npuemMa rmepBoid 03bl. [Ipu  HCMONB30BaHMM TaKOrO peXUMa JO3UPOBAHUS
MPOJIOJDKUTENIBHOCTh JICUEHUS HE JOJDKHA TMpeBbIaTh | CyTKH, TaKk Kak TPEBBIIICHUE
MPOJIOJDKUTEIIBHOCTH 3TOTO Kypca JICUCHHUs] HE TPUBOAUT K JIOMOJHUTEIBHON KIMHUYECKOU
MOJIb3eE.

Tepanus gomkHa ObITH HAYaTa IPU MOSIBJICHUU CAMBIX PAHHUX CUMIITOMOB JJaOMaIbHOTO reprieca
(T. e. moOIIMITIBIBAHKE, 3Y/1, HOKECHHUE).

Ipogunaxmuxa (cynpeccus) peyuousoe uHpexyuli Koxcu u CIu3UCmulX 000104eK, 8bI36AHHbIX
BIIT', sxntouasn ceHumanvhblii 2epnec, 8 mom yucie y 63pOoCiblX ¢ UMMYHOOehuyumom

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

Y IMMYHOKOMIIETEHTHBIX TAIIMEHTOB peKOMeHayeMast 103a coctasisieT S00 mr 1 pa3 B CyTKH.
Uepes 6—12 MecseB jeueHnss HE0OOX0UMO OLIEHUTD 3P (HEKTUBHOCTD TEPAIUU.

Bspocnvie ¢ ummynooeduyumom

Y B3pOCIHBIX NAlMEHTOB ¢ MMMYHOAE(PUIINTOM peKoMeH tyeMas 103a cocTtasisieT 500 mr 2 pasa B
CYTKH.

Uepes 6—12 MecseB jeueHnss HE0OX0UMO OLIEHUTD 3P (HEKTUBHOCTD TEPAIUU.

Ipogpunaxmuxa unghexyui, e6vizeannvix I[[MB, u 3aboneganuti nocie MmMpaHcnIAHMAYUU
NAPeHXUMAMmO3HbIX OP2AHO8

Bzpocnvie u noopocmku 6 sozpacme om 12 0o 18 nem

Pexomennyemas no3a coctasisgeT 2000 mr 4 pa3a B CyTKH, HA3HAYAETCS KAK MOKHO PaHbIIIE TOCIIE
TpaHCIUIaHTAIMu. J[03y cieyeT CHUKaTh B 3aBUCUMOCTH OT KJIMPEHCa KpeaTHHUHA.
[TponomKUTENEHOCTD JIEUeHHUS 00BIYHO cocTaBiseT 90 AHE, HO y TAIUEHTOB C BBICOKUM PUCKOM
KypC JIeUeHUsI MOKET ObITh MPOJIJICH.

Jleuenue onoscwiearoueco cepneca (Herpes zoster) u ogmanvmuueckoco onoscwvleanueco

cepneca



Bspocnvie

(MOCNEODBATENBEHOCTE 0004)

COOTBETCTEYET 3KCNEPTHOMY OTY E3T W

JEG

Pexomennyemas nosa cocrasisger 1000 mr 3 pasza B cyTKu B TeueHue 7 JHEH.

Oco0nlie T'PYHOIIbI TAIMEHTOB

HauueHmbl noOJ2HCUI020 803pacma

Heo0xoauMo y4HTHIBaTH BO3MOXKHOE HapylleHHE (YHKIMM TOYEK Yy MAIUEHTOB IOXHUIIOTO

BO3pacTa, no3a npemnapara BamamukiioBup-AKOC nomkHa ObITH COOTBETCTBYIOHIMM 00pa3oM

CKOPPEKTHUPOBAHA.

Heobxoammo moaaepkuBath aIeKBaTHBIN BOJTHO-AJICKTPOJIUTHBIN OajlaHC.

Tayuenmoi ¢ HapyweHuem hyHKyuu novex

Jo3y mnpenapara BananuknoBup-AKOC pekoMeHAyeTcss yMeHbIIaTh y NAaIlUMEHTOB C

BBIpQXCHHBIM HapylleHneM (yHKIUHU MoYeK (CM. pekuM Ao3upoBaHus B Tabmuue 1). ¥V takux

MalMEeHTOB HEOOXOAMMO IMOICPKUBATH aJICKBATHBIM BOJIHO-AJICKTPOJIUTHBIN OajaHC.

Tabmuna 1. Koppexkius no3sr npenapara Bananuknosup-AKOC i1t mpuMeHeHHs y B3pOCIBIX U

MOJIPOCTKOB B Bo3pacte oT 12 1o 18 net ¢ HapyienneM QyHKINUY TOYEK:

MOJIPOCTKH B Bo3pacTe oT 12 o 18 net

[Tokazanus Knupenc kpearununa, | JJo3a npermapara
MJT/MUH Bananuxnosup-AKOC
OnosicbIBarOLINi reprec u | He meHee 50 1000 mr 3 pa3a B cyTKu
opTaTbMUYECKUN onosceiBaromi | ot 30 1o 49 1000 mr 2 pa3a B CyTKH
reprnec 'y  UMMYHOKOMIIETEHTHBIX | oT 10 10 29 1000 mr 1 pa3 B cyTku
B3POCTBIX (JIeueHue) menee 10 500 mr 1 pa3 B cyTku
BIII" (;ieuenue)
MMMyHOKOMITETEHTHBIE ~ B3pocible U | He MeHee 30 500 mr 2 pa3a B cyTKH

meHee 30

500 mr 1 pa3 B cyTku

JlaOuanbHBIN repriec y

MMMYHOKOMIIETEHTHBIX ~ B3POCIBIX H
IIOJIPOCTKOB B Bo3pacte oT 12 o 18 ner

(;reuenue)

He MeHee 50
ot 30 1o 49
or 10 1o 29

menee 10

2000 mr 2 pa3a B cyTKH
1000 mr 2 paza B cyTku
500 mr 2 pasa B cyTKu

500 mr 1 pa3 B cyTkun

BIII" (mpodunaktuka (cynpeccus))

I/IMMYHOKOMHeTeHTHI)Ie B3pOCJIBIE H

MMOAPOCTKH B Bo3pacte oT 12 no 18 ner

He MeHee 30

menee 30

500 mr 1 pa3 B cyTkun

500 mr 1 pa3 B 1BO€E CyTOK

B3pocnbie c uMMyHOIEDUITUTOM

He MeHee 30

meHee 30

500 mr 2 pa3a B cyTKH

500 mr 1 pa3 B cyTkn
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[Ipodpunaktuka nHpEKIUi, BBI3BAHHBIX | HE MeHee—75 2000-vr-4-pasa-B-eyTKi
OMB, y B3pocibix u mnoapocTtkoB B | oT 50 mo 75 1500 mr 4 pa3a B CyTKu
Bo3pacte oT 12 1o 18 ner ot 25 1o 50 1500 mr 3 pasa B cyTKHu
ot 10 mo 25 1500 mr 2 pa3a B CyTKH

meHee 10 wmm y | 1500 mr 1 pa3 B cyTku
MAIMEHTOB Ha

reMoauainie

Lonoanumenvras qubopjvzauuﬂ 011 NOKA3AHUA. _JeyeHue qu)eKum? KOoocu U Ccau3ucmovlx

060]10qu, svizeannvix BIII, exnrouas eénepebie BbIAGICHHbIL U DeMMOMGMDViOWMﬁ 2CHUMAIbHLILL

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

OnbeiT npumeHnenust npenapara BananukinoBup-AKOC y gereil co 3HaUYeHHMSIMHU KIMpPEHCA
KkpeatnHuHA MeHee S0 Mi/mMun/1,73 M2 oTcyTCTBYET.

Jlonoanumenvhas uncopmayus 0 nokazanus: npoduraxmuxa ungexyuu, svizeannvix LIMB, u

3ab01e8anull nocue mpancniarmayuu naperxXumanio3nvblx opecdHos

Heo6xonumMo yacTo ompenensaTs KIMPEeHC KpeaTHHHHA, 0COOEHHO B MEpHUOA, Korjaa (yHKUHS
MOYeK OBICTPO MEHSETCs, HampuMmep, Cpaszy I0ocie TPAHCIUIAHTAUWU WA TPHKUABICHUS
TpaHCIUIaHTaTa, IpU OSTOM Jjo3a mnpenapara BananukinoBup-AKOC xkoppektupyercss B
COOTBETCTBUM € IIOKA3aTeISIMU KIMPEHCAa KpeaTHHUHA.

ﬂOI’lOJZHumejleCl}l MHd)ODMCluM}Z O5l_NOKA3AHUA: _JleyeHue onoicslearouie2o ecepneca (Herpes

ZOSter) u oquafzbmuqeacoeo onoscslearuleco cepneca

[Ipenapar BanamuknoBup-AKOC cneayer npuMeHsSTh TOCHIe TeMOAMaiv3a Yy TMalleHTOB,
KOTOPBIM ITPOBOJSAT MEPUOINYECKUI TEMOTHATINS.

Tayuenmoi ¢ HapywieHuem yHKyuu neveHu

Ha ocHoBanuu uccnenoBaHusi ¢ MpUMEHEHUEM OJIHOKpAaTHOM 103bl Bajanukiaosupa 1000 mr y
B3pOCJIBIX MAalMEHTOB C IIMPPO30OM IE€UEHH JIETKOH WM CpeAHEeH CTENeHU TSKECTH (IpU
COXPAaHEHHON CHUHTETHYECKOH (YyHKIMHU MEeYeHU) KOPPEeKIMH J103bl Mpenapara Bananukiosup-
AKOC ne tpebyercs.

®apMaKOKMHETUYECKUE JaHHBIE Yy B3POCIBIX MAllMEHTOB C TSKEIONW CTENEHBIO HApYLIECHUS
GYHKIUM NIe4YeHHU (JeKOMIIEHCHPOBAHHBIM LIUPPO30M), C HApYLIEHHEM CUHTETUYECKOW (YHKIIMU
NIEYEHH W HAJINYUEM IIOPTOKABAJIbHBIX AHACTOMO30B TaKK€ HE CBHJETENBCTBYIOT O
HE00XO0IMMOCTH KOPPEKIMHU /1036l Ipenapara Banauuknosup-AKOC, oHaKo KIMHUYECKUHN OTIBIT
IIPU JJAaHHBIX MMATOJIOTUSIX OTPAHUYEH.

Nudopmarnus o mo3ax 6onee 4000 Mr B CyTKH JJ1 TAIIUEHTOB ¢ HHPEKIUIMU, BhI3BaHHBIMU BIIT

u [IMB, yka3ana B paznene 4.4.
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C€THU
DddextuBHOCTh Neuenus npenaparom Banamuknoup-AKOC y nereit He ncciae10BaIH.

Cnoco0 rmpuMeHeHus

BHyTpb, HE3aBUCHMO OT MpreMa MUIIU, TaOJETKHU ClIeAyeT 3aluBaTh BOJOMH.

4.3. IIpoTuBONOKA3aHUS

— ['unepuyBCTBUTENBHOCTD K BAJAIMKIOBUPY, AIUKIOBHPY MM JHOOOMY APYroMy KOMIIOHEHTY
mpernapara.

— JleTrckuit Bo3pacT a0 12 ner.

— Jlerckuii Bo3pacT A0 18 jer mpu JIeYeHUH OIOSICHIBAIOIIETO repreca U OPTaTbMHUYECKOTO
OTIOSICHIBAIOIIETO Tepreca.

4.4. OcoOble yka3aHHus U Mepbl IPeI0CTOPOKHOCTH NIPH NIPUMEHECHUH

C 0CTOPOKHOCTBIO

VY NanMeHToB € MOYEYHOM HENOCTATOYHOCTHIO; y MALMEHTOB C KIMHUYECKU BBIPAKCHHBIMU
dopmamu BUY-unH(Eknmnu; npyu OJHOBPEMEHHOM IpueMe HE(PPOTOKCHYHBIX JIEKAPCTBEHHBIX
CPEICTB.

Oco0ble yKazaHus

Tuopamayus

VY nanueHToB ¢ pUCKOM AETUApPaTalii, OCOOEHHO y NAlIMEHTOB MOXKUJIOT0 BO3pacTa, HE00X0AMMO
o0ecneuynThb aJeKBaTHbIM BOJHO-3JIEKTPOIUTHBIN OaaHc.

Ilpumenenue y nayuenmog ¢ HapyuieHuem QYHKYuu novex u y nayueHmos nodcuio20 603pacma
[TockonpKy anMKIOBUP BBIBOAWUTCA TOYKaMH, HEOOXOJMMO YMEHBIIUTh J03y Ipenapara
Bananuknosup-AKOC y nmanueHToB ¢ HapyuieHueM (QyHKIUHU MOYeK. Y MalMeHTOB MOKUJIOro
BO3pacTa MOKET HaOJI0/aThCsl HapylleHHe (YHKIMU TOYEK, MO3TOMY CIEQYET pacCcMOTPETh
YMEHBIIEHNE A03bl JJIS 3TOM TpYIIbI NanueHToB. Kak manMeHThl MOXXKUIOro0 BO3pacTa, Tak U
NalMeHThl ¢ HapyUIeHHeM (YHKLUUHU MOYEK BXOJAT B IPYMILy MOBBIIIEHHOIO PUCKA Pa3BUTHUS
HEBPOJIOTUYECKUX OCJIOXKHEHHHM, TaKUM NalMeHTaM HEe0O0XOJMMO O00eCledyuTh TIIATeIbHbIN
BpaueOHbIH KOHTPOJb. Kak mpaBuio, 3T peakiud B OCHOBHOM HOCSIT OOpaTUMBIN XapakTep B
Clly4ae OTMEHBI IIpernapara.

Jleuenue nabuanvrnozo eepneca u npogpunaxmuxa LIMB-ungexyuii u 3abonresanutl

IIpumenenue gvicokux 003 npenapama Banayuknoeup-AKOC npu napywienuu @pynkyuu nevenu u
nocie nepecaoxku ne4eHu

Her nannsix o npumenennu npenapara Bananukinosup-AKOC B Beicokux 103ax (4000 mr B cyTkH
U BBIIIE) y MalMEHTOB C 3a00JIeBaHUEM IE€YEHH, NOITOMY TAaKUM MAIMEHTaM BBICOKHE 03Bl
npenapara BamanukinoBup-AKOC nomKkHBI Ha3HA4aThCsl C OCTOPOXKHOCTHIO. CrieruaibHbIC

HCCJIEIOBaHMsI [0 M3Y4YeHUIO JeiicTBus npenapaTta Bananuknosup-AKOC npu nepecajke neueHu
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He npoBOUIKCH. OHAKO OBLIIO YCTAHOBIICHO, HFO-HPOGHAGKTHIeCKoe-HasHaYSHIHe-AHIKIOBHP
B BBICOKHX J103aX yMeHbIIaeT nposiBieHus LIMB-undexun u 3a6oneBanusi.

Hcnonvzosanue npu cenumanvHom cepnece

[TanueHtaMm crienyeT peKOMEHJI0OBAaTh BO3JEPKUBATHCSA OT IOJOBBIX KOHTAaKTOB MPU HAIUYUU
CHUMIITOMOB, JIa)K€ €CIIU JICUCHUE MPOTHUBOBUPYCHBIM MpenaparoM BamanuknoBup-AKOC yxe
oput0 Hauato. CynpeccuBHas Tepanus npenaparom BanamukinoBup-AKOC cHuxkaer puck
nepesayd reHUTAIbHOTO repreca, HO MOJTHOCThI0 HE UCKIIYAaeT PUCK MHOUIUPOBAHUS U HE
MIPUBOJIUT K MTOJTHOMY U3JieueHuto. Tepanus npenapatom BanamukioBup-AKOC pexomenayercs
B COYETAHUH C HAJIC)KHBIMH CPEJCTBAMU OapbepHON KOHTPALICTIIIUH.

Jlexapcmeennas peaxkyus ¢ 303uno@uauen u cucmemuvimu npossrenusmu (DRESS-cunopom)

Ha ¢one neuenust BamanukioBupom coodmanock o DRESS-cunapome, KOTOpBI MOXKET OBITh
YTPOXKAIOLIUM JKU3HM WU cMepTenbHbIM. [Ipum HazHaueHMM MpemapaTa MaldeHTa CcleayeT
O3HAKOMUTH C mpu3Hakamu u cumnromamu DRESS-cunapoma u TmaTensHO OTCIEXKHBATH
KOXKHBIE peakiuu. [Ipu mosiBIIeHUN NPU3HAKOB U CHUMITOMOB, CBHJICTEILCTBYIOUINX O Pa3BUTHU
DRESS-cunnpoma, npuem npenaparta Bananuknosup-AKOC cnenyeT HeMeaAsIeHHO OTMEHUTD U
paccMOTpPETh BOMPOC 00 aTbTEPHATUBHOM JieueHuH (B ciydyae HeoOxonumoctn). Ecnu y manuenra
passwicss DRESS-cunnpom na ¢done mpumenenus npenaparta BamamuknoBup-AKOC, nedcHue
npenaparoM BananukioBup-AKOC y maHHOro mamueHTa HM B KOEM Cliydae B JajbHEUIeM
HEJb351 BO30OHOBIISTD.

4.5. B3auMopeiicTBHe ¢ JAPYIMMH JIeKapCTBEeHHbIMH IpenapaTaMM W [pyrue BH/bI
B3aMMOJEHCTBUA

Knuanyecku 3HaYMMbIe B3aMMO/ICHCTBHS HE YCTAaHOBJICHEI.

ATMKIIOBUD BBIBOJIUTCS MOYKAMH, B OCHOBHOM B HEH3MEHEHHOM BHJIE€ MOCPEICTBOM aKTUBHOU
noyeyHoi cekperuu. CodeTaHHOE NMPUMEHEHHE JIEKAPCTBEHHBIX CPEACTB C ATUM MEXaHHU3MOM
BBIBEJICHHSI MOKET NMPUBECTU K MOBBIIIEHUIO KOHIIEHTPALUHU allUKJIOBHPA B IJIa3Me KPOBH.
[Tocne nasHaueHus BanauukioBupa B jo3e 1000 Mr u mpemapaToB HUMETHUAMH, TPOOEHEUHU],
KOTOpBIE BBIBOASTCS TEM JK€ IMyTEM, YTO W BaJalMKIOBHp, HaOmromaercss mosbimeHne AUC
alMKJIOBUpPA M, TAKMM OOpa30M, CHMXKAETCS MOYEUHBIM KIMpPEHC aluKiIoBUpa. TeM He MeHee,
BBUIY IIMPOKOI'0 TEPANIeBTUUYECKOI'0 MHAEKCA allUKIOBUPA, KOPPEKIIMU 1036l BalallMKIOBHUPA HE
TpeOyercs.

[Tpu neuenun nabuanbHOrO repreca, NpoduiIakTUKe U JIeYeHUH 3a00aeBaHuil, BbI3BaHHbBIX [[MB,
HE00X0IMMO COOIIOaTh OCTOPOXKHOCTD B CIIy4ae OJHOBPEMEHHOTO TPUMEHEHH I BAIAIIUKIIOBUPA
B Oosiee BhICOKHX J103ax (4000 Mr B CyTKM W BBILIE) U JIEKAPCTBEHHBIX MpenapaToB, KOTOPHIE
KOHKYPHPYIOT C allMKJIOBUPOM 32 ITyTh BBIBE/ICHUS, TAK KaK CYIIECTBYET IMMOTCHIMATBHAS yTpo3a

IMOBBIIICHHUA B IIJIa3ME KPOBU KOHICHTpAaOWW OJHOTO HIIH o0oux npemaparoB HWJIM HX
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MeTabonmuToB. bbuto oTMmeueHo moBbimeHHne AUC—-anmIoBHpa—H—HeaKTHBHOFO—MeTaboHTa
MukopeHonata Moderwia (MMMYHOJACIPECCAHT, TPUMEHSEMBbI y TAIUEHTOB TMOCIe
TpaHCILIAHTALIMK OPTraHOB) IIPH OJHOBPEMEHHOM IPUMEHEHUH 3THUX MPEIapaToB.
OaHOBpEeMEHHOE MTPUMEHEHHE BAJIAIUKIOBUPA ¢ HS(hPOTOKCHIHBIMH IIperapaTaMM, B TOM YHCIIe
C aMUHOTJIMKO3U/IaMHU, OPTAHHYECKUMHU COCTMHEHUSMU TUIATHHBI, HOJUPOBAHHBIM KOHTPACTHBIM
BEIIECTBOM, METOTPEKCATOM, IEHTAMHUINHOM, (DOCKAPHETOM, IIUKIOCIIOPUHOM U TAKPOIUMYCOM,
JIOJKHO TIPOBOJIUTBCSA C OCTOPOXKHOCTBIO, OCOOCHHO Yy MAIMEHTOB C HapylieHUEM (QyHKIHU
MOYeK, U TpeOyeT PeryJapHOro MOHUTOPHHTA (YHKIUH ITOYECK.

4.6. DepTHIBLHOCTD, 0€PEMEHHOCTD U JTAKTALUSA

DdepTUabHOCTD

B uccnenoBanusax Ha )KUBOTHBIX BaJAIMKIOBHP HE OKa3bIBAJ BIMAHUSA HA GEPTUIIBHOCT. TeM He
MEHee, NPUMEHEHHME BBICOKMX [103 alMKJIOBHpa IpU MapeHTEpalbHOM BBEACHUHU BbI3BIBAIO
TECTUKYISIpHBIC 2P PEKTHI Y KPBIC U COOAK.

HccnenoBanusi 1Mo BIMSHUIO BalallMKIOBHpa Ha (EPTUIBHOCTH Y JIIOJIEH HE MPOBOAMIHCE.
OpHako He ObUIO 3apErMCTPUPOBAHO U3MEHEHUH B KOJIMYECTBE, MOJIBMKHOCTU U MOpdosioruu
crepmMaTo30u10B y 20 ManeHToB yepe3 6 Mecs1eB eXXeJHEBHOIO IPUMEHEHUS BaJIAl[UKIOBUPA B
no3ax ot 400 mr o 1000 mr.

bepemenHocTh

HMmeroTcs orpaHu4eHHbIe JaHHbIE O IPUMEHEHNUHU BaJlallMKI0BUpa npu 6epemenHocTH. [Ipenapar
clleflyeT MPUMEHSTh MpU OEPEMEHHOCTH TOJIKO B TOM CJIydae, €ClIM NOTEHIMaIbHAs M0J1b3a JUIs
MaTepy MPEBOCXOIUT MOTEHIMABHBIN PUCK AJIs TUIOAA.

B perucrpax OepeMeHHBIX OBLIM 3aJl0KyMEHTHPOBAHBI HMCXOJ/bl OEPEMEHHOCTH Yy >KEHIIMH,
NPUHUMABIINX BAJALMKIOBUD WM JpPyrue IMpernapaThl, COAEpKalUe alUKIOBUP (ALIMKIOBUP
SBJISICTCSA aKTUBHBIM MeTab0JIMTOM BaylalukioBupa), 111 u 1246 nHabnroneHuil cCOOTBETCTBEHHO
(13 xotopbix 29 m 756 mpUHMMaIM TIpernapathl B MEPBOM TpUMECTpe OEpeMEHHOCTH)
IPEJICTaBIsUIN COO0M HMCXOABl OEPEMEHHOCTH, 3aperMCTPUPOBAHHBIE NMPOCIEKTHUBHO. AHAIMU3
JaHHBIX, TIPEACTABIEHHBIX B PErUCTpe OEpEeMEHHBIX, [OJBEPraBUINXCS BO3JEHCTBUIO
aIMKJIOBUPA, HE BBISBUJI YBEJIMYCHHUS YHCIIA BPOXKIECHHBIX 1€(EKTOB y UX JeTel M0 CPAaBHEHMIO C
oOmiell momynauueil, HA MO0 OJHOMY M3 MOPOKOB Pa3BUTHUS HE BBIABICHO CHEHM(PUUHOCTH MU
3aKOHOMEPHOCTH, YKa3bIBAIOUINX Ha 00I1yI0 MpuuuHy. [10cKONIbKY B peructp 6epeMeHHbIX ObLIO
BKJIIOUEHO HEOOJbIIOE KOJMYECTBO JKEHIMH, MPUHUMABIIMX BalallUKIOBUD BO BpeMs
OEepeMEHHOCTH, TO JIOCTOBEPHBIX M ONPEAETICHHBIX 3aKJIIOUYCHUH O Oe30MacHOCTH NMPUMEHEHUS
BaJIALIMKJIOBUPA MIPU OEPEMEHHOCTH CIENIaTh HEJIb35l.

JlakTarms

AIIMKJIOBUP, OCHOBHOW META0OJUT BAJTAIMKIOBUPA, MPOHHUKAET B TpyaHOe Mojoko. [locre
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npuema BanauukiaoBupa B 1o3e 500 mr BHyTph UmaxB-FpyHoMMoioke B-0;5—2;3-pasa(B-cpeaHem
B 1,4 pa3a) npeBsliiana COOTBETCTBYIOLINE KOHIIEHTPALMK allKJIOBUPA B IJIa3M€ KPOBU MaTepH.
CootHomenne 3HadeHuit AUC anuknoBupa B rpyaHoM mojoke k AUC B CBIBOPOTKE KpOBHU
MaTepH BapbUpoBaiuch oT 1,4 10 2,6 (cpennee 3nauenue 2,2). CpenHee 3Ha4CHUE KOHIICHTPALUN
AIMKJIOBUPA B TPYIHOM MOJIOKE COCTaBIIsLIO 2,24 MKr/mit (9,95 Mmkmous/n). [Ipu npueme matepbio
BajauukioBupa B 03¢ 500 Mr 2 pas3a B CyTKH, I€TH, HAXOASAIIUECS Ha IPYAHOM BCKapMIIMBaHUH,
MOJIBEPIaloTCsl TAKOMY K€ BO3JCHCTBUIO allUKIOBHUPA, KAaK IPHU MPUEME €r0 BHYTPh B J03€ OKOJIO
0,61 mr/kr/cyTku. [lepros monyBbeIBeICHHS allMKJIOBHPA U3 TPYAHOTO MOJIOKA TaKOH XKe, KaK U3
IJ1a3Mbl KPOBH.

BananukinoBup B HEU3MEHEHHOM BH/JIE HE OIIPENEISUICA B IUIa3ME KPOBU MaTepH, IPyAHOM MOJIOKE
WK MOo4e peOeHKa.

BananukioBup crenyer Ha3HayaThb € OCTOPOKHOCTBIO IKEHIMHAM B TEPUOJA TPYAHOTO
BCKApMJIMBaHMSL.

TeMm He MeHee, auMKIOBUDP [JI1 BHYTPUBEHHOIO BBEICHHS NpuMeHsiercs ana nedenus BIIT y
MiasieHIeB B g03e 30 MI/Kr/CyTKH.

4.7. Bausinue HAa CHOCOOHOCTH YNPABJSTH TPAHCHOPTHBIMU CpeACTBAMH M padoTath ¢
MeXaHHU3MaMH

Heo0xoauMo y4HTHIBaTh KIMHHYECKOE COCTOSHUE TMAlMEHTa W MPOQIIb MOOOYHBIX PEeaKIHi
BaJIAIIMKJIOBHUPA MPHU OLEHKE CIOCOOHOCTH MAallMEHTa YIPABJIATH TPAHCIOPTHBIMH CPEICTBAMU
WM IBUKYIITUMUCS MEXaHU3MaMHU.

4.8. HexkesaTeibHbIe peaKkuH

PesroMme HexxenaTeabHbBIX PEAKIIN

HesxenaTepHble peakiMy MEPEYHCIIEHBI HUKE B COOTBETCTBUH € KITACCH(HUKAIMEHN [T0 OCHOBHBIM
CHCTEMaM W OpraHaM M 4YacTOTe€ BCTPEYaeMOCTH, KOTOpas Oblia OmpejeieHa CIIeayHOIUM
obpasom: ouenb 4yacto (> 1/10), wacro (> 1/100, no < 1/10), newacro (> 1/1 000, no < 1/100),
penko (> 1/10 000, Ho < 1/1 000), ouens peaxo (< 1/10 000).

JlaHHBIE KIIMHUYECKNX UCCIIEIOBAHNI

Co cmopoHbl HepeHOlL cucmembl
Yacmo: TonoBHast 60JIb.
Kenyoouno-kuweunvie napyuienus
Yacmo: TomHOTA.

JlaHHBIS HOCTMaDKCTI/IHFOBHX/HOCTDCFI/ICTDaLII/IOHHBIX HCCIeI0BAHUM

Co cmoponbvl cucmemul Kposu u IumMpamuieckoi cucmembyl
QOuenvb peoko: NeHKoreHus, TpoMmOoruTorneHus. B OoCHOBHOM JedKomeHus Habmtomanace y

ManuceHTOB CO CHUXXCHHBIM UMMYHUTCTOM.
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Co cmopoHbl UMMYHHOU cucmeMmbl
Ouens peoko: anaumakcus.

Co cmopoHbl HepsHOolL cucmembl
Peoxo: ronoBokpyKeHHe, CIyTaHHOCTh CO3HAHUS, TAJUTIOLMHAIINY, YTHETEHUE CO3HAHUS.

Ouenb pedxo: aXXuTalus, TPEMOp, aTaKCUsl, TU3apPTPUsl, ICUXOTUUECKHUE CUMIITOMBI, CyJI0POTH,
sHIedanonaTus, koMa. [lepedrcieHHbIe BBIIIE CUMIITOMBI B OCHOBHOM OOpaTUMBI U OOBIYHO
HAOMIONAIOTCA Yy TAIlMeHTOB C HapyuleHHWeM (YyHKIMKA TOoYeK WM Ha (OoHEe Jpyrux
IpelpacloiaraouX COCTOSHUNA. Y B3pPOCIHbIX MAalMEHTOB C TPAHCIUIAHTUPOBAHHBIM OPTaHOM,
MOJTYYaroIX BBHICOKKE J03bI (8 T' B JIeHb) BaauukioBupa i npodunaktuku [IMB-undexnum,
HEBPOJIOTUYECKHE PEAKIIMU PA3BUBAIOTCS Yallle, UM MPU IpreMe 00jiee HU3KUX J103.

Co cmopoHbl OblxamenbHol cucmemsl, OP2aHo8 2pYOHOU KIemKU U Cpe0oCmeHUs

Heuacmo: ogpIika.

Kenyoouno-kuuieunvie napyuenus

Peoxo: muckompopT B )KUBOTE, pBOTA, TUAPES.

Co cmopoHvl nevenu u JHcenuesvl800AWUX nymet

Ouenv peoxo: oOpaTuMble HapylIeHUs! (QYHKIMOHAIBHBIX MMEYCHOYHBIX MPOO, KOTOphIE MHOTAA
paclEeHUBAIOT KaK IPOSBIICHUS TeIIaTUTA.

Co cmopoHbl KOdCU U NOOKONHCHBIX MKAHEL

Heyacmo: BeIcbIIaHUS, BKJIIOYAsl IPOSIBIICHUS (DOTOYYBCTBUTEIHLHOCTH.

Peoxo: 3yn.

Ouenb pedko: KpaluBHUIIA, AHTHOHEBPOTHUYECKUI OTEK.

Yacmoma neuzeecmua: NeKapCTBEHHAS PEAKIIHS C 203UHOPUINEH U CUCTEMHBIMH MPOSIBJICHUSMU
(DRESS-cunapom) (cMm. pazmen 4.4.).

Co cmopoHbl nouex u Mo4esbl800AWUX nymell

Heuacmo: rematypus (4acTo CBS3aHHAs C PYTMMH HApYLIEHUSMHU CO CTOPOHBI MTOYEK).

Peoxo: napynienue GpyHKIUU TOYEK.

Ouenb pedko: oCTpasi MOYeUHasi HEJJOCTATOYHOCTh, MTOYeUHas Konuka. [loueyHas KojirMka MOXKET
OBITH CBSI3aHA C HapyIlIeHWEeM (QYHKIIUHU MOYECK.

Coo01mranock 0 cnydasx OCaXXACHHUS KPUCTAJUIOB allMKIOBUPA B IMPOCBETE TTOYEUHBIX KaHAIbIIEB.
Heobxoammo coOmroaaTh aJIeKBaTHBINA TUTHEBOM PEKUM BO BpEeMsI JICUCHUSI.

Yacmoma Heuzsecmua: TyOyJTOUHTEPCTUIIMAILHBIN HEQPUT.

Ilpouue: y TAaNMEHTOB C TSDKETBIMU HApPYIICHUSMH HMMYHHUTETa, OCOOCHHO Y B3POCIBIX
MAIMeHTOB C Jajeko 3amexamed cragueit BUY-uHbekuuu, mOTydyaronmx BBICOKHE O3B
BaJlalMKJIOBUpa (8 T €KEIHEBHO) B TCUCHHE UIMTEIBLHOTO TEPHOJia BPEeMEHHU, HaOII0IanCh

CIy4yal TOYE€YHOM HEIOCTATOYHOCTH, MHUKPOAHTHOMATHYECKOW TIE€MOJIUTUYECKON aHEMUHM H
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TPOMOOLIUTONICHNH (MHOT/Ia B KOMOWHAIIHH).
MAIUEHTOB C TEMH K€ OCHOBHBIMHU H/HJTH COMYTCTBYIOIIMMH 3200JICBaHUSMU, HO HE TIOTYYaIOIIIX
BaJIAIUKIIOBHUD.

COO6H.I€HI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxHo coo0marb O I0M03PEBAEMBIX HEKEJIATEIbHBIX pPEAKLUSX II0CIE€ PErucTpanuu
JIEKapCTBEHHOTO Iperapara ¢ Helibl0 00eCIeYeHNs] HePEPhIBHOIO MOHUTOPUHTAa COOTHOIICHHS
«I0JIb3a — PUCK» JIEKApCTBEHHOIo Ipenapara. MenuIuMHCKUM pPaOOTHHUKAM PEKOMEHAyeTcCs
coo0uaTe O JIOOBIX MOJO3PEBACMbIX HEXKENATENIbHBIX PEAKIMIX JICKapCTBEHHOI'O Ipernapara
yepe3 HallMOHAJIBHBIE CHUCTEMBI COOOIIEHHUS O HEXeNaTeNbHBIX PEeaKIUsIX roCylapCTB-4ICHOB
EBpa3uiickoro 3K0HOMHYECKOIr0 COI03a.

Poccuiickag ®eneparust

109012, r. Mocksa, CnaBsiHCcKas 1iomans, 1. 4, ctp. 1

®depnepanbHas cinyx0a mo Haa30py B chepe 3npaBooxpanenus (PocsnpaBuanzop)

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

E-mail: pharm@roszdravnadzor.gov.ru

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

4.9. llepeno3npoBka

CuMITOMBI

Octpas moyeuHass HEJOCTATOUYHOCTh M HEBPOJOTHMYECKHE HAPYIIEHUS, BKIIOYas CIyTaHHOCTh
CO3HAHMS, TAJUTIOIIMHALINY, Q)KUTAIIMI0, YTHETEHUE CO3HAHUS U KOMY, a TaKXKe TOIIHOTAa U PBOTA,
Ha6J'IIOI[aJ'II/ICB y IIanueHTOB, MOJIYyUYHNBIIUX 03Bl BaJIalTMKJIOBHUPA, MMPEBBIIIAIOIINC
PEKOMCHIOBAHHBIC. HOI[O6HI)I€ COCTOsIHMA 4Yale OTMCYAIHMCh Yy IMAUMCHTOB C HApPYUICHUCM
q)YHKIII/II/I MOYCK W MAIMCHTOB ITOXKHWJIOTO BO3pacCTa, MOJYYHBIIWX ITOBTOPHBIC IMPCBBIMIAKOIINC
PEKOMEHI0BaHHBIE J03bl BATAIIMKIOBUPA, BCIEACTBUE HECOOTIOACHUS PEKUMA TO3UPOBAHUS.
Jleuenue

HaHI/IeHTI)I JOJIKHBI HAXOAUTHCA IO TINATCJIbHBIM MCIUITUHCKUM Ha6J'IIOI[€HI/I€M. FGMO}II/IaHI/IL’n B
3HAYUTEILHON CTEIIEHU CHOCO6CTByeT BBIBCICHUIO AIIMKIIOBHPA M3 KPOBU M MOKCET CUHUTATHCA

MCTOAOM BLI60pa IIpUu BEACHUHN MMAlTUCHTOB C Hepeﬂ03Hp0BKOﬁ Ipenapara.

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCcKHe CBOiicTBa

@®apMakoTepaneBTUYECKass TpYIIa: MPOTUBOBUPYCHBIE CPEACTBA CHCTEMHOIO JIEHCTBUS;
IIPOTUBOBUPYCHBIE CpPEACTBAa NPSIMOIO JEHCTBUS; HYKJIEO3UIbl M HYKIECOTHIbI, KpOME

MHTHOUTOPOB 0OPAaTHOM TPAHCKPUIITA3HI.

Kox ATX: JOSAB11
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Mexannsm neiicTBus

BanauukioBup sBiIsSIeTCSI MPOTHBOBUPYCHBIM CPEJICTBOM, IPENCTaBIsAeT co00il L-BammHOBBIIM
CIOXHBIA 3(pUp alUUKIOBHpA. AINMKIOBUD SIBISETCS aHAJIOIOM IIyPHHOBOI'O HYKIJIEO3UJa
(ryanuHa).

B opranusme uenoBeka BaJalMKIOBHP OBICTPO M NMPAKTHUECKH IMOJHOCTHIO MPEBpAILACTCS B
AllMKJIOBUP W BaJUH MPEINOJOXKHUTEIBHO TOA BO3JCHCTBUEM (pepMeHTa BaJIAI[MKIOBUP-
TUIPOJIA3HI.

AMKIIOBHD SABJISETCS CHEHU(PUISCKUM HHTHOUTOPOM BHPYCOB Ieprieca ¢ akTUBHOCTBIO IN Vitro
npotus BIII" 1-ro u 2-ro Tunos, Bapuiieiia-3ocrep Bupyca (B3B) (Varicella zoster virus), IIMB,
Bupyca OmnmreiiHa — bappa (BOB) u Bupyca repmeca uenoBeka 6-ro Tuma. ALMKIOBUP
uHruoupyer cunre3 BupycHod JIHK cpasy mocne docdopmivpoBanus U TMpeBpalieHUS B
aKTUBHYIO (hopMy — anfukiIoBup Tpudocdar.

[lepBast cragust hocopunupoBanus TpeOyeT aKTUBHOCTH BHPYC-CIENU(UIECKUX (HEPMEHTOB.
Jna BIII, B3B u BOb takum ¢epmeHTOM sBISETCS BHpPYCHAs TUMHUAMHKHHA3a, KOTOPAs
MPUCYTCTBYET TOJBKO B TIOPAKEHHBIX BHUPYCOM KIieTKax. YacTUYHO CEleKTUBHOCTh
bocdoprnrpoBaHus HOIACPKUBACTCS y IUTOMETAIOBUPYCA OMIOCPEIOBAHHO Yepe3 MPOAYKT reHa
docdorparchepazsr UL97. Dta HE0OOXOIMMOCTh AKTUBALWU AIMKJIOBHAPA CHEIUPUICCKIM
BUPYCHBIM (DEPMEHTOM B 3HAYUTEIBHOIN CTENICHN OOBSICHSET €T0 CEIEKTUBHOCTb.

[Tpouecc dpochopunupoBaHus anukIoOBHpa (IpEeBpaIleHre U3 MOHO- B TpUdochaT) 3aBepiiaeTcs
KJIETOYHBIMU KHHa3aMH. ALUKIOBUDP Tpudocdhar KOHKYpeHTHO MHTHOupyeT BupycHyo JIHK-
noymMepasy 1, Oyyur aHaJIOroM HYKJIe03u 1a, BcTpauBaeTcs B BupycHyto JIHK, uto npuBoguT
o0MraTHOMY pa3pbIBY I1iemnu, npekpamienuto cuare3a [JHK u, cnenosarensHo, kK OJ0KHpPOBaHUIO
PETUTUKAINH BUpPYCa.

dapmakogngamuyeckue 3P HeKTol

Pe3ncTeHTHOCTh K AaIMKJIOBUPY OOBIYHO 0OyCiOBIeHa Me(DUIUTOM THUMHJIWHKUHA3BI, YTO
MIPUBOJIUT K YPE3MEPHOMY PACIPOCTPAHEHUIO BUPYCAa B OpraHu3Me X03iuHa. B penkux ciaydasx
CHIIKEHHE YYBCTBUTEJIBHOCTH K AlMKJIOBHPY OOYCIIOBJIEHO IOSBICHUEM IITaAMMOB BHpycCa C
HapyLIEHUEeM CTPYKTYpbl BUPYCHOM TUMuAMHKHHA3bl uiau JJHK-nonmumepassl. BupyneHnTHocTh
ATUX Pa3HOBUIHOCTEN BUPYCa HAIIOMUHAET TAKOBYIO Y €r0 JIMKOI0 IITAMMA.

[To pesynpTaTtam obmupHoro uccnegopanus mrammos BIIIT u B3B, oToOpanHbIX y manueHTos,
MOJIyYaBIIUX TEPANUI0 AalMKIOBUPOM WM TPUMEHSBIINX €ro B IEIIX MNpPOPUIAKTUKH,
YCTaHOBIIEHO, YTO BUPYCHI C IOHMKEHHOW YYBCTBUTEIBHOCTHIO K BaJALIUKIOBUPY BCTPEUAKOTCS
KpaiiHE peIKo, HO MOTYT OBITb OOHAPYKEHBI B PEIKUX CIydasx Yy MAalUEHTOB C TSKEIBIM

HapylIEHHEM HMMYHUTETa, HAIpUMEpP, PELHUIMEHTOB TPAHCIUIAHTATa KOCTHOTO MO3ra WIIH
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HOBOOOpa3zoBauuii, 1 y BUU-undpuuupoBaHHbBIX.

BamanukioBup  CrocoOCTBYeT  KyHNUPOBaHHIO  OOJEBOTO  CHHAPOMA: YMEHBIIIAET  €ro
MIPOJIOJDKUTEIIEHOCTh M COKPAIAeT MPOLIEHT OOJBHBIX C OOJISIMH, BEI3BAHHBIMH OTIOSICHIBAIOIINM
reprecoM, BKJIK0Yasi OCTPYIO MOCTIEPIIETUUYECKYIO HEBPAJITHIO.

5.2. apMaKkoKHHeTHYeCKHUeEe CBOHCTBA

AOGcopOuus

[Tocne nmpuema BHYTPh BAJIALIMKIOBUP XOPOIIO BCACHIBACTCS U3 HKEITYI0YHO-KUIIIEYHOTO TPaKTa,
OBICTPO M TIOUTH MOJTHOCTHIO IIPEBPAILASCH B ALIUKJIOBHUP U BAJIMH. DTO MPEBPAIICHUE, BEPOSTHO,
OCYIIECTBIISICTCS (PEPMEHTOM TICUSHU, BATALUKIOBUP-THIPOIA30H.

[Tpu npueme BanauukioBupa B g03¢ oT 1000 Mr OMOAOCTYITHOCTD alIMKJIOBUpPA cocTaBiseT 54 %
W HE CHIWKaercs OT mnpueMa nuiu. DdapMakOKMHETHKA BaJIAlIMKIOBUpPA HE SBISETCA
710303aBUCUMOi. CKOPOCTh M CTENIEHb BCAChIBAHUS YMEHBIIIAIOTCS C YBEJIMUCHUEM J03bI, TPUBOIS
K MEHEE MIPOIOPIMOHAIBHOMY YBEJIWYEHUI0O MaKCUMaJIbHOW KOHIIGHTpALlUU B IUIa3Me KPOBU
(Cmax) IO CPaBHEHHUIO C TEPANEBTHUECKUM JMANA30HOM JI03 U CHIDKEHUIO OMOJOCTYMHOCTH MPU

no3ax Beime 500 mr.

Tabmuna 2. Pe3ynbTaTsl OlICHKU (hapMaKOKUHETHKH aIlMKJIOBHPA IIPH MPUEME OJJHOKPATHBIX J103

BajanukioBupa ot 250 mr g1o 2000 Mr 340pOBBIMU AOOPOBOJIBLIAMU C HOPMAIbHON (DyHKIIMEH

NICYCHH:

dapMaKOKMHETUYECKUE 250 mr 500 mr 1000 mr 2000 mr

rapaMeTpsl alfuKIOBHpa (N =15) (N =15) (N =15) (N=28)

Crax MKMOJIB/1 9,78+ 1,71 15,0 +£4,23 23,1 +£8,53 | 36,9+6,36
MKT/MIT 2,20 £ 0,38 3,37+£0,95 520+1,92 |8,30+1,43

Trax 9ackl (4) 0,75 1,0 2,0 2,0

(0,75-1,5) (0,75-2,5) (0,75-3,0) (1,5-3,0)

AUC Y * MKMOJIB/J 24,4 +£ 3,65 493 £ 7,77 83,9+ 20,1 131 £28,3

Y+ MKI/MII 5,50+ 0,82 11,1 £1,75 18,9 +4,51 29,5+ 6,36

Cmax — MaKkCUManbHas KOHIOCHTpAIUs B IIJIa3ME KPOBU;

Trmax — BpeMs 10 JOCTUIKCHUSA MaKCHMaJIbHOM KOHICHTpPAIUHX B IJIa3ME KPOBHU;

AUC — mrommane moja papMakOKHHETHIECKOW KPUBOH «KOHIIEHTPANUS — BpeMsD». 3HaueHHE Cmax
u AUC oTpaxkaroT cpefiHee CTaHJapTHOE OTKJIOHEHHE. 3HaYCHUS IS Tmax OTpaXKAIOT MEIMAHHOE

3HAaYeHHE U TUAIla30H 3HAUYCHUN.
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MakcumManbpHas KOHIICHTpAIUsS BalTallMKIOBUPa—B—HAa3Me—KpOBH€OCTaBAseT FHHb oT
KOHIIGHTpAallMK allUKJIOBHpA, MEMaHa BPEMEHU ee JocTuxeHus coctasisier oT 30 po 100 mun
noce npuema npemnapara. Uepes 3 daca rociie npuema npernapara KOHIEHTpAIUs BaJlal[MKIOBHpa
JIOCTUTAET YPOBHS KOJIMUYECTBEHHOT'O OMPECIICHUS UIH HUXKE.

BananukioBup U anyKIOBAP MMEIOT aHAJIOTHYHBIC (DApMaKOKMHETUYECKHE MMapamMeTphl MOCIe
OJIHOKpAaTHOrO # MHoOrokpatHoro mnpuema. B3B wu BII[' 3HauuTenbHO HE U3MEHSIOT
(bapMaKOKMHETHKY BaJallMKJIOBHUpA U allMKJIOBUpA MOCIE MpUeMa BAIAlUKIOBUPA BHYTPb.

Pacopenenenue

CrerneHb CBS3BIBAHUS BAIAIMKIIOBUPA C OCIKaMH IIa3MbI KpoBH o4eHb HU3Kas (15 %). CreneHn
NPOHUKHOBEHUs B IepeOpocnuHanbHyo xuakocts (LICXK) ompenensiercs kak COOTHOLICHHE
AUC B ICXK x AUC B m1a3me KpoBH U COCTaBJIsIET OKOJI0 25 % IS aluKIOBHpa U METab0JInTa
8-rupoKcHaIuKIOBUpa (8-OH-ACV), OKOJIO 2,5 % IS MmeTradonuTa 9-
(xkapookcumerokcu)Metmiryanuaa (CMMG).

Buorpancdhopmariusa

[Tocne mpuema BHYTPh BaJallMKJIOBHUp MpeBpallaeTcs B AlUKIOBUDP U L-BamuH mocpeacTBOM
MPECUCTEMHOr0 METa0OoNMu3Ma B KHILIEYHHKE W/MIU MEYEHOYHOro MeTabonu3ma. AIMKIOBHP
npesBpamiaercss B Manbsie Metabomutel (CMMG) mojx BO3JACHCTBHEM 3THUJIOBOTO CIHUPTA U
anmpaeruaneruaporenassl, 8-OH-ACV non Bo3zaeiicTBueM anbaeruaokcuaassl. [Ipumepro 88 %
OT OOIIIET0 COBOKYITHOTO BO3CHCTBHS HA IJIa3My KPOBH MPUXOTUTCS Ha anukioBup, 11 % — Ha
CMMG u 1 % — na 8-OH-ACV. BanauukioBHp M alUKIOBUP HE METaOONM3UPYIOTCS
n3zopepMeHTaMu cucTemsl uToxpoma P450.

DJIMMUHAIIHS

VY nanueHToB ¢ HOpMalIbHON (PYHKIMEN MMOYEeK NepUo MOTYBbIBEICHUS allUKIOBUPA U3 TUIa3Mbl
KpPOBHM IIOCJIE OJHOKPATHOTO MM MHOTOKPAaTHOIO IPHEMa BAJIALMKIOBHPA COCTABIISAET OKOJIO
3 gacoB. Menee 1 % OT mIpUHATON 03Bl BAJIALIMKIOBUPA BBIBOJUTCS MTOYKAMHU B HEU3MEHEHHOM
BuJe. BananukiaoBup BEIBOAUTCS U3 OpraHU3Ma Io4YKaMH IPEUMYIIECTBEHHO B BHJIE allUKJIOBHpa
(6onee 80 % ot mpuHATOM A03bI) U MeTaboauTa arukiIoBupa — CMMG.

CDaDMaI(OKI/IHeTI/I‘IeCKaH'd)aDMaKOHI/IHaMI/ILICCKaSI 3aBUCHUMOCTD

IIoyeuHas HEAOCTATOYHOCTh

BroiBenenue anukioBuUpa Koppenupyer ¢ (QYHKIUEH T[OoYeK, »SKCIO3ULUs AalUKIOBHpa
YBEIMYMBACTCS C YBEIIMYEHUEM CTEIIEHU TSKECTH MMOYEYHOM HEAOCTAaTOYHOCTU. Y IMALMEHTOB C
TEPMUHAJIBHOM CTaJAMEW II0YEYHOM HEJOCTATOYHOCTH CpPEJHUN IIEPUOJ IIOJIyBBIBEACHUS
AIMKJIOBHpA NOCJIE MPUMEHEHUS BAIALMKIOBUPA COCTABIIAET OKOJIO 14 4acoB MO CPaBHEHMIO C

IPUMEPHO 3 yacaMu Mpy HOPMAIbHON (QYHKIIUH ITOYEK.
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DKCIO3MIMSA AlUKIOBUPA U €r0 MeTaboauToB EMMG#-8-OH-ACV-B-mrasmekposr—#HCOK
OLICHUBAINCh B CTA0MJIBLHOM COCTOSIHMHM II0CJI€ MHOTOKPATHOTO IpHEMa BAJAIMKIOBUpPA Y
6 MaMeHTOB C HOpMaJbHOW (PyHKIMEH modvek (CpemHui KiaupeHc kpearmHuHa: 111 mi/MuH,
nuarnaszon: 91-144 mn/mun), nomyvaBmux 2000 Mr kaxapie 6 4acoB, U y 3 MAaIIMEHTOB C THKEIOM
CTETIEHBIO TIOYEYHON HEJOCTATOYHOCTHU (CpelHUi KIMPEHC KpeaTUHHHA: 26 MII/MUH, AUANa30H:
17-31 mn/mun), noxyyaBmux 1500 mr xaxasie 12 ygacos. Ilpu Tspkenoil creneHH MOYEHHOM
HEJOCTATOYHOCTHU IO CPABHEHUIO C HOpMaJIbHOU (hyHKIMEH MOYeK B MJIa3Me KPOBH, TaK K€ KaK U
B LCX, xonmnenrtpamuu amukioBupa, CMMG u 8-OH-ACV 6bumm B 2, 4 u 5-6 pa3
COOTBETCTBEHHO BbIlIe. He OBLIO pa3iuuus B CTENEHW MPOHUKHOBEeHHS ammkioBupa B LICXK
(ompenensutack kak cootHouenue AUC B LICXK k AUC B mazme kpoBu), CMMG wiu 8-OH-
ACV wMexny IByMs HONYJALMSAMU C TSKEIOW CTEHNEHBIO IOYEYHOM HEJAOCTaTOYHOCTU M
HOpMaJIbHON (DYyHKIUEH MOYEeK.

IIeueHoUHAas HEAOCTATOYHOCTD

@®apMaKOKMHETUYECKUE  JaHHbIE IIOKa3bIBAIOT, 4YTO Yy IMANUEHTOB C  II€YEHOYHOM
HEJOCTAaTOYHOCTHIO CHIIKAETCSI CKOPOCTh MPEBpAIllCHUs BAJAIUMKIOBHpPA B alUKIOBUDP, HO HE
CTEeNeHb JAHHOTO npeBpaiieHus. [lepros momyBeIBeIeHUsT ALIUKIOBUPA HE 3aBUCUT OT (QYHKUIUU
MIEYEHHU.

bepeMeHHOCTh

B wuccnenoBanuu (papMakOKMHETUKM BalallMKIOBHpa W AallMKIOBHpAa Ha MO3JHUX CpPOKax
OEepeMEHHOCTH YCTAHOBJICHO yBenuueHue 3HaueHus: cyrouyHoil AUC B cTaOMIBHOM COCTOSIHUM
MIPU ©XKETHEBHOM IMpueMe BaytannkiaoBupa B 1o3e 1000 Mr B cyTKH, KOTOpasi MpUMEPHO B 2 pasza
npesbimana AUC npu npueme BHyTpb allukiIoBUpa B 703€ 1200 Mr B CyTKH.

BUY-nndeximsa

VY nanuentoB ¢ BUY-undekuueit pacnpenenenue U (GpapMakOKMHETUUYECKUE XapaKTEPUCTUKH
AIMKJIOBHpA I10CJIE NEPOPAIBHOIO MpuemMa oJHOM M Heckoiabkux 103 1000 mr miam 2000 mr
BaJIalIMKJIOBHPA OCTAIOTCS HEM3MEHHBIMU MO CPABHEHHIO CO 3JI0POBBIMU JJOOPOBOJIBIIAMH.

TpaHcmiagTaus opraHoB

MakcumanbHasi KOHIIEHTPAllMsl alMKIOBHpA Yy MAI[MEHTOB IOCJHE TPAHCIUIAHTALIMM OpPraHoOB,
nonydaBmux 2000 mr BamanmkioBupa 4 pa3a B CyTKH, Oblla COMOCTaBMMAa WM BBIIIE
MaKCUMaJIbHOW KOHIIEHTPAIMK, HaO0MI0MaeMOl Y 3I0POBBIX JOOPOBOJIBIIEB, TOTYYaBIINX
TaKyIo ke J103y. Y craHoBieHHble cyTouHble 3HaueHus: AUC MoryT ObITh OXapaKTepU30BaHbl KaK

3aMETHO 00Jiee BBICOKHE.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOTraTeIbHbIX BElIECTB
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Kanbuus creapar,

noBu10H K90 (komummnon 90F, nnacnon K90),
KPOCTIOBUJIOH,

KpEMHUS TUOKCU]] KOJUIOUTHBIN (a3pocui),
TaJbK,

LEJUTI0JI03a MUKpOKpHUcTaiuyeckas M 102.
CoctaB 000J10UKH:

TUIPOMEILI03a,

makporoi 4000 (mommatunenokcun 4000, mommdtuneHraukos 4000),

TUTaHa JUOKCHU]I (THTAHA IBYOKHUCH).

6.2. HecoBmecTUMOCTB

He npumenumo.

6.3. Cpok roaHocTu (CpOK XpaHeHHs)

3 roga.

6.4. OcoOble MepbI MPEIOCTOPOKHOCTH MPH XPAHEHU U

[Ipu Temneparype He Boie 25 °C.

6.5. XapakTep u cojep:kaHue NePBUYHONH YIAKOBKH

ITo 7, 10, 14 TaGneTok B KOHTYpPHYIO SYEMKOBYIO YIIAKOBKY M3 IUIEHKH IOJMBUHUIXJIOPUIHON U
(G oJIbTH aTIOMHUHUEBOM IMEYaTHOMN JIAKUPOBAHHOM.

1, 2, 3, 4, 5, 6 KOHTYPHBIX SYECHKOBBIX yHmakoBOK mo 7 unu 10 Tabnerok, 1, 2, 3 KOHTYpHBIE
STYEHKOBBIC YMAKOBKH MO 14 TabJIeTOK ¢ MHCTPYKIIUEH MO MPUMEHEHHUIO MMOMENIAIOT B TAYKy U3
KapToHa.

6.6. Oco0ble Mepbl NPeIOCTOPOKHOCTH TNPH YHUUYTOKEHHH MCIOJIb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpenapara WJIM OTX0A0B, IOJYYEHHBIX I0CJe INPUMEHEHUs
JIEKAPCTBEHHOT0 Mpenapara, u Apyrue MaHUIMyJIsIUU C pPenapaToM

Hert ocoObix TpeboBaHUM K YTUIH3ALINH.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHU A
Poccuiickas ®enepanus

ITAO «CunTes»

Anpec: 640008, Kypranckas 006:., r. Kypran, npocriekt Konctutynuu, 1. 7.
Tenedon: +7 (495) 646-28-68

OnekTponHas noyra: info@binnopharmgroup.ru

7.1. IlpeacraBuTeib AepaKaTesisi perHCTPAIIMOHHOIO YA10CTOBEPEHUs!
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IIperen3uun norpedUTENIEH HAOPABIIATS 10 AJIPEEY

Poccniickas @enepanys

I[TAO «Cuntes»

Anpec: 640008, Kypranckas o06:., r. Kypran, npocrnekt Koncrutyiuu, . 7.
Tenedon: +7 (495) 646-28-68

OnekrponHas modra: info@binnopharmgroup.ru

8. HOMEP PETMCTPALIMOHHOI'O YIOCTOBEPEHUSA
JITI-Ne(000960)-(PT-RU)

9. IATA NEPBUYHOM PETUCTPALIMU (ITOATBEPKJAEHWUS PETUCTPALINY,
MNEPEPETUCTPALINN)
Jara nepBoii peructpanuu: 30.06.2022 r.

10. JATA IEPECMOTPA TEKCTA
OO0miass xapakTepucTHKa JeKapcTBeHHOro rmpenapata BamamukinoBup-AKOC poctynHa Ha
WH(OPMAIIMOHHOM TopTaje EBpa3suiickoro SKOHOMHYECKOTO CO¥03a B HWH(OPMAIMOHHO-

KOMMYHUKaIMOHHOM cetn «HTepHeT: http://eec.eaeunion.org/.



