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COOTBETCTEBYET ZKCNEPTHOMY OTUETY

1O MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA

Bananukaosup-AKOC

PerucrpanyoHHbIi HOMeP:

Toprosoe HanmenoBanue: Banannkinoup-AKOC

MexayHapoaHoOe HeNATEeHTOBAHHOE HAUMEHOBAHM e BaJIal[UKIOBUD

JlexapcTBeHHas ¢opma: TaOIETKU, TOKPBITHIE INICHOYHOIH 000I0UKOM

Cocras

Cocmas s0pa

Heticmeytowee 6ewjecmeo: BaNalUKIOBUpa Tuapoxyiopun — 556,2 mr (B mepecuere Ha
BajarukiIoBup — 500 mr).

Bcnomocamenvhvie sewecmea: xanviusa creapar, nosuaon K90 (kommnon 90F, macoon K90),
KPOCIIOBHJIOH,  KPEMHHs  JUOKCHI  KOJJIOMAHBIA  (adpocwi),  TaybK,  IIEJUTIOJIO3a
MUKpOKpUcTaiminueckas M 102.

Cocmas  obonouxu:  runpomemno3a, Makporon 4000  (mommdTtmnenokcua 4000,

noaudTUiIeHruKoIb 4000), TuTaHa TMOKCH (THTaHa IBYOKHCH).

Onucanme: TabiaeTKu OBAILHOU (OPMBI, TBOSIKOBBIMYKIIBIC, TIOKPBITHIE TNIEHOYHON 000JI0YKOM
6enoro mnu noutH Oenoro npera. Ha nonepeunoM paspese BHyTPEHHUHN CIIOM 0€J10r0 MM Mo4TH
Oenoro LBera.

dapmakoTepaneBTHYeCKAass TPYINAa: MPOTUBOBUPYCHBIE CPEIACTBA CUCTEMHOIO JEWCTBUS,
IIPOTUBOBUPYCHBIE CPEACTBA MPSIMOr0 JEHCTBHS; HYKIECO3HIbl M HYKJICOTHABI, KpPOME
UHTUOUTOPOB 0OPATHOM TPAHCKPHUIITA3HI.

Koa ATX: JOSAB11

DapMaKoJIOrHyecKue CBOMCTBA

dapMaKkoAUHAMHKA

Mexanusm deticmeus

BanauuknoBup sBisieTcs NPOTHMBOBUPYCHBIM CPEICTBOM, IMpEACTaBisieT coOoi L-BaauHOBBIN
CIIOXKHBIA 3(QUP aUUKIOBHpA. AIMKIOBHp SBISIETCS aHAJIOrOM IYPUHOBOIO HYKJIEO3Haa
(ryaHuHa).

B opranusme uenoBeka BalallMKIOBUP OBICTPO M NMPAKTHUECKH MOJHOCTHIO MpPEBpallaeTcs B
AllMKJIOBUP W BaJUH MPEANONOXKUTEIBbHO TI0J] BO3JACHCTBHEM (epMeHTa BaJIallUKIOBUP-

THJIPOJIA3bI.
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AIMKIIOBHD SIBJISETCS CIIENU(PUYSCKUM WHTHOUTOPOM BUPYCOB Teplieca ¢ akTUBHOCTHIO T VItTo
npoTuB BupycoB npocroro repreca (BIII') 1-ro u 2-ro tunos, Bapuiiemia-3octep Bupyca (B3B)
(Varicella zoster virus), nuromeramoupyca (IIMB), Bupyca Dmiureitna — bappa (BDB) u
BHpYyCa repreca 4deioBeka 6-ro tuma. AnukioBup uHruOupyer cuHte3 BupycHoi [JHK cpasy
nocie GochopuIpoBaHUs U MPEBPAIICHUS B AKTUBHYIO (OPMY — aIllMKIOBUP Tpuocdar.
[lepBast cragus ocopunupoBanus TpeOyeT aKTUBHOCTH BHUPYC-CIEUU(PUIECKUX (DEepMEHTOB.
Hnsa BIII, B3B u B3Ob takum ¢epmeHTOM sBIseTCs BHPYCHAs TUMHAWHKWAHA3a, KOTOpas
INPUCYTCTBYET TOJBKO B TMOPAXEHHBIX BHUPYCOM KieTKax. YacTUYHO CeIEeKTUBHOCTH
dbochoprnrpoBaHusl MOJAECPKUBACTCS Y LUTOMETaIOBUpPYCa OMOCPEAOBAHHO Yepe3 MPOAYKT
rera ¢ocdorpancdepazsl ULI7. DTta HEOOXOAMMOCTh aKTHBAIMH AIUKIOBHPA CrieU(pHISCKUM
BUPYCHBIM (DEPMEHTOM B 3HAYUTEIBHON CTENCHH OOBSICHSAET €TO CEIIEKTUBHOCTb.

[Tpouecc dpochopunupoBaHus anukIoOBHpa (IPEeBpaIIeHHE U3 MOHO- B TpHdocdaT) 3aBepIiacTcs
KJIETOYHBIMU KHHa3aMH. ALMKIOBUDP Tpudochar KOHKYpeHTHO MHTHOupyeT BupycHywo JHK-
nojguMepasy u, OyJy4yu aHajoroM HykJeo3uzaa, BctpauBaercs B BupycHyto JIHK, uro npusoaut
K o0nMraTHOMy pa3pbiBy Ilenu, mnpekpamennto cuate3a JHK wu, crnemoBarensHO, K
OJIOKHUPOBAHUIO PEIUIMKAIIMH BUpYCA.

Pe3ucTeHTHOCTh K AaIMKIOBUPY OOBIYHO 00ycioBIeHa Ae(PUIMTOM THMHIWHKUHA3BI, YTO
NPUBOJUT K YpE3MEPHOMY PACHpPOCTPAHEHHUIO BHpPYyCa B OpraHU3Me X03siuHa. B penkux ciydasx
CHIDKEHHE YyBCTBHTEIBHOCTH K alMKIOBHUPY OOYCIIOBIIEHO TOSBICHHEM IITAMMOB BHpYyca C
HapylIeHHEeM CTPYKTYpbl BUpPYCHOM TumuanHkuHa3el win JJHK-nomumepassl. BupyneHTHOCT
3TUX pPa3HOBHUIHOCTEH BUpyca HAIOMUHAET TAKOBYIO y €0 JUKOIo ITaMMa.

[To pesynpTaTtam oOmupHoro uccnegopanus mrammos BIIIT u B3B, oToOpanHbIX y ManueHToB,
MOJYYaBIIUX TEPANHI0 AlUKIOBUPOM WM TPUMEHSBIIAX €ro B LENAX NPO(UIAKTHKH,
YCTAHOBJIEHO, YTO BUPYCHI C OHMKEHHOM 4yBCTBUTEIBHOCTHIO K BAJAIIMKIOBUPY BCTPEUAIOTCS
KpaifHe peaKo, HO MOTyT ObITh OOHAapyXKEHbl B PEIKHUX CIydasxX Yy HAIMeHTOB C TSDKEIBIM
HapylmIeHHeM WMMYHHUTETa, HalpuMmep, PEIHMIMEeHTOB TPAHCIUIAHTAaTa KOCTHOTO MO3Ta WA
OopraHa, TAIMEeHTOB, TOJYYAOIUX XWMHOTEPANHUIO0 10 TMOBOJY  3JI0Ka4eCTBEHHBIX
HOBOOOpa3zoBaHuii, 1 y BUU-undunupoBaHHbIX.

BanauukioBup  cnocoOCTBYeT KyNHMpPOBAaHUIO — OOJEBOIO  CHHAPOMA:  YMEHBIIAET €ro
MIPOIOJDKUTEIHFHOCTh M COKPAIAET MPOIEHT OOJBHBIX ¢ OOJIIMHU, BRI3BAHHBIMH OIOSICHIBAFOIIIAM
reprecoM, BKITIOYast OCTPYIO MOCTIePIETHYECKYIO HEBPAITHIO.

DapMaKOKHHETHKA

Bcacvisanue

ITocae InmprueEMa BHYTPb BAJIAIUKIIOBUP XOPOIIO BCACBIBACTCA M3 XKEITYAOYHO-KUIICYHOI'O TPaKTa,
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OBICTPO U MOYTH MOJIHOCTHIO NPEBpaIasiCh B ANKIOBAP W BAJWH. JTO IIPEBPAIlCHIE, BEPOATHO,
OCYILECTBIISICTCS (DEPMEHTOM IMEYEHH, BAJIAIIMKIOBUP-TUAPOIA3Z0M.

[Tpu mpueme BanarnukioBupa B 103¢ oT 1000 Mr 6MOIOCTYITHOCTD alIMKJIOBUpPA cocTaBisieT 54 %
U HE CHIKaercs OT mpuema numm. @OapMakOKMHETHKa BaJALMKIOBUpAa HE SBISETCS
n0303aBUCUMON. CKOpPOCTh M CTENEHb BCACBIBAHMSI YMEHBINAIOTCA C YBEJIMYEHUEM [O3BI,
IPUBOJSA K MEHEE MPONOPLHUOHAIBHOMY YBEIMYEHHUI0O MAKCUMAJIbHON KOHLEHTPALUU B ILJIa3Me
KpoBU (Cmax) 1O CpaBHEHHMIO C TEpaleBTUYECKUM JHMANA30HOM J03 U  CHI)KEHUIO

OMOIOCTYITHOCTH TpH A03axX Bbimie S00 mr.

Tabmuua 1. Pe3ynbraTsl onieHkH (hapMaKOKWHETHKH allMKJIOBHPA IPU MPUEME OJHOKPATHBIX /103

BaanukiaoBupa oT 250 mr g0 2000 Mr 310pOBBEIME TOOPOBOJIBLIAMH C HOPMAJIbHOW (pyHKITHEH

NICYCHU:
dapMaKOKHMHETUYECKUE 250 mr 500 mr 1000 mr 2000 mr
apaMeTphl allMKIOBHPA (N = 15) (N = 15) (N =15) (N=8)
Cmax MKMOJIB/IT 9,78 £ 1,71 15,0 + 4,23 23,1 +£8,53 | 36,9+6,36
MKI/MJT 2,20 £ 0,38 3,37+£0,95 520+1,92 | 830+ 1,43
Trmax qackl (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 q + MKMOJIB/TI 24,4 £ 3,65 49,3 + 7,77 83,9 £ 20,1 131 +28,3
9 © MKI/MJI 5,50+ 0,82 11,1 £1,75 18,9+4,51 | 29,5+6,36

Cmax — MaKCUMaJibHass KOHICHTpalus B IJIa3MC€ KPOBH;

Tmax — BpeMst 10 TOCTHKEHHSI MAKCUMAIIbHOM KOHIIEHTPAIIMH B IIa3Me KPOBH;

AUC — momazas noa papMakOKHHETHYECKOW KPUBOM «KOHIIEHTpanus — BpeMs». 3HaueHue Cmax
1 AUC oTpaxkaroT cpefiHee CTaHJapTHOE OTKIOHEHHE. 3HaYeHUs IS Tmax OTpayKaroT MEIHMAHHOE

3HAYCHUEC U JUalla30H 3HAYCHHH.

MakcumanbHasi KOHLEHTpalus BaJALMKIOBUpPAa B IUIa3Me KpOBHM cocTaBisger nuub 4 % ot
KOHIIGHTpAIlMX allMKJIOBHPA, MEJIMaHa BPEMEHH ee JocTrKeHus cocrapiser oT 30 mo 100 mMun
nocine rmnpuema mpemnapara. Yepes 3 yaca mocie mpHeMa Ipenapara KOHIEHTpaIus
BaJIalIMKJIOBHPA IOCTUTAET YPOBHS KOJIMYECTBEHHOTO ONPEIEIICHUS NN HIKE.

BananukioBup M alMKIOBUP UMEIOT aHAIOTWUYHBbIE (hapMAKOKHHETHUECKHE MapamMeTphl Mocle
OAHOKpaTHOro W MHorokparHoro mnpuema. B3B wu BIII' 3HaunTenbHO HE U3MEHSIOT
(apMaKOKMHETHKY BaJallMKJIOBHUpA U allUKJIOBUPA MOCIIE IpUEeMa BalalluKIOBUPa BHYTPb.
Pacnpeoenenue

CreneHb CBS3bIBAHUS BAJAIIMKIOBUPA ¢ OeIKaMHu I1a3Mbl KpoBH oueHb Hu3Kas (15 %). CreneHb
IIPOHUKHOBEHUS B LepedpocnuHanbHyo kuakocTh (LICXK) ompenensercs kak cooTHOIIEHUE

AUC B ICXK x AUC B mia3me KpoBH U COCTABISIET 0KOJI0 25 % 15 alKIIOBUpA U METa0O0JIUTa
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8-TUapOKCHALIUKIIOBUPA (8-OH-ACV), OKOIlo 2,5 % TOTA METa00NTa 9=

(kapOokcumeTokcu )Metruiryannia (CMMG).

Memabonusm

[Tocne mpuema BHYTph BaJallMKJIOBHUP IPEBpPAILIACTCS B AlUKIOBUP U L-BaquH mocpeacTBOM
MPECUCTEMHOT0 METa0OoJM3Ma B KHIICYHHKE W/WIIM TIEYCHOYHOTO MeTaboym3Ma. ALUKIOBUD
npeBpamiaercss B Manbie Metabomutel (CMMG) moj BO3JCHCTBHEM 3THUIIOBOTO CIHUPTA U
anpaeruaeruaporesassl, B 8-OH-ACV mox Bo3aelicTBUEM anbleruiokcuaassl. lIpumepHo
88 % ot 00111ero COBOKYIHOTO BO3/ICHCTBHS Ha IJIa3My KPOBHU IMPUXOJIUTCS Ha allukioBup, 11 %
— Ha CMMG u 1 % — na §-OH-ACV. BanauukioBup U alMKJIOBUP HE META0OIU3UPYIOTCS
n30(epMeHTaMu cucTeMbl IIuToxpoma P450.

Buigeoenue

VY nmanueHToB ¢ HOpMaIbHON (PyHKIMEN MOYeK MepUo ] MOTYBBIBEICHUS AlUKIOBUPA U3 TLIa3Mbl
KpPOBH TOCJIE OJIHOKPAaTHOTO WMJIM MHOTOKPATHOTO IMpHEeMa BATAlUKIOBUPA COCTAaBISIET OKOJIO
3 yacoB. Menee 1 % OT NpUHSTON 03Bl BAIALUKIOBUPA BBIBOJUTCS TOYKAMU B HEU3MEHEHHOM
BuJe. BamanukioBup BBIBOOUTCS M3 OpraHM3Ma II0YKaMH [PEUMYIIECTBEHHO B BUJE
arukioBupa (6osee 80 % ot mpUHSTOM 103b1) U MeTabonuTa arukioBupa — CMMG.

Ocobvie epynnvl nayuenmos

THayuenmor ¢ HapyweHuem hyHKyuu novex

BriBenenne auukiioBUpa KOppenaupyeT ¢ (yHKUMEH T1OYeK, OSKCHO3MIMS —alUKIOBUPA
YBEJIMUUBAETCS C YBEIIMYEHUEM CTEIEHH TSKECTH IOYEYHON HEOCTATOYHOCTH. Y MALIUEHTOB C
TEPMUHAIBHOM CTaAWed IIOYEYHONW HENIOCTATOYHOCTH CPEAHMM NEpPHUOJ IOJIyBBIBEICHUS
AIMKJIOBHpA NOCJIE MPUMEHEHUS BaTAlMKIOBHPA COCTABIISIET OKOJIO 14 4acoB MO CpaBHEHUIO C
IPUMEPHO 3 yacaMu MpU HOpMaIbHON (QYHKIIUH MTOYEK.

Okcno3unus anukiosupa u ero meradbosntoB CMMG u 8-OH-ACV B miasme kposu u LHCXK
OLIEHUBAJINCh B CTAOMJIBHOM COCTOSHHUM I10CJI€ MHOTOKPAaTHOTO MpHeMa BaJalMKIOBHpa Yy
6 ManMeHTOB C HOPMaJbHOM (yHKIMEW Modek (cpeiHui KiumpeHc kpeatuHuHa: 111 mi/muH,
muana3on: 91-144 m/muH), momydaBmux 2000 mr kaxaeie 6 4acoB, U y 3 TAIUEHTOB C
TSDKEJIOW CTENEHbIO MOYEUYHOW HEeOCTaTOYHOCTH (CpelHUIl KIMpEHC KpeaTWHuHa: 26 MII/MUuH,
muana3o: 17-31 mu/muH), nonydaBmmx 1500 mr kaxnaeie 12 gacoB. Ilpu Tspkenoit cremneHu
MOYEYHON HEAOCTATOYHOCTH MO CPABHEHUIO C HOPMaIbHOW (PyHKIMEW MOouYeK B IUIa3Me KPOBH,
tak ke kak u B LICXK, xonnentpamuu anukinosupa, CMMG u 8-OH-ACV Obutn B 2, 4 u 56 pa3
COOTBETCTBEHHO BhIlle. He ObUIO pa3nuuus B CTENEHUW NPOHMKHOBeHHs anukioBupa B LICXK
(ompenensinace kak cootHormenne AUC B LICXK k AUC B mnasme kpou), CMMG wunu §-OH-
ACV wMexay AByMs HOMYJSLUSAMHU C TSKEIOMW CTENEHBI0 IMOYEYHOM HEeIOCTaTOYHOCTH H

HOpMaJIbHON (DyHKIUEH MOYeK.



COOTBETCTEYET 3KCMEPTHOMY OTYETY
ot 30.06.2023 Nz 12258 o

(MOCNEOOBATENLHOCTL 0004)

Tayuenmsi ¢ Hapywenuem ynKyuu neveHu

@apMaKOKMHETUYECKUE  JAHHbIE  IIOKAa3bIBAIOT, YTO Yy NANUMEHTOB C IE€YEHOYHOH
HEZ0CTaTOYHOCTBIO CHMIKAETCSI CKOPOCTh IPEBPALICHMs BAJIALMKIOBUPA B allMKIOBHUP, HO HE
CTETeHb JAHHOTO MpeBpamieHus. [lepro/ moyBeIBeICHUS alIMKIOBUPA HE 3aBUCUT OT (PYHKIIUU
NIEYEHH.

bepemennocms

B wuccnenoBanuu (papMakOKMHETHKM BalallMKIOBHpa W AallMKJIOBHpAa Ha MO3JHUX CpPOKax
OepeMEHHOCTH yCTAHOBIICHO yBelndeHue 3HaueHus: cyrouHoii AUC B CTaOMIBHOM COCTOSTHHU
MIpU €XKEAHEBHOM IpueMe BaslaukioBupa B qo3e 1000 Mr B CyTKu, KOTOpast IpUMEPHO B 2 pasa
npesbiana AUC npu npueMe BHYTpb alukiioBupa B 103€ 1200 Mr B CyTKH.

BUY-ungexyus

VY mnammentoB ¢ BUY-undekuueit pacnpeneneHue u GpapMaKOKMHETHIECKAE XapPaKTEPUCTHKH
AIlMKJIOBHUpPA TIOCJIE MEPOPATIBLHOTO MpreMa OJHON uiau Heckosbkux 103 1000 mr wiu 2000 mr
BaJIAIIMKJIOBHUPA OCTAIOTCS HEM3MEHHBIMHU IO CPABHEHUIO CO 3/I0POBBIMU JOOPOBOJIBIIAMH.
Tpancnaanmayus opeanos

MakcumanbHasi KOHLEHTpalus alMKIOBHpa y NAIMEHTOB I0CJIE TPaHCIUIAHTALlUM OPraHoB,
nonyyaBimux 2000 mr BamanukioBupa 4 paza B CyTKH, Oblla COIMOCTaBMMAa WJIM BBIIIE
MaKCUMaJbHOW KOHIEHTpallMu, HaOMI0JaeMoi y 3A0pPOBBIX TOOPOBOJIBIEB, IMOTYYaBIIMX
TaKyIo ke J103y. Y cTaHOBJIeHHbIe cyTouHble 3HaueHUs AUC MOTyT OBITh OXapaKTepU30BaHbI KaK
3aMeTHO 0o0Jiee BBICOKHE.

IMoka3zanus K NpUMEHEHU IO

B3pocnvie u noopocmxu 6 eozpacme om 12 oo 18 nem

— Jleuenne MHQEKIMI KOXU M CIM3UCTBIX 000JOueK, BhI3BaHHBIX BIII', BkItouas BmepBbie
BBISIBIICHHBIH W  PEIUJAUBUPYIONIMIA TeHuTanbHbIA repriec  (Herpes genitalis), a Takxe
nabuanbhblii reprec (Herpes labialis).

— [Ipodunaktuka (cynpeccus) peluAMBOB HH(PEKINI KOKU U CIU3UCTBIX 000T0UYEK, BEI3BAHHBIX
BIII', Bkr0Yasi reHUTANIBHBIN reprec, B TOM YHCIIE Y B3POCIBIX ¢ UMMYHOACHHUITUTOM.

— [Ipodunaktruka nHpeKun, BbI3BaHHBIX HUTOMeranosupycoM (LIMB), u 3aboneBanuii mocne
TpaHCIJIAaHTAI[UU TAPEHXUMATO3HBIX OPTaHOB.

Bspocnvie

— Jleuenue omosichiBaromiero reprieca (Herpes zoster) u odranbMUYECKOTO OMOSCHIBAIOIIETO
reprieca.

IIporuBonokazanus
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— 'unepuyBCTBUTENBHOCTD K BaJallMKIOBUPY, AIIAKIIOBAPY WIIH JIFOOOMY JAPYyTOMY KOMITOHEHTY
npernapara.

— Hderckuii Bo3pact a0 12 ner.

— Jlerckuii Bo3pacT A0 18 jeT mpu JIeYeHUHU OMNOSICHIBAIOIIErO repreca U O(QTalbMUYECKOTO
OIOSICHIBAIOIIIETO reprieca.

C 0CTOPOKHOCTHIO

VY DanueHToB ¢ MOYEYHOM HEJOCTaTOYHOCTHIO; Y IMALMEHTOB C KIMHUYECKHU BbIPAXCHHBIMU
dopmamu BUY-undexknyu; npu OJHOBPEMEHHOM IpHueMe HE(POTOKCHYHBIX JIEKAPCTBEHHBIX
CPEICTB.

IIpumeHeHne npu 0epeMEHHOCTH M B IIEPHO/ TPYIHOT0 BCKAPMJIMBAaHUS

DepmunbHocmo

B uccnenoBaHusx Ha KMBOTHBIX BaJAllMKJIOBUP HE OKa3bIBall BIMSHUSA Ha (QEepTHIBLHOCTh. Tem
HE MEHee, MPUMEHEHHE BBICOKUX /103 allMKJIOBUpPA MPHU MAapEeHTEPaTbHOM BBEJACHUU BbI3BIBAJIO
TECTUKYISIpHBIC 2P PEKTHI Y KPBIC U COOAK.

HccnenoBanusi 1Mo BIMSHUIO BalallMKIOBHpPa Ha (EPTUIBHOCTH Y JIIOJCH HE MPOBOAMIHCE.
OpHako He ObUIO 3apPErMCTPUPOBAHO U3MEHEHUH B KOJIMYECTBE, MOJBUKHOCTH U MOP(OIOrHU
criepMatro30u10B y 20 nmanueHToB yepe3 6 MecsALEB eXeIHEBHOIO MPUMEHEHUs BaJIAlIUKIOBUPA
B fo3ax oT 400 mr go 1000 mr.

bepemennocms

HmeroTcs orpaHuueHHbE JaHHbIE O TPUMEHEHUHM BalallMKIOBHpa INpU OEPEeMEHHOCTH.
[Tpenapat cienyer NpUMEHATh IpU OEPEMEHHOCTH TOJIBKO B TOM Cilydae, €ClIM MOTeHIMaIbHAs
M0JIb3a JUIsl MaTE€pPH NMPEBOCXOIUT NOTEHIUANBHBIN PUCK JUIS IIJI0/A.

B perucrpax OepeMeHHBIX OBLIM 3aJl0KyMEHTHPOBAHBI HCXO/bl OEPEMEHHOCTH Yy >KEHIIMH,
NPUHUMABIIUX BaJAlMKIOBUp WM ApPYTHe Mpernaparbl, coAepiKalliue alUKIOBUp (allMKIOBHP
SBJISICTCSA aKTUBHBIM METaOOJIMTOM BasaliukioBupa), 111 u 1246 nabmoaeHuit COOTBETCTBEHHO
(u3 koropbix 29 m 756 mnpuHUManNM Npenaparbl B NEPBOM TPUMECTpe OEpeMEHHOCTH)
IPEJICTaBIsUIN COO0M HMCXOABbl OEPEMEHHOCTH, 3aperMCTPUPOBAHHBIE NMPOCIEKTHUBHO. AHAIN3
JAHHBIX, TPEJICTaBIEHHBIX B pPETUCTpe OEpEeMEHHBIX, IOABEPIraBIIMXCS BO3JEHCTBHIO
aIMKJIOBUPA, HE BBISIBIII YBEIMYEHUS YMCIIa BPOXKICHHBIX NE(PEKTOB Y UX JeTel 10 CPaBHEHUIO
¢ o0mel nonynsuuei, HU 10 OJHOMY M3 OPOKOB PAa3BUTHUS HE BBISIBICHO CHENU(UIHOCTH WUIIH
3aKOHOMEPHOCTH, YKa3bIBalOIIMX Ha oO0miyro npuyuHy. [lockonbky B perucrp OepeMeHHBIX
ObUIO BKIIFOYEHO HEOOJBIIOE KOJMYECTBO >KEHIIUH, MPUHUMABIINX BaJAMKIOBUP BO BpeMs
OEepeMEHHOCTH, TO JIOCTOBEPHBIX U OINPENEICHHBIX 3aKIIOYEHUH 0 Oe30MacCHOCTH NMPUMEHEHUS
BaJIAlIMKJIOBHpPA MPU OEPEMEHHOCTH ClIeNaTh HEIb34.

Ilepuoo epyonoco eckapmausanus
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AUUMKIIOBUP, OCHOBHOW METAa0OJUT BaJAllMKIOBUPA, NPOHUKACT B TI'PYAHOE MOJIOKO. Il0CIe
npuema BananukiaoBupa B go3e 500 mMr BHYyTph Cmax B rpyaHom moioke B 0,5-2,3 pasa
(B cpemem B 1,4 pasa) mpeBbliliajia COOTBETCTBYIOIINE KOHIIGHTPAIIMK Al[MKJIOBHpA B ILJIa3Me
kpoBu matepu. CootHomenue 3HadeHudd AUC amukinoBupa B rpynHoM mojioke k AUC B
CBIBOPOTKE KpOBM Marepu BapbupoBanuch oT 1,4 no 2,6 (cpennee 3HaueHue 2,2). Cpennee
3HAUCHUE KOHIICHTpAIMH alUKIOBUPA B TPYJAHOM MOJOKE COCTABISLIO 2,24 MKI/MII
(9,95 mxmouw/n). Tlpu npueme marepbio BajalMkiIoBupa B o3¢ 500 mr 2 pasa B CyTKH, JICTH,
HaxoJsIIMecs Ha TPYIHOM BCKAPMIIMBAHHWM, TIIOJBEPralOTCS TaKOMYy K€ BO3JCHCTBHUIO
alMKJIOBHpA, Kak MpuU NpueMe ero BHYTpb B go3e okosno 0,61 wmr/kr/cytku. Ilepuon
MOJIYBBIBEJICHHUS AlIMKJIOBUPA U3 TPYIHOTO MOJIOKA TaKOH K€, KaK U3 IJIa3Mbl KPOBH.
BamauukinoBup B HEM3MEHEHHOM BHJIE HE OMPEACISUICA B IUIa3ME KPOBU MaTEpH, TPYIHOM
MOJIOKE WJIM MO4e peOeHKa.

BananukioBup crienyer Ha3HayaThb € OCTOPOXKHOCTBIO JKEHIIUHAM B IEPHOJ TPYIHOTO
BCKapMJIMBaHUSI.

TeMm He MeHee, auMKIOBUD i1 BHYTPUBEHHOIO BBEICHUS NpUMeEHseTcs mia nedenus BIIT y
MitazieHIeB B g03e 30 MI/Kr/CyTKH.

Cnoco0 npuMeHeHMsI U 103bI

[Ipenapar BananukinoBup-AKOC npunumaetcs BHe 3aBUCUMOCTU OT MpUEMa IMUIIU, TaOJIETKU
CJIEAYyET 3al1BaTh BOJOM.

Jleuenue ungpexkyuii Koxcu u cauzucmoix 000q0uex, evizeannvix BIIT, exniouan enepgvie
8blAGICHHbLI U peyuousupyrowui 2enumanvulii 2epnec (Herpes genitalis), a maxoce
naduansusii 2epnec (Herpes labialis)

Hmmynokomnemenmuoie 83pociivle U noOpocmKu 6 sospacme om 12 0o 18 1em

Pexomennyemas no3a cocrasisieT 500 Mr 2 pas3a B CyTKH.

B ciy4yae penuanBOB J€UEHHE IOJKHO MPOJOJDKAThCS 3 Wiu 5 AHed. B ciydae mepBu4HOTO
reprieca, KOTOPbIM MOXKET IPOTEKaTh B OoJiee TsKeNon Gopme, JeueHue cieayeT HauuHaTh Kak
MOKHO paHblIIE, a €ro MPOJOJKUTENIBHOCTh JIOJKHA ObITh yBenuueHa ¢ 5 g0 10 gueit. Ilpu
peunuBax BIII" Hanbosee BepHbIM cunTaeTcs Ha3HadeHue npenapara Bananuknosup-AKOC B
IPOAPOMAIBHOM TEpUOJIE WIIM cpa3y K€ IOCIe MOSBJICHUS MEPBBIX CUMIITOMOB 3a00JI€BaHUS.
[IpumeHeHre BallallMKIOBHpPAa MOXKET TMPEAOTBPATUTh pa3BUTHE TOPAKEHUS, €CIH €ro
MPUMEHSITh [IPH NMEPBLIX MPU3HAKAX U CUMIITOMAX pelunBa, Bei3BaHHOro BIIT .

B kauecTBe aNbTEpHATHBHOIO JIeUeHHUs JabuWanbHOro repreca 3(pQGEKTUBHO Ha3HAYCHHE
npenaparta Banauuknosup-AKOC B noze 2000 mr 2 pasa B cyTku B TeueHue | cytok. Bropas
71032 JI0JDKHA OBbITh MpUHSATA NMPUONM3UTENHHO Yepe3 12 yacoB (HO HE paHblIE, YeM 4Yepes

6 4JacoB) mocie mpuema TepBo a03bl. [Ipy HCMONB30BaHMM TAKOTO PEXHMa JO3UPOBAHUS
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MPOJIOJDKUTENIBHOCTh JICUEHUS HE JOJDKHA HPEBHITATh | CYTKW, TaK Kak TNPEBHIIICHAT
MPOJIOJDKUTENIBHOCTH 3TOTO Kypca JICUCHHUs] HE MPUBOAUT K JOMOJHUTEIBLHON KIMHUYECKOU
MOJIB3€E.

Tepanust gomxkHa OBITH HayaTa MPH TOSBICHUU CaMbIX PaHHUX CHUMIITOMOB J1aOMaIbHOTO
reprieca (T. €. OIIUIIBIBAHUE, 3Y/1, JKKEHHE).

Ilpogpunakmuka (cynpeccus) peuuoueos uH@eKYuil KoOHCU U CAUUCHIBIX 000]10YeK,
evizeannvix BIII, eknwuana 2enumanvbHblil 2epnec, 6 MOM HYUCAE ) 63POCAbIX C
UMMYHOOepuyumom

Humynokomnemenmuble 83pociible U NOOpPOCmKU 8 sospacme om 12 0o 18 iem

Y UMMYHOKOMIIETEHTHBIX IALMEHTOB peKOMeH1yemast 1o3a coctaniser S00 mr 1 pa3 B cyTku.
UYepes 6—12 mecsieB geueHnst HEOOXOAMMO OLEHHUTH YPPEKTUBHOCTD TEPATTUH.

Bzpocnvie ¢ ummyrnooeduyumom

YV B3pOCIBIX NAIIMEHTOB ¢ UMMYHOAE(PHUIIMTOM peKoMeHyeMas fo3a coctanisier 500 mr 2 pa3a B
CYTKHU.

Uepes 6—12 mecsirieB jgeueHunst HEOOXOAMMO OIICHUTH 3(PPEKTUBHOCTH TEpPaTIHH.
Ilpogpunakmuxa ungexyuii, evizeéannvix I[MB, u 3ab01e6anuit nocne mpancnjiaHmayuu
RAPEeHXUMAmMOo3HbIX OP2AHO8

Bspocnvie u noopocmku 6 sospacme om 12 0o 18 rem

Pexomennyemas nosa cocrasisier 2000 mr 4 pasa B CyTKH, Ha3HAuaeTCsl KaK MOYKHO paHbIle
1ocJie TpaHCIUIaHTauu. /{03y ciaenyeT CHUKaTh B 3aBUCUMOCTH OT KJIIMPEHCAa KpeaTUHUHA.
[TpomomKUTENBHOCTD JIeueHUsT OObIYHO cocTaBisier 90 JHEeH, HO y MalUeHTOB C BBICOKUM
PHUCKOM KypC JIEUEHHUS] MOXKET OBITh ITPOJIJICH.

Jleuenue onosacwvigaoujeco 2epneca (Herpes zoster) u ogpmanomuueckozo onosacwigaroujeco
2epneca

Bspocnvie

Pexomengyemast no3a cocrasmusier 1000 mr 3 pasza B CyTKu B TeUeHHUE 7 THEH.

Ocoovle epynnbl nayuenmos

Jemu

D¢ dexTuBHOCTS NeyeHus npenapatoM BananukinoBup-AKOC y neteii He uccienoBaiy.
Tlayuenmul nodxxcunoco 6o3pacma

HeoOxoqumMo y4uTHIBaTH BO3MOXHOE HapylleHHe (YHKIUH TMOYeK Yy MAIMEHTOB IMOXKHIIOTO
BO3pacTa, no3a npenapara BamanuknoBup-AKOC nomkHa ObITH COOTBETCTBYIOIIMM 00pa3oM
CKOPpPEKTHUPOBAHA.

Heobxoammo moaaepkuBath aIeKBaTHBIN BOHO-IJICKTPOJIUTHBIN OajaHc.

layuenmul ¢ napywenuem ynKyuu novex



Jo3y mnpenapara Bananuknosup-AKOC p

COOTBETCTBYET 3KI

(MOCNEODBATENBEHOCTE 0004)

C'EPTHCW%JDT“%;E

2023 Ne 12259

CKOMCHAYCTCA  YMCHbIIATh 'y 1AUHMCHTOB

C

BBIPR)KEHHBIM HapyLICHHEM (YHKIWU MOYeK (CM. peXHM Jo3upoBanus B Tabmuie 2). Y Takux

MalMEeHTOB HEOOXOAMMO IMOICPKUBATH aJICKBATHBIM BOIHO-AJICKTPOJIUTHBIN OajaHC.

Tabmuua 2. Koppexkius no3sl npenapara Bananuknosup-AKOC a1t mpuMeHeHHs y B3pOCIbIX U
MOJPOCTKOB B Bo3pacTe oT 12 10 18 et ¢ HapyuieHneM (pyHKIUHU TOYEeK:

ITokazanus Knupenc kpeatununa, | [Jo3a npenapara
MJI/MHAH Bananuknosup-AKOC

OnosicpiBarouit reprec u | He meHee 50 1000 mr 3 paza B cyTKu

o TaTbMUYECKHUM onosiceiBaronuid | ot 30 g0 49 1000 mr 2 pa3a B CyTKH

reprec y MMMYHOKOMITETEHTHBIX | oT 10 10 29 1000 mr 1 pa3 B cyTku

B3POCIBIX (JIeUeHUE) menee 10 500 mr 1 pa3 B cyTku

BIII" (ieueHue)

NMMyHOKOMIIETEHTHBIE ~ B3pOCIBIE U
MOJPOCTKU B Bo3pacte oT 12 1o 18 jer

He menee 30
menee 30

500 mr 2 pa3a B cyTKU
500 mr 1 pa3 B cyTku

JlabuanpHbBIN reprec y
MMMYHOKOMIIETEHTHBIX ~ B3POCHBIX H
MOJPOCTKOB B Bo3pacte oT 12 no 18 ner
(Jieuenue)

He meHee 50
ot 30 1o 49
ot 10 go 29
menee 10

2000 mr 2 pa3a B CyTKH
1000 mr 2 paza B cyTKH
500 mr 2 pasa B CyTKH
500 mr 1 pa3 B cyTku

BIII" (mpodunakTrka (Cymnpeccust))

I/IMMYHOKOMﬂeTeHTHI)IC B3POCJIbIC n

He menee 30

500 mr 1 pa3 B cyTku

MOJPOCTKU B Bo3pacte oT 12 o 18 jer menee 30 500 mr 1 pa3 B 1BO€ CYyTOK
B3pocbie ¢ uMMmyHOI@DUIIATOM He menee 30 500 mr 2 paza B CyTKH
menee 30 500 mr 1 pa3 B cyTku
[TpodunakTuka WHOEKINH, BBHI3BAaHHBIX | HE MeHee 75 2000 mr 4 paza B CyTKH
[IMB, y B3pociablx M TOAPOCTKOB B | oT 50 1o 75 1500 mr 4 pa3a B cyTkun
Bo3pacte oT 12 1o 18 ner ot 25 1o 50 1500 mr 3 paza B cyTku
or 10 no 25 1500 mr 2 paza B cyTku
mMeHee 10 wumm  y | 1500 mr 1 pa3 B cyTku
MalMEeHTOB Ha
reMoualn3e

ﬂO}’ZOJlHume]lea}Z uH(j)opmaL;uﬂ ONsl NOKA3AHUA: JleyeHue I/IH¢€KI4ML7 KooKcu u Cau3ucmoslx

obonouex, evizeannvix BIII, exntouas énepsvie 6biA6IeHHbIL U PEYUOUBUPYIOWUL CEHUMANbHBIU

eepnec (Herpes genitalis), a maxowce nabuanvuwiii 2epnec (Herpes labialis)

Oneir npumeHenus mnpenapata BanauuknoBup-AKOC y nereil co 3Ha4eHMSAMM KJIMpPEHca

KkpeaTnHIHA MeHee S0 Mi/Mun/1,73 M2 oTCyTCTBYET.

Jlononnumenvhas ungopmayus 01 nokazanus. npoguiakmuxa ungexyui, evizeannvix LIMB, u

3abonesanuil nocie mpancnjianmayuu napenHxXumamo3sHnblx Opcanos

HCO6XO,Z[I/IMO 4aCTO ONpCACIAThL KIIMPCHC KPCAaTHHHHA, 0COOEHHO B nepuon, Korga (py'HKI_II/IH

IIOYECK 6BICTpO MCHACTCA, HaIpUMEp, Cpady IMOCJIC TpaHCIUIAaHTAlUKU WKW [IPUKHUBICHUA

TpaHCIUIaHTaTa,

COOTBCTCTBUU C MTOKA3aTCIISIMU KIIMPECHCA KPCATHUHUHA.

nmpu 93ToM Jno3a mpenapara BamanuknoBup-AKOC koppektupyercs B
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Hononnumenvras ungopmayus 01 NOKA3aHUAT Jiederile ONOACHIBarljezo 2epneca (Herpes
ZOSter) u oghpmanvmunecko2o onoscvlearOweo cepneca

[Ipenapar BanauuknoBup-AKOC crenyeT NpuUMEHSATh MOCHIE TEeMOAMAIN3a Yy MallMeHTOB,
KOTOPBIM IIPOBOJIAT MEPUOTNYECKUIN TeMOIUATIH3.

Tayuenmoi ¢ HapywieHuem QYHKYuUU neveHu

Ha ocHoBaHuu uccnenoBaHusi ¢ NPUMEHEHUEM OJHOKpAaTHOM 103bl Bajanukiaosupa 1000 mr y
B3POCJBIX MMAIMEHTOB C LHUPPO30OM TEYEHH JETKOM WM CpeIHeW CTeNeHU TsKeCTU (Mpu
COXPAHEHHON CHHTETHMYECKON (YHKIMM TEeYeHU) KOPPEeKIHH J03bl Mpernapara BamanukioBup-
AKOC ne tpebyercs.

DapMaKOKMHETUYECKUE JIAHHBIE Y B3POCIBIX MAI[MEHTOB C TSHKEJIONW CTENEeHBbI0 HapylICHUs
(GYHKIIUH TIEYCHU (JCKOMIICHCHUPOBAHHBIM ITUPPO30M), C HAPYIICHHEM CHHTETUICCKOW (PYHKIIHH
MEYCHU U HAJIWYUEM T[OPTOKABAJIBHBIX AaHACTOMO30B TakKe€ HE CBHUICTEIBCTBYIOT O
HEOOXOAMMOCTH KOppEeKIHUH 103kl mpenapara BamanmkinoBup-AKOC, ogHako KIMHUYECKUN
OTIBIT NP JAHHBIX MATOJOTUSIX OTPAHUYEH.

Nudopmanus o nozax 6onee 4000 Mr B CyTKH ISl TAIMEHTOB C MH(EKIMSIMH, BbI3BAHHBIMU
BIII" u LIMB, yxa3ana B pazzene «OcoOble yKazaHUs».

ITo0ouHOE nelicTBHE

HexenarenbHble peakWy IEPEUYNCICHBI HU)KE B COOTBETCTBUM C KiaccH(UKaAIUed 1o
OCHOBHBIM CHCTEMaM M OpraHaM M YacTOTE€ BCTPEYaEMOCTH, KOTOpas Oblia ompeseeHa
creyronmmM 0opazom: oueHb gacto (> 1/10), gacto (> 1/100, Ho < 1/10), Heuacto (> 1/1 000, HO
< 1/100), peaxo (> 1/10 000, Ho < 1/1 000), ouens peaxo (< 1/10 000).

JlaHHBIE KIMHUYECKUX UCCIIEIOBAHNIM

Co cmopoHbvl Hep8HOUL cucmeMmbl
Yacmo: Toj10BHAsg 00JIb.
JKenyoouno-kuuieynvle Hapyuienus
Yacmo: TOIIHOTA.

I[aHHI)IC HOCTMaDKeTI/IHFOBI)IX/HOCTDCFI/ICTDaIII/IOHHI)IX I/ICCJ'ICJIOBaHI/Iﬁ

Co cmopoHvl cucmembl KpO8U U TUMPAMULECKOU CUCTNEMbL

Ouenvb peoko: neiikoneHus, TpomOouurtoneHus. B ocHOBHOM JeikoneHus Habmojanach y
MAIMEeHTOB CO CHMYKEHHBIM IMMYHHUTETOM.

Co cmopoHbl UMMYHHOU cucmemol

Ouens peoxo: aHauIakcus.

Co cmopoHbl HepsHOtl cucmembl

Peoko: TOIOBOKpYIKEHHE, CITyTAHHOCTD CO3HAHUS, TAILTIOI[MHAIINY, YTHETCHUE CO3HAHMSL.

Ouenb pedxo: aXHUTAIMS, TPEMOP, aTaKCUS, TU3APTPHUS, TICHXOTHIECKNE CUMIITOMBI, CyJIOPOTH,
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sHIledanonaTus, koMa. [lepedrcieHHbIe BBINIC CAMIITOMBI B OCHOBHOM OOpPaTUMEl W OOLITHO
HaOIIOMAl0TCS Y TMAIMEHTOB C HapylleHueM (QYHKIMM T1O0YeK WIM Ha (QOoHE Jpyrux
MIpEeAPACIIONaraIInX COCTOSHUN. Y B3POCIBbIX MAMEHTOB C TPAaHCIUIAHTHPOBAHHBIM OPTaHOM,
MOJTYYarOIUX BBICOKHUE 70361 (8§ T B JIeHb) BajlaukioBupa s npodunaktuku [IMB-undekmum,
HEBPOJIOTUYECKHE PEAKIIUU PA3BUBAIOTCS Yallle, YeM IpH MpreMe 0oJiee HU3KUX J103.

Co cmopoHbl OblxamenbHol CUcCmeMbl, OP2aHO8 2PYOHOU KIemKU U CPe0OCmeHUs

Heuacmo: ogplIka.

Kenyoouno-Kuueunvie HapyuleHus

Peoko: nuckoMdopT B )KUBOTE, pBOTA, THAPES.

Co cmopoHbl neyeHu u JHcenuebl800AWUX nymet

Ouenwv pedro: oOpaTuMble HapylIeHUs (PYHKIIMOHAIBHBIX IMEYSHOYHBIX MPOO, KOTOPBIE MHOTIA
PacCIEHUBAIOT KaK MPOSBICHUS IelaTUTa.

Co cmopoHbl KodicU U NOOKOIICHBIX MKAHEL

Heuacmo: BbICHITIaHMS, BKJIFOYAS TTPOSIBICHUS ()OTOTYBCTBUTEIIBHOCTH.

Peoxko: 3yn.

Ouenb peoko: KpallUBHUIA, aHTHOHEBPOTHYECKUHN OTEK.

Yacmoma Heuzéecmua. JICKapCTBEHHAs pPEaKUUs C J03MHOPMIMEH M  CHCTEMHBIMHU
nposiBienusimu (DRESS-cunapom) (cMm. pazaen «OcoOble yKa3aHUs»).

Co cmopoHbl nouex u Mouebl800AWUX nymel

Heuacmo: rematypus (4acTo CBS3aHHAs C IPYTMMH HApYIIEHUSIMHU CO CTOPOHBI MTOYEK).

Peoko: HapymieHue QyHKIUH MTOYEK.

Ouenwv pedko: ocTpas MoYeYHasi HEAOCTATOYHOCTD, MMOYeyHas Koiuka. [ToueuHas Koimka MOXKeT
OBITh CBSI3aHA C HapylIeHHEeM (QYHKIUHU OYEK.

Yacmoma HeuzsecmHa: TyOyTOMHTEPCTUIINATBHBIN HEQPUT.

Coo01m1anocs 0 cnydasx 0CaxJIeHUs KPUCTAIOB al[MKJIOBHPA B MMPOCBETE MOYSUHBIX KAaHAIBIIEB.
Heob6xomumMo coO:mtoaTh afieKBaTHBIA MUTHEBOUM PEKUM BO BPEMSI JICUCHUS.

Ilpoyue: y TAaNMEHTOB C TSDKEIBIMH HAPYIMICHUSIMH HMMMYHUTETa, OCOOCHHO Yy B3POCIBIX
MAlMeHTOB C Jajeko 3amedmed craguedt BUY-uHbeknuu, Momydaronmx BBICOKHE 03B
BaJalMKJIOBHUpa (8 T €XKeIHEBHO) B TEUEHHE UIMTEIHHOTO MEpHoAa BpPEeMEHH, HaOII0Janch
CIy4yal TOYE€YHOM HEIOCTATOYHOCTH, MHUKPOAHTHOMATHYECKOW TIE€MOJIUTUYECKON aHEMUHM U
TpoMOonuTONeHnn (MHOT/AAa B KOoMOWHanuu). [logoOHBIE OCIOKHEHHS ObUITM OTMEYEHBI Y
MAIUEHTOB C TEMH € OCHOBHBIMH W/WIH COMYTCTBYIOIIMMHU 3a00JIeBaHUSIMH, HO HE
MOJTyYaOIUX BAJAIIUKIOBHP.

Ilepeno3upoBka

Cumnmomwl
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Octpasg modeuHass HEJOCTaTOUYHOCTh M HEBPOJIOTMUECKHWE HApYIICHWS, BKIFOUas CIYTaHHOCTh
CO3HAHMS, TAJUIIOLMHALINY, Q)KUTALIMI0, YTHETEHUE CO3HAHMSI U KOMY, a TaKX€E TOLIHOTA U PBOTA,
HaOrofanMch Yy  MAIMEHTOB, IOJYYMBUIMX  J03bl  BAJIAUKIOBUPA, IPEBBIIIAIOIINE
pekoMeHioBaHHble. [l0700HBIE COCTOSHUS 4Yalle OTMEYalIMCh y MAIMEHTOB C HapylICHHEM
(YHKIMU TOYEK M MAlMEHTOB MOXHIOTO BO3PACTa, MOJYYHBIIUX HMOBTOPHBIEC MPEBBIIIAIOIINE
PEKOMEH/I0BAaHHBIE JIO3bI BAJIAIIMKIOBUPA, BCICACTBUE HECOOTIOICHUS pEKUMa TI03UPOBAHMUSL.
Jleuenue

[TanMeHTh! JOKHBI HAXOAUTHCS MO/ TIIATEIbHBIM MEIULIMHCKUM Ha0toieHueM. [ emoauanus B
3HAYUTENIBHOM CTENEHH CIIOCOOCTBYET BBIBEJECHMIO AlIUKIOBHpA U3 KPOBU U MOXKET CUUTAThCA
METO/IOM BBIOOpa MU BEJCHUU MAIMEHTOB C NIEPEI03UPOBKOM Mperapara.

B3aumopneiicTBHe ¢ APYTUMH J1eKAPCTBEHHBIMH CPeACTBAMH

KnuHuyecku 3Ha4MMble B3aMMOAECHCTBHS HE YCTaHOBJICHBI.

AIUKIIOBUD BBIBOJUTCS [MOYKAMHU, B OCHOBHOM B HEH3MEHEHHOM BHJE MOCPEICTBOM AaKTUBHOU
noueyHoi cekpeunu. CoyeTaHHOE NMPUMEHEHHE JIEKAPCTBEHHBIX CPEACTB C 3TUM MEXaHU3MOM
BBIBE/ICHHS MOXKET IIPUBECTHU K MOBBIILIEHUIO KOHIIEHTPALIMH allUKJIOBUPA B I1JIa3M€ KPOBH.
[Tocne Ha3zHaueHus BajauukioBupa B go3ze 1000 Mr m mpemapaTtoB LMMETHJIUH, IPOOEHELH],
KOTOpbIE BBIBOASTCA TE€M >K€ IyTeM, 4TO M BaJallUKIOBHp, HaOmromaercss nosbimeHune AUC
AIMKJIOBHpA M, TAKUM 00pa3oM, CHHUYKAETCS MOYEUYHBIH KIMPEHC alUMKiIoBHpa. TeM He MEHee,
BBU/JIy IIMPOKOTO TEPANIEBTUUECKOI0 MHJEKCA allMKIOBHPA, KOPPEKLIHUHU O3Bl BAJAIIMKIOBUPA HE
Tpebyercs.

[Ipu neueHun nabuaIbHOrO repreca, MpPoQMIAKTUKE U JICUeHUHM 3a00JeBaHUl, BBI3BAHHBIX
[IMB, HeoOxomuMo cOONIOAATh OCTOPOXKHOCTH B CJIydae OJIHOBPEMEHHOTO MPUMEHEHUS
BajallMKiIoOBUpa B Oosiee BbICOKMX nA03ax (4000 Mr B CyTKM M BBIIIE€) M JIEKAPCTBEHHBIX
IIPENapaToB, KOTOPbIE KOHKYPUPYIOT C allMKJIOBUPOM 3a IIyTh BBIBEACHMS, TaK KaK CyIIECTBYET
NOTEHIMaJbHas Yrpo3a IOBBILIEHUS B IUIa3Me€ KPOBM KOHILIEHTPALMM OJHOTO WIM OOOHX
npenapaToB WiH uX MerabonutoB. beuto ormeueno mnoBemmenne AUC  ammkioBmpa u
HEaKTUBHOTO MeTabonuTa MukogeHosata ModeTwia (UMMYHOJENPECCAHT, MPUMEHSIEMBbIH Yy
NAllMeHTOB TIOCJ€ TPAHCIUIAHTALMKM OpPraHOB) NpPHU OJHOBPEMEHHOM NPUMEHEHHMH 3THX
IIPENapaToB.

OpnHoBpeMeHHOE MPUMEHEHHE BaJIAlIUKIIOBHpa ¢ HEQPOTOKCUUHBIMU TperapaTaMu, B TOM YKCIe
C aMUHOTJIMKO3U/IaM1, OPTaHUYECKUMHU COEIMHEHUSIMU TJIaTUHBI, HOJMPOBAaHHBIM KOHTPACTHBIM
BEIIIECTBOM, METOTPEKCATOM, IEHTAMHITHOM, (POCKAPHETOM, IIUKIOCTIOPUHOM U TaKPOJIUMYCOM,
JIOJDKHO TPOBOJIUTHCA C OCTOPOKHOCTBIO, OCOOCHHO y MAIMEHTOB C HapylleHHeM (YHKIHU
MOYeK, U TpeOyeT PeryasspHOro MOHUTOPUHTA (GYHKIIUH MTOYEK.

Oco0ble ykazaHus
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Tuopamayus

Y DanueHToB ¢ PHCKOM JIETHIpATallMd, OCOOCHHO Yy TMAallMEHTOB TOXWJIOTO BO3pacTa,
HEO0OXOAMMO 00CCIICYHNTh aJICKBATHBIN BOJHO-3JICKTPOJIUTHBIN OajlaHC.

Ipumenenue y nayuenmos ¢ HapyueHuem d)vmcuuu NOYeK Uy nauuernios noxiculoco sospacma

[TockonbKy auUUKIOBHP BBIBOAMTCSA IOYKAMH, HEOOXOAWMO YMEHBIIUTH J03y IIpernapara
Bananuknosup-AKOC y manueHToB ¢ HapylieHueM (pyHKUIUH MMOYeK. Y MalHUeHTOB MOKUIIOTO
BO3pacTa MOXET HaOIIofaTbcs HapylleHHe (YHKIUHM I0YeK, MOITOMY CIIEAYEeT pacCMOTPETb
YMEHBUIEHNE J103bl JJI 3TOW IpyIIbl NanueHToB. Kak manmeHThl MOXKWIOro BO3pacTa, Tak U
HAlMEHThl ¢ HApyUIEHHeM (YHKLHUHU MOYEK BXOIAT B TPYIILY MOBBIIMIEHHOI'O PUCKA Pa3BUTHSA
HEBPOJIOTUYECKUX OCJIOKHEHUM, TaKUM HallMeHTaM HE00X0JMMO O00eCHedMTh TIIATEJIbHbIN
BpaueOHBI KOHTPOJIb. Kak mpaBuiio, 3TH peakuuyd B OCHOBHOM HOCSAT OOpaTHUMBIH XapakTep B
cilydae OTMEHBI Ipenapara.

Jleuenue nabuanvrozo cepneca u npodurakmuxa LIIMB-undexyuii u 3aboiesanuil

Ipumenenue gvicokux 003 npenapama Banayuxnoeup-AKOC npu napywenuu ¢hyHkyuu nevenu u
nocie nepecaoxku neyeHu

Her nanupix o nmpumenenuu npemnapara BamarmukinoBup-AKOC B Bwicokux go3zax (4000 mr B
CYTKH W BBIIIE) Y MAIMEHTOB C 3a00J€BaHUEM IMEUEHU, MOITOMY TAaKHM IallMeHTaM BBICOKHE
no3bl  mpenapara  BamamukinoBup-AKOC  moibkHBI  Ha3HA4aTbCsl C  OCTOPOKHOCTHIO.
CrneunanbHble MCCIIEIOBAaHUS MO M3y4YEHUIO JeHcTBUS mnpenapaTta Banauuxnosup-AKOC npu
nepecajike MeYyeHH He NpoBoawInch. OpHAKO OBUIO YCTAHOBIIEHO, YTO MPO(HIAKTHYECKOE
Ha3HA4YeHHE alMKJIOBHpAa B BBICOKUX J03aX yMeHbIIaeT mnposiBiaeHus [IMB-undexkuuu u
3a00J1eBaHuA.

Hcnonvzosanue npu cenumanvHom cepnece

[TanpeHTam crnenyeT peKOMEHJI0OBAaTh BO3JEPKMBATHCA OT MOJOBBIX KOHTAKTOB MpPU HAIUYUHU
CHUMIITOMOB, Ja)K€ €CIU JICUCHUE MPOTHUBOBUPYCHBIM mpemnapatoMm BanamuknoBup-AKOC yxe
oput0 Hawato. CympeccuBHast Tepanusi mpemnapatom BamamuknoBup-AKOC cHmXaeT puck
nepeJaud reHUTAIbHOTO repreca, HO MOJHOCThI0 HE MCKIIYAeT PUCK MHOUIMPOBAHUS U HE
MPUBOAUT K MOJIHOMY M3nedueHuto. Tepanus npenaparom Bananuknosup-AKOC pekomenayercs
B COUETAHWH C HAJC)KHBIMH CPEICTBAMU OAphEePHOU KOHTPALICTIIIUH.

Jlexapcmeennas peaxkuyus ¢ 303unoduauen u cucmemuvimu nposenenusmu (DRESS-cunopom)

Ha ¢done neuenus BamarukioBupoM coodbmanock o DRESS-cunapome, KoTopblii MOXeT OBITh
YTPOXKAIOIIUM JKU3HU WU CMepTeNbHbIM. [Ipu HazHayeHWH TMpernapaTta MalHueHTa CIeayeT
O03HAKOMUTH C Tpu3HakKamMu U cumnromMamu DRESS-cuHapoma M TIIaTenbHO OTCIEKHUBATH
KOXHBIE peaknuu. [Ipy MOsSBICHUH TPU3HAKOB U CHMITTOMOB, CBHJICTEIBCTBYIOIINX O Pa3BUTHHU

DRESS-cunnpoma, npuem npenaparta Bamanukimnoup-AKOC cienxyeT HeMeaJIeHHO OTMEHHUTD |
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paccMOTpeTh BOIPOC 00 aJbTEpHATHBHOM JICUCHUH (B CIIy9ac HCOOXOAWMOCTH). ECITH Y
nanuenTa passuwicsi DRESS-cunnpom Ha pone npumenenus npenapata Bamauukinosup-AKOC,
neyenue npenaparoM BananukinoBup-AKOC y maHHOro mnamveHTa HU B KOEM Cilydae B
JAIbHEUIIIEM HEIb3s1 BO3OOHOBIIATS.
Bunsinne Ha cIOCOOHOCTH YIIPABJISITH TPAHCIIOPTHBIMHU CPEACTBAMM, MEXaHU3MAMHU
Heo0xoauMo y4HTBHIBaTH KIMHMYECKOE COCTOSHUE MAlMEHTa U NpOQHIb MOOOYHBIX PEeaKIUi
BAJIALMKIIOBAPA MPU OLEHKE CIMIOCOOHOCTH TAlMEHTa YINPAaBISATh TPAHCIIOPTHBIMU CPEICTBAMHU
WM IBUKYITUMUCS MEXaHU3MaMHU.
®opma BBINLYCKA
TabneTKu, MOKPHITHIE TIEHOYHOW 0001049K0i, 500 MT.
I[To 7, 10, 14 TabieTok B KOHTYPHYIO SYEHKOBYIO YIAKOBKY M3 TUICHKH NOJHMBHHUIXIOPUIHON U
(G oJIbTH aTIOMHUHUEBOM IMEYaTHOM JIAKUPOBAHHOM.
1, 2, 3, 4, 5, 6 KOHTYpHBIX SYEHKOBBIX ymakoBok 1o 7 unu 10 Tabnetok, 1, 2, 3 KOHTypHbIE
AYEHKOBBIE YMAKOBKHU MO 14 TabneToK ¢ MHCTPYKUMENW IO MPUMEHEHUIO NTOMELIAIOT B MauKy U3
KapTOHa.
YciaoBus xpanenust
[Ipu Temneparype He Boie 25 °C.
XpaHUTb B HEOCTYITHOM JUIS IETEU MECTeE.
Cpok rognocTu
3 roga.
He npuMeHsTh 0 HCTEYEHNN CPOKA TOJHOCTH.
YcaoBust ornycka
OTnycKaroT 1o peLenTy.
JlepakaTesib perucTPAalHOHHOTO YI0CTOBEpPeH sl / OpraHu3amusi, NPUHAMAOLIAs PEeTeH3UH
norpeodurTeseu
[Ty6bnuunoe akmmoHepHoe oO0mIecTBO «AknunoHepHoe Kypranckoe oOIIECTBO MEIUITMHCKUX
npenapatoB u uznenuit «Cunres» (IIAO «Cuntes»), Poccus.
640008, Kypranckas o0:., r. Kypran, npocnekt Koncturynuu, 1. 7.
Tenedon: +7 (495) 646-28-68
e-mail: info@binnopharmgroup.ru
IIpousBoaurenn
1. Ily6nuunoe akimoHnepHoe o0miecTBo «AKimonepHoe Kypranckoe
o0111ecTBO MEAMLIMHCKUX TpenapaToB u u3aenuit «Cunres» (ITAO «Cuntes»), Poccus.
Kypranckas 001., r.0. r. Kypran, r. Kypran, npocnext Koncturyuumu, crp. 7/27.

Buinyckarowuti konmpons kauecmesa
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Kypranckast 06:1., 1.0. 1. Kypran, r. Kypran, MpociekT KOHCTHTYINHA, CTp. 7/32-
. AO «AJINYM», Poccus.

MockoBckas 001., r.0. CepmyxoB, . O6osneHck, Tep. Kpapran A, a. 2.
Buinyckarowuti konmpons kauecmesa

MockoBckas 00:1., T.0. Ceprryxos, . O6oneHck, Tep. Kapran A, 1. 2, ctp. 1.
Tenedon: +7 (495) 646-28-68.

e-mail: info@binnopharmgroup.ru



