COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 20.09.2024 N= 20160
(NOCNEOCBATENEHOCTE 0008)

NMHCTPYKIUA
10 MEJUITMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA

BAJIAIIMKJIOBUP BEJI®APM

PerucrpanuoHHbIi HOMeEP:

Toprosoe nanmenoBanue: BAJIALIMKIIOBUP BEJIGAPM

Me:xkayHapoaHOe HeMATEeHTOBAHHOE WJIH IPYNIIUPOBOYHOE HAMMEHOBAHME: BaJAIIMKIOBUP
JlexapcTBeHHas opma: TaOIETKU, TOKPHITHIE INICHOYHOH 000I0UKOM

Cocras Ha oaHy Ta0JeTKy:

Jleticmeyrowee 6ewjecmeo: BaNAMKIOBUpa TUApoxJopua — 556,2 mr (B mepecuere Ha
BanaruksioBup — 500,0 mr)

Bcnomoeamenvuvie 6ewjecmea: KpaxMal KyKYpy3HBIH, KpPEMHHUS JMOKCHJA KOJUJIOMIHBIN
(adpocuit), Kpockapmeiuioza  HaTpus — (IpUMeNIo3a), MarHus — creapaT,  LeJUIIo03a
Mukpokpuctaumaeckas (MC-102);

Cocmas ob6onouku: [cyxXas CMeCh ISl TJIGHOYHOTO TOKPBITHS, COJAEpKalas TUIPOMEIUIO3Y,
TUTaHa JUOKCHJI, MaKpOTOJ WM TUIpOMeio3a (OKCUIPONWIMETUIIIEIIII0N03a), TUTaHa
nuokcu1, Mmakporoa 6000 (monudtunenriukois 6000, momuytriienokeua 6000)]

Onucanue

OBasibHbIE JBOSIKOBBITYKJIbIE TA0JIETKH, MOKPBITHIE IJIEHOYHOW 000JI0YKOM, OEI0ro WM MOYTH
Oenoro neta. Ha monmepeynoM paspese BHYTPEHHUM CII0¥ 0€10T0 Wi MOYTH O€JI0TOo IBeTa.
dapmakoTepaneBTHYeCKasi IPynna: MPOTHBOBUPYCHBIE CPEICTBA CHCTEMHOIO JEHCTBUS;
IPOTHBOBUPYCHBIE CpEACTBAa MpPSIMOTO JACWCTBUS; HYKICO3MIBl M HYKJICOTHIBI, KpOME
WHTUOMTOPOB 00OpPATHOM TPAHCKPUIITA3HI.

Kon ATX: JOSABI11.

DapMaKoJIOrHYecKue CBOMCTBA

Dapmakoounamuka

MexaHu3M IeHCTBUS

BananuknoBup sBIsS€TCS MPOTHBOBUPYCHBIM CPEICTBOM, MPEICTaBISAET cOO0W L-BanmHOBBIMA
CIOXHBIA J(QHUp aIUKIOBHpA. ANMKIOBUD SBISETCS AaHAIOTOM IYPHHOBOTO HYKIICO3UAa
(ryaHuHa).

B opranusme uenoBeka BaJalMKIOBUDP OBICTPO M MPAKTUYECKU IMOJHOCTHIO MpEBpallacTcs B

AIUKJIOBHUP it BaJINH MIPEAMOTIOKUTEITEHO oz, BO3JIEHCTBUEM dhepmenTa
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BaJIAIMKJIOBUPTUIPOIIA3HL.

AUUKIOBUD SABISETCS CHeNUPUIECKUM UHTHOUTOPOM BHUPYCOB Teprieca ¢ aKTUBHOCTBIO i Vitro
npotuB BUpPYcOB mnpoctoro repneca (BIII') 1-ro m 2-ro TuUnoB, BHUPYC BETPSHOW OCHBI U
omosiceiBaroniero reprieca (B3B — Bapumemna 3octep Bupyc (Varicella zoster virus)),
nutomeraioBupyca (LIMB), Bupyca Onmreitna-bappa (BOb) u Bupyca repmneca uenoBeka 6-ro
Tuma. AnukioBup wHrHOuUpyer cuute3 BupycHoi JIHK cpasy mocme dochopunmupoBanus u
IpeBpalleHus B aKTUBHYIO (hopMy — anmkioBupTpudocdar. [lepsas craaus ¢pochopunupoBaHust
TpeOyeT akTHUBHOCTH BHpyc-cneunpuyeckux ¢epmento. s BIII, B3B u B3b Ttakum
(bepMeHTOM SIBIIsSIETCSA BUPYCHAsi TAMHUIMHKHHA3a, KOTOpasi MPUCYTCTBYET TOJIBKO B TOPAKEHHBIX
BUPYCOM KJeTKaX. YacTHUHO CeJIeKTUBHOCTh (HochOopuIMpoBaHUsl MOJACPKHUBACTCS Y
[IMTOMETAIIOBUPYCa OMOCPEAOBAaHHO depe3 MpoAyKT reHa ¢ocdorpancdepassr UL97. Drta
HEOOXOJMMOCTh ~AKTUBAIlMM  AlUKJIOBHpAa CHEHU(PUUECKUM BHUPYCHBIM (EpMEHTOM B
3HAYUTENIbHOMN CTETEHU OOBSICHSET €ro CEeNEKTUBHOCTb.

[Tporecc pochopunupoBanus arukiIoBupa (MIpeBpalieHrue u3 MOHO- B TpudocdarT) 3aBepuraeTcs
KJICTOYHBIMM KUHa3aMH. ANMKIOBUPTpUGOCchHAT KOHKYPEHTHO HWHTUOMPYET BHPYCHYIO
JIHK-nonmumepasy u, OyAayuu aHajJoroM HYyKJIeo3uza, BcTpauBaercsi B BupycHyto /IHK, dgro
MPUBOJAUT K OOJMIaTHOMY paspbIBY Iienu, npekpamieHuto cunre3a JIHK wu, cinemoBarenbHo,
OJIOKMPOBAHHUIO PEIUIMKALIMK BUpYCA.

dapmakonmHamuyeckue 3P HEKThI

Pe3ncTeHTHOCTh K aUUKIOBUPY OOBIYHO OOycnoBieHa AC(PUIUTOM THUMUAMHKUHA3BI, 4YTO
IIPUBOJUT K YPE3MEPHOMY PACIPOCTPAHEHUIO BUPYCa B OPraHU3Me X03sAMHA. B penkux ciyyasx
CHWKEHHE YYBCTBUTEIIBHOCTU K aLUKJIOBHUPY OOYCJIOBIEHO MOSBIECHHEM ILITAMMOB BHpYyCa C
HapyLIEHUEM CTPYKTYpbl BUpYCHON TUMuAMHKKHA3bl win JJHK-nonumMepassl. BupyneHTtHoOCTb
9TUX Pa3HOBHUIHOCTEN BUpyca HAIOMMHAET TAKOBYIO Y €r0 IUKOr0 HITaMMa.

ITo pesynpTaTam obmmpHoOro uccnenoBanus mrammos BIIT u B3B, oro6paHHBIX y ManueHToB,
MOJyYaBIIUX TEPalMI0 AalMKIOBUPOM MM INPUMEHSBIIMX €ro B LEIAX MNpOPHUIAKTHKH,
YCTaHOBJIEHO, YTO BUPYCHI C IOHM)KEHHON 4YBCTBUTEIBHOCTBIO K BaJallMKIOBUPY BCTPEYAIOTCS
KpaifHe peaKo, HO MOTYT OBITh OOHapyXEHbl B PEIKUX CIIydasiX y MAIMEHTOB C TSHKEIbIM
HapyLICHHEM HMMYHMTET4, HalpUMeEp, PELMIMEHTOB TPAHCIUIAHTAaTa KOCTHOTO MO3Ta WIIH
OpraHa, NAalUEHTOB IMOJYYalOIUX  XUMHOTEPAIMIO IO IOBOAY  3JI0OKAa4E€CTBEHHBIX
HOBOOOpa3oBanuii, u y BUU-undumpoBaHHbIX.

BanauuknoBup cmocoOCTByeT KyNMUPOBAaHHIO OOJIEBOIO  CHHIPOMA: YMEHBIIAET  €ro

OpOAOJDKUTCIIBHOCT M COKpallacT IMPOLCHT IMMAalMCHTOB C 60H5[MI/I, BbI3BAaHHBIMH
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OIOSICBIBAIOIIMM T'€pIIECOM, BKIII0YAsl OCTPYIO IOCTI€PIETUYECKYI0 HEBPAJITHIO.
dapmakoKkunemuka

Abcopbrus

[Tocne npuema BHYTpb BalalIMKJIOBUP XOPOLIO BCACBIBAETCS U3 XKEIYI0YHO-KUIIEUHOTO TPAKTa,
OBICTPO M MOYTH MOJIHOCTBIO IPEBPAILAsICh B ALMKIOBUP M BaJIMH. DTO MPEBPAIIEHUE, BEPOATHO,
OCYILECTBIIsICTCS (PEPMEHTOM MEYEHU BAJIAL[MKIOBUPIHIPOIA30H.

[Tpu npueme BananukioBupa B 103¢ oT 1000 Mr 6MOAOCTYIHOCTH allUKIIOBHpa cocTaBisieT 54 %

" HC CHMXKXACTCA OT IMpUCMa IMUIIH.

Tabmuua 1. Pe3ynbraTsl oieHKH (papMaKOKMHETHKH allMKIOBHPA MPU IpUeMe OJHOKPATHBIX 103

Bananukiaosupa oT 250 mr 10 2000 Mr 310poBBIMH 100pPOBOJIBLIAMH C HOPMAJIBHOW (PyHKIHEH

IICYCHN

PdapMaKkoOKHHEeTHYECKHE 250 mr 500 mr 1000 mr 2000 mr

napaMeTpbl alMKJI0BUPA (N=15) (N=15) (N=15) (N=8)
C MKMOJIB/TT 9,78+1,71 15,0+4,23 23,148,53 36,9+6,36
e MKT/MIT 2,20+0,38 3,37+0,95 5,20+1,92 8,301,43

T gachl (9) 0,75 1,0 2,0 2,0

e (0,75-1,5) (0,75-2.5) (0,75-3,0) (1,5-3,0)
AUC uxMKMOIB/T | 24,4+3,65 49 3+7,77 83,9420, 1 131+28,3
9 XMKT/MJT 5,50+0,82 11,1£1,75 18,9+4,51 29,5+6,36

[Ipumeuanusi: Cmax — MaKCUMalibHasi KOHLEHTpALMS B IUIa3M€ KPOBH; Tmax — BpeMsa 10
JOCTMKEHUSI MAaKCUMAJIbHOM KOHUEHTpanuu B 1asme kpow; AUC — miomanes moj
(hapMaKOKMHETHIECKON KPUBOHN «KOHIICHTPALIUSI-BPEMSI.

3HaueHust Cmax 1 AUC oTpaxkaroT cpegHee CTaHIapTHOE OTKJIOHEHHWE. 3HayeHUs IS Tmax
OTpaXKar0T MEIMAHHOE 3HAYECHHE U TUAIla30H 3HAUCHUI.

MakcuManbHasi KOHLEHTpalus BaJalMKIOBUpAa B IJIa3M€ KpOBU cocTaBisgeT auuib 4 % ot
KOHIIEHTpAllUh allMKJIOBUpPA, MEMaHa BPEMEHH €€ NOCTHKeHHsl cocTaBisieT oT 30 go 100 munH
nocJie mprema npenapara. Uepes 3 yaca mociie mpueMa npenapara KOHIIEHTpaI|s BATAIIMKIOBUPA
O0oCTUract ypOBH}I KOJIMYECCTBCHHOI'O onpe;[eneHmI NN HUXKE. BaﬂaI_II/IKJIOBI/Ip nu aI_II/IKJIOBI/Ip
UMEIOT aHAJIOTUYHbIE ()apMaKOKMHETHYECKHE TapaMeTPhI TOCIIE OJTHOKPATHOTO U MHOTOKPATHOTO
npuema. B3B u BIII" 3HaunTenbHO HE MBMEHSIOT — (papMaKOKMUHETHKY  BajallMKIOBHpa U
aIMKJIOBHPA TMOCJIE PUEMa BaJlallUKJIOBHPA BHYTPb.

Pacnpenenenue

CreneHb CBA3BIBAHUS BAJIAIMKIOBUPA ¢ OEIKaMH IJ1a3Mbl KpoBH oueHb HU3Kas (15 %). Crenenpb
NPOHUKHOBEHUS B IiepebpocnuHanbHylo xuakocts (L[CXK) ompenensiercs kKak COOTHOIICHHE
AUC B ICXK x AUC B ma3me KpoBU U COCTaBIIsIET OKOJI0 25 % IS alluKJIOBUPA U METa0O0JIMTa

8-rugpokcuanukioBupa (8-OH-ACV); okono 2,5 % nns merabonuta 9-(kapOOKCHMETOKCH)



ot 20.09.2024 N= 20160
(NOCNEOCBATENEHOCTE 0008)

COOTBETCTBYET 2KCNEPTHOMY OTYETY

Metun-ryanuna (CMMG).

Buorpancdhopmarims

[Tocne mpuema BHYTph BaJIALIMKIOBUP MPEBpPAIIACTCS B AUUKIOBHP M L-BaJiMH mOCpenCcTBOM
MPECUCTEMHOr0 MeTa0oIu3Ma B KUIICUYHUKE W/WJIM MEYEHOYHOro MeTabonm3Mma. ANUKIOBUD
npeBpamaercs B Manble Merabomuthl: CMMG monx BO3AEHCTBHEM ATHJIOBOTO CIHpPTAa M
anpaeruaaeruaporenassl; 8-OH-ACV non Bo3aerictBueM anpaerugokcuaasel. [Ipumepno 88 %
OT 00IIET0 COBOKYITHOTO BO3JEHCTBHS HA IJIa3My KPOBU MPUXOIAUTCS Ha arMKiIoBup, 11 % — Ha
CMMG u 1 % — nHa 8-OH-ACV. BamauukioBup U aIUKJIOBUP HE METaOOIU3UPYIOTCS
n3odepMeHTamMmu cucTemsl uToxpoma P450.

OIMMUHALS

VY nmanueHToB ¢ HOpMaNbHON (PYHKIIMEW MOYEeK EPUO TTOTYBBIBECHUS AIUKIOBHPA U3 TUIa3Mbl
KpOBHU TOCJE€ OJAHOKPATHOIO HJIM MHOTOKPATHOTO IMpHUEMa BAJIALMKIOBUPA COCTABIISIET OKOJIO
3 gacoB. Menee 1 % OT mpUHATON 1036l BaTallMKJIOBUPA BHIBOJAUTCS OYKAMU B HEU3MEHEHHOM
BUJIe. BananukiioBup BRIBOJIUTCS U3 OpraHU3Ma IMOYKaMU MTPEUMYIIIECTBEHHO B BUJIC aIlUKIIOBHPA
(6onee 80 % ot mpuHSTOMN 103b1) U MeTabonuTa anukiaosupa — CMMG.

JIu"elHoCTh (HEAUMHENHOCTB)

@apMaKOKMHETHKA BaJlallMKJIOBUpa HE ABJISETCA J0303aBUCHMON. CKOpPOCTh M CTENEHb
BCAChIBaHMSI YMEHBILIAIOTCA C YBEJIWYEHHEM J03bl, NMPUBOJASL K MEHEe MPOMOPIHOHATILHOMY
YBEIMYECHUIO MAaKCHUMaJbHOM KOHIEHTpauuu B Iula3Me KpPOBU (Cmax) IO CpPAaBHEHHIO C
TEPareBTUYECKUM JUAMA30HOM JI03 U CHIDKEHUIO OMOIOCTYITHOCTH TpH J03ax Bbie 500 mr.

IToueunast HeJOCTATOYHOCTD

BeiBenenne anukioBupa KoppenupyeT ¢ (QyHKUMEH IouyeK, SKCHO3MIMS alMKIOBHpa
YBEJIMUUBAETCS C YBEIMYEHUEM CTEIEHU TSKECTH IOUYEYHON HEOCTAaTOUYHOCTH. Y MALMEHTOB C
TEPMUHAJIBHOM CTaJMEeW II0YEYHOM HENOCTATOYHOCTH CpEJHUM NEpPUOJ IIOJIYBBIBEIACHUS
AIMKJIOBHPA II0CJIE MPUMEHEHHUS BAIALMKIOBUAPA COCTABIIAECT OKOJIO 14 4acoB IO CPaBHEHHIO C
MPUMEPHO 3 YacaMu MPU HOPMAITBHOU (PYHKITUHU TIOYEK.

Okcno3unys auukioBupa u ero MerabonutoB CMMG u 8-OH-ACV B mnasme kposu u LICXK
OLICHUBAJIUCh B CTAOMJIBHOM COCTOSHHH IIOCJIE€ MHOTOKPAaTHOTO IpHEMa BalalUKIOBHpA Yy
6 MalMeHTOB ¢ HOPMaJIbHOW (YHKIMEW TodYeK (cpeaHuil KiaupeHc kpeatnHuHa 111 mur/muH,
nuanaszoH 91-144 mu/mun), nonydaBmux 2000 Mr kaxpie 6 4acoB, Uy 3 MAaIIMEHTOB C TSHKEIION
CTETIEHBIO MOYEYHON HEIO0CTaTOYHOCTH (CPeIHUM KIMPEHC KpeaTWHWHa 26 MII/MUH, JUana3oH
17-31 mu/mun), nonydaBmux 1500 mr kaxaeie 12 ygacos. Ilpu TspKenol cTeneHH MOYEHHOM

HEJO0CTAaTOYHOCTH 10 CPABHEHUIO C HOpMaIbHON (DyHKIIMEN MMOYeK B MIa3Me KpOBH, TaK ke, KaKk
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u B LICXK, xonnenTpanun anukinosupa, CMMG B 2,4 paza u 8-OH-ACV B 5—6 pa3 Obu1H BBIIIIE,
COOTBeTCTBEHHO. He OblI0 pasznuuuss B CTENEHW MNPOHUKHOBEeHMs amukiaoBupa B L[CXK
(ompenensinace kak cootHomeHue AUC B L[CXK k AUC B mmasme kpoBu), CMMG wmu
8-OH-ACV Mexay AByMs MONYJALMAMU C TSDKEIOM CTENEHbIO MOYEYHOM HEAOCTaTOYHOCTU U
HOPMaJIbHOW (DYHKITMEH MOYeK.

IleueHOYHAS HEAOCTATOYHOCTD

®apMaKOKMHETUYECKUE JIaHHbIE  [OKa3bIBAIOT, YTO Yy MallMeHTOB C IE€YEHOYHOU
HEJOCTATOYHOCTHIO CHMKAETCS CKOPOCTH IMPEBpAIICHUSI BAJIALIMKIOBUPA B AIMKIOBUP, HO HE
CTeNeHb JAaHHOTO npeBpaieHus. [lepuoa nomyBbIBeIeHUS allUKIOBUPA HE 3aBUCUT OT (PYHKIIMH
MEYECHU.

bepemeHHOCTD

B wuccnenoBanuu (QapMakOKHHETUKH BallallMKIOBHpAa M alMKIOBUpPAa HA TMO3IHUX CPOKax
OCpEeMEHHOCTH YCTAHOBJICHO yBenu4eHune 3HaueHus cyTouHo AUC B cTaOUIBHOM COCTOSITHUH
MIpY €KETHEBHOM IpUeMe BajanukiaoBupa B o3¢ 1000 Mr B cyTkH, KOTOpasi MpUMEPHO B 2 pasza
npesbimiana AUC npu npueme BHYTpb allMKiIoBUpa B 03¢ 1200 Mr B CyTKH.

BUY-nudexuus

VYV namuentoB ¢ BUY-undexnuein pacnpeneneane u (GpapMakOKHHETUUECKHE XapaKTEPUCTHKH
AlMKJIOBHpA MOCJIE MEPOPATIBHOTO MpremMa OJHOM WM HecKoabKkuX 103 1000 mr mmu 2000 mr
BaJIalTUKJIOBUPA OCTAOTCA HCU3MCHHBIMU 110 CPABHCHUTIO CO 3J0POBBIMHA I[O6pOBO.HBI_IaMI/I.

TpaHcmiagTaus opraHoB

MaxkcuManbHasi KOHUEHTpalus alWKIOBUPA Yy IMALMEHTOB IIOCIE TPAHCIIAHTALIMM OPIaHOB,
nonydaBmux 2000 mr BamamukioBupa 4 pa3za B CyTKH, ObUIa CONOCTaBUMa WJIM BBIIIE
MaKCHUMaJIbHON KOHIEHTpALKU, HAOII0AaeMOM y 310pPOBBIX JOOPOBOJIBIIEB, MMOJIYYABIIUX TAKYIO
XKe 103y. YcraHoBieHHble cyTouyHble 3HadeHHss AUC Moryt ObITh OXapaKTepH30BaHBI Kak
3aMeTHO 00Jiee BBICOKHE.
Iloka3anusi K NpUMeHEHUI0
. IIpenapatr BAJIAIIUKJIOBUP BEJI®APM noxka3zaH K HNPUMEHEHHMIO y B3pOCIBIX H
MOJPOCTKOB B Bo3pacte oT 12 1o 18 ner:
— JUI JIe4eHUs WHQEKIUH KOXH U CIM3UCTBIX 000JI0YEK, BBI3BAHHBIX BUPYCOM
npocroro repreca (BIIIY), Bxirowass BHepBble BBIBICHHBIM M PELUAMBUPYIOIINN

reHUuTaNbHBINA reprec (Herpes genitalis), a Takxe naduanbHbIA reprec (Herpes labialis);,
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— U1 IPOMITAKTUKK  (CYTIPECCUHU) PEIUANBOB MH(PEKIUA KOXH U CIU3HCTHIX
obomnouek, Bbi3BaHHBIX BIII, BKIrOYas reHUTambHBIN Teprec, B TOM YHCIE Y B3POCIBIX C
UMMYHOJEUITUTOM;
— Uis poUIaKTUKY MH(EKINA, BBI3BaHHBIX IUTOMeranoBupycom (LIMB), u
3a00JieBaHUI MOCTIE TPAHCIUIAHTAIIMU TApEHXUMATO3HbIX OPTaHOB.
. [Ipenmapar BAJIAIIMKJIOBUP BEJI®APM mnokazaH K NPUMEHEHUIO Yy B3pPOCIBIX B
BO3pacte oT 18 jer amns nedeHus onosichiBarolero repreca (Herpes zoster) u ohTaibMHU4eCKOro
OIOSICHIBAIOIIIETO repIieca.
IIporuBonoka3anus
— ['unep4yyBCTBUTENBHOCT, K  BANALMKIOBUDPY, AalUKIOBUPY WIM K Jo0omMy U3
BCIIOMOTaTeNbHbIX BEIIECTB.
- Herckuii Bo3pact 1o 12 ner.
- Herckuii Bo3pacT 10 18 yler mnpu  JIeYEHMM ~ ONOSACHIBAIOLIETO repreca MU
0(pTaTBMONIOTUYECKOTO OMOSICHIBAIOILETO IepIieca.
C 0CTOPOKHOCTBIO
— V manmeHToB ¢ MOYSUHOH HEOOCTATOYHOCTEIO.
- VY nmanueHToB ¢ KIMHUYECKH BhIpaXeHHbIMU hopmamu BUY-uHbekmm.
- [Tpu ogHOBpEeMeHHOM MpHEME HE(HPOTOKCUUHBIX JIEKAPCTBEHHBIX CPECTB.
IIpumeHenne npu 0epeMEHHOCTH M B IIEPHO/L I'PYAHOI0 BCKAPMJIMBAHUA
bepeMeHHOCTh
HmeroTcst orpaHnyeHHbIe JaHHBIE O IPUMEHEHNH BalalluKIoBUpa rnpu 6epemennoctH. [Ipenapar
ClIeZlyeT MPUMEHSTh MPH OEPEMEHHOCTH TOJIKO B TOM CJIy4ae, €CJIM MOTEHIMAIbHAs M0JIb3a JIs
MaTepy MPEBOCXOAUT MOTEHIMAJIBHBIN PUCK AJIs IUI0JA.
B peructpax OGepeMeHHBIX OBUIM 3aI0KyMEHTHPOBAHBI HMCXOJbl OEPEMEHHOCTH Yy IKEHIIWH,
NPUHUMABIINX BaJALUKIOBUD WM JIpYTHUe Mpenaparhl, coAepiKallie aluKIOBUDP (ALUKIOBUD
SBIISICTCS aKTUBHBIM MeTabonuToM mpenapata), 111 u 1246 nHaGmroneHuii, COOTBETCTBEHHO (U3
KOTOPBIX 29 1 756 mpuHUMaJIH NpenapaTsl B IEPBOM TpUMECTpe OEpEeMEHHOCTH ), IPEICTABIISIIH
co0oil ucxoapl OEpeMEHHOCTH, 3apErUCTPUPOBAHHBIE MPOCIEKTUBHO. AHANU3 JaHHBIX,
MPEJICTABICHHBIX B perucrpe OepeMEHHBIX, IMOJIBEPraBIIMXCS BO3ACHCTBUIO allMKIOBUpA, HE
BBISIBUJI YBEJIMUEHUSI YHUCIA BPOXKACHHBIX Je(PEKTOB y UX JAeTeil mo CpaBHEHHIO C oOmIen
HOMYJSAIUe, HM TO OJHOMY M3 IOPOKOB pa3BUTHS HE BBISBICHO CHEHM(DUUYHOCTH WIH
3aKOHOMEPHOCTH, YKa3bIBAIOUIUX Ha OOMIYI0 MpHunHy. [I0CKONIBbKY B peructp 6epeMeHHbIX ObLIO0

BKJIFOYEHO HEOOJBIIOE KOJHYECTBO KCHIIWH, IPWHUMAaBIINX BaJIAllUKJIOBUP BO BpEMiA
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OepeMEeHHOCTH, TO JOCTOBEPHBIX M OMPEIECICHHBIX 3aKIIOYEHHH 0 0€30MacHOCTH MPUMEHEHUs
BaJIAlIMKJIOBHpPA MPU OEPEMEHHOCTH ClIeaTh HEJb34.

JlakTanus

AIMKIIOBUpP, OCHOBHOW METabOJIUT BajalMKIOBHpa, MPOHUKAET B TpyAaHoe Mojoko. Ilocie
npuema BaanukiaoBupa B 103e 500 mr BHYTph Cmax B TpyaHOM MoJioke B 0,5-2,3 paza (B cpeaHemM
B 1,4 pa3a) npeBbliiana COOTBETCTBYIOLIME KOHIICHTPAIUH allUKJIOBUpPA B TUIa3Me KPOBU MaTEPH.
CootHomenne 3HaueHuit AUC anukiioBupa B rpyaHoM Monoke Kk AUC B CBIBOPOTKE KpOBHU
MaTepu BapbupoBasIuch oT 1,4 1o 2,6 (cpennee 3Hauenue 2,2). CpenHee 3HaUEHUE KOHLEHTPALUU
aIMKJIOBHPA B TPYHOM MOJIOKE COCTaBIIsI0 2,24 MKr/mit (9,95 mxmons/n). [Ipu npueme maTepbio
BaJIalIMKJIOBHpA B 03¢ S00 Mr 2 pa3a B CyTKH AETH, HaAXOAAIIMECS HA TPYTHOM BCKapMJIMBAHUH,
IIOJIBEPTaIOTCSl TAKOMY K€ BO3JIEHCTBUIO AllMKIJIOBHPA, KaK IPU IIPUEME €TI0 BHYTPh B JJ03€ OKOJIO
0,61 mr/kr/cytku. Ilepuon moyBbIBEICHUS alMKIOBUPA U3 IPYIHOTO MOJIOKA TAaKOH ke, KaK U3
IJ1a3Mbl KPOBH.

BananukioBup B HeH3MEHEHHOM BH/JIE HE OIPEIesuICs B IUIa3Me KPOBH MaTepH, IPYAHOM MOJIOKE
wii Mode pebenka. IlpenapaT cienyer Ha3Ha4daTh C OCTOPOXKHOCTBIO JKEHIIMHAM B IEPHOJ
TPYAHOTO BCKapMIIUBAHHUS.

TeMm He MeHee, alMKJIOBUDP JII BHYTPHUBEHHOIO BBEICHUS NMpUMeEHsieTcs mia jedenus BIIT y
MJIaieHIIeB B 03¢ 30 MI/KT/CyTKH.

DdepTUabHOCTD

B nccnenoBaHusx Ha JKMBOTHBIX BATAIMKIOBUD HE OKa3bIBaJl BIHSHHS Ha QepTUIBHOCTH. Tem
HE MEHee, IPUMEHEHHE BBICOKMX J103 allMKJIOBHpa MpPHU MapeHTEpabHOM BBEJICHUU BBI3BIBAJIO
TEeCTUKYJSIpHBIE Y()PEKTHI y KPBIC U COOaK.

HccnenoBanust Mo BIMSHUIO BaJallMKIOBHpA Ha (DEPTUIBHOCTH Yy JIOAECH HE MPOBOIMIIHUCH.
OpnHako He OBUIO 3aPETUCTPUPOBAHO U3MEHEHUI B KOJIUYECTBE, MOABMKHOCTH M MOP(OIOTUU
crepMaro30u10B y 20 manueHToB yepe3 6 MecsIeB eKeHEBHOTO MPUMEHEHHS BAJIAlMKIOBUPA B
no3ax ot 400 mr o 1000 mr.

Cnoco6 npuMeHeHus U 103bI

[Ipenapatr BAJIALIMKJIOBUP BEJI®APM npuHuMaercs BHYTpb, 3alKBas BOJOW, BHE
3aBHCHMOCTH OT IpreMa MHILHU, B OJTHO U TO ke BpeMs KaXKIbli ACHb.

Jleuenne wHOEKIMI KOXH M CIM3UCTBIX 000s0Yek, BbI3BaHHBIX BIII', BKIIOYas BIIEPBEIE

BBIABJICHHBIN ¥ PeUAMBAPVIOIINN reHuTanbHbIN reprec (Herpes genitalis), a Takxke J1aOUaJIbHBIN

repuec (Herpes labialis)

Hmmynoxomnemenmusie 63pocivie U noOpocmku 6 eospacme om 12 0o 18 net



COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 20.09.2024 N= 20160
(NOCNEOCBATENEHOCTE 0008)

Pexomennyemas go3za cocrasisier 500 Mr 2 pasza B CyTKH.

B ciyyae peuuauBoB jedeHUE JOJHKHO MPOJOJDKAThCA 3 Wiau S5 nHed. B cinydyae mepBHYHOrO
repreca, KOTOPbI MOXKET IMPOTEKaTh B Oosee TsoKenoi (opme, IedeHne cieayeT HauuHaTh Kak
MOYKHO paHblIe, a ero MpOoJODKUTEIBHOCTh JOJDKHA ObITh yBenuueHa ¢ 5 go 10 nueit. Ipu
peuuauBax BIII' Hanbosiee BEpHBIM CUMTAETCS HA3HAYCHHE TMpernapara B MPOJAPOMATHLHOM
nepuojie WIH cpa3zy K€ IOocje MOSIBICHUS IMEpBbIX CUMITOMOB 3aboieBaHus. [Ipumenenue
BaJIAIIMKJIOBUPA MOXKET MPEAOTBPATUTH PA3BUTUE MOPAXKEHUS, €CIIH €r0 MPUMEHSTH MIPH MEPBBIX
IIPU3HAKaX U CUMIITOMAax peuuanBa, BeisBaHHoro BIII.

B kadecTBe anbTEpHATHUBHOTO JieYeHHS JabuambHOrO Trepreca 3(PGEeKTHBHO Ha3HAYEHUE
npenapara B g03e 2000 mr 2 pasza B cyTKH B TeueHue 1 cytok. Bropas mo3a qomkHa ObITh MpUHSITA
npubIM3KTENBEHO Yepe3 12 yacoB (HO He paHbIle, YeM yepes 6 4acoB) MOcIie prueMa repBoi J036l1.
[Ipn ucnonb30BaHMM TAaKOIO peXuMa JO03UPOBAHUS IPOJOJDKUTEIBHOCTD JIEUEHHUS HE JOJDKHA
NPEBBINATh | CYTKHM, TaK KakK IPEBBIIIEHUE NPOJOJDKUTEIBHOCTH 3TOrO0 Kypca JICUEHUs HE
MPUBOAUT K JAOMOIHUTEIBHON KIMHUYECKOU MOJIb3E.

Tepanus goKHA OBITH HAYaTa TIPU MOSIBJICHUN CAMBIX PAaHHUX CUMIITOMOB JTAOMaIBHOTO reprieca
(T.e. MOLTUMBIBAHUE, 3y, JKKCHHUE).

Ipodunaktuka (cynpeccus) pellMaInBOB HHMEKIMN KOXKU U CIU3UCTBIX 000JI0YEK, BHI3BAHHBIX

BIII, BKJIrO4Yas reHUTaldbHbIN repIiec, B TOM YHCIIE V B3POCILIX ¢ HMMYHOIEGUIIMTOM

HUmmynoxomnemenmmuoule 83pocivle U noopocmku 8 eozpacme om 12 0o 18 nem

Y UMMYHOKOMIIETEHTHBIX MAlIMEHTOB peKoMeHayemas 1o3a cocrasiseT 500 mr 1 pa3 B cyTku.
Yepes 612 MecsiieB JieueHUss HEOOXOIUMO OLIEHUTH 3PEKTUBHOCTH TEPAITUH.

B3pocnvie ¢ ummynooepuyumom

Y B3pOCIHBIX NAlMEHTOB C MMMYHOAE(UIINTOM peKoMeH1yeMas 103a coctaBisieT 500 mr 2 pasa B
CYTKHU.

Yepes 6—12 MecsiieB JieueHUss HEOOXOIUMO OLIEHUTH 3PEKTUBHOCTH TEPAITUH.

I[IpodrmunakTuka wH@eKmMii, BbEBa”HHBIX I[IMB. u 3a0oieBaHuii mociie  TpaHCIUIAHTALMHU

HNapCHXMMATO3HbBIX OPIraHOB

B3pocnvie u noopocmxu 6 sozpacme om 12 oo 18 nem

Pexomennyemas nosa cocrasisier 2000 mr 4 pasa B CyTKH, Ha3HA4YaeTCsd KaK MOXHO paHbIIIE,
nociie TpaHCIUTaHTaluu. Jo3y ciaenyeTr cCHU»KaTh B 3aBUCHMOCTH OT KJIIMpPEHCa KpeaTHHUHA.
[IpoaomKUTENEHOCTD JIeUeHus: 00BIYHO cocTaBmsieT 90 qHEH, HO y MAIMEHTOB C BBICOKUM PHUCKOM
KypC JI€UeHUsI MOKET OBITh MPOJIJICH.

Jleuenne onosceiBarontero repueca (Herpes zoster) ¥ odTaIbMHUYECKOTO OHOSICHIBAIOIIETO




COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 20.09.2024 N= 20160
(NOCNEOCBATENEHOCTE 0008)

repneca

PexoMennyemas go3a juist B3pocibix coctapiger 1000 mr 3 paza B CyTKH B T€YEHUE 7 JHEU.

Oco0ble rpyInel NAKMEHTOB

Tlayuenmul nodcunoco eospacma

HeoOxoauMo yunuThIBaTh BO3SMOKHOE HapyllleHHe (QYHKIMM TOYEK Y MalHWeHTOB MOXKUIIOTO
BO3pacTa, J03a Mpenapara J10JKHA ObITh COOTBETCTBYIOLIUM 00pa30M CKOPPEKTUPOBAHA.
HeobxonuMo moiep:kuBath aJeKBaTHBIM BOJHO-IJICKTPOIUTHBINA OallaHC.

Tayuenmsi ¢ Hapywenuem yHKyuu novex

Jlo3y mpenapata peKOMEHAYETCS yMEHbIAaTh Y MalHWEHTOB C BBIPAXKEHHBIM HapylIeHHEM
GyHKIMHA TIOYEK (CM. peXUM JIO3MpOBaHUs B Tabnuie 2). Y TakuxX MalMEHTOB HEOOXOIMMO

MOJIJICP)KUBATH a/ICKBATHBIN BOJHO-3JIEKTPOIUTHBIN OaaHc.

Tabnuna 2. Koppekuus 10361 Ipernapara Juist IPUMEHEHHs! Y B3pOCIBIX U MOJPOCTKOB B BO3pacTe

ot 12 o 18 ner ¢ HapymeHueM QyHKIIUH TOYEK

Knupenc
Hoza
ITokazanus KpEeaTUHWHA,
npenapara
MJI/MUH
OrnosichIBAIOIINN reprec U 0 TaTbMHUIESCKUI He meHee 50 1000 mr3 pasa B cyTku
OIIOSICBIBAIOIIUY TepIIeC y ot 30 1o 49 1000 mr 2 pa3a B CyTKH
MMMYHOKOMITETEHTHBIX B3POCIIbIX (JICUCHHE) ot 10 10 29 1000 mr 1 pa3 B cyTku
meHee 10 500 mr 1 pa3 B cyTku
BIII" (neuenue)
NMMyHOKOMITETEHTHBIE B3pOociible U oapocTku | He meHee 30 |500 mr 2 pa3a B CyTKH
B Bo3pacte oT 12 no 18 ner menee 30 500 mr 1 pa3 B cyTku

JlaGuanpHBINA reprec y IMMYHOKOMIIETEHTHBIX He meHee 50 2000 mr 2 pasza B CyTKu
B3POCJIBIX U OJAPOCTKOB B Bo3pacte oT 12 10 18 | or 30 1o 49  [1000 mr 2 pasa B CyTKu
JeT (JIeYeHUE) ot 10 10 29 [500 mr 2 pasa B CyTKH
MmeHee 10 500 mr 1 pa3 B cyTku

BIII" (mpodunaktuka (cynpeccus))
NMMyHOKOMITIETEHTHBIE B3pOCiible U MOApOoCcTKH B HE MeHee 30 500 mr 1 pa3 B cyTku

Bo3pacte ot 12 o 18 ner Menee 30 500 mr 1 pa3 B 1BO€ CyTOK
B3pocinbie ¢ uMMyHOIEDUITUTOM He menee 30 500 mr 2 paza B CyTKu
menee 30 500 mr 1 pa3 B cyTku

[Tpodunaktrka nHpeknmii, Bpi3BaHHbIX, [IMB, y | #He menee 75 |2000 mr 4 pa3a B cyTKH
B3POCJIBIX U OJAPOCTKOB B Bo3pacte oT 12 1o 18 | or 50 mo 75 |1500 mr 4 pa3za B cyTku
JeT oT 25 10 50 1500 mr 3 paza B cyTKu
ot 10 1o 25 |1500 mr 2 pa3a B CyTKH
menee 10 1500 mr 1 pa3 B cyTku
WIH Y
MalUEHTOB
Ha reMoJIu-
anuse
Hononnumenvrnas ungopmayus Ons noKA3aHus: JeyeHue UH@DEeKYUll KOHCU U CIUSUCHIBIX
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ot 20.09.2024 N= 20160
(NOCNEOCBATENEHOCTE 0008)

COOTBETCTBYET 2KCNEPTHOMY OTYETY

obonouex, svizeanunvix BIIL, exitouas enepsvie 8blA6AeHHbIU U DEUUOUSUDYVIOWUN 2eHUMANbHbIU

2epnec (Herpes genitalis), a makowce nabuanvuviu 2epnec (Herpes labialis)

OnbIT NpUMEHEHHWs IMpernapara y JeTed CO 3HAUYeHUSMH KIHpEHCa KpeaTWHUHA MeEHee
50 mu/mun/1,73 M? OTCyTCTBYET.

Jlonoanumenvras uHdopmauus 0 nokasanus: npodurakmuxa ungexyul, goizeannvix LIMB, u

3a001e6anull nocie mpaHcniarnmayuu nadpeHxumantosHbvlx opeaHos

Heo6xoanMo 4acTo ompenensTh KIMPEHC KpeaTWHUHA, OCOOCHHO B MEpPHOJ], Korjaa (hyHKIIHS
NOYeK OBICTPO MEHSETCs, HampuMmep, Cpa3y Iocie TPAHCIUIAHTAMUA WM TPUKHUBICHUS
TpaHCIIAHTaTa, PU 3TOM J103a Mperapara KOPPEKTUPYETCSl B COOTBETCTBUH C IOKA3aTEIIMHU
KJIMpEeHCa KpeaTHHHUHA.

Lonoanumenvras qubopMauuﬂ O0/15._NOKA3AHUSL. _JIeYeHUe onosicselearnuieco zcepneca (Herpes

zoster) u OGbmaJZbMMQQCKOZO onosicselearuieco cepneca

[Ipenapar crnegyer MNpUMEHSTh IOCIAe TEeMOAMAIN3a y TMAlMEeHTOB, KOTOPBIM IMPOBOJSAT
MEPUONYECKUN TEMOIUATIU3.
THayuenmoi ¢ HapywieHuem QYHKYuU neveHu
Ha ocHoBaHuu uccinenoBaHus ¢ NIPUMEHEHUEM OJHOKpATHOM 103bl BasanukioBupa 1000 mr y
B3pPOCJIBIX MAlMEHTOB C IIUPPO30OM TIE€UEHU JETKOM WM CpeJHEel CTeNneHH TsKecTH (mpu
COXpPaHEHHON CHHTETHYECKOW (YHKIIMH T€YEHU) KOPPEKIHMU J03bI MIperapara He TpeOyeTcs.
®apMaKOKMHETHYECKUE JIaHHBIE Y B3POCIBIX MNAIMEHTOB C TSKEJIOW CTENEHBbIO HapyHICHUs
GYHKIINY TIeYeHU (JeKOMIICHCUPOBAHHBIM LIUPPO30M), C HAPYIICHUEM CUHTETHUYECKON (YHKITUU
NEYeHH W HAJIWYUEM T[OPTOKABAJIBHBIX aHACTOMO30B TaK)Ke HE CBHUACTEIbCTBYIOT O
HEOOXOJUMOCTH KOPPEKIHMH J03bl Tpernapara, OJHAKO KIMHUYECKUH OMNbBIT MPH JaHHBIX
MATOJIOTUSX OTPAHUYEH.
Nudopmanus o nozax 6onee 4000 Mr B CyTKH IS TAITUEHTOB ¢ MHPEKITUSIMU, BeI3BaHHBIMU BIIT
u [IMB, yka3zana B paznene 4.4.

eTu
Llemu 6 6o3pacme om 12 nem
Pexxum nosupoBanust anst geteit ot 12 1o 18 neT He oTIMYAeTCs OT peXrUMa JO3UPOBAHUS IS
B3POCIIBIX.
Jlemu 6 sospacme 0o 12 nem
BezomacHocTh 1 3eKTUBHOCTH TpemapaTa y JeTeil B Bo3pacte A0 12 JeT He YCTaHOBIEHBI.

JlaHHBIE OTCYTCTBYIOT.
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ot 20.09.2024 N= 20160
(NOCNEOCBATENEHOCTE 0008)

COOTBETCTBYET 2KCNEPTHOMY OTYETY

Jemu 6 e6o3pacme om (0 0o 18 nem c onosacvigarOwum 2epnecom u oQmanrbMuyecKum
ONOSACHIBAIOWUM 2EPNECOM

[To moxazanuio «Jleuenue omosiceiBatoiero repneca (Herpes zoster) u 0QTalIbMHUYECKOTO
onosiceiBatomiero repnecay npenapar BAJIAIIMKIIOBUP BEJI®APM y nereli B Bo3pacte OT
0 o 18 ner He mpumensiercs. besomacHocTh U 3)PEKTUBHOCTD HE YCTAHOBJICHBI.

ITo0ouyHOE nelicTBUE

HexenatenpHple peakuu MPEICTABICHBI B COOTBETCTBUU C MOPAKEHUEM OPraHOB M CHCTEM
OpraHOB B TIOCIEMOBAaTEIBHOCTH MEIUIIMHCKOTO CIOBaps M HOPMATHBHO-IIPABOBOM
nestenbHOCTH (MedDRA). YacTtoTa BO3HUKHOBEHMsI ONpPEAEsIach B COOTBETCTBUHM CO
CJICIYIOIIMMH KaTeropusMH: o4eHb 9acto (>1/10), wacto (>1/100, vo <1/10), Hewacto (>1/1000,
HO <1/100), peaxo (>1/10000, no <1/1000), ouens penko (<1/10000), gacroTa HensBecTHA (Ha
OCHOBaHUU UMEIOIINXCS JAHHBIX OIICHUTHh HEBO3MOXKHO).

Jlannvle KIUHUYECKUX UCCTIe008AHULL

Hapyuwernus co cmoponsl Hepsroti cucmempl. 9acToO — TOJIOBHAS 00JIb.

JKenyoouno-xuweunvie napyuienus: 9acTo — TOLIHOTA.

ﬂaHHble nocmmapKemuH2o6blx uccnedosanull

Hapywenus co cmoponst kposu u JzuMd)amuquKoﬁ cucmemsl. OUCHb PCIAKO — HeﬁKOHeHHH,

TpoMOonUTONIEHUsA. B OCHOBHOM, JIEHKOIEHUS HaOII0Janach y MAIMEHTOB CO CHHIKEHHBIM
UMMYHHUTETOM.

Hapywenus co cmoponst uMmyHHOU cucmembvl. 0UCHb PEAKO — aHa(anaKch.

Hapywenus co cmoporbl _HepsHOU _cucmembl U NCUXUYECKUE HADVUICHUSL: p€aKo —

TOJIOBOKPY)KEHHE, CITyTAaHHOCTh CO3HAHMS, TAJLTIONMHALNY, YTHETCHHE CO3HAHNUS; OYEHb PEIKO —
@KUTAIHS, TPEMODP, aTaKCUs, AU3APTPUs, ICUXOTUIECKHE CHMITOMBI, CY10pOTH, SHIIe(amonaTus,
koma. [lepeurcrieHHBIE BBIIIE CUMIITOMBI, B OCHOBHOM, OOpaTHUMBI U OOBIYHO HAOJIIOJAIOTCS Y
NAalMeHTOB C HapymeHHeM (yHKOIMM TMo4YeK Wi Ha (OHE APYIHX MPEerpacHoaraionimx
COCTOSIHMH. Y B3pOCIBIX NAlMEHTOB C TPAHCIUIAHTUPOBAHHBIM OPraHOM, MOJTYYAIOMINX BHICOKHE
7036l (8 T B AeHb) BajauukioBupa s npodunakruku LIMB — un(ekmu, HeBpororuyeckue
peaKIy pa3BUBAIOTCS Yallle, YeM Ipu nprueme 0ojiee HU3KHX J103.

Hapywenus co cmoponuwi ObIXAmMenbHOU cucmemsl, opeaHos ZDV()HOIZ KlemKku u CD@()OCI’I’Z@HMEI

HE4YaCTO — OAbIIIKa.

Kenydouno-kuweynvle napyuenus: peako — IMCKOM(OPT B )KUBOTE, PBOTA, AHAPESL.
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ot 20.09.2024 N= 20160
(NOCNEOCBATENEHOCTE 0008)

COOTBETCTBYET 2KCNEPTHOMY OTYETY

Hapywenus co cmopouvi nevenu u .?fC‘eJZ’{QBbl@O()}lWMX nymei: OYECHb PEAKO — 06paTI/IMBIe

HapylieHus (YHKIUOHATIBHBIX II€YEHOYHBIX TMpo0, KOTOpbIe HWHOTJA pAacCleHUBAIOT Kak
MPOSIBJICHUE TEMaTUTA.

Hapywenua co cmoponvl koxcu u NOOKOJCHbIX MKAHel: HEYacTo — BBICBIITAHHWA, BKJIIFOYas

NpOSIBJIICHUST  ()OTOUYBCTBUTENBHOCTH; PEOKO — 3yI; OYEHb pEAKO — KpaluBHUIIA,
AQHTMOHEBPOTUYECKUN OTEK; YaCTOTa HEM3BECTHA — JICKAPCTBEHHAS PEaKIUs C Y03UHODMINEH U
cuctemabiMu niposiBieHusiME (DRESS-cunapom) (cMm. paznen 4.4).

Hapywenus co cmoponbl _nouex u mouesbleoosujux nymeii. HEUacTO — remMarypusa (‘IaCTO

CBSI3aHHAS C IPYTUMH HapyIICHUSMH CO CTOPOHBI OYEK); PEIKO — HapyIIeHHEe (QYHKIIUH ITOYCK;
OYEHB PEAKO — OCTpasi MoYeyHasi HeAOCTaTOYHOCTh, ToYeyHas Koyuka. [loueuHas KommKa MOKeT
OBITH CBsi3aHa ¢ HapymeHneM (pyHkuH movyek. Coolanock o ciiydasx OCaXICHHUS KPUCTAIIIIOB
AIMKJIOBUPA B IIPOCBETE MOYEYHBIX KaHaJbleB. Heo0XxoanMo cobmoaaTh ajeKBaTHbIN MUThEBOM
PEKUM BO BpEMs JICUCHHST; YaCTOTa HEM3BECTHA — TYOYJIOMHTEPCTUIINATIBHBIA HE(PHT.

Coyuanvrvie obcmoamenbcmed: 4acToTa HEU3BECTHA — Y NaMCHTOB C TAXKCEJIBIMA HAPYIICHUAMHA

UMMYHHUTETa, OCOOEHHO y B3pPOCIBIX MAIMEHTOB C AalieKo 3amesmiei ctaaued BUY-undexmun,
MOJTYYaIOUX BBICOKHE 03Bl BaJAIIMKIOBHpPA (8 T €KEAHEBHO) B TEUCHHE UTUTEIHLHOTO TIEPHO/Ia
BpEMEHHU, HAONIOAAIUCh Claydyad TIOYE€YHOM HEIOCTAaTOYHOCTH, MHUKPOAHTHOIMATHYECKON
TEMOJINTHYECKOM aHEMUHU B TPOMOOIIUTONICHNH (MHOT1a B KoMOMHanuu ). [1oj00HbIe OCTI0)KHEHHS
OBLIM OTMEYEHBI y MAlMEHTOB C TEMH K€ OCHOBHBIMH H/HIIH COITYTCTBYIOIIUMU 3a00JICBaHUSIMH,
HO HE MOJYYaoIINX BaJAUKIOBUP.

Ilepeno3upoBka

CHMIITOMBI

Octpast moyeuHasi HEJJOCTATOYHOCTh W HEBPOJOTMYECKUE HAPYUICHUs, BKJOUYas CIYTaHHOCTb
CO3HAaHMUsI, TAJUTIOLMHALIUY, aXKUTALUIO0, YTHETEHUE CO3HAHMS U KOMY, a TAaK)K€ TOUTHOTA U PBOTA,
HAOMIOJQIMCh Y  TAI[MEHTOB, TMOJYYMBIIMX  JIO3bl  BaJaIllMKIOBHUPA, IPEBBIIIAIONINE
pexkoMmeHnoBaHHbIe. [10/100HBIE COCTOSHUS Yalle OTMEYaJWCh y TAIMEHTOB C HapYyIICHHEM
(GYHKIIMHM MOYEK M MAlMEHTOB IMOXKHIIOTO BO3PACTa, MOJTYYHBIIUX TOBTOPHBIE MPEBBIMIAIONTNE
PEKOMEHI0BaHHBIE TO3bI BAJAIIMKIOBHPA, BCICACTBIE HECOOIIOCHUS peKUMA I03UPOBAHHUS.
JleueHme

ITanuenTHl JOKHEI HAXOAUTHCS MO TINATEIBLHBIM MEIUIIMHCKUM HAOJIIOACHUEM 171 BLISIBIICHUS
MPU3HAKOB TOKCHYECKOTO ACHCTBHs. [emMonuanu3 B 3HAYUTENBHON CTENEHU CIIOCOOCTBYET
BBIBE/ICHUIO AIIMKJIOBHPA U3 KPOBU M MOXKET CUUTATHCS METOJIOM BBIOOpA MPH BEICHUU MAITUECHTOB

C MepeI03UPOBKOM BaTalMKIOBHPA.
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ot 20.09.2024 N= 20160
(NOCNEOCBATENEHOCTE 0008)

COOTBETCTBYET 2KCNEPTHOMY OTYETY

B3aumopneiicTBHe ¢ APYTUMH J1eKAPCTBEHHBIMH CPeACTBAMH

Knunuuecku 3HaunMble B3aUMOJICHCTBUS HE YCTAHOBJICHBI.

AIMKIIOBUD BBIBOJUTCS MOYKaMH, B OCHOBHOM, B HEM3MEHEHHOM BHJIE MIOCPEACTBOM aKTUBHOM
noyeyHoi cekperuu. CoyeTaHHOE NMPUMEHEHHUE JEKAPCTBEHHBIX CPENICTB C 3TUM MEXaHU3MOM
BBIBE/ICHUS MOXKET ITPUBECTHU K MOBBIIIEHUIO KOHIEHTPAIlMHU allUKIOBHpPA B IJIa3M€E KPOBH.
[Tocne Ha3HavyeHus BajanukioBupa B go3e 1000 Mr m mpemapaToB HMUMETHIWH, MPOOCHEITUI,
KOTOpBbIE BBIBOJATCS TEM K€ IyTeM, YTO M BaJalMKIOBHp HaOmonaercs mnosbimeHne AUC
aIMKJIOBUpPA M, TAKUM 00pa3oM, CHMXKAETCS MOYEYHBIN KIMpEHC anukioBupa. Tem He MeHee,
BBU/Iy IIMPOKOTO TEPANeBTUUECKOI0 MHEKCA allUKIOBHPA, KOPPEKIIUU 1035l BAIAIIMKIOBUPA HE
Tpedyercsl.

[Ipu neuennn nabuanbHOroO repreca, NPOPUIAKTHKE U JeUeHHH 3a00JIeBaHni, BbI3BaHHBIX [[MB
HE00X0IMMO COOIOATh OCTOPOXKHOCTD B CIIydae OJHOBPEMEHHOTO TPUMEHEHHSI BAJIAITUKIOBUPA
B Oosee BhICOKHMX a03ax (4000 MT B CYyTKM M BBIIIE) M JIEKAPCTBEHHBIX IMPENApaTOB, KOTOPHIC
KOHKYPUPYIOT C allMKJIOBUPOM 32 MyTh BBIBEJICHUS, TaK KaK CYIECTBYET MOTEHIMAIbHAs YIpo3a
MOBBIIICHUSI B IUIa3M€ KPOBU KOHIIGHTPAIIMA OJHOTO WM OOOMX MpenaparoB, WIH WX
MeTa0oauToOB. bbiio oTMedueHo moBeimieHne AUC anukiIoBUpa W HEAKTUBHOIO METa0OJIUTa
MukodeHonara Moderuna (MMMYHOIEHPECCAHT, TMPUMEHSIEMBId Yy TAIMEHTOB IIOCIIe
TpaHCIUIAaHTAIIMM OPTaHOB) MPHU OAHOBPEMEHHOM IPUMEHEHUHU ATHX IPENapaToB.

HeoGxomuMo Takke coOOMIOaTh OCTOPOXKHOCTH (MOHUTOPUHI (YHKUMH TIOYEK) IMpH
OJTHOBPEMEHHOM TPUMEHEHUHW BAIALMKIOBUPA, B YACTHOCTH Yy TAIMEHTOB C HapyIICHUEM
GYHKIMH TIOYEK WIIH TPHU TTpueMe B 0osee BhICOKUX J03ax (4000 MT B CyTKH U BBINIE), a TAKXKE B
COUeTaHUM C HE(PPOTOKCHYHBIMU IMIpernapaTaMd, B TOM YHCIE aMUHOTJIMKO3UIAMH,
OPTaHWYECKUMH COCJUHEHHUSMHU IUIATHHBI, HOJWPOBAHHBIM KOHTPACTHBIM  BEHIECTBOM,
METOTPEKCATOM, IEHTAMHJIMHOM, (POCKAPHETOM, IIUKJIOCTIOPUHOM U TAKPOIMMYCOM.

Oco0ble ykazaHnust

['upparanus

VY manueHToB ¢ PUCKOM JIeTHAPATallii, 0COOEHHO Y AIlMEHTOB MOXHIIOT0 BO3pacTa, HE0OX0AUMO
o0ecreynTh aJeKBaTHbIM BOJHO-3JIEKTPOIUTHBIN OaaHc.

IIprMeHEeHHE V MAIIMECHTOB ¢ HAPYIICHHEM (bVHKHI/II/I IMOYCK M YV MAaTMEHTOB IMOXXNJIOTO BO3pacTa

[TockonbKy alMKIOBUP BBIBOAUTCS MOYKaMM, HEOOXOAMMO YMEHBIIUTh J03y BaJAlMKIOBHpA Y
NAllMeHTOB C HapylleHueM (YHKIMH TOoYeK. Y NaIlMEeHTOB IO0XXKUIOrO BO3PacTa MOXKET
HaOJI0AaThCs HapylieHne (QYHKIMH MOYEK, OITOMY CIEAYET PACCMOTPETh YMEHBIICHUE 03B

JIA ITOH TpyIIibl TMAIMCHTOB. Kax MaUEHThI IMOXWUJIIOTO BO3pacTa, TaK MW IMAIUMCHTBI C

13



ot 20.09.2024 N= 20160
(NOCNEOCBATENEHOCTE 0008)
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HapylIieHneM (pyHKIIMH MOYEK BXOJIAT B IPYIITY MOBBIIIEHHOTO PUCKA Pa3BUTHUS HEBPOJIOTUYECKUX
OCJIO’)KHEHUH, TaKUM MalMeHTaM HeoOXO0IuMO 00eCleYUTh TIIATENbHbIN BpauyeOHbIl KOHTPOJIb.
Kak mpaBumo, 3TM peakuud B OCHOBHOM HOCST OOpAaTUMBIM XapakTep B CIIy4ae OTMEHBI
npenapara.

Jleuenne mabuanpHOro repreca u npodbuiraktuka IIMB-uadekmii u 3a001eBaHui

IIpumenenue 8vicokux 003 8aNAYUKIOBUPA NPU HAPYUWEHUY DYHKYUU NeYeHU U Noce nepecaoku
nevenu

Her nanHbIX 0 mpuMeHeHHH TpenapaTa B BBICOKHX 103ax (4000 Mr B CyTKH U BBIIIIE) Y TAIIHEHTOB
¢ 3a0o0JieBaHMEM II€UYEHH, MOITOMY TaKUM IMallMEHTaM BBICOKHE J03bl Ipernapara JOJKHBI
HA3HA4aThCsl C OCTOPOXKHOCTHIO. CrielIMANIbHBIE HCCIIEN0BAHUS 110 U3YYECHHUIO ACHCTBHS MIpenapara
IpU TepecajKe MeYeHru He NpoBoamnch. OaHaKo, ObUIO YCTAHOBIEHO, YTO MPO(PUIAKTHUECKOE
Ha3HAUYEHHUE alMKIOBHpPAa B BBICOKMX J103aX yMeHbIIaeT mposiieHus LIMB-undexnun wu
3a00s1eBaHusl.

Hcnonvzosanue npu cenumanbHom 2epnece

[TanmenTam cienyeT BO3JAEPKUBATHCS OT MOJIOBBIX KOHTAKTOB IPU HAJIWYMM CHUMIITOMOB, JaXKe
€CIIU JICYeHUE TIPOTUBOBUPYCHBIM IIPETapaToM BaJIAlIMKIOBUDP yxke Obl1o HauaTo. CymnpeccuBHas
Tepanus IMpEenapaToM CHUXKACT PHUCK IEpPEAadd TEeHUTAJIBHOIO TepIeca, HO IOJHOCTBIO HE
UCKJIFOYAEeT PUCK MH(DULIMPOBaHMS U HE IPUBOJUT K ITOJIHOMY M3JieueHuto. Tepanus mpenaparom
PEKOMEHAYETCS B COYETAHNU C HAICKHBIMHU CPEJICTBAMH OapbepHOM KOHTpAICTIINH.

JlekapcTBeHHas peakuus ¢ 03uHoduInei ¥ cucreMHbIMU npossiacHusIMU (DRESS-cunnpom)

Ha ¢one neuenust BananukioBupom coodbmanock o DRESS-cunapomMe, KOTOphIii MOXKET OBITH
YIPOXKAKOIUM KU3HU WIA CcMepTenbHbIM. [Ipn HazHaueHuM mnpenapara ManveHTa CIEeAyeT
03HAaKOMHUTH C Mpu3HakamMu u cumnromamu DRESS-cunapoMa u TIIaTenbHO OTCIEKUBATH
KOXHbIE peakuuu. [Ipu nosiBlieHnH NPU3HAKOB U CUMIITOMOB, CBHIETEIBCTBYIOIIUX O PA3BUTUU
DRESS-cunnpoma, nmpueM BallallMKIOBHpPA CIEAYET HEMEIJIECHHO OTMEHHTh M PAaCCMOTPETh
BOIPOC 00 aJIbTEPHATHBHOM JIeueHUHU (B ciiydae HeoOxoaumoctn). Ecnu y manuenTa pa3Buics
DRESS-cunapom Ha oHE MpUMEHEHHs BaJTallMKIOBUPA, JICUCHNUE BAJAIIMKIOBUPOM Y JAHHOTO
MaIMeHTa HU B KOEM Cllydae B JallbHEHIIIEM Hellb3s BO3OOHOBIISTH.

Biusinue Ha CIOCOOHOCTH YNIPABJISATH TPAHCIIOPTHBIMHU CPeACTBAMM, MEXaHU3MaMHU
HeoOxoauMo y4uTHIBaTh KIMHUYECKOE COCTOSHUE MAllMeHTa U Mpo(uiib MOOOYHBIX peakuuit
BaJIAIIMKJIOBHPA MU OLIEHKE CITIOCOOHOCTH MAIMEHTAa yIPaBIATh ABTOTPAHCIIOPTOM HIIHA JPYTUMU
MeXaHU3MaMH, TPEOYIOIIMMHE ObICTPOTHI IICUXOMOTOPHBIX PEAKIIHA.

®opMma BBIILYCKA
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TabneTku, MOKPHITHIC TNIEHOYHOU 00051049K0M, 500 MT.

7, 10 TaOIETOK B KOHTYPHYIO STYECHKOBYIO YIIAaKOBKY M3 IUICHKHU TTOJUBHHIIXJIOPUIHON U (POJIBTH
AJIIOMUHHMEBOU I1€4aTHOM JIJAKUPOBAHHOM.

10, 20, 30, 40, 50, 60 Tabnerox B OaHKY MOJMMEPHYIO M3 MOJHIPONMUIICHA WIN MOIHITUIICHA,
YKYIOPEHHYIO HAaTSATUBAEMOMN WJIM HABUHUYMBAEMOM KPBIIIKOW MOJIMMEPHOM JIs JIEKApPCTBEHHBIX
CPEICTB W3 TMOJUIPONWIECHA WM TOJUATHIEHA C KOHTPOJEM MEpPBOrO BCKPBHITUS WM 0e3
KOHTPOJIS, C YIUIOTHSIOIIUM 3JIEMEHTOM WK 0€3 Hero.

JIOTIONIHUTENBHO JAOMYCKAETCsl KCIIOJIb30BaTh BaTy MEIUIMHCKYI0 TUIPOCKONMYECKYHO WIIN
aMOpTHU3aTOpP.

Ha GaHKy HaKkjenBalOT 3TUKETKY CAMOKJIESIIIIYIOCS.

Kaxnyto 6anky, 1,2, 3,4, 5, 6 KOHTYPHBIX SYCHKOBBIX YITAKOBOK C HHCTPYKIIUEH MO MPUMEHEHHIO
MOMEIIAIOT B IAUKy U3 KapTOHA.

YcaoBusi XxpaHeHust

IIpu Temnepatype He BbIe 25 °C.

XpaHUTb B HEJOCTYITHOM I IETEH MecTe.

Cpok rogHoctu

2 roxa.

He npuMeHsATh 0 HCTEYEHUH CPOKA TOJHOCTH.

YcaoBus ornycka

OTIyCcKalT Mo peuenTy.

Baajesnen perucTpauMOHHOI0 Y10CTOBEPEHUs

OO0111eCTBO ¢ OrpaHMYECHHON OTBETCTBEHHOCTHIO «Bendapm» (OO0 «Bendapmy), Poccus
IIponsBoauTesn/Opranusanusi, NPUHAMAOIIAS NPETEH3UH OT NMOTPedHuTeIeH

OO011ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO «Bendapm» (000 «Bendapm»), Poccus
Kypranckas 0611., r. Kypran, npocnexkt Koncrurynuu, 1. 11

Ten.: +7 (3522) 48-60-00

e-mail: fsk@velpharm.ru

Co00ImuUTh 0 HEXKENATENbHBIX PEAKLIUAX MOKHO 110 Tenedony +7 (3522) 55-51-80 unu Ha caiire:

www.velpharm.ru, B paznene «[TPOAYKIIUA» — «DapmakoHaa3zop».

NI

IIpousBoauTesn
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OO0I111eCTBO ¢ OTpaHUYEHHON OTBETCTBEHHOCTHIO «Bendapm-M» (OO0 «Bendapm-My)

r. MockBa, BH.TEp.T. MyHULIUNIAIbHBIN OKpyT CHIIMHO, T. 3eJieHorpal, np-KT ['eHepana Anekceena,
1. 50

Opranunsanusi, NPMHUMAKOIIAS NPEeTeH3HH 0T NOTpeduTe el

OO0111eCTBO ¢ OrpaHMYECHHON OTBETCTBEHHOCTHIO «Bendapm» (OO0 «Bendapmy), Poccus
Kypranckas 0611., r. Kypran, npocnexkt Koncrurynuu, 1. 11

Ten.: +7 (3522) 48-60-00

e-mail: fsk@velpharm.ru

Coo0muTh 0 HeXKENATSIBHBIX PEAKIIUIAX MOKHO 110 Tenedony +7 (3522) 55-51-80 unu Ha caiiTe:

www.velpharm.ru, B paznene «[TPOAYKIIUA» — «DapmakoHaa30p».
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