MHHUCTEPCTBO 3JPABOOXPAHEHNS POCCUNCKOUN ®EJEPALIUN

NMHCTPYKIMA
10 MEJUIIMHCKOMY ITPUMEHEHUNIO JIEKAPCTBEHHOI'O IIPEITAPATA
BAJIALIUKJIOBUP BEJI®APM

PerncrpanuoHHblii HOMep:

Toprosoe HauMeHoBaHHe npenapara: Bananuknosup Bendapm

MeskayHapoaHOe HeIATEHTOBAHHOE HAMMEHOBAaHUe: BaJalluKIOBUP

JlekapcTBeHHas popMa: TaOJICTKH, TOKPHITHIE TUICHOYHON 000JI0UKOI

CocraB Ha 0IHY Ta0JIETKY:

Heticmsyrowee eeujecmeo: BaNAMKIOBUPAa TUApoOXJopun — 9556,2 mr (B mepecuere Ha
BananukioBup — 500,0 mr)

Bcnomozamenvhvle  sewjecmea: Kpaxman KyKypy3HBIH, KPEeMHHS JUOKCHUJ KOJUIOHIHBIH
(adpocuin), Kpockapmemio3a Harpus — (IpuUMeNio3a), MarHus — cTeapar,  LeJUIioJo3a
MUKPOKpPHUCTAJINYECKas,

Cocmag obonouxu: [cyxasi cMeCh Ui TUICHOYHOTO MOKPBITHS, COJEpIKallasi, THTaHa JTUOKCH]I,
makporon (Omazapait 03F180011 Genbrit) wnu runpomesuioda (OKCUIPOMUIMETUIIIEIIIION03a),
tUTaHa auokcua, Mmakporoa 6000 (moaustunenraukoas 6000, momustunenokcu 6000)]
Onucanue

OBasibHbIE JBOSIKOBBIITYKJIbIE TA0JIETKH, MOKPBITHIE IJIEHOUYHOM 000J0YKOM, O€I0ro Win MmouTu
6emnoro 1Bera, ¢ puckoil. Ha monepeunom paspese BHyTpeHHHUH ciI0i Genoro uiu nmoytu 0enoro
L[BETA.

dapmakoTepaneBTHYeCKas IPYNNAa: IPOTUBOBUPYCHOE CPEICTBO

Kox ATX: JO5ABI1

DapMaKoJIOrHYeCKue CBOMCTBA

Dapmakoounamuxa

Mexanuszm oeticmeus

BananuknoBup sBisieTcss TPOTUBOBUPYCHBIM CPEICTBOM, NpPEACTaBisgeT co0oil L-BannHOBBIM
CIIOXKHBIA 3(QUp anUKIOBUpa. ALMKIOBUD SBISETCS AaHAJIOTOM IYPUHOBOTO HYKJIEO3HIa
(ryaHuHa).

B opranusme uenoBeka BalTalMKIOBUD OBICTPO M MPAKTHUYECKH MOJTHOCTHIO MPEBPAIACTCS B
AIUKIIOBUP u BaJIMH MPENOI0KUTETHHO noJt BO3/IEIiCTBHEM dbepmenTa
BaJIAlIMKJIOBUPTUIPOIIA3HI.

ATMKIIOBUD SIBJISETCS CrenU(UISCKUM HHIMOUTOPOM BUPYCOB reprieca ¢ akTUBHOCTBIO iN Vitro

npoTuB BupycoB mpoctoro repreca (BII') 1-ro u 2-ro THMOB, BUPYC BETPSIHHOW OCHBI U



omosiceiBatomiero repreca (B3B — Bapunema 3octep Bupyc (Varicella zoster virus)),
nutomeranosupyca (LIMB), Bupyca Onmreitna-bappa (BOb) u Bupyca reprneca uenoBeka 6-ro
Tuma. AnukioBup wHrHOupyer cunte3 BupycHoi [IHK cpasy mocne dochopunupoBanus u
MpeBpalleHus B aKTUBHYIO (hopMmy — auukinoBupTpudocdar. [lepsas cragus dpochopunrpoBanus
TpeOyeT akTHBHOCTU BHpyc-crienupuyeckux ¢epmenton. s BII, B3B u BDb Takum
(bepMeHTOM sIBIIsSIETCS BUPYCHAsl TAMUINHKHHA3a, KOTOpasi IPUCYTCTBYET TOJIBKO B TOPAKEHHBIX
BUPYyCOM KJeTKaX. YacTHUHO CeJIeKTUBHOCTh (pochopuaupoBaHusi MOIACPKHUBACTCS Y
[IUTOMETAIIOBUPYCa OMOCPEIOBAaHHO 4epe3 MpoAykT reHa docdorpancdepazsr UL97. Dra
HEOOXOJMMOCTh ~ AKTHBAIlMM  AIUKIOBUPA CHENU(PUYECKHMM BHPYCHBIM (EPMEHTOM B
3HAYUTENIHOMN CTENEHU OOBIICHSIET €ro CEJIEKTUBHOCTb.

[Ipornecc pochopunupoBanus arukiIoBupa (MIpeBpalieHre U3 MOHO- B TprdocdaT) 3aBepuracTcs
KJICTOYHBIMM KUHa3aMH. ANUKIOBUPTpUQOCHAT KOHKYPEHTHO HWHTHOMPYET BUPYCHYIO
JHK-nonumepasy u, OyAaydu aHaioroM HykJeo3uja, BcTpauBaercs B BupycHyro JIHK, uto
MPUBOJIUT K OONMTaTHOMY pa3pbIBY Iienu, npekpameHuto cunresa JIHK wu, ciemoBarensHo,
OJIOKMPOBAHUIO PEIUIMKAIIMK BUPYCA.

Pe3ncTeHTHOCTh K alUKIOBHPY OOBIYHO OOYyCIOBICHA AeHUIIMTOM TUMHUAWHKHHA3BI, YTO
MIPUBOAMT K YPE3MEPHOMY PACIPOCTPAHEHUIO BUPYCa B OpraHU3Me X03s1Ha. B penkux cimydasx
CHIDKEHHE YYBCTBUTEIBLHOCTU K alMKIOBUPY OOYCIOBIICHO MOSIBJICHHEM ILITAMMOB BHpYyca C
HapylLIeHHEeM CTPYKTYpbl BUpYyCHON TumuauHkuHa3bl win JIHK-nonumepassl. BupyneHtHocTb
STHX Pa3HOBHIHOCTEH BUpyCa HAIOMUHAET TAKOBYIO y €r0 TUKOTO IITaMMa.

[To pesynbpraTam obmmpHoro uccienoBanus mrammos BIIT u B3B, oro6paHHbIX y ManueHToB,
MOJIyYaBIIUX TEPANUI0 AalMKIOBUPOM WM TNPUMEHSBIIMX €ro B IeNsAX MNpo(UIaKTUKH,
YCTaHOBJICHO, YTO BUPYCHI C MOHMKEHHON YYBCTBUTENBHOCTHIO K BAJAIIMKIOBUPY BCTPEYAIOTCS
KpaifHe peaKo, HO MOTYT OBITh OOHApy)XEHBI B PEAKHX CIydasX y TAIHEHTOB C TSKEIBIM
HapylmieHHEeM HMMYHHTETa, HAlpuMep, PEIUIHUEHTOB TPAHCIUIAaHTaTa KOCTHOTO MO3ra WA
OopraHa, NAalMEHTOB TMOJYYAOUMX XUMHOTEpAalmui IO MOBOAY  3JIOKaYeCTBEHHBIX
HOBOOOpa3oBanuil, u y BUU-undunmpoBaHHbIX.

BananukimoBup  crmocoOCTByeT KyNMUPOBAaHUIO OOJEBOTO  CHHIPOMA: YMEHBIIAET  €ro
MIPOIOIDKUTETFHOCTh M COKPAIIAET MPOIEHT OONBHBIX C O0JISIMHU, BBI3BAHHBIMHU OTIOSICHIBAIOIIAM
reprecoMm, BKIF0Yast OCTPYIO MOCTIEPIETUIECKYIO HEBPAITHIO.

DapmakoKkunemuka

Bcacvisanue

[Tocne mpuema BHYTpPh BaJAIIMKIOBUP XOPOIIO BCACBIBACTCS M3 KEIYTOYHO-KHIIEYHOTO TPAKTA,
OBICTPO W MTOYTH MOJTHOCTHIO NIPEBPAIAsICh B AIMKIOBUP M BaJIMH. JTO MPEBpaIleHNe, BEPOSTHO,

OCYHICCTBJIACTCA (bepMCHTOM INCYCHHU BaHaHHKHOBHpFHHpOHa30ﬁ.



[Tpu mpueme BananukiaoBupa B 1o3e oT 1000 Mr OMoI0CTYITHOCTD alUKIOBUpPA cocTaBiieT 54 %
U HE CHIKaeTcs OT npuema numm. @OapMakOKMHETHKa BaJALMKIOBUpAa HE SBISETCS
110303aBUCUMOI. CKOPOCTH U CTEIIEHb BCACHIBAHUS YMEHBIIAIOTCS C YBEIMUEHUEM JTO3bI, IPUBOIS
K MEHee IPONOPLUOHAIBHOMY YBEIMYEHHIO MAaKCHMaJIbHOW KOHILIEHTpAlMU B IUIa3ME€ KpPOBU
(Cmax) 1O CpaBHEHUIO C TEPANIEBTUUECKUM JIMANa30HOM J03 U CHUKEHUIO OMOJIOCTYITHOCTU TPH
no3ax Belie 500 mr.

Tabnuna 1. Pe3ynbraThl onjeHKH (hapMaKOKMHETHKH allMKJIOBUPA MPHU MpUEME OJHOKPATHBIX 703

BananukiaoBupa ot 250 mr g0 2000 Mr 310poBBIMH 100pPOBOJIBLIAMH C HOPMAJIbHOM (DyHKITHEH

IICYCHU

dapMaKOKHHEeTHYECKHUE 250 mr 500 mr 1000 mr 2000 mr

napaMeTpbl alMKJI0BHPA (N=15) (N=15) (N=15) (N=8)
C MKMOJIB/JI 9,78+1,71 15,0+4,23 23,1+8,53 36,9+6,36
max MKI/MIT 2,20+0,38 3,37+0,95 5,20+1,92 8,30+1,43

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

max (0,75-1,5) (0,75-2,5) (0,75-3,0) (1,5-3,0)
AUC q - MKMOJIB/ | 24,4+3,65 49,3+7,77 83,9+20,1 131+28,3
9 © MKT/MII 5,50+0,82 11,1+1,75 18,9+4,51 29,5+6,36

Cmax — MaKCUMaJIbHasl KOHIICHTPALUS B IJIa3Me KPOBH;

Tmax — BpeMs 710 TOCTHKEHHUS MAaKCUMAIIbHOW KOHIIEHTPAIUH B TIa3M€ KPOBU;

AUC — momans nos papMakOKMHETHYECKOM KPUBON «KOHIIEHTPALIUS-BPEMS».

3HaueHHs Cmax 1 AUC oTpaxkaloT cpeHee CTaHIApPTHOE OTKJIIOHEHWEe. 3HA4YCHHS IS | max
OTPaKAIOT MEMAHHOE 3HAYCHUE U JUAra30H 3HAUCHHA.

MaxkcumanbHasi KOHIEHTpalMs BaJalMKIOBHpa B IIa3Me KPOBH cocTaBisier jumb 4 % ot
KOHIIEHTpAlUU allMKJIOBHUpa, MEIMaHa BpeMEeHU ee JocTuxkeHus coctaiseT oT 30 qo 100 mun
nocJje npuema npenapara. Yepes 3 yaca nocie npuema rnpemnapara KOHIEHTpaIHsl BaJIAIUKIOBUpPa
JOCTUTAET YPOBHS KOJUYECTBEHHOTO ONPEACICHHUS WM HUXKE. BalalukiIoBUp M AlMKIOBUD
UMEIOT aHAJOTHYHBIE (hapMaKOKMHETHYECKHE TapaMeTPhI TI0CIIe OTHOKPATHOTO U MHOTOKPATHOTO
npuema. B3B u BIII" 3HaunTensHO HE U3MEHAIOT  (AapMaKOKMHETUKY  BajJallMKIOBHpa U
aIMKJIOBUPA MOCIIE IPHUeMa BaJallMKJIOBUPA BHYTPb.

Pacnpeoenenue

CreneHb CBSA3bIBAaHUS BAIAMKIIOBUPA ¢ O€TKaMU T1a3Mbl KpoBU 04eHb HU3Kas (15 %). Crernenpb
IPOHUKHOBEHUs B IepeOpocnuHanbHyto xuakocts (LICXK) ompenensercs kak COOTHOIIEHUE
AUC B ICXK k AUC B mia3me KpoBH M COCTABIISET OKOJIO 25 % JUIs alluKIOBUPA U METa0OIUTA
8-runpoxcuanukioupa (8-OH-ACV); okomo 2,5 % mns merabonura 9-(kapOOKCHMMETOKCH)
metwi-ryanuaa (CMMG).

Memabonusm

ITocae npueMa BHYTPb BAJIAIUKIIOBUP MNPCBpAIIACTCA B AUKIIOBHD U L-Banun nocpcaACTBOM

MMPECUCTEMHOIO MeTa0oaM3Ma B KUIIEUYHHKE W/HIU IMEYEeHOYHOro MeTadoJIM3Ma. AHI/IKJ’IOBI/Ip



npeBpamfaercs B Manble Merabonutel: CMMG moa BO3ACHCTBHEM STUIOBOTO CIHpPTA H
anpaeruaaeruaporenassl; 8-OH-ACV noa Bo3aerictBueM anpaeruaokcuaasel. [Ipumepro 88 %
OT O0OILIEro COBOKYIMHOTO BO3JEHCTBUS Ha IUIa3My KpOBHM MPHUXOAMUTCS Ha AalMKJIOBHD,
11 % - nva CMMG u 1 % - na 8-OH-ACV. BananukioBup u arikJIoBUP HE METAO00IH3UPYIOTCS
n3ohepMeHTaMu CUCTeMBbI ITuToxpoma P450.

Buigeoenue

VY nmanueHToB ¢ HOPMaJIbHOM (DyHKIIMEH MOYeK Mepuo/l MOTYBbIBEACHUS allUKIOBUPA U3 IJIa3Mbl
KpPOBH TIOCJTIE OJTHOKPATHOTO WJIM MHOTOKPATHOTO TpHUEMa BaJallMKJIOBHpPA COCTABISIET OKOJIO
3 wacoB. Menee 1 % OT mpHUHSTON 03I BAIAIIMKIOBUPA BBIBOAUTCS TOYKAMU B HEU3MEHEHHOM
BuJe. BananukioBup BIBOAUTCS U3 OpraHU3Ma IMOYKaMu MPEUMYIIECTBEHHO B BUJIE allUKJIOBUPA
(6onee 80 % ot mpuHSTOM 103b1) U MeTabonuTa anukiosupa — CMMG.

Ocobvie 2pynnvl nayUeHmos

Tlayuenmol ¢ napywenuem @yHKYuu nouex

BeiBenienne anMiiIoBUpa KOppeslupyeT ¢ (QyHKUMEH moyeKk, SKCHO3MLHMS alMKIOBHpa
YBEJIMYHUBACTCS C YBEJIMYEHUEM CTEIEHU TSKECTU MOYEYHOM HEAOCTATOUYHOCTH. Y MAIMEHTOB C
TEPMUHAJIBHOM CTAaJWE€H IIOYEYHOM HEAOCTAaTOYHOCTH CPEAHMM MEpUOJ IOJyBBIBEICHUS
AIMKJIOBHpA OCJIE MPUMEHEHHS BAIALMKIOBUPA COCTABISET OKOJIO 14 4acoB MO CPaBHEHUIO C
OPUMEPHO 3 yacaMy IpU HOPMAJIBHON (QYHKIUH ITOYEK.

DKcrno3unus anukioBupa u ero metaboautoB CMMG u 8-OH-ACV B mmazme kposu u L{CXK
OLICHUBAJIUCh B CTAOMJIBHOM COCTOSSHUM IIOCJI€ MHOTOKPAaTHOTO IpHUEMa BaJlallUKJIOBHpA Y
6 MaMeHTOB C HOPMaJbHOM (yHKIMEH moyek (cpenHuil kiaupeHc KpeatuHwHa 111 mu/muH,
nuanasoH 91-144 mn/mun), nonydasmux 2000 Mr kaxkzasle 6 4acoB, U y 3 HAllUEHTOB C TSHKETION
CTETIEHBIO MOYEYHON HEeIO0CTaTOYHOCTH (CpelHUM KIMpPEHC KpeaTMHHWHA 26 MJI/MMH, TUarna3oH
17-31 mur/mun), nonmy4yaBmmx 1500 mr kaxzasie 12 gacos. [lpu TshKenmoil CTeNeHW MOYEUHOU
HEJ0CTAaTOYHOCTH T10 CPABHEHUIO C HOpMaIbHON (DYHKIIHEH [oYeK B IJIa3Me KPOBH, TakK K€ KaK U
B LICXK, konnenrpauuu auukinosupa, CMMG B 2,4 paza u 8-OH-ACV B 5-6 pa3 ObliM BBIIIE,
cooTBeTCTBEHHO. He Obulo pa3nuuus B CTENEHH NPOHMKHOBeHHs arukioBupa B LICXK
(ompenensuace kak cooTHomenue AUC B LCXK k AUC B mmasme kposu), CMMG wim
8-OH-ACV wmexny nByMs MOMYISIUASIMHU C TSDKEJIOH CTENEHBIO TOYEYHON HEeTOCTaTOYHOCTH U
HOpMaJIbHOU (QyHKIMEHN MOYEeK.

Iayuenmel ¢ HapywieHuem @yHKyuu neveHu

@apMaKOKMHETUYECKUE  JaHHbIE IIOKa3bIBAIOT, 4YTO Yy TAIUEHTOB C  IIEYEHOYHOU
HEJ0CTAaTOYHOCThIO CHMYKAETCSI CKOPOCTh MpEBpallleHUs BaJal[MKJIOBHpA B allMKIOBUD, HO HE
CTeNeHb JAHHOTO npeBpaieHus. [leproa noayBbIBeIeHUS allUKIOBHpPA HE 3aBUCUT OT (PYHKIUU

ICYCHMU.



bepemennocms

B wuccrnenoBanuu (apMakoKWHETHKM BalallUKJIOBUPA U AaIMKIOBHpAa HAa MO3JHHX CpOKax
OEpEeMEHHOCTH YCTAaHOBJICHO yBenuueHue 3HadeHusi cyrouHod AUC B cTaOMIBHOM COCTOSIHUU
MIpHU eXKEAHEBHOM IMpueMe BajlauukioBupa B go3e 1000 Mr B cyTkH, KOTOpasi IpUMEpPHO B 2 pa3a
npesbimiania AUC npu npueme BHYTpb alMkiIoBUpa B 1o3e 1200 mMr B CyTKH.

BUY-ungexyus

Y mammentoB ¢ BUY-undeknuei pacrpenenenne U (HpapMaKOKHHETHYECKUE XapaKTEPUCTUKH
AIlMKJIOBHpA TOCJE MEePOPaIbHOTO MpueMa OaHOM mian HeckKodabkux 103 1000 mr wim 2000 mr
BAJIALMKIIOBHAPA OCTAIOTCS HEM3MEHHBIMU 110 CPAaBHEHHIO CO 3/I0POBBIMH JJOOPOBOJIBIIAMH.
Tpancnaanmayus opeanog

MaxkcuManbHasi KOHIIEHTpAlusl aluKIOBUpa Yy MAlMEHTOB MOCJE TPaHCIJIAaHTAlMM OPraHoB,
nony4yaBmux 2000 mr BamanukinoBupa 4 pasa B CYTKH, ObUIa CONOCTaBMMAa HJIM BBIIIE
MaKCHUMaJIbHON KOHIEHTPALNHU, HAOII0AaeMOM y 30POBBIX JOOPOBOJIBIIEB, MOTYYaBIINX TAKYIO
XKe 103y. YcraHoBieHHble cyTo4Hble 3HaueHuss AUC Moryr ObIThb OXapaKTepu30BaHbl Kak
3aMeTHO 0oJiee BBICOKHE.

IToxa3anus K NpMMeHEHHIO

B3pocnvie u noopocmru 6 6ospacme om 12 0o 18 nem

- neyeHne MHQEKIUN KOXH M CIM3UCTBIX 0005104eK, Bbi3BaHHbIX BIII, Bkitouasi BrepBbie
BBISIBJICHHBIN U PEIUIUBUPYIOIINEI reHUTaIbHBIN repriec (Herpes genitalis), a Takxke nabuanbHbIH
repuec (Herpes labialis);

- mpodunakTHKa (CYIpeccHsi) peuIuBOB MHPEKIMA KOKU U CIU3UCTHIX 000JI0YEK, BRI3BAaHHBIX
BIII', BkItO4asi reHUTANBHBIN TepIiec, B TOM YHCIIE Y B3POCIIBIX C UMMYHOE(DUITUTOM;

- npoduiakTuka MH(eKuui, BeI3BaHHBIX LuTOMeranoBupycoM (LIMB), u 3aboneBanuii mocie
TpaHCIJIAaHTALIMH TAPEHXUMATO3HBIX OPTaHOB.

Bspocnvie

- JieyeHHue ormosichiBaroiero repreca (Herpes zoster) u o¢pTaabMHUYECKOro OMOSCHIBAIOLIETO
repreca.

IIporuBonoka3zanus

- TOBBIIIEHHAs YYBCTBUTEIBHOCTh K BAJALUKIOBHUPY, ALUKIOBUPY WIH JIIOOOMY IPYroMy
KOMIIOHEHTY, BXO/IAIIIEMY B COCTaB Ipenapara,

- KITMHUYECKH BbIpaxkeHHbIe (hopMbl BUU-undekium ¢ conepxannem CD4+ numdoruToB menee
100/mKJ1.

- IETCKUM Bo3pact 10 12 ner;

- JeTcKuil Bo3pacT 1o 18 yieT mpu JieYeHHH OMOSCHIBAIOUIETO reprieca U OPTaIbMUYECKOTO

OIOSACBIBAIOIICTO repreca.



C 0CTOPOKHOCTHIO

VY nauMeHToB ¢ MOYEYHOM M MEYEHOYHON HEAOCTATOYHOCTHIO; MPU OJHOBPEMEHHOM MpHUEME
HE(PPOTOKCUYHBIX JIEKAPCTBEHHBIX CPE/ICTB; MOKUION BO3pacT; MIOruapaTanus; 0epeMeHHOCTb
Y IIEPUOJI IPYIHOTO BCKapMIIMBAHMUS.

IIpumeHeHne npu 0epeMEHHOCTH M B NIEPHO/ TPYIHOT0 BCKAPMJINBAHUS

DepmunbHocmo

B uccnenoBaHusX Ha )KMBOTHBIX BaJallMKIOBUDP HE OKa3blBall BIUSHMS Ha (DEPTUIBHOCTb. Tem
HE MEHee, IPUMEHEHHE BBICOKMX 103 AlIMKJIOBUPA IPU NApEHTEpPaJbHOM BBEJICHUU BBI3BIBAJIO
TECTUKYIAPHBIE () (HEKTHI y KpbIC U COOAK.

HccnenoBanusi MO BIMSHUIO BaJalMKIOBUpa Ha (DEPTUIBHOCTH Y JIIOJIEH HE NPOBOAMIIHCH.
OpHako He ObUIO 3aPETUCTPUPOBAHO U3MEHEHUI B KOJMYECTBE, MOABMXKHOCTH U Mopdonoruu
crnepMaro3ou10B y 20 naueHToB yepe3 6 MECSIEB €KEAHEBHOIO IPUMEHEHHSI BAJTALIUKIIOBHpA B
no3ax ot 400 mr o 1000 mr.

bepemennocmo

MmeroTcs orpaHn4eHHbIe JaHHbIE O IPUMEHEHUH BalalluKIoBUpa pu 6epemenHoctu. [Ipenapar
CllelyeT PUMEHSATh IpU OEPEMEHHOCTH TOJIBKO B TOM CIIy4yae, €Clid MOTEHIMaIbHas [10JIb3a JJIs
MaTepy MIPEBOCXOIUT MOTEHIIMAIbHBIN PUCK AJIs IUIOAA.

B peructpax OepeMeHHBIX OBbUIM 33aJOKYMEHTHPOBaHbl HMCXOJbl OEPEMEHHOCTH Yy JKEHUIMH,
NPUHUMABIIUX BaJAlMKIOBUP WM Jpyrue Mpemnaparbl, COAEprKallue alUKIOBUP (ALMKIOBHP
SIBJISICTCSI aKTUBHBIM MeTa0oiuToM npenapara), 111 u 1246 HaOmoaeHuil, COOTBETCTBEHHO (U3
KOTOPBIX 29 1 756 mpuHUMaIH Mpemnaparsl B IEPBOM TPUMECTpe OEpeMEHHOCTH ), TIPEICTABIISLIH
coOoi HcXoabl OEpeMEeHHOCTH, 3apEeTUCTPUPOBAHHBIE IPOCIHEKTUBHO. AHAIN3 JIaHHBIX,
NPEJCTAaBICHHBIX B PErucTpe OEpeMEHHBIX, MOABEPraBLIMXCS BO3JEHCTBHUIO allMKIOBUDPA, HE
BBISIBUJI YBEJIMYEHUS] YHCIIa BPOXKJIEHHBIX Ne()EKTOB y HMX JeTed MO CpaBHEHHUIO C oOuIeit
NOMYJSIIMEeH, HU 1O OJHOMY W3 IOPOKOB DPAa3BUTUS HE BBISBICHO CHEHU(PUUYHOCTH WIH
3aKOHOMEPHOCTH, YKa3bIBAIOIIUX Ha 00IIyt0 MpuunHy. IlockosbKy B peructp 6epeMeHHbIX ObLIO
BKJIIOYEHO HEOONIBIIOE KOJMYECTBO JKEHIIMH, MPUHUMABIIMX BaJallUKIOBUP BO BpeMs
OepeMeHHOCTH, TO JOCTOBEPHBIX M OMNPEJECIIEHHBIX 3aKIOYEHUH 0 0€30MacHOCTH NPUMEHEHUs
BaJIalIMKJIOBHpPA NMPU OEPEMEHHOCTH ClI€NaTh HEIb34.

Ilepuoo epyonoco eckapmaueanusi

AIMKIIOBUP, OCHOBHOW METaOOJIUT BajallMKJIOBHpa, MPOHMKAET B TpyAaHoe Mojoko. ITocie
npuema BaianukioBupa B 103¢ 500 Mr BHYTpb Cmax B IpyiHOM Mosioke B 0,5-2,3 paza (B cpeaneM
B 1,4 pa3a) npeBblliana COOTBETCTBYIOIINE KOHIIEHTPAIMH allMKJIOBUPA B IJIa3Me KPOBH MaTepH.
Cootnomenue 3HaueHuil AUC anuknoBupa B rpyaHoM Mosioke kK AUC B ChIBOPOTKE KPOBH
MaTepH BapbupoBaiuch ot 1,4 10 2,6 (cpenHee 3nauenue 2,2). CpeqHee 3HaUeHUE KOHIEHTPAIUN

AIUKIIOBHPA B TPYTHOM MOJIOKE cOCTaBIisiio 2,24 Mkr/mi (9,95 mxmons/m). [lpu nmpueme MaTepbio



BananukioBupa B 103e 500 mMr 2 pa3a B CyTKH JI€TU, HAXOASIIHUECS HA TPYJIHOM BCKapMIIMBAHUU,
MOABEPrarOTCs TAKOMY K€ BO3JACHCTBHUIO ALIMKIOBUPA, KaK IPU MPUEME €r0 BHYTPb B J03€ OKOJIO
0,61 mr/kr/cytku. [lepuon moyBeIBEICHUS AallUKIOBHUPA U3 TPYAHOTO MOJIOKA TaKOH ke, KaK U3
J1a3Mbl KPOBH.

BananukinoBup B HEU3MEHEHHOM BHUJIE HE OIIPEEIsUICA B IIa3Me KPOBU MaTEPHU, IPYAHOM MOJIOKE
win Moue pebenka. Ilpemapar cienyer HazHayaTh C OCTOPOXKHOCTHIO JKEHIIMHAM B IEPUOJ
TPYAHOTO BCKApMJIMBAHMSL.

Tem He MeHee, alMKIOBUD JUlsl BHYTPUBEHHOI'O BBEACHUS IpuUMeHseTcs it jgedeHus BIID y
MutazieHeB B 103¢ 30 MI/Kr/CyTKH.

Cnoco0 npuMeHeHMsI U 103bI

[Ipenapat npuHUMAaeTCst BHE 3aBUCUMOCTH OT IpUeMa MUY, Ta0JIETKH CIeyeT 3auBaTh BOJAOH.
Jleuenue ungpexkyuii Koxcu u cauzucmolx 06onouex, evizeanuvix BIII, exniouasn enepevie
6bIAGNICHHBLIL U peyuousupylowuil 2enumanvuolit 2epnec (Herpes genitalis), a makoice
naouanvhwit 2epnec (Herpes labialis)

HmmyHnoxomnemenmmoie 83pocivie u nOOpocmku 6 gozpacme om 12 do 18 net

Pexomennyemas nosa cocrasiser 500 mMr 2 pa3a B CyTKH.

B cnydae penuauBoB JedeHHE OJDKHO MPOJOJDKAThes 3 Wi 5 aHeil. B cinydae mepBuuHOrO
reprieca, KOTOPbIM MOXKET IPOTeKaTh B OoJiee TKeNIor Gopme, JeueHue cleayeT HaunHaTh Kak
MOKHO paHbIIIE, a €ro MPOJOJDKUTENBHOCTh JODKHA ObITh yBenmuueHa ¢ 5 mo 10 nueit. Ilpu
peuuauBax BIII' naubosiee BepHbIM cuMTaeTCss Ha3HAYEHHME IIpernapaTa B MPOAPOMAILHOM
nepuoJie WIN Cpa3y K€ IOCie TOSBICHHS IEPBBIX CHUMIITOMOB 3a0oneBaHus. llpumenenue
BaJIALIMKJIOBUPA MOXKET MPEAOTBPATUTh Pa3BUTUE MMOPAXKEHUS, €CIIM €r0 IPUMEHATh ITPH NEPBBIX
MpU3HAaKaxX U CUMITOMAax peluanBa, Bei3BaHHoro BIII.

B xauecTBe anmpTepHATUBHOTO JiedeHHUs jabuanbHOro repreca 3(PGEeKTUBHO Ha3HAYEHUE
npenapara B 03¢ 2000 mr 2 pasza B cyTKU B TeueHue 1 cytok. Bropas no3a qomxHa ObITh IPUHATA
npuOIM3NTENBHO Yepe3 12 yacoB (HO He paHbllle, YeM yepe3 6 4acoB) 1mociie mprueMa nepBoit 103bl1.
[Ipy MCnoNb30BaHUM TAaKOTO PEXHUMA JO3UPOBAHUSA MPOJOIKUTEIBHOCTh JICUEHUS HE JOJKHA
MpEBBINATh | CyTKHM, TaK KakK MPEBBIINICHUE NPOJODKUTEILHOCTH 3TOTO Kypca JICUEHHUs HE
IPUBOJUT K JIONOJHUTENILHON KIIMHUYECKOU MOJIb3E.

Tepanus nomkHa ObITh HaYaTa IPU NOSIBIIEHUN CaMbIX PAaHHUX CUMIITOMOB JJAOMAJIbHOTO reprieca
(T.e. mOIIUIBIBAHUE, 3/, KKEHUE).

Ilpopunakmuxa (cynpeccusn) peuuougoé uH@GeKyuil Kodxcu U CAUSUCMBIX 00010YeK,
evizeannvix BIII, eknwouaa 2enumanvHblii 2epnec, 6 MOM UuUcie y 63POCAbIX C
UMMYHOOeuyumom

Hmmynokomnemenmmuoie 83pocavie u noopocmku 6 gospacme om 12 0o 18 nem

Yy HMMYHOKOMIICTCHTHBIX MAIIUCHTOB PCKOMCHAYEMas 1034 COCTABJIACT 500 mr 1 pa3 B CYTKH.



Yepes 6-12 mecsinieB jgeueHust HE0OOXOAUMO OICHUTH 3()(PEKTUBHOCTD Tepanuu.

B3pocavie ¢ ummynooepuyumom

Y B3pOCTBIX MAIMEHTOB ¢ UMMYHOIC(PHUITMTOM peKOMeHayeMas j103a coctaBisieT 500 mr 2 pa3a B
CYTKH.

UYepes 6-12 mecsiieB JedeHUs] HEOOXOMMO OLEHHUTH YPPEKTUBHOCTD TEPATTHH.

Ilpopunakmuxa ungexyuii, evizeannvix I[MB, u 3ab01eeanuit nocne mpancniaHmayuu
RAPEHXUMAMO3HBIX OP2AHO8

B3pocnvie u noopocmku 6 6ospacme om 12 0o 18 nem

Pexomennyemas noza cocraisier 2000 mr 4 paza B CyTKH, Ha3HAYaeTCsl KaK MOXKHO paHbllIe,
nociie TpaHCIUTaHTauu. J{o3y cienyer cCHUXaTh B 3aBUCUMOCTHU OT KJIMPEHCA KpeaTHHHUHA.
[TponomKUTEeN HOCTD JIeueHUs! 00BIYHO cocTaBisieT 90 AHEl, HO y TAIUEHTOB C BHICOKUM PHUCKOM
KYpC JICYEHUSI MOXKET OBITh MPOJIJICH.

Jleuenue onoacviearouiezo cepneca (Herpes zoster) u ogmanomuueckozo onoacwvlearouiezo
2epneca

B3pocnvie

Pexomengyemast no3a cocrasisier 1000 mr 3 pa3za B CyTKU B T€UeHHE 7 JHEH.

Jlemu

O} exTUBHOCTD JIeUEHUs IPENapaToM y JeTeil He UCCIeT0BAIIH.

Tayuenmsi noscunozo eospacma

Heo6xoanMo yanThIBaTh BO3SMOKHOE HapylieHHe (QYHKIHHM TOYEK Yy MAIMeHTOB IOXHIOTO
BO3pacTa, J03a [penapara JI0JKHA ObITh COOTBETCTBYIOLIUM 00Pa30M CKOPPEKTUPOBAHA.
Heo6xonumo nmoiaep xuBaTh aJeKBaTHBIN BOJHO-3JIEKTPOJIMTHBIN OanaHc.

Tlayuenmoi ¢ HapyweHuem QyHKyuy novex

Jlo3y mpemapata pEeKOMEHIYEeTCS YMEHBIIATh y TAaIHEeHTOB C BBIPAKEHHBIM HapyIICHHEM
GyHKIIMM ToYeK (CM. pexuM Ao3upoBaHus B Tabmuue 2). Y Takux NAlMEHTOB HEOOXOIUMO
NOJ/IEP)KUBATh a/IEKBATHBIN BOAHO-3JIEKTPOJUTHBIHN OaslaHC.

Tabnuua 2. Koppekuus 10361 penapara Jjs IPUMEHEHUS Y B3pOCIIbIX U MOAPOCTKOB B BO3pacTe

ot 12 no 18 ner ¢ HapymieHneM QyHKIIUU OYEK

ITokazanus Knupenc Ho3za
KpeaTUHHUHA, npernapara
MJI/MUH

OnosiceiBaroluii repnec u opransmuyeckuid  [He menee 50 |1000 mr3 paza B cyTku
OTMOSICBIBAOIINI TepIiec y ot 30 1o 49 1000 mr 2 pa3a B CyTKH
MMMYHOKOMIIETEHTHBIX B3pOCIbIX (Jeuenue) |oT 10 mo 29 1000 mr 1 pa3 B cyTkn

meHee 10 500 mr 1 pa3 B cyTkn

BIIT" (neuenue)

NMMyHOKOMITETEHTHBIE B3pocible U moApocTku | He MeHee 30 |500 mr 2 pa3a B cyTKH
B Bo3pacte oT 12 no 18 ner Menee 30 500 mr 1 pa3 B cyTkun




JlaGuanpHBIN TEepriec y MMMYHOKOMIIETEHTHBIX | He MeHee 50 2000 mr 2 pa3a B CyTKU

B3pOCJIBIX U TOAPOCTKOB B Bo3pacte oT 12 1o 18| or 30 1049 1000 mr 2 pa3za B cyTku
JeT (JIeueHue) ot 10 10 29 {500 mr 2 paza B cyTku

meHee 10 500 mr 1 pa3 B cyTku

BIII" (mpodunaktuka (cymnpeccus))
MMMyHOKOMITIETEHTHBIE B3pOCiible U MoApocTkH Bl He MeHee 30 |500 mr 1 pa3 B cyTku

Bo3pacte oT 12 o 18 ner MmeHee 30 500 mr 1 pa3 B 1BO€ CyTOK
B3pocibie ¢ uMMyHOIEDUTTUTOM e menee 30 500 mr 2 pasza B CyTKH
menee 30 500 mr 1 pa3 B cyTku

[Tpodunaktuka nadexuuii, B13BanHbx, LIMB, y| He menee 75 (2000 mr 4 pa3a B CyTKH
B3pOCJIBIX U OAPOCTKOB B Bo3pacte oT 12 10 18 | or 50 o 75 {1500 mr 4 pasza B cyTku

JeT ot 25 10 50 {1500 mr 3 pa3a B cyTkH
oT 10 1o 25 1500 mr 2 pa3a B CyTKu
MeHee 10 {1500 mr 1 pa3 B cyTku
W y
NaIeHTOB
Ha TIeMoJu-
anuze

Hononnumenvnas ungopmayua 01 nokasawmusa: JedeHue UHQGeKyuti Kodcu U CAUIUCTBIX
obonouex, evizeannvix BIII, exniouasn énepsvie 6viasieHHbI U PEYUOUSUPYIOWUL 2EHUMATILHBIL
eepnec (Herpes genitalis), a makace nabuanvusiii eepnec (Herpes labialis)

OnelT npUMEHEHHs Ipernapara y JeTell co 3HAYeHMSIMM KIMpEHca KpeaTMHHHA MeEHee
50 mu/mun/1,73 M? OTCYTCTBYET.

Hononnumenvnas ungopmayus 0na nokazanus: npoguiakmuxa ungexyuil, evizeannvix L{MB, u
3aboneeanuii nocie MpaHcHAAHMAYUY NAPEHXUMAMO3HBIX OPSAHO8

Heo0xoanMo 4WacTo ompenensrs KIUPEHC KpeaTHHHHA, 0COOEHHO B MEpHOA, Korjaa (yHKIHUs
MOYeK OBICTPO MEHSETCs, HampuMmep, Cpaszy Iocie TPAaHCIUIAHTAUWU WA TPHKUBICHUS
TpaHCIUIaHTaTa, MPH 3TOM J103a IMpenapara KOPPEeKTHUPYETCsl B COOTBETCTBUU C IMOKa3aTeIsIMU
KJIMpEHCa KpeaTHHUHA.

Hononnumenvnas ungopmayus 01 noxazanus: JledeHue onoscvlearowezo 2epneca (Herpes
zoster) u 0pmanbMu4ecKo2o onoACvl8aOwe2o cepneca

[Ipenapat crneayer NPUMEHATh IOCIE TE€MOJAMANM3a Y MAlMEHTOB, KOTOPHIM IPOBOAST
NEepUOIMYECKUN TeMO A3,

Tayuenmol ¢ napywenuem yHKyuu neyenu

Ha ocHoBanuu uccnenoBaHusi ¢ MpUMEHEHUEM OJIHOKpaTHOM 103bl Bajanukiaosupa 1000 mr y
B3POCJIBIX IIallUEHTOB C IUPPO30OM II€UEHH JIETKOM WIM CpPEOHEW CTENEHU TSKECTH (IIpU
COXPaHEHHOH CHHTETHUYECKOW (YHKIMHU MEUeHH) KOPPEeKLUWH J03bl IpenapaTa He TpeOyercs.
®apMaKOKMHETUYECKUE JaHHbIE Yy B3pPOCIBIX MALIMEHTOB C TSKEION CTENEHBbIO HApYLICHHS
(GyHKIIMY NIe4YeHU (JeKOMIIEHCHPOBAHHBIM LIUPPO30M), C HAPYLUICHHUEM CUHTETUYECKON (PYHKIINH
NEYeHN W HaJUYMeM [OpPTOKABAJIBHBIX aHACTOMO30B TAaKXEe HE CBHJICTEIbCTBYIOT O
HEOOXO/IMMOCTH KOPPEKIMU J03bl TpernapaTra, OJHAKO KIMHUYECKUH OIBIT MpH JAHHBIX

MMaToJOruAX OrpaHUuYCH.



HNudopmarnus o no3ax 6onee 4000 Mr B CyTKH 11 TAITUEHTOB ¢ MH(EKIUsIMU, BeI3BaHHbIME BT
u [IMB, ykazana B pa3aene «OcoObie yKazaHUs.

IloGouHoe neiicTBHE

[To nanapiM  BcemupHolt opranmsanuu  3apaBooxpaHenus (BO3) mnoGounble 3¢dexTs
KJIACCU(UITUPOBAHBI B COOTBETCTBUU C X YaCTOTON Pa3BUTHUS CIEAYIOITIM 00pa3oM: OU4eHb 4acTO
(> 1/10), gacto (> 1/100, < 1/10), megacro (> 1/1000, < 1/100), peaxo (> 1/10000, < 1/1000),
oueHp peako (< 1/10000), yactora Hem3BecTHa (4acToTa HE MOXET OBITH OIpeiciieHa Ha
OCHOBaHUHW UMEIOIINXCS JTAHHBIX).

JlanHble KTUHUYECKUX UCCIE008AHUIL

Hapywenus co cmoponul HepeHoli cucmemol

Yacmo: TonaoBHas 0OJIb.

Kenyoouno-kuuieunvie napyuenus

Yacmo: TOWHOTA.

Jlannvle nocmmapKkemuHnz08b1X Uccie008aHuil

Hapywenus co cmoponvl kposu u aumgamuiecko cucmemul

Ouenvb pedko:. NEUKOIEHHs, TPOMOOIUTONeHNUs . B OCHOBHOM, JeiikorneHus Haliromanach y
OOJIBHBIX CO CHMYKCHHBIM HMMYHUTETOM.

Hapywenus co cmoponbl uMMmyHHOU cucmembl

Ouenb peoko: aHapUIAKCHS.

Hapywenus co cmoponul nep6noti cucmemvl U NCUXUKU

Peoko: To10BOKpY)K€EHUE, CIIyTAHHOCTh CO3HAHMSI, TAJTIOLMHAIIMY, YTHETEHUE CO3HAHUS.

OuyeHb pedxo:. aXuTalys, TPEMOp, aTaKCHUsl, AU3apTPHs, ICUXOTHUECKUE CUMIITOMBI, CYyJOPOTH,
sHIledanonaTus, koma. [lepeuricieHHbIe BBIIIIE CUMITOMBI, B OCHOBHOM, OOpPaTUMBI U OOBIYHO
HAOMIONAIOTCA Yy TAlMeHTOB C HapylleHHWeM (YHKIUU T[O0YeK MIu Ha (OHE JpYrux
MPEeAPACIIONaraInX COCTOSHUNA. Y B3pPOCIHBIX MAIMEHTOB C TPAHCIJIAHTUPOBAHHBIM OPraHOM,
MOJTYYaIOIUX BHICOKHE 103HI (8 T B IeHB) BalanukioBupa Juist npodunaktuku [IMB — nndeximm,
HEBPOJIOTHYECKHE PEaKIIMU Pa3BUBAIOTCS Yallle, YeM MU IpreMe 0ojiee HU3KUX J103.
Hapywenus co cmoponwl OvixamenvHot cucmemsl, Op2aHos8 2pyOHOU KIemKU U CPeOOCmeHUs
Hevuacmo: onpIika.

Kenyoouno-kuuieunvie napyuenus

Peoxo: nuckoM@opT B )KUBOTE, PBOTA, JUapes.

Hapywenus co cmoponul neuenu u Hcenuesvlgooauux nymei

Ouenv peoro’. oOpaTHMble HapyIICHUs (YHKIIHMOHAIbHBIX MEUEHOUHBIX MPOO, KOTOpbIE MHOTIA
PaCIIEHUBAIOT KaK MPOSBICHUS TeMaTUTa.

Hapywenus co cmopoHul Kodcu u nOOKOIHCHbIX MKaHelu

Heuacmo: BLBICBIITAHHS, BKIIHOYAd ITPOSABJICHUS (I)OTO‘{yBCTBI/ITe.HBHOCTI/I.



Peoxo: 3yn.

OueHb peoxo: KpanMBHUIIA, aHTHOHEBPOTUYECKUI OTEK.

Hapywenus co cmoponbl nouek u Mo4esbig00sauux nymei

Heuacmo: remMatypus (4acTo CBsI3aHHAs C IpYTMMH HAPYLIEHUSIMU CO CTOPOHBI IOYEK).

Peoko: napynienue GyHKINU TOYEK.

Ouenwb pedko’ ocTpasi IovYeyHasi HeJJOCTaTOYHOCTh, MoYeuHasi konuka. [loueuHas Kojamka MOXeT
OBITH CBsI3aHa C HapylieHHeM QyHKIMH noyek. CooO1anoch 0 ciayyasX OCaxJAeHUs KPUCTAIIOB
AIMKJIOBHPA B MPOCBETE MOYCUHBIX KaHAbIeB. He00X01MMO cOOII0IaTh aIeKBaTHBIN MTUThEBON
PEXKUM BO BPEMSI JICUCHUS.

Coyuanvhvie obcmoamenscmea

Y 601bHBIX € TXKEIBIMU HAPYIICHUSIMH UMMYHHUTETA, OCOOCHHO Y B3POCIIbIX MAIIUEHTOB C AaJIEKO
amenmend cragued BUY-uH(exknuu, monydarOmMx — BBICOKHE JI03bl  BAJIAIUKIOBUPA
(8 T exxeTHEBHO) B TEUYCHHUE JUIMTEIILHOTO TMEPHOJa BPEMEHH, HAOIIOMAUCh CIIydal MOYEYHOM
HEJOCTAaTOYHOCTH, MUKPOAHTUOMATHUYECKONH TeMOJUTHUYECKOH aHEeMHUU M TPOMOOLUTOIECHUU
(unorna B koMmOuHanuu). [lomoOHbIe OCIOKHEHUS OBUIM OTMEYEHBI Y MAlMEHTOB C TEMHU XKe
OCHOBHBIMH H/WJIH COITYTCTBYIOIIMMH 3200JIEBAaHUSMH, HO HE MOJIYYAIOIINX BaJAIIUKIOBHP.
Ilepeno3supoBka

Cumnmomvl u npusHaxu

Octpast moyeyHass HEJOCTATOYHOCTh M HEBPOJOTMYECKHE HApYUIEHUs, BKJIOYas CIYTaHHOCThb
CO3HAHWsI, FAJUTFOLMHALIAN, &KUTALMIO0, YTHETCHUE CO3HAHUS U KOMY, a TAKXKE TOLIHOTA U PBOTA,
HAOMIOJANMCh y  MAllMEeHTOB, IOJYYMBIIMX  JO3bl  BAJALUKIOBUPA, IPEBBIIIAIOLINE
pekoMeHioBaHHbIe. [l000HBIE COCTOSHUS dYalle OTMEYaIMCh Y MAIMEHTOB C HapylICHHEM
(GYHKLIMU MOYEK U MAlMEHTOB MOXHJIOTO BO3pPACTa, MOJIYYHMBIIMX MOBTOPHBIE NMPEBBIIIAIONINE
PEKOMEHI0BaHHbIE J103bl BaJallMKIOBHUPA, BCIECACTBIE HECOOIIOAEHUS peXUMa I03UPOBAHHUS.
Jleuenue

[TanMeHTh! JOKHBI HAXOAUTHCS MO TIIATEIbHBIM MEIUIIMHCKUM HAOII0IEHUEM JJIS BBISIBJICHUS
NPU3HAKOB TOKCHYECKOTro JAeHcTBHs. ['eMonuanus B 3HAYUTEIBHOM CTENEHM CIOCOOCTBYET
BBIBE/ICHUIO alIMKJIOBHUPA U3 KPOBU U MOXKET CUUTATHCS METOJIOM BbIOOpPA NP BEICHUU NAI[UEHTOB
C IEPEN03UPOBKON BATALIMKIIOBUPA.

B3aumoaeiicTBue ¢ IpyruMu JIeKaApCTBEHHBIMH CPEICTBAMU

Knuunyecku 3HaunMble B3aUMOJIEHCTBUS HE YCTAHOBJICHBI.

ALUKIIOBUD BBIBOJUTCS MIOYKaMHU, B OCHOBHOM, B HEM3MEHEHHOM BUJE MTOCPEICTBOM aKTHBHOU
o4eyHou cekperuu. CoueTaHHOE NMPUMEHEHHE JIEKaPCTBEHHBIX CPEACTB C ATUM MEXAHH3MOM
BBIBE/JICHUS MOXKET MPUBECTH K MTOBBIIICHUIO KOHIIEHTPAIUY allUKJIOBUPA B TUIa3Me€ KPOBHU.
[Tocne nHazHaueHus BananukioBupa B o3¢ 1000 Mr u mpenaparoB yumemuouH, npooeHeyuo,

KOTOPBIC BBIBOAATCA TEM XKC IMYTEM, UYTO W BaJIALIUKIIOBUP Ha6n1011aeTc;1 noBbimienne AUC



aIMKJIOBUpPA M, TaKUM 00pa30M, CHHXKAETCS MOYEUHBIM KIMpEHC auukioBupa. Tem He MeHee,
BBH]ly IIMPOKOTO TEPANIEBTUUECKOIO HHIEKCA allMKJIOBUPA, KOPPEKIMH 103bl BAJIALINKIOBUPA HE
Tpedyercs.

[Tpu neyenun nabuambHOTO Tepreca, NpoduIakTUKe 1 Je4eHuu 3aboneBanuii, Ber3BanHbix [{MB
HE00X0IUMO COOJII0IaTh OCTOPOKHOCTD B CIIy4ae OJHOBPEMEHHOTO IIPUMEHEHUS BaJIallMKIOBUPa
B Oosee BbIcOKMX J103aXx (4000 Mr B CyTKM M BBILIE) U JIEKAPCTBEHHBIX IpenapaToB, KOTOPbIE
KOHKYPHPYIOT C allUKJIOBUPOM 3a IIyTh BBIBEJICHUS, TaK KaK CyILECTBYET MOTEHIMAJIbHASA YyIpo3a
NOBBILIEHUSI B IIJJa3M€ KpPOBM KOHLEHTPAllUM OJHOIO WM OOOMX IpenaparoB, WIM HX
MeTa0oauToOB. bpiio ormedeno mnoBbimeHne AUC anukioBHpa W HEAKTUBHOTO METa0OJIUTa
Mmuxkogenonama mogemuna (UMMYHOAEIIPECCAHT, NPUMEHSIEMbI Yy MAIUEHTOB IIOCIe
TPaHCIUIAHTALlMK OPTaHOB) IPU OJJHOBPEMEHHOM IIPUMEHEHHUH 3TUX IIPENapaToB.

HeoOxomuMo Takke COOMIOJaTh OCTOPOXKHOCTH (MOHUTOPHHI (YHKUMH TIOYEK) IMpH
OJIHOBPEMEHHOM IPUMEHEHUHM BAJIALMKIOBUPA, B YACTHOCTH Y MAlMEHTOB C HapylIEHUEM
(GyHKLIMU OYEK WU pH npueme B 6osee BHICOKUX 103ax (4000 Mr B CyTKH U BBIIIE), a TAKXKE B
COYETaHUU C He(PPOTOKCUUHBIMU IIPENIapaTaMu, B TOM YUCIIE AMUHOAUKOZUOAMU, OP2AHUYECKUMU
COCOUHEHUAMU NIAMUHbL, UOOUPOBAHHLIM KOHMPACMHBIM 8EUjeCmEOM, MemompeKcamoM,
NEeHMAMUOUHOM, (hPOCKAPHEMOM, YUKTIOCHOPUHOM U MAKPOTUMYCOM.

Oco0ble ykazanus

Tuopamauusa

VY nauueHToB ¢ pUCKOM JEeTupaTalui 0COOEHHO y MalMeHTOB MOKUIIOT0 BO3pacTa, HE00X0 MO
o0ecTeunTh aJeKBaTHBIN BOJHO-3JIEKTPOJIUTHBIN OaaHc.

Ilpumenenue y nayuenmos ¢ HapyuieHuem QYHKYuU novex u y nayueHmos nodCUuio20 03pacma
[TockonbKy alMKJIOBUP BBIBOAMUTCS MOYKaMM, HEOOXOAUMO YMEHBUIMTh 103y BaJallMKJIOBHpA Y
NAlUEHTOB C HapylleHueM (QYHKIUU TMO4YeK. Y TMalUeHTOB IOXKWJIOIO BO3pacTa MOXKET
Ha0JII0/1aThCS HapyllleHne (QyHKLIUU MOYEK, MO3TOMY CIEAYeT PacCMOTPETh YMEHbILIEHUE J03bI
JUIsL OTOW Tpymnmbl nanueHToB. Kak mNanmeHTsl MOXWIOrO BO3pacTa, TaKk M MAlUEHTHI C
HapyleHneM (QyHKIIH 0YEK BXOJIAT B IPYIITY MOBBIIIEHHOTO PUCKA Pa3BUTHS HEBPOJIOTMUECKHX
OCJIO’)KHEHUH, TAKUM MallMeHTaM HeoOXOIUMO 00eCNeUHTh TIATENbHbIN BpadyeOHbINH KOHTPOJIb.
Kak mnpaBuio, 3T peakuud B OCHOBHOM HOCST OOpaTHUMBIH XapakTep B Clydyae OTMEHBI
mpernapara.

Jleuenue nabuanvnozo cepneca u npoduraxmurxa LIMB-ungexyuii u 3abonesanuil

IIpumenenue 6biCOKUX 003 BANAYUKIOBUPA NPU HAPYUWIEHUU PYHKYUU NeYeHU U nOCle nepecaoku
neyeHu

Het naHHbBIX 0 mpUMEHEHUH IpenapaTa B BBICOKUX J03ax (4000 Mr B CyTKH U BbILIE) Y OOIBHBIX
c 3a0oyieBaHMEM II€UYEHH, MOITOMY TaKUM IMalMEHTaM BBICOKHE 03Bl Ipernapara JIO0JKHBI

Ha3HA4YaThCA C OCTOPOIKHOCTBIO. CHeLII/IaJ'ILHBIe HCCIICAO0BAaHUA 110 U3YYCHHUIO JeHCTBUSA Ipemnapara



IpU TepecajKe MeYeHrn He MPOBOAMINCH. OHAKO, OBUIO YCTaHOBIICHO, YTO MPO(PUIAKTHUECKOE
Ha3HAa4YeHHE AalMKJIOBUPAa B BBICOKMX J03aX yMeHblIaeT mnposiBieHus L[IMB-undexunu u
3a00JIeBaHUA.

Hcnonvzosanue npu cenumaivHom cepnece

[TaruenTam ciaenyeT BO3AEpPKUBATHCS OT MOJOBBIX KOHTAKTOB IPU HAJIMYMM CHMIITOMOB, JaKe
€CJIU JIeUeHHE TPOTUBOBUPYCHBIM MIPErapaToM BaJlallUKIOBHp yke Obu10 Hauato. CymnpeccuBHas
Tepanusi IMpenaparoM CHUXKAET PHUCK Nepelayd TeHUTAIBHOrO repreca, HO IOJHOCTBIO HE
UCKJTIOYACT PUCK MH(DUIIMPOBAHMS U HE MPUBOAMT K MOJHOMY M3JieueHuo. Tepanus nmpenapatom
PEKOMEH/IyeTCsl B COUETAaHUM C HA/IC)KHBIMH CPECTBAMU OaphepHON KOHTPALICIIIH.

Biiusinue Ha ClIOCOOHOCTH YNIPABJIATH TPAHCIIOPTHBIMHU CPeCTBAMM, MEXaHU3MAMHU
HeoOxonuMo y4HuTHIBaTh KIMHHUYECKOE COCTOSHUE MalMeHTa U Mpoduib mMOOOYHBIX peakiuit
BaJIaLIMKJIOBHpA IPU OLIEHKE CIIOCOOHOCTH MallMEeHTa YIPaBJIsITh aBTOTPAHCIIOPTOM WM JPYTUMU
MeXaHU3MaMH, TPEOYIOIMMH ObICTPOTHI ICUXOMOTOPHBIX PEAKLIUM.

®opMa BBIILYCKA

TabyeTku, MOKPHITHIC INIEHOYHOU 000104uK0i 500 MT.

7, 10 TabieToK B KOHTYPHYIO STYEHKOBYIO YIaKOBKY U3 TUICHKH MOJUBHHWIXJIOPUIHON U (OITBTH
AJIOMUHHUEBOM NI€YaTHOM JTaKUPOBAHHOM.

10, 20, 30, 40, 50, 60 Tabnerok B OaHKY MOJMMEPHYIO M3 MOJHUIPONHICHA WU MOJTUITUIICHA
HU3KOT'O JaBJICHUS.

Kaxnyto 6anky, 1,2, 3,4, 5, 6 KOHTYPHBIX TYEHKOBBIX YIIAKOBOK C UHCTPYKIIUEH IO TPUMEHEHHUIO
MOMEIIAIOT B IAUKy U3 KapTOHA.

YciaoBus XxpaHeHUs

[Tpu Temneparype He Boiwe 25 °C n BnaxkHoctd oT 10 10 65 %.

XpaHUTb B MECTaX, HEAOCTYIHBIX JUIs JETEH.

Cpoxk rognocTu

3 roa.

He npuMeHsTh 0 HCTEYEHNH CPOKA TOJHOCTH.

YcaoBust ornycka

OTITyCKaT MO pPerenTy.

IOpuanyeckoe U110, HA UMSA KOTOPOT0 BbIIAHO PETHCTPALMOHHOE Y10CTOBEepeHHe
OO0111ecTBO ¢ OTpaHUYEHHOM OTBETCTBEHHOCTHIO «Bendapm» (000 «Bendapm»), Poccus
125362, r. Mocksa, yn. Bonuukos, . 2, opuc 31

IIpoussoauTesin/ Opranusanus, NPUMHUMAOIIAS NPeTEeH3UH

OO611ecTBO ¢ OrpaHMYEHHOM 0TBeTCTBEHHOCTRIO «Bendapm» (OO0 «Bendapmy), Poccus
Kypranckas o6:., r. Kypran, npocnext Koncturyuuu, n. 11

Ten.: (3522) 48-60-00



e-mail: fsk@velpharm.ru
Coo0muTh 0 HEXENATeIBbHBIX PEaKIUsIX MOXKHO 1o Tenedony (3522) 55-51-80 wim Ha caiite:

www.brightway.ru, B paznene «VELPHARM»y — «®apmakoHaazop».
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