COOTBETCTEYET 3KCNEPTHO
ot 17.07.2023 N= 13408

OBLIASI XAPAKTEPHCTHKA JEKAPCTBERHOT O-IPEITAPATA

MY OTUETY

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O ITPEITAPATA

Bantpekc, 500 mr, TabneTKH, MOKPHITHIE TNIEHOYHOW 000I0YKOH.

2. KAYECTBEHHBIN U KOJIMUECTBEHHBINA COCTAB
JleicTBy1o1IE€€ BEIIECTBO: BAIALIUKIOBHD.
Kaxxnas tabnerka conepxut 500 Mr BajlalukiioBupa (B BUE THAPOXIIOPUTIA).

[TonHbIN epevyeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEJICH B pasnene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

TabneTku, MOKPBITHIE TNICHOYHOH 000I0YKOM.

Benblie mpoonroBaThie ABOSKOBBITYKIIBbIE HOKPBITHIC IFICHOYHOW 000JI0YKOM TaOIEeTKH O3 PUCKU
¢ rpaBupoBkoit «GX CF1» Ha onHOM cTOpoHE. Sapo oT 6eroro 10 moyTH OENIoro IBETA.

4. KIMHUYECKUE JTAHHBIE

41. Tloka3aHusl K NPUMEHEHHUIO

[Ipenapat Bantpekc noka3aH K IPUMEHEHHUIO Y B3POCIBIX U MMOAPOCTKOB B Bo3pacTe oT 12 Jer.

B3pocable 1 moapocTku B Bo3pacte ot 12 no 18 ger

o Jleyenne WHQEKIMA KOKH W CIM3UCTBIX O0OJIOYEK, BBI3BAHHBIX BHPYCOM IIPOCTOTO
repreca (BIII'), BkIroyas BIepBbIe BBISBICHHBIM M PELMIMBUPYIONINA T€HUTAIbHBIN
repuec (Herpes genitalis), a taxxxe nabuansusiii reprec (Herpes labialis).

. [Tpodpunaktuka (cynpeccust) peuUIUBOB HMH(MEKUMH KOXU M CIU3UCTBIX 00O0JIOYEK,
BbI3BaHHbIX BIII', BK/IIOYass TeHUTANBHBIA TIepHec, B TOM YHCIE Yy B3pOCIBIX C
UMMYHOJIC(ULIUTOM.

o [Tpodpunaktuka nHpekuil, BeI3BaHHBIX LuTOMeranoBupycoM (LIMB), u 3aboneBanmuii

MOCJIC TPAHCINIAHTAlIUHU MMaPpCHXUMATO3HBIX OpPTaHOB.

B3pocakie
. Jleuenue onosiceiBaroriero repreca (Herpes zoster) u o TaabMUYECKOT0 OMOSCHIBAIOIIETO
reprieca.

4.2.  PexuM 103MPOBAHMA U CNIOCOO MPUMEHEHUSs

Pexxum go3upoBaHus

Jlewenue ungpexyutli Kodcu u cauzucmolx 000104ex, e@vizeannvix BIII, exnwouas enepsvie
8bISIBIEHHBLIL U peyuousupyrowull cenumanvHulii cepnec (Herpes genitalis), a maxowce nabuanvhutii
eepnec (Herpes labialis), y e3pocrwvix

Hummynokomnemenmmuvle nAYUEHNIbL

Pexomennyemas nosa cocrasisier 500 mr 2 pa3a B CyTKH.
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 17.07.2023 N= 13408

B ciyuyae peLyMBOB JIEUEHHE JOIKHO PO xaTbest 3 od B T @%%{:—c]}féggﬂﬁﬂoro

repreca, KOTOPbIA MOXKET IIPOTeKaTh B OoJiee Tskenon (hopme, JeUeHHE ClaeAyeT HaunHaTh Kak
MOXXHO paHbIlle, a €ro MPOJAOHKUTEIBHOCTh JTOJDKHA ObITh yBenmueHa ¢ 5 go 10 mueit. [lpum
pemmauBax BIIIT wambonee BepHBIM cuWMTaeTCs Ha3HAYeHUE TIpernapara Bantpekc B
MIPOJIPOMAIBHOM TIEPHOJIE MM Cpa3y >Ke IMOCJIC MOSBICHUS TEPBBIX CUMITOMOB 3a00JICBaHUSI.
[IpuMeHeHne BaIauKIOBUPa MOYKET IPEIOTBPATUTh PA3BUTHE TTOPAKEHUS, €CIIH €T0 TPUMEHSATD
P TIEPBBIX IPU3HAKAX U CUMIITOMAaX peluinBa, Bei3BaHHOTO BIII.

B kauecTBe anpTEpHATUBHOIO JiedeHHs] JabuaabHOro repreca 3(PQPEeKTUBHO Ha3HAUCHUE
npenapara Bantpekc B n1o3e 2000 mr 2 pa3a B cyTku B TedeHue 1 cytok. Bropas no3a momkHa
OBITh TpUHATA TPUOIM3UTENFHO uepe3 12 yacoB (HO HE paHbllle, YeM 4Yepe3 6 4acoB) mocie
npueMa nepBoi 03bl. [Ipu HCnonb30BaHUM TAKOTO PEKUMA TO3UPOBAHUS MPOJIOKUTEIBHOCTh
JIeYeHUs He OJKHA MPEBHIATh | CyTKH, TaK KaK MPEeBbIIIEHHE TPOJOIKUTEILHOCTH 3TOT0 Kypca
JIeYeHUsl He MPUBOAUT K JOTIOTHUTEIHHON KIIMHUYECKOH TOJIb3e.

Teparnus 10DKHA OBITh HAYaTa MPH MOSBICHUU CaAMbIX PAHHUX CHMIITOMOB JIAOMAJILHOTO reprieca
(T.e. mOUIUMBIBAHUE, 3y, XIKEHUE).

Ilpogpunaxmuxa (cynpeccus) peyuousos uH@exyuii KoXcu U CIu3UCmsvix 000104eK, 6bI36aHHbBIX

BIIT, sxniouas eenumanbHulii 2epnec, y 63pOCiivlX, 8 MOM YUCTe y 83POCIbIX C UMMYHOOeDuyumom

HMMVHOKOMI’lemeHWZHble nayuernmol

Y UMMYHOKOMIIETEHTHBIX MAIUEHTOB peKoMeHayemast 1o3a cocraiseT S00 mr 1 pa3 B cyTKu.
UYepes 6—12 mecsieB eueHus: HEOOXOAUMO OLIEHUTH AP (HEKTUBHOCTh TepaIuu.

Bzpocnvle ¢ ummyrnooeduyumom

YV B3pOCIbIX NAIMEHTOB C UMMYHOAE(PHUIIMTOM pekoMeHayeMas 103a coctasiseT S00 mr 2 pasza
B CYTKH.

Yepes 6—12 mecsiieB jeueHnst He00X0AUMO OLIEHUTh 3(p(PEKTUBHOCTD TEpAHH.

Ilpogpunaxmuxa unghexyuii, evizéanuvix LIMB, u 3abonesanuii nocie mpaHcnIaHMayuu

nAaApeHxXumamo3sHnsblx Opecano8 y 63poCiblx

PCKOMGHI[yCMaSI J03a COCTaBJIACT 2000 mr 4 pa3a B CYTKH, HaA3HAYACTCA KaK MOYKHO PAaHBIIC,
MMOCJIC TPAHCIIJIAHTAIllHUH. I[O3y CJICAYCT CHUXATh B 3aBUCUMOCTHU OT KIIMPEHCA KpCAaTUHHWHA.

HpOI[OJ'DKI/ITeJ'IBHOCTL JeYeHUS 0OBIYHO cocTaBseT 90 I[Heﬁ, HO y TallTUCHTOB C BBICOKUM PUCKOM
KYypC JICUCHUS MOXKCET OBITh IMPOJICH.

Jleuenue onosicslearwueco cepneca (Herpes ZOSter) u Od)maﬂb]l/lulleC'KOZO onoscslearouieco

2epneca y 63pocivlx
Pexomenayemas noza cocrasisier 1000 mr 3 pasza B CyTKU B TeUeHUE 7 THEH.

Oco0bIe I'pynnbl DaMCHTOB

Habﬁ/leHWlbl NOJ2HCUI020 8o3pacma

Heo06xoauMo y4uTBIBaTH BO3MOXKHOE HapylleHHE (DYHKIMM IOYEK y TMalUEHTOB MOXKHIIOTO
BO3pacTa, Jl03a Impenapata BanTpekc JomkHa  OBITh  COOTBETCTBYIOIIMM  00pa3oM
CKOPpPEKTHUPOBAHA.
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Heobxoammo moaaepKuBaTh aJieKBaTHBIN BOIH

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 17.07.2023 N= 13408

b-snexrpdlidrbitparane— EHOCTE 0003)

Ilayuenmul ¢ Hapywenuem ynKyuu novex

Jo3y mnpenapara BanTpekc pekOMEHIyeTCs YMEHbIIATh Y TMalUeHTOB C BBIPAKEHHBIM

HapymieHneM (QYHKIMH TO4YeK (CM. peXHM 1o3upoBaHus B Tabmuie 1). YV Takux manueHToB

HE0OXOAMMO TMOACP)KUBATH aJICKBATHBIN BOJIHO-AJICKTPOIUTHBIN OalaHC.

Tadoauna 1. Koppexkuusi no3pl mpenapara Bajarpekc 1 mpuMeHeHHsl Y B3POCJIBbIX H

MOJAPOCTKOB B Bo3pacte oT 12 10 18 sieT ¢ HapymenneM GyHKIUN MOYeEK

Tlokazanus

KimmpeHnc kpearnnuHa,

MJI/MUAH

Jo3a npenapara Bantpekc

OnosiceiBaroluii reprec u
odrameMudIecKuit
ONOSICBIBAIOIINH TEPIEC Y
UMMYHOKOMITETEHTHBIX
B3pOCJIbIX (JIEUEHHE)

He menee 50

ot 30 1o 49

or 10 go 29

menee 10

1000 mr 3 pasa B cyTKH
1000 mr 2 pasa B cyTKH
1000 mr 1 pa3 B cyTKn

500 mr 1 pa3 B cyTkH

BIII" (;ieuenue)

I/IMMYHOKOMHGTCHTHI)Ie
B3pOCIIbIE U MTOJIPOCTKH B
Bo3pacTte oT 12 o 18 ner

He menee 30

meree 30

500 mr 2 pasa B cyTKH

500 mr 1 pa3 B cyTkH

JlaGuanbpHBIN TEpIIEC Y
UMMYHOKOMITETEHTHBIX
B3pOCIIBIX U TIOJJPOCTKOB B
Bo3pacte oT 12 o 18 ner
(meuenue)

He menee 50

ot 30 o 49

or 10 no 29

menee 10

2000 mr 2 paza B CyTKH
1000 mr 2 pasa B cyTKH
500 mr 2 pasa B cyTKH

500 mr 1 pa3 B cyTkH

BIII" (mpoduiaktuka (cymnpeccusi))

I/IMMYHOKOMHGTCHTHBIG
B3pOCIIBbIE U MTOJIPOCTKH B
Bo3pacTte oT 12 o 18 ner

He menee 30

meHee 30

500 mr 1 pa3 B cyTkH

500 mr 1 pa3 B 1BO€E CYyTOK

B3pocinble ¢ uMMyHO€hUIINTOM

He menee 30

meHee 30

500 mr 2 pasa B cyTKH

500 mr 1 pa3 B cyTkH

[IpodunakTruka HHPEKIHA,
BbI3BaHHBIX [IMB, y B3pocibIxX u
MIOJIPOCTKOB B BO3pacTte oT 12 1o
18 ner

He MeHee 75

ot 50 mo 75

ot 25 1o 50

ot 10 mo 25

2000 mr 4 paza B CyTKH
1500 mr 4 pasa B cyTKH
1500 mr 3 pasa B cyTkH

1500 mr 2 pasa B cyTKH
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COOTBETCTEYET 3Kl
o1 17.07 20:

meHee 10 i y

IIanmucCHTOB Ha

IréMOauaIn3eC

Lonoanumenvras MH(Z)ODMCZMM}Z 011 _NOKA3aHUs. JleYeHue MHd)eKI/{I/tIJ KOo#CU U CAU3UCmMblX

obonouek, gvizeannvix BIIL, gxniouas enepavie GbisiGNeHHbIU U PeUUOUBUDVIOWUL 2eHUMATIbHBLU
cepnec (Herpes genitalis), a maxoice rabuanvuwviii 2cepnec (Herpes labialis)

OmnbIT IprMEHeHus npenapara Banrpekce y aereil co 3HaueHUSAMHU KIMPEHCA KpeaTHHUHA MEHEe
50 mi/mun/1,73 M? oTcyTCTBYET.

Jlonoanumenvhas undopmauus 01 nokazauus. npoduiakmura undexyul, evizeannvix LIMB, u

3abonesanuil nocie mpaHcnjiarnmayuu nadperRxumanmo3HblX opeaHos

Heo6xonnMo yacto ompenensiTs KIMPEHC KpeaTMHHWHA, OCOOCHHO B MEPHOA, KOorjaa (yHKIHUs
MOYEeK OBICTPO MEHSETCS, HAlpUMEp, cpa3y IOCie TPAHCIUIAHTAIMM WIH TPHKUABICHUS
TpaHCIUIaHTaTa, TMPU 3TOM J03a Ipernapara BanTpekc KOpPpEeKTHUPYEeTCS B COOTBETCTBUHU C

IMoKa3aTcjiAMHU KIIMPCHCA KPpCaTUHHHA.

Lonoanumenvras MH(Z)ODM(/ZMM}Z O0/1_NOKA3AHUSA: _Jle4eHue onoscselearuleco cepneca ﬂ-|el’peS

ZOSter) u od)maﬂbmuuemozo onoscslearuleco ecepneca

IIpenapar BanTpekc ciaeayer NpUMEHTh 1I0CIIe TeMOAUAIN3a Y TalUEHTOB, KOTOPBIM ITPOBOJIAT
NIEPUOUYECKUI TeMOJUAIIN3S.

THayuenmoi ¢ HapywieHuem YHKYuU neveHu

Ha ocHoBanuu uccinenoBaHus ¢ IPUMEHEHHUEM OJHOKpATHOM J103bl BanauukioBupa 1000 mr y
B3pPOCJIBIX MAlMEHTOB C IIMPPO30OM IIE€YEHM JIETKOW MM CpeaHEH CTEeNEeHU TSKECTH (IIpHU
COXpaHEHHOH CHHTETHYECKOH (YHKIMHU TEYCHHM) KOPPEKIHMH 03Bl Tperapara Banrpekc He
TpeOyercs. DapMaKOKMHETUYECKUE JaHHBIE Y B3pOCIBIX IMAIIMEHTOB C TSHKEJIOM CTENEeHbIO
HapymeHuss (QyHKIUU [€4eHH  (JIeKOMIIEHCUPOBAaHHBIM  IIUPPO30OM), C  HapyLIEHUEM
CUHTETHUYECKON (YHKIMU MEYEHH M HaAIM4YMEeM IOPTOKABAJIbHBIX AHACTOMO30B, TaK)XKE HE
CBUJIETEJILCTBYIOT O HEOOXOJMMOCTH KOPPEKIMHM [03bl Ipenapara Banrpekc, oaHako
KJIIMHUYECKHUM ONBIT IPU JaHHBIX MAaTOJIOTUAX OTPaHUYEH.

Nudopmanus o nozax 6onee 4000 Mr B CyTKH 715 MAIIIEHTOB ¢ MH(MEKITUAMU, BbI3BaHHBIMU BIIT
u [IMB, yka3zana B nogpazzaene «OcoOble yKazaHus».

CTH

Pexxum nosupoBanus ais geredt or 12 go 18 seT (HOAPOCTKOB) MO 3asBICHHBIM MOKAa3aHUAM
(cm. paszmen 4.1) He oTIMYaeTCs OT PEXHUMa JO3MPOBAHUS Al B3pocibix. [lo mokasaHuio
«Jleuenune onosceiBaromero repreca (Herpes zoster) m odranbMHYECKOTO OINOSCHIBAIOIIETO
reprieca» npenapat Bantpekc y nereit B Bo3pacte ot 0 1o 18 ner He npumensercs. besonacHocTs
u 3¢ dexTuBHOCTH Tpemnapata Bantpekc y nereit B Bozpacte or 0 g0 12 et mo octaibHBIM
MIOKA3aHUsIM HE YCTaHOBJIEHBI. [laHHBIE OTCYTCTBYIOT.

Cnooco0 nmpuMeHeHus

[Ipemapar Bantpekc nmpuHUMaeTcs BHE 3aBUCUMOCTH OT MpUeMa UMM, TAOIETKU CIeayeT
3aIUBaTh BOJOMU.
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 17.07.2023 N2 13408

(NOCNEQCBATENEHOCTE 0003)

4.3. TlporuBomoka3zaHusi

['unepuyBCTBUTENBHOCT, K BAJAUMKIOBUPY WJIM K aUUKIOBHPY, WM K JIOOOMYy U3
BCIIOMOTaTeIbHBIX BEIIECTB, IEPEUUCICHHBIX B paszene 6.1.

4.4,  OcoOble ykazaHusi H MepPbl MPEI0CTOPOKHOCTH NMPH MPUMEHEHUH

[Ipenapar Bantpekc cneayeT NPUMEHATh C OCTOPOKHOCTBHIO Yy TAIMEHTOB C MMOYEYHOU
HEJ0CTAaTOYHOCTHIO; MAlMEHTOB C KIMHUYECKH BbIpakeHHbIMU (opmamu BUYU-undexuuu; npu
OJIHOBPEMEHHOM NpreMe HEPPOTOKCHUYHBIX JIEKAPCTBEHHBIX CPECTB.

Muaparanuys

v IMAaIMEHTOB C PUCKOM J€TruAaparanuu, 0COOEHHO Y IalME€HTOB IIOKHUJIOT0 BO3pacTa, HCO6XOI[I/IMO
o0ecneyuThb aI[CKBaTHHﬁ BOI[HO'BJ'ICKTPOJ'H/ITHHﬁ OajaHc.

[IpuMeHeHNE y MAIMEHTOB ¢ HApYIIEHHEM d)VHKHI/II/I IMTOYCK M YV NAITMEHTOB IMOXKHJIOI'O BO3pacTa

[TockonbKy alMKIOBUP BBIBOJUTCS IOYKaMH, HEOOXOIMMO YMEHBIIMTH 03y Ipenapara
BanTpekc y nanueHToB ¢ HapylieHneM (pyHKIHUY oYeK. Y MalMeHTOB MOKUIIOr0 BO3pacTa MOKET
HaOM01aThCS HapylleHue QYyHKIUU MOYEK, TOITOMY CIIEyeT PacCMOTPETh YMEHbBILIEHUE J103bI
JUIsL ATOWM TpyMNIbl ManueHToB. Kak NalueHThl MOXKUJIOrO0 BO3pacTa, TaK W MAlMEeHTHI C
HapylieHueM (YHKIMH TIOYeK BXOAST B TPYIIYy MOBBIIIEHHOIO pUCKa Pa3BUTHUS
HEBPOJIOTUYECKUX OCJIO)KHEHUM, TaKUM IMalMeHTaM HEoO0XOAMMO O00eCleYuTh TIIATEIbHbBIN
BpaueOHBI KOHTPOJb. Kak mpaBuiio, 3TH peakiui B OCHOBHOM HOCAT OOpaTHMBbIN XapakTep B
Clly4ae OTMEHBI pernapara.

JIekapcTBeHHAas peakims C 303PIHOd)PIJ'IPI€I>i 1 CUCTCMHBIMH ITPOABJIICHUAMUA (DRESS'CI/IHHDOM)

Ha ¢one neuenus BamamukioBupom coodbmmanock 0 DRESS-curapome, KoTopbiii MOXET OBITH
YIPOXKAIOIIUM KH3HU WIH CMepTeabHbIM. [IpM Ha3HaueHWH npenaparta HalMEeHTa CIeayeT
O03HAKOMHUTH C mMpu3Hakamu U cumnromamu DRESS-cuHIpoMa u TIIaTenbHO OTCIIEKUBATH
KOXKHBIE peakiuu. [Ipu mosBIeHnN MPU3HAKOB U CUMIITOMOB, CBUAECTEIbCTBYIOIINUX O Pa3BUTUHU
DRESS-cunnpoma, mpueM BalallUKIOBUpa CIEAyeT HEMEIIEHHO OTMEHHTh M PacCMOTPETh
BONPOC 00 albTepHATUBHOM JIEUEeHUH (B ciydae HeoOxomaumocTtu). Ecnu y maruenTa pa3Buics
DRESS-cunipom Ha GoHe mpUMeHEeHHs BAIAIMKIOBUPA, JIEUCHHE BATAUKIOBUPOM y JAHHOTO
MaIUeHTa HU B KOEM cllydae B JajdbHEHIIeM Hellb3sl BO30OHOBIISTD.

Jleuenune mabuanpHOro repreca v npoduiakruka IIMB nadeknumii u 3a001eBaHuit

Ilpumenenue evicoxux 003 npenapama Banmpekc npu uapywenuu @QyHKyuii nedeHu u nocie

nepecadku nevyeru

Her nannbIx o npuMeHeHuu npenapata Bantpekc B Beicokux 103aXx (4000 Mr B CyTKH U BBILIE) Y
NaIMEeHTOB C 3a00JIeBaHMEM NEUEHH, TMOATOMY TAaKUM IallMeHTaM BBICOKHE 03Bl Iperapara
BanTtpekc n0KHBI Ha3HA4YaThCs C OCTOPOKHOCTHIO. CrielnanbHbIE UCCIIEI0BAHUS 110 U3YUYEHUIO
neiicTBusl mpenapara BanTpekc mpu mepecaike mNeueHHM He MNpoBOAMINCh. OgHako ObLIO
YCTAHOBJIEHO, YTO MPO(HIAKTHYECKOe Ha3HAYCHHE AlMKIOBHPA B BBICOKMX /103X YMEHbIIAET
nposisienus: LIMB-undexun n 3ad6oneBanus.
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 17.07.2023 N2 13408

(NOCNEQCBATENEHOCTE 0003)

Hcnonvzosanue npu 2eHumaibHom cepnece

[TaruenTtam creayeT peKOMEHIOBaTh BO3JEPKUBATHCS OT TMOJIOBBIX KOHTAKTOB MPU HAIMYUU
CUMITOMOB, JIaXKe eCJIH JieUeHHuEe MPOTHUBOBUPYCHBIM MpenaparoM Bantpekc yxe OblU10 Hayaro.
CynpeccuBHas Tepanusi npenaparom Bantpekc cHUXaeT pUCK Nepeaayd reHUTalbHOTO repreca,
HO TIOJTHOCTBIO HE HCKIIIOYAeT PUCK MH(ULMPOBAHUSA M HE MPHUBOJIUT K MOJHOMY H3JICYEHHIO.
Tepanus mpemapatoM BanTpekc pekoMeHAyeTcss B COUETaHUHM C HaJEKHBIMU CpPEICTBAMHU
OapbepHON KOHTpALICTIIUH.

45. B3aumojaeiicTBue ¢ JPYrMMH JeKApPCTBEHHBIMH IpenapaTtaMy M JApyrue BH/bI
B3aNMOeliCTBUSA

Knnandecky 3HaYMMBIC BSaHMO,Z[efICTBI/ISI HE YCTaHOBJICHBI.

AHI/IKJ'IOBI/Ip BBIBOAUTCA IMOYKaMH, B OCHOBHOM, B HCU3MCHCHHOM BH/JIC IIOCPCACTBOM aKTHUBHOH
IMOYCYHOM CCKpELUU. CoueraHHOE IIPUMEHCHUC JICKAPCTBCHHBIX CPEACTB C 3TUM MEXAHH3MOM
BBIBCACHUA MOJKCT IIPUBCCTU K IMOBBIIICHUIO KOHIOCHTPAIUN AllUKIIOBHUPA B IJIa3MC KPOBHU.

[Tocne naznauenus npenapata Banrpeke B 1o3e 1000 Mr u mpenapaToB IUMETHINH, IPOOSHEIH I,
KOTOpBIE BBIBOJSITCS TE€M K€ MyTeM, 4TO U mpemnapaT Banrpekc, Habmonaercs nossiienrne AUC
AI[MKJIOBHpA M, TAKUM OOpa3oM, CHI)KAeTCsl MOYEUHBIN KIMPEHC aluKIoBUpa. Tem He MeHee,
BBUJly IIMPOKOTO TEPANEeBTUYECKOTO0 HMHAEKCA AalMKJIOBHUpa, KOPPEKIUHU 03Bl Ipernapara
Bantpekc He Tpebyercs.

[Tpu neuenuu nabuanpHOrO repneca, NpoduIaKTUKE U JIeYeHUH 3a00sieBaHul, BbI3BaHHBIX [[MB,
HEOOXOUMO COONIOAATh OCTOPOXKHOCTh B CIydyae OJHOBPEMEHHOIO MPUMEHEHHs Ipemnapara
Bantpekc B 60see Bricokux Ao3ax (4000 Mr B CyTKH W BBIILIE) U JIGKAPCTBEHHBIX MPENapaToB,
KOTOPBIE KOHKYPHUPYIOT C allUKIIOBUPOM 3a MMYTh BHIBEACHHUSI, TAK KaK CYIIECTBYET MOTCHIIMATbHAS
yrpo3a MOBBIIICHUS B IJIa3Me KPOBH KOHIIEHTPAIMH OJAHOTO WJIM OOOMX IMpEenapaToB WU UX
MeTabonmutoB. beuto orMedeno moBwimieHHe AUC anukioBHpa W HEAKTUBHOTO MeTaboIMTa
MukopeHonata Modernia (MMMYHOJENPECCAHT, MPHUMEHSIeMbIH Yy TMalUeHTOB TOoCTe
TpaHCIUIAaHTAIIMM OPTaHOB) IPU OJJHOBPEMEHHOM IIPUMEHEHUH ITUX MPENapaToB.

OnHOBpeMeHHOE NMPUMEHEHUe Ipenapara Bantpeke ¢ HepOTOKCUYHBIMU TIpenapaTaMi, B TOM
YuCciI€ AMUHOTJIMKO3MIAMHU, OPraHMYEeCKHMH COEIMHEHUSMH IUIATHHBI, HOAMPOBAHHBIMU
KOHTPACTHBIMU BEIIECTBAMH, METOTPEKCATOM, MEHTAMHJIMHOM, (POCKaPHETOM, IMKJIOCTIOPUHOM
U TaKpOJIMMYCOM, JOJDKHO THPOBOJUTHCS C OCTOPOKHOCTBIO, OCOOEHHO Yy MAalMEeHTOB C
HapyueHneM (QyHKIHMU T0YeK, U TpeOyeT PerysipHOro MOHUTOPUHTA (PYHKIIUH ITOYEK.

4.6. @epTHIBHOCTH, 0ePeMEHHOCTb U JAKTALUS

bepemeHHOCTD

HNmerotcs OrpaHUYCHHBIC JaHHBIC O INMPUMCHCHUU IIpCIiapara BaJ'ITpeKC npu 6epeMeHHOCTI/I.
HpenapaT CJICAYyCT NPpUMCHATL IIPpU 6CpeMCHHOCTI/I TOJIBKO B TOM CJIy4dac, €CJIK IMMOTCHIUAaJIbHAaA
MoJib3a IJId MaTepu MPEeBOCXOAUT MOTEHIHATbHBIN PHUCK IJIA TU104A.

B perucrpax OepeMeHHBIX OBLIM 33J0KyMEHTHUPOBAHBI HCXOAbI OCPEMEHHOCTH Y >KEHILUH,
OpUHUMAaBIIUMX BanTpekc wnu apyrue mnpenapaTsl, COAEpKallMe aAIUKIOBUDP (ALMKIOBUP
SBIISIETCS aKTHUBHBIM MeTabonuToM mnpenapata Bantpekc), 111 u 1246 wnaGmronenuii,
COOTBETCTBEHHO (M3 KOTOpBHIX 29 m 756 mnpuHuMaiu mnpenapaTsl B TEPBOM TPUMECTpe
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OCpEeMEHHOCTH), TMPEIACTaBISIN  CO00M  MAXOJbI '&Seﬁlﬁgé_cngE@ﬁ%hEﬁﬁ@éﬁhHe

MPOCHEKTUBHO. AHANIU3 JAHHBIX, MPEACTABICHHBIX B PETUCTPE OEPEMEHHBIX, MOIBEPIraBIINXCS
BO3/ICIICTBUIO allUKJIOBUPA, HE BBISIBUJI YBEIMUCHUS YMCIIa BPOXKICHHBIX J€PEKTOB Y UX JIeTeH 10
CpaBHEHMIO C OOmIell mnomyssaluel, Hu MO OAHOMY HU3 IIOPOKOB DPAa3BUTHUS HE BBISBICHO
cnenuUYHOCTH WM 3aKOHOMEPHOCTH, YKa3blBAIOIIMX Ha oO0miyro npuyuHy. [lockonbky B
peructp OepeMeHHBIX ObUIO BKJIIOYEHO HEOONbIIOE KOJIMYECTBO >KEHIIWH, MPUHUMABLINX
BaJIAIIMKJIOBUP BO BpeMsi OEPEeMEHHOCTH, TO JOCTOBEPHBIX M OMPEIEICHHBIX 3aKIIIOUEHUH O
0e30MacHOCTH PUMEHEHHSI BAJIALIUKIIOBUPA TPU OEPEMEHHOCTHU CAENaTh Hellb3sl.

JlakTamus

AUUMKIIOBUP, OCHOBHOM METa0OJUT BaJallMKJIOBUpa, MPOHHKAeT B rpyaHoe Mmosoko. [locne
npuemMa BastanukiIoBupa B 103¢ S00 Mr BHYTPh Cmax B TpyAHOM MoJioke B 0,5-2,3 pasa (B cpeHeM
B 1,4 paza) mpeBblliajia COOTBETCTBYIOIIME KOHIEHTPALUK allUKIOBHpA B TUIa3Me KPOBU MaTEPH.
CootHomenne 3HaueHudd AUC anukinoBupa B rpyaHoM Mosioke kK AUC B CHIBOPOTKE KpOBU
MaTepu BapbupoBauch ot 1,4 10 2,6 (cpennee 3Hauenue 2,2). CpeaHee 3Ha4YeHHE KOHIEHTPALUU
AIMKJIOBHPA B TPYIHOM MOJIOKE COCTaBIsLIO 2,24 MKr/mit (9,95 mxmons/n). [1pu npueme Matepbio
BajanukioBupa B g03e 500 mr 2 pasza B CyTKU J€TH, HAXOSAIIMECsS Ha TPYIHOM BCKapMIIMBAHUU,
MOJIBEPTaloTCsl TAKOMY >K€ BO3CHCTBHIO alIMKJIOBUPA, KaK MPU MIPUEME €ro BHYTPh B J03€ OKOJIO
0,61 mr/kr/cytku. [lepros monyBbIBeIeHUS alIMKJIOBUPA U3 TPYJTHOTO MOJIOKA TaKO# ke, Kak U3
J1a3Mbl KPOBH.

BaJ'IaL[I/IKJ'IOBI/Ip B HCU3MCHCHHOM BUJIC HE OIIPCACIISIICS B IIJIa3M€ KPOBHU MATCPU, I'PYAHOM MOJIOKE
njin MO4e pe6eHKa.

HpenapaT BanTpeKc CJIICAYyCT Ha3HadaTb € OCTOPOKHOCTBIO JKCHIIMHAM B IICPpHUOA I'PYyAHOTO
BCKapMJIMBaHH.

Tem He MeHee, allMKIOBUD AJIi BHYTPUBEHHOI'O BBEJICHMs NpuMeHsercs Juid nedenus BIID y
MIIajieHLeB B 103€ 30 MI/KI/CyTKH.

DepTUabHOCTD

B nccnenoBanusax Ha JKUBOTHBIX BaJALIMKIOBUP HE OKA3bIBaJl BIUSHUS HA QepTUIBHOCTD. TeM He
MeHee, NPUMEHEHHE BBICOKHX /103 AlMKIOBUpPA MpPHU IMAapEHTEPaIbHOM BBEJACHUHU BBI3BIBAIO
TECTUKYJISIpHBIE 2P PEKTHI Y KPbIC U COOaK.

HccnenoBanus MO BIUSHUIO BalallUKIOBHpa Ha (EPTUIBHOCTH Y JIIOACH HE MPOBOJUIHCH.
Opnnako He OBUIO 3aperuCTPUPOBAHO M3MEHEHHH B KOJIHYECTBE, MOJBMKHOCTH U MOP(OIOTUU
criepmMaTo30u0B y 20 manueHToB yepe3 6 MEeCSEB €XEAHEBHOTO TPUMEHEHHUS BAJTALIUKIOBUPA B
no3ax ot 400 mr o 1000 mr.

4.7. BJusiHMe HA CNOCOOHOCTH YNPABJAATH TPAHCIOPTHBIMH CPeICTBAMM M PadoTaTh ¢
MeXaHMu3MaMH

HCO6XO,Z[I/IMO YUUTBIBATH KIIMHUYCCKOC COCTOAHHC IMallUCHTA U HpO(I)I/IJ'IB MMOOOYHBIX pCaKI_II/Iﬁ
BaJIalIUKJIOBUPA TIPpU  OLCHKE CIIOCOOHOCTHU ManucHTa YIIPABIIATH ABTOMOOHWIIEM HIIH
ABVKYITUMUCA MECXaHU3MAaMU.

C.7u316



4.8.

HesxkenarenbHble peakunu

g
L Lyl

COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 17.07.2023 N= 13408

(NOCNEQDBATENEHOCT

ol

L
o UL

= R

TabnryHOE pe3roMe HEXKENATEIbHBIX PEAKIINI

HesxenarennHbie pe€akuunu, NpE€ACTABICHHBIC HUXCE, IICPECUYNCIICHBI B COOTBCTCTBHUHU C ITOPAKCHHUEM

OpTraHoOB U CUCTEM OpPIraHOB U JacTOTOM BCTPECHACMOCTH. Yacrora BCTPEYAEMOCTHU OIIPEACTIACTCA

cleAyrommM oopaszom: ouers yacto (> 1/10), wacto (> 1/100, Ho < 1/10), neyacto (> 1/1000, Ho

< 1/100), penko

(>1/10000, Ho < 1/1000), ouens peako (< 1/10000), yacrora HensBecTHA (Ha

OCHOBAaHHMHU UMCHOINUXCSA JaHHBIX OOCHUTH HCBOSMO)KHO).

Jlannvle KIUHUYECKUX UCCIe008AHULL

Hapywenus co

CMOpPOHbL Hepeyoﬁ cucmembul

Yacro:

roJI0BHas OOJIb.

JKenyoouno-kuuieunvie HapyuieHus

Yacro:

TOIIHOTA.

ﬂaHHble nocmpezcucmpayuOHHblx uccnedosanul

Hapywenus co

CMOPOHbL KposU U JlMM@CZWlM‘l@CKOL? cucmemnl

OueHb peako:

JIGIZKOHCHHH, TpOM6OI_II/ITOHCHI/I$I. B OCHOBHOM, JICHKOIICHHUS Ha6J'IIOI[aJ'IaCB y
OOIBHBIX CO CHUKCHHEBIM HUMMYHUTCTOM.

Hapywenus co

CNOPOHbL MMMyHHOlZ cucmemnsl

OueHb peako:

aHauIakcus.

Hapywenus co

CNOPOHbL Hep@HOIZ cucmemabl

Penxo: TOJIOBOKPYXKCHHUC, CIYTAHHOCTb CO3HAHUs, TaJUIFOOUHAIUHA, YTHCETCHUC
CO3HaHMHA.
Ouenb PEAKO: | aKuTalus, TPEMOpP, AaTAKCHUA, OU3APpTpUA, TICUXOTHUUCCKHUEC CUMIITOMBEI,

cynoporu, sHuedanonarus, koma. llepeunciieHHbIE BBIIIE CHUMIITOMBI, B
OCHOBHOM, 00paTHMBbI U OOBIYHO HAOJIIOJIAIOTCS y MAlMEHTOB C HapylleHHEM
(GYHKIMU TOYeK WM Ha (OHE APYTrux IMperpacroiaraloliuX COCTOSHUH. Y
B3POCJBIX IAIUEHTOB C TPAHCIUIAHTUPOBAHHBIM OpPraHOM, ITOJIyYaroluxX
BBICOKHME J103bl (8 T' B AieHb) mpenapata Bantpekc mis npodumnaktuku [IMB-
UHQEKIMH, HEBPOJOTHYECKUE PEaKIMM Pa3BUBAIOTCA Yallle, YeM MpHU IpUeMe

0oJiee HU3KUX J03.

Hapywenus co

CMOPOHYBL ObIXAMENbHOLU CUCTNEMbL, OP2AHO08 2PYOHOU KIeMKU U CPe0OCMeHUs.

Heuacro:

OJBbIIIKA.

Kenyoouno-xu

uitedHvle Hapyuerus

Penxo:

TUCKOMGOPT B )KMBOTE, pBOTA, TUAPES.
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MO EOOBATENEHOCTE 0003)
Hapywenus co cmoponul neuenu u Hcenuesvbi8Qoauux Wypery "EHHEATENBAUL TE UL

Ouensb penko: | oOpaTUMble HapymieHHs (YHKIMOHAJIBHBIX II€YEHOYHBIX MpoO, KOTOpHIE

HHOI'Ia PAaCHCHUBAIOT KaK IMPOABJICHUA I'ClIaTUTA.

Hapywesz CO CMOPOHBL KOJHCU U NOOKONCHBIX MKAHel

Heugacro: BBICBIIIAHMS, BKIIFOYAs IIPOSABIICHUSA (bOTOLIYBCTBI/ITCJ'IBHOCTI/I.

Penxo: 3y/I.

OueHp PCAKO: | KpallMBHUIIA, aHFI/IOHeBpOTI/ILIeCKI/Iﬁ OTCK.

Yacrora JICKApCTBCHHAsI peakus ¢ J03MHOMDMIMEH M CHCTEMHBIMH TPOSBICHUSIMHU
neusBectHa: | (DRESS-cunapom) (cm. paznen 4.4).

Hapywenus co cmopoHuvl nouex u Mouegvl8005uux nymet

Heuacro: remMarypusa (‘{aCTO CBA3aHHas ¢ APYIr'UMMHU HAPYIICHUAMHA CO CTOPOHBI HO‘IGK).

Penxo: HapyueHne QyHKIHA MOYeK.

Ouenb PEAKO: | oCTpasA MIOYCHHAasA HCAOCTATOYHOCTH, IMOYCHHASA KOJIMKaA. Iloueunas koauKa

MOYET OBITh CBsSI3aHA C HAPYIICHNUEM (DYHKIIUH ITOYEK.

Yacrora TyOyJIOMHTEPCTHIIMATBHBIN HEQPHUT.
HEU3BECTHA!

Coobmanocs 0 ciydasiXx OCaXICHHMs KPHCTAUIOB AalMKIOBHpPAa B IIPOCBETE IOYEYHBIX
KaHanbleB. HeoOxoaumo cobimoaTh aIeKBaTHBI MTUTHEBOI PEXKHUM BO BPeMs JICUCHHS.

IIpouue ocobwvie nonynsayuu

YV GOJIBHBIX € TSKEIBIMU HapYLIEHUSIMU HMMYHHUTETA, 0COOEHHO Y B3POCIIbIX MAIIUEHTOB C JAJIEKO
sameqment craguet BUY-umHbexkunu, mosydaomux BbICOKME J103bl BalalukioBupa (8T
€XKEJHEBHO) B TEUYEHHE JUIMTEJIbHOTO Iepuo/ia BPEMEHM, HaONIOJalNCh CIydyau IOYEHYHOH
HEJ0CTaTOYHOCTH, MHUKPOAHTHOMATUYECKOM TE€MOJIMTUYECKOW aHEMHUH U TPOMOOIIUTONEHUU
(unorna B koMOuHanmu). IlogoOHbIE OCOXHEHHS ObUIM OTMEUEHBl y MALIMEHTOB C TEMHU XKe

OCHOBHEIM H/UJIN CONMYTCTBYIOIIUMUA 3a6OHeBaHI/I$[MI/I, HO HC IMOJIyHaromnX BaJIallUKJIOBHUP.

Coo011eHne 0 mMoI03pEBAEMBIX HEXKEIIATEIbHBIX PEAKIIHIX

BaxHO coo0mare 0 MOJ03PEBAEMBIX HEKENATENIBHBIX PEAKIMAX IOCIE PErucTpaluu
JIEKapCTBEHHOI'0 Mpernapara ¢ Lelblo 00ecreuyeHs] HEPEPbIBHOTO MOHUTOPHHIA COOTHOIIEHHUS
«110JIb3a — PUCK» JIEKApCTBEHHOTO Impenaparta. MeIuIMHCKUM pPAaOOTHUKAM pPEKOMEHIYETCs
coo0maTe 0 JHOBIX MOA03PEBAEMBIX HEXEIATEIbHBIX PEaKLUSAX JICKapCTBEHHOIO Ipernapara
YCpe3 HAIMOHAJIBHBIC CUCTCMbI COO6H1€HI/I$I 0 HCXKCIATCIBbHBIX PCAKIUAX T'OCYyAapCTB — YJICHOB
EBpazniickoro 3K0HOMHYECKOT0 COI03a.

Poccuiickas @enepanus

®denepanpHas coyx0a mo Haa30py B chepe 3apaBooxpanenus (PoczapaBaanzop)
Anpec: 109012, r. Mocksa, CnaBsHCKas TUIOIIA b, 1. 4, cTp. 1
Temn.: +7 800 550-99-03
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DrekTponnas noura: pharm@roszdravnadzor.gpv.ru  [NOCIIEAUBATENEHOCTS 0003)

Caiit: www.roszdravnadzor.gov.ru
Pecniy6onuka Kazaxcran

PI'TI na IIXB «HauuonanbHbiil LleHTp 3KCIEpTHU3BI JEKAPCTBEHHBIX CPEACTB U MEIUIIMHCKHUX
u3nenuit» Komurera wmeaunuHckoro W ¢apManeBTUYECKOro KOHTposis MuHHCTepcTBa
3npaBooxpaHeHus Pecnyonuku Kazaxcran

Anpec: 010000, r. Actana, paiion baiikonsip, yi. A. MmaHoBa, 1. 13

Ten.: +7 7172 235 135

Dnexrponnas nmoyra: farm@dari.kz

Caiit: www.ndda.kz

Pecnyonmnka benapych

PecniyOnukanckoe  yHutapHoe —mpennpustae  «lleHTp 9KcmepTM3 W WCHBITAaHUNA B
3IpaBOOXPAaHEHUI

Anpec: 220037, r. Munck, nep. ToBapurieckui, 1. 2a

Ten.: +375 17 242-00-29

®dakc: +375 17-242-00-29

OnekrponHas mouta: rcpl@rceth.by

Caiit: www.rceth.by

Pecniy6nuka Apmenust

«HayuHplii TEHTp SKCIEPTU3bI JIEKAPCTB W MEIWIIMHCKUAX TEXHOJIOTHH WM. aKaJeMHuKa
3. I'abpuensnan AO3T

Anpec: 0051, r. EpeBan, np. Komuraca, a. 49/5

Ten.: +374 60 83-00-73, +374 10 23-08-96, +374 10 23-16-82

dakc: +374 10 23-21-18, 23-29-42

[opstuas muams: +374 10 20-05-05, +374 96 22-05-05

Omoen obwux u 6HewHUX ce3el

OnexTpoHHas noyra: admin@pharm.am

Omoen monumopunea 6€30nacHocmu 1eKapcms
DnektpoHHas modta: haira@pharm.am; vigilance@pharm.am
Caiit: http://www.pharm.am

4.9. Ilepeno3upoBka
CHMIITOMBI

OCTpaH noyeuHass HCAOCTATOYHOCTbL U HEBPOJIOTHUYCCKUC HAPYHICHUA, BKIIOYAd CIITYTaHHOCTbH
CO3HaHU4, TaJNIFOOUHAINU, a)KUTAIUI0, YTHCTCHHUC CO3HAHUA U KOMY, 4 TAKIXKC TOIIIHOTA U pBOTA,
Ha6J'IIOIlaJ'II/ICL y INalMCHTOB, MOJIYYHUBIIUX J03bI BaJIallMKJIOBHUPA, MMPCBLIIAOIINC
PCKOMCHIOBAHHBIC. HOI[O6HBIG COCTOsIHUA 4Yalle OTMCYAIMCh Y MNAOUCHTOB C HAPYHICHUCM
(I)YHKL[I/II/I IMMOYCK M MAIMCHTOB IMOXUIOI0 BO3pacCTa, MOJIYUYHUBIIUX IOBTOPHBIC IMPCBLINIAKOIINC
PCKOMCHAOBAHHBIC TO3bI BAJIAIIMKIIOBHUPA, BCIICACTBUC HCCO6J'IIO,Z[CHI/I$I peKuMa NO03UpPOBAHUA.

Jleuenue

bonpHBIe HOKHBI HAXOAUTHCS MO TINATEIBHBIM MEIUIIMHCKUM Ha6J'IIOI[eHI/IeM. TI'emoananus B
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3HAYUTENIBHONM CTENEHH CIIOCOOCTBYET BBIBEICHMIO audﬂf&ﬁ%}g%g %ﬁgm'lﬂfgﬁ;gf'éj{;l%hca

METO/IOM BBIOOPA NIPY BEACHUU MAIMEHTOB C MEPE03UPOBKOM MpenapaTa Banrpekc.

5. O®APMAKOJIOTHYECKHUE CBOMCTBA
5.1. ®apmakoguHaAMHYeCKHe CBOHCTBA

®dapmakoTepaneBTHYecKas TIpyMma: MPOTUBOBUPYCHBIE CPEACTBA CHUCTEMHOTO JIEHCTBUS;
MPOTUBOBUPYCHBIE CPEACTBA MPSAMOTO JCHCTBHS; HYKJICO3UIBI M HYKJICOTHJABI, KpOMe
MHTHOUTOPOB 0OPATHOM TPAHCKPUIITA3HI.

Kon ATX: JOSAB11.

MexaHu3M OESUCTBUS

BananukioBup sBisieTcss TPOTHBOBHUPYCHBIM CPEACTBOM, MpEACTaBisieT coOoi L-BannHOBBIN
CJIOKHBIN 3(DUp alUKIOBUPA. AITMKIOBHP SBIISETCS aHAIOTOM ITyPHUHOBOTO HYKJI€03u1a (TyaHuH).

B OpraHu3MeE 4YCJIOBCKa BaJIallUKJIOBUP 6BICTpO H IIPAKTHYCCKH ITOJIHOCTBIO IIPCBPAIACTCA B
AlIUKIIOBHP n BaJIMH MMpCAITIOJIO0KHUTCIIbHO non BO3,Z[CfICTBPICM q)epMeHTa
BaJIAIIUKJIIOBUPIrUApOJIa3bl.

AIMKIIOBHD SABJISETCS CrCH(PUISCKUM HHTHOMTOPOM BHPYCOB Teprieca ¢ akTHBHOCTBIO N Vitro
npotuB BIII' 1-ro u 2-ro tumos, Bapuueiia-3octep Bupyca (B3B) (Varicella zoster virus),
nutomeranoBupyca (LIMB), Bupyca Onmreiina-bapp (BOb) u Bupyca repreca yenoBeka 6-ro
Tumna. AuukioBup uHruOupyer cunre3 BupycHoit JJHK cpazy mocne docdopunupoBanus u
MpeBpalleHHs] B aKTUBHYIO popMy — alluKIOBUPTpUOChaT.

[TepBas cragus (ochopunupoBanusi TpedyeT aKTUBHOCTH BHUpYyC-crienupuueckux (GpepMeHTOB.
Hns BIII, B3B u BOb Ttakum ¢depmeHTOM siBiseTcs BUpyCHas TUMHUIAMHKWHA3a, KOTOpas
IPUCYTCTBYET TOJBKO B TOPAKEHHBIX BUPYCOM KJeTKaX. YacTUYHO CEIEeKTUBHOCTh
dbocdopunrpoBanus TOJAEPKUBACTCS Y IUTOMETATIOBHPYCA OMOCPEOBAHHO Yepe3 MPOAYKT reHa
docdorpanchepazsr UL97. DTta HEOOXOAMMOCTh AaKTHBAIMHM AaI[MKIOBHpA CHEIUPUIECKUM
BUPYCHBIM (JEpMEHTOM B 3HAUUTEIBHON CTETIEHN OOBSICHSET €T0 CEIEKTUBHOCTD.

[Tponecc dpochopunmrpoBanus alMkIoOBHpa (IIpeBpalieHre U3 MOHO- B Tpudocdar) 3aBepiaercs
KJIETOUYHBIMU KHHa3aMH. ALMKIOBUPTpHUQOCchAT KOHKYpEeHTHO HHruobupyer BupycHyro JIHK-
noJuMepasy 1, Oyay4u aHaJoroM HyKJIe€03uaa, BcTpauBaeTcs B BupycHyto JIHK, uro npusBoaur k
o0nuraTHOMY pa3phIBY 1ienu, npekpamieHuto cuntesa JJHK u, cnenoBarenbHo, K 6J0KHMPOBAHUIO
peIIMKaIMK BUpYCa.

Pe3nucTeHTHOCT K AalMKIOBHPY OOBIYHO OOyCJOBI€HAa Ae(PUIMTOM THUMUIUHKHHA3BI, YTO
IIPUBOJIUT K YPE3MEPHOMY PacCIPOCTPAHEHUIO BUPyCa B OpraHM3Me X0351MHa. B peaxux ciydasx
CHIDKEHHE YyBCTBHUTEIBHOCTH K AI[MKJIOBUPY OOYCJIOBJIEHO MOSIBIIEHHMEM IITAMMOB BHpYyca C
HapylIeHHEeM CTPYKTYpbl BUpYyCHOH TumuauHKHHA3b!I win JJHK-monmumepassl. BupyneHTHOCTH
3TUX Pa3HOBHUJIHOCTEW BUPYCa HAIIOMUHAET TAKOBYIO y €0 TUKOIO IITAMMA.

[To pesynpTaTam obumpHoro uccienoBanus mrammos BIITT u B3B, oToOpaHHBIX y TAI[MEHTOB,
MOJTyYaBIIUX TEPANMUI0 aAlMKIOBUPOM WU MPUMEHSBIIMX €ro B MLEIsIX MNpOo(UIaKTHKH,
YCTaHOBIIEHO, YTO BUPYCHI C IOHUKEHHON YyBCTBUTEIBHOCTHIO K BAJIALMKIOBUAPY BCTPEUAKOTCS
KpaiiHE peaKo, HO MOTYT OBITh OOHApyXEeHbl B PEIKHUX CIy4asX y MalMeHTOB C TSHKEIbIM
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HapylIeHUEM HMMYHHUTETa, HalmpuMep, pPEeUUNUEHTOB ': Qbéﬂ&%;' T2 KOETHol0| MOsIa- i

OopraHa, TMalWEHTOB MOJYYAalOIIMX XUMHOTEPANHi0O IO [OBOJAY  3JI0KauYeCTBEHHBIX
HOBOOOpazoBanuii, 1 y BUU-uHGUIIIPOBAHHBIX.

BananukioBup crnocoOCTByeT KyHMUPOBaHHIO OOJIEBOIO  CHHApPOMA: yMEHbBIIAET €ro
MPOJOKUTEIFHOCTD M COKPAIIAET MPOLEHT OOJIbHBIX ¢ O0JISIMH, BHI3BAHHBIMU OMOSICHIBAIOLITIM
repriecoMm, BKJII0Uasi OCTPYIO MOCTI€PIETHUECKYIO0 HEBPAITHIO.

5.2. ®apMakoKHHeTHYECKHE CBOWCTBA

AOGcopOuus

ITocne IIprE€Ma BHYTPb BAJIAIUKIIOBUP XOPOUIO BCACKIBACTCA M3 XKEIIYAOYHO-KUIICYHOI'O TpaKTa,
6BICTp0 H IIOYTH ITOJIHOCTBIO ITPEBpalllasicCh B aAllUKIOBUP U BaJIMH. 3T0 IpEBpAIICHUEC, BEPOATHO,
OCYHICCTBIIACTCA (bepMeHTOM IICYCHU BaJ'IaI_[I/IKJ'IOBI/Ipl"I/I,I[pOJ'Ia3OI7L

[Tpu mpueme BananukioBupa B 103¢ oT 1000 Mr OMOAOCTYITHOCTh allMKIJIOBUPa cocTaBisieT 54 %
U HE CHIKaercs OT mnpueMa numu. DapMaKOKHMHETHKAa BalallUKIOBUpAa HE SBISETCS
J10303aBUCUMOi1. CKOPOCTh U CTENIEHb BCACBIBAHUS YMEHBIIAIOTCS C YBEIMYEHUEM J103bI, TPUBOJIS
K MEHee MPONOPIUOHATFHOMY YBEIHUEHUI0O MAKCUMAJIbHON KOHIEHTpPALMU B IJIa3Me KPOBHU
(Cmax) 1O CpaBHEHHIO C TEPANEBTHUCCKUM THANA30HOM /103 U CHHXKEHUIO OMOIOCTYITHOCTH MPH
no3ax Beie 500 mr.

Ta6nuna 2. Pe3yabTarbl oneHkH (apMaKOKHHETHMKH AaNHMKJIOBHPAa MNpH NpHeMe
OTHOKPATHBIX 103 BajanukjaoBupa ot 250 mr g0 2000 Mr 310poBbIMHU J00POBOJILIAMH C
HOPMAJILHOH (PyHKIHEH eYeHH

dapmakokuaetu- | 250 mr (N=15) | 500 mr (N=15) | 1000 mr (N=15) | 2000 mr (N=8)
YECKHUE MapamMeTphl
aIMKIOBUpA
Cmax MKMOJIB/JT 9,78+1,71 15,0 £ 4,23 23,1+ 8,53 36,9+ 6,36
MKT/MJT 2,20+ 0,38 3,37 £0,95 520+1,92 8,30+1,43
Tmax 9acel (4) 0,75 (0,75- 1,0 (0,75-2,5) | 2,0(0,75-3,0) 2,0 (1,5-3,0)
1,5)
AUC | 9*MKMOJIB/I 24,4 + 3,65 493 +7,77 83,9+20,1 131 + 28,3
YeMKT/MII 5,50+ 0,82 11,1+1,75 18,9 +4,51 29,5+ 6,36

Cmax — MakCUMallbHasI KOHIICHTPAIUS B TUTa3Me KPOBH;
Tmax — BpeMst 10 TOCTH>KEHHSI MAaKCUMAaJIbHOM KOHIIEHTPAIMH B TIJIa3M€ KPOBH;
AUC — momanp moja GapMaKOKHHETHISCKONH KPUBOU «KOHIICHTPAIHS-BPEMSD».

3HavueHnst Cmax 1 AUC oTpaxkaroT cpeiaHee CTaHAApTHOE OTKJIOHEHHE. 3HaueHUs IS Tmax
OTpaKAIOT MEMAHHOE 3HAYCHNE M TUAITa30H 3HAUCHUI.

MakcumanbHasi KOHIICHTpAllUs BajallMKIOBHpa B IUTa3Me KPOBH COCTaBiseT juib 4 % ot
KOHIIEHTpAllUh allMKJIOBUpPA, MEMaHa BPEMEHH €€ NOCTHKEeHUs coctaBiseT oT 30 go 100 mun
nocie npuema npemnapara. Yepes 3 yaca nocie nprema rnpenapara KOHIEHTPAlKs BaJlalluKJIOBUpPa
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BATENEHOCTE 0003)

inlain i
JOCTHUTAET YPOBHSA KOJIUYECTBEHHOI'O ONIPEACICHUS NIIN ﬂ_I!m(e':_lE"]"‘-

BananukioBup ¥ aluKIOBHpP MMEIOT aHAJIOTHYHbIE (PapMaKOKMHETHYECKHE MapaMeTphl Mocie
OJHOKpAaTHOro W MHorokparHoro npuema. B3B wu BIII' 3HauutenbHO HE H3MEHSIOT
(bapMaKOKMHETHKY BaJallMKJIOBHUpA U allMKIOBUPA MOCIE MPUeMa BalalluKJIOBUPA BHYTPb.

Pacopenenenue

CreneHnb CBA3BbIBAHUSA BaJAIIMKIIOBHpa ¢ OeJIKaMu IU1a3Mbl KpOBU oueHb HU3Kas (15 %). Crenenp
MPOHUKHOBEHUSI B LepeOpocnuHanbHyto kuakocth (LICXK) ompenensieTcss kKak COOTHOILIEHUE
AUC B [ICXK k AUC B m1a3mMe KpoBH M COCTABIISIET OKOJIO 25 % /I allMKJIOBHpPA U METa0O0IHTa
8-ruIpOoKCHALIMKIIOBUPA (8-OH-ACV); OKOJIO 2,5% JUISL MeTabonura
9-(kapbokcumeTokcH )MeTmiI-ryannHa (CMMG).

buotp aHC(bODMaI_[I/IH

[Tocne mpuema BHYTph BajJallMKIOBHP IPEBpAIIacTCs B AMKIOBUP M L-BalwH MOCPEICTBOM
MIPECUCTEMHOTO MeTaboJM3Ma B KUIICYHUKE W/WIM TIECYCHOYHOrOo MeTaboiau3Ma. AIMKIOBHD
npeBpaimiaercs B Manble MetaboauTel: CMMG moj BO3AEHCTBHEM STHUJIOBOTO CHHpPTAa U
anpaerupneruaporenassl;, 8-OH-ACV nop Bo3aeiicTBueM anbaerunokcunassl. [pumepro 88 %
OT 0011Iero COBOKYITHOTO BO3/ICHCTBUS Ha MJIa3My KPOBH MPUXOAUTCS Ha anukioBup, 11 % — Ha
CMMG u 1% — na 8-OH-ACV. BananukinoBup H alMKJIOBUP HE METaOOIMU3UPYIOTCS
n3odepMeHTaMu cuCTeMbI IIuToXpoma P450.

OIMMUHALKSA

VY nmanueHToB ¢ HOpMaJIbHOM (yHKIMEH OYeK Mepro/l MOIYBbIBEACHUS aAlIUKIOBUPA U3 TJ1a3Mbl
KPOBH TOCJIC OJIHOKPATHOT'O WJIM MHOTOKPATHOTO NMpHEMa BAJIAIMKIOBUPA COCTABIIET OKOJIO 3
gacoB. Menee 1 % OT mpUHATON 03Bl BAJAIIUKIOBHPA BBHIBOJUTCS MOYKAMH B HEM3MEHEHHOM
BUJe. BananukioBup BIBOAUTCS U3 OPTaHW3Ma TOYKAMU ITPEUMYIIIECTBEHHO B BUJIE AllUKIOBUPA
(6onee 80 % ot mpuHATO 103b1) U MeTabonuTa arnukiIoBupa — CMMG.

ITaneHTHl ¢ HApYIIEHUEM d)VHKHI/II/I NOYCK

BeiBenenne anMiiioBupa Koppenupyer ¢ (yHKIHMEH [0odYeK, SKCIO3ULMs —AalMKJIOBHpa
YBEJIMUUBAETCS C YBEJIMYECHUEM CTEIEHU TSDKECTU ITOYEUYHOM HEJOCTATOYHOCTU. Y MAallMEHTOB C
TEPMUHAJIBHOM CTaJMell TOYEYHOM HEJOCTaTOYHOCTU CpPEOHUM NEepHoJ IOJIyBBIBEICHUS
AIMKJIOBHpA IIOCJIE MPUMEHEHHS BaJIALIUKIOBUPA COCTABISAET OKOJIO 14 4acoB MO CpaBHEHUIO C
IPUMEPHO 3 yacaMmu Ipu HOPMAJIbHON (QYHKIIUH ITOYEK.

Okcno3unys auukiaoBupa U ero MeraboautoB CMMG u 8-OH-ACV B mna3me kposu u LICXK
OLICHUBAJIUCh B CTAOMJIBHOM COCTOSHMM IIOCJ€ MHOTOKPATHOTO IpHeMa BaJlallMKJIOBHpA Y
6 manMeHToB ¢ HOpManbHOM (yHKIMEH modek (cpeaHMd KiaMpeHc KpeatuHuHa 111 mi/muH,
nuanasoH 91-144 mi/mun), nomyyasmux 2000 Mr kaxkapie 6 4acoB, W'y 3 MalMEHTOB C TKEIOH
CTETIEHBIO MOYEYHON HEAOCTATOUYHOCTH (CPEIHMH KIMPEHC KpeaTHHHHA 26 MJI/MHH, JAWAna3oH
17-31 mn/mun), nomy4aBmux 1500 mr kaxapie 12 yacoB. Ilpu TspKenoil creneHH MOYEHHOM
HEI0CTaTOYHOCTH IO CPABHEHUIO C HOPMAJIbHON (PYHKIIMEH MOoYeK B I1a3Me KPOBH, TaK K€ Kak U
B LICK, xonuentpamuu anukinoBupa, CMMG u §-OH-ACV 6bpuma B 2, 4 u 5—6 pa3 BblIIIe,
COOTBeTCTBEHHO. He ObIO pa3nuuus B CTENEeHM NpPOHMKHOBeHHUs amukioBupa B L[CXK
(ompenensinace kak cootHomeHne AUC B L[CXK x AUC B mmasme kpoBu), CMMG wumu
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HOPMaJIbHOW (DYHKITHEH MOYeK.

IlanmeHTHl ¢ HapyIIeHHEM d;)VHKHI/II/I INCYCHU

(DapMaKOKI/IHCTI/IquKI/IC JaHHBIC IIOKAa3bIBAIOT, 4qTo y IMalucCHTOB C IICYCHOYHOMU
HEAOCTAaTOYHOCTBIO CHMXKACTCA CKOPOCTh INPCBPALICHHA BaJlallUKIOBHpa B AllUKIOBHUP, HO HE
CTCIICHb JaAHHOTI'O IIPCBpalllCHUA. Hepﬂoz[ ITOJIYBBIBCACHU allUKIIOBHUPA HE 3aBUCUT OT (PYHKI_[I/II/I
IICYCHMU.

bepemeHHOCTD

B wuccrnenoBanuu (apMakOKMHETHKH BaJIAMKIOBUpPAa M alMKIOBUPAa Ha MO3JHUX CpPOKax
OepeMEeHHOCTH YCTaHOBJIEHO yBenuueHue 3HaueHus cyTouHoit AUC B cTaOMIBHOM COCTOSIHUU
MIpY €KETHEBHOM IpueMe BajanukioBupa B o3¢ 1000 Mr B CyTKH, KOTOpasi IPUMEPHO B 2 pasa
npesbimana AUC npu npueme BHYTPb alMKiIoBUpa B 103€¢ 1200 Mr B CyTKH.

BUY-nudexms

VYV nanuentoB ¢ BUY-undekuueir pacnpenenenue u (HpapMakOKMHETHUYECKHE XapaKTEPUCTUKU
AlMKJIOBUpA TOCJE MEPOpPaIbHOIo MpuemMa OJHON WM HeckoJabkux 1103 1000 mr mmu 2000 mr
BaJIAIIMKJIOBHUPA OCTAIOTCS HEM3MEHHBIMU MO CPABHEHUIO CO 3/I0POBBIMU JJOOPOBOJIBbIIAMH.

TpaHcnaHTalMs OPraHoB

MaxkcuManbHasi KOHIICHTpAIUsl alWKIOBHpa y MAIMEHTOB IOCJIE TPAHCIUIAHTAIUU OPTaHOB,
nonydaBmux 2000 Mr BamanukioBupa 4 pasa B CYTKH, OblJla COMOCTaBHMMAa WU BBIIIE
MaKCHMaJbHOW KOHIIEHTpAINK, HAaOII0gaeMOl y 310pOBBIX T0OPOBOJIBIEB, MOYYaBIIUX TaKyHO
ke 703y. YcraHoBieHHble cyTouHble 3HaueHHsT AUC MoryT ObITh OXapaKTepH30BaHbI Kak
3aMETHO OoJiee BEICOKHE.

6. ®APMAIIEBTUYECKHUE CBOMCTBA

6.1. TIlepedyeHb BcrioMOraTeJIbHBIX BelECTB

Llemrono3a Mukpokpuctaunyeckas Asunen PH-101

Kpocnosunon

[ToBunon-K90

Marnus creapar

KpemHust AMOKCHT KOJITTOUHBIH

Konnenrpar 6enoro msera (YS-1-18043): rumpomensiosa, THTaHa THOKCHI, Makporon-400,
noaucop6ar-80

[TonmpoBka: BOCK KapHAyOCKHiA

6.2. HecoBmMecTHMOCTH
He npumennmo.
6.3. Cpok rogHoctu (CpoK XpaHeHHs1)

3 rona.
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6.4. OcoOble MepPHI MPETOCTOPOKHOCTH TP Xpaneﬂ]&';{::-—IEﬂ-G BATENBHOCTE 0003)

XpauuTth nipu Temneparype He Boime 30 °C.
6.5. XapakTep u coaepkaHHe NEPBUYHOI YIAKOBKH

ITo 10 Tabnerok B 6mmmctepsl u3 [IBX muienku/amomunneBoit Goisru. [1o 1 6muctepy BmecTe ¢
JMCTKOM-BKJIAJIBIIIIEM B KAPTOHHYIO ITAYKy C KOHTPOJIEM TIEPBOTO BCKPBITHSI.

ITo 14 Ttabnerok B 6muctepsl u3 [IBX mnenku/amomunueBoi dosbru. [lo 3 6mucrepa BmecTe ¢
JMCTKOM-BKJIAJIBIIIIEM B KAPTOHHYIO ITAYKy C KOHTPOJIEM NIEPBOTO BCKPBITHSI.

6.6. OcoOble Mepbl NPEJOCTOPOKHOCTH TPH YHUUYTOKEHHH HCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 TMpenaparta WM OTX0A0B, TMOJYYEHHbIX IOcjde TNpPUMeHEeHHs
JIEKAPCTBEHHOI'0 Npenapara, v Apyrue MaHUIyJIsIUU C penapaTomM

Oco0bIe TpeOOBaHMS OTCYTCTBYIOT.

7. JEPXKXATEJDb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS
Poccuiickas @enepanus

AO «I'makcoCmutKnsiin Tpetauary

Anpec: 125167, r1.MockBa, Jlenunrpaackuii mnpocnekt, 1.37A, xopmyc4, sTax 3,
nomMenienue XV, komuara 1

Temn.: +7 495 777-89-00

®dakc: +7 495 777-89-01

7.1. IlpencraBuTe/ib JepsKaTelisi perucTPAIHOHHOIO Y/10CTOBEPEeHH s

IIpereH3uu HOTDC6HT€J'I€I>1 HAaImpaBJATH I10 aApPECy.

Poccuiickas ®enepanus

AO «I'makcoCmutKusita Tpeidaguury

Anpec: 125167, r.MockBa, Jlenunrpaiackuii npocnekt, 1.37A, kopmyc4, 3Tax 3,
noMerenre XV, komHara 1

Ten.: +7 (495) 777-89-00

dakc: +7 (495) 777-89-01

KanoOGel Ha KauecTBO IIEKAPCTBEHHOTO TMpemnapara HEOOXOJUMO HaIpaBisTh Ha aJpec
aNeKTpOoHHOM TouThl: 0ax81701@gsk.com

CooO1ieHnst 0 HeXeNaTeNbHBIX PeaklUsX HeoOXOAMMO HANpaBlsATh HA aJpEeC SIEKTPOHHOMN
noutsl: ru.safety@gsk.com

Pecnyb6nuka Kazaxcran

TOO «Registrarius»

Anpec: 1. Anmatsl, boctanapikckuii paiioH, ynuna baiizakoBa 280, KOBOPKMHI LieHTp Smart
Point-2, oduc 29

Ten.: +7 727 313-12-07, +7 771 888-77-11

XanoObl Ha KayecTBO JICKApPCTBEHHOI'O TIpemnapaTa HEoOXOAMMO HaNpaBisATh Ha aJpec
anektporHoi moutel: QDNP.Complaints@gsk.com
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nouthl: safety kz@smart-pharma.group
Pecnyonmnka benapychb

AO «I'makcoCmutKusitn Tpeitaunry, Poccuiickas @enepanus

Kano6pl Ha KauecTBO JIEKAPCTBEHHOrO Ipenapara HEOOXOJUMO HaIpaBlIsATh Ha aJpec
anexktporHoi mouTel: QDNP.Complaints@gsk.com

CooOmieHnst 0 HeXeNaTeNbHBIX pPeakUusxX HeoO0XOAMMO HANpaBlsATh Ha aJpec SJIEKTPOHHOMN
nmouthl: by.safety(@gsk.com

PecryOnnka Apmenust

AO «I'makcoCmutKuisitn Tpeitaunry, Poccuiickas @enepanus

KanoOGpl Ha KauecTBO JIEKAPCTBEHHOrO Ipenapara HEOOXOIMMO HampaBisaTh Ha aJipec
anexktporHoi mouTel: QDNP.Complaints@gsk.com

CooOmieHnst 0 HeXeNaTeNbHBIX Peaklusax HeoOXOAMMO HANpaBlsATh HA aJpeC SIEKTPOHHOMN
nouTsl: by.safety@gsk.com

8. HOMEP PETUCTPAHUOHHOI'O YAOCTOBEPEHUA

JITT-Ne(002800)-(PT-RU)

9. JIATA IEPBUYHOM PETUCTPAIIMM (ITIOJATBEPXKJIEHUS PETUCTPAILIAH,
MNEPEPETUCTPALIUN)

JHara nepoii peructpanuu: 19 urons 2023 r.

10. JATA IIEPECMOTPA TEKCTA

OO61mas xapakTeprucTUKa JIEKapCTBEHHOI 0 Mpenapara Banrpekc noctynHa Ha nH()OpPMalOHHOM
noprane EBpa3zuiickoro sSKOHOMHYECKOIO CO03a B MHPOPMAIIMOHHO-KOMMYHHUKAIIMOHHONW CEeTU
«Murepuet» http://eec.eaeunion.org/.
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