COOTBETCTBYET IKCNEPTHOMY OTYETY
~ 0720.09.2024 N=20160
OBILASI XAPAKTEPUCTHUKA JEKAPCTBEHHOFO TIPEITAPATA 7005

1. HAMUMEHOBAHUE JJEKAPCTBEHHOI'O IIPEITAPATA
BAJIALIMKJIOBUP BEJI®APM, 500 mr, TabIeTKH, MOKPHITHIEC TNIEHOYHOW 000JTOYKOM.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB
JleficTBy1o1I€€e BEIECTBO: BAIALUKIIOBUD.
Kaxxnas tabnerka comepxut S00 Mr BajaniukioBupa (B BUE THAPOXIOPUIA).

[TonHbIM IepeyeHb BCIOMOTaTeIbHbBIX BEIIECTB MPUBENIECH B pa3aene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabyeTku, MOKPHITHIC TNIEHOYHOU 000TOYKOM.

OBaJIbHBIC TBOSIKOBBITYKJIbIC TaOJIETKH, MOKPHITHIC IJICHOYHOW OOOJIOUKOM, OEI0ro WM MOYTH
Oernoro mBera.

Ha nmonepeunom paspese BHyTpeHHUH CIIOM Oeoro Wiy MoYTH OEIoro IBETa.

4. KIMHUYECKHUE JAHHBIE

4.1. IToka3aHus1 K NPUMEHEHHUIO

. IIpenapatr BAJIAIIUKJIOBUP BEJI®APM noxka3zaH K HNPUMEHEHHMIO y B3pOCIBIX H

IIOJIPOCTKOB B Bo3pacTe oT 12 o 18 nert:
— JUI JIe4eHUs WHQEKIUH KOXH U CIM3UCTBIX 000JI0YEK, BBI3BAHHBIX BUPYCOM
npoctoro reprneca (BIII'), Bkmrowyas BHepBbIE BBISIBICHHBIM W PEIUIABHPYIONTUN
reHuTaNbHBINA reprec (Herpes genitalis), a Takkxe naduanbHbIA reprec (Herpes labialis);,
— Ui MPOQUIAKTUKUA (CYNPECCHH) PELUIMBOB WHQEKIUH KOXH M CIM3UCTBIX
obomoyek, Bei3BaHHBIX BIII', BKITIOYas TeHUTANBHBIN reprec, B TOM YUCIIE Y B3POCIBIX C
HMMYHOAC(PHUIIUTOM;
— 1l poUIakTUKKH WHQEKIN, BBI3BaHHBIX IuTOMerasoBupycom (ILIMB), u
3a00JIeBaHUI TIOCIIE TPAHCIUIAHTALUY TAPEHXUMATO3HBIX OPTaHOB.

. IIpenmapatr BAJIALIUKJIOBUP BEJI®APM mnoka3aH K IpPHUMEHEHUIO Y B3pOCIBIX B

Bo3pacTe oT 18 ser as geueHus onoscheiBaomiero reprueca (Herpes zoster) u 0QpTaabMHUYECKOTO

OIOSICHIBAIOIIIETO repIieca.

4.2. Pe:kuMm 103MPOBAHUSA U CIOCO0 MPUMEHEHM I

PexxuM 103UpoBaHus

Jleuenue qubeKI/ﬂ/lIz KOooCu u Causucmulx 060]10‘161(', svizeanunvix BIII, exnouas enepevle

8bIAGIEHHBLIL U peyuousupyrowull 2enumanvHulil 2epnec (Herpes genitalis), a maxoice nabuanvoiii
1



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

eepnec (Herpes labialis)

Hyvmynokomnemenmuvie 83pociavie U noopocmku 8 eozpacme om 12 0o 18 net

Pexomennyemas nosa coctasisier 500 mr 2 pa3a B CyTKH.

B ciyyae peuuauBoB jedeHUE TOJDKHO MPOJOJDKAThCA 3 wiau S5 nHed. B cinydyae mepBHUYHOTO
repreca, KOTOpbI MOXKET MPOTEKaTh B Oosiee TsKesnoi (opMme, TedeHHue cieyeT HauuHaTh Kak
MOYKHO paHblIe, a €ro NMpOoJODKUTEIBHOCTh JOJDKHA ObITh yBenuueHa ¢ 5 go 10 nueit. Ipu
peunauBax BIII' Hanbonee BepHBIM CUHMTAETCs HA3HAUYEHHUE Ipernapara B IMPOIPOMAIbHOM
HEepuoJie WIN Cpa3y e IOcie MOSBIEHHUS MEpPBbIX CUMITOMOB 3aboieBaHusd. IIpumenenue
BaJIALIMKJIOBAPA MOKET IIPEIOTBPATUTD Pa3BUTHE MOPAKCHMS, €CIIU €r0 MPUMEHSTh IIPU NEPBBIX
IIPU3HAKaX U CUMIITOMAax peuuanBa, BeisBaHHoro BIII.

B kayecTBe aibTEpHATHUBHOTO JIEUEHHUs JlabMaibHOro repreca 3((EeKTUBHO Ha3zHAUYCHUE
npenapara B g03e 2000 mr 2 pasza B cyTKd B TeueHue 1 cytok. Bropas mo3a qomkHa ObITh MpUHSITA
NpUOJIM3UTENBHO Uepe3 12 yacoB (HO HE paHblIe, YeM Yepe3 6 4acoB) MOCIIE IpreMa MepBOi T03bI.
[Ipn ucnonb30BaHMM TAaKOIO peXuMa JO03UPOBAHUS IMPOJOJDKUTEIBHOCTD JIEUEHHUS HE JOJDKHA
npeBbllIaTh | CyTKM, TaKk Kak IPEBBIIEHUE MPOJOJKUTENBHOCTH 3TOTO Kypca JIEUEHUs He
IIPUBOJUT K JONOJHUTEIBHON KIMHUYECKOU MOJIB3E.

Tepanust nomkHa OBITH HAYATa NPH MOSIBIICHUH CaMbIX PAHHUX CUMIITOMOB JIaAOHUAIBbHOTO repreca
(T.e. MOLIUMBIBAHUE, 3y, JKKECHHUE).

IIpogpunaxmuka (cynpeccus) peyuousos ungexkyuii Koxcu u cIusucmulx o00I0YeK, bl36AHHbIX
BIIT, exntouas cenumanvhbvili 2epnec, 8 Mmom ducie y 63poCiblx ¢ UMMYHOOePUYuUmom

Hummynokomnemenmuolie 83pociible U noOpocmKu 8 eozpacme om 12 0o 18 1em

Y UMMYHOKOMIIETEHTHBIX MTALIMEHTOB peKoMeHayemast 10o3a cocrasiseT 500 mr 1 pa3 B cyTku.
UYepes 6—12 mecsiiieB jgeueHnst HEOOXOIMMO OLEHUTH Y3PPEKTUBHOCTD TEPATHH.

Bspocavie ¢ ummyrnooeduyumom

YV B3pOCIBIX MAIMEHTOB ¢ UMMYHOIE(PHUITMTOM peKOMeHayeMas j103a coctasisieT 500 mr 2 pa3a B
CYTKH.

UYepes 6—12 mecsiiieB jgeueHust HEOOXOIMMO OLEHUTH YPPEKTUBHOCTD TEPATHH.

Ilpogpunaxmuxa unghexyuii, 6vizeannvix L[[MB, u 3abonesanuii nocie MpaAHCNIAHMAYUU
NapeHxXUMamo3sHvlX Op2aHO8

Bspocavie u noopocmku 6 sospacme om 12 0o 18 1em

Pexomennyemas noza cocrasisier 2000 mr 4 pa3a B CyTKH, Ha3Ha4aeTCsl KaK MOXHO paHBbLIE,
MocJie TpaHcIUIaHTauu. J{o3y cienyeT CHUXKaTh B 3aBUCUMOCTH OT KJIMPEHCA KpeaTHHUHA.
[Tpo10KUTENTBHOCTS JIeUeHUsT 00BIYHO cocTaBiseT 90 THEH, HO y MAIMEHTOB C BEICOKUM PHUCKOM
KypC JI€UeHUsI MOKET OBITh MPOJIJICH.

Jleuenue onosicslearoweco cepneca (Herpes ZOStel”) u Od)maﬂbMuQQCKOZO onoscoelearouieco
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 20.09.2024 N= 20160
(NOCNEOCBATENEHOCTE 0008)

cepneca

Pexomennyemas no3a it B3pocibix coctasisieT 1000 Mr 3 pasa B cyTKU B TeueHue 7 JHEM.

Oco0ble rpyInel NAKMEHTOB

Hauuenmw NOJ2HCUTIOC0 803pacma

Heo0OxoauMo yunuThIBaTh BO3SMOXKHOE HapyllleHne (QYHKIMM TOYEK Y MalHdeHTOB MOXKUJIOTO

BO3pacTa, 7032 Ipernapara J0JHKHA ObITh COOTBETCTBYIOIIUM 00pa3oM CKOPPEKTUPOBAHA.

Heo6xoanmo noanepkuBath aleKBaTHBIA BOJHO-3JIEKTPOIIUTHBIN OanaHc.

Iayuenmoi ¢ HapyweHnuem gyHKyuy novex

Jlo3y mpenapara peKOMEHAYETCS yMEHbIATh Y MalHWEHTOB C BBIPAXKEHHBIM HapylIeHHEM

¢GyHKIMU TOYeK (CM. PEXHUM J03MpOBaHUS B Tabmuie 1). Y Takux NalMeHTOB HEOOXOIUMO

MOJIJICP)KUBATH a/ICKBATHBIN BOHO-3JIEKTPOJIUTHBIN OaaHc.

Tabmuua 1. Koppekuus 10361 penapara ajsi IPUMEHEHUS Y B3pOCIbIX U MOAPOCTKOB B BO3pacTe

ot 12 no 18 net ¢ HapymieHreM GyHKIIUH ITOYEK

Knupenc
Jo3a
ITokazanus KpEaTUHUHA,
mpenapara
MJI/MHH
OmnosiceIBatOLIMi reprec U oranbMUYecKui He meHee 50 (1000 mr3 pasa B cyTku
OTOSICBIBAIOIIUI Treprec y ot 30 mo 49 1000 mr 2 pa3a B CyTKH
MMMYHOKOMIIETEHTHBIX B3POCIIbIX (JIE€UEHUE) ot 10 1o 29 1000 mr 1 pa3 B cyTkn
Menee 10 500 mr 1 pa3 B cyTku
BIII" (neuenue)

MMMyHOKOMIIETEHTHBIE B3POCIIbIE U TOJIPOCTKH

He MeHee 30

500 Mr 2 pasa B CyTKHu

B Bo3pacte oT 12 o 18 ner MmeHee 30 500 mr 1 pa3 B cyTku
JlaGuanbHBIN Teprec y ”UMMYHOKOMITETEHTHBIX He meHee 50 [2000 mr 2 pa3a B CyTKH
B3pOCJIBIX U TOAPOCTKOB B Bo3pacte oT 12 1o 18 | o1 30 10 49 ({1000 mr 2 pasza B CyTKu
JeT (JIeueHue) ot 10 10 29 500 mr 2 pa3a B cyTKH
menee 10 500 mr 1 pa3 B cyTku

BIII" (mpodmmaktuka (cynpeccusi))

MMMYHOKOMIIETEHTHBIE B3POCIIBIE U ITOAPOCTKU B

He menee 30

500 mr 1 pa3 B cyTku

BO3pacTe ot 12 go 18 ner menee 30 500 mr 1 pa3 B 1BO€ CYTOK
B3pocnbie ¢ ummyHOoaehunTOM He meHee 30 (500 mr 2 pa3a B CyTKH
MmeHee 30 500 mr 1 pa3 B cyTku
[Ipodunakrruka nHpekmii, BeI3BaHHbIX, LIMB, y| He menee 75 |2000 mr 4 pa3a B cyTKu
B3POCJIBIX U TOAPOCTKOB B Bo3pacte oT 12 1o 18 | o1 50 o 75 (1500 mr 4 pasza B cyTku
JeT ot 25 10 50 {1500 mr 3 pasa B cyTkH
ot 10 1o 25 |1500 Mmr 2 paza B CyTKu
MmeHee 10 1500 mr 1 pa3 B cyTkn
Wik y
MAIMEHTOB
Ha TeMO/IH-
annse

Lononnumenvras qu)ODMCZuu}l 0151 _NOKA3AHUA. _JeyeHue qu)eKum? KOo#CU U Cau3ucnivlx

O6OJZO‘[€K, sulzsannbix BIIL, exnouas enepevie 8bleIeHHbIL U PeUUOUSUPVIOUUL 2eHUMANbHbI
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 20 ':lE:E':lE-'i Mz 20160 _
cepnec (Herpes genitalis), a maxoice 1abuanvbusiti 2epnec ﬂﬁgm—g%ﬁ%ﬁ}'ﬁﬂbHuC Tb 0006)

OnbIT NpUMEHEHHUs Ipernapara y JeTed CO 3HAUYEeHUSMH KIHpEHCa KpeaTWHUHA MEHee
50 mu/mun/1,73 M? OTCyTCTBYET.

Jlonoanumenvras uHdopmauus 0 nokasanusa: npodurakmuxa ungexyul, govizeannvlx LIMB, u

3a001e6anull nocie mpaHcniarnmayuu nadpeHxumantosHbvlx opeaHos

Heo6xoanMo 4acTo ompenensTh KIMPEHC KpeaTWHUHA, OCOOCHHO B MEpPHOJ], Korjaa (DyHKIIHS
NOYeK OBICTPO MEHSETCs, HampuMmep, Cpa3y Iocle TPAHCIUIAHTAMU WM TPUKHUBICHUS
TpaHCIIAHTaTa, IPU 3TOM J[03a Mperapara KOPPEKTUPYETCS] B COOTBETCTBUH C IOKA3aTEIIMHU
KJIMpEHCa KpeaTHHHUHA.

Lonoanumenvras qubopMauuﬂ O0/15._NOKA3AHUSL. _IeYeHUe onosicselearnuieco ecepneca (Herpes

zoster) u OGbmaJZbMMQQCKOZO onoscselearuieco cepneca

[Ipenapar crnegyer MNpPUMEHSTh IOCIA€ TEeMOAMAIN3a y TMAlMEeHTOB, KOTOPHIM IMPOBOJISAT
MEPUONYECKUN TEMOIUATIU3.
THayuenmoi ¢ HapywieHuem QYHKYuU neveHu
Ha ocHoBaHuu uccinenoBaHus ¢ NIPUMEHEHUEM OJHOKpPATHOM 103bl BasanukioBupa 1000 mr y
B3pPOCJIBIX MAlMEHTOB C I[UPPO30OM TIE€UEHU JETKOM WM CpeJHEel CTeNneHu TsKecTH (mpu
COXpPaHEHHON CHHTETHYECKOW (YHKIMH TeYEHU) KOPPEKIMU J03bI MIperapara He TpeOyeTcs.
®apMaKOKMHETUYECKUE JIaHHBIE Y B3POCIBIX MNAIMEHTOB C TSKEJIOW CTENEHBbIO HapyHICHUs
GYHKIINY TIeYeHU (JEKOMIICHCUPOBAHHBIM LIUPPO30M), C HAPYIICHUEM CUHTETHUECKON (YHKITUU
NEYeHH U HAJIWYUEM T[OPTOKABAJIBHBIX aHACTOMO30B TaK)Ke HE CBHUACTEIbCTBYIOT O
HEOOXOJUMOCTH KOPPEKIMH J03bl Tpernapara, OJHAKO KJIMHUYECKUH OMBIT MHpPH JaHHBIX
MATOJIOTUSX OTPAHUYEH.
Nudopmanus o nozax 6onee 4000 Mr B CyTKH IS TAITUEHTOB ¢ MHPEKIUSIMU, BeI3BaHHBIMU BIIT
u [IMB, yka3zana B paznene 4.4.

eTu
Llemu 6 6o3pacme om 12 nem
Pexxum noszupoBanust anst geteit ot 12 1o 18 neT He oTIMYaeTCsl OT peXuMa JO3UPOBAHUS IS
B3POCIIBIX.
Jlemu 6 sospacme 0o 12 nem
BezomacHocTh 1 3eKTUBHOCTH TIpemapaTa y JeTeil B Bo3pacte A0 12 JeT He YCTaHOBIEHBI.
JlaHHBIE OTCYTCTBYIOT.
Jemu 6 e6o3pacme om (0 0o 18 nem c onosacvigarOwum 2epnecom u oQmanrbMuyecKum

ONnosACvLEAIOWUM cepnecom



COOTBETCTBYET IKCNEPTHOMY OTYETY
. aT 20 ':lE:EClE-'i Mz 20160 _
ITo nmoxazanuio «JledyeHue OMOACHIBAIOIIETO repreca’ QHM&J%@%I)EQE'U&T%&&%&MO

onosiceiBatomiero repnecay npenapar BAJIAIIMKIIOBUP BEJI®APM y nereli B Bo3pacte OT
0 no 18 net He npumensiercs. bezonacHocts U 3)p(HEKTUBHOCTH HE YCTAHOBIICHBI.
Crioco6 nmpuMeHeHus

[Ipenmapar BAJIAIIUKJIOBUP BEJI®APM npuHumaeTcs BHYTpb, 3amnuBas BOJOWN, BHE

3aBUCUMOCTH OT IIPUEMA IUIIH, B OTHO U TO K€ BPEMsI Ka)KJblii IEHb.

4.3. [IlpoTuBONOKA3aHUS

- I'unepuyBCTBUTENBHOCT, K  BalallUKIOBUPY, AaUUKIOBUPY WIM K JIIOOOMYy U3
BCIIOMOTaTeIbHBIX BELIECTB, IEPEUNCIIEHHBIX B pa3zaene 6.1.

- Herckuii Bo3pact 1o 12 ner.

- Herckuii Bo3pacT 10 18 yler mnpu  JIeYEHMM ~ ONOSACHIBAIOLIETO repreca MU
0(TaIbMOIIOTUYECKOTO OMOSICHIBAIOILETO repIieca.

4.4. OcoOble yKa3aHUs U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHUH

C 0CTOPOKHOCTBLIO

- VY nanueHToB ¢ NOYEYHON HEA0CTaTOYHOCTHIO.
- VY manmeHToB ¢ KIMHUYECKHU BhIpakeHHbIMH (hopmamu BUY-unpexunu.
- [Tpu oHOBpEMEHHOM MpHEME HE(PPOTOKCHUHBIX JICKAPCTBEHHBIX CPEICTB.

Oco0snle yKkazaHus

Tuopamayus

Y manueHToB ¢ PUCKOM JCTUIPATAIIUN, OCOOCHHO Y TAITUEHTOB MOXKUIIOTO BO3pacTa, HEOOXOMMO
00ecreunTh aeKBaTHBIM BOTHO-3JICKTPOIUTHBINA OaaHC.

Ipumenenue y nayuenmos ¢ HapyueHuem QYHKyuu nouex u y NayueHmos noJCUiLo20 803pacma
[TockonbKy aruKIOBUP BBHIBOJUTCS MOYKAMH, HEOOXOIUMO YMEHBIIUTH O3y BaJallMKIOBHpA Y
NAIUEHTOB C HapymieHueM (YHKIUU TO4YeK. Y TMAlHEeHTOB MOXKUJIOTO0 BO3pacTa MOXKET
HAOJI0JIATHCSl HapylIeHHe (QYHKIUU MOYEK, MMOATOMY CIEAYET PACCMOTPETh YMEHBIICHUE 03B
JUISE 3TOW TPYIIBl ManueHToB. Kak ManueHThl TOXKWIOTO BO3pacTa, TaK W TAIlMEHTHI C
HapylIeHreM (pyHKIIMH IIOYEK BXOIST B TPYIITY MOBHIIIEHHOTO PUCKA Pa3BUTHS HEBPOJIOTHIESCKIX
OCIIO’)KHEHUH, TAKUM TaIlMeHTaM HEe00XO0IUMO 00ECIIeYUTh TIIATEIbHBIN BpadyeOHbBII KOHTPOIIb.
Kak mpaBuiao, 3TH peakliid B OCHOBHOM HOCST OOpAaTHMBIM XapakTep B CIIy4ae OTMCHBI
mperapara.

Jleuenue nabuanvrozco eepneca u npogunaxkmuxa LIMB-ungexyuii u 3a601esanuii

Ilpumenenue 8vICOKUX 003 B8ANAUUKTOBUPA NPU HADYULCHUU qbwucuuu neyenu u nocie nepecaoku

neyeHu
Her maHHBIX 0 MpUMEHEHHH MpernapaTa B BRICOKUX 103ax (4000 Mr B CYTKH U BBIIIIE) y TTAIIMEHTOB

¢ 3a0oJieBaHUEM NEYCHU, MOITOMY TAKUM MAUCHTAM BBICOKUC O3Bl IIpCliapaTa JOJI?KHBI
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
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HA3HAYAThCS C OCTOPOKHOCTBIO. ClieUabHbIE ccnenoég{'ﬁ:ﬂ’Hggév&éﬁmlﬁﬁggfr%@ffﬁbam

IpY TepecajKe MeYeHru He NpoBoamiInch. OHaKo, ObUIO YCTaHOBIEHO, YTO MPO(PUIAKTHUECKOE
HAa3HA4YCHUC aI_II/IK.HOBI/Ipa B BBICOKUX J03ax YMGHBH_IaeT HpO}IBHeHI/IH
[IMB-unadexnmnmn u 3a001eBaHUs.

Hcnonwvzosanue npu cenumanbHom cepnece

[TaunenTam cienyeTr BO3AEPKUBATHCS OT MOJIOBBIX KOHTAKTOB MPH HAJIUYUU CHUMIITOMOB, JaXKe
€CIIU JIeYeHUE POTUBOBUPYCHBIM IIPETapaToM BaJlAlIMKIOBUP yxke Obl1o HauaTo. CymnpeccuBHas
Tepanusi IMpernapaToM CHUXKAET PHUCK IMepeAayd TEeHUTAIbHOIO Tepreca, HO IOJIHOCTbIO HE
UCKJTIIOYAaeT PUCK MH(GUIIMPOBAHUS U HE MPUBOAMT K MOJHOMY HU3jieueHHto. Tepamnus npenaparom
PEKOMEHAYETCS B COYETAHNU C HAJACKHBIMHU CPEJICTBAMH OapbepHOM KOHTpAICTIINH.
Jlexapcmeennas peakyus ¢ 203unogpunueni u cucmemuvimu npossnenuamu (DRESS-cunopom)

Ha ¢one neuenust BananukioBupom coobmanoc o DRESS-cunapomMe, KOTOphIii MOXKET OBITH
YIPOXKAIOLIUM SKU3HM WIU CMepTeNbHbIM. [IpM Ha3HayeHWM Mpenapara MalleHTa CIeayeT
03HAaKOMHUTH C Mpu3HakamMu u cumnrtomamu DRESS-cunapoMa u TIIatenbHO OTCIEKUBATH
KOXHbIE peakuuu. [Ipu nosiBlieHnH NPU3HAKOB U CUMIITOMOB, CBH/IETEIBCTBYIOIIUX O PA3BUTUU
DRESS-cunnpoma, nmpueM BallallMKIOBHpPA CIEAYET HEMEIJIECHHO OTMEHHTh M PAaCCMOTPETh
BOIPOC 00 albTEPHATHBHOM JIeueHUHU (B ciiydae HeoOxoaumoctn). Ecnu y manmuenTa pa3Buics
DRESS-cunapom Ha GoHE MpUMEHEHHs BaJallUKIOBUPA, JICUCHNUE BAJAIIMKIOBUPOM Y JAHHOTO
NalMeHTa HU B KOEM CIIydae B JAIbHEHIIEM Helb3s BO30OHOBIIATD.

4.5. BzaumoaeiicTBue ¢ IPYruMHu JIEKAPCTBEHHBIMHU NpenapaTaMu U Ipyrue BUabl
B3aNMOJAEHCTBUSA

Knunudecku 3HaunMble B3aUMOJICHCTBHS HE YCTAHOBJICHBI.

ALMKJIOBUDP BBIBOJUTCS MOYKaMHU, B OCHOBHOM, B HEU3MEHEHHOM BHU/JI€ TTOCPEICTBOM aKTHUBHOM
noueyHo cekpeunu. CoyeTaHHOE NMPUMEHEHHE JEKApPCTBEHHBIX CPEJCTB C 3TUM MEXaHHU3MOM
BBIBE/ICHUS MOXKET IIPUBECTHU K MOBBIIIEHUIO KOHIEHTPAIlMHU allMKIOBHpPA B IJIa3ME KPOBH.
[Mocne nHa3zHaueHust BanamukiaoBupa B go3e 1000 Mr u mpenapaToB IUMETHUIMH, MPOoOEHENH]I,
KOTOpBbIE BBIBOJATCS TEM XK€ IyT€M, YTO M BaJalMKIOBHp HaOmionaercs mnosbimeHne AUC
aI[MKJIOBHpA M, TaKUM 00pa3oM, CHUXKAETCs MOYEYHBIH KIUPEHC alMKiIoBHpa. TeM He MEHee,
BBU/Iy IIMPOKOTO TEPANeBTUUECKOI0 MHEKCA allUKIOBUPA, KOPPEKLIUU 1035l BAJIAIUKIOBUpPA HE
Tpebyercs.

[Ipu neuennn nabuanbHOrO repreca, NPOPHUIAKTHKE U JIeUeHHH 3a00JIeBaHnH, BbI3BaHHBIX [[MB
HE00X0IUMO COOJII0IaTh OCTOPOKHOCTD B CITydae OAHOBPEMEHHOTO MPUMEHEHUS BaJIallUKIOBUPA
B Oosee BhICOKHMX a03ax (4000 MT B CYyTKM M BBIIIE) M JIEKAPCTBEHHBIX IMPENAapaTOB, KOTOPHIC
KOHKYPHUPYIOT C allUKJIOBUPOM 3a MYTh BBIBEJICHUS, TAK KaK CYIIECTBYET MOTEHIIMATIbHAs YyIpo3a

IMOBBIIICHUA B IIJIa3MC KPOBU KOHICHTpAllMK OJHOI'0 WA obounx npemnaparoB, HIHW HX
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

MuKoQeHonata Moderuna (MMMYHOJCIPECCAHT, MPHUMEHSAEMBbIH y TAIMEeHTOB IIOCHe
TPaHCIUIAHTALMK OPTAHOB) MPU OJHOBPEMEHHOM IPUMEHEHUH 3TUX MPETapaToB.

Heobxomumo Takke COOMIOJATh OCTOPOXKHOCTH (MOHUTOPUHT (PYHKIIMH TOYEK) MpHU
OJIHOBPEMEHHOM TNPUMEHEHUH BAJALMKIOBUPA, B YACTHOCTH Y MAIlMEHTOB C HapylleHUEM
(GyHKLIMY TIOYEK WU TP IpueMe B 0oJiee BHICOKHX a03ax (4000 Mr B CyTKHU U BBIIIE), a TAKXKE B
COYeTaHUM C HEeYPOTOKCHMYHBIMH TperapaTamMM, B TOM 4YHCIE aMHHOTJIHMKO3HMJAMH,
OPraHMYECKUMH COCJUHEHHUSIMH IUIaTUHBI, HOJWPOBAHHBIM KOHTPACTHBIM  BELIECTBOM,
METOTPEKCATOM, IEHTAMUAUHOM, (POCKAPHETOM, IIUKIIOCIIOPUHOM U TaKPOJIUMYCOM.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JAKTAUMS

bepeMeHHOCTD

HmeroTcst orpaHnyeHHbIEe JaHHBIE O TPUMEHEHNHU BalalluKIoBUpa rnpu 0epemennocTH. [Ipenapar
cleyeT MPUMEHSATh TpU OEPEeMEHHOCTH TOJIBKO B TOM Cllydae, €CJId MOTEHIMaIbHas MMoJIb3a s
MaTepH MPEBOCXOANUT MOTEHIUATBHBIA PUCK VIS TUIO/A.

B perucrpax OGepeMeHHBIX ObUIM 3aJJ0KyMEHTHPOBAHBI HCXOJbl OCPEMEHHOCTH Y >KCHILIUH,
NPUHUMABIINX BaJAlUKIOBUD WM JIpYTrHUe IMpenaparthl, coAepikallie aluKIOBUDP (ALUKIOBUD
SBJISICTCSI aKTUBHBIM MeTaboauToM mpenapara), 111 u 1246 nabmroaeHuil, COOTBETCTBEHHO (U3
KOTOPBIX 29 1 756 mpuHUMaJIH NpenapaTsl B IEPBOM TpUMECTpe OEpeMEHHOCTH ), PEICTABIISIIH
co0oi HcXoabpl OEpEeMEHHOCTH, 3apETUCTPHUPOBAHHBIC IPOCIEKTUBHO. AHAIU3 JaHHBIX,
MPEJICTABICHHBIX B perucrpe OepeMEHHBIX, IMOJBEPraBIIMXCS BO3ACHCTBUIO allUKIOBUpA, HE
BBISIBUJI YBEJIMYCHHS] YHUCIIa BPOXKACHHBIX A€(PEKTOB y UX JeTe MO CpaBHEHHIO € oOIen
HOMYJSAIUed, HM TO OJHOMY M3 IOPOKOB pa3BUTHS HE BBIBICHO CHEIM(PUUYHOCTH WIH
3aKOHOMEPHOCTH, YKa3bIBAIOIIMX HA 00IIyI0 MpuunHy. IlockobKy B peructp 6epeMeHHBIX ObLIO
BKJIIOUEHO HEOOJbIIOe KOJWYECTBO IKEHIIWH, NPUHUMABIIMX BaJAllMKIOBUpP BO BpeMs
OepeMEeHHOCTH, TO JOCTOBEPHBIX M OMPEIECICHHBIX 3aKIIOYEHHH 0 0€30MacHOCTH MPUMEHEHUs
BAJIALIMKIIOBUPA MTPU OEPEMEHHOCTH CJIENIaTh HETIb35l.

JlakTanus

AIMKJIOBUP, OCHOBHOW META0OJUT BaJallMKIOBUpa, MPOHHKAET B TpymHoe Mojioko. [locie
npuema BaanukiaoBupa B 03¢ 500 Mmr BHYTph Cmax B TpyIHOM MoJioke B 0,5-2,3 paza (B cpeaHemM
B 1,4 pa3a) npessbliana COOTBETCTBYIOLIME KOHIIEHTPALMM allUKJIOBUpA B IUIa3Me KPOBU MaTEPH.
CootHomenne 3HaueHuit AUC anukiioBupa B rpyaHoM Monoke Kk AUC B CBIBOPOTKE KpOBHU
MaTepH BapbUpoBaIuCh oT 1,4 10 2,6 (cpennee 3nauenue 2,2). CpenHee 3HaUCHHE KOHIICHTPAIUA
aIMKJIOBHPA B TPYAHOM MOJIOKE COCTaBIsuIo 2,24 Mkr/mi (9,95 mxmone/n). [Ipu npueme matepbio
BananukioBupa B 103e 500 mr 2 pa3a B CyTKH JAE€TH, HAXOASAIIUECS HA TPYAHOM BCKApPMJIMBAHHH,

MMOoABCPTar0TCA TAKOMY KC BO3I[€I>1CTBHIO AllMKJIOBUPA, KaK IIpU MMPUCME €ro BHYTPb B 103€ OKOJIO
7
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

IJ1a3MbI KPOBHU.
BayanykioBup B HEU3MEHEHHOM BUJIE HE OIIPEAECISIICS B IIa3Me KPOBU MaTepH, IPYAHOM MOJIOKE
win Mode pebeHka. Ilpenapar cienyer Ha3HayaTh C OCTOPOXKHOCTBIO JKEHIIMHAM B INEPHUOJ
TPYAHOTO BCKAPMIIMBAHHUS.

Tem He MeHee, alMKIOBUD JUIsi BHYTPUBEHHOI'O BBEACHUS IpuMeHsercs i nedenus BIID y
MITaJIeHIIeB B 103€ 30 MI/KI/CyTKH.

DepTHILHOCTE

B unccienoBaHusix Ha KUBOTHBIX BaJIALMKIOBUP HE OKa3bIBaJ BIMAHUA Ha (EePTHIILHOCTb. TeM
HE MEHee, IPUMEHEHHUE BBICOKUX J103 allMKJIOBHpA MPU MapeHTEepaIbHOM BBEIACHUU BBI3BIBAJIO
TECTUKYIApHBIE 3()(PEKTHI y KpbIC U cOOaK.

HccnenoBanuss mo BIMSHUIO BalalMKIOBUPAa Ha (PEPTUIIBHOCTH y JIIOJIEH HE MPOBOIMIKCE.
OpnHaxo He OBLIO 3aPETUCTPUPOBAHO U3MEHEHUI B KOJIMYECTBE, MOABMKHOCTH U MOPQOJIOTUU
criepMaTo30u10B y 20 malrueHToB yepe3 6 MecsIeB €KeIHEBHOTO MPUMEHEHUS BaJIAlMKIOBUPA B
no3ax ot 400 mr 1o 1000 mr.

4.7. BausiHue Ha CMOCOOHOCTH YNPABJATH TPAHCMOPTHBLIMH CPeACTBAMH M PadoTaTh €
MeXaHHu3MaMH

HeobxonmuMo y4uThIBaTh KIMHUYECKOE COCTOSHUE MAIlMEHTa W MPOQPWIb MOOOYHBIX pPEaKIIHii
BaJIAIIMKJIOBHUPA MPH OLIEHKE CITIOCOOHOCTH MAIMEHTa YIPaBIATh ABTOTPAHCIIOPTOM HIIHA JPYTUMU
MeXaHU3MaMH, TPEOYIOIIUMH ObICTPOTHI IICUXOMOTOPHBIX PEAKIIUMA.

4.8. HexkenaTeibHble peakuuu

PesroMe HexxenaTeabHbIX peaKIni

HexenatenpHple peakuu MPEICTaBICHBI B COOTBETCTBUU C MOPAKEHUEM OPTaHOB M CHCTEM
OpraHOB B TIOCJEIOBAaTEIbHOCTH MEIUIMHCKOTO cloBaps MJii HOPMaTHUBHO-IIPaBOBOM
nestenbHOCTH (MedDRA). YacTtoTa BO3HUKHOBEHMsI ONpPEAEsIach B COOTBETCTBUHM CO
CIIEYIOIIUMHU KaTeroOpusMu: o4eHb acto (>1/10), gacto (>1/100, vHo <1/10), Hewacto (>1/1000,
HO <1/100), peaxo (>1/10000, no <1/1000), ouens penko (<1/10000), gacrora HensBecTHa (Ha
OCHOBaHUU UMEIOUINXCS JAHHBIX OLEHUTh HEBO3MOXKHO).

Jlannvle KIUHUYECKUX UCCIe008AHULL

Hapywenus co cmopoust HepsHoU cucmemsl. 9aCTO — FOJI0BHAS 00JIb.

JKenyoouno-xuweunvie napyuienus: 9acTo — TOLIHOTA.

ﬂaHHble nocmmapKemuHco6sblx uccnedosanuil

Hapywenus co cmopoust kposu u JzuMd)amuquKoﬁ cucmemsl. OUYCHb PCIAKO — HeﬁKOHeHHH,

TpOMGOI_II/ITOHeHI/IH. B OCHOBHOM, JICHKOIIEHUS HaG.HIO,Z[a.HaCB Y HanueHTOB CO CHUIKCHHBIM

HMMYHUTCTOM.
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Hapywenus co cmoponvt ummynnou cucmemol: DUCHb Dé%ilEMEJ&QEHbC Th Doos !

Hapywenus co cmoponvl _HepsHOU _cucmemvl U NCUXUYECKUE HAPYULCHUS: peaxKo —

TOJIOBOKPY>KCHHUC, CITYTAHHOCTL CO3HAHUWS, rAJUTIOLIMHAIIMKU, YTHCTCHUC CO3HAHHUA; OYCHb PCAKO —
QKUTAIHSL, TPEMODP, aTAKCHUs, AU3APTPHUS, ICUXOTUIECCKHE CHMIITOMBI, CYIOPOTH, SHIIe(amonaTs,
koma. [lepedrciieHHBIE BBIIIE CHMIITOMBI, B OCHOBHOM, OOpaTUMBbI U OOBIYHO HAOIIOJAIOTCS Y
NAalMEeHTOB C HapylmeHHeM (QYHKIMU TOYeK WIM Ha (QOHE JPYrux Mpeapacroyiararonux
cocrosgHuul. Y B3POCJIbIX MAIIUCHTOB C TPAHCINNIAHTUPOBAHHBIM OPraHOM, IMOJYYAlOIIUX BBICOKHC
1036l (8 T B JIeHb) BanarukioBupa s npodunaktuku [IMB — uHdeknuu, HEeBposornueckue
peaKIiy pa3BUBAIOTCS Yallle, YeM IpU pruemMe 0oJiee HU3KHX J103.

Hapywenus co cmoponvl 0blxamenbHoU CUCmeMbl, 0p2an08 2PYOHOU KIemKU U Cpe0O0CmEeHUs.:

HCYaCTO — OAbIIIKA.

Kenyoouno-kuuieunvie HapyuieHus: peko — TMCKOMGOPT B )KUBOTE, PBOTA, JUapes.

Hapywenus co cmopouvi _nevenu u .?fC‘eJZ’{QBbl@O()}lWMX nymeii: O4YEHb PEAKO — 06paTI/IMBIe

HapylmeHus (YHKIMOHAJIBHBIX TEYEHOYHBIX IpOo0, KOTOpble HMHOTJA pPACLEHHMBAIOT Kak
IIPOSIBJIICHUE TEIIATUTA.

Hapywenus co cmopouwvr _xoorcu u NOOKOJICHbIX _MKaHel. HEYacTo — BBICBIITAHUA, BKJIIOYast

NpOSIBIICHUST  ()OTOUYBCTBUTENBHOCTH; PEOKO — 3yI; OYEHb pEAKO — KpaluBHUIIA,
AHTMOHEBPOTHUYECKUI OTEK; YacTOTa HEU3BECTHA — JIEKAPCTBEHHAS] pEaKlUs C Y03MHODUIHEH U
cuctemabiMu niposiBneHusiMu (DRESS-cunapom) (cMm. paznen 4.4).

Hapywenus co cmoponvl _nouex u MOU@@blBO()ﬂmux nymeii: HEYaCTO — reMarypus (‘IaCTO

CBsI3aHHAS C IPYTUMH HapyIICHUSAMH CO CTOPOHBI OYEK); PEIKO — HapyIIeHHE (QYHKITUH MTOYCK;
OYCHb PEJIKO — OCTpast MOYEYHAasl HEJIOCTaTOYHOCTh, MMOUYeYHAasA KouKa. [loyeuHast KoJauKa MOXeT
OBITH CBsi3aHa ¢ HapymeHneM (pyHKuH modyek. CooOmanock o ciiydasx OCaXICHHUS KPUCTAIIIIOB
aIMKJIOBHPA B IIPOCBETE IMOYCYHBIX KaHaNbIEeB. HeoOXommumo cobmronaTh aeKBaTHBIN MUTHEBOM
PEKUM BO BpEMs JICUCHHST; YaCTOTa HEM3BECTHA — TYOYIOMHTEPCTUIINATIBHBIA HE(PHT.

COL{uaﬂbele obcmosmenbcmea: 4acToTa HeM3BECTHA — Y NAallUCHTOB C TAKCIIBIMA HAPYIICHUAMUA

UMMYHHUTETa, OCOOEHHO y B3POCIBIX MAIMEHTOB C AalieKo 3amesmiei ctaaueid BUY-undexmun,
MOJTYYArOITUX BBICOKHE JI03bI BATAIIMKIOBUPA (8 T ©XKETHEBHO) B TEUCHHE JJIUTEIBLHOTO MEprUoaa
BpEMEHHU, HAONIOAAIUCh Clydyad TIOY€YHOM HEIOCTAaTOYHOCTH, MHUKPOAHTHOMATHYECKON
TeMOJUTHYECKON aHeMUU U TPOMOOIITONIEHUH (MHOT1a B KoMOMHammu ). [10100HbIE OCIIOKHEHUS
OBLIM OTMEYEHBI y MAllMEHTOB C TEMH K€ OCHOBHBIMH H/HIIM COIMYTCTBYIOIIUMU 3a00JICBaHUSMH,
HO HE MOJYYaroNIuX BaJallMKIOBHUP.

COO6H_ICHI/IC O HEXKCJIATCIBbHBIX PECAKIINAX

Baxwuo COO6H_IaTB 0 TMOAO3pPCBACMBIX HCKCIIATCIBHBIX PCAKIHAX TIIOCJIC PErucTpanun

JICKApCTBCHHOT'O IMperiapaTra € LCJIbIO obecreueHust HCIIPCPBIBHOT'O MOHUTOPHUHTA COOTHOIICHUSA
9
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co00IaTh O JIFOOBIX MOI03PEBACMBIX HEXKENATEIbHBIX PEAKIUAX JICKAPCTBEHHOTO IMpernapara
4yepe3 HAlMOHAIBHBIE CHCTEMbI COOOIICHHS O HEXENATEIbHBIX PEaKIUsIX rOCydapCTB — YJICHOB
EBpa3zuiickoro 5KOHOMUYECKOTO COK03a.

Poccuiickas ®@eoepayus

®denepanbHas ciryx0a 1Mo Haa30py B cdepe 3apaBooxpanenus Poccuiickoii @enepanum

Anpec: 109012, r. Mocksa, CraBsiHCKasl miiomaib, 1. 4, ctp. 1

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

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru

Caiit: www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CHMIITOMBI

Octpas moyedHasi HEJOCTATOYHOCTh W HEBPOJOTHYECKHE HAPYIICHUs, BKJIOYas CIyTaHHOCTH
CO3HAaHMUsI, TAJUTIOLIMHALIUY, AXKUTALUIO0, YTHETEHUE CO3HAHMS U KOMY, a TAaK)Ke TOUTHOTA U PBOTA,
HAOMIOAMKCh y  TAIMEHTOB, TMOJYYHMBIIUX  JO3bl  BAJTAMKIOBUPA, IPEBHIIIAIOIINE
pexkoMmeHnoBaHHbIe. [10/00HBIE COCTOSHUS Yallle OTMEYaJUCh y TAIMEHTOB C HapYyIICHHEM
GYHKIMH TTOYEK W TAIMEHTOB IMOXKHUIJIOTO BO3PACTa, MOJYYUBIIUX TOBTOPHBIC MPEBBIIIAIONINE
PEKOMEHI0BaHHBIE TO3bI BATAIIMKIOBHPA, BCICACTBIE HECOOMIOCHUS peKUMA I03UPOBAHHUS.
Jleuenue

ITanuen Tl JOJKHEI HAXOAUTHCS MO TINATEIBLHBIM MEIUIIMHCKUM HAOJIOACHUEM 171 BLISIBIICHUS
MPU3HAKOB TOKCHYECKOTO JEWCTBHA. ['eMomuanus B 3HAUYUTEIBHOM CTENEHU CIIOCOOCTBYET
BBIBE/ICHUIO AIIMKJIOBHPA U3 KPOBU M MOXKET CUUTATHCS METOJIOM BBIOOpA MPH BEICHUU MAITUECHTOB

C MIEPE03UPOBKOM BATALIMKIIOBUPA.

5. PAPMAKOJIOTHMYECKUE CBOMCTBA

5.1. ®apmakoauHaMHYecKHe CBOHCTBA

®dapMakoTepaneBTUYECKass TPYIa: TMPOTHBOBHPYCHBIE CPEJICTBA CHCTEMHOTO JICHCTBUS;
POTUBOBUPYCHBIE CpEACTBA MPSIMOrO JEHUCTBUSA; HYKICO3UAbl MU HYKICOTHUIIBI, KpOMe
WHTUOMTOPOB 0OpPATHOM TPAHCKPUIITA3HI.

Kon ATX: JOSABI1.

Mexanusm geiicTBus

BananukinoBup sIBIS€TCS MPOTHBOBUPYCHBIM CPEACTBOM, MPEACTaBIsAET co00i L-BalMHOBBIN
CIOXKHBIA 3(QUP aUUKIOBHpA. AIMKIOBUp SBISETCS aHAJIOIOM IypUHOBOTO HYKJIEO3HJ1a

(ryaHuHa).
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AIUKIIOBHP u BaJINH MPEMOIOKUTETHHO noJ BO3/ICHCTBUEM bepmenTa
BaJIAIIMKIOBUPT U IPOIIA3HIL.

AUUKIIOBUD SIBISIETCS crienn(UUECKUM MHTHOUTOPOM BUPYCOB reprieca ¢ akTUBHOCTBIO in Vitro
npotuB BUpPycoB mpocroro reprieca (BIIIY) 1-ro m 2-ro TWmoB, BUPYC BETPSHOW OCHBI U
omosiceiBaroriero reprmeca (B3B — Bapumemna 3ocrep Bupyc (Varicella zoster virus)),
murtomeranosupyca (LIMB), Bupyca Dnmreiina-bappa (BObB) u Bupyca repmneca uenoBeka 6-ro
TUMA. ANUKIOBUP MHruOMpyer cuHTe3 BupycHoit JIHK cpasy mocne dochopunupoBanus u
MpEBpAIICHHS B aKTUBHYIO opMy — anukioBuptpudocdar. [lepsas cragus dhochoprmpoBanus
TpeOyeT akTUBHOCTH Bupyc-creruduueckux ¢epmenron. s BIII, B3B u B3b Ttakum
(bepMEeHTOM SBISIETCS BUPYCHAs] TAMHUIUHKHHA32, KOTOPAast IPUCYTCTBYET TOJBKO B MOPAKEHHBIX
BUPYCOM KJeTKax. YacTUYHO CeNeKTUBHOCTh (OCPOpMINPOBAHUS TOJAEPKUBACTC Y
[IUTOMETAJIOBUpPYCAa OIMOCPENOBAaHHO dYepe3 MpoAykT reHa dochorpanchepassr UL97. Drta
HEOOXO/JMMOCTh ~ AaKTHBAllUM  AIMKJIOBUPA CIEUU(PUYECKUM BHPYCHBIM (EpPMEHTOM B
3HAYUTEIBHOMN CTENIEHN OOBSICHSAET €T0 CEIEKTUBHOCTb.

[Tpotiecc dochopunupoBaHus allMKIOBHpa (MIPEBpaIICHUE U3 MOHO- B TprdocdaT) 3aBepiiaeTcs
KJIETOYHBIMU KHHa3aMH. ANMKIOBUpTpU(DOchaT KoHKypeHTHO uHTHOMpyeT BHpycHyo JIHK-
noxuMepasy U, Oyydu aHaJIOTOM HYKJIE03H/1a, BCTpanBaeTcs B BupycHyto JIHK, uTo mpuBoauT K
o0nMraTHOMY pa3phIBY LienH, npekpamienuto cunre3a JJHK u, cnenoBarenbHO, 6I0KHMPOBAHHUIO
peIuUIMKaIK BUpYcCa.

dapmakoanaamuyeckue P PeKTnl

Pe3ucTeHTHOCTh K alUKIOBUPY OOBIYHO OOYyCJIOBICHA AC(PUIUTOM THUMHIWHKUHA3bL, 4YTO
IPUBOJIUT K YpE3MEPHOMY PACIIPOCTPAHEHMIO BUpyca B OpraHM3Me X03s1Ha. B penkux ciydasx
CHM)KEHHE YYBCTBUTEJIBHOCTH K AalMKIOBUPY OOYCJIOBJIEHO MOSIBICHHEM IITaAMMOB BHpYyca C
HapylIEHUEM CTPYKTYpbl BUpYCHOM TUMHAMHKMHA3BI uin JIHK-nmonumepassl. BupyneHTHOCTH
3TUX Pa3HOBHUHOCTEW BUPYCa HAIIOMUHAET TAKOBYIO Y €0 TUKOI0 HITAMMA.

ITo pe3ynbraTam obmmpHOro uccienosanus mramMmoB BIIT u B3B, oToOpaHHBIX y MAnMeHToB,
MOJIyYaBUIMX TEPaNMI0 AalUKIOBUPOM WM MPUMEHSBIIUX €ro B LEIIX MNPOPHUIAKTUKH,
YCTaHOBJIEHO, YTO BUPYCHI C TOHMKEHHON YyBCTBUTEIBHOCTBIO K BAJALMKIOBUPY BCTPEYAOTCSA
KpaifHe peaKo, HO MOTYT OBITh OOHApPYXEHbl B PEAKHX CIIydasX y IMALUEHTOB C TKEIBIM
HapylIeHWEM HMMMYHUTETA, HalpUMEpP, PELMIMEHTOB TpaHCILUIAHTaTa KOCTHOTO MoO3ra WIN
OopraHa, IAaIMEHTOB MOJYYAalOIIUX  XUMHUOTEPANMID MO  MOBOAY  3JI0KAY€CTBEHHBIX

HOBOOOpazoBanuii, 1 y BUU-unpumpoBaHHBIX.

11
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BananuknoBup  cnocoOCTBYeT

MPpOAOJIKUTCIILHOCTD U COKpAIIACT NPOUCHT MMAIIUCHTOB C 6OJI$IMI/I, BBI3BAHHBIMU OITOSACHIBAOIITUM
reprecoM, BKIII0Yasi OCTPYIO MOCTTEPIETUUYECKYIO HEBPAITHIO.

5.2. ®DapmakoKMHeTHYECKHE CBOMCTBA

AbGcopbuus

ITocie IMpruceMa BHYTPb BAJTALUKIIOBHP XOPOIIO BCACBIBACTCA U3 KCIYAOYHO-KUIICYHOI'O TPAKTA,
OBICTPO U MOYTH MOJIHOCTHIO MPEBPAIAsICh B ALIMKIOBHUP M BaJIMH. DTO MPEBpAIIEHUE, BEPOATHO,
OCYIIECTBIISIETCS (PEPMEHTOM MEUEHU BANALUKIOBUPTUIPOIA30H.

[Tpu npueme BanauukioBupa B g03e oT 1000 Mr 6MOAOCTYIHOCTH allMKIOBHUpa cocTaBiseT 54 %

" HC CHMXKXACTCA OT IMpUCMa IMUIIH.

Tabmuua 2. Pe3ynbraTsl oleHKH (papMaKOKMHETHKH allMKIJIOBHpA MPU pUeMe OJHOKPATHBIX 103

BananukiaoBupa oT 250 mr 10 2000 Mr 310poBBIMH 100pPOBOJIBLIAMH C HOPMAJIBHOM (PyHKIHEH

IICYCHN

dapMaKOKUHEeTHYECKUE 250 mr 500 mr 1000 mr 2000 mr

napaMeTpbl AMKJI0BHPA (N=15) (N=15) (N=15) (N=8)
C MKMOJIB/TT 9,78+1,71 15,0+4,23 23,1+8,53 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 — MakCUMaJIbHAs KOHIIEHTpalMs B IUIa3M€ KPOBU; Tmax — BpeMs 10
JIOCTMKEHUSI MAaKCUMAJIbHOM KOHUEHTpanuu B 1asme kpow; AUC — miomanes moj
(hapMaKOKMHETHIECKON KPUBOHN «KOHIICHTPALIUSI-BPEMSI.

3HaueHust Cmax 1 AUC oTpaxkaroT cpegHee CTaHIapTHOE OTKJIOHEHHWE. 3HayeHUs IS Tmax
OTPa)Kar0T MEIUAHHOE 3HAYECHHE U TUAIIa30H 3HAYCHUII.

MakcumanbHasi KOHIUEHTpAlUsl BaJALMKIOBUPA B IUIa3Me KPOBHU cocTaBisieT Juiib 4 % OT
KOHIIGHTpAallMK allUKJIOBHPA, MEIMaHa BPEMEHH ee JOoCTUKeHus cocrapisger oT 30 mo 100 mun
nocJie npuema npenapara. Yepes 3 yaca nociie npueMa npenapara KOHUEHTpalus BATALMKIOBUPA
JIOCTUTA€T YPOBHS KOJWYECTBEHHOI'O ONPENEICHUS WIM HMKE. BamanukiIoBUp M allMKIOBUD
UMEIOT aHAJIOTUYHbIE ()apMaKOKMHETHUECKHE TapaMeTPhI TOCIIE OJTHOKPATHOTO U MHOTOKPATHOTO
npuema. B3B u BII' 3HauuTenbHO HE H3MEHSIOT (PApMaKOKHMHETUKY BaJallMKIOBHpa W
alMKJIOBHpA ITOCJIE TPUEMA BaJAllUKIOBUPA BHYTPb.

Pacnopenenenue

CreneHb CBA3BIBAaHUS BAJIAIMKIOBUPA ¢ OEIKaMH IJ1a3Mbl KpoBH oueHb HU3Kas (15 %). Crenenpb
IPOHUKHOBEHUS B IiepebpocnuHanbHyto xuakocts (L[CXK) ompenensiercs kak COOTHOIICHHE

AUC B ICXK x AUC B ma3me KpoBH U COCTaBIIsIET OKOJI0 25 % IS alluKJIOBUPA U METa0O0JIMTa
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8-ruppokcuanukioBupa (8-OH-ACV); okono [2,.5 % Hﬁh‘ﬁl‘?a%uﬁﬂ@hﬁb&&&%%%kcm

MmeTtwi-ryanusa (CMMG).

Buorpancdopmarnus

[locne nmpuema BHYTpb BaJAMKIOBHD MPEBPALIACTCS B AUMKIOBHpP U L-BallMH mOCpeACTBOM
IPECUCTEMHOr0 MeTaboJu3Ma B KUIIEUYHUKE W/WIM MEYEHOYHOro MeTabonu3Ma. ALMKIOBUD
npeBpamiaercs B Manble Mertabomutel: CMMG moa BO3AEHCTBHEM O3TUIIOBOTO CHHUpPTA U
anpaerupneruaporenassl; 8-OH-ACV nog Bo3zaeiicTBueM anbaerugokcuaassl. [pumeprno 88 %
OT O0IIIeTr0 COBOKYITHOTO BO3JCHCTBHS Ha IJIa3My KPOBH MPUXOIUTCS Ha auukiIoBup, 11 % — Ha
CMMG u 1 % — na 8-OH-ACV. BananukioBup M aluKIOBHUP HE METa0OIM3UPYIOTCA
n30(epMEHTaMu CUCTEMBI IIUTOXpoma P450.

DJIMMUHAIMS

VY nmanueHToB ¢ HOpMaIbHON (PYHKIMEN MOYeK NepUO ] OTYBBIBECHUS allUKIOBHpA U3 TUIa3Mbl
KpOBHU MOCJE€ OJAHOKPATHOIO WJIM MHOTOKPAaTHOTO IMpPHUEMa BAJIALMKIOBUPA COCTABIIAET OKOJIO
3 gacoB. MeHnee 1 % OT npuHATON 4036l BAJALIMKIOBUPA BHIBOJAUTCS MOYKAMU B HEU3MEHEHHOM
BUJIe. BananukioBup BBIBOJUTCS U3 OpraHu3Ma MoYKaMy MPEUMYILIECTBEHHO B BUJIE allUKIIOBUpa
(6onee 80 % ot mpuHATON 103b1) U MeTabonuTa anukiosupa — CMMG.

JIn"elHOCTh (HEIMHEHHOCTE)

dapMaKOKMHETHKA BAJALMKIOBUpPA HE SBISIETCS J10303aBUCUMON. CKOpOCTh U CTENEHb
BCACBIBAHMSI YMEHBILIAIOTCS C YBEJIMYEHHEM J03bl, MPUBOJAS K MEHEE MPONOPLHUOHATIBEHOMY
YBEIUYCHUIO MAaKCHMAaJIbHOM KOHIIEHTpauuu B Tuia3Me KpoBu (Cmax) 1o CpaBHEHHUIO C
TEepaneBTUYECKUM JIMAITa30HOM JI03 U CHIKEHUIO OMOO0CTYITHOCTH TpH J103ax Bhimre S00 mr.

IloyeyHas HEAOCTATOUYHOCTD

BriBeneHne anukIoBUpa KOppenHpyeT ¢ (QYHKIMEH MMO4YeK, OKCIO3UIUs AaI[MKIOBHpa
YBEJIMYUBACTCS C YBEIMYCHUEM CTEIEHH TSKECTH MOYEYHON HEOCTaTOUYHOCTU. Y MAIMEHTOB C
TEPMHUHAIBHOM CTaJUe€ TOYEYHOW HEAOCTATOYHOCTH CPEIHUN TIepUOoj TMOJIYBBIBEACHUS
AIMKJIOBHpA TMOCJIE MPUMEHEHHs BaJallUKJIOBUPa COCTABIIET OKOJIO 14 4acoB MO CpaBHEHUIO C
MPUMEPHO 3 YacaMu MpU HOPMATbHOU (DYHKITUU TIOYCK.

Dxcno3unusl anukioBupa u ero mertabonutoB CMMG u 8-OH-ACV B mma3zme kpoBu u [{CXK
OLICHUBAJIMCh B CTAaOWMJILHOM COCTOSIHMM IIOCJIE MHOTOKPAaTHOTO IpHEMa BaJlallUKIOBHpA Yy
6 MalMeHTOB C HOpMalbHOW (yHKIMEH movek (cpeaHuit kimpeHc kpeatuHuHa 111 mu/muH,
muana3oH 91-144 mu/mun), nonydasmmx 2000 Mr kaxabie 6 9acoB, U 'y 3 TAIUEHTOB C TAKEIION
CTENEHBIO MOYEYHOW HEAOCTATOYHOCTH (CPEeIHUM KIMPEHC KpeaTMHWHA 26 MII/MUH, JUana3oH
17-31 ma/mMun), nomydaBmux 1500 Mr kaxasie 12 gacoB. Ilpu TsoKenoi CTEeHW MOYECYHOM
HEJOCTAaTOYHOCTH 0 CPABHEHUIO C HOPMaThbHON (DyHKIIMEH MOYeK B IIa3Me KPOBH, TaK Ke, KaKk

u B LICXK, xonuentpammu arukiosupa, CMMG B 2,4 paza u 8-OH-ACV B 5-6 pa3 O6buin BblLe,
13
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COOTBETCTBEHHO. He ObLIO pasnuuus B CTEICHH ﬁ'ﬂ&'{nﬁ&éﬁﬂ@%bﬁ%é’ 'jB’ YRICK

(ompenensinace kak cootHomeHue AUC B L[CXK k AUC B mmazme kpoBu), CMMG wmu
8-OH-ACV Mexay AByMs MONYJALMSIMHU C TSDKETIOW CTENEHbIO MOYEYHOM HEAOCTaTOYHOCTU U
HOPMaJIbHOW (DYHKITMEH MOYeK.

IleueHOYHAS HEAOCTATOYHOCTD

®apMaKOKMHETUYECKUE JIaHHbIE  [OKa3bIBAIOT, YTO Yy MallMEHTOB C IEYEHOYHOM
HEJOCTATOYHOCTHIO CHMKAETCS CKOPOCThH IMPEBpAIICHUSI BAJALIMKIOBUPA B AIMKIOBUP, HO HE
CTeNeHb JaHHOTO npeBpaieHus. [lepuoa nomyBbIBeIeHUS allUKIOBUPA HE 3aBUCUT OT (PYHKIIMH
MEYECHU.

bepemeHHOCTD

B wuccnenoBanuu QpapMakOKHHETHKH BaJlallMKIOBHpAa M AalMKIOBUpAa HAa TMO3IHUX CPOKax
OCpEeMEHHOCTH YCTAHOBJICHO yBenu4eHue 3HaueHus cyTouHod AUC B cTaOUIBHOM COCTOSITHUH
MIpY €KETHEBHOM IpUeMe BajanukiaoBupa B o3¢ 1000 Mr B cyTkH, KOTOpasi MpUMEPHO B 2 pasza
npesbimana AUC npu npueme BHYTpb alMkiIoBupa B 1o3€ 1200 Mr B CyTKH.

BUY-nudexuus

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

TpaHcmiagTaus opraHoB

MaxkcuManbHasi KOHIEHTpalusi alWKIOBUpPA Yy MAalKMEHTOB IOC]E TPaHCIJIAaHTAllMM OPraHoB,
nomydaBmux 2000 mr BamamukioBupa 4 pa3za B CyTKH, ObUTa CONOCTaBUMa WJIM BBIIIE
MaKCHUMaJIbHON KOHIEHTpALKU, HAOII0AaeMO y 30pPOBBIX JJOOPOBOJIBIIEB, MMOJIYYABIIUX TAKYIO
xKe 103y. YcraHoBieHHble cyTouyHble 3HadeHHss AUC Moryr ObITh OXapaKTepH30BaHBI Kak

3aMeTHO 00JIe€ BHICOKHE.

6. PAPMAIIEBTUYECKHUE CBONICTBA
6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB

Slapo TabieTkn

Kpaxman kykypy3HbIi

Kpemuust auokcua KOJTOUAHBIN (a3pOCKi)
Kpockapmennosa HaTpust (mpumesniosa)
Maruus creapat

[emmronosa mukpokpuctaundeckas (MC-102)

IIneHounas 060104YKa Ta0JIETKH
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Cyxasg cMech Uil IUIEGHOYHOTO TMOKPBITHUS, ( onepKalliis “THIDOMOTAG3Y  Tiians AHoREm,

MakKporoJ
17001

['unpomerniosa (OKCHIPONUIMETHIIIICIIITION03a)

Twutana quokcug

Makporoin 6000 (monmdTunenraukons 6000, nonudtriieHokcua 6000)

6.2. HecoBmecTUMOCTD

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHUs )

2 rona.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

IIpu Temnepatype He BbIe 25 °C.

6.5. Xapakrep ¥ coaepkaHue NePBUYHON YIIAKOBKHU

7, 10 TabneToK B KOHTYPHYIO STUCHKOBYIO YITAKOBKY M3 TUICHKH MOJTMBUHIIXJIOPUIHON U (DOITBTH
AJIIOMUHHMEBOU I1€YaTHOM JIJAKUPOBAHHOM.

10, 20, 30, 40, 50, 60 TabneTok B 0aHKY MOJUMEPHYIO M3 MOJUIPOINUIICHA WU MOIUITHIICHA,
YKYIOPEHHYIO HATSATUBAEMOMN WJIM HABUHUYMBAEMOW KPBIIIKOW MOJIMMEPHOM 1JIs JIEKApPCTBEHHBIX
CPEICTB W3 TOJUMPONWICHA WM TOJUATHIECHA C KOHTPOJIEM MEPBOrO BCKPHITHS WM 0e3
KOHTPOJIS, C YIUIOTHSIOIIUM 3JIEMEHTOM WK 0€3 Hero.

JloToNMHUTENBHO JOMYCKAeTCsl HCIOJIb30BaTh BaTy MEIUIIMHCKYIO TUTPOCKONMHYECKYIO HIIN
aMOpTHU3aTOpP.

Ha 6aHKy HaKJIEUBAIOT ATUKETKY CAMOKJIIESITYIOCS.

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

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH YHUYTOXKEHHHM HMCIHOJb30BAHHOIO
JIEKAPCTBEHHOI0  Mpemapara WIH OTX0J0B, TMOJYYEHHBIX [MOCJe MpPUMeHEHUs
JIEKAPCTBEHHOI0 Mpenapara, u Apyrue MAaHUILYJISIIHHU ¢ NPenapaToM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. AEP KATEJIb PETUCTPAIHMOHHOI'O YIOCTOBEPEHUSA
Poccniickas @enepanvs
OO011ecTBO ¢ OrpaHMYEHHON OTBETCTBEHHOCTHIO «Bendapm» (OO0 «Bendapm»)

115184, r. Mocksa, niep. O3epkoBckuid, 1. 12, atax 1, nomemnt. I, kom. 9

Ten.: +7 (3522) 48-60-00
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 20.09.2024 N= 20160
(NOCNEOCBATENEHOCTE 0008)

e-mail: fsk@velpharm.ru

7.1. IlpeacTaBuTe/Nb JEpPsKATE/s] PETHCTPANMOHHOIO YI0CTOBEPEHHSA

IIperen3uun norpedUTeIel HANPABIATS I10 AJIPECY:

Poccuiickas @enepanus

OO011ecTBO ¢ OrpaHMYEHHON OTBETCTBEHHOCTHIO «Bendapm» (OO0 «Bendapm»)
640008, Kypranckas o6., r. Kypran, npocnekt Koncrutynuu, a. 11

Ten.: +7 (3522) 48-60-00, 55-51-80

e-mail: fsk@velpharm.ru

8. HOMEP PEI'UCTPAIIMOHHOI'O YOCTOBEPEHMUS

9. IATA IEPBUYHOM PETUCTPALIUUA

JlaTa nmepBoii perucTpanuu:
10. JATA HEPECMOTPA TEKCTA
O6mas xapakrepucrtuka jekapcrBeHHoro npemnapata BAJITAIIUKIIOBUP BEJI®APM nocrymnHa

Ha WHPOPMALMOHHOM TopTaje EBpa3uiicKoro 3KOHOMHMYECKOIO COI03a B HH(OPMALMOHHO-

KOMMYHHKaIIMOHHOH cetu «HTepHeT» http://eec.eaeunion.org/.
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