COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 15.07.2025 N2 17577
(NMOCNEOOBATENBHOCTE 0002)

OBLIASA XAPAKTEPUCTHUKA JIEKAPETBEHHOTFOHPEHAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

AuuknoBup, 200 Mr, TabaeTKH.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBII COCTAB

JlencTByoL1Iee BEMECTBO: allUKIOBUD.
Kaxxnas Tabnetka cogepkut 200 Mr aniKIoBUpA.

BemecTBa, Hamu4Me KOTOPHIX HAJ0 YYUTHIBATH B COCTABE JIGKAPCTBEHHOTO Mperapara: JAKTO3bI
MoHoruapat — 137,0 mr (cm. pazaen 4.3. u 4.4.).

[TomHbIit MepeueHb BCIIOMOTaTENbHBIX BEIIECTB MPUBEIEH B paszene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Tabnerku.

Kpyrisle miiockomnaapruyeckue TabaeTku 0eI0ro Wik noutu 0enoro msera ¢ Gackoil 1 pucKkoil.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3zaHusi K MPUMEHEHHU IO
— Jleyenue mH(pEKIMI KOXU U CIM3UCTBIX 000JIOYEK, BBI3BAHHBIX BHPYCOM IPOCTOrO Trepreca,

BKJIKO4Yas HepBH‘lHHI’I )51 peI_II/I,[[I/IBI/IpyTOH_IHﬁ TeHUTAIbHBIN repuec,

— mnpoduiakTUKa PelUIMBOB MH(PEKIUH, BbI3BAHHBIX BUPYCOM IPOCTOIO repreca, y NalueHToB ¢
HOPMAaJIbHBIM UMMYHHBIM CTaTyCOM;

— npoduiakTuka WHGEKIUH, BBI3BAHHBIX BHUPYCOM IIPOCTOTO Tepreca, y MalHueHTOB ¢
UMMYHOJIEDULIITOM;

— JIEYEHHE BETPSIHOM OCIBbl M OINOSICHIBAIOIIErO repreca (paHHEe JIEUEHHE OIOSICHIBAIOILETO
repreca anUKIOBHUPOM OKa3bIBa€T AaHAJIbIE3UPYIOUIMI 3(PQPEKT W MOXKET CHU3UTHh YacTOTy
BO3HUKHOBEHUS IOCTTEPIIETUYECKON HEBPAITUN).

4.2. Pe:xuM 103MPOBAaHUS U CIIOCO0 MPUMeEHEeHHU s

PexxuM 103upoBaHus

B3pocnvie

o Jleuenue MHd)eK'I/H/lIZ KOJ#Ccu U Cau3ucmoslx 060]20'-!6](‘, BbI36AHHbBIX 6UPYCOM nNPOCmMO20 cepneca,
BKIIIOYASL NEePEUUHBLU U peuudueupwomud 2CHUMANILHILL 2epnec

Jna nedenus nH(QEKIMA, BEI3BAHHBIX BUPYCOM MPOCTOr0 reprieca, peKoMeHayemas 103a rnpemnapara
Anukiosup coctaBisger 200 Mr BHYTpb 5 pa3 B CyTKH (Kaxkable 4 yaca, 32 HCKJIIOUYEHHEM NepHoa
HouHOro cHa). Kypc nedeHus cocraBisier 5 aHeW, HO MOXET OBbITb MPOJUIEH HPU TSKEIbIX
MEPBUYHBIX HHPEKIUIX.

B cnydae BbIpakeHHOro UMMyHOAepUIMTA (HaIpUMEp, MOCIe TPAHCIUIAHTALUKA KOCTHOTO MO3Tra)
WIA TIpM HAapyUIEHWW BCAChIBAaHUS W3 KHILIEYHUKA J03a Mpernapara AIMKIOBHp, MOXET OBbITh
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OMY OTUETY

NPUMEHEHHS allMKJIOBHPA B JIEKAPCTBEHHOH (popMe Tnoduim3aT Ui IPUTOTOBICHHS pacTBOpa [UIs
Jledenne HEOOXOIMMO HAYMHATH KAaK MOXKHO paHbIIE IIOCJIE BO3HUKHOBEHHS HHQEKIHMH; MPU

peuuauBax mnpernapart pCKOMCHAYCTCA Ha3HA4YaTh YXKC B IIPOAPOMAIBHOM MEPHUOAC HUIIN IMOABICHHUN
IEPBBIX 3JIEMCHTOB CBIIIH.

L4 HDOd)MJZaKI’HMKa peuudueoe MHd)eKMMﬁ, BbI36AHHBIX 6UPYCOM NPOCNIO2O 2epnecd, Y ndyuernos ¢
HOPMAJIbHBIM UMMYHHbIM Cmanycom

Jnst mpouIakTUKKY peuuANBOB MH(EKINH, BEI3BAHHBIX BUPYCOM MPOCTOTO repreca, y ManueHToB
C HOPMAaJIbHBIM UIMMYHHBIM CTAaTYCOM peKOMEHIyeMas J03a IpenapaTa AnukiIoBup cocrasisiet 200
MI BHYTpPb 4 pa3a B CYTKHU (Kaxzple 6 4acoB).

MHorum narmueHTaM MoaXxoAauT Oosee ymoOnas cxema Tepanuu 400 Mr BHYTph 2 pa3a B CYTKH
(xaxzapie 12 yacoB).

B psine ciydaeB oka3piBaroTcs 3¢ (eKTUBHBIMU OoJiee HU3KHUE 103kl Npenapata AnukiaoBup: 200 mr
BHYTpb 3 pa3a B CyTkH (kaxkasle 8 yacoB) mwiu 200 Mr BHYTpb 2 pa3a B CyTKH (Kaxkaple 12 yacoB).

Y HEKOTOPBIX MAIMEHTOB MOXKET MPOM30MTH 000CTpeHHe WHGEKIUU MpHU MpPHUEME CyMMapHON
cyTo4HoOM /10361 800 MT.

Jleuenue mpemapaToM AIMKIOBUp CIEIyeT MpepblBaTh uepe3 Kaxkable 6—12 wmecsieB s
BBISIBIICHUSI BO3MOXKHBIX U3MEHEHHH B TEUCHUH 3a00JI€BaHUS.

o [Ipodpunaxmura ungexyuil, 6b136AHHbLIX BUPYCOM NPOCIO20 2epnecd, V NAUUeHmo8 C
UMMYHOOeduyumom

Hns npodumnaktukn wWH(EKIWH, BBI3BAaHHBIX BHPYCOM NPOCTOTO Tepreca, y NaIlHeHTOB C
UMMYHOJICUIIMTOM pEKOMEHyemas J1o3a mpenapara AnukioBup coctaBisier 200 mr BHYTph 4
pasa B CyTKH (Kakabie 6 4acoB).

B cnydae BbIpaxkeHHOro UMMYyHoepHUIUTa (HAIPUMEp, MMOCIEe TPAHCIUIAHTALUN KOCTHOTO MO3ra)
WM TIPU HapyIIEHUH BCAChIBaHMS M3 KUILIEYHMKA J03a MpernapaTa MOXKeT ObITh yBenuueHa ;10 400
MI' BHYTpb. B KadecTBe anbTepHAaTHUBBI MOKET OBITh PACCMOTPEHAa BO3MOXKHOCTh HMPUMEHEHUS
aI[MKJIOBHpA B JIEKApCTBEHHOM (popme mrmoduinzar A NpUroToBIEHUs pacTBOpa sl HHPY3HIA.

[TpomomKUTENLHOCTh  MPOPUIAKTHUECKOTO Kypca Tepalnuu ONpeensercs AIUTeIbHOCThIO
nepuoja, B Te4eHUE KOTOPOTro CYIIECTBYET PUCK MH(UIIMPOBAHUS.

o Jleuenue 6€mpﬂH012 ocnsvl U onoscslearuieco ecepneca

JUig nedeHHs BETPSHOM OCHBI M OIOSCBIBAIOIIErO Teprieca peKOMEHJyeMasl J03a Ipernapara
AnuknoBup cocrasisier 800 Mr BHYTpb 5 pa3 B CyTKH (Kaxable 4 yaca, 3a UCKJIIOYEHHUEM Mepuo/ia
HouHoro cHa). Kypc neuenust cocrapisier 7 qJHEH.

JleyeHne OMOSICHIBAIOIIETO T'eprieca CIeAyeT HaYMHATh KaK MOXXKHO paHbIle OT MOMEHTa MEpPBBIX
NpOsIBJICHUH 3a00JIeBaHMs, TaK KaK B 3TOM CiIydae JiedeHue Oynet 0osnee 3(h(heKTUBHBIM.

Jleuenne BGTpSIHOﬁ OCIBI 'y MAaIlMEHTOB C HOPMAJIbBHBIM HMMYHHBIM CTAaTyCOM CJICAYET HAdaThb B
TedeHue 24 4acoB ¢ MOMCHTA MOSBIICHUS BBEICHIITAHUM.

VY ManmueHToB ¢ TSDKENBIM UMMYHOIEUIIMTOM (HAampuMep, MOocjie TPaHCIUIAHTAIUKd KOCTHOTO
MO3Ta) WIK NPU HAPYIICHWU BCACBIBAHUS M3 KHIIEUHUKA HEOOXOJMMO PAacCMOTPETh BO3MOKHOCTh
Ha3HAYCHUS alMKIOBUpPA B JICKAPCTBEHHOHN (hopMe THOo(MIM3aT ISl MPUTOTOBIICHHS PacTBOpa ISt
UHY3H.

Oco0BIe TP VI ITAIMEHTOB

ﬂuua noJ2HCUN1I020 so3pacma
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MY OTUETY

MOKUJIOTO BO3pacTa, M03bl JOJDKHBI OBITh CKOPPEKTHPOBAHBI B COOTBETCTBUU CO CTEMEHbIO
MMOYCYHON HEAOCTATOYHOCTH (cM. moapasaen «llanueHTsl ¢ HapyleHrneM (QYHKITUU TIOYEK»).

Heo6xoaumo obGecnieunTs Mo iiepykaHre aJIekBaTHOTO BOAHOTO OajaHca.
Iayuenmul ¢ Hapywenuem yuKyuy novex

Heo6xoanmMo cobirofaTe OCTOPOXKHOCTh IPH HA3HAYEHMHM Ipenapara ALUKIOBUP MNallUEHTaM ¢
HapymeHneM (yHKIMU TOYeK.

Heo6xoaumo obecrieunTs oaep kaHie aiekBaTHOTO BOAHOTO OajaHca.

VY nanueHToB ¢ MOYE€YHON HEJ0CTaTOYHOCTHIO IPUEM AlIMKIOBUPA BHYTPh B PEKOMEHYEMBIX J103aX
C LEJbI0 JIeYeHHUS] W MNPOPUIAKTHUKK HH(EKIMI, BBI3BAaHHBIX BUPYCOM IIPOCTOrO Treprieca, He
NPUBOAUT K KyMYJSIUM Tpenapara [0 KOHLEHTpAUWW, MPEBBIMAIOIINX YCTaHOBJICHHBIE
6e3onacHple ypoBHH. OAHAKO y MAIMEHTOB C KIUPEHCOM KpeaTMHHHa MeHee 10 MiI/MUH 103y
npenapara AUUKIOBUDP peKOMEHayeTcs: cHkarh 10 200 Mr BHYTph 2 pa3a B CyTKH (Kaxiabie 12
4acoB).

[Ipu neyeHun BETPSIHOW OCHBI M OMOSICHIBAIOIIETO Trepreca pPeKOMEHAYeMbIe M03bl Ipernapara
AUUKIIOBUP, TAOIETKU COCTABISIOT:

— 1pu kiaupeHce kpeatuauHa MeHee 10 mu/mMuH — 800 Mr BHYTpH 2 pa3a B CyTKH (Kaxabie 12
4acoB);,

— mnpu kimpeHce kpearnHuHa 10-25 mi/mua — 800 Mr BHYTph 3 pa3za B CyTKH (Kaxubie 8
4acoB).

eTH
Jlemu 6 6ospacme om 3 1em u cmapue

o Jleuenue MH(beKMMIZ, 6bI36AHHbLIX BUPYCOM nNpOCmoco cepneca, npod)wlakmuka qu)eKuuﬁ,
BbI36AHHbLIX BUPYCOM NPOCMO20 cepneca, ¥ nauuernnios ¢ MMMVHand)uuumOM

— B BO3pacTe OT 3neru CTapm€ — TaKHUE K€ 103bI, KaK OJId B3POCIIbIX.

o Jleyenue sempanol ocnul

— B BO3pacTe ot 6 setT u crapiie — 800 Mr BHYTph 4 pasa B CYTKH;
— B BO3pacte oT 3 10 6 net — 400 Mr BHYTpb 4 pa3a B CyTKH.

Bonee TouHo n03y MOXXHO ompenenuTh u3 pacdera 20 Mr/kr maccel Tena (Ho He 6omee 800 mr)
BHYTPH 4 pa3a B cyTku. Kypc neuenus coctaBusier 5 AHei.

L4 Hpod)uﬂakmuka peuudueoe HHd)eKMMI/Vl, BbI36AHHbIX 6UPYCOM NPOCHIO20 2epnecd, Y nayuernoes ¢
HOPMAJIbHBIM UMMYHHbIM CMAanyCcom, jled4eHue OnoAcovledrouieco cepneca

JlaHHBIE O peKUME T03UPOBAHUS OTCYTCTBYIOT.
Croco0 nmpuMeHeHs

BuyTps.

HpenapaT AHI/IKJ'IOBI/Ip, Ta0JIETKH MOKHO OpUHHUMATbL BO BpPEMA €AbI, ITOCKOJIBKY IMPUEM IMUIIHU HE
HapymacT B 3HAYUTENIbHON CTENEeHH €ro a6cop6u1/110. TabneTku CJICAYCT 3alHrBaTb IIOJIHBIM
CTaKaHOM BOJBbI.

4.3. IIpoTuBoNOKa3aHUs

['MnepuyBCTBUTENBHOCTh K AIMKJIOBHUPY, BaJAMKIOBUPY WM JIFOOOMY M3 BCIIOMOTaTeNbHBIX
BEIIIECTB, IEPEUUCIIEHHBIX B pazzaene 6.1;
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— JIETCKHI BO3pacCT 110 3 JIET.
4.4. OcoOble ykazaHusi 1 MePbI MPEI0CTOPOKHOCTH MPH NMPUMeHEHUH

C 0CTOPOKHOCTBIO

bepemeHHOCTB, IEPHOA IPYAHOIO BCKAPMIIMBAHUS, IIOKHION BO3PACT, IIOYEYHAsI HEJOCTaTOYHOCTb,
JeruapaTanus, OAHOBPEMEHHOE IPUMEHEHHUE C APYTUMU HEPPOTOKCUYHBIMHU penapaTaMu.

Oco0ble yKa3zaHus

JIOCTYIIHBIX [aHHBIX, IMOJYYEHHBIX B PE3YJIbTATE IMPOBEACHHBIX KIMHUYECKUX HCCIIECIOBaHUM,
HE/J0CTaTOYHO, 4YTOOBI CZeNaTh BBIBOJ O TOM, 4YTO NPUMEHEHHUE ALUKIOBHpA CHUXKAET PHUCK
3a00JIeBaHUs BETPSHON OCIION y MAIIMEHTOB ¢ HOPMAJIbHBIM HIMMYHHBIM CTaTyCOM.

Puck pa3BuUTHs MOYEUHOM HENOCTATOYHOCTH YBEIWYMBACTCA IPU OJXHOBPEMEHHOM IPUMEHEHUU C
JIPYTrUMH He(PPOTOKCHUIECKUMHU TIperapaTaMH.

Cocmosnue cuopamayuu

HaIII/IeHTI)I, IMPUHHUMAIOIKUC BBICOKHE O3Bl IIpCIiapara AIII/IKJIOBI/Ip BHYTPb, OOJDKHBI IIOJTY4YaTb
JOCTAaTOYHOC KOJIHNYCCTBO XUAKOCTH.

HCII/;MQHWIZ)Z noosiCusI0c0 so3pacma u NAYUermsl ¢ HapyuteHuem qbyHKL;uu novyex

[TockobKy alMKIOBUD BBIBOJAUTCS TMOYKAMH, JIO3bI JIOJDKHBI OBITh YMEHBIICHBI MAIUCHTaM C
MOYEYHOM HEJOCTATOYHOCTHIO (CM. pa3zaen 4.2.).

VY ManueHTOB MOXKUIIOTO BO3pacTa BO3MOXKHO CHUKEHHE (YHKIMHM IOYEK, CIIeAOBATEIbHO, IS
JAHHOM TPyMNIbl TAlMEHTOB TAKXKE€ MOXKET IMOTPeOOBAThCS CHIKEHHE J103bl. Kak MoKuibie
MAUEHThl, TaK U MAlUEeHTHl C HapylleHneM (DYHKIUU MMOYEeK HaXOASATCS B TPYIIE MOBBIIIEHHOTO
pUCKa pa3BUTHUS MOOOYHBIX 3PPEKTOB CO CTOPOHBI HEPBHOH CHCTEMBI (OOBIYHO TaKHE PEAKIIHU
oOpaTuMbl B OTBET Ha OTMEHY TMpernapara) U, COOTBETCTBEHHO, JIOJDKHBI HAXOTUTHCS TOJ
MPUCTATHHBIM MEIUIIMHCKUM HaOII0ICHUEM.

Tlayuenmoi ¢ 8bIpadicenHbIM UMMYHOOeDUYUMOM

I[J'II/ITCJ'II)HBIG WX TOBTOPHBIC KYPCHI JICHCHHA AIHWUKIIOBUPOM Yy MAIMCHTOB C BBIPAKCHHBIM
I/IMMYHO,HC(I)I/II_II/ITOM MOTYT TPHBECTU K TMOABJICHUIO MTaMMOB BHpYCa C MOHMKEHHOM
YYBCTBUTCIIbHOCTBIO K alTUKJIOBUPY, KOTOPBIC HC OTBETAT HA IMMPOAOJDKCHUC TCPAIIUN AllUKJIOBHUPOM.

Ilepeoaua unghexyuu

Bcem mnamuentaMm, OCOOCHHO TNpU HATUMYUM KIMHUYECKUX MPOSIBICHUH, CIeAyeT coO0aaTh
OCTOPOXKHOCTh BO M30€XKaHHE IOTEHLUUAIbHOW BO3MOXHOCTH mepefaud Bupyca. IlanueHTos
Heo0x01MMO HH(OPMHUPOBATH O Cllydasix OECCUMITOMHOIO BUPYCOHOCUTENbCTBA.

BcnoMorarTenbHEIE BEIECTBA

[Ipenapar ANMKIOBUDP COIEPKHUT JIAKTO3bI MOHOTMAPAT. JlaHHBIM JEKapCTBEHHBIN IMpernapaTr He
cleyeT NpPUHUMATh NAIMEHTaM C PEIKO BCTPEUAIOLIECICS HACIIEJCTBEHHOW HENEPEHOCHMOCTHIO
TaJIAKTO3bI, TAKTA3HON HETOCTATOYHOCTHIO WIIH TITFOKO30-TATAKTO3HON MababcopOueil.

4.5. B3aumoneiicTBHMe ¢ [PYrHMH JIeKAPDCTBEHHbIMH IpenapaTamMuM W Jpyrue BH/bI
B3aUMOJAEHCTBUA

Hukaknx KIWHHYECKH 3HAUYMMBIX BSaHMOﬂeﬁCTBHﬁ Ipu NpUMCHCHHUU IIpcriapara AHI/IKJ'IOBI/Ip HE
OTMCYAJIO0Ch.
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Bce npenapatsl ¢ aHaTOTWYHBIM ITyTeM BBIBEICHHS MOTYT IOBBIIIATH MJIA3MEHHYIO KOHIIEHTPAIIHIO
ariiioBupa. AnwukinoBup mnobimaer AUC rteoduwumna npubnusutensHo Ha S50 % mpu
OJJTHOBPEMEHHOM IIpHEME, II03TOMY PEKOMEHIYeTCS W3MEpATh IUIa3MEHHbIE KOHIICHTPAIUU
TeoQUINIMHA TP OJHOBPEMEHHOM Ha3HAUYeHUM anukioBupa. [IpobeHenna W IUMETHAWH
yBennuuBaroT nokasarenb AUC (momans nmoj KpUBOH «KOHIEHTpAIMsS—BpPEMs») allMKIOBUPA H
CHIDKAIOT ero MmouyeyHblil knupenc. OtMedanocs yBenuuenue nokasarens AUC B muiazmMe KpoBu Jist
allMKJIOBUPAa W HEAKTHBHOIO MeTabonuTa MHKOQEeHoiaTa MOQeTwia, HMMYHOJEIPECCaHTa,
MPUMEHSIOMIETOCS B TPAHCIJIAHTOJIOTHUH, MIPU OJHOBPEMEHHOM IMPHUMEHEHHH OOOMX IpernapaTos.
OnmHako KOpPPEeKUMH [03bI He TpeOyeTcs, BCIEACTBHE LIMPOKOTO TEPANeBTUYECKOTO HHICKCA
allMKIIOBUDA.

4.6. ®epTUIBHOCTH, 0EPEMEHHOCTD U JIAKTALMS

bepemeHHOCTD

B mocTtpeructpaiinoHHOM peectpe OepeMEHHOCTEH MpH JICYSHUH alUKIOBUPOM COOpaHbl JaHHBIE
00 mcxomax OEpeMEHHOCTH Y KCHIIUH, NMPUHUMABIIMX AIMKJIOBHDP B Pa3HBIX JIEKAPCTBEHHBIX
dbopmax. [Ipu ananuze maHHBIX peecTpa HE ObUIO OTMEUEHO YBEIWYCHHS KOJIHMUYECTBA BPOKICHHBIX
Ne(EKTOB Y HOBOPOXKIACHHBIX, MaTEPU KOTOPBIX MPUHUMAIM allMKJIOBUP BO BpeMsi OEPEMEHHOCTH,
[0 CpaBHEHHIO ¢ oOmel mnonynsiueil. BpisBIeHHbIE BpOXACHHbIE Ae(PEKTh HE OTIMYAIHCH
eAMHOoOOpa3ueM WIM 3aKOHOMEPHOCTBHIO, MO3BOJISIIOIIMMU MPEANOI0KUTh OOLIYI0 NPUYMHY HUX
BO3HUKHOBEHHSI.

Opnako cienyeT coOa0JaTh OCTOPOKHOCTh IIPU HA3HAYEHUH Npenapara ALMKIOBUD JKEHUIMHAM B
nepuoJi 6epeMEeHHOCTH M OLIEHUBATh MPEAINOJIaraeMyo MoJIb3y ISl MaTepU U BO3MOXKHBINA PUCK JUIs
I10/1a.

JlakTanus

[locne mpuema mnpemnapara AunukioBup BHYTph B 03¢ 200 Mr 5 pa3 B CyTKM AallMKJIOBHUP
ONpeNeNsics B TPYAHOM MOJIOKE B KOHIIEHTpaluu, cocrapisitomeit or 60 1o 410 % nna3zmeHHOU
KOHUEeHTpauuu. [Ipy Takux KOHLEHTpalUsIX B IPYJIHOM MOJIOKE J€TH, HaXOASIIMECS Ha TPyJHOM
BCKapMJIMBaHUM, MOTYT MOJYy4aTh alUKIOBUpP B A03e 10 0,3 Mr/kr/cyT. Y4uThBas 3TO, CIEdyeT
co0JII0AaTh OCTOPOXKHOCTD TP Ha3HAYEHUH Npenapara AIUKIOBUP KOPMSIIUM JKEHITMHAM.

DepTHabHOCTH

Her nanHbIX 0 BAMSHUY allUKIOBHPA HA JKEHCKYIO (DepTHIIHHOCTb.

B wuccnegoBanun ¢ yudactueM 20 MalMEHTOB MYXKCKOTO I0JIa C HOPMAIbHBIM KOJMYECTBOM
CTIEpMAaTO30HI0B OBIJIO YCTAaHOBJICHO, YTO IIPUMEHEHHE allMKIIOBHPA BHYTPH B J103€ 110 | T B CYyTKH B
Te4yeHue 6 MecsIeB He UMeJ0 KIMHUYECKH 3HAaUMMOTO BIUSHUS Ha KOJMUYECTBO, MOABMKHOCTD WIIH
MOpP(OJIOTHIO CIIEPMATO30UIOB.

4.7. BausiHMe Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMH CpeICTBAMH M padoTath ¢
MeXaHU3MaMH

HccnenoBanuii BIUSHUS allUKIOBUPA HA CIIOCOOHOCTD K YIPABJIEHUIO TPAHCIIOPTHBIMU CPEACTBAMU
WM MEXaHW3MaMHu He MpOBOAMIIOCH. CIIPOrHO3UMPOBATH HETATHBHOE BO3JICHCTBHE AllUKIOBUpA Ha
9TH BHJIBI JIESITEIHHOCTH HA OCHOBAHUHU (hapMaKOJIOTHYECKUX CBOMCTB JIEHCTBYIOILIETO BELIECTBA HE
MIPE/ICTABISIETCS. BO3MOXKHBIM, HO HEOOXOIMMO YUYHUTHIBaTh NPOGUIb MOOOYHOTO JIEeHCTBUS
alMKJIOBHpA.

4.8. HexkesaTebHbIE peaKkuu

Pe3roMe HexxenaTeabHbIX PeaKIIUi
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OOJIBIITMHCTBA HEXKEJIATeIbHBIX PEaKIUid HEO0OXOJAWMBbIC JaHHBIC I ONPEACICHUS YaCTOTHI
BCTPEYAEMOCTH OTCYTCTBYIOT. Kpome TOro, yacTtoTa BCTPEYAEMOCTH HEKEIATEIbHBIX PEaAKIIUi
MOXET BapbUPOBATh B 3aBUCHMOCTH OT TIOKa3aHMSI.

HexenaTenbHbIE peakiyy, MPEACTABICHHBIC HIDKE, MEPEUYHCICHBI B COOTBETCTBUU C YaCTOTON
BCTPEYAEMOCTH, OIPEACISIEMON CIIeyIONUM 00pa3oM: oueHb dacto (>1/10), wacto (>1/100, HO
<1/10), meuacro (>1/1000, Ho <1/100), peaxo (>1/10 000, Ho <1/1000), ouens peaxo (<1/10 000).

Hapywenus co cmoponvl Kposu u ium@amuueckou cucmemvl
OueHb peIko: aHeMUS, JICHKOTICHHUS, TPOMOOIUTOIICHHUSI.
Hapywenus co cmoponvl ummynnot cucmemol

Penxo: anadunakcus.

Hapywenus co cmoponul nepsnotl cucmemol

Yacto: rosoBHas 60Jib, FOJIOBOKPYKECHHUE.

OueHp PEaKoO: B036Y)KI[CHI/IG, CITYTaHHOCTb CO3HaHusA, TPEMOp, aTaKCusl, AU3apTpus,
rajunroguHanyu, ICUXOTHICCKHUE CUMIITOMBI, CyJOpOIru, COHJINBOCTD, E)HIIe(i)aJIOHaTI/ISI, KoMa.

OOb14HO 3TH T00OYHBIE Y3PPEeKTH HAOIIOAATNCH Y HALIUEHTOB C MOYEYHON HEJAOCTaTOYHOCThIO N
[P HAJTMYUH JAPYTHX MPOBOLUPYIOMKX (HAaKTOPOB M OBLTH, B OCHOBHOM, OOpPaTUMBIMU (CM. pa3ien

4.4)).

Hapywenus co cmoponul OvixamenvHoli cucmembl, 0pearHos 2pyOHOU KIemKU U CPe0oCmeHUst
Penxo: onpimika.

Hapywenus co cmoponul scenyoouno-kumeuno2o mpaxkma

YacTo: TonrHoTa, pBOTA, 1Uapesi, 00Ib B )KUBOTE.

Hapywenus co cmoponuvl nevenu u sHcenueol800sauux nymei

Penxo: oOpatumMoe moBbIIeHHE KOHIIEHTPAIMH OMIHpyOrHa U MEYeHOYHBIX ()EPMEHTOB B KPOBH.
OdeHb peliKo: TeMaTHT, JKeITyXa.

Hapywenus co cmoponul kodtcu u noOK0HCHbIX MKaHell

YacTo: 3y1, ChIllb, B TOM YUCIIE€ (POTOCEHCUOMITN3AIINS.

Hewacro: kpanuBHuIa, 6sicTpoe auddy3Hoe BbIMaieHue BOJIOC.

[Tockonbpky ObicTpoe Arddy3HOE BBINAIEHUE BOJIOC HAOIIOAACTCS TIPH PA3IMYHBIX 3a00JIEBaHUSIX U
MpU Tepamuud MHOTHUMH JIEKAPCTBEHHBIMH CPEACTBAMHM, CBSI3b €r0 C MPUEMOM AalMKJIOBHpa HE
yCTaHOBJICHA.

Penko: aHTHOHEBPOTUYECKH OTEK.

OdeHb peIKo: TOKCHYECKH nuepMaibHblid HEKPOIN3, MyIbTH(QOPMHAs dKCCYJaTHUBHAs 3pUTEMA.
Hapywenus co cmopoHul nouex u Mouegblgo0auux nymeti

PGHKOI MOBBINICHUEC KOHIOCHTPALWUH MOYEBUHEI 1 KPEATUHHHA B CBIBOPOTKE KPOBH.

OueHb penko: ocTpasi HoYe4Hass HEJOCTaTOUYHOCTh, TOUYEYHAsI KOJIUKA.

[Toyeunast koMKa MOKET OBITH CBSI3aHA C MOYCUHOW HEJOCTATOYHOCTHIO M KPUCTAILUTYPUCH.
Obwue HapyuieHus u peakyuu 6 Mecme 68€0eHUs.

YacTo: yToMII1€MOCTb, TUXOPAIKA.

COO6H_ICHI/IC 0 TOA03PEBACMBIX HEXKCIATCIIbHBIX PCAKIIMAX
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Lenbl0  OOecleyeHus HEMPEPbIBHOTO MOHHUTOPHHIA COOTHOIICHHS  «II0JIb3a —  PUCK»
JIEKapCTBEHHOTO TMpemnapara. MeIunuHCKUM pabOTHHKaM PEKOMEHIYeTCsl cooOmarh O JH0OBIX
M0/I03PEBAEMBIX HEXKEATEeNbHBIX PEaKIUIX JIEKapCTBEHHOIO IIperapara 4epe3 HalMOHAJIbHBIC
CUCTEMBI COOOINEHUS O HEXKENaTeNbHBIX PEaKIUsAX TOoCydapcTB-wieHOB EBpa3suiickoro
SKOHOMHYECKOTO COI03a.

Poccuiickas @enepanus

109012, r. MockBa, CnaBstHCKas I1011a b, 1. 4, cTp. 1

denepanbHas ciyx0a 1Mo Haa3opy B cdepe 3apaBooxpanenus (PoczapaBHanzop)
Tenedonsr: +7 800 550 99 03

DnektponHas nmoyra: pharm@roszdravnadzor.gov.ru

Caiit B HHGOPMAIIMOHHO-TEJICKOMMYHHUKAITMOHHOM ceTn «IHTepHET»:
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBKa

CHUMIITOMBI

AIMKIIOBUD JMIIb YaCTUYHO aOCOpOMPYETCs B HKEITYyAOYHO-KUIIEYHOM TpakTe. Kak mpasuiio, npu
CIIy4aifHOM OJHOKPAaTHOM TpueMe aluKiIoBUpa B 103e A0 20 T Tokcndeckue 3(pQexTsl He ObuIH
3aperucTpupoBaHbl. lIpu MOBTOPHBIX IpHeMax BHYTPb B TEU€HHE HECKOIbKHX [HEH J103,
MIPEBBILIAIOIINX PEKOMEH/OBaHHbIE, OTMEYAIUCh HAPYIIEHUSI CO CTOPOHBI JKEITYA0YHO-KUIIEYHOTO
TpakTa (TOLIHOTA, PBOTA) U HEPBHOU CUCTEMBbI (T0OJI0OBHAsA 0O0JIb U CIIyTaHHOCTh cOo3HaHMA). MHorna
MOTYT HaOJIIOIaThCsI TaKKWE HEBpoOJoTrHUecKue 3(h(HeKThl, Kak CyTOPOKHBIC TPUTIAJIKH, KOMA.

Jleuenue

HaIII/IeHTBI HYXJAlTCAd B TINATCIBHOM MCIUIHUHCKOM Ha6J'IIOI[€HI/II/I C ICJIbIO BBIABICHUA
BO3MOXXHBIX CHMIITOMOB HHTOKCHKAIIWH. AI_II/II(J'IOBI/Ip BBIBOAUTCA M3 OpraHu3Ma C ITOMOIIBRO
reMmojuainia, IoO3TOMY IreMOoaAuaIN3 MOKET OBITH MCITOJIB30BaH JJI JICUCHUA IEPEAO03UPOBKHU.

5. PAPMAKOJIOTMYECKHUE CBOHCTBA
5.1. ®apmakoaMHaMHYecKHe CBOlicTBa

dapMakoTepaneBTUYECKas Ipynmna: MPOTUBOBUPYCHBIE CPEACTBA CHUCTEMHOIO  JICHCTBUS;
IIPOTUBOBUPYCHBIE CPEICTBA MPSAMOTO AEUCTBUS; HYKJICO3HUIbl U HYKJIEOTH IbI, KpOME HHIMOUTOPOB
00paTHON TPaHCKPUIITA3bI.

Kox ATX: JOSABOL.
Dapmaxoounamuka

Mexauusm JercTBus U hapMakoarnHaMudeckue YO HeKTol

AIMKIOBUP — 93TO CHHTETHYECKHI aHajJor MypUHOBOTO HYKJIEO3MJa, KOTOpbIM obnamgaer
CIIOCOOHOCTHIO MHIHOMPOBaTH IN VItr0 u IN VIVO BUpYyChl reprieca 4eloBeKa, BKIOYAs BHPYC
npocrtoro reprneca (BIII') 1-ro u 2-ro TumoB, BUPYC BETPSIHON OCIBI U OMOSACHIBAIOLIETO Tepreca
(Bapumema-3octep Bupyc, Varicella zoster virus (B3B)), Bupyc Dmmreiina-bapp (OBbB) wu
nutoMeranoBupyc (LIMB). B kyneType kieTok aunukioBup oOianaer Haubojee BbIpaKEHHOH
MPOTHBOBUPYCHON aKTUBHOCTHIO B oTHomeHuH BIII-1, manee B mopsigke yObIBaHWUS aKTHBHOCTH
cnenytot BIIT'-2, B3B, 9bB u [IMB.

WNurubupyromee nelictBue anukioBupa Ha Bupycsl repreca (BIII'-1, BIII'-2, B3B, 9bB u [IMB)
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MY OTUETY

TUMHUIMHKAHA3bl HEMH(UIUPOBAHHBIX KJIETOK, IMO3TOMY ALUKIOBHP MAJOTOKCHYEH ISl KIETOK
miekonuTaomux. OaHako THMUIMHKHHA3A KIIETOK, nHuIupoBanHeix Bupycamu BIIT, B3B, ObB
u [IMB, npeBpaiaer auukjIoBUp B alUMKIOBHpa MOHO(ocdar — aHaior HyKiIeo3uJa, KOTOpBIH
3aTeM TOCJIEN0BaTeNbHO IpeBpamaerca B audocdar u tpudocdar mox AecTBUEM KIETOUHBIX
dbepmenToB. Brirouenue amukiaoBupa tpudocdara B nenouky BupycHod JIHK m mocnemyromuii
OOpBIB 1IeTH OJOKUPYIOT AajbHEUIIYIO perumkanuio Bupycnoit JJHK.

VY NanueHToB ¢ BbIPAXKEHHBIM MMMYHOAE()UIIUTOM [UIMTENbHbIE WM MOBTOPHBIE KYpPChl TE€palluu
AUUKIOBUPOM MOTYT INPUBOIUTH K IOSIBJICHUIO PE3UCTEHTHBIX IITAMMOB, II09TOMY JajbHEHIIEe
JIeUeHHE allMKJIOBUPOM MOXKET OBbITh HEA(PPEKTUBHBIM. Y OOJIBIIMHCTBA BBIIEICHHBIX IITAMMOB CO
CHUKEHHOM 4YyBCTBUTEJIBHOCTBIO K ALMKIOBUPY OTMEYAIOCh OTHOCHUTEIBHO HHU3KOE COACpIKaHUE
THUMUJUHKUHA3bl, & TAaKKe HapyIICHHE CTPYKTYyphl BHPYCHOM THMuUIuHKHMHA3bl wuium JIHK-
nojuMepasbl. Bo3neiicTBue anukioBrpa Ha ImTaMMbl Bupyca npocroro repreca (BIIL) in vitro
TAaKXKE€ MOXKET IPUBOJUTH K O0Opa30BaHMI0O MEHEe 4YYyBCTBUTEIbHBIX K HeMmy ITamMMmoB. He
YCTaHOBJIEHA KOPPEJIALINS MEXY UyBCTBUTEIBHOCTBIO IITAMMOB BHUpyca mpoctoro repreca (BIID)
K alMKJIOBUPY IN VItro u KIMHUYECKO#H 3 PEKTHBHOCTHIO Ipenapara.

5.2. apmaKkoKHHETHYECKHUeE CBOIiCTBA

AOGcopOrus

AIMKIIOBUD TOJBKO YacTHYHO abcopOupyercst u3 kumeynuka. [locne npruema 200 Mr anukioBupa
Kaxple 4 4aca CpelHss MaKCHMalbHas PAaBHOBECHAs KOHIEHTpauus B 1uiazme KpoBH (CSSmax)
cocraisuia 3,1 MkM (0,7 MKr/Min), a cpeliHsIsE paBHOBECHASI MUHHMAJIbHAS KOHIICHTPAIUS B TIa3Me
kpoBH (CSSpin) — 1,8 MkM (0,4 mxr/mi). I[Tpu npueme BayTph 400 Mr u 800 Mr anMKIOBUPA KaXKIbIC
4 gaca CSSmax coctaBisuia 5,3 MkM (1,2 mxr/min) u 8 MkM (1,8 MKr/mir) cooTBETCTBEHHO, a CSSpin —
2,7 MxM (0,6 Mxr/mur) u 4 MM (0,9 MKT/MIT), COOTBETCTBEHHO.

Pacnopenenenne

KOHI_IGHTpaI_II/IH AllUKJIOBHpAa B CIIMHHOMO3TOBOH JKHUJKOCTH COCTaBJISET HpI/I6J'II/ISI/ITeJ'IBHO 50 % ot
€r0 KOHIOCHTPAUHU B IJIa3ME KPOBU.

C Oenkamu mUIa3Mbl KPOBH AallMKIOBUD CBSI3bIBACTCS B HE3HAUMTENbHOH creneHn (9-33 %),
MO9TOMY JIEKapPCTBEHHBIE B3aWMOJICHCTBUS BCJIEICTBHE BBHITECHEHHS M3 YYaCTKOB CBS3BIBAHUS C
OeKaMHU I1a3Mbl KPOBU MaJOBEPOSTHBI.

OnMMUHALNS

VY B3pocibIX MOCIE MpUEMa ALUUKIOBUpPAa BHYTPh IE€PHOJ IONYBBIBEACHHUS W3 IUIA3Mbl KPOBU
cocTaBisieT okosio 3 4. bonpiias yacth mpemnapaTa BBIBOAWUTCS MOYKaMU B HEU3MEHEHHOM BUJIE.
[lodeunslii KIMPEHC AaUMKIOBUPA 3HAYUTEIBHO NIPEBBINIACT KIMPEHC KPEAaTHHUHA, 4YTO
CBUJETEIBCTBYET O BBIBEJICHUU AllMKIOBUPA MOCPEIACTBOM HE TOJBKO KIIyOOUKOBOW (hUIIBTpaALIUH,
HO U KaHaJbIEBOM ceKpeluH. 9-kapOOKCUMETOKCH-METHITYaHUH SIBJISIETCS  OCHOBHBIM
MeTaboIUTOM aluKiIoBHpa U cocraBisieT okoio 10-15% mo3bl, BeIBOgMMON ¢ Mouoil. Ilpu
Ha3HAUYEHUM alMKIoBHpa 4epe3 1 4 mocie mpuema | r mpoOeHenujaa MEpUoOJ MOJTYBBIBEACHUS
armukioBupa 1 AUC (miomanpe 1mojx (GpapMakKOKHHETHYECKOW KPUBOW «KOHIICHTPAIHS—BPEMS»)
yBesmmuuBanuch Ha 18 u 40 %, cOOTBETCTBEHHO.

TloyeyHas HETOCTATOYHOCThH

VY nanueHToB ¢ XpOHMYECKOW MOYEUHOM HEAOCTATOYHOCTHIO MEPUO/ MOTYBBIBEACHUS Al[MKIOBUpA
COCTaBJISII B cpeHeM 19,5 4.

HpI/I MNPOBCACHUN I'EMOAHNAIN3a Cpe,Z[HI/II\/'I nepruoa MoOJIYBBIBCACHUS AlTUKIIOBUPA COCTABJIAL 5,7 q.
KOHHeHTpaHI/IH AIllUKJIOBHpa B IIJIa3M€ KPOBH BO BpPEMs AHAIM3a CHUXKAJIACh HpI/I6J'II/ISI/ITeJ'IBHO Ha
60 %.
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JInlia moKWIIOro Bo3pacra

VY NOXWIbIX MallMEeHTOB OOIIMN KIMPEHC allMKIOBHpa C BO3PACTOM CHUXKAETCS MapajulesIbHO CO
CHMKEHUEM KJIMPEHCa KpEeaTWHHMHA, OJIHAKO MEPHOJI MOJYBBIBEACHHUS ALMKIOBUPA H3MEHSETCS
HE3HAYUTEIBHO.

BUY-uHbuimmpoBaHHbIE TAIMEHTEI

[Ipu ogHOBpEMEHHOM BBEACHUH aIMKJIOBHpA U 3uaoByauHa BUY-uHGUIMPOBAHHBIM MalieHTaM
(hapMaKOKUHETHYECKHUE XapaKTEPUCTUKHN 00OUX MPENapaToB MPAKTUYECKH HE H3MEHSUIHCh.

6. PAPMALEBTUYECKHUE CBOMCTBA

6.1. [lepeyeHb BCIOMOTaTeJILHBIX BElECTB

JIAKTO3bI MOHOTHJIPAT
KpaxMaJ KapToQeIbHbIH
caxaposa

noBuaoH K-17

MarHus creapar

HaTpHs Jaypriicyiibdar

6.2. HecoBMecTHMOCTH

He nmpumenumo.

6.3. Cpok roaHocTu (CPpOK XpaHeHus )

3 roxa.

6.4. Oco0ble Mepbl NPeIOCTOPOKHOCTH NPH XPAHEHUH

B 3amuiieHHoM ot Biaru u cBeTa MecTe npu Temmneparype He Boiiie 25°C.
6.5. XapakTep U cojep:KaHHe YIAKOBKH

[To 10 TabneToK B KOHTYPHYIO SIMEHKOBYIO YIAKOBKY M3 IJICHKU MOJIMBUHWIXJIOPUIHON U (ponbru
AJIFOMUHHMEBOM I1€YaTHOMN JIAKUPOBAHHOM.

ITo 1, 2 unm 3 KOHTYpHBIE SYEHKOBBIE YNAaKOBKM BMECTE C HHCTPYKLUHEH MO MIPHUMEHEHUIO
MIOMEIIAIOT B IAYKy U3 KapTOHA.

6.6. Oco0ble MepbI NPEAOCTOPOKHOCTH NMPH YTHIN3ANUH HCTOJIb30BAHHOTO JE€KAPCTBEHHOT O
npenapara MM OTXO0J0B, IOJYYECHHBIX IOC/Je NMPUMEHEHHs JEeKAPCTBEHHOr0 mpenapara, u
Apyrue MAHMIYJISILMU € IPenapaTom

Oco0ble TpeOoBaHUs OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIMOHHOI'O YAOCTOBEPEHUA

Poccuiickas @enepanus

AO «ABBA PYC»
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121614, r. Mocksa, yn. Kpeutatckue Xoawmsl, A. 30, kopIr. 9.

Ten.: +7 (495) 956-75-54

DnekrponHas noyra: info@avva-rus.ru
7.1. IlpeacTaBuTEIb IePKATESI PETHCTPANMOHHOIO YIOCTOBEPEHHS

IIperen3un HOTDC6HTGH€ﬁ HamnnpasJIATh 110 agpECy:

Poccuiickas @enepanust

AO «ABBA PYC»

121614 r. Mockaa, yi. Kpsutarckue Xonmsl, 1. 30, kopit. 9.
Ten.: +7 (495) 956-75-54

Dnexrponnas moura: drug.safety@avva-rus.ru

8. HOMEP PETUCTPALHIMOHHOI'O YAOCTOBEPEHUA

9. JTATA TEPBHUYHOM PETMCTPAIIMM (IOJATBEPXKJIEHHS PEIMCTPAIIUHA,
IHEPEPETUCTPAIIN)

JlaTa nepBOW pErucTpaLuu:

10. JATA IEPECMOTPA TEKCTA
OO6mrast XxapakTepuCTHUKa JICKAPCTBEHHOTO Tpernapara AIMKIOBUDP JOCTYIMHA Ha HHGOPMAIIHOHHOM

nopraje EBpaSHﬁCKOFO 3KOHOMHYECCKOIo COm3a B I/IH(I)OpMaI_II/IOHHO-KOMMYHHK&HHOHHOﬁ CETHN
«MuTepuer» https://eec.eaeunion.org/.
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