COOTBETCTBYET SKCMEPTHOMY OTYETY
0T 11042024 N27243
OBILAS XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA "0

1. HAUMEHOBAHME JIEKAPCTBEHHOTI'O ITPEITAPATA
AIIMKJIOBHP ABEKCHMA, 400 mr, TabmeTku

2. KAUECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB
JlelicTBy1olII€€ BEIIECTBO: allUKIIOBHP.

Kaxxnas tabnerka comepxut 400 mr anukioBupa (B repecyere Ha 0€3BOIHOE BEUIECTBO).

[TonHbIi IepeyeHb BCIOMOTaTEeIbHBIX BEIIESCTB MPUBEIEH B pazjerie 6.1.

3. JJEKAPCTBEHHAS ®OPMA
TaOeTku.
Kpyribie, miocKonmMIMHIpUYECKOH (HopMbl TaOyeTkH, Oenoro Wi modytH OeNoro IBeTa, ¢

JIBYXCTOPOHHEN (packol U pUCKOW Ha OJJHOW CTOPOHE.

4. KIIMHUYECKUE JAHHBIE
4.1. Tloka3aHusi K MPUMEHEHHUIO
[Tpenapar ALIMKJIOBHP ABEKCHUMA mnoka3aH K TpUMEHEHHIO!

V B3pOCHIBIX U ACTEH B BO3PACTE OT 3 JIET JUIS:

e JeyeHMs MHQEKIMHA KOXHU U CIM3UCTBIX 000JI0UEK, BBI3BAHHBIX BUPYCOM IPOCTOTO Teprieca,
BKJIFOYAs TICPBUYHBINA U PELUAUBUPYIOIINI T€HUTAIIBHBIN TepIIEC;

e MNpoQWIAKTUKKM WHQEKUUH, BBI3BAHHBIX BHPYCOM IIPOCTOrO Tepreca, Yy MalUeHTOB C
UMMYHOJE(PHUIIUTOM;

® JICUEHUs BETPSHOU OCIIBI.

V¥ B3pocisix B Bo3pacte ot 18 ner as:

e MPOQMIAKTUKH PELUINBOB HHPEKINH, BBI3BAaHHBIX BUPYCOM IIPOCTOTO reprieca, y MalueHTOB
C HOPMAJIbHBIM UMMYHHBIM CTaTyCOM;

e JIeUYEHHUS OMOSCHIBAIOIIETO repreca (paHHee JIEYEHHE OTOSIChIBAIOIIETO TepIeca auKIOBUPOM
OKa3bIBaeT aHaJbre3upyromuii 3¢p(eKT U MOXKEeT CHU3UTh 4YacTOTy BO3HHUKHOBEHHUS

MOCTTePIIETUYECKON HEBPAIITHH).
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4.2. PexuMm A03UPOBAHUS U CIIOCOD TP MeHelm-E|

PexxuM 103upoBaHus

Bspocnvie

Jleyenue qu)eKuuﬁ Koaticu U Cau3ucmuslx 060]10’-[67(, BbI36AHHbBIX 6UPYCOM NPOCImOo20 cepnecd,

BKAIOYAS. NEPBUYHDBLI U peuu()ueupwomuﬁ 2eHUMANbHBLI 2epnec

Jns nedenuss uHQEKUMi, BBI3BAHHBIX BHPYCOM NPOCTOTO Tepreca, peKOMEHAyemas 1032
npenapata ALIUKIIOBHP ABEKCHUMA cocrasnsier 200 Mr BHYTph 5 pa3 B CyTKU (Kaxuabie 4
yaca, 3a UCKJIIOYEHHEM Teproia HOYHOro cHa). Kypc nedenust coctaisieT 5 1HeH, HO MOKET ObITh
MPOJUICH IIPU TSKEJBIX EPBUUHBIX HHPEKIUAX.

B cityuae BbIpaXeHHOTO UMMYHOICHUIMTA (HAIPUMED, ITOCIIE TPAHCIUIAHTAIIMKA KOCTHOTO MO3Ta)
WJIM TIPU HApYILIEHUU BcachlBaHMS U3 KuieuHuka jo3a npenapara ALIUKIIOBUP ABEKCHUMA,
TabneTku MoxeT ObiTh yBenuueHa g0 400 mr. B kauecTBe ajbTepHATUBBI MOXKET OBITh
paccMOTpeHa BO3MOKHOCTh IIPUMEHEHUS alliKJIOBHpPA B JIEKapCTBEHHOU (hopMe rodumn3at ams
NPUTOTOBIICHHUS PAcTBOPA sl UHQY3HIA.

Jleuenne HEOOXOAMMO HAYMHATH KaK MOXHO paHbIIE MOCIEC BO3HUKHOBEHUS WH(EKIHMH; MPU
peluanBax Mpernapar peKOMEHIyeTcs Ha3HayaTh YXKe B MPOJPOMaibHOM MEPHOJE WU MpU
MOSIBJICHUU TIEPBBIX 3JIEMEHTOB CHIIIH.

Hpod)wzaicmuka peuudueoe qu)eKuu[t, BbI36AHHbIX 6UPYCOM NPOCNoco cepneca, ¥ nayueHmoes ¢

HODPMAJIbHbIM UMMYHHbIM CMAmycom

JUis npouiIaKTUKM pelUAMBOB MHGEKIUH, BBI3BAHHBIX BHUPYCOM IPOCTOrO repreca, y
NAlUMEHTOB C HOPMaJbHBIM HMMYHHBIM CTaTyCOM pEKOMEHAyeMmas J03a Ipernapara
AIIMKIIOBUP ABEKCUMA coctasisier 200 Mr BHYTph 4 pa3za B CyTKH (Kaxable 6 4acoB).
MHoruM namueHTam noaxoauT Oosee yaoOHas cxema tepanuu 400 Mr BHYTphb 2 pasza B CYTKHU
(xaxxnpie 12 gacoB).

B psne ciyudaeB okasbiBaroTcsi 3pPekTUBHBIMU Oosiee HU3KHE N103bl npenapara ALIMKIIOBUP
ABEKCHUMA: 200 mr BHYTpb 3 paza B cyTku (kaxzple 8 yacoB) uiau 200 Mr BHYTph 2 pa3a B
CyTKH (Kaxkable 12 yacoB).

VY HEKOTOPBIX MALMEHTOB MOXKET MPOM30MTH 000CTpeHHe MH(EKIHU MpHU MpueMe CyMMapHOM
cyTouyHOM 10361 800 MT.

Jleuenne npenapatom AIIMKIIOBUP ABEKCHUMA crenyeT mpepsiBaTh depe3 Kaxibie 6—12

MECSAIIEB JIs1 BBISIBJICHHS BO3MOKHBIX W3MEHECHHUH B TeUEHME 3a00JI€BaHUS.
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uMMVHOOed)uuumOM

Jis mpodminakTHK WHGEKIUNA, BBI3BAHHBIX BHPYCOM MPOCTOrO Tepreca, y NaIMeHTOB C
uMMyHoaepuIuTOM pekoMenayemas no3a npemnapara ALITUKIIOBUP ABEKCHUMA cocraBinser
200 mr BHYTpBH 4 pa3za B CyTKH (Kaxabie 6 4acoB).

B cimygae BepakeHHOT0 UMMYHOePUITUTA (HAaTIpUMEp, TTOCIIE TPAHCIUIAHTAIIUU KOCTHOTO MO3Ta)
WJIM TIPU HapyILIEHUU BCAChIBAaHUS M3 KHUIICYHMKA J103a Mpernapara Jjs MpueMa BHYTPb MOMKET
ObITh yBenmueHa 10 400 mr BHyTph. B KkauecTBe aibTepHATHBBI MOXET OBITH paccMOTpeHa
BO3MOXXHOCTh TNPUMEHEHHs] alUKIOBUpa B JIeKapCTBEHHOW (opme mnuodunmzatr A
MPUTOTOBJICHUS PAaCTBOpA ISt HHY3UH.

[TponomKUTENEHOCTh MPOMUIAKTUIECKOTO Kypca TEpamuH ONPEIeNeTCs IIUTETbHOCTHIO
nepuoja, B TeYeHHE KOTOPOTO CYIIECTBYET PUCK UH(MUIIUPOBAHUS.

Jleuenue eemp}ZHoﬁ ocndvl U onosiacslearuieco cepneca

Jlist nedeHusi BETPSIHOM OCIBI M OIOSICHIBAIOIIETO Treprieca peKoMEeHayemas Jj03a Iperapara
AIIMKIJIOBUP ABEKCUMA cocrtasmsier 800 Mr BHYTph 5 pa3 B cyTKH (Kaxable 4 daca, 3a
UCKIIIOYEHUEM TIepHro/ia HOUHOTo cHa). Kypc neyenus cocraBisieT 7 qHEH.

JleyeHue OMOSICHIBAIOIIETO TepIieca cieyeT HAaYMHATh KaK MOXKHO paHbIIe OT MOMEHTa MEPBBIX
IpOsIBICHUH 3200JIeBaHM, TAK KaK B 3TOM CiIydae JiedueHue Oynet 6omnee 3(h(heKTHBHBIM.
JleueHne BETPSHOW OCHBI Y MAIMEHTOB C HOPMAaJIbHBIM UMMYHHBIM CTaTYCOM CIIEAyeT HayaTh B
TeueHHne 24 4acoB C MOMEHTA MOSIBIICHUS BBICHITAHHM.

VY nanMeHToB ¢ TSHKEIbIM UMMYHOJE(PHUIMTOM (Hampumep, MOcCie TPAHCIUIAHTALMU KOCTHOTO
MO3Ta) WM IPY HapYIIEHUH BCACHIBAHUS U3 KUIIEYHUKA HEOOXOJIMO PACCMOTPETH BO3MOKHOCTh
Ha3HAYEHUS AIMKIOBHpA B JIEKAPCTBEHHON (hopMe THOGUIN3AT IS MPUTOTOBJICHUS PacTBOpa
JUI UHPY3UH.

Oco0bIe I'pynnbl DaMCHTOB

THayuenmor nodcunozo 6o3pacma

HeoOxonuMo y4MTHIBaTH BEPOSTHOCTh HAJIMUMs MOYEYHOM HEIOCTATOYHOCTH Yy NAIMEHTOB
HOXKWJIOTO BO3pacTa, J103bl JOJDKHBI ObITh CKOPPEKTHPOBAHBI B COOTBETCTBUU CO CTENEHBIO
HOYEYHOHN HEIOCTATOYHOCTH (CM. oapaszen «Ilayuenmol ¢ HapyuweHuem QYHKYUYU nouexy).
Heobxoaumo obecnieunTs Moiepkanne aleKBaTHOTO BOJHOTO OajaHca.

Tayuenmol ¢ napywenuem @yHKYuu nouex

HeoGxoauMo coOmogaTh OCTOPOXHOCTH Npu  HazHaueHuu mpenapara ALIMKIJIOBUP
ABEKCHMA nanueHTaMm ¢ HapylieHueM (pyHKIUHU TOYeK.

Heobxoaumo obecnieunTs Moiepkanne aiekBaTHOTO BOAHOTO OajaHca.
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J103aX C IENbI0 JIeUeHUs U TPODUIAKTUKY HH(EKINH, BEI3BAHHBIX BUPYCOM IPOCTOTO reprieca, He

OPUBOAUT K KyMYJSIMU TMIpenapara [0 KOHIICHTPALUM, MPEBBIMIAIONINX YCTAaHOBICHHBIC

Oe3omacHble ypoBHU. OJHAKO Yy MAMEHTOB C KJIUPEHCOM KpeaTMHHHA MeHee 10 mu/MuH 103y

npenapara ALIMKJIOBMP ABEKCUMA pexomennyercs cHuxkath 10 200 Mr 2 pa3za B CyTKH

(xaxzabie 12 yacoB).

[Ipu nedyeHun BETPSIHOM OCIBI M OMOSCHIBAIOIIETO TepIieca PeKOMEHIyeMble 103bl Mpenapara

AIIMKJIOBP ABEKCHUMA, TaGlIeTK1 COCTaBIISIOT:

— npu KJmpeHce kpearnauHa mMeHee 10 mu/muH — 800 Mr BHYTph 2 pa3a B CyTKH (Kaxapie 12

4acoB);

— nipu kiupence kpeatuaa 10—25 mur/mun — 800 Mr BHYTpB 3 pasa B CYTKH (KaXK/bIe 8 4acoB).
eTH

[Tpenapat ALIUKIIOBHP ABEKCHUMA He cnenyeT Ha3HauaTh (IPUMEHSTH) Y JIeTel B BO3pacTe

oT 0 710 3 JIeT B CBSI3U C HEBO3MOKHOCTBHIO O0ECTICYUTH PEKUM JTIO3UPOBAHUSI.

Lemu 6 6ospacme om 3 nem u cmapuie

Jleuenue MHd)eKl/ﬂ/llZ, 6bI36AHHbIX BUPYCOM NPOCHO20 zcepnecd, npod)wzakmuka qu)eKuuﬁ,

6bl36AHHbLIX BUPYCOM NPOCMO20 cepnecd, ¥ nayuernios ¢ MMMVHOO@d)MMMI’}’IOM

— B BO3pacTe OT 3 JIET U CTaplle — TAKKe K€ JI03bI, KaK Il B3POCIBIX.

Jleuenue 6€mDﬂHOL7 ocnbl

— B Bo3pacrte 6 jet u crapiie — 800 Mr BHYTph 4 pa3a B CyTKH;

— B Bo3pacte oT 3 10 6 et — 400 Mr BHYTpb 4 pa3a B CyTKH.

Bonee TouHO 103y MOXKHO onpenenuTs u3 pacuera 20 Mr/kr maccel Tena (Ho He 6omee 800 mr)
BHYTpPh 4 pa3a B cyTku. Kypc nedenus cocrapuser 5 gHei.

HDO(Z)LUZCZKWZHKCI peuudueoe uH@eKUZﬂZ, 6blI36AHHbLIX BUPYCOM NPOCmMOco cepneca, y ndyuenmos ¢

HOPMAJTbHbIM UMMYHHBIM CIMAmyCcom, J1e4eHue OonoAculedroueco cepneca

JlaHHBIE O PeKUME JTO3HUPOBAHUS OTCYTCTBYIOT.
[To manubM mokazarusm npenapat ALITUKJIOBUP ABEKCHUMA y nereii B Bozpacte oT 0 10 18
JIeT HEe TPUMEHSETCS.

Crooco0 rmpuMeHeHus

[ns npuema BHYTpb.
[Tpenapar ALIMKJIOBUP ABEKCHUMA MOXHO MPUHUMATh BO BpeMs €7bl, IOCKOJbKY MpUeM
NUINM HEe HapylIaeT B 3HAYMTEIbHOM cTeneHu ero abcopOuuto. TabneTku cienyer NpUHUMATh,

3alurBasd IMOJIHbIM CTaKaHOM BOJbI.
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4.3. TlporuBomoka3zaHusi

e [ unepuyyBCTBUTENHHOCTD K AlIMKIOBHPY, BAIAUKIOBUPY HIIH JIIOOOMY M3 BCIIOMOTATEIIbHBIX
BELIECTB, [IEPEUNCIIEHHBIX B pazzene 6.1.
4.4. OcoOble ykazaHusl M Mepbl IPEJOCTOPOKHOCTH NIPH NIPUMEHEHHH
C OCTOPOXXHOCTBIO ClIelyeT IPHUMEHATh BO BpeMs OEpeMEHHOCTH, B IEpUOJ] IPYJHOIO
BCKapMJIMBaHMs, Yy JIOAEH MOXKMIIOIO BO3pacTa, MAlUEHTOB C IOYEYHOM HEeI0CTaTOYHOCTBIO,
JeruapaTanyedf, MpH OJHOBPEMEHHOM MPUMEHEHHMH C JPYTUMH  HEe()POTOKCHUYHBIMH
npernapaTami.
Puck pa3BuTHs noyeuyHONW HEJOCTATOYHOCTH YBEIMUYMBAETCS NPH OJHOBPEMEHHOM IPUMEHEHUU
C IpYyT'MMHU HE(PPOTOKCUUECKUMHU IperapaTaMu.
JIOCTYIHBIX [JaHHBIX, TOJIYYEHHBIX W3 KIMHUYECKUX HCCIEIOBAHUN, HEAOCTATOYHO, YTOOBI
ceNaTh BBIBOJI, YTO IIPUMEHEHUE allMKIOBUPA CHUYKACT PUCK 3a00J€BaHUS BETPSIHOW OCIOU y
UMMYHOKOMIIETEHTHBIX MAI[UEHTOB.

ITareHThI ¢ BhIpaKEHHBIM I/IMMVHO,Z[ed)I/IHI/ITOM

I[J'II/ITeJ'IBHBIe WM TIOBTOPHBIC KYPCbI JICHCHHUA AUUKIIOBHPOM Yy IMMAOUCHTOB C BbIPAKCHHBIM
I/IMMYHOI[G(l)I/IIII/ITOM MOr'yT IIPUBCCTH K IOABJICHHUIO IITaMMOB BHpYyCa C MMOHIKCHHOU
YYBCTBUTCIIbBHOCTBIO K AOUKIIOBHPY, KOTOPBIC HE OTBCTAT Ha IMPOAOJLDKCHHUC TCpalunu
AlIUKIIOBHPOM.

CocrositHHE THApaTallid

HaIII/IeHTI)I, IMPUHHUMAIOMIUMEC BBICOKHEC O03bI MpCliapaTta BHYTPb, AOJDKHBI ITOJYYaTh JOCTATOYHOC
KOJIMYECTBO XKUJIKOCTH.

[TanMeHTHI OKUJIOr0 BO3pAacTa M MAIMEHTHI C HAPYIIICHUEM (bVHKHI/II/I NOYCK

Kak no>xusble manueHTsl, Tak U MalUeHThl ¢ HapylIeHneM (yHKIHUU MOYeK HaXOATCs B TPYIIe
MOBBILICHHOI'O PHUCKAa pa3BUTHS HEXKEIAaTEJIbHBIX pEaKIUNd CO CTOPOHbI HEPBHON CHCTEMBI
(0OBIYHO TaKME€ peakIu OOpaTUMBI B OTBET Ha OTMEHY Ipernapara), COOTBETCTBEHHO, JOJKHbI
HaXOJUTHCS MOJ1 IPUCTATILHBIM METUIIMHCKUM HAOII0IE€HUEM.

[TockonbKy alMKJIOBUP BBIBOAMTCS MOYKaMHU, HEOOXOAMMa KOPPEKIMs 03Bl Ipenapara y
NAIMEHTOB C HAPYIICHUAMU (PYHKIIMU mouek (cM. pazaen 4.2.).

VY nmanueHToB MOKUIIOTO BO3pacTa MOXKET HaOII0AaThCs HapylIeHHe (PYHKIIMU MTOYEK, I03TOMY Y
JTAHHOM KaTeropuu NaueHTOB He00X0AuMa KOPPEKLUs 03Bl

IIepenaua I/IHd)eKUI/II/I

Bcem mamumentaM, oCoO€HHO TIPH HAIMYMM KIMHUYECKUX TPOSBIICHHUM, CIEAyeT COONIOAaTh
OCTOPOKHOCTh BO H30€kKaHWE TMOTCHIIMAILHON BO3MOXXHOCTH TIepeIadyd BHUpYyca, a TaKkKe

NalfMCHTOB HCO6XOILI/IMO I/IH(I)OpMI/IpOBaTB 0 ClIydasdax 0ECCHUMITOMHOIO BUPYCOHOCHUTCJILCTBA.
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45. BsaumojeiicTBHe ¢ APYTHMH JIeKaf cTReHHLINM PR apa T AN B ADSHe BHUALL

B3aUMO/eHCTBHUS
Kakux-mnbo KIMHUYECKH 3HAYMMbIX B3aMMOJCHCTBHI TpH TNPUMEHEHUH AalWKIOBHpa HE
OTMEYaJIOCh.
AIUKIIOBUD BBIBOJUTCS B HEU3MEHEHHOM BUJIE C MOYOM IIyTEM aKTHUBHOM KaHAJIBLEBOU CEKPELIUH.
Bce mnpemaparsl ¢ aHaJOrMYHBIM IYTEM BBIBEJCHHMS MOTYT IIOBBIILIATh IUJIA3MEHHYIO
KOHLEHTPALMIO al[UKJIOBHPA.
[TpoOenenu 1 LMMETUINH YBEIUMUMBAIOT I10KA3aTellb IUIOMAAN O KPUBOM «KOHLEHTpalus B
mwiasme — Bpemsi» (AUC) aunukioBupa M CHIDKAIOT €ro IMOYeyHbld KiupeHc. OTmedanoch
yBenuueHnue mnokazatenss AUC aisi anuKiIoBHpa W HEAKTUBHOTO MeTaboiuTa MHKo(deHoara
Mo(eTuna, IMMYHOAETIPECCAHTA, TPUMEHSIOUIETOCS B TPAHCIUIAHTOIOTUH, TIPU OJJHOBPEMEHHOM
IpUMEeHEeHUH o0oux rnpenaparoB. OHAKO KOPPEKIMH J03bl HE TpeOyeTcs BCIEACTBUE IIUPOKOTO
TEPaNeBTUYECKOT0 MHIEKCA allKIOBUPA.
AnukioBup mnosbimaer AUC TteodummmHa npubnusurensHo Ha 50 % mpu 0THOBPEMEHHOM
IpUEMe, BCIEACTBHE 3TOTO CJIENYET M3MEPSTh IUIa3MEHHbIE KOHLEHTpAalUu TECOPUUIMHA NpU
OJIHOBPEMEHHOM HAa3HA4YE€HUHU allMKJIOBHPA.

4.6. DepTUIBLHOCTH, 0€PEMEHHOCTDb U JJAKTALHS

bepeMeHHOCTB
B nocrperucrpannonHom peectpe OepeMeHHOCTEH PH JICYSHUH allUKIOBUPOM COOpaHbI JaHHBIC
00 ucxogax OEpeMEHHOCTH Y JKEHIIMH, NMPUHUMABIIMX alMKIOBUD B Pa3HbBIX JEKAPCTBEHHBIX
¢opmax. Ilpum aHanmm3e MAaHHBIX peecTpa He OBUIO OTMEYEHO YBEIMYEHMS KOJIMYECTBA
BPOKIACHHBIX JEPEKTOB y HOBOPOXKACHHBIX, MAaTEPU KOTOPBIX MPUHUMAIIN ALIUKIOBUDP BO BpEMs
OepeMeHHOCTH, N0 CPaBHEHUIO ¢ 00Iel momyssiueil. BolsiBieHHbIE BpOXACHHbIE 1e(DEKThl HE
OTJIMYAINCH €IUHOOOPAa3HeM WM 3aKOHOMEPHOCTHIO, MO3BOJISIOIIMMU MPEAION0KUTH OOLIYIO
IIPUYNHY UX BO3HUKHOBEHMS.
Opnaxo cienyer coOioaaTh OCTOPOXKHOCTh IPU Ha3HAUEHUU allUKJIOBHpA KEHIMHAM B IIEPUOJT
OepeMEeHHOCTH M OLEHUBATh IMPEANOIaraeMylo MoJb3y JUIsi MaTepu U BO3MOKHBIM pUCK IS
ioza.
JlakTanus
[Tocne mpuema npenaparta BHyTph B J03¢ 200 Mr 5 pa3 B CYTKM allUKJIOBUD OMPENCISIETCS B
TPYZAHOM MOJIOKE B KOHIIEHTpauuu, cocrapistounieir or 60 mo 410 % or miasmeHHOU
KOHLEeHTpauuu. [Ipn Takux KOHIEHTpaUsaX B IPYJHOM MOJIOKE AETH, HAXOASAIIUECS HA TPYIHOM
BCKapMJIMBaHUM, MOTYT MOJY4aTh allUKJIOBHP B A03€ 10 0,3 MI/KI/CyTKH. YUUTBIBAs 3TO, CIIEAYET

CO6J'IIO,ZIaTI) OCTOPOKHOCTB IIPHW HA3HAYCHHUU alTUKJIOBHUPA KCHIIWHAM B IICPHUOJ JTAKTaAlUU.
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DepTHILHOCTE

Het naHHBIX 0 BIMSHUM allUKJIOBHPA HA KEHCKYIO (PepTHILHOCTb.
B uccnenoBanuu ¢ ydactueM 20 MalMEHTOB MY)KCKOIO I10JIa ¢ HOPMAJIbHBIM KOJIMYECTBOM
CIEpPMAaTO30M10B ObLIO YCTAHOBJICHO, YTO MPUMEHEHHUE allUKJIOBUPA BHYTPH B 103€ 110 | T' B CYyTKH
B Te4eHHe 6 MecsIeB He MMEN0 KIIMHUYECKH 3HAYMMOT0 BIMSIHUS HA KOJMYECTBO, MOJBUKHOCTh
WA MOPQOJIOTHIO CIIEPMATO30H/I0B.

4.7. Bausinume HA CIIOCOOHOCTH YNPABJSITH TPAHCIIOPTHBIMHU CpeACcTBAMH U padoTaTh

¢ MeXaHNU3MaMH

HccnenoBanuss BIUSHUS aAlUKIOBUpPAa Ha CIOCOOHOCTh K YIPABICHUIO TPAHCHOPTHBIMU
CpPEICTBAaMHU MJIM MEXaHM3MaMHu He NpoBOAWIMCH. CIIpOrHO3MpPOBaTh HEraTUBHOE BO3/EHCTBHE
aIllMKJIOBUpPAa HAa OSTH BHJIBl JCATEIBHOCTH HA OCHOBAaHUHM (PAPMaAKOJOTHMUECKUX CBOWCTB
JEHCTBYIOIIETO BEIIeCTBA HE IPEICTABISIETCS BO3MOKHBIM, HO HEOOXOAMMO YUUTHIBATh MPOQHIIH
1000YHOrO JAEHCTBHS aluKiIoBUpa (cM. pasaen 4.8.).

4.8. HexenatelbHble peaKkuu

PesroMe HexxenaTeabHbIX PEaKIUT

Hcnonp3oBana cremyromas Kiaccupukanus HEXeNaTeIbHbIX peakuuid B 3aBUCHUMOCTH OT
9aCTOTHI BCTPEYAEMOCTH: 04eHb yacTo (> 1/10); wacto (> 1/100, Ho < 1/10); Hewacto (> 1/1 000,
HO < 1/100); peaxo (> 1/10 000, o < 1/1 000); ouens peako (< 1/10 000); yacTora HEU3BECTHA
(HEe MOKeT OBITh YCTAHOBJICHA HA OCHOBAHHH MMEIOIUXCS JJAaHHBIX ).

Hapywenus co cmoponul kposu u tumghamuueckotl cucmemol

OdeHb peKo: aHeMUsl, TEHKOTEHHSI, TPOMOOIIUTOTICHHUS.

Hapywenus co cmopoHnsl uMMyHHOU cucmembl

Penko: anadunakcus.

Tcuxuyeckue napywenus

Odyenp penko: BO30OYXKIEHHE, CHYTaHHOCTh CO3HAHMS, TaAJUTIOIUHAIINK, TICHXOTHYECKUE
CUMIITOMEI.

OOBIYHO TIEPEUMCIICHHBIE BBINMIC HEXKETATEIbHBIE PEaKIMU HaOMIOAAINCh Y TAIMEHTOB C
MOYCYHON HEJOCTATOYHOCTHIO WJIHM MPU HATMYUH JPYTHX MPOBOIUPYIONINX (DaKTOPOB, U OBUIH, B
OCHOBHOM, 00paTiMbIME (cM. pazaen 4.4.).

Hapywenus co cmoponul HepéHoti cucmemvl:

YacTo: rosioBHas 00JIb, TOJIOBOKPYKECHHUE;

OdeHb peKo: TPeMOop, aTaKCHsl, TU3aPTPHUSL, CyTOPOTH, COHTUBOCTD, SHIIE(aATONaTHs, KOMa.
OOBIYHO TIEPEUYUCIICHHBIC BBIIIE HEXENaTelbHbIe pPEaKIMu HAOMIOJATNCh y TMAIUEeHTOB C
MOYCYHON HEJOCTATOYHOCTHIO WIIM MPH HAMYHMH JIPYTHX MPOBOIUPYIONUX (GaKTOPOB U OBLIH, B

OCHOBHOM, 00patuMbIMu (cM. pasnen 4.4.).
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Penxo: oxpika.

Kenyoouno-kuweunvle napyuienus

Yacro: TonHOTa, pBOTA, AUapes, 00JIb B )KUBOTE.

Hapywenus co cmoponbl neuenu u sicenuedbi8o0auux nymeti

Penxo: oOpatuMoe NmoOBBIILIEHHE YPOBHS OMIIMPYOUHA U «TIEYCHOYHBIX» (DEPMEHTOB B KPOBH.
OueHb peaKo: TeNaTuT, KeITyXa.

Hapywenus co cmoponsl Kodtcu u nOOKOINCHbIX MKAHeL

Yacro: 3y11, Cblllb, B TOM YHCIIE (OTOCCHCUOMITH3AIIMS.

Hewacro: kpanuBauia, 6sicTpoe nuddysnoe BoimageHune Bojoc. [1ockoabKy TaKoi THIT allOTeIHN
HaOJIIOMaeTCsl TMpPU PA3IUYHBIX 3a00JCBaHMUAX M TPU TEPalUM MHOTUMH JIEKapCTBEHHBIMH
CpEICTBAaMHU, CBSI3b €€ C IPUEMOM AlMKIIOBUPA HE YCTAHOBIICHA.

Penko: aHTHOHEBPOTHUYECKUI OTEK.

OdeHb pEOKO: TOKCHYECKHH SIHUIEPMAalbHBI HEKPOJIU3, MYJIbTHU(OpPMHAS JKCCyAaTUBHAS
spuUTEMA.

Hapywenus co cmopoHbvl nouex u Mouegblgo0sauux nymetu

Penko: nmoBbllIeHre KOHIICHTPAIIUU MOYEBUHBI U KPEATUHUHA B CBIBOPOTKE KPOBH.

OueHb peaKo: ocTpas MoYedHasi HeJOCTaTOYHOCTbh, TOYeUHas KOJIHMKA.

[ToyeuHast KoJMKa MOXKET OBITH CBSI3aHA C MOYEUYHOM HEJOCTATOYHOCTHIO i KPUCTAIUTYPHEH.
Obwue HapyweHus u peakyuu 8 mecme 68e0eHuUs

YacTo: yroMIsieMOoCTb, TMXOPa/IKa.

Coo0111eHne 0 MoI03pPEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX

BaxxHo cooOmarb 0 NOJ03PEBAEMBIX HEXKENATENbHBIX pEeaKUusX I0ClIe pPETUCTpaluu
JIEKapCTBEHHOTO Iperapara ¢ Leliblo 00ecTeyeHnsl HePephIBHOIO MOHUTOPUHTAa COOTHOILICHUS
«TI0JIb3a-PUCK» JIEKAPCTBEHHOI0 Ipenapata. MeAMIMHCKUM pPaOOTHUKAM PEKOMEHyeTCs
co00IaTh O JIIOOBIX MOJ03PEBAEMBIX HEXKENATENbHBIX PEAKIUAX JEKapCTBEHHOTO Ipernapara
yepe3 HAllMOHAIbHBIE CHCTEMbI COOOIIEHHUS O HEXENaTelbHBIX PEaKLMAX roCyIapCTB—UJICHOB
EBpa3uiickoro 53K0OHOMHUYECKOTr0 COI03a.

Poccuiickas enepanus

®denepanpHas cayx0a mo Haa30py B cdepe 3apaBooxpanenus (Poczapasuanzop)

Anpec: 109012, r. MockBa, CriaBsiHCKas TUI0IIaab, 1. 4, cTp. 1.

Tenedon: +7 800 550 99 03

OnekTponHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B HH(OPMaLMOHHO-TEIEKOMMYHUKAMOHHON ceTH «HTEpHET»:

https://www.roszdravnadzor.gov.ru/
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4.9. TIlepexo3upoBka

CuMnOTOMBI

AUUKIIOBUD JIMIIb YACTUYHO aOCOpOMpYeETCs B KeMyJOYHO-KUIIEYHOM TpakTe. [lpu ciaydaiinom
OJIHOKPaTHOM IIpHEME allMKJIOBHpa B f03€ 10 20 T Tokcudyeckue 3pPpeKTsl He 3aperucTpUPOBaHBI.
[Ipy NMOBTOpHBIX IpHEeMax BHYTPb B TEUEHHE HECKOJBKHUX JHEH, B J103aX, MPEBBIIAOIINX
PEKOMEH/I0BAaHHbIE, OTMEYAINCh HAPYIIEHHUS CO CTOPOHBI JKEIyJOYHO-KUIIEUYHOTO TpaKTa
(TomIHOTA, pBOTA) U HEPBHOM CUCTEMBI (TOJIOBHAS 0OJIb U CIIYTAHHOCTH CO3HAHMUSA).

MHorna MoryT HabIr0JaThcsl TaKUEe HEBPOJIOIMUECKUE HApYILIEHHs KaK Cy/10pO>KHbIE IPUTIAAKH U
KOoMa.

Jleuenune

Cumnromaruueckoe. IlanueHTs! Hy)KJat0TCs B TIATEIbHOM METULIMHCKOM HAOJII0JEHUH C LIEIbIO
BBISIBJICHHSI BO3MOYKHBIX CHUMIITOMOB MHTOKCHKAlMU. ALMKIOBUP BBIBOJUTCS W3 OpraHuU3Ma C
IOMOILBI0 TeMOAMAIN3a, I03TOMY TI'€MOAMAIN3 MOXKET ObIThb MCIIOJIb30BaH B JICYCHUHU

HIePEI03UPOBKH.

5. ®APMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoguHaAMHYeCKHe CBOHCTBA
®dapMakoTepareBTUYECKas TPYIa: TPOTHBOBHPYCHBIE CPEICTBA CHCTEMHOTO JCHCTBUS;
MPOTUBOBUPYCHBIC CPEACTBA TPSIMOTO JICHCTBHUS; HYKICO3WABl W HYKICOTHUIBI, KpOMeE
WHTHOUTOPOB 0OPAaTHOM TPAHCKPUIITA3HI.
Kon ATX: JOSABOI.

Mexaumnsm nerictus U hapMakogruHaMudeckue YOO EKThI

AULUKIOBUP — 3TO CHHTETUYECKMH aHaJIOr ITypMHOBOTO HYKJIE€O03HJa, KOTOpBIA 00jaaaer
CIOCOOHOCTBIO MHTHOMPOBATh IN VItr0 u iN VIVO BUpYCHI repreca 4enoBeKa, BKIOUYas BUPYC
npocroro repreca (BIII') 1-ro u 2-ro TUNOB, BUPYC BETPSHON OCIIBI M OMOSICHIBAIOILETO Tepreca
(Bapuresuia-3octep Bupyc, Varicella zoster virus (B3B)), Bupyc Dmnmiteitna-bapp (9bB) u
nutomeranosupyc (LIMB). B kynpType kieTok anukioBup oOnanaer HauOoliee BbIpaKEHHOU
IPOTHBOBUPYCHOI akTUBHOCTHIO B oTHoweHuu BIII'-1, nanee B mopsake yObIBaHUS aKTUBHOCTH
cinenytot: BIII'-2, B3B, 9bB u [IMB.

Wurubupyroiee aeiicTeue anukioBupa Ha Bupychl repreca (BIIT'-1, BIIT'-2, B3B, O9bB, [IMB)
MMeEET BBICOKOM30MpAaTeIbHbIA XapakTep. ALMKIOBUDP HE SBJISETCs cyOcTpaTtoMm A gepMeHTa
TUMHJIMHKMHA3bl HEMH(OUIIUPOBAHHBIX KJIETOK, HOITOMY AIlMKJIOBUP MaJOTOKCHYEH IS KIETOK
MileKonuTaommx. TUMUANHKAHA3a KIIeTOK, WHpumpoBanHbix Bupycamu BIII, B3B, ObB u
[IMB, mnpeBpaimaer amukIoBUp B aMKIOBHpa MOHOQochaT — aHAJOr HYKJIEO3Ua, KOTOPHIH

3aTeM Mocle0BaTeNbHO MpeBpatiaercs B audocdat u tpudocdar noj AedcTBUEM KIECTOUYHBIX
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OOpBIB 1IeTH OJOKUPYIOT AaJIbHEUIIYIO peruinkanuio BupycHoit JJTHK.
Y manueHToB ¢ BRIPAXKEHHBIM KMMYHOIS(DUIIUTOM JUTUTEIIBHBIE WIIA TOBTOPHBIC KYPCHI TEpaIun
AIUKIIOBUPOM MOTYT MPHUBOJUTH K MOSBICHUIO PE3UCTEHTHBIX ITAMMOB, IIOATOMY JaJIbHENIIICE
JIeYeHUE alUKIOBUPOM MOXKET ObITh HEI(DPEKTUBHBIM. Y OOJBIIMHCTBA BBIIEICHHBIX IITAMMOB
CO CHIDKCHHOM YYBCTBHTEIHHOCTHIO K AIMKJIOBUPY OTMEYaIOCh OTHOCHTEIHLHO HHU3KOE
CoJIep’KaHNe BUPYCHON TUMUJIUHKHHA3BI, HAPYIIICHHE CTPYKTYPhl BUPYCHON TUMHUIMHKHHA3BI UITU
JTHK-monmumepasel. BosaetictBue arukinoBupa Ha BITI in vitro Takke MOXeT HpPUBOIUTH K
00pa30oBaHNIO0 MEHEe YyBCTBUTENbHBIX K HEMY IITaMMOB. He ycTaHoBIeHa KOppensus Mexay
4yBCTBUTEIBHOCTHIO miTaMMOB BIII™ k anukioBupy in Vitro u KIMHUYECKO# 3((PEKTUBHOCTHIO
npernapara.

52. ®apMakoKHHeTHYECKHE CBOHMCTBA
AOGcopbuus
ATMKIIOBUP TOJBKO YaCTUYHO abcopOupyercs u3 kumeynuka. [locne npuema 200 Mr anukioBupa
Kaxaple 4 yaca CpeaHss MaKCHUMalbHas paBHOBECHas KOHIEHTpanus B IuiazMe (CsSmax)
cocraBnsiia 3,1 MkM (0,7 MKr/mit), a cpeiHssi paBHOBECHas MHHHMMallbHas KOHIIGHTpAllus B
wia3me (Cssmin) Ob11a 1,8 MKM (0,4 mxr/mi). [pu npueme 400 mr u 800 Mr aniukII0OBUpa KaxKbie
4 gaca CsSmax coctaBisuia 5,3 MkM (1,2 mxr/mn) u 8 MkM (1,8 MKr/Mir) cooTBeTCTBEHHO, a CSSmin
2,7 MmxM (0,6 mxr/min) u 4 MkM (0,9 MKT/MIT), COOTBETCTBEHHO.

Pacupenenenue

KoHueHTpanus anukioBupa B CHUHHOMO3TOBOM KUAKOCTH cocTaBigeT npuoiamnsurenabHo 50 % ot
€ro KOHIIEHTPAaIUH B IJIa3M€e KPOBH.

C Oenmkamu TUIa3Mbl KPOBH AIlUKJIOBHP CBSI3bIBaCTCS B He3HauuTesnbHOM cterneHu (9-33 %),
II03TOMY JIEKAPCTBEHHBIE B3aMMOJCUCTBHSI BCIEACTBUE BBITECHEHUS U3 YYaCTKOB CBSA3BIBAHUS C
OenKaMH 1a3Mbl KPOBU MaJIOBEPOSTHBI.

buorpancdopmarms

OCHOBHBIM METa0O0JIUTOM AIIUKIIOBUPA SABISETCS 9-KapOOKCUMETOKCHU-METUITYaHUH.
OIUMUHALKUA

VYV B3pocHbIX MOCIE MpHeMa alWKIOBUpPAa BHYTPh MEPUOJ IMOIYBBIBEIECHUS U3 IUIa3Mbl KPOBU
COCTaBIISIET OKOJIO 3 4yacoB. bombias yacTe mpernapaTta BBIBOJUTCS MOYKaMHU B HEM3MEHEHHOM
Bujie. [louedyHblii KIMpEHC aIMKIOBHpa 3HAYMTEIIBHO TMPEBBINIACT KIUPEHC KPEaTMHHWHA, YTO
CBUJICTENHCTBYET O BBIBEJACHUHU AIIMKJIOBHUPA MTOCPEIACTBOM HE TOJIBKO KITYOOUKOBOU (hUIIBTpaInH,
HO ¥ KaHaJblleBOW cekpennu. Ha om0 ocHOBHOro wmerabonura 9-kapOOKCUMETOKCH-
METUJITYaHWHA, ONpENeIsIeMOro B Modue, mpuxomutTcs okono 10-15 % BBemeHHOW HO3BI

npernapara.
10
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nosyBbiBeieHus anukiosupa 1 AUC yBennunBanuce Ha 18 1 40 % coOTBETCTBEHHO.

IToyeyHas HETOCTATOYHOCTD

Y MmanueHToB ¢ XPOHUYECKOW TIOYEYHOW HEJOCTAaTOYHOCTBIO IEPHUOJA  IOJIYBBIBEIACHUS
AlMKJIOBHpA COCTaBIII B cpeaHeM 19,5 yacos. [Ipu npoBeneHnn reMoauainia CpeaHui nepuo
MOJIYBBIBEJICHUS allUKJIOBUpA cOCTaBisll 5,7 yaca. KoHleHTpalys allukiIoBHpa B Tjia3Me KpOBU
BO BpeMs Ualln3a CHUXanach NpuOau3uTenbHo Ha 60 %.

JInIia moKMI0Tro BO3pacTa

V noxXHuIBIX NannuCHTOB O6H_II/II71 KIIMPCHC allMKJIOBHpPA C BO3paCTOM CHHKACTCs IapaJlJICIbHO CO
CHHUXCHUCM KIIMPCHCA KpCaTHUHHHA, OAHAKO ICPpHUOM IMOJTYBBIBCACHUA ALIUKIIOBHUPA H3MCHSACTCA
HC3HAYHUTCIIBHO.

[ManueHTsl, THGUIIMPOBAHHBIE BUPYCOM MMMYHOAedunura yenoseka (BUY)

[Tpu oIHOBpEMEHHOM BBEACHUHU AllMKIOBHpA U 3ufoByaArHa BUU-un(urpoBaHHbBIM MallieHTaM

q)apMaKOKI/IHeTI/I‘ICCKI/IC XapPaKTCPUCTHKU oboux nperaparoB MPAKTUICCKNU HEC UBMCHAJINCh.

6. ®APMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeuyeHb BCIIOMOraTeJbHBIX BEIIECTB
[ennron03a MUKPOKpUCTAIIMYECKAS
[ToBunon K-25
KapOoxcumerunkpaxman HaTpus
Marnus creapar.

6.2. HecoBmecTUMOCTH
He npumennmo.

6.3. Cpok rogHocTH (CpoK XpaHeHHs1)
3 roja.

6.4. Oco0ble Mepbl NPEI0CTOPOKHOCTH MPU XPAHEHUHU
XpaHUTh B 3aIUIIIEHHOM OT CBETa MECTe, IMPHU TeMIiepaType He Boite 25 °C.

6.5. XapakxTep M cojep:kaHue NePBUYHON YIIAKOBKH
ITo 10 TabneToK B KOHTYPHYIO STUEHKOBYIO YITAaKOBKY U3 IJICHKH MTOJUBUHUIXJIOPUIHON U (POTIBIU
AJTIOMUHHUEBOM NTEYaTHOM JTaKUPOBAHHOM.
[To 20 Tabmetok B OaHKy U3 MOJMATUJIICHA HHU3KOTO JaBJICHMS, YKYHNOPEHHYIO KPBILIKOM
MOJIMMEPHOM M3 MOJUATHIIEHA HU3KOTO JaBJICHUS C YIIJIOTHSAIOIINUM 3JIEMEHTOM M KOMIIEHCATOPOM
MOJIMMEPHBIM U3 MOJUAITUIIEHA BBICOKOTO 1aBjieHus. Ha 6aHKy HakJIeHBalOT STUKETKY U3 OyMaru.
1,2, 3,4 unn 5 KOHTYpPHBIX STUEHKOBBIX YIAKOBOK MM 1 OaHKY BMeCTe C JIMCTKOM-BKJIa/IbIILIEM

MMOMEIIAIOT B MMAYKy U3 KapTOHA.
11
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6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH np'lJ(-l ‘W{JIEI‘;O'DII{EEHEE'I—' I:pﬂmr 30'B'a11 j0ro

JIEKAPCTBCHHOI'0 Ipenapara WJIM 0TX0A0B, MNOJYYECHHBIX MMOCJI€ NPUMCHCHUA
JIEKAPCTBCHHOI'0 NMpenmapara njiun paﬁoTLI ¢ HUM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. JEPKATEJb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanys
OAO «ABekcuma»
125284, Poccus, . MockBa, Jlenunrpaackuii npocnekr, 1. 31A, ctp. 1.
Ten.: +7 495 258 45 28.
DnekTponHas noyra: info@avexima.ru
7.1. IlpencraBuTe/ib JAepKaTessi perucTPAlHOHHOIO YI0CTOBEPEHH s

IIpereH3un HOTDC6HTCJI€I>1 HAaIpaBJIATH I10 aApECy.

Poccniickas @enepanys

OAO «ABekcuma

125284, Poccusi, . MockBa, JIeHuHrpaackuil npocnekr, 1. 31A, ctp. 1.
Temn.: +7 495 258 45 28.

DnekTponHas noyra: info@avexima.ru
8. HOMEP PET'HCTPAHIMOHHOI'O YAOCTOBEPEHUSA
9. JIATA MEPBUYHOM PETUCTPAIIMM (ITIOATBEPKJIEHWUS PETUCTPAILINN,
MNEPEPETNCTPALIMN)
JlaTa niepBoii perucTpanuu:

10. JATA NEPECMOTPA TEKCTA

O6mras xapakrepuctika jekapcrseHHoro npenapata ALIUKJIOBHP ABEKCHUMA noctymnHa Ha
nH(pOPMallMOHHOM TmopTaje EBpa3suiickoro SKOHOMHMYECKOTO C€O03a B HH(OpPMAalMOHHO-

KOMMYHUKAIMOHHOM cetn «HTepHeT» http://eec.eaeunion.org.
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