COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 11.09.2025 N= 22825

OBILAS XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “C05)

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O IIPEIIAPATA
AIIMKJIOBHP ABEKCHMA, 200 mr, TabneTku

2. KAYECTBEHHBIN Y KOJJMYECTBEHHBIA COCTAB
JlelicTBy1olII€€ BEIIECTBO: allUKIIOBHP.
Kaxxnas tabnerka comepxut 200 Mr anukioBupa (B epecuere Ha 0€3BOTHOE BEUIECTBO).
BcniomorarenbHbIie BCIICCTBA, HAIMYUC KOTOPBIX HAAO YUHUTBIBATH B COCTaBE JICKAPCTBCHHOI'O

npernapara: JJaktosa, caxaposa (cMm. paszaen 4.4.).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEJICH B pasnene 6.1.

3. JIEKAPCTBEHHAS ®OPMA
Tabnerku.
Kpyrisie, MIoCKOIMIUHAPHYECKOW (OpMBI TaOIeTKH Oenoro Wiaum moyTH Oeoro IBera, ¢

JIBYXCTOPOHHEH (packol U pUCKOW HA OJJHOW CTOPOHE.

4. KIMHUYECKUE JAHHBIE
41. Tloka3aHusl K NPUMEHEHHIO
[Tpenapat ALIMKJIOBHP ABEKCHMA noka3aH K IpUMEHEHUIO:

VYV B3pOCHBIX M ACTEH B BO3PACTE OT 3 JIET JIIS:

e Je4eHUs MHPEKIUH KOXKU U CIM3UCTBIX 000JI04Y€K, BHI3BAHHBIX BUPYCOM IIPOCTOTrO repreca,
BKJIIOUAsl IEPBUYHBIN U PELIMIUBUPYIOINI T€HUTAIbHBIN TepIeC;

e MpoQWIAKTUKKM WHQEKUUH, BBI3BAHHBIX BHPYCOM IIPOCTOrO Tepreca, Yy MalUeHTOB C
UMMYHOIE(PUITUTOM;

® JICUEHUs BETPSHOU OCIIBI.

V B3pocieIX B Bo3pacTe ot 18 jet md:

e MPOQMIAKTUKH PEIUINBOB HHPEKINH, BHI3BAaHHBIX BUPYCOM IIPOCTOTO reprieca, y MalueHTOB
C HOPMAJIbHBIM UMMYHHBIM CTaTyCOM;

e JIEUYEHHUS OTOSCHIBAIONIETO repreca (paHHee JIeYeHHE OT0SICHIBAIOIIETO TepIeca auKIOBUPOM
OKa3bIBaeT aHaJbre3upyromuii 3¢p(eKT u MOXKEeT CHU3UTh 4YacTOTy BO3HHUKHOBEHHUS

MOCTIePIIETUYECKON HEBPAIITHH).
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4.2. PexuMm A03UPOBAHUS U CIIOCOD TP MeHeHnE|

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 cocrasisier 200 Mr BHYTph 5 pa3 B CyTKU (Kaxabie 4
yaca, 3a UCKJIIOYEHHEM Teproia HOYHOro cHa). Kypc nedenust coctaisieT 5 1HeH, HO MOKET ObITh
MPOJUICH IIPU TSKEJBIX EPBUUHBIX HHPEKIUAX.

B ciiyuae BbIpaeHHOT0 UMMYHOAehHUIMTA (HAIIPUMED, ITOCIE TPAHCIUIAHTAIMN KOCTHOT'O MO3Ta)
WJIM TIPU HApYILIEHUH 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
IIPUTOTOBJICHUS pacTBOpa AJisl UHPY3UIL.

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 NPOCNIO20 cepneca, ¥ nayueHmoes ¢

HODPMAJIbHbIM UMMYHHbIM CMAmycom

JUis npouiIaKTUKM pelUAMBOB MHGEKIUH, BBI3BAHHBIX BHUPYCOM IPOCTOrO repreca, y
NAlUMEHTOB C HOPMaJbHBIM HMMYHHBIM CTaTyCOM pEKOMEHAyeMmas J03a Ipernapara
AIIMKIIOBUP ABEKCUMA coctasmisier 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 pa3a B cyTku (kaxjbie 8 yacoB) uwiu 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 IJIs1 BBISIBJICHHS BO3MOXXHBIX W3MEHEHHUH B TeUeHME 3a00JI€BaHUS.
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Hpod)wzakmuka qu)eKuuﬁ, Bbl36AHHbLIX 6UNYCOM I’%DOI'_CI‘I’;Z’;I% EDI’[LE;”:@ 7l uuem'ﬁbé C

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 ciygae BeIpakeHHOT0 UMMYHOePUITUTA (HAaIpUMEp, TTOCIIE TPAHCTUIAHTAIIUN KOCTHOTO MO3Ta)
WJIM TIPU HapyIIEHUU BCAChIBAHUS M3 KHUIICYHMKA J103a Mpernapara Jjs MpueMa BHYTPb MOMKET
ObITh yBenmueHa 10 400 mr BHyTph. B KkauecTBe aibTepHATHBBI MOXET OBITH paccMOTpeHa
BO3MOXXHOCTh TNPUMEHEHHS alMKIOBUpAa B JIEKapCTBEHHON Qopme nuodunuzar ans
MPUTOTOBJICHUS PAaCTBOpA ISt HHY3UH.

[TponomKUTETbHOCTh TPO(UIAKTUIECKOTO Kypca TEparmuud OMPEACNIeTCs IUTEIHHOCTHIO
nepuoja, B TeYeHHE KOTOPOTO CYIIECTBYET PUCK UH(MUIIUPOBAHUS.

Jleuenue eemp}ZHoﬁ ocndvl U onosiacslearuieco cepneca

Jlist edeHusi BETPSIHOM OCTIBI M OMMOSICHIBAIOIIETO TIeprieca peKOMEeHayemas J03a Ipernapara
AIIMKIJIOBUP ABEKCUMA cocrtasiser 800 Mr BHYTph 5 pa3 B CyTKu (Kaxaple 4 daca, 3a
UCKIIIOYEHUEM TIepHro/ia HOUHOTo cHa). Kypc neyenus cocraBisieT 7 qHEH.

JleyeHue OMOSCHIBAIOILETO TepIieca ciaeyeT HaYMHATh KaK MOXKHO PaHbIIe OT MOMEHTA IEePBBIX
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 UMMYHOAE(PHUUUTOM (Hampumep, Mociie TPaHCIUIAHTALUU KOCTHOTO
MO3Ta) WM IPY HAapYIIEHUH BCACHIBAHUS U3 KUIICYHHKA HEOOXOIMMO PACCMOTPETh BO3MOKHOCTD
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
HOYEYHOH HEIOCTATOYHOCTH (CM. oapaszaen «Ilayuenmol ¢ HapyuweHuem QYHKYUYU nouexy).
Heobxoaumo obecnieunTs Mo iep:kanne aIekBaTHOTO BOJHOTO OajaHca.

Tayuenmol ¢ napywenuem @yHKYuu nouex

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

Heobxoaumo obecnieunTs Moiiepkanne aIekBaTHOTO BOJAHOTO OaraHca.
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J103aX C IENbI0 JIeUeHUs U TPODUIAKTUKY HH(EKINH, BEI3BAHHBIX BUPYCOM IPOCTOTO reprieca, He

OPUBOAUT K KyMYJSIMM I[Ipenapara [0 KOHIICHTPALMM, MPEBBIIIAIOIINX YCTAaHOBJICHHbBIC

Oe3omacHbie ypoBHU. OHAKO Yy MAlMEHTOB C KIUPEHCOM KpeaTHHHHA 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 OIOSCHIBAIOIIETO Tepreca PeKOMEHAyeMble JT03bl Mperapara

AIIMKJIOBHP ABEKCHUMA, TabiIeTK1 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, B8bl36AHHbIX _BUPYCOM _NPOCMO20 2epneca, npod)uﬂakmuka qu)eKuuﬁ,

6bl36AHHbLIX BUPYCOM NPOCMO20 2epnecd, Y nayuermaoe ¢ uMMVHOO@d)uuun’ZOM

— B BO3pacTe OT 3 JIET U CTaplie — TAaKKe K€ JI03bl, KaK Il B3POCIbIX.

Jleuenue 6€mDﬂHOL7 ocnbl

— B Bo3pacte 6 net u crapuie — 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 ¢

HOPMATIbHBIM UMMYHRHbIM CIMANYCOM; 1E€YEHUE ONOACbIBAIOULE20 2ephneca

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

['unepuyBCTBUTENBHOCTD K AIIMKJIOBUPY, BATALMKIOBUPY WX JIIOOOMY U3 BCTIOMOTaTEIbHBIX
BELIECTB, [IEPEUNCIIEHHBIX B pazzene 6.1.

4.4. OcoOble ykazaHusl M Mepbl IPEJOCTOPOKHOCTH NIPH NIPUMEHEHHH

[Ipenapar ALIMKJIOBUP ABEKCHUMA cnenyeT npuMEHSTh C OCTOPOXKHOCTBIO IMPU CHEAYIOITUX

3a00JIEBAHUSIX U COCTOSHUAX:

e OEPEMEHHOCTH U MEPUO/I TPYTHOTO BCKapMiuBaHus (cM. paszzen 4.6);

® TIOKHIION BO3pacT,

® JI0YCYHasg HEJOCTATOYHOCTD,

e JIeTUJIpaTaIlus;

® OMTHOBPEMCHHOC ITPUMCHCHUC C IPYTUMU He(prTOKCI/I‘lHLIMI/I npcraparamMu.

HDOd)I/IJIaKTI/IKa BeTDﬂHOfI OCIIBL YV TTAITMEHTOB C HOPMAJIbHBIM UMMYHHBIM CTaTYCOM

I[OCTYHHHX JAaHHBIX, MOJYYCHHBIX B PE3YJIbTATC IPOBCACHHBIX KIIMHUYCCKUX I/ICCJIC,HOBaHI/Iﬁ,

HEAO0CTAaTO4YHO, YTOOBI CACjaTb BBIBOJA O TOM, YTO INPHUMCHCHHC AlMKJIOBHUPA CHHIKXACT PHCK

3a00JIeBaHUs BETPSIHOM OCIION y NAI[MEHTOB ¢ HOPMAJIbHBIM UMMYHHBIM CTaTyCOM.

COHVTCTBVIOHIBJI TCpanusd ¢ APYruMu Hed)DOTOKCI/I'-IHI)IMI/I openaparamMu

Puck Ppa3BUTHA MMOYCYHOM HEAOCTATOYHOCTH YBCIIMYUBACTCA IIPHU OAHOBPCMEHHOM IIPUMCHCHUU

C IpyrUMHU HEPPOTOKCHUECKUMU MperapaTamH.

CocrogHue TuaparTaimn

[TaruenTs!, nmpuHuMaromue Bbicokue a03bl npemnapata ALIUKIIOBUP ABEKCUMA BHyTpb,

AOJIKHBI ITOJTYYAaTh JOCTATOYHOC KOJIUYCCTBO KUAKOCTH.

[TanMeHTH OKUJIOr0 BO3pAcTa M MAIMEHTHI C HAPYIIICHUEM d)VHKHI/II/I IIOYCK

HOCKOJ’II)Ky AIUKIIOBUP BBIBOJAUTCA IMOYKAMH, JO3bI JOJI’KHBI OBLITH YMCHBIICHBI MallUCHTaM C

MOYEYHON HEIOCTATOYHOCTHIO (CM. paznen 4.2). YV MaiueHTOB MOXKHIOr0 BO3pacTa BO3MOXKHO

CHHIKXCHHC (I)YHKI_II/II/I IIOYCK, CJICOAOBATCIbHO, IJIA JaHHOU TpyIIbl MaMUEHTOB TAKXE MOXKET

HOTpe6OBaTBC}I CHHMIXKCHHUC JO3bI. Kak mosxuiabie MalMCHTBI, TAK W IMAIIUCHTBI C HAPYHNICHUCM

(GYHKIIMM TOYEK HAaXOJATCS B IPYIIE MOBBIIIEHHOTO PUCKA Pa3BUTHUS MOOOYHBIX 3()(PEKTOB cO

CTOPOHBI HEPBHOW cHCTEMBI (OOBIYHO TaKHE PEAKIMK OOpaTHMbI B OTBET HAa OTMEHY Ipernapara)

H, COOTBCTCTBCHHO, NOJDKHBI HAXOAUTHLCA IO NPUCTAJIbHBIM MCIUITUHCKUM Ha6J'IIO,Z[CHI/ICM.

ITarMeHTsl ¢ BhIPaKEHHBIM I/IMMVHOZ[ed)I/IHI/ITOM

ZIJ'II/ITGJ'II)HBIC WM TIOBTOPHBIC KYPChI JICUCHUA ALUKIOBHUPOM Y MAIIMCHTOB C BBIPAXKCHHBIM

I/IMMYHOHe(i)I/IIII/ITOM MOT'YT NPHUBECTH K TIIOJABJICHHUIO IITaMMOB BHpYCa C MOHMKEHHOHN

YYBCTBUTCIIbHOCTBIO K aAlMKJIIOBUPY, KOTOpPBIE HC OTBCTAT HaA HNPOJAOJLDKCHUC TCpallnun

AlMUKJIOBUPOM.



.
L

AL

[lepenaya nadexmu

Bcem mnanmenTam, 0coO€HHO NMpH HAJIWYMK KIMHUYECKHX TNPOSIBICHHM, CleAyeT coOIr0AaTh
OCTOpPOXKHOCTh BO H30E€KaHUE NOTEHIMAJIBHONH BO3MOXHOCTH IIepeladdl BUpyca, a TaKKe
HalMEeHTOB HE00X0ANMO HH(POPMHUPOBATH O CiIydasix O€CCUMITOMHOIO BUPYCOHOCUTENILCTBA.

BcnoMorarenbpHEIC BEIECTBA

JlaHHBIN IpenapaTr COAepkKUT JakTo3y. [lanmuenTam ¢ peIKo BCTPEYArOLICHCS HACIEACTBEHHOU
HEMEePEeHOCUMOCTBIO TallaKTO3bl, AC(PHUIMTOM JIAKTa3bl JIOMAPEH WM TIIIOKO30-TaJaKTO3HOM
MalibabcopOIMel He ciaeyeT IPUHUMATh 3TOT Ipernapar.

[Ipemapar ALMWKJIOBUP ABEKCHUMA coaepxut caxapo3y. Ilanuentam ¢ peako
BCTPEYAIOLICHCA HACIIEJCTBEHHOW HEMEPEHOCUMOCThIO  (PYKTO3BI, TIIIOKO30-TaJaKTO3HOM

MabaOCcopOIMet WM JePUIIUTOM caxapa3bl-U30MaibTa3bl HE CIEAYyeT MPUHUMATH JTOT

npernapar.
45, B3aumoneiicTBue ¢ IpyruMu JIeKapCTBEHHBIMH NIPeNapaTamMy U Apyrue BUAbI
B3auMOAeHCTBUA

Hukakux KIMHMYECKH 3HAYUMBIX B3aUMOJCWCTBUM TMpU MPUMEHEHUH AalUKIOBUpA HE
OTMEYAaJIOCh.

ALMKJIOBUD BBIBOJUTCSI B HEU3MEHEHHOM BUI€ C MOYOM IyTE€M aKTUBHOM KaHAIbIEBON CEKPELIUH.
Bce mnpemaparel ¢ aHaJOTMYHBIM IYTEM BBIBEICHHS MOTYT MOBBINIATh ILJIA3MEHHYIO
KOHIIEHTPALHIO allMKJIOBUPA.

Teobummn

AIMKIIOBHpP MOBBIMIAET TUIOIAh MOJ KPUBOW «KOHIEHTpanus - Bpems» (AUC) teodummmmna
npubim3uTenbHo Ha 50 % mpu OJHOBPEMEHHOM IpHEMeE, TTOITOMY PEKOMEHIYETCS U3MEpSTh
MJIa3MEHHBIE KOHIIEHTPAIMU TeOPUIIIMHA MIPU OJTHOBPEMEHHOM Ha3HAYEHUH AIIMKIJIOBUPA.

HDO6€H6HI/IH U MUMETHUINH

[TpoGenennn ¥ UUMETHAWH YyBeIHMYMBAaIOT mokazaTenb AUC  aIluKiIoBHpa W CHUXKAIOT €ro
MMOYEYHBIN KIMPEHC.

Murkodenosara MmobheTHi

Otmeuanocs yBenumdenue nokasarenss AUC B 1uiasMe KpoBH JUIsl alMKIOBHpPA M HEAKTUBHOTO
MeTtabonauTa  MUKOpeHonata ModeTwina, HMMYHOJENPECCaHTa, IMPUMEHSIOIErocss B
TPaHCILIAHTOJIOTUH, IPU OJJHOBPEMEHHOM ITPUMEHEHUH 000UX MpernapaToB.

OpnHako KOppeKIMH 103kl HE TpeOyeTcs BCIEACTBHE LIMPOKOTO TEPaneBTHYECKOIO HHIEKCa

allUKJIOBHUpA.
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4.6. DepTUWIBHOCTH, 0EPEMEHHOCTH U J]aKTaIII/Iiﬂ

bepemeHHOCTB

B nocrperucrpannonHom peectpe OepeMeHHOCTEH PH JICYSHUH allUKIOBUPOM COOPaHbI JaHHBIE
00 ucxomax OepeMEHHOCTH y KEHIIWH, IPUHUMABUINX AIUKIOBHDP B Pa3HBIX JIEKAPCTBEHHBIX
dopmax. [lpum ananmmze HaHHBIX peecTpa HE OBUIO OTMEUYEHO YBEJIMYEHHUS KOJIUYECTBA
BPOXKJICHHBIX /1€(DeKTOB y HOBOPOXKACHHBIX, MATEPH KOTOPBIX MPUHUMAIIN AITUKIOBUD BO BpEeMs
OepeMEeHHOCTH, TI0O CPAaBHEHUIO ¢ 00IIei momysnsnueil. BeIsiBICHHBIE BPOXKICHHBIC Ne()DEeKTh HE
OTJIMYAIIUCh €IMHOOOpa3HeM WM 3aKOHOMEPHOCTHIO, MO3BOJSIOUIMME IPEANONIOKUTH OOIIYIO
MPUYMHY UX BOSHUKHOBEHHUSI.

Onnako cneayer coOdoJaTh OCTOPOXKHOCTh NpH HazHaueHuu npernapata ALIMKIIOBUP
ABEKCHUMA xeHmuHam B rnepuoj 0EpeMeHHOCTH U OIICHUBATH MPEANOIaraeMyro Mmojiab3y s
MaTepy U BO3MOKHBIM PUCK AJIs TUIOAA.

JlakTanus

[Tocne npuema anukioBupa BHYTpb B a03€¢ 200 Mr 5 pa3 B CYTKM al[MKJIOBHUp OIpPEAEISICS B
IPY/ZHOM MOJIOKE B KOHIIEHTpaluu, coctasiisiomei ot 60 10 410 % nina3MeHHON KOHLIEHTpALUH.
[Tpu TakuX KOHIIEHTPALUSAX B TPYAHOM MOJIOKE AETH, HAXOAAIIUECS HA IPYAHOM BCKapMIIMBaHUH,
MOTYT MOJIy4aTh AlUKIOBHP B Ao3e 10 0,3 Mr/kr/cyr. YuuThiBas 3TO, CIEIyeT COOJI0AaTh
OCTOpOKHOCTh Ipu HasHaueHuu mnpemnapara AIIMKIIOBUP ABEKCHUMA kopwmsium
KCHIITHAM.

DepTUabHOCTH

Her naHHBIX 0 BAMSHUU allUKJIOBHPA HA )KEHCKYIO (PepTHIBLHOCTb.
B uccnenoBanuu c¢ ydactueM 20 MalMEHTOB MY)KCKOTO I0JIa ¢ HOPMAJIbHBIM KOJIMYECTBOM
CIEpPMAaTO30M10B ObLIO YCTAaHOBJIEHO, YTO MPUMEHEHHUE allUKJIOBUPA BHYTPh B 103€ 710 | T B CYyTKH
B TeYeHHE 6 MECALEB HE UMENO KIIMHUYECKH 3HAYMMOIO BJIMSHUSA HAa KOJIMYECTBO, MTOABUKHOCTD
WA MOPQOJIOTHIO CIIEPMATO30HU10B.

4.7. Biaunsinme Ha cnoco0OHOCTH YNPaBJAATHL TPAHCHOPTHBIMH CpeICTBAaMH U
padoTaTh ¢ MEXaHM3MaAMM
HccnenoBaHusi BIMSHUS AalMKJIOBUpPAa HA CIIOCOOHOCTh K YIPABJIEHUIO TPAHCHOPTHBIMU
CPEICTBAaMHU WJIM MEXaHU3MaMHu HE NMPOBOIMINCH. CIpPOrHO3MPOBATh HETATUBHOE BO3ACUCTBHE
alMKJIOBHpAa HA OTH BHJbl JEATEIHHOCTH HA OCHOBaHMM (papMaKOJIOTHUYECKHX CBOMCTB
JEMCTBYIOIIETO BEIIeCTBA HE PEICTABISIETCS BO3MOKHBIM, HO HEOOXOAUMO YUUTHIBATh MPOQPUIIH
HE)KeNaTeNbHBIX peakluil anukioBupa (cM. pasznen 4.8.).

4.8. HexenarejbHble peakKunu
[TpuBeneHHbIe HUXKE KaTETOPUHU YaCTOTHI HEXKENAaTeIbHbIX peakLnil SBISIOTCS OLEeHOYHBIMU. J{Jist

OONBIIMHCTBA HEXKENIaTSIbHBIX peaKuMﬁ H€O6XO)II/IMI)IG JaHHBIC JIs1 OMNPEACIICHUSA YaCTOThL
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COOTBETCTBYET 3KCINEPTH(
ot 11.09.2025 N2
BCTPEYAEMOCTH OTCYTCTBYIOT. KpoMe TOro, 4agToTa BOTDEHaehTOCTIE HesRkeNarenbHbRk - pPeakumii

MOZKCT BapbUPOBATh B 3aBUCUMOCTHU OT IMOKA3aHUA.

Tabauunoe PE3IOME HEXKENATCIbHBIX PEaKIIUI

YacToTa HEXeNaTeNbHBIX PEaKIMid ObLIa OINpelneieHa B COOTBETCTBHHM C KIIACCHU(pHUKAIMCH
Bcemupnoii opranuzaruu 3npaBooxpanenus (BO3): ouenp wacto (> 1/10); wacro (> 1/100, HO
< 1/10); mevacto (> 1/1000, Ho < 1/100); peaxo (> 1/10000, Ho < 1/1000); oueHb penko

(< 1/10000); gacTtora Heu3BecTHa (HE MOXKET OBITh YCTAaHOBJICHAa HA OCHOBAHHH HMMEIOIIUXCS

JIAHHBIX ).

Hapywenus co | Ouenv peoko | AHemusl, T€MKONEHUSI, TPOMOOLIUTONIEHHUS

CMOpOHbL  Kpoeu U

aumpamuyeckou

cucmemul

Hapywenus co | Peoko Amnadunakcus

CMoOpoHbl UMMYHHOI

cucmembol

Hapywenusn co | Yacmo I'onoBHast 6011k, TOJIOBOKPYKEHHE

CHOpOnbI HEPEROU | Ouen peoko | Bo3OyxieHnue, CIIyTaHHOCTb CO3HAHHS, TPEMOD,

cucmemst aTakcus, AU3ApTPHs, TALTIOLMHALIMU, CYJOpOTH,
COHJIUBOCTD, dHIeanonaTus, koma. OOBIYHO ITH
HeXeNaTeNbHbIE  peakuuu  Habmoganmuce Yy
MAIMEHTOB C [OYE€YHOW HEIOCTATOYHOCTBIO WIIU
MIPY HATMYHUH IPYTUX MPOBOLUPYIOMUX (HaKTOPOB
¥ OBUIM, B OCHOBHOM, OOpPAaTHMBIMH (CM. pasjen
44).

Ilcuxuueckue Ouenw peoxo | IlcuxoTrnueckne CUMITOMBI

HapyuweHus

Hapywenus co | Peoxo Oppika

CHIOPOHbBL ObIXAMENbHOU

cucmemul, op2anog

2PYOHOU  K1emKu U

cpedocmenus

Kenyoouno-xkuweunwvie | Yacmo TourHoTa, pBOTa, TUapes, 60Ib B JKUBOTE

HapyweHus

Hapywenus co | Peoxo Obpatumoe MOBBIIIICHUE KOHIIEHTpAaILlUU

CMOpOHbI  neYyeHu U OMITMpyOMHA U TIEYCHOYHBIX (PEPMEHTOB B KPOBHU

meﬂuf 6bL600AUYUX Ouenw peoxo | I'enmaTut, xxenryxa

nymeii

Hapywenus co | Yacmo 3y, ChIllb, B TOM YUCJIE€ (POTOCEHCHOMITN3AINS

CMOPORBL -~ KOMUCU U | Howaemo KpanuHunia, OwsicTpoe auddy3HOE BHIMAICHUE

NOOKOMCHBIX MKaHell
Bosnoc.  Ilockonbky — ObicTpoe — nuddysHoe
BBHITNIAJICHHE BOJIOC HAONIOMAETCS MPHU Pa3IMuHBIX
3a00JICBaHUSAX © TPH  TEPalMA  MHOTUMHU
JIEKapCTBEHHBIMU  CPEJICTBAMH, CBSI3b €ro ¢
MIPUEMOM alMKJIOBHpa HE YCTAHOBJICHA.

Peoxo AHTMOHEBPOTHUECKHI OTEK




COOTEBETCTEBYET =
IIT 11.059.20

Ouenwb pedxo Tolfccnqecm/ff/’r . 'MHEQMEHH&R’F - Hem)"(l)lﬁfm

MyJIbTU(OPMHAS SKCCYIaTUBHAS HpUTEMA

Hapywenusa co | Peoxo [loBbllIEeHME  KOHLIEHTPAUMU  MOYEBUHBI U
CMOpOHbL  NO4YeK U KpeaTHHHHA B CHIBOPOTKE KPOBU
moueevieooauux nymeu | Ouens peoko | Octpast MoOYeuHash HEAOCTAaTOYHOCTh, MOYEUHAas
kosuka. [louedynas konuka MOXeT ObITH CBsI3aHa C
IMOYEYHON HEJJOCTATOYHOCTBIO U KPUCTAILTYPUEHN

Oowue napywenua u | Yacmo YToMII1€MOCTh, TUXOpaJiKa
peakuyuu 6  mecme
66e0enus

COO6H.I€HI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

Baxno coo0mare 0 MOA03peBaeMbIX HEXKENaTeNIbHbIX peakIUsX IOClie pPerucTpanuu
JICKapCTBEHHOTO Iperapara ¢ Helibl0 00eCTIeYeHNs] HEPEPhIBHOIO MOHUTOPUHTAa COOTHOIICHHS
«TI0JIb3a-PUCK» JIGKAPCTBEHHOTO TIpenapaTta. MeAWIMHCKUM pPa0OTHHKAM pPEKOMEHIyeTCs
coo0IaTe 0 JIIOOBIX MOJ03PEBACMbBIX HEXKENATEIbHBIX PEaKIUAX JEeKapCTBEHHOTO Ipernapara
yepe3 HallMOHAJIbHBIE CHCTEMBbI COOOIICHHS O HEXENaTeNbHBIX PEaKIUAX TOCyIapCTB—UICHOB
EBpa3uiickoro 3K0HOMHYECKOTr0 COI03a.
Poccniickas @enepanys
OenepalnbHas ciryx0a Mo Haa30py B cdepe 3npaBooxpanenus (Pocsnpasnaazop)
Anpec: 109012, r. MockBa, CnaBsiHcKas miiomazis, a. 4, ctp. 1.
Temedon: +7 800 550 99 03
DnekTponHas noyra: pharm@roszdravnadzor.gov.ru
Caiit B UH(POPMALMOHHO-TEIEKOMMYHUKAITUOHHON CeTH «MHTEpHET!
https://roszdravnadzor.gov.ru/

4.9. TIlepeno3upoBka
CumMnToMbI
AULMKIIOBUD JIMIIB YACTHYHO adcopOupyeTcs B KeIyJ0YHO-KUIIeYHOM TpakTe. Kak mpasuiio, mpu
CJlydyalfHOM OJHOKPAaTHOM IpueMe aluKIoBupa B f03€ 10 20 r Tokcuueckue 3¢ ¢GexTsl He ObLIH
3aperucTpupoBanbl. [Ipy TNOBTOPHBIX NpueMax BHYTpPb B TEUEHUE HECKOJIBKMX [JHEH 1103,
NPEBBIIIAIONINX PEKOMEH/IOBaHHbIE, OTMEUAINCh HApYyIIEHUS CO CTOPOHBI IKEJIYyJA0YHO-
KHUILIEYHOIO TpakTa (TOIIHOTA, PBOTA) M HEPBHOM cUCTEMBbI (TrojioBHasi O0JIb U CIIyTaHHOCTh
co3HaHus1). MIHOrma MoryT HaOII0AaThCsl Takue HeBposiorndeckue 3(h(eKThl, Kak CyI0pOKHbIE
MPUITAJIKHA, KOMa.
Jleuenue
[TarueHTsl HYXAAIOTCSL B TIHIATEILHOM MEIUIIMHCKOM HAOJIOJIEHUU C LENbI0 BBISIBICHUS
BO3MOXXHBIX CUMITOMOB HMHTOKCUKALIMU. ALMKJIOBUD BBIBOJUTCS M3 OpraHU3Ma C IOMOIIbIO

remMouainia, o3ToOMy reMmoanain3 MOXKCT OBITh UCITOJIb30BaH IJIg JICUCHUA IEPCIO03UPOBKU.


mailto:pharm@roszdravnadzor.gov.ru
https://roszdravnadzor.gov.ru/
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5.1. ®apmakoauHAMH4YeCKHEe CBOICTBA
@®apMakoTepaneBTUYECKass IpPYIIa: MPOTUBOBUPYCHBIE CPEICTBA CHCTEMHOIO JIEHCTBUS;
IPOTUBOBUPYCHBIE CpEACTBAa IMPSIMOI0 JAEHCTBUS; HYKICO3MIbl U HYKIEOTUIBI, KpoMe
UHTUOUTOPOB 0OPATHOM TPaHCKPHUIITA3HI.
Kong ATX: JOSABOI.

Mexanuswm aeiictBus U hapMakoauHaMmuueckue dhheKThI

AIMKIOBUD — 3TO CHHTETUYECKHUH aHaJor IypUHOBOTO HYKJIEO3UAA, KOTOpBIM oOianaer
CIIOCOOHOCTBIO MHTHOMPOBATh IN VItr0 u iN VIVO BUPYCHI repreca 4eioBeKa, BKIOYas BUPYC
npoctoro reprueca (BIII') 1-ro u 2-ro Tunos, BUpyC BETPSIHON OCIIBI U OIOSICHIBAIOLIETO I'eprieca
(Bapuiesuia-3octep Bupyc, Varicella zoster virus (B3B)), Bupyc Dmnmiteitna-bapp (ObB) u
mutomeranosupyc (LIMB). B kynpType KiIeTOK anukioBUp o0janaeT Hauboisiee BBIPAKECHHON
IPOTUBOBUPYCHOH akTUBHOCTHIO B oTHoweHuu BIII'-1, nanee B nopsake yObIBaHUS aKTUBHOCTH
cienytot: BIII'-2, B3B, 9bB u [IMB.
Wurubupyromiee neicTBre anukioBupa Ha BUpychl reprneca (BIIT-1, BIIT-2, B3B, ObB, LIMB)
UMEET BBICOKOM30MpaTeabHbIN XapakTep. ALMKIOBUp HE SBIsSIeTCs cyOcTpaToM Ui (pepmeHTa
TUMHJIMHKMHA3bl HEMH(OUIIUPOBAHHBIX KJIETOK, HOITOMY AllMKJIOBUP MaJOTOKCHYEH Ul KIETOK
MIIeKonuTaomux. TUMUANHKAHA3a KIeTOK, nHpuuupoBanueix Bupycamu BIIIY, B3B, ObB u
[IMB, mpeBpamaeT anyKkIOBHpP B alMKIOBHpa MOHOpOCHAT — aHAIOT HYKJICO3WUJa, KOTOPBIH
3aTeM IOCIeI0BaTeIbHO IpeBpalaercsa B audocdar u tpudocdar noj neicTBUEM KIETOUHBIX
bepmenToB. Bkioyenue anukinoBupa Tpudocdata B nenouky supycHoit JJHK n nocnenyrommuit
0OpBIB LIeNHU OJIOKUPYIOT AalIbHEHIIYIO perukanuto Bupycrnoit JJHK.
VY nmanueHToB ¢ BBIPA)KEHHBIM UMMYHOI€(DUIIUTOM JJIUTENbHBIE WM TOBTOPHBIE KYPChl TEpAIIun
AIMKJIOBUPOM MOTYT IIPUBOJUTH K NOSBICHUIO PE3UCTEHTHBIX IITAMMOB, [IO9TOMY JaJIbHEHIIEE
JIeYeHHE allUKIOBUPOM MOXKET OBbITh HEI((EKTUBHBIM. Y OOJIBIINHCTBA BBIACICHHBIX IITAMMOB
CO CHIDKEHHOM 4YYyBCTBUTEIBHOCTBIO K AalMKIOBUPY OTMEUYaIoCh OTHOCHUTEIBHO HHU3KOE
coJiep’KaHue BUPYCHOM TUMUIMHKHHA3BL, HAPYIIEHUE CTPYKTYPbl BUPYCHON TUMUANHKUHA3BI TN
JTHK-nonumepassl. BosaeiictBue armukioBupa Ha BITTI in Vitro Ttakke MOXET MPUBOIUTH K
00pa30BaHUI0 MEHEEe YyBCTBUTENBHBIX K HEMY IITaMMOB. He ycTaHOBIIEHAa KOppENsLus MEXIy
qyBCTBUTEIBHOCTBIO mTamMmmoB BII k arnukimoBupy in Vitro u kimHHYECKO# 3 (HEeKTHBHOCTHIO
npenapara.

5.2. dapmakoKMHeTHYeCKHe CBOICTBA
Abcopbuus
AULUKIIOBUD TOJBKO YacTUYHO abcopOupyercs u3 kumeunuka. [Tocne npuema 200 Mr anukiioBupa

Kaxaple 4 daca CpeaHss MaKCHUMajbHass paBHOBeCHas KOHIEHTparus B Iuia3Me (CSSmax)
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coctaBmsuia 3,1 MxM (0,7 MKr/mut), a cpemHss DaBHOBgC;IE-l}I-l %Eyﬁ'\&‘a}%%ngmrbéﬁﬁﬂ B

wtazme (Cssmin) Obu1a 1,8 MKkM (0,4 mxr/m). [pu npueme 400 mr u 800 MT arfuKIIOBUpa KaXKIbIe
4 gaca Cssmax cocraBisiia 5,3 MkM (1,2 Mxr/min) u 8 MkM (1,8 MKI/MJI) COOTBETCTBEHHO, a
CsSmin — 2,7 MkM (0,6 mxr/mi) u 4 MkM (0,9 MKI/MiT) COOTBETCTBEHHO.

Pacopenenenue

KonreHTparus aiukiIoBupa B CIAHHOMO3TOBOH KUAKOCTH COCTaBIsIeT TpuOIn3uTenbHo 50 % ot
€ro KOHIICHTPAIUH B IJIa3Me KPOBH.

C Oenkamu IUTa3Mbl KPOBH AaIlMKIIOBHD CBSI3BIBACTCS B HE3HAYMTEabHOH cremenu (9-33 %),
MIOATOMY JICKAPCTBEHHBIC B3aUMO/ICHCTBUSI BCIICACTBUE BHITECHEHHS U3 YYaCTKOB CBSI3BIBAHUS C
OelkaMH T1a3Mbl KPOBU MAJIOBEPOSITHBI.

EI/IOTDaHCd)ODMaI_[I/ISI U 3JIMMHUHAIUAg

VY B3poCHBIX HOCTE MpHEeMa alMKIOBHpa BHYTPH MEPHOJ MOJYBBIBEIECHUS W3 IUIa3Mbl KPOBU
COCTaBIISIET OKOJIO 3 4yacoB. bomblas yacTe mperaparta BBIBOJUTCS IMOYKAMH B HEM3MEHEHHOM
Bujie. [loueuyHsblii KIMpEHC alMKIOBUpa 3HAYUTEIBHO MPEBBIIIACT KIUPEHC KPEaTWHHHA, YTO
CBUJICTEILCTBYET O BBIBEJACHHUHU AIIMKJIIOBHUPA ITOCPEIACTBOM HE TOJIBKO KIIYOOUKOBOU (DHIIBTpAIINH,
HO M KaHANBIEBOM cekpenuu. 9-kapOOKCHUMETOKCU-METHITYAaHUH SIBISETCSI OCHOBHBIM
METabOJINTOM aIMKIOBUpa W cocTaBisgier okojgo 10—15 % mo3bl, BeIBOAMMONM Modvou. [lpwm
Ha3HAYCHWUH aluKJIoBHpa yepe3 | gac mocie npuema 1 T mpoOeHenu1a mepruo 1 MOTyBBIBEICHIS
arukiosupa U AUC yBenmumBaiiich Ha 18 % u 40 % coOTBETCTBEHHO.

ITamnMeHTEI ¢ HApYIICHUEM (bVHKHHH ITO4YCK

Y nanuMeHToB C XPOHHUYECKOM TOYEYHOM HEIOCTATOYHOCTBIO IIEPHOJ IOJYBBIBEACHUS
aIlMKJIOBUPA COCTABISLI B cpeaHeM 19,5 vacos. [Ipu npoBeneHnn remoanainza CpeIHUN Iepro
MOJIYBBIBEJICHUS allMKJIOBHpa cOCTaBIsl 5,7 yaca. KoHneHTpalus alMkioBrupa B Iiia3Me KpoBu
BO BpeMsl JUalin3a CHUXKaJlach NMPUOAU3UTEIBHO HA 60 %.

JIniia moKMI0r0 BO3pacTa

VY NOXWIIbIX NAlMEHTOB OOMIMI KIMPEHC allMKJIOBHpPa C BO3PACTOM CHUXKAETCS Mapaie]bHO CO
CHIDKEHHEM KIIMpEHCa KpPeaTMHWHA, OJHAKO TEePUOJ TOJYBBIBEICHUS AIMKIOBUPA U3MEHSETCS
HE3HAUYUTEIIBHO.

BUY-undummpoBaHHble MAHEHTH

[Tpu on1HOBpEMEHHOM BBEACHUH AllMKIOBHpA U 3ufoByArHa BUYU-uHurpoBaHHBIM MallieHTaM

q)apMaKOKHHeTquCKHe XapaKTECPUCTHUKU o0oux npernaparoB MPAKTUUCCKHU HE U3MCHAJINCE.

6. ®APMAIIEBTUUYECKHUE CBOMCTBA
6.1. TIlepeyeHb BCIOMOraTe/IbHBIX BEIIECTB

Kpaxman xaprodenbHbit
11
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JlakT03b1 MOHOTHApPAT

[ToBugon K17
Caxapo3sa (caxap)
Hatpus naypuicynbdar
Maruus creapat
CreapuHOBas KUCIOTA.
6.2. HecoBmecTHMOCTH
He npumenumo.
6.3. Cpok rogHoctu (CpoK XpaHeHHUs1)
3 rona.
6.4. Oco0ble Mepbl NPeI0CTOPOKHOCTH P XPAHEHUHU
XpaHutb npu Temneparype He Boie 25 °C.
6.5. Xapaxrep u coaep:kaHHe NePBUYHOI YIIAKOBKH
[To 10 TabneToK B KOHTYPHYIO STYCHKOBYIO YIIAKOBKY M3 IJICHKH IMOJIMBUHIIXJIOPUIHON U (POIBTH
QITIOMUHHMEBOW I1€YaTHOM JIAKUPOBAHHOM.
1,2, 3,4 win 5 KOHTYpHBIX SYEHKOBBIX YIIAaKOBOK BMECTE C JIMCTKOM-BKJIJbIIIEM ITOMEILIAIOT B
MavKy U3 KapTOHA.
6.6. OcoOble Mepbl NMPEIOCTOPOKHOCTH MPH YHUUTOKEHHH HCIOJIb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpemapara WJIM OTX0JA0B, TOJYYEHHBIX TOCJe NpPUMeHeHus
JIEKAPCTBEHHOI'0 MpenapaTa ujiM padoTbl ¢ HUM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPALHIUOHHOI'O YAOCTOBEPEHUS
Poccuiickas ®enepanus
OAO «ABekcuma»
125284, Poccus, r. MockBa, JIeHuHrpaackuii mpocnekt, 1. 31A, ctp. 1.
Ten.: +7 (495) 258-45-28.
OnekTpoHHas mouta: info@avexima.ru
7.1.  TIpeacTraBuTeJb Aep:KaTe/sl PperuCTPALMOHHOIO YA0CTOBepPeHusl

[IpereH3un norpedUTENed HAOPABIATE 110 aIPeCy:

Poccuiickas ®@enepanns

OAO «ABekcuma»

125284, Poccus, r. MockBa, JIenunrpaackuii npocnexr, a. 31A, ctp. 1.
Ten.: +7 (495) 258-45-28.

DnexkTponHas moyra: info@avexima.ru
12
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(NOCNEQCBATENEHOCTE 0006)

8. HOMEP PETHCTPALIMOHHOI'O YAOCTOBEPEHUSA

9. JTATA NEPBUYHOM PETUCTPAIIUU (IOATBEPXIEHUA PETUCTPAIIUMA,
INEPEPETUCTPALIMN)

JlaTa nepBoi perucTpanuu:
10. JATA IEPECMOTPA TEKCTA
O6mas xapakrepuctuka JiekapcreeHHoro npenapara ALTUKIIOBHP ABEKCHUMA nocrynHa Ha

uH(pOPMallMOHHOM TmopTaje EBpa3suiickoro SKOHOMHMYECKOTO COr03a B HWH(OPMAIMOHHO-

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