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OBILASI XAPAKTEPUCTUKA JIEKAPCTBEHHOFO TIPEITAPATA "/04)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA

ALUKIIOBUP ®OPTE-AJINYM, 400 mr, TabyieTKH.

2. KAMECTBEHHBI 1 KOJIMYECTBEHHBIA COCTAB

JlelicTByrolIIee BEIIECTBO: allUKIOBUP.

Kaxnas tabnerka conepxut 400 Mr aliukiIoBHpa.

BcnomoratenbHble BeIECTBa, HATMYUE KOTOPHIX HYKHO YYUTHIBATh B COCTABE JIEKAPCTBEHHOTO
mpenapara: JJaKTo3bl MOHOTHIpAT M caxapo3sa (caxap) (cm. pasaen 4.3).

[TonHbIi epeyeHb BCIIOMOTaTEIbHBIX BEIIECTB MPUBEIEH B pa3zaene 6.1

3. JEKAPCTBEHHAS ®OPMA

TabneTku.

JIBOSIKOBBINYKJIbIE TAOJETKH MPOAOITrOBaTOM (OPMBI CO CKPYTJICHHBIMU KOHIIAMH, OEIOro Wiu
oyt OeJIoro 1BeTa, C PUCKOM Ha OJHON CTOpPOHE TaOJICTKH.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusi K MPUMEHEHHIO.

— nedeHue WH(MEKINI KOXXKH U CIU3UCTBIX 000JI0UEK, BHI3BAHHBIX BUPYCOM IPOCTOrO Tepreca,
BKJIFOYAs IEPBUYHBIA U PELUANBUPYIOINI N'€HUTAIBHBIN TepIIec;

— npo(uIaKTHKa PeUUANBOB MH(EKINH, BEI3BAHHBIX BUPYCOM MPOCTOTO Teprieca, y MalMeHTOB
C HOPMAJIbHBIM HIMMYHHBIM CTaTyCOM;

— mnpodunakTuka HH(EKIUi, BBI3BAHHBIX BUPYCOM IIPOCTOTO Teprieca, Yy MAIlHeHTOB C
UMMYHOAE(PUITUTOM;

— JIEYCHHE BETPSHOW OCIIBI W OIOSCHIBAIOIICTO Teprieca (paHHEe JICYSHHE OIIOSCHIBAIOIIETO
reprieca anUKIOBHPOM OKa3bIBaeT aHaNbre3upyrommil 3pGekT U MOXKEeT CHHU3UTh YacTOTy
BO3HUKHOBEHUS MOCTTEPIIETUYECKOM HEBPAIITHH).

4.2. PesxuM 103MPOBAHNSI U CTIOCO0 MPUMEHEHUSI.

PexxuM 103upoBaHus

Bspocnvie

Jleuenue qu)eKuud Koofcu u Causucmoslx 060/10467(‘, 6bl36AHHbLIX 6UPDYCOM NPOCHIO20 cepneca,

BKAIOYAS. NEPBUYHDBLI U peuu()ueupwomud 2CHUMANbHbILL 2epnec

Jns neuenuss uHQEKIUi, BBI3BAHHBIX BUPYCOM IIPOCTOrO reprieca, peKOMeHayemas [103a
arukioBupa coctasisier 200 mr (Y2 TabneTku) BHYTpb 5 pa3 B CyTKH (Kaxaele 4 uaca, 3a
UCKJIIOUEHHEM IMepuoja HOYHOro cHa). Kypc sneueHus coctaBiseT 5 1gHei, HO MOXXET OBITh
MPOJUIEH IIPU TSAKEJIBIX EPBUUHBIX HHPEKLINIX.

B cnydae BbIpakeHHOro MMMYHOAEeQHUIMTA (HAIpUMEp, IMOCIE TPAHCIIAHTALIMU KOCTHOTO
1



2022 N= 663

ot 1.0

MO3ra) WM IpU HAPYIIEHUU BCACHIBAHHS B K meanle%é;LE%%ﬁoT&rg&Iﬂ':ﬁel]zszcll'ﬁ"e%{hoﬁ

COOTBETCTBYET ZKCNEPTHOMY OTUETY

dopme Tabnetku mMoxer ObITh yBenmuuena o 400 mr (1 tabnerka). B xauecTBe ambTepHATHUBEI
MOJKET OBITh PAacCMOTpPEHa BO3MOXKHOCTH NMPHUMEHEHUS allMKIOBHpPA B JIGKAPCTBEHHOU (opme
ano(uIM3aT AJi1 IPUTrOTOBJICHUS pacTBOpa ISl HH(PY3HIA.

Jleyenne HEOOXOAMMO HAYMHATH KaK MOKHO paHBIIE MOCJIE€ BOZHUKHOBEHHS HMH(EKIUU; IpPU
peuuauBax Ipernapar peKOMEHIYeTCs Ha3HayaTh YK€ B MPOAPOMAIBHOM MEPUOJE WIH TMpU
MOSIBJICHUU TIEPBBIX 3JIEMEHTOB CHIIIH.

HDOCbuJZaKWIMKCl peuu()ueoe qu)eKuuzZ, BbI36AHHbBIX 6UPYCOM NPOCHIO20 2epnecd, Y nauuernos ¢

HOPMAJIbHbIM UMMYHHbIM Cmanycom

Jis mpoUIaKTUKA pelUANBOB WH(MEKIHIA, BBI3BAHHBIX BHPYCOM IPOCTOTO Trepreca, y
MAIMEHTOB ¢ HOPMAJILHBIM KMMYHHBIM CTaTyCOM PEKOMEHayeMasi 1032 allUuKIOBHPa COCTABIISCT
200 mr (2 TabneTkn) BHYTPb 4 paza B CyTKU (KaKJple 6 4acoB).

MHorum nanueHTam noaxoauT oosuee ynoodHas cxema tepanuu — 400 mr (1 Tabnerka) BHyTpb 2
pasa B CyTKH (Kaxabie 12 gacoB).

B psane cimywaeB okaspiBaioTcsi 3¢ (GEKTUBHBIMU Oojiee HH3KME 03Bl anukioBupa: 200 wmr
(72 Tabnetku) BHYTpb 3 pasza B cyTku (kaxzabie 8 yacoB) win 200 mr (%2 TabieTkH) BHYTpb 2 pasza
B CYTKH (Kaxkapie 12 yacoB).

Y HEKOTOPHIX MALMEHTOB MOXKET MPOU30UTH 000CTpeHne MH()EKINU MpH MpUeMe CyMMapHOU
cytouHoit 10361 800 Mr (2 TabNMETKH).

JleyeHue anuKIOBUPOM CIEIyeT MpepblBaTh uyepe3 Kaxkiable 6—12 mecsieB Uis BBISBICHUS
BO3MOXXHBIX U3MEHEHU B TEUEHUHU 3a00JIEBaHUSI.

Hpoqbwzakmuka qu)eKuuﬁ, BbI36AHHbIX 6UDPYCOM nNPOCmMoO2co cepneca, V nauueHmoe ¢

UMMYHOOeuyumom

Jns npodunakTukd WHGEKIUNA, BBI3BAHHBIX BHPYCOM IMPOCTOrO Tepreca, y MaIMeHTOB C
UMMYHOJE(PUIIUITOM PEKOMEHIyeMas 1o3a arukioBupa coctaiseT 200 mr (Y2 TabneTku) BHyTPb
4 paza B CyTKH (Kaxxapie 6 4acoB).

B cnyuae BwIpaxxeHHOTO HMMMYHOJehUIIUTA (HAMPUMEp, IOCJIE TPAHCIUIAHTAIIMH KOCTHOTO
MO3ra) WIH MPU HApYIICHUN BCACHIBAHMSI B KUIIIEUHUKE J103a Mpernapara MOXKeT ObITh yBeIUYeHa
mo 400 mr (1 Ttabmerka) BHYTph. B KadecTBe anbTepHATHBBI MOXET OBITH PacCMOTpEHa
BO3MOXKHOCTh TPHUMEHEHHUS AaIMKJIOBHpa B JIEKapCTBeHHOW ¢dopme nuodwumusar s
MIPUTOTOBJICHUS PacTBOpa st HHPY3UH.

[TponomkuTensHOCTh MPO(UIAKTUIECKOTO Kypca TEeparnuud OMpeAeNseTcss AITUTEIbHOCTHIO
nepuoja, B TeYEHUE KOTOPOTO CYIIECTBYET PUCK HHPUITUPOBAHUS.

Jleuenue sempanoU 0Cnbl U ONOACHIBAIOULC20 2ephneca

Jlis J1edeHnst BETPSHOW OCIBI M ONOSACHIBAIOLIETO repreca peKoOMeHAyeMasl 03a alUKIOBHpa
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nepuoia HouHoro cHa). Kypc sneuenus coctaBisieT 7 THEH.

JledeHnue OMOSICHIBAIOIIETO reprieca CIeayeT HAUYMHATh KaK MOYKHO PaHBIIE OT MOMEHTA MEePBIX
MIPOSIBJIICHUH 3a00JIEBaHMS, TaK KaK B ATOM cliydae jieueHue OyaeT 6onee 3¢ heKTUBHBIM.
JleyeHnue BeTpsHOI OCHBI Y MAIlMEHTOB C HOPMaJIbHBIM UMMYHHBIM CTaTyCOM CJEIyeT HadyaTb B
TeueHue 24 4acoB C MOMEHTA IOSBJICHUSI BHICHITIAHUH.

VY ManueHTOB C TSHKEIBIM MUMMYHOJEPUIIUTOM (HAPUMEp, MOCTe TPAaHCIUTAHTAIIUU KOCTHOTO
MO3ra) WM TpU HAPYIIEHUH BCACBIBAHMS M3 KHUIIEYHHKA HEOOXOJUMO PpPacCMOTPETh
BO3MOXXHOCTh ~HA3HAa4yeHHs] AalMKJIOBUpa B JIeKapcTBeHHOW (opme nuodunuzar Aius
MPUTOTOBJICHUS PAaCTBOpA JIJIst HHPY3UH.

Oco0Bble IPVIIILI MAIUEHTOB

eTu
Jlemu 6 so3pacme om 3 nem u cmapuie

Jleuenue qu)eKZ/{Z/lZZ, BbI36AHHbLIX BUPYCOM NpOCmoco cepneca, npoqbuﬂakmuka MHd)eKMI/HZ,

Bbl36AHHbBIX BUPYCOM NPOCMO20 cepneca, Yy nayuernios ¢ LlMMVHO()ed)Z/luZ/lmOM

— B BO3pacTe OT 3geru CTapi€ — TaKHEC K€ N03bl, KaK JJIA B3pOCJIbIX.

Jleuenue gempﬂHoﬁ ocnbvl

— B Bo3pacte oT 6 set u crapiie — 800 mr (2 TabneTkn) BHYTph 4 pa3a B CyTKH;

— B Bo3pacte oT 3 10 6 et — 400 mr (1 TabneTka) BHyTph 4 paza B CyTKH.

bonee TouHO 103y MOXKHO ompenenuTh u3 pacyera 20 Mr/kr maccel Tena (Ho He 6onee 800 mr
[2 TabeTku]) BHYTpD 4 pa3za B cyTku. Kypc jedeHust cocTaBisier 5 aHei.

Hpoqbwzakmuka peuudueoe qubeKuuﬁ, Bbl36AHHbBIX 6UPYCOM NPOCNIO2O 2epnecd, Y nauyuernoes ¢

HODPMAJIbHbIM UMMYHHbIM CMANYCOM, JlIe4Y€HUe ONOoACblearuieco cepneca

JlaHHbIE O pEKMME NO3UPOBAHUS OTCYTCTBYIOT.

Tayuenmor nodxcunozo eospacma

HeoOxonuMo y4MTHIBaTH BEPOSTHOCTh HAJIM4YMs MOYEYHOM HEIOCTATOYHOCTH Y NAIMEHTOB
MOKUJIOTO BO3pacTa, J03bl JOJIKHBI OBITh CKOPPEKTHPOBAHBI B COOTBETCTBUHU CO CTEIEHBIO
[OYEYHOW HEIOCTaTOYHOCTH (CM. MNYHKT «llayuenmuvl c napywenuem @QYHKYuU nodexy).
Heo6xonumo obecrnieunTs mojiepkanue aJleKBaTHOIO BOJTHOTO OaaHca.

Tayuenmol ¢ napywenuem @yHKyuu nouex

HeoOxomumo coOmtoaTh OCTOPOXKHOCTh NPH HA3HAYEHUM AalMKIOBUpAa MalUeHTaM ¢
HapyueHneM (QyHKIUU TOYeK.

Heo6xoanmo obecnieunTs nojaaepx aHue alekBaTHOTO BOJHOTO OaaHca.

VY nanueHToB ¢ MOYEYHOM HEIOCTATOYHOCTHIO MPUEM allMKJIOBHPAa BHYTPb B PEKOMEHIYEMBIX

J103aX C LIEJBI0 JeUeHUs! ¥ MPOoPMIAKTUKN MH(EKINH, BEI3BAHHBIX BUPYCOM IIPOCTOrO reprieca,
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Oe3omacHbie ypoBHU. OHAKO Yy MAlMEHTOB C KIUPEHCOM KpeaTWHHHA MeHee 10 mu/MuH 103y
aIMKIOBUpaA pekoMenayercs cHmkath 10 200 mr (Y% TabneTku) BHYTph 2 pa3a B CyTKH (KaXKble
12 gacoB).

[Tpu neyeHnn BETPSHOM OCIIBI M OMOSICHIBAIOIIETO Ireprieca peKOMEHIyeMble JO3bl allMKIOBHUpa B
JICKapCTBEHHOH (hopMe TabJIETKH COCTABISIOT:

— npu kimpence kpeatnauHa menee 10 mi/mun — 800 mr (2 TabieTku) BHYTph 2 pa3a B CyTKH
(xaxnapie 12 gacoB);

— mipu kiauperce kpeatuHuHa 10-25 mu/mMua — 800 mr (2 TtabneTku) BHYTph 3 paza B CYTKH
(kaxzbie 8 4acoB).

Cnooco0 nnpuMeHeHus

AIMKIIOBUD B JIEKapCTBEHHOU (hopMe TaOlIEeTKU MOKHO NMPUHUMATh BO BPEMsl €]lbl, TOCKOJIbKY
OpUeM MUIIM HEe HapyllaeT B 3HAUYMUTENbHOM creneHu ero abcopOuuto. Tabnerku ciemyer
3aMMBaTh IMOJHBIM CTAKAHOM BOJIBI.

4.3. IIpoTUBONOKA3aHMA.

— TUNEPYYBCTBUTEIBHOCTh K AalMKIOBHPY, WIM BalalUKIOBUPY, WIM K J000My U3
BCIIOMOTaTeNbHBIX BEILIECTB, IEPEUNCIIEHHBIX B pa3zaene 6.1;

— HETIEPEeHOCHMOCTb JIAKTO3bI, HETIEPEHOCUMOCTh (DPYKTO3BI, JePHUIUT caxapasbl/H30ManbTasbl,
JNeQUINT JIAKTa3bl, TIIOKO30-TaJTAKTO3HAS MAIbaOCOPOIIHS;

— JIETCKUI BO3pacT A0 3 JIeT.

4.4. OcoOble yKka3aHMs U MepPbI NPEJOCTOPOKHOCTH NPH NIPUMEHEHHUH.

C 0CTOPOKHOCTEIO

bepeMeHHOCTh, TepuOA  TPYAHOrO  BCKAPMIIMBAHMS, IIOXKHIOM  BO3pacT, IOYEYHas
HE/I0CTaTOYHOCTh, AECTHIpATAIUs, OJJHOBPEMEHHOE IIPUMEHEHUE C IPYTUMU HEPPOTOKCUUHBIMU
IpernapaTramu.

Oco0ble yKa3aHus

JIOCTYTIHBIX JaHHBIX, MOJYYCHHBIX B PE3yJbTaTe MPOBEACHHBIX KIMHUYECKUX HUCCIIEIOBAHUM,
HEJOCTaTOYHO, YTOOBI clielaTh BBHIBOJ O TOM, YTO NPHUMEHEHHE AalMKJIOBHUpAa CHUXKAET PHCK
3a00JIeBaHUS BETPSHOM OCTION y MalMEHTOB ¢ HOPMAIbHBIM UMMYHHBIM CTaTyCOM.

Puck pa3BuTHs MOYEYHOW HEOCTATOYHOCTH YBEITUIMBACTCS TIPH OJHOBPEMEHHOM MPUMEHEHUHN
¢ ApyruMHu HEQPOTOKCHYESCKUMU TIpeTapaTaMH.

Cocmosanue suopamayuu

[lanieHThl, NPUHHUMAIONIME BBICOKME J03bl AlMKIOBUPA BHYTPb, JOJDKHBI IOJYy4YaTh
JIOCTATOYHOE KOJIMYECTBO KUIAKOCTH.

HauueHmbz NOSHCUSI0C0 803pacma u nayuermsl ¢ HapyuteHuem d)yHKI/!uu novyex



ot 17.01.2022 N2 669

(noc B HOCTER 00045
[TockoJIbKy alMKIOBUP BBIBOJUTCS MOYKAMH, [O3BIL JO: Br-l BE\'/MEEQEQ{H' aﬁneﬂ%aM C

COOTBETCTBYET ZKCNEPTHOMY OTUETY

MOYCYHOW HEAOCTATOUHOCTHIO (cM. pazzen 4.2.). Y MaiueHTOB MOXHIOT0 BO3pacTa BO3MOXHO
CHIDKEHHE (YHKIMU TIOYEK, CIIEA0BATEIbHO, JUIS AAHHOW TPYIBI MAMEHTOB TAaKKE MOXKET
noTpe0OoBaThCsl CHIKEHHE N103bl. Kak MoKuible MalMeHThl, TaK M MALUEHTHl C HapyLICHUEM
(YHKLIMU NOYEK HaXOJATCS B IPYIIE HMOBBIIIEHHOIO PUCKA pa3BUTHs MOOOYHBIX 3()(EKToB co
CTOPOHBI HEPBHOM CHUCTEMBI (0OBIYHO TaKHE peaKkIMU 0OpaTHMbI B OTBET HAa OTMEHY Ipernapara)
U, COOTBETCTBEHHO, JIOJKHBI HAXOAUTHCS O] IPUCTAIBHBIM MEAULIMHCKUM HAOIIOICHUEM.
Tayuenmoi ¢ 8blpasiceHHbIM UMMYHOOeDUYUMoMm

JUtnTenpHble WM MOBTOPHBIE KYpPChl JICUEHUS AlMKJIOBUPOM Y MAIMEHTOB C BBIPAXKEHHBIM
UMMYHOJC(PHUIIMTOM MOTYT TPUBECTH K TIOSABJICHHUIO IITAMMOB BHUpyCa C TOHM)KEHHON
YyBCTBUTEIBHOCTBIO K AaLIUKJIOBUPY, KOTOpPbIE HE OTBETAT HA MPOJOJDKEHUE TEpanuu
AIIMKJIOBUPOM.

Ilepeoaua unghexyuu

Bcem mammenTam, 0coO€HHO TMpH HAIMYMK KIMHHYECKHX MPOSBICHUH, CIEIyeT COONII0IaTh
OCTOPOXKHOCTh BO M30€KaHHWE IMOTEHIUAJIbHOM BO3MOXKHOCTH II€pelladd BHpyca, a TaKxke
HalMEeHTOB HE00X0AUMO HH(POPMHUPOBATH O CIIy4asX OECCUMITOMHOIO BUPYCOHOCUTEIbCTBA.
4.5. B3zammopneiicTBHe ¢ JAPYTHMH JIEKAPCTBEHHBIMH IpenapataMu M Japyrue ¢opmbl
B3aMMOJEHCTBHA.

Hukakux KIMHMYECKHM 3HAUYMMBIX B3aUMOJEHCTBUM MpU NPUMEHEHUU aLMKIOBUPA HE
0TMEYaJoCh.

ALUKIOBUD BBIBOJUTCS B HEW3MEHEHHOM BHJE€ C MOYOM IIyTEM aKTHBHOW KaHaJbLIEBOU
cekpenuu. Bce mpemnapaTsl ¢ aHATOTUYHBIM MTyTEM BBIBEIEHUS MOTYT IMOBBIIIAThH MJIa3MEHHYIO
KOHIEHTpaluio anukioBupa. Anukinosup noseimaer AUC TeoduiinHa npuOIM3UTENBHO HA
50% mnpu OJHOBPEMEHHOM IIpUEME, II03TOMY PEKOMEHIYeTCs M3MepATh IUIa3MEHHbIe
KOHIIEHTpaluu Teo(pUUIMHA NPH OJHOBPEMEHHOM Ha3Ha4YeHWH anukioBupa. IIpobenenun u
HUMETHINH yBennuuBatoT noka3atenb AUC (ruiomanp 1moja KpUBOM «KOHIIEHTpPALUs — BpPEMSs»)
AIMKJIOBHPA U CHIDKAIOT €ro MoveuHslil knupenc. OtMevanocs yBenuuenue nokaszarens AUC B
IUIa3Me€ KpPOBM JUISI alMKIOBMpa M HEAKTUBHOro MeTaboinuTa MHKO(peHonata Moderuia,
UMMYHOJIETIPECCAHTa, IMPUMEHSIOIErocs B  TPaHCIUIAHTOJIOTMHM, TPU  OZHOBPEMEHHOM
IpUMeHEeHUN 00omX mpenapaToB. OHAKO KOPPEKINH 103kl HE TpeOyeTcs BCIEACTBUE HIIMPOKOTO
TEpaneBTUYECKOT0 UH/IEKCa alluKIIOBHUPA.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD H JIAKTALHS.

bepemenHocTh

B nmoctperucrpaninoHHOM peecTpe OepeMeHHOCTEeH IpH JIEYeHUH alUKIOBUPOM COOpPaHbI

naHHble 00 wucxojax OEpeMEHHOCTH Yy JKEHIIMH, NPUHUMAaBIIUX alUKIOBHUP B pa3HBIX
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KOJIMYECTBA BPOXKJICHHBIX Je(EKTOB Y HOBOPOXKICHHBIX, MAaTepPH KOTOPBIX MPUHUMAIIN
AIUKJIOBUP BO BpeMs OEPEMEHHOCTH, MO CPAaBHCHHIO C OOmIeH momynsiueii. BeisiBiIcHHbBIC
BPOKACHHBIE 1e(DEKTHl HE OTIIMYAINCH €MHO00pa3eM MIIH 3aKOHOMEPHOCTHIO, TIO3BOJISIOIIUMU
MPEIOJIOKUTH OOLIYI0 MPUYUHY UX BOZHUKHOBEHUSI.

Opnako cremyer coOI0aaTh OCTOPOKHOCTh IPH HAa3HAUCHUH AIIUKIIOBHPA KEHIIUHAM B IIEPUO/T
OEpEeMEHHOCTH M OIEHUBATH IPEANOJIaraéMyro MoJib3y Il MaTepud U BO3MOXKHBIM PUCK s
wioja.

Jlakranus

[Tocne mpuema anukiaoBuUpa BHYTph B 03¢ 200 Mr 5 pa3 B CyTKH allUKJIOBUP OIpEACSICS B
TPYJIHOM MOJIOKE B KOHIIEHTpaIHH, cocTaBisitolei ot 60 10 410 % nina3MeHHON KOHIIEHTPALIUH.
[Ipy TakuMX KOHUEHTPAUUAX B TPYJAHOM MOJIOKE JETH, HaXOSIIMecs Ha TPyIAHOM
BCKapMJIMBaHUH, MOTYT MOJy4aTh allMKJIOBUD B A03€ A0 0,3 MI/Kr/cyT. YUuThIBas 3TO, CIeAyeT
c00JII01aTh OCTOPOKHOCTH MPU HA3HAYCHHUH AIIMKIOBUPA KOPMSIIIUM KEHITUHAM.

DdepTUabHOCTD

Her naHHBIX 0 BAMSHUU allUKJIOBHPA HA )KEHCKYIO (PepTHIBHOCTb.

B uccnenoBanuu c¢ ydactueM 20 ManMeHTOB MY’KCKOTO I10JIa ¢ HOPMAJIbHBIM KOJHMYECTBOM
CIIepMaTO30HI0B OBLJIO YCTAHOBJICHO, YTO NMPUMEHEHHE AlMKJIOBHpA BHYTPh B J03¢ 70 1 T B
CyTKM B TeueHUE 6 MecsleB HE HMMEJIO KIMHUYECKH 3HAYMMOIO BIMSHUS Ha KOJIMYECTBO,
HOJBMKHOCTb MJIM MOP(OJIOTHIO CIIEPMATO30U10B.

4.7. BausiHMe Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CpeACTBAMU U padoTaTh C
MeXaHNU3MaMH.

HccnenoBanuili BIMSIHMS alMKIOBHpPa Ha CIHOCOOHOCTh K YIPABIECHUIO TPAHCIOPTHBIMU
CpPEICTBAaMHU MJIM MEXaHU3MaMHU HE NPOBOAMUIOCH. CIPOrHO3MpPOBATh HETATUBHOE BO3JIEHCTBUE
allMKJIOBUpPAa Ha OSTH BHJBl JESTEIbHOCTH Ha OCHOBAaHUM (PapMaKoJIOTMUECKHUX CBOWMCTB
JEHCTBYIOIIETO BEIIECTBA HE IMPEACTaBISETCS BO3MOXHBIM, HO HEOOXOAMMO YYHUTHIBAThH
pouib MTOOOYHBIX Y3PPEKTOB ALUKIOBUPA.

4.8. HexkesaTeJibHbIE peaKINU.

Pe3roMe HeXeaaTeIbHbIX PeAKIIUM

HpI/IBe)IeHHBIe HHUKE KaTCropruu 4aCTOThI HEXKCIIATCIIbHBIX pealqmﬁ SABJIIAKOTCA OLICHOYHBIMU.
21.]'[5[ OONBIIMHCTBA HEXKEJIATeIbHBIX peaKuMﬁ HGO6XO)II/IMBIG JaHHBIC JJI1 OMPEACIICHUSA YaCTOThBL
BCTPCHACMOCTH OTCYTCTBYIOT. KpOMe TOTr0, 4aCTOTa BCTPEYACMOCTU HCIKEIATCIbHBIX pCaKLII/Iﬁ
MOZKCT BapbUPOBATH B 3aBUCUMOCTHU OT IMOKA3aHUA.

HexxenarensHbIe p€akuru, NpEACTABICHHBIC HUXKC, MEPECUNCICHBI B COOTBETCTBHUU C YacTOTOM

BCTPEYAEMOCTH, OMPEICIIAEMON CIEAYIONMM o0pa3oM: ouenv wacmo (> 1/10), uacmo (> 1/100
6
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Ho < 1/10), newacmo (= 1/1 000 wo < 1/100), peoxo (> 11600676 £ £060) “Uubin, Bekb (<

1/10 000).

Hapywenus co cmoponvl kposu u tumghamuueckotl cucmemol

OdeHb peIKO: aHEeMUS, JICHKOIICHUS, TPOMOOIIMTOIICHUSI.

Hapywenus co cmoponsl ummynHou cucmemvl

Penko: anagumakcus.

Hapywenus co cmopoHvl Hep8HOll cucmembl U NCUXUYECcKue HapyueHus

Yacro: royioBHast 00J1b, FOJIOBOKPYKCHHE.

OdeHb peako: BO30YXKJIEHHE, CIYTAaHHOCTh CO3HAHHS, TPEMOp, AaTaKCHs, JIU3apPTPHs,
TLTIONUHAIIUIH, [ICUXOTUYECKUE CUMITTOMBI, CYJIOPOTH, COHJIMBOCTD, dHIIe(aTonaTus, KomMa.
OO0b19HO 3TN T000YHBIE Y(DPEKTHI HAOIIOAATUCH Y MAIMEHTOB C MOYEYHOW HEIO0CTATOYHOCTHIO
WIN TIPY HAJIMYUHU JIPYTHX MPOBOIMPYIOMUX (AKTOPOB U OBUIM B OCHOBHOM OOpaTHMBIMHU (CM.
paznen 4.4).

Hapywenus co cmoponvt OvixamenbHOU cucmembl, Opearos epyOHOU KIemKU U CpedoCmen s
Penko: ogpika.

JKenyoouno-kuuieynvle Hapyuienus

Yacro: TOIIHOTA, pBOTA, AUapesi, 00JIb B JKUBOTE.

Hapywenus co cmoponvl neuenu u dicenuedble00auux nymetl

Penko: oOparmmoe TOBBIIICHWE KOHIICHTPAIMM OWIMPYOWHA W TICUYCHOYHBIX (EPMEHTOB B
KPOBH.

OdeHb peIKo: TEMaTHT, KEeNTyXa.

Hapywenus co cmoponvl Kodcu 1 nOOKONCHbIX MKAHeL

YacTo: 3y, ChIllb, B TOM Yucie (OTOCEHCUOUTU3AIIHSL.

Heuacro: xpanuBH#HIIa, ObIcTpOE AU(QYy3HOE BHIMAIEHHE BOJIOC.

[Tockonpky ObicTpoe Auddy3HOEe BBIMAACHUE BOJOC HAOMIOMAeTCsl TMPU  Pa3IMYHBIX
3200JICBaHUSX W TIPU TEPAITMK MHOTUMU JICKAPCTBEHHBIMHU CPEJICTBAMH, CBSI3b €0 C TMIPHEMOM
AIUKJIOBHPA HE YCTAaHOBJICHA.

Penko: aHTHOHEBPOTHYECKUIA OTEK.

OdeHb peaKo: TOKCHUYECKHH AMIHAEepMAallbHBI HEKPONIU3, MYyJIbTU()OPMHAS DKCCyTaTHBHAS
spuTeMa.

Hapywenus co cmoponwl nouek u mouesbigooswux nymetl

Penko: moBbliieHre KOHIIEHTPAIIMU MOYEBUHBI U KPEATHHUHA B CBIBOPOTKE KPOBHU.

OdeHb peKo: OCTpasi MOYEYHAst HEJJOCTATOYHOCTh, TOYEYHAs KOJUKA.

[Toueunast KOJTMKa MOKET OBITh CBSI3aHA C TIOYCYHON HEJIOCTATOYHOCTHIO Ml KPUCTALTypUCH.

Obwue Hapywerus u peakyuu 6 mecme 68e0eHUs.
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Yacrto: yToMIieMOCTb, TUX0PAIKaA.

COOGH.[CHI/ISI 0 TOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo coo0maTh 0 mo03peBacMbIX HEKENIATEIBHBIX PEAKIHIX MMOCIE PETUCTPAIMU Tpernapara
C 1enpl0 00ecrnevyeHHus HENpPephIBHOIO MOHUTOPUHIA COOTHOILIEHUS «IIOJIb3a — PHUCK»
JICKapCTBEHHOT'O Mpernapara. MeIuIMHCKUM pabOTHUKAM PEKOMEHIYeTCs COOOIaTh O JIF0OBIX
[I0/I03PEBAEMBIX HEXKENIATEIbHBIX PEAKLMIX JIEKAPCTBEHHOr'O Ipernapara 4yepe3 HalMOHAJIbHBIC
CUCTEMBI COOOILEHUS O HEXKEJIaTeJbHBIX pPEAKLUSAX TrOCyAapcTB — 4JIeHOB EBpasuiickoro
SKOHOMMYECKOTO COI03a.

Poccuiickasa ®@eoepayus

®denepanibHas ciryx0a 1Mo Ha30py B cdepe 3apaBooxpanenus (Poc3apaBaanazop)

Anpec: 109012, r. MockBa, CnaBsiHCKas Tuiomanp, a. 4, crp. 1

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

OnekrponHas modra: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMAITMOHHO-TEIIEKOMMYHHUKAITUOHHON ceTu «nTepueT:
https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBKa.

CuMOTOMBI

AUMKIIOBUD JHIIb YaCTHYHO aOCOpOMpyeTcs B KelyJoYyHO-KUIIeyHOM Tpakre. Kak mpaBumio,
IpU CIIy4alHOM OJHOKPAaTHOM IpHEMeE alMKIOBHpa B A03¢ 70 20 T Tokcuueckue dPQPeKTs He
ObLIM 3aperucTpupoBanbl. [Ipu MOBTOPHBIX MpHEMax BHYTPh B TEUEHHE HECKOJIBKUX ITHEH 1103,
IPEBBINIAIOIINX PEKOMEHIOBAaHHBIE, OTMEUYAINCh HApYyIIEHHUS CO CTOPOHBI JKEIYyJOYHO-
KHUILIEYHOIO TpakTa (TOIIHOTA, PBOTA) M HEPBHOW CUCTEMBI (TrojioBHasi 0O0JIb U CIIyTaHHOCTh
CO3HaHUS).

WNHorna MoryT HaOIr0AaThCsl Takue HeBposiorndeckue 3(pQexTrl, Kak CyAOpOoKHbIE MPUIAIKH,
KOoMa.

Jleuenune

[TarueHTsl HYXKIAIOTCS B TIHIATEIBHOM MEIUIIMHCKOM HAOJIOJIEHUU C LENbI0 BBISABICHUS
BO3MO>KHBIX CUMIITOMOB MHTOKCHKAIUH.

ALMKIIOBUD BBIBOJUTCS U3 OpraHU3Ma C MOMOLIbI0 T€MOANAIN3A, TIOITOMY T€MOANAIN3 MOKET
OBITH UCIIOJIH30BAH B JICUEHUH ME€PETI03UPOBKH.

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoauHAMHYEeCKHE CBOIiCTBA.

®dapMakoTepaneBTUYECKas TPyMIa: IPOTUBOBUPYCHOE CPEACTBO.

Koxg ATX: JOSABOI.

MexanusM JaercTBus U (hapMakoanHaMudeckie dhdEKThI
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CIIOCOOHOCTBIO MHTHOMPOBATH IN VItrO u IN VIVO BUpYyCHI reprieca 4YelioBeKa, BKIIOYAs BHUPYC
npoctoro reprueca (BIII') 1-ro u 2-ro Tunos, BUpyC BETPSIHON OCIIBI U OIOSICHIBAIOLIETO Ieprieca
(Bapuuesia-3octep Bupyc, Varicella zoster virus [B3B]), supyc Dmmreitna — bapp (3bB) u
nuromerasioBupyc (IIMB). B kynbType KiIeTOK amukiIoBHp oOjagacT HambOojee BhIpaKCHHOU
MIPOTUBOBUPYCHOM aKTHBHOCTHIO B oTHOIIeHUU BIIT'-1, nanee B mopsiike yObIBaHHSI aKTHBHOCTH
caenytot BIII'-2, B3B, 9bB u [IMB.

Nurubupyromee neiictBue anuwkiaoBupa Ha Bupychl reprmeca (BII-1, BIIT-2, B3B, ObB u
I[IMB) uMeer BBICOKOM30MpPATEIbHBIH XapakTep. ANMKIOBHP HE SIBISCTCS CyOCTpaToM Jis
depMeHTa TUMUIMHKUHA3Hl HEUH(QUIIMPOBAHHBIX KIJIETOK, TIOITOMY AIMKJIOBUDP MaJOTOKCHYEH
JUI KJIETOK MieKonuTaromux. OMHAaKO TUMHIMHKMHA3a KIETOK, HH(PUIMPOBAHHBIX BUPYCAMHU
BIIT, B3B, ObB u LIMB, mpeBpamiaer anukioBUp B alUKIOBUpa MoHOdocdaTr — aHamor
HYKJIEO3U/1a, KOTOPBINA 3aTeM MOCIeA0BaTeNbHO npeBpamaercs B audocdar u tpudocdar non
JIeiCTBEM KJIETOUHBIX (pepMeHTOB. BkitoueHne anukiioBupa Tpudocdara B 1eOUKy BUPYCHOU
JHK u mocnexyrommii 00pbIB 1ieH OJOKUPYIOT JajdbHEHITy0 perukanuio supycHoi JTHK.

VY nmanueHTOoB ¢ BBIPAKEHHBIM KMMYHOAS(DUIIMTOM JATUTENbHbBIE WA TOBTOPHBIE KYPChI TEpAIUU
AIUKIIOBUPOM MOTYT MPHUBOJUTH K MOSBICHUIO PE3UCTEHTHBIX IITAMMOB, MIO3TOMY JaibHeIee
JICYCHHE AlMKIOBHPOM MOXKET OBITh HEI((PEKTUBHBIM. Y OOJBIIMHCTBA BBIACICHHBIX IITAMMOB
CO CHIKEHHOM 4YYyBCTBUTEIBHOCTBIO K AalMKJIOBUPY OTMEYaJOCh OTHOCHUTEIBHO HHU3KOE
collep’)kKaHWE BHUPYCHOM TUMHUAMHKUHA3bl, a TakKe HapylIeHWe CTPYKTYphl BHUPYCHOMN
tumuauHKuHA3bl uinn  JIHK-monmmepasel. BoszaelicTBue anukioBupa Ha IITaMMbl BUpYyca
npocroro reprmeca (BIII) in vitro Takke MOXeT NPUBOJAWTL K OOpa30BaHUIO MEHEE
YyBCTBUTEJBHBIX K HEMY IITaMMOB. He ycTraHOBII€eHa KOppEesus MeX/1y 4yBCTBUTEIbHOCTBIO
mTaMMOB BHpyca mpocroro repreca (BIII)) k amukmoBupy in VItr0 ¥ KIMHUYECKOM
3 PEKTUBHOCTHIO Mpenapara.

5.2. ®apmakoKHHEeTHYECKHE CBOICTBA.

AOcopOruus

AIMKIIOBUD TOJIBKO YaCTUYHO abcopOupyetcs B kumeuHuke. [Tocne npuema 200 Mr anmkioBupa
Kax/ple 4 vaca CpeHsss MaKCHMalbHas paBHOBECHAS KOHICHTpaIus B ria3Me KpoBH (CSSmax)
coctaBmsuia 3,1 MmxM (0,7 MKr/mit), a cpemHsisi paBHOBECHAass MUHHUMAaJIbHAsl KOHIIGHTpAallus B
wiazme kpoBu (CSSmin) — 1,8 MkM (0,4 mkr/mi). Ilpu mpueme BHyTpsr 400 Mr um 800 wmr
arukioBupa Kaxasie 4 yaca CSSmax coctaBmsia 5,3 MkM (1,2 mxr/mi) u 8 MM (1,8 MKr/mur)
COOTBETCTBEHHO, & CSSmin — 2,7 MKM (0,6 Mxr/mi) u 4 MM (0,9 MKT/MJT) COOTBETCTBEHHO.

Pacnopenenenune

KoHmeHTpanus anukioBupa B CIIMHHOMO3TOBOM KHAKOCTH COCTABIsIET MpuoOau3uTenbHo 50 %
9
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OT €T0 KOHICHTpAIUHN B IIJIa3ME KPOBH.

C Oenkamu TUIa3Mbl KPOBH AlIMKJIIOBHP CBSI3bIBACTCS B He3HauuTesbHOM creneHu (9-33 %),
MIOSTOMY JIEKApCTBEHHBIE B3aUMOJICHCTBUS BCIEACTBUE BBHITECHEHHS U3 YYaCTKOB CBS3BIBAHHS C
OenKaMu Ma3Mbl KPOBU MaJIOBEPOSTHBI.

OJIMMHUHALNS

VY B3pocCIBIX MOCHE MpHeMa aIMKJIOBUpPAa BHYTPh NEPUOJ MOJIYBBIBEICHUS U3 IUIa3Mbl KPOBU
cocTaBisieT 0koJio 3 4. bonbias 4acTh mpenapara BHIBOJUTCS OYKAMH B HEM3MEHEHHOM BHUJIC.
[ToyeuHblli KIMpPEHC AaUMKIOBMpA 3HAYMTEIBHO TMPEBBIIIAET KIMPEHC KpEeaTHHHMHA, 4YTO
CBUJIETEJIbCTBYET O BBIBEJCHMM alMKJIOBHpA IIOCPEACTBOM HE TOJIBKO KIIyOOUKOBOM
¢wIbTpauy, HO W KaHAJBIEBOM CEKpeluu. 9-KapOOKCHMETOKCH-METHITYaHHH SIBISIETCS
OCHOBHBIM META0O0JINTOM AalUKJIOBHpa U cocTaBisieT okoio 10-15 % no3bl, BBIBOAMMOHN C
moyoi. [Ipn HazHaueHuu auukiaoBupa 4epe3 1 4 mocne npuema | r mpoOGeHenuaa NEpUOL
nonyBeiBeieHuss amukioBupa u  AUC (mmomans mnox  (apMakOKMHETHYECKOW KPHUBOU
«KOHILIEHTpaIMs — BpeMsi») yBenuuuBaiuch Ha 18 u 40 % cooTBEeTCTBEHHO.

IToyeyHas HETOCTATOYHOCTD

Y nanMeHTOB € XPOHMYECKOH IMOYEYHOM HEJOCTATOYHOCTHIO IEPHOJ  I0JIyBBIBEACHUS
AIMKIIOBUPA COCTABIUT B cpeaHeM 19,5 4. Ilpu mpoBeneHMM reMoauain3a CpeJHHN HEepHO
MIOJTYBBIBEICHUS allMKIIOBUPA cOCTaBisLI 5,7 4. KoHIeHTpanus anukiIoBupa B Iuia3Me KpOBU BO
BpeMsl Inain3a CHIKaizach npuoaunTenbHo Ha 60 %.

JInia mo)Kujaoro Bo3pacra

YV IOXUIBIX MMarmrcHTOB 06H_[PII>’I KIIMPCHC allUKJIOBHUpPA C BO3pACTOM CHUIKACTC IMAPAJIICIIBHO CO
CHMXXCHUCM KIIMPCHCA KpCaTWUHHWHA, OAHAKO IEPHUOA ITOJYBBIBCIACHHA AlIUKIOBUPA U3MCHACTCA
HC3HAYHUTCIIBHO.

BUY-nadunmpoBadHble MAHEHTHI

[Ipy onHOBpeMEHHOM BBEACHHWU AaIUKIOBUpa W 3ujgoByAuHa BUY-undunupoBaHHbIM
narnueHTaMm  (apMaKOKMHETUYECKHE XapaKTEPUCTHKH OOOMX TpErnapaToB IPAKTHUYECKH HeE
W3MEHSJIUCH.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. [lepeyeHb BCIOMOTraTeJIbHBIX BElIECTB.

JlakT03BI MOHOTH AT,

Kpaxmai KapToQenbHbIH,

nosugoH K30,

caxapo3a (caxap),

HaATpHs JaypuiICyabdar,

MarHus creapar.

10



6.2. HecoBMecTHMOCTE.

He npumennmo.

6.3. Cpok roaHocT (CPOK XpaHeHusl).

4 rona.

6.4. OcoObie Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHHUH.

ITpu Temneparype He Boie 25 °C.

6.5. XapakTep u coep:kaHue NePBUYHON YIIAKOBKH.

ITo 5, 10, 12, 15, 20 wm 30 TaGseTOoK B KOHTYPHYIO SUYCHKOBYHO YIIAKOBKY U3 IUJICHKH
MTOJIMBUHUJIXJIOPUTHOM M (POJIBTY aTFOMUHHUEBOM IEYaTHOM JIAKUPOBAHHOM.

ITo 1, 2 mnu 3 KOHTYpPHBIX SYEHKOBBIX YIAKOBKM BMECTE C HMHCTPYKUHUEH 110 NPUMEHEHHIO
MOMEIIAIOT B IAUKy U3 KapTOHA.

6.6. Oco0Oble Mepbl NPeIOCTOPOKHOCTH NPH YHUUYTOKEHHH HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOT0 mNpenapara WJIH OTX0A0B, TMOJYYEHHbIX TOcjde NPUMEHEeHUs:
JIEKApPCTBEHHOI0 Mpenapara u Apyrue MaHUIYJISIUM C IPenapaToM.

Oco0ble TpeOoBaHUsI OTCYTCTBYIOT.

7. AEP2KATEJIb PETUCTPAIHMOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanys

AO «AJINYM»

Anpec: 142279, MockoBckas o0:1., T. Cepnyxos, . O6omneHck, tep. Kapran A, 1. 2
Tenedon: +7 (495) 646-28-68

Anpec anekrponHoit moutsl: info@binnopharmgroup.ru

7.1. IlpencraBuTe/ib Aep:KaTejisi perUHCTPAIMOHHOIO YA0CTOBEPEHUsI

[IpereH3un HOTDe6I/ITeJIeI71 HalnpasJATH 110 aaApeCy:

Poccuiickas @enepanus

AO «AJINYM»

Anpec: 142279, Mockosckas 00u1., T. Cepryxos, n. O6oneHck, Tep. Ksapran A, 1. 2
Tenedon: +7 (495) 646-28-68

Anpec snekrponHoi moutsl: info@binnopharmgroup.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSI JIIT-Ne(000511)-(PT-RU)

9. IATA NEPBUYHOH PETMCTPALIMUA (IIOATBEPKJIEHHS PETUCTPAIUM,
INNEPEPETUCPALIUN)

Jara nepBoii peructpamun: 19.01.2022
11
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10. JATA IEPECMOTPA TEKCTA

OO6mas xapaktepucTuka JiekapctBeHHoro npenapara AILIUMKIIOBUP ®OPTE-AJINYM
JocTynHa Ha UHGOpPMalMOHHOM TmopTasie EBpasuiickoro 5SKOHOMHYECKOIO COr03a B

nH(pOpPMaIIMOHHO-KOMMYHUKAIIMOHHOM cetn «MHTepHeT: https://eec.eaeunion.org/.
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