COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 18.04.2023 N2 7445

OBIIASI XAPAKTEPUCTHKA JI EKAPCTBERHOTO IPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

Anuknosup, 400 mr, TaOIEeTKH.

2. KAUECTBEHHbBII 1 KOJIMYECTBEHHBIN COCTAB

JelicTBytoliee BENIECTBO: allMKIOBHUP.

Kaxnas Tabnerka cogepxut 400 mr aruksioBupa (B mepecyere Ha 6€3BOIHOE BEIIECTBO).
BcmomoratenbHbIe BElIeCcTBa, HATUYHE KOTOPBIX HA0 YYUTHIBATH B COCTABE JICKAPCTBEHHOTO
npernapara; JJakTo3bl MOHOTHJIPAT (caxap MOJIOuHbIH) (cM. paszaen 4.3).

ITomubIi MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
Ta0OeTku.
Kpyribie MIOCKOMMWIMHAPUYECKUE TAOJETKU OCJIOr0 WM TOYTH OEJIoro IBEeTa, C PUCKOW U

(dackoi.

4. KIMHUNYECKUE JAHHBIE

4.1. Illoka3aHusl K IPUMEHEHHUIO

e JeyeHHEe UHQEKIUH KOXHM U CIM3HCTBIX O0O0JIOYEK, BBI3BAHHBIX BHUPYCOM IPOCTOIO
repreca, BKJI04asi IEPBUYHBIN M pELUINBUPYIOIIUN T€HUTAIBHBIN T'epIiec;

e [podUIAKTUKAa PEUUINBOB HH(EKUUI, BBI3BAaHHBIX BUPYCOM IIPOCTOrO reprieca, y
MAIMEHTOB ¢ HOPMAJIbHBIM UMMYHHBIM CTaTyCOM;

e npoduIakTuka HHQEKIUH, BBI3BAHHBIX BHUPYCOM IPOCTOrO Tepreca, y MAIMEHTOB C
UMMYHOIE(PUITUTOM;

e JIEYCHME BETPSIHOM OCIIbI M OIMOSICHIBAIOILETO repreca (paHHee JIEYeHHE OMOsChIBAOIIETO
repreca aluKIOBUPOM OKa3bIBACT aHAIBIe3UPYIOIUN d3PPEKT U MOKET CHUZUTH YaCTOTY

BO3HHUKHOBCHUA HOCTFepHeTquCKOﬁ HeBpaJ'IFI/II/I).

4.2. Pe:kuM 103UPOBAHNS M CIIOCO0 MPUMEHEHUSI

Pexxum go3upoBaHus

Bspocnvie

Jleyenue qu)eKuuﬁ KOo#CU U Causucmovlx 060]10‘!87(‘, BbI36AHHbBIX 6UPYCOM NPOCmMO20 zcepnecd,

BKAIOUAS NEPBUYHDBLI U peuu()ueupwowuﬁ 2CHUMANbHBLU 2epnec
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Jns neuenuss uHQEKIUil, BBI3BAHHBIX BUPYJOM npdpr'o'r:‘o-l %'H'gc-é:l' %@kﬁ'&e‘hgy%ﬁas'rui{ma

npenapara AuukioBup coctasiser 200 mr 5 pa3 B cyTku (kKaxaesie 4 yaca, 3a UCKIIOUYEHUEM
nepuoaa HouyHoro cHa). Kypc nedenust coctaBiseT S5 THEH, HO MOXKET OBITh ITPOJIICH IPH TAKEITBIX
MEPBUYHBIX UHPEKLIUAX.

B ciydae BeIpaxxeHHOr0 UMMYHOAe(pUIIMTA (HAIPUMED, TOCE TPAHCIIIIAHTAIIMA KOCTHOT'O MO3Ta)
WJIU TTPU HApYIICHU U BCACHIBAHUS U3 KUILIEYHUKA /1034 Ipenapata AIMKIOBUP JJis IpUeMa BHYTPh
MokeT ObITh yBenmueHa a0 400 mr. B kadecTBe anbTepHATHBBI MOXKET OBITH PacCMOTpEHA
BO3MOXXHOCTh TNPUMEHEHHsS alMKIOBUpAa B JIeKapCcTBEHHON Qopme nuodunuzar ans
IIPUTOTOBJICHUS pacTBOpa AJisi HHPY3Hil.

Jleyenne HEOOXOMUMO HAYMHATH KaK MOYKHO PaHBIIE MOCIEC BO3SHHUKHOBEHHSI MH(EKIUU; TPU
peuuauBax mpernapar peKOMEHIYyeTcs Ha3HayaTh YK€ B IMPOJAPOMAIBHOM MEPUOJE WIH TpHU
MOSIBJICHUU TIEPBBIX 3JIEMEHTOB CHIIIH.

HDOd)MJZCleuKCl peuudueoe MH(beKuMIZ, 6bI36AHHbLIX BUPYCOM NPOCmMoOco cepneca, y nauuermoes C

HODPMAJIbHbIM UMMYHHbIM CMAmycom

Jns npoduIaKTHKH pEeUAMBOB WHGEKIUH, BBI3BAHHBIX BHPYCOM IIPOCTOrO Treprieca, y
HAlMEHTOB ¢ HOPMaJbHBIM HMMYHHBIM CTaTyCOM pEKOMEHyeMas J03a npenapara ALMKIOBHP
cocramsieT 200 Mr 4 pa3a B CyTKH (Kaxble 6 4acoB).

MHorum nanudeHTam noaxoaut oosiee yaoOHas cxema tepanuu: 400 Mr 2 pasza B CyTKH (Kaxable
12 gacoB).

B psge cinyuyaeB okasbiBaroTcsi 3((EKTUBHBIMU 0ojiee HHM3KHE J103bl Mpernapara ALMKIOBUP:
200 mr BHYTpb 3 pa3a B cyTKu (kaxkable 8 yacoB) uiau 200 Mr BHYTpb 2 pa3a B CYyTKHU (KaXKible
12 gacos).

VYV HEKOTOpBHIX MAIMEHTOB MOXET IMPOU30MTH 000CTpeHHe MH(EKIUN MpU MpHeMe CyMMapHOU
cyTo4yHOM 10361 800 MT.

Jleuenne npenaparoM ALMKIOBUD CIENyEeT IpEphIBaTh depe3 Kaxkzapsle 6 — 12 Mmecsaues ans
BBISIBJICHUSI BO3MOXHBIX U3MEHEHUI B T€UEHUH 3a00JI€BaHHUS.

Hpoqbwzakmuka qu)eKuud, BbI36AHHbIX 6UDPYCOM NPOCmoOoco cepneca, YV nauueHmoe ¢

UMMYHOOehuyuumom

Jns npoduinakTUKH MHQEKIHH, BBI3BAaHHBIX BHUPYCOM IIPOCTOrO Tepreca, y MHalMEeHTOB ¢
UMMYHOAE(QUIIMTOM pPEeKOMEHyeMas J103a npernapara AuukioBup coctasiser 200 mr 4 pasa B
CYTKH (KaXKIple 6 4acoB).

B cityuae BbIpaxeHHOT0 UMMYHOIeHUIMTA (HApUMED, IOCIIE TPAHCIUIAHTAIIMA KOCTHOTO MO3Ta)
WIY TIPU HAapYLLIEHUH BCAChIBAaHMA M3 KUILIEYHUKA J103a IIperapaTa MoXKeT ObITh yBenndeHa 10 400
Mr. B kauecTBe aJibTepHATUBBI MOXKET OBITH pACCMOTPEHA BO3MOKHOCTh IPUMEHEHUS allUKIIOBHpa

B JIEKapCTBEHHOH Qopme Tnopuin3ar Juisi IPUroTOBICHUS pacTBOpa At HHPY3HUil.
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[IpomOIKHUTENEHOCTS  IPO(PUIAKTUYECKOTO  Kypca Te%h'fm_l %%béj‘éggeqw Uil refbitbeTeio

NepuoJia, KOria CyIecTBYeT pUCK HHPHUIIUPOBAHUS.

Jleyenue eempfmoﬁ OCnbl U onosAcslearnuieco cepneca

s neudeHus: BETPSHON OCIHBI U OMOSICHIBAIOIIETO Tepleca peKOMEHJyemasl 1o3a Ipenapara
AnmkoBup coctanisgeT 800 Mr BHYTph S pa3 B CyTKH (Kakble 4 yaca, 3a HCKIIFOYCHHEM Iepruoaa
HOUYHOTo cHa). Kypc jieuenus cocraBisieT 7 IHEN.

Jleyenune omosiCHIBAIOIETO repreca cleAyeT HauMHaTh KaK MOKHO paHbIle OT MOMEHTa MEPBBIX
MIPOSIBJIICHUH 3a00JIeBaHMs, TAK KaK B ATOM ciiydae JieueHue Oyaet 6onee 3G heKTUBHBIM.
JledeHnue BeTpsHOI OCHBI Y MAIIMEHTOB C HOPMAIbHBIM UMMYHHBIM CTaTyCOM CJIEIyeT HadaTh B
TeueHue 24 4aCoB C MOMEHTA IOSIBJICHUS BBICHITIAHUH.

VY ManueHTOB C TSHKEIBIM MUMMYHOACHUIIUTOM (HApHUMEp, IOCTe TPAHCIUTAHTAIUU KOCTHOTO
MO3ra) WU TP HAPYILIEHUU BCACBIBAHUS U3 KUIIIEYHIUKA HEOOXO0IMMO PAaCCMOTPETh BOZMOKHOCTh
HA3HA4YCHHs allUKJIOBHpA B JIEKAPCTBEHHOUW (hopMe TUOPMIN3AT A MPUTOTOBICHUS pacTBOpa
JUTE UHPY3HH.

Oco0BbIe IPVIIILI TAIUEHTOB

Tayuenmor nodxcunozo eospacma
Heo6xonuMo yuyuThIBaTh BEPOSATHOCTh HAJIMYUS IMOYEYHOM HEJAOCTATOUYHOCTH Y MAalMEHTOB
MIOKUJIOTO BO3pacTa, J03bl JOJKHBI OBITH CKOPPEKTHPOBAHBI B COOTBETCTBHUHM CO CTEHEHbIO
NOYEYHON HEIOCTATOUHOCTH (CM. ITyHKT «/layuenmol ¢ HapyweHuem QYHKyuu noyex).
Heo6xonumo obecnieunTs moiepKaHue aleKBaTHOIO BOJHOIO OajiaHca.
Tayuenmoi ¢ napywenuem hynkyuu novex
HeobxonnMo cobito/1aTh OCTOPOKHOCTD ITPU HAa3HAYEHHUH IpenapaTa ALMKIOBUD MalMeHTaM ¢
HapylieHneM QyHKIUU TOYeK.
Heo6xonnmo obecrieunTs MmoiiepkaHue aJeKBaTHOrO BOJHOIO OajaHca.
VY nanMeHToB ¢ NMOYEYHOM HEIOCTATOYHOCTBIO NPUEM ALUKIOBUPA BHYTPb B PEKOMEHAYEMBIX
J103aX C LEJNbI0 JeUeHUs1 U Tpo(UIaKTUKN UH(EKIUI, BEI3BaHHBIX BUPYCOM IIPOCTOTO reprieca, He
OPUBOIUT K KyMYJSLMU Tpenapara J0 KOHILEHTPAlMi, NPEBbIAIONIUX YCTaHOBJICHHbIE
6e3omacHble ypoBHU. O/IHAKO y MALMEHTOB € KIUPEHCOM KpeaTWHuHa MeHee 10 Mi/MHUH 103y
npenapata AIMKIOBUP peKOMeHIyeTcsl cHkaTh 10 200 Mr BHYTph 2 pa3a B CYTKH (KaxK[ble
12 gacos).
[Ipu nedyeHun BETPSTHOW OCIMBI M OMOSICHIBAIOIIETO Ieprieca peKOMEeHAyeMble J103bl Mpemnapara
ATUKI0BUD, TAOJIETKH COCTABIISIOT:

e 1pu KiIMpeHce kpeaTuHuHa MeHee 10 mu/mMuH — 800 Mr BHYTpb 2 pa3a B CyTKHU (Kax/ble

12 yacoB);
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npu kiaupeHce kpeatunuHa 10 — 25 mfmun — SBB'IMT_IM;{%%I_k":CI'VL{:i/IIJ('KI'cII‘XI(II[I)IC

8 vacos).

Lemu 6 6ospacme om 3 nem u cmapuie

Jleyenue qu)eKuuﬁ, 6bI36AHHbLIX BUPYCOM NpoCcmoco cepneca, npod)wzakmum qu)ekuuﬁ,

Bbl36AHHbBIX BUPYCOM NPOCMO20 cepneca, Yy nauuernos ¢ uMMVHOd@@uUZ/IWZOM

B BO3pacCTEC OT 3neru CTapmIC — TaK1e XXC 03bl, KaK IJId B3POCIIbIX.

Jlewenue eempsanou ocnui

B Bo3pacte oT 6 JyieT u crapiue — 800 Mr BHYTpb 4 pasza B CyTKH;

B Bo3pacte oT 3 110 6 jiet — 400 Mr BHYTpb 4 pasza B CyTKH.

bonee TouHo 103y MOXHO ompenenuTh U3 pacuera 20 Mr/kr maccel Tena (Ho He 6onee 800 mr)

BHYTpb 4 pa3a B cyTku. Kypc neuenus cocrapuser 5 gHei.

Hpod)wzakmuka peuudueoe qu)eKuud, BbI36AHHbIX 6UPYCOM NPOCNIo2o cepneca, ¥ nayueHmoe ¢

HOPMAJTbHbIM UMMYHHBIM CIMAmyCcom, j1e4eHue onoAcovledroueco cepneca

I[aHHBIe 0 PCKUME NO3UPOBAHUA OTCYTCTBYIOT.

Cnoco6 IIPUMCHCHUA

HpenapaT AIII/IKJIOBI/Ip TaOJIETKH MOYKHO IMPUHHUMATL BO BPEMSA C€IbI, IIOCKOJIBKY NPHUEM ITHUIIU HC

HapylaeT B 3HAYMTENLHOW CTeneHu ero adbcopOmuro. TalneTku ciieayer 3amuBaTh MOJHBIM

CTaKaHOM BOJBI.

4.3. IlpoTuBONOKa3aHUS

THIIEPUYYBCTBUTENBHOCTh K allUKIOBUDPY, BAJAUKIOBUPY W/WIM K JIOOOMY U3
BCIIOMOTaTeJIbHBIX BEIIECTB, IEPEYUCIEHHBIX B pa3zaene 6.1.;
JETCKUIA BO3pacT 110 3 netT (71 TaHHOM JIeKapCTBEHHON (OpMBI);

HEMIEPCHOCUMOCTD JIAKTO3BbI, Jle(bI/IIII/IT JIaKTa3bl, TTTIOKO30-TaJIaKTO3Has MaHBa600p6HI/I5[.

4.4. Ocobble yka3aHus U Mepbl MPeI0CTOPOKHOCTH NPHU NPUMEHEeHHH

C 0CTOPOKHOCTBIO

OEpEeMEHHOCTD;

[EPUOJI TPYAHOTO BCKAPMIIUBAHUS;
MOXUJION BO3pACT;

MOYEYHask HeJOCTaTOYHOCTb;
JeTUIpaTaIus;

OIHOBPCMCHHOC IMPUMCHCHUC C IPYTUMU HC(I)pOTOKCI/I‘-IHBIMI/I npemnaparamMu.
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(NOCNEQCBATENEHOCTE 0002)

Oco0nle yKazaHus

JloCTYyIHBIX NTaHHBIX, TOTYYEHHBIX B PE3y/IbTaTe MPOBEICHHBIX KIMHHUYECKUX HCCIICOBAHUIA,
HEJOCTAaTOYHO, YTOOBI CeNaTh BHIBOJ O TOM, YTO MPUMECHEHHE AIlMKJIOBHpPA CHIIKAET PHUCK
3a00JICBaHUsI BETPSHOW OCIION y MAIIMEHTOB ¢ HOPMAaJIbHBIM HIMMYHHBIM CTaTyCOM.

Puck pa3BuTHs IOYEUHON HEAOCTATOUHOCTH YBEIUYHUBACTCS TIPU OJHOBPEMEHHOM NMPUMEHEHHUU
C IpYyrUMHU HEPPOTOKCHUSCKUMHU MIPEIapaTamH.

Cocmosanue cuopamayuu

[TareHThl, TPUHUMAIOIINE BBICOKHE JI03BI Mpenapara AIMKIOBHDP BHYTPH, IOJDKHBI TOTYYaTh
JIOCTATOYHOE KOJIMYECTBO JKUIKOCTH.

Tayuenmor nodcunoz2o 603pacma u nAyUeHmyl ¢ HapyuieHuem QyHKYuu no4ex

[TockoNbKY aIMKIOBHP BBIBOAUTCS MMOYKAMH, 03I JOJKHBI OBITh YMEHBIICHBI MAI[CHTAM C
MOYEYHON HENOCTATOUYHOCTHIO (CM. pazzien 4.2). Y manueHTOB MOXKUIIOTO BO3pacTa BO3MOXKHO
CHIDKEHHE (YHKIIMU TIOYEK, CJIECIOBATENIbHO, JJIsi JAHHOW TPYIIIbI MAIlMEHTOB TAaKXXE MOXKET
noTpeOOBaThCS CHUKEHHE J103bl. Kak MOXWIIbIC MAlMEHTh, TAaK M MMAIUEHTHI ¢ HAPYIICHHUEM
(GYHKIIMHM TIOYEK HAXOJATCS B TPYIIE TMOBBIIICHHOTO PHCKAa Pa3BUTHS MOOOYHBIX 3((HEKTOB cO
CTOPOHBI HEPBHOH CHCTEMBI (OOBIYHO TAKUE PEAKIIMU 00pPATUMBI B OTBET Ha OTMEHY Iperapara)
U, COOTBETCTBEHHO, JIOJKHBI HAXOJUTHCS TIOJ] IPUCTAIBHBIM MEJIUIIMHCKUM HAOIIOICHUEM.
Tayuenmoi ¢ 8bIpaANCEHHBIM UMMYHOOeDUYUMOM

JlirenpHBIC WM TOBTOPHBIC KYPCHI JICYCHUS ANUKIOBUPOM y IAIMEHTOB C BBIPAKCHHBIM
UMMYHOJC(PHUIIUTOM MOTYT TPHUBECTH K TMOSBJICHUIO IITAMMOB BHpYyCa C TOHW)KECHHOU
YYBCTBUTEIHHOCTHIO K aIlMKIOBUPY, KOTOpble HE OTBETAT Ha TNPOAODKEHHUE Tepanuu
AIUKIIOBHPOM.

Ilepeoaua unghexyuu

Bcem marmenTam, OCOOEHHO MpH HATWMYUU KIMHUYECKHX MPOSBIEHHUH, ClenyeT coOIoaaTh
OCTOPOXXHOCTh BO H30€KaHWE MOTCHIMATBLHOM BO3MOXXKHOCTH TIepeladyd BHUpPyCa, a TakKkKe

MAlUEHTOB HE00X0UMO HH(OPMHUPOBATH O ClIydasix OECCUMITOMHOIO BUPYCOHOCUTENICTBA.

4.5. BzaumojeiicTBiue ¢ JPYrHMH JeKAPCTBEHHbIMHM TMpenaparaMd M JApPyrue BH/IbI
B3aNMOIeUCTBUA

Hukakux KIMHUYECKW 3HAYMMBIX B3aUMOJICMCTBUN NTPU MPUMEHEHUH TTpenapata AIMKIOBUD HE
OTMEUAJIOCh.

ALMKJIOBUP BBIBOJUTCSI B HEU3MEHEHHOM BHUJI€ C MOUOM ITyTEM aKTUBHOM KaHAJIbIIEBOIN CEKPELIHH.
Bce mnpemapaTel ¢ aHaNOTMYHBIM TYTEM BBIBEJACHHS MOTYT IOBBIIATh IUIA3MEHHYIO
KOHIIGHTpAaIlMi0  anukioBupa. AmukiaoBup moBbimaer AUC  (miomans Tox  KPUBOH

«KOHIIEHTpPAIUS — BpeM:D») Teodryuinga nmpuoimmnsnTelbHo Ha 50 % npu 0JHOBPEMEHHOM IIPHEME
b
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HOPTOMY  PEKOMEHJIYETCS M3MEpATh  ILIA eHHble':n'T&bﬂ%’éﬁy}_@ﬂ%Mﬂﬁﬁ‘ﬁﬁd-“—'-'npn

OIHOBPCMCHHOM HAa3HAYCHUU allTUKJIOBHUPA. Hp06€HeI_II/IIL U OUMCTUAWH YBCIIMYUBAIOT ITOKA3aTCJIb
AUC anukinoBupa ¥ CHUXXAIOT €ro Mo4YeuHbl KiupeHc. OTMEUalloch YBEIMYEHUE MOKa3aTess
AUC B nna3zme KpoBH Ui allUKJIOBUPA U HEAKTMBHOTO MeTaboiuTa MUKOo(peHo1aTta MopeTua,
UMMYHOJICTIPECCAHTa, MPUMEHSAIOErocs B  TPAHCIUIAHTOJIOTHM, IPH  OAHOBPEMEHHOM
npUMEHeHUH 00ouX rpenapatoB. OHAKO KOPPEKIMHU A03bI HEe TPeOyeTCsl BCIEACTBHE IMPOKOTO

TCPAINICBTUYCCKOI'0O MHACKCA AllMKIIOBHPA.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTDb U JAKTALMS

bepemeHHOCTH

B noctperucrpanmoHHOM peectpe OepeMEHHOCTEN IPY JICUSHUH AIUKIIOBUPOM COOpaHbI JaHHBIE 00
UCcXo/1aXx OEpeMEHHOCTH Y KEHIIMH, MPUHUMABIINX AlMKIOBUP B Pa3HBIX JIEKAPCTBEHHBIX (popmax.
[Tpu ananu3e AaHHBIX peecTpa He ObUIO OTMEUEHO YBEIUYEHHS KOJTMUYECTBA BPOXKICHHBIX JIEEKTOB y
HOBOPOXKJIEHHBIX, MATEPH KOTOPHIX NPUHUMAJIH ALMKJIOBUP BO BpeMsI OEpEMEHHOCTH, 110 CPABHEHUIO C
obmet momyspeil. BrisiBieHHBIE BpOXKIEHHBIE NE(MEKThI HE OTIMYAINCH €JUHOOOpa3ueM WIIH
3aKOHOMEPHOCTBIO, TTO3BOJISIOLIMMH MPEANOIOKUTH OOIIYIO IPUYMHY UX BOSHUKHOBEHHSI.

Onnako cnemyer coOIoAaTh OCTOPOKHOCTh MPU HAa3HAUCHUH Ipenapara ALUKIOBUD KEHIIMHAM B
neproj OEpeMEeHHOCTH U OLICHMBATh TPEIIOIaraeMylo MMOJb3y I MaTepPy U BO3MOXHBIN PUCK IS
IUI0/1A.

JlakTanuys

[Tocne npuema npenapara AIMKIOBUP BHYTpPb B 103€ 200 Mr 5 pa3 B CyTKH allMKJIOBUP OIpeeNsiics B
TPyJIHOM MOJIOKE B KOHIIEHTpaImu, coctasisitorient ot 60 10 410 % ma3menHo# koHIeHTparun. [Ipu
TaKUX KOHIEHTpaAlUAX B IPYIHOM MOJIOKE, IE€TH, HAXOMAIIMECS Ha TPYIHOM BCKapMIIMBAHUU, MOTYT
HOJTy4aTh AlUKIOBUP B A03€ 110 0,3 MI/KI/cyT. YUuThIBas 3TO, CleIyeT COOM0IaTh OCTOPOKHOCTh IIPH
Ha3HAuYEHUH Tpernapara AIMKIOBUP KOPMSIIIM >KEHIITMHAM.

DdepTUabHOCTD

Her nanHpIX 0 BIUSIHUM allMKIOBUPA HA )KEHCKYIO (PEPTUIILHOCTD.

B wuccnenoBannn ¢ yvactuem 20 DNAaMEHTOB MYXKCKOIO IOJIa € HOPMAJIbHBIM KOJIUYECTBOM
CIIEpMAaTO30MJI0B OBUIO YCTaHOBIIEHO, YTO MPHMMEHEHHE allKIJIOBHPa BHYTPb B J103€ 70 1 I' B CYTKHU B
Te4YeHHe 6 MEeCSIEB HE MMENO KIMHUYECKH 3HAYHMOTO BIIMSHUS HA KOJIMYECTBO, MOJIBUKHOCTD WJIU

MOP(OJIOTHIO CITEPMaTO30H/IOB.
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4.7. BiusiHMe HAa CIOCOOHOCTHL YNPaBJATh pancné%ﬁﬂﬁﬂ'cﬁﬁzm - i Tp_ﬁ@(ﬁ"a"fb c

MeXaHU3MaMH

HccnenoBanuii BIUSHHUSA alUKIOBHpPAa HA CIOCOOHOCTh K YIPABICHUIO TPAHCIIOPTHBIMU
CPEICTBAaMHU MJIM MEXaHU3MaMHU HE NPOBOAMIOCH. CIPOrHO3MpPOBATh HEraTHMBHOE BO3JEHCTBHE
allMKJIOBUpPAa HAa OSTH BHJIbl JEITEIbHOCTH Ha OCHOBAaHUM (PAPMAKOJIOIMUECKUX CBOWCTB
JICMCTBYIOIETO BEIIECTBA HE MPE/ICTABIIACTCS BO3MOXKHBIM, HO HEOOXOIUMO YUYUTHIBATH MPO(UITH

000YHBIX A(P(PEKTOB AUKIOBUPA.

4.8. HexxesaTesibHbIE peaKIIUU

PesroMe HexxenaTeabHbIX peaKIui

[IprBeieHHBIE HIKE KAaTErOPHM YacTOTHI HEKENATEeTbHBIX PEAKLUH SBISIOTCS OIEHOYHBIMH. JI7is
OONBIIMHCTBA HEKENATENbHBIX pEaKIMid HEOOXOMUMBbIE [aHHBbIC JIsl OMNpeNeNieHUus] YacTOThI
BCTPEYAEMOCTH OTCYTCTBYIOT. KpoMe TOro, 4acToTra BCTpe4aeMOCTH HEXKENIATEIbHBIX PEAKIIUH MOXKET
BapbUPOBATh B 3aBUCHMOCTH OT TIOKa3aHMSI.

HexenatenbHple peakuyu, IMpeICTaBICHHbIE HIKE, MEPEUMCICHBl B COOTBETCTBHM C YacTOTOM
BCTPEYAEMOCTH, ONpPEASSIEMON CIemyronmM obpasoM: ouens yacmo (>1/10); wacmo (>1/100, HO
<1/10); newacmo (>1/1000, o <1/100); peoxo (>1/10000, Ho <1/1000); ouens peoxo (<1/10000);
yacmoma neuzsecmua (He MOXKET OBITh OI[CHEHA Ha OCHOBE MMEFOIIMXCS JTAHHBIX ).

Hapywenus co cmopoHbl Kposu u ium@amuseckoti cucmembl

Ouenb pedxo - aHeMUsL, JISHKOTICHUSI, TPOMOOIIUTONICHHSI.

Hapywenus co cmoponbl ummyHHoU cucmemvl

Peoxko - anadpunaxcusi.

Hapywenus co cmoponvi Hepenou cucmembl

Yacmo - TonoBHast 6071b, TOJIOBOKPYKEHHE;

QOuenv pedko - BO30YXKJIEHUE, CITyTAaHHOCTb CO3HAHUS, TPEMOD, aTaKCHsl, AU3apTpusl, TATFOLHALINH,
TICUXOTHYECKHE CHMITTOMBI, CYJIOPOTH, COHJIMBOCTB, SHIIE(ATONATH, KOMA.

O06b14HO TH T000YHBIE AP PEKTHI HAOTIOAATHCH Y MAITUEHTOB C TOYEYHON HETOCTATOYHOCTHIO UJTH ITPH
HaJIMYUX JPYTHAX TPOBOLMPYIONHX (HaKTOPOB U OBLTH, B OCHOBHOM, 0OpaTUMBIMU (CM. pazzien 4.4).
Hapywenus co cmoponsi ObixamenbHOl cucmembvl, OpeaHo8 epYOHOU KIemKU U CPe00CeHUs.

Peoxo - oppiika.

Kenyoouno-kuwieunvle HapyuieHus.

Yacmo - TOIHOTA, PBOTA, AUapesi, 00JIb B )KUBOTE.

Hapywenus co cmoponul nevenu u Hcenuesbleo0sauux nymeti

Peoxo - 0bpatrMoe MoBbIIIEHNE KOHIEHTPAIMK OMIMpYOrHA U TIEYEHOUYHBIX ()EPMEHTOB B KPOBHU;

Ouenb peodxo - TENIATUT, KeNTyXa.
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Hapywienusi co cmopombl Kodicu u ROOKONCHbIX mikpneti NOCNEOCBATENEHOCTL 0002)

Yacmo - 3y1, ChIlb, B TOM YUCIIe (OTOCEHCUOMITA3AIIHS;

Heuacmo - xpanuBHHITa, ObICTpOE MM y3HOE BHINACHHE BOJIOC.

ITockombky ObicTpoe muddy3HOE BbINagCHHE BOJIOC HAOTIOMACTCS TPU Pa3IMYHBIX 3a00JICBaHHAX U
IpH TEpalMi MHOTMMH JICKAPCTBEHHBIMH CPEICTBAMH, CBS3b €r0 C MPHEMOM alMKJIOBUpa HE
YCTaHOBJICHA.

Peoxko - aHTHOHEBPOTHYECKHI OTEK;

QOuenb pedko - TOKCHIECKHH AUICPMATLHBIA HEKPOJIU3, MY IbTH()OPMHAsE SKCCYJATHBHAS dPUTEMA.
Hapywenus co cmopombl nouex u Mouesbleo00auux nymeti

Peoxo - OBBIIIICHNE KOHIISHTPAIIMM MOYCBHUHBI U KPEATHHUHA B CBIBOPOTKE KPOBH;

Ouenvb pedko - ocTpasi MOYEYHAS HEJIOCTATOYHOCTD, TOYCYHAS KOJIHKA.

[Toueunas KOJIMKa MOYKET OBITh CBSI3aHA C TIOYCYHOM HEIOCTATOUHOCTHIO M KPUCTALTYPHEH.

Obwyue HapyweHust U peakyuu 6 Mecme 66e0eHUs.

Yacmo - yTOMISIEMOCTB, JINXOpAJIKa.

COO6HI€HI/I€ 0 TOA03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxxHo co001aTh 0 0103peBaeMbIX HEXKENATEIbHBIX PEAKIUAX OCIIE PETUCTPALMY IIperapara ¢
[EeNbI0 O0ECleYeHUs] HEMPEPHIBHOTO MOHUTOPUHTA COOTHOILIEHHUS «II0JIb3a — PHUCK»
JICKapCTBEHHOTO TIpernapara. MeauImHCKUM pa0OTHUKAM PEKOMEHIYeTCs COOOMAaTh O JIFOOBIX
MMoA03pCBACMBIX HCKCIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O Iperiapara 4€pe3 HAllMOHAJIbHBIC
CUCTEMBl COOOILEHHS O HEXKeJIaTeNbHBIX pPEeaKIUsIX TrocydapcTB — ujieHOB EBpasuiickoro
SKOHOMHUYECKOI'0 COI03a.

Poccniickas @enepanns

109012, r. MockBa, CrnaBstHCKas TUIOIIA b, 1. 4, CTp. 1

®denepanbHas ciryx0a 1Mo Haa30py B cdepe 3npaBooxpanenus (Poc3npaBuaazop)

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

OnekrponHas mouta: pharm@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CHUMIITOMBI

AIMKIIOBHp JIMIIIL YaCTMYHO abcopOupyeTcsi B >KeMyJAOouHO-KUIIeYHOM Tpakte. Kak mpasuio, npu
CITy4aifHOM OJIHOKPaTHOM IpHeMe auukiIoBHpa B go3e 10 20 r Tokcudeckne 3(h¢eKTsl He ObUH
3aperucTpupoBanbl. IIpy MOBTOpPHBIX mpHeMax BHYTPb B TEUEHHWE HECKOJBKHUX JHEH 03,
MPEBBILAIOIINX PEKOMEHIOBaHHbIE, OTMEUYAIMCh HAPYILEHUS CO CTOPOHBI JKENTYAOYHO-KHILIEYHOTO

TpakTa (TOIIHOTA, PBOTA) U HEPBHOM CUCTEMBI (TOJIOBHAsl 0OJIb M CITyTaHHOCTh CO3HAHMUS).
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Wuorma MoryT HaOJIOAaTHCS TAKKE HEBPOJIOTUIESCKUE 3(1)(1)43@1'%'1?@% %Eﬁo@ﬂﬁ Iﬁ'};ﬁnl;&kﬁ,k'oﬁa

Jleuenue
[TanmeHThl HYKIal0TCS B TIIATEITLHOM MEIUITHCKOM HAOIIOICHHUH C IIENTBIO BBISIBIICHUST BO3MOYKHBIX
CUMIITOMOB MHTOKCUKAIIMH. ALIUKIIOBUP BBIBOJUTCS M3 OPraHu3Ma C TOMOIIbIO TeMOIUAIN3A, TIO3TOMY

remMoaualii3 MOXET OBITH HCITOJIE30BaH JJIA JICUCHUA TICPECA03HPOBKHU.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoauHaAMHYeCKHe CBOICTBA

®apMakoTEpaneBTUUECKAs] TPyNIla: MNPOTUBOBUPYCHBIE CPEICTBA CUCTEMHOIO JEHCTBUS,
MIPOTUBOBUPYCHBIE CPEACTBA MPSIMOr0 JEHCTBUS; HYKIEO3UJbl W HYKJIEOTHU[IBI, KpoMe
WHTHOUTOPOB 0OPAaTHOM TPAHCKPUIITA3HI.

Kox ATX: JOSAB01

Mexanusm neiicteus U hapMmakoauHamuueckue 3O deKThl

ALMKIOBUD — 3TO CHUHTETHYECKHUH aHajor IIypHHOBOIO HYKJIEO3UAa, KOTOpBIH oOnazaer
CIIOCOOHOCTBIO MHTHOMPOBATh IN VItr0 u iN VIVO BUpYCHI repreca 4eioBeKa, BKIOYas BUPYC
npoctoro repreca (BIII') 1-ro u 2-ro Tunos, BUpyC BETPSIHON OCIIBI U OMOSICHIBAIOLIETO repreca
(Bapuueiuia-3octep Bupyc, Varicella zoster virus (B3B)), Bupyc Dmiureitna - bapp (3bB) u
utomeraioBupyc (LIMB). B kynbType KIETOK alMKIOBHP 0OnamaeT Hambosiee BhIPAKCHHOU
IPOTUBOBUPYCHOH akTUBHOCTHIO B oTHoweHuu BIII'-1, nanee B nopsake yObIBaHUS aKTUBHOCTH
caenyrot: BIII'-2, B3B, 9bB u [IMB.

Hurubupyroiee aeiicTsue anukioBupa Ha Bupychl repreca (BIIT'-1, BIII'-2, B3B, O9bB, [IMB)
MMEEeT BBICOKOM30MpPATENbHBIN XapakTep. AUMKIOBUP HE SIBIsiETCA cyOcTpaToMm it (hepMeHTa
TUMHJIMHKMHA3bl HEMH(OUIIUPOBAHHBIX KJIETOK, HOITOMY AllMKJIOBUP MaJOTOKCHYEH Ul KIETOK
mitekonutaonmx. OqHako TUMUAMHKMHA3a KIETOK, MHpUuupoBaHHbIX Bupycamu BIII', B3B,
OB u [IMB, nipeBpariaeT aiukJIOBUp B alUKIOBHpa MOHOGOC(hAT — aHAIOT HYKJI€031/1a, KOTOPBIH
3aTeM TOCIIeIOBaTENbHO MpeBparaeTcs B nudocdar u tpudocdar moa aeiicTBUEM KIETOUHBIX
depmenToB. Bxirouenue arpkioBupa tpudocdara B nenouky supycHoi JIHK u nmocnenyrommuit
OOpBIB 11eNH OJIOKUPYIOT AajbHENIIYI0 peruikanuio BupycHoi JJHK.

VY nmanueHToB ¢ BBIPA)KEHHBIM UMMYHO1€(DUIIUTOM JJTUTENbHbBIE WK TOBTOPHBIE KYPChl TEpAIIun
AI[UKIJIOBUPOM MOTYT MPHUBOJUTH K MOSBICHUIO PE3UCTEHTHBIX ITAMMOB, IIOATOMY JalIbHENIIIee
JIeYCHHE AIIMKIOBUPOM MOKET ObITh He3(h(PEeKTUBHBIM.

VY OONBIIMHCTBA BBIJCIEHHBIX IITAMMOB CO CHUKEHHOM YYyBCTBUTENBHOCTBIO K AalUKIOBUPY
OTMEYAIIOCh OTHOCUTEJIBHO HU3KOE COJIEP>KAHNE BUPYCHOM TUMUMHKUHA3BI, & TAKXKE HapyILIEHNE

CTPYKTYpBI BUPYCHON TUMUAMHKMHA3EI Wim JIHK-nonumepassr.
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NPUBOJNUTH K 00pa30oBaHMIO MEHEe YYBCTBUTENBHBIX K HeMy WmTaMMOB. He ycraHoBieHa
KOppeJsiiMs. MEX1y 4YYBCTBUTEIBHOCTBIO IITAMMOB BHpyca mpoctoro repmneca (BIII) k
AIMKIOBUPY iN VItro U KIMHIYECKO# 3P PEKTUBHOCTHIO MTpenapara.

5.2. DapmakoKMHEeTHYECKHE CBOMCTBA

AOGcopOumst

AIMKIIOBUP TOJIBKO YaCTUYHO abcopOupyercs u3 kumeynuka. [locne npuema 200 Mr aiiukioBupa
KaXple 4 vaca CpeHssi MaKCHMallbHas paBHOBECHAS KOHIGHTpAIUs B mia3Me KpoBU (CSSmax)
coctaBisuia 3,1 MxM (0,7 MKr/min), a cpemHssi paBHOBECHass MHUHHUMaJIbHas KOHIIGHTpAaIlHUs B
iazme KpoBH (CSSmin) 1,8 MkM (0,4 mxr/mi). Ipu npueme 400 mr u 800 Mr arfuKIOBUpa KasK/ble
4 gaca CSSmax coctaBisuia 5,3 MkM (1,2 mxr/mi) u 8 MKM (1,8 MKr/mit), cOOTBeTCTBEHHO, & CSSmin
—2,7 MM (0,6 mMxr/mn) u 4 MxM (0,9 MKr/mi1), COOTBETCTBEHHO.

Pacnpenenenune

KoHuenTpamus anukioBupa B CHHTHHOMO3TOBOH KHIKOCTH COCTaBIsIeT MpuOmm3utensHo 50 % ot
€ro KOHIIEHTPAIMH B TJIa3Me KPOBH.

C OeskaMu TUIa3Mbl KPOBH allMKJIOBUD CBS3bIBACTCS B He3HaunmTenbHOH crenenu (9 — 33 %),
II03TOMY JIEKAPCTBEHHBIC B3aMMO/ICHCTBUS BCIIEJCTBUE BBITECHEHHS M3 YYaCTKOB CBSI3bIBAHUS C
OenKamMu 1a3Mbl KPOBU MaJIOBEPOSITHBI.

OJIMMUHAIMS

'V B3pOCIBIX NOCIIE PHEMa AlUKIOBUPA BHYTPb IIEPUO/ ITOTYBBIBEACHHUS U3 I1a3Mbl KDOBH COCTABIISIET
0k0J10 3 4. bosbInast yacTh npernapara BHIBOIUTCS TOYKAMH B HEU3MEHEHHOM BHJIE.

[Todeunblii KIMPEHC AaIMKIOBHpA 3HAUWTENIFHO TMPEBBIIIACT KIMPEHC KPEaTHHWHA, YTO
CBHICTEIILCTBYET O BBIBEJICHHUH AIIMKIOBHPA IOCPEACTBOM HE TOJIBKO KITyOOUKOBOH (PHITBTpAIH, HO
KaHAIIbLIEBOM CeKpeluH. 9-KapOOKCUMETOKCU-METUITYaHUH SIBJISETCS OCHOBHBIM METa0O0IUTOM
alMKIIOBUpa U cocTaBisieT okoio 10 — 15 % 1o3b1, BeIBOAMMOM ¢ Mouoi. [Ipn Ha3HaueHHH alMKIOBUpa
yepe3 | u mocre mpmema 1 T mpoOeHenwma mnepuox TOMyBbIBereHHs armkioBupa w1 AUC
yBennuuBaiich Ha 18 u 40 %, COOTBETCTBEHHO.

IloyeuHas HEIOCTATOYHOCTh

Y NanuMeHToB C XPOHHUYECKOM IIOYEYHOM HEAOCTAaTOYHOCTBIO IIEPUOJ IOJIYBBIBEIEHUS
alMKJIOBHpA COCTaBIsI B cpenHeM 19,5 4. Ilpu nmpoBeneHMM remojauanusa CpeIHHM NEPHOJ
MOJTYBBIBEJICHUS AllMKJIOBHpa cocTaBiisll 5,7 4. KoHleHTpanus anukioBupa B mjia3Me KpOBH BO

BpEMA Inajin3a CHUXKAJIACh HpI/I6HH31/ITCJILHO Ha 60 %.
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY

VY NOXWIBIX MaMEHTOB OOIIUI KIUPEHC aIllMKJIOBHPA C BO3PACTOM CHHXKACTCS MapaljIeNIbHO CO
CHI)KEHHMEM KJIMPEHCA KPEaTMHUHA, OJIHAKO MEpPUO] MOIYBBIBEACHUS AlMKIOBUPA U3MEHSAETCS
HE3HAYUTEIIBHO.

BUY-naduimmpoBadHHble MAHEHTH

[Tpu o1HOBpEMEHHOM BBEICHUH AIIMKJIOBHPA U 3u0By1uHa BUY-uHpUIIMpOBaHHBIM TallUEHTaM,

(hapMaKOKMHETHUECKHE XapaKTEPUCTUKH 00OUX MPENapaToB MPAKTUUECKU HE H3MEHSITHCH.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

e JlakTo3bI MOHOTHIpAT (Caxap MOJIOYHBII)

e Kpaxman kaprodenbHbIit

e [loBunon-K17

e Marnus creapat

e KapOokcumernikpaxmai HaTpus
6.2. HecoBmecTUMOCTD
He npumenumo.
6.3. Cpok rogHocTu (CpOK XpaHeHUs1)
4 rona.
6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUHU
XpanuTs npu Temrneparype He Boie 25 °C.
6.5. Xapakrep u coaepkaHue NEPBUYHONH YIIAKOBKH
ITo 10, 20 TabneTok B KOHTYPHYIO SIMEHKOBYIO YNAKOBKY W3 IUIEHKH MOJUBUHWIXJIOPUAHON U
(boJIbru aMOMHUHNEBOM NEYaTHON JTAKUPOBAHHOM.
ITo 10, 20, 30, 40, 50 win 100 Tabnerox B OaHKYy W3 MOJMATHIEHTepe]Tasara Wi OaHKY
MOJIMIIPOIIMIICHOBYIO, YKYIIOPEHHYIO KpBIIIKOM M3 IOJIMITWIEHA BBICOKOTO [JaBJICHHS C
KOHTPOJIEM TE€PBOTO BCKPBITHUSI HWJIM KPBIIMIKONW MOJUIIPONUIEHOBON C CHUCTEMOM «Ha)KaTh-
MOBEPHYTbHY, WU KPBIIIKON U3 MOJIMATHIIEHA HU3KOTO JaBJIEHUSI C KOHTPOJIEM EPBOTO BCKPBITHS.
6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH TMPH YHUYTOKEHHHM HMCHOJIb30BAHHOIO
JICKAPCTBEHHOI0  Npenapara WJIM  OTX0A0B, TMOJYYEHHBIX IOCJAe NPHMEHEHHus!
JICKApPCTBEHHOI'0 NMpenapara u Apyrue MaHUIYJISIAM C IPenapaToM

OcoOble TpeOOBaHUSI OTCYTCTBYIOT.
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o CTOBEPERTET = "2

7. IEPKATEJIb PETUCTPAIIMOHHOI'O V
Poccuiickas @enepanus

000 «O308»

445351, Camapckas o0:1., r. XKurynesck, yi. [lecounas, a. 11.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

7.1. IlpeacraBuTenb AepaaTessi PperiCTPALMOHHOIO YA0CTOBEPEHHUS

[Iperensuu nmoTpeOUTENENH HAIIPABIIATE 10 AAPECY:

Poccuiickas @enepanus

000 «O308»

445351, Camapckas 0011., T.0. XKurynesck, r. XKurynesck, yi. ['uapocrpourenei, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru (mpu npoussoactse Ha OO0 «O30m», Poccust)

Poccniickas @enepanus

000 «O30H Papm»

445043, Camapckas 00:1., r.0. Tonbstth, Tep. O93 IIIIT, maructpans 3-1, 34. 11, ctp. 1.
Ten.: +79874599993, +79874599994

E-mail: ozonpharm@ozon-pharm.ru (mpu npoussoactee Ha OO0 «O30u Dapm», Poccust)

8. HOMEP PET'MCTPAIIMOHHOI'O YIOCTOBEPEHUA

9. JIATA TEPBUYHOM PEIUCTPALIMU (IIOATBEPXKIEHUS
PETUCTPALIMMU, HIEPEPETUCTPALIUN)

[aTa nepBoii perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA

O6ma51 XapaKTCPUCTHUKA JICKApCTBCHHOT' O Ipernapara AI_II/IKJ'IOBI/Ip JOCTYIIHA Ha
I/IH(I)OpMaI_II/IOHHOM nopraje EBpaSHﬁCKOFO O9KOHOMHYCCKOI'0O COr3a B I/IH(I)OpMaI_II/IOHHO'

KOMMYHHKaIMOHHOH cetn «uTepHeT» https://eec.eaeunion.org/.
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