COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 01.04.2022 N= 7085

OBIIAS XAPAKTEPUCTHKA JEKAPCTBERHOT O TIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

Anuknosup, 200 mr, TabneTku

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBIN COCTAB

JelicTBytol1ee BEUIECTBO: AIIUKIOBUP.

Kaxxnas tabnerka comepxut 200 mr anukioBupa (B repecyere Ha 0€3BOTHOE BEIIECTBO).
BcmomoratenbHbIe BElIecTBa, HATMYHE KOTOPBIX HAJIO YYUTHIBATH B COCTABE JIEKAPCTBCHHOTO
npernapara: JJakTo3bl MOHOTHApAT (caxap MosIo4HbIi) (cM. pasaen 4.3).

ITomubIi MNEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAA ®OPMA

Ta0OmeTku.
Kpyribie MIOCKOMMIMHAPUYECKUE TAOJETKU OCJIOr0 WM TOYTH OEJoro IBEeTa, C PUCKOW U

(dackoi.

4. KIMHNYECKUE JAHHbIE

4.1. Illoka3aHusl K IPUMEHEHHUIO
[TpenapaT ALMKIOBHP NPUMEHSETCS Y B3pOCIBIX U IeTel cTapiie 3 JIeT 110 MOKa3aHUsIM:
e Jleyenne MH(pEKUMH KOXHM M CIHU3UCTBIX O0OJIOYEK, BBI3BAHHBIX BHPYCOM IPOCTOTO
reprieca, BKJIK04asl IEPBUYHBINA U PELUANBUPYIOIINM F€HUTAIBHBINA IepIIec;
e [Ipodpunaktuka penuIuBOB HH(EKIMH, BBI3BAaHHBIX BHPYCOM IPOCTOro Trepreca, y
NAlUMEHTOB ¢ HOPMAJIBHBIM UIMMYHHBIM CTaTyCOM;
e [Ipodpunaktuka MHGEKIHHA, BBI3BAaHHBIX BHUPYCOM IPOCTOTO reprieca, y MalUeHTOB C
UMMYHOJE(PHUIIUTOM;
e JleueHue BETPSHOM OCHBI M OMOSICHIBAIOIIETO reprieca (paHHEe JeUSHHE OMOSCHIBAIOIIETO
repreca aluKIOBUPOM OKa3bIBACT aHAIBIe3UPYIOIUM d3PPEKT U MOKET CHUZUTH YaCTOTY

BO3HUKHOBEHHUS IMOCTTEPIIETUUECKON HEBPAJITHH ).

4.2. Peskum 103MPOBaHNS M CIOCO0 NPUMeEHEHUs!

Pexxum go3upoBaHus

Bspocnvie

Jleyenue qu)ekuuﬁ KooKcu U Cau3ucmoslx 060]10’~l€7<, Bbl36AHHbBIX 6UPYCOM NPOCmo20o zcepnecd,
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BKII0UASL NEPBUYHBIIL U PEUUOUBUDYIOWULL 2eHUMATLHBLIL 'J_elz')hec_l EACBATENEHOCTE 0001)

Jns nedeHus: WHQEKIUH, BBI3BAHHBIX BHPYCOM IIPOCTOTO Tepreca, peKOMEHIyemas 1032
npenapara AnukioBup coctaBiser 200 mMr BHYTpb S5 pa3 B cyTku (kKaxnable 4 daca, 3a
UCKJIFOUCHHEM TIeproJia HOYHOTO cHa). Kypc jedeHHs cOCTaBisieT 5 IHEH, HO MOXET OBITh
IPOJIJICH MIPH TSHKEIIBIX MEPBUYHBIX WHPEKIUSX.

B ciiyuae BbIpaeHHOT0 UMMYHOIhUINTA (HAIPUMED, TOCIIE TPAHCIUIAHTAIIMA KOCTHOTO MO3Ta)
WIY TIPH HApYLICHUU BCACBIBAHUS W3 KUIICYHMKA /1032 Mpernapara AIMKIOBUD TaOJIETKA MOKET
ObITh yBenmdeHa 0 400 mr. B kauecTBe ambTepHATHBBI MOXKET OBITh PACCMOTPEHA BO3MOKHOCTh
NPUMEHEHHS Tpernapara ANMKIOBHP B JIEKapCTBEHHOU (Gopme mruoduim3ar uist IPUTOTOBICHHUS
pacTBopa ISl HHPY3HIA.

Jledenne HEOOXOMUMO HAYMHATH KaK MOKHO PaHBIIE MOCIEC BOSHHUKHOBEHHSI MH(EKIUH; TPU
peluarBax Ipernapar PeKOMEHAYeTCs Ha3HauaTh YK€ B IMPOJAPOMATIBHOM TMEPUOJC WIH TPU
HOSIBJICHHH TIEPBBIX 3JIEMEHTOB CHIITH.

Hpod)wzaicmuka peuudueoe qu)eKuud, BbI36AHHbIX 6UPYCOM NPOCHIOCO 2epnecd, Y nauuernos ¢

HODPMAJIbHbIM UMMYHHbIM CMAmycom

JUis npouiIakTUKM peluaAMBOB MHGEKIUH, BBI3BAHHBIX BHUPYCOM IPOCTOrO repreca, y
HAlMEHTOB ¢ HOPMaJbHBIM UMMYHHBIM CTaTyCOM pEKOMEHJyeMmas Jl03a npernapaTta ALUKIOBUD
cocraiuseT 200 Mr BHYTpb 4 pa3a B CYTKH (KaXK]ble 6 4acoB).

MHoruM namnueHTam noaxoaut Oonee ynoOHas cxema tepanuu: 400 Mr BHYTpb 2 pas3a B CyTKH
(xaxapie 12 yacoB).

B psge cnyuyaeB okasbiBaroTcsi 3((eKTUBHBIMU Oojee HM3KHE J03bl Mpemnapara ALMKIOBHP:
200 mr BHYTpB 3 pa3za B cyTku (kaxable 8§ yacoB) wiau 200 Mr BHYTpH 2 pa3a B CYyTKH (KaXKIble
12 gacos).

Y HEKOTOPBHIX MALMEHTOB MOXKET MPOU30UTH 000CTpeHHe MH(EKLIUU MpU MpUueMe CyMMapHOU
cyTouyHOM 10361 800 MT.

Jleyenune mpernapaToM ANMKIOBUDP CJIEAYET NpephIBaTh depe3 Kaxiaslie 6 — 12 mecsieB st
BBISIBJICHUSI BO3MOXHBIX U3MEHEHHUH B T€YEHUH 3a00JI€BAHHUS.

HDO(Z)MJZCZKWZHKCI qu)eKuuﬁ, 6bI36AHHbLIX BUPYCOM nNpOCmoco zcepneca, VY nauuermos ¢

UMMYHOOehuyuumom

Jns npodpunakTukd MHGEKUUH, BBI3BAHHBIX BHPYCOM IIPOCTOrO Trepreca, y NalUeHTOB ¢
MMMYHOJE(PHUIIMTOM pEeKOMEHayeMas 103a mpernapara AnMKIoBUpP cocTaiseT 200 Mr BHYTPh
4 pa3a B CyTKH (KaxJple 6 4acoB).

B ciiyuae BbIpakeHHOT0 UMMYHOIehHUIMTA (HAIIpUMEp, ITOCIe TPAHCIUIAHTAIIMN KOCTHOT'O MO3Ta)
WIM NpU HapyUIeHUH BCAChIBAHMS M3 KMILIEYHHMKA J03a Mpernapara MOXKeT ObITh yBEIMuYeHa 0

400 mr BHYTpb. B KauecTBe alibTepHATHBBI MOKET OBITH PACCMOTPEHA BO3MOKHOCTD TIPUMEHEHUS
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AIMKJIOBUPA B JIEKAPCTBEHHOMH (hopMe THobuInBaT s 1 T ' ';:}_:[ D Y.
p p it hop d HphtoToBREHH pacTBOpa mis iy

[TpooKUTETPHOCTh MPOPMIAKTHYECKOTO Kypca Tepamuy OIpeNessaeTcsl IMTEIbHOCTHIO
Nepuo/ia, B TEYEHNE KOTOPOTO CYIIECTBYET PUCK HHPHUIIUPOBAHUSI.

Jleuenue sempAnHOU 0CHbl U ONOACHIBAIOULE20 2epneca

Jns nedeHus: BETPSHON OCIHBI U OMOSICHIBAIOIIETO Tepleca peKoOMeHJyemasl 1o3a Ipenapara
AnukioBup cocrasiseT 800 Mr BHYTpb 5 pa3 B CyTKHU (Kaxkble 4 yaca, 3a MICKJIFOUEHHUEM TIEpHUoia
HOUYHOTo0 cHa). Kypc sieuenus cocraBisieT 7 1HEH.

JleyeHue omosICHIBAIOIIETO reprieca caeayeT HaUMHATh KaK MOYKHO PaHbIIE OT MOMEHTA MEPBBIX
MIPOSIBJIICHUH 3a00JIeBaHMs, TAK KaK B 3TOM ciiydae jeueHue Oyaet 0osee dpPeKTHBHBIM.
JleueHne BETPSHOW OCHBI Y MAIUEHTOB ¢ HOPMaJIbHBIM UMMYHHBIM CTaTYCOM CIIEAyeT HayaTh B
TeueHue 24 4acoB C MOMEHTA IOSBJICHUS BBICHITIAHUH.

VY manueHTOB C TSHKEIbIM MUMMYHOAEGUIUTOM (HAmpHUMeEp, IMOce TPaHCIUIAHTAUU KOCTHOTO
MO3ra) WU TP HAPYILIEHUU BCACKIBAHUS U3 KUIIIEYHIUKA HEOOXO0IMMO PAaCCMOTPETh BO3MOYKHOCTh
Ha3HAYEHUS AIMKJIOBHpA B JIEKAPCTBEHHON (hopMe NHOGMIN3aT Ui MPUTOTOBJICHUS PacTBOpa
JUT UHPY3HUH.

Oco0nIe I'pYIIIBI NAIIMCHTOB

Tlayuenmul noscunoco eospacma
HeoOxonuMo y4MTHIBaTH BEPOSATHOCTb HAJIMUWs INOYEYHOM HEJIOCTATOYHOCTH Yy NAI[MEHTOB
MOKUJIOTO BO3pacTa, J03bl JOJIKHBI OBITh CKOPPEKTHPOBAHBI B COOTBETCTBHUH CO CTEIEHbIO
MOYEYHON HETOCTATOYHOCTH (CM. YHKT «/layuenmol ¢ HapyuweHuem QyHKyuu nouex»).
Heo6xonnmo obecrieunTs moiiepkaHue aJeKBaTHOrO BOJHOIO OajaHca.
llayuenmul ¢ napywenuem ynKyuu novex
HeobxonnMo cobito/1aTh OCTOPOKHOCTD IIPH HAa3HAYEHHUH IpernapaTa AIMKIOBUD MalMeHTaM ¢
HapyleHueM QyHKINU TOYeK.
Heo6xonnmo obecnieunTs moiiepkaHue aJeKBaTHOrO BOJHOTO OajaHca.
VYV nanueHToB C MOYEYHOW HENOCTATOYHOCTHIO NMPHUEM AalMKIOBHpPAa BHYTPh B PEKOMEHYEMBIX
J103aX C LEJNbI0 JeUeHUs: U Tpo(UIaKTUKN UH(EKIUI, BBI3BaHHBIX BUPYCOM IIPOCTOTO reprieca, He
NPUBOAUT K KyMYJSILMM I[Ipenapara [0 KOHIIEHTPAlMi, MPEBBIIIAIOIINX YCTAaHOBICHHbIE
6e3omacHble ypoBHU. O/IHAKO y MAIMEHTOB C KIMPEHCOM KpeaTuHUHa MeHee 10 Mu/MuH 103y
npenapata AUUKIOBUP peKoMeHAyeTcss cHKaTh 10 200 Mr BHYTph 2 pa3a B CYTKH (KaXKIble
12 gacos).
IIpn nedyeHHH BETPSHOW OCIBI U OIOSCBHIBAIOLIEIO Iepleca peKOMEHAYEMbIE 03Bl Iperapara
ATUKI0BUD TaOJIETKH COCTABIISIOT:

e 1pu KimpeHce kpeatuHuHa MeHee 10 mu/muH — 800 Mr BHYTph 2 pasza B CyTKHU (KaXable

12 yacoB);
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e 1pu KiaupeHce kpeatuHuHa 10 — 25 mufmun — 856:'1\711:]%“{%%@:&¥ﬂfl(%('ﬁlx'zlme

8 vacos).
eTH
Hemu 6 6ospacme om 3 niem u cmapute

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

Bbl36AHHbBIX BUPYCOM NPOCMO20 cepneca, y nauuernios ¢ MMMVHand)uuun’IOM

® B BO3pacCTeC OT 3neru CTapmIC — TaK1e XXC 03bl, KaK IJId B3POCIIbIX.

Jlewenue eempsanou ocnui

e B Bo3pacte oT 6 jer u crapuie — 800 Mr BHYTpb 4 pas3a B CyTKU;

e B BO3pacte oT 3 10 6 et — 400 Mr BHYTpb 4 pasza B CyTKH.
bonee TouHo 103y MOXHO ompenenuTh U3 pacuera 20 Mr/kr maccel Tena (Ho He 6o1ee 800 mr)
BHYTpb 4 pa3a B cyTku. Kypc neuenus cocrapuser 5 gHei.

Hpod)wzakmuka peuudueoe qu)eKuud, BbI36AHHbIX 6UPYCOM NPOCHIO2O cepnecd, Y nauuernos ¢

HOPMAJIbHbIM UMMYHHBIM CIMAmyCcom, j1e4eHue onoAcovlearoueco cepneca

I[aHHBIe 0 PCKUME NO3UPOBAHUA OTCYTCTBYIOT.

Cnoco6 IIPUMCHCHUA

HpenapaT AIII/IKJIOBI/Ip TaOJIETKA MOKHO IMPUHHUMATL BO BPEMSA C€IbI, IIOCKOJIBKY NPHUEM ITHUIIU HC
HapylIaeT B 3HAYUTEIHHOW CTeneHH ero abcopOruio. TabneTku ciemayeT 3amuBaTh IOJHBIM

CTaKaHOM BOJBI.

4.3. IIpoTBONOKA3aHNS
e ['unepuyyBCTBUTENBHOCTh K AalMKJIOBHUPY, BAJALMKIOBUPY WIM K JoOoMy U3
BCIIOMOTaTeNbHbIX BEUIECTB, IEPEUNCIIEHHBIX B pa3zene 6.1.
e Jlerckuil Bo3pacT 10 3 jeT (s JaHHOM JIeKapCTBEHHON (OPMBI).

e HenepeHocuMOCTb JaKTO3bI, JEPUIUT JAKTA3bl, IITOKO30-TaJaKTO3Has MajlbaOCcopOLus.

4.4. OcoOble ykazaHMsl M1 MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPO’KHOCTBIO

e OEpeMEeHHOCTb,

® [EpUOJ IPYJHOTO BCKAPMJIMBAHHUS,
e TOXKWJIOH BO3pacT,

® JI04YCYHasg HEJOCTAaTOYHOCTH,

e JIeTHApaTaIus,

® OJHOBpPEMEHHOE MPUMEHEHUE C IPYIrUMH HEPPOTOKCHUUHBIMHU MpenapaTaMu.
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Ocobble yKazaHus (MOCNEOCBATENEHOCTE 0001)

JloCTYyIHBIX NTaHHBIX, TOTYYEHHBIX B PE3y/IbTaTe MPOBEICHHBIX KIMHHUYECKUX HCCIICOBAHUIA,
HEJOCTAaTOYHO, YTOOBI CIENaTh BBIBOJ O TOM, YTO MPHUMEHECHHE AIlMKIOBHpPA CHUXKACT PHCK
3a00JICBaHUsI BETPSHOW OCIION y MAIIMEHTOB C HOPMAJIbHBIM 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.

Ilepedaua 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. B3amMmopeiicTBHe ¢ JPYrHMH JIEKAPCTBEHHBIMH MpenaparaMu W Jpyrue BH/bI
B3aNMOIeUCTBUA

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

ALMKJIOBUP BBIBOJUTCSI B HEU3MEHEHHOM BHUJI€ C MOUOM ITyTEM aKTUBHOM KaHAJIbIIEBOM CEKPELIUH.
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  PEKOMEHJAYETCS M3MEpATh  ILIA MeHHHe'ﬂ'%i;ﬁ%@iﬁy;m%@&ﬂ;ﬁﬁﬁy 01 'pu

OIHOBPCMCHHOM HAa3HAYCHUU allTUKJIOBHUPA. Hp06€HeI_II/IIL U OUMCTUAWH YBCIIMYUBAIOT ITOKA3aTCJIb
AUC anukinoBupa ¥ CHUXXAIOT €ro Mo4YeuHbl KiupeHc. OTMEUalloch YBEIMYEHUE MOKa3aTess
AUC B nna3me KpoBH I allUKJIOBHPA U HEAKTMBHOTO MeTaboiuTa MUKOo(peHo1aTta ModeTua,
UMMYHOJICTIPECCAHTa, MPUMEHSAIOErocs B  TPAHCIUIAHTOJIOTHM, IPH  OAHOBPEMEHHOM
npUMEHeHUH 00ouX rpenapatoB. OHAKO KOPPEKIMHU A03bI HEe TPeOyeTCsl BCIEACTBHE IMPOKOTO

TCPAINICBTUYCCKOI'0O MHACKCA AllMKIIOBHPA.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTDH U JIAKTALMS

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 OTMEUECHO YBEIUYEHHS KOJTHMUYECTBA BPOXKACHHBIX JIEPEKTOB y
HOBOPOXKJIEHHBIX, MATEPH KOTOPHIX NPUHUMAJIH ALMKJIOBUP BO BpeMsI OEpEMEHHOCTH, 110 CPABHEHUIO C
obmet momyspeil. BrisiBieHHBIE BpOXKIEHHBIE NE(MEKThI HE OTIMYAINCH €JUHOOOpa3ueM WIIH
3aKOHOMEPHOCTBIO, TTO3BOJISIOLIMMH MPEANOI0KUTH OOIIYIO IPUYHHY 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 OIpeNeNsiIcs 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 AlMKIOBUP 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. BausiHde HA CMOCOOHOCTH YNPABJIATH TpananB&:h};WQﬁ&D{:M?ﬁTﬁa%%‘&ﬁ c

MeXaHU3MaMH

HccnenoBanuii BIUSHHUSA alUKIOBHpPAa HA CIOCOOHOCTh K YIPABICHUIO TPAHCIIOPTHBIMU
CPEICTBAaMHU MJIM MEXaHU3MaMHU HE NPOBOAMUIOCH. CIPOrHO3MpPOBATh HETaTHBHOE 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, 4acToTa BCTpe4aeMOCTH HEKENATENbHBIX PEaKIUi MOKET
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); neuacmo (>1/1 000, Ho <1/100); peoxo (>1/10 000, Ho <1/1 000); ouensv peoxo (<1/10 000);
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 NOCNEQOBATENEHOCTL 0001)

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 KOHIISHTPAIIMA MOYCBUHBI M KPEATHHUHA B CHIBOPOTKE 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 cool1maTh 0 Mo/103peBaeMbIX HEXKENATENbHbIX PEaKIUsIX 10C/Ie perucTpaliy npenapara ¢
LEeNbI0  00eCreYeHus: HENPEephbIBHOIO MOHUTOPHHIA COOTHOIIEHUS «II0Jb3a — PHCK»
JICKApCTBEHHOTO Tpernapara. MeIuIMHCKIM pa0OTHUKAM PEKOMEHAYeTCs COOOIMIaTh O JIHOOBIX
MMoA03pCBACMBIX HCKCIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O Iperiapara 4€pe3 HAllMOHAJIbHBIC
CHUCTEMBl COOOLIEHHMS O HEeXeNaTeJIbHbIX PEAKIMIX TOCYAapcTB — uWIEHOB EBpa3suiickoro
HKOHOMHYECKOTO COI03a.

Poccniickas @enepanns

109074, r. MockBa, CrniaBstHCKasl IUIOIIa b, 1. 4, CTp. 1

®denepanbHas ciyx0a 1o Haa3opy B cdepe 3apaBooxpanenus (PoczapaBHanzop)

Tenedonsr: +7 (495) 698-45-38, +7 (499) 578-02-30

dakc: +7 (495) 698-15-73

E-mail: pharm@roszdravnadzor.ru

www.roszdravnadzor.ru/people

4.9. lepeno3npoBka

CHMITTOMEI

AIWIKIIOBHp JIUIIIL YaCTHYHO aOcopOMpyeTcss B >KeMyJIOYHO-KUIIIEYHOM Tpakte. Kak mpaBuio, mpu
CITy4alfHOM OJIHOKpAaTHOM TIprieMe anukioBupa B go3e 10 20 r Tokcuueckue ddexTsl He ObLH
3aperucTpupoBanbl. [Ipy TOBTOpHBIX TIpMeMax BHYTPh B TEUYEHHE HECKOJIBKUX JHEH J103,

MPEBBIIAIOIINX PEKOMEHAOBAHHBIC, OTMEYAIMCh HApPYHICHUA CO CTOPOHLI KETYIOYHO-KHUIICYHOI'O
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TpakTa (TOLIHOTA, PBOTA) U HEPBHOM CHCTEMBI (TOJjOBHAS 66%}4%?1%%}&56&@85{3@51}_ 5 0001)

WHoraa MoryT HaOMoIaThCs TaKUEe HEBPOJIOTHIECKHE 3(D(EKTHI, KaK CYJTOPOKHBIC MPUTIAIKU, KOMA.
Jleuenune

[TarieHTBI HY>KIAIOTCS B TIIATEIIHHOM MEIUIIMHCKOM HAOJIOJICHHH C IEJIBIO BBISIBICHHSI BO3MOYKHBIX
CHMITTOMOB HHTOKCUKAIIMH. ATIMKIIOBUP BBIBOJUTCS U3 OPraHU3Ma C IIOMOIIIBI0 TEMOIHAITN3a, TIOITOMY

TreMoauain3 MOXECT OBITH HCIIOJIE30BaH JJUIA JICUCHUA IICPCAO03UPOBKHU.

5. PAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoauHaMHYeCKHe CBOICTBA

®apMakoTEpaneBTUUECKAs] TPyNIla: MNPOTUBOBUPYCHBIE CPEICTBA CUCTEMHOIO JEHCTBUS,
MPOTUBOBUPYCHBIE CPEACTBA MPSIMOr0 JEHCTBUS; HYKIEO3UJbl U HYKJIEOTHU[IbI, KpoMe
WHTHOUTOPOB 0OPAaTHOM TPAHCKPUIITA3HI.

Kox ATX: JOSAB01

Mexanusm aeiicteus U bapMmakonuHamuueckue 3O deKTol

AIMKIOBUD — 3TO CHUHTETHYECKUH aHajor IIypHHOBOIO HYKJIEO3UAa, KOTOpBIM oOnazaer
CIIOCOOHOCTBIO MHTHOMPOBATh IN VItr0 u iN VIVO BUpYCHI repreca 4eioBeKa, BKIOYas BUPYC
npoctoro reprneca (BIII') 1-ro u 2-ro TunoBs, BUpyC BETPSIHON OCIIBI U OMOSICHIBAIOIIETO repreca
(Bapuueia-3octep Bupyc, Varicella zoster virus (B3B)), Bupyc Dmiureitna - bapp (3bB) u
mutomeranosupyc (LIMB). B kynpType KieTOK anukioBUp o0janaeT Haubosiee BBIPAKECHHON
IPOTUBOBUPYCHOHN akTUBHOCTHIO B oTHoweHun BIII'-1, nanee B nopsiake yObIBaHUS aKTUBHOCTH
cnenytot: BIII'-2, B3B, 9bB u [IMB.

Wurubupyroiee neiicTeue anukioBupa Ha Bupychl repreca (BIIT'-1, BIII'-2, B3B, O9bB, [IMB)
UMEET BBICOKOM30MpaTeIbHbIN XapakTep. ALMKIOBUP HE SBIsleTCs cyOcTpaToM Ui (pepmeHTa
TUMHJIMHKMHA3bl HEMH(OUIIUPOBAHHBIX KJIETOK, IOITOMY AIUKIOBUDP MAJIOTOKCHUYEH JUIS KIETOK
miekonurtaomux. OgHako TUMUAMHKHHA3a KJIETOK, MHpuuupoBaHHbIX Bupycamu BIII, B3B,
OB u [IMB, nipeBpariaeT aiukJIOBUp B alUKIOBHpa MOHOGOC(hAT — aHAIOT HYKJI€031/1a, KOTOPBIN
3aTeM IMOCIIe0BaTeNIbHO MpeBpaiaercs B qudocdat u tpudocdar nox AeHCTBHEM KIECTOYHBIX
depmenToB. Bxirouenue arpkioBupa Tpudocdara B nenouky supycHoi IHK u nmocnenyrommuit
0OpBIB LIeNHU OJOKUPYIOT AalbHEHIIYIO perukanuto Bupycunoit JJHK.

VY nmanueHToB ¢ BhIpa)KEHHBIM UMMYHOI€(DUIIUTOM JJIUTENbHbBIE WIIH TIOBTOPHBIE KYPChl TEPANIUU
AIMKJIOBUPOM MOTYT IIPUBOJUTH K MOSBICHUIO PE3UCTEHTHBIX IITAMMOB, [I09TOMY JaJIbHEHIIEE
JIeYCHHE AIIMKIOBUPOM MOKET ObITh He3(h(PEeKTUBHBIM.

VY OONbUIMHCTBA BBIJENEHHBIX IITAMMOB CO CHUXEHHOW UYyBCTBUTEJIBHOCTHIO K AIlMKJIOBUPY
OTMEYAJIOCh OTHOCUTEIBHO HU3KOE COJIEpKaHUE BUPYCHON TUMUAMHKIHA3BL, a TAKKE HAapyIIeHHE

CTPYKTYpbI BUpYCHOU TUMHUIUHKUHA3B! Win JJHK-nomumepass.
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Bo3spaelicTBue anukioBupa Ha IITaMMbl BUpYyca l'IpOCTOIl:gI %ﬁ@'@]ﬁ[‘[ﬁﬁﬂt\mﬁgﬁﬂe {Mdser

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. ®DapmakoKHHeTHYECKHE CBOCTBA

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 cpeaHsss paBHOBECHas MWUHHUMAaJIbHAs KOHIICHTpAllUs 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 % no3bl, BeIBOAMMOM ¢ Mouoi. [Ipy 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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Jluia moXku1oro Bo3pacra (NOCNEOCBATENEHOCTE 0001)

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 BBEACHUH AIIMKJIOBHPA U 3u0ByuHa BUY-uHpUIIMpOBaHHBIM alluEHTaM,

(hapMaKOKMHETHUECKHE XapaKTEPUCTUKH 00OUX MPENapaToB MPAKTUUECKU HE H3MEHSITHCH.

6. DPAPMAIIEBTUYECKHUE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

® JIaKTO3bl MOHOTUJPAT (caxap MOJIOYHBIN);

e KpaxMas KapTOQeNbHBI;

e moBuaoH-K17;

® MarHus cTeapar,

e KapOOKCHMETHIIKpaxmall HaTpHsl.
6.2. HecoBmMecTHMOCTDH
He npumennmo.
6.3. Cpok rognocTu (CpoOK XpaHeHus1)
4 rona.
6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NPH XPAHCHUHU
[Tpu Temneparype He Boiie 25 °C.
6.5. XapakTep u coaep:kaHue NePBUYHON YIAKOBKHU
[To 10, 20 TabneTOK B KOHTYPHYIO SYEHKOBYIO YITAKOBKY U3 TUIEHKH MOJIMBUHUIXJIOPUAHOM, THO0
TUICHKHU TOJTUBUHIIXJIOPUTHOW/ TIOTUBUHIIIUACHXIOPUAHON U (OJIBIU aTFOMUHUEBOM MEeYaTHOMN
JTAKUPOBAHHOM.
W o 10, 20 TabieTok B KOHTYPHYIO STYEHKOBYIO YIIAKOBKY U3 Marepuaja KOMOMHHPOBAHHOTO
Ha OCHOBe (HOJIbrU (TPEXCIOWHBIN MaTepuas, BKIIOYAIONIUN alIOMUHUEBYIO (OIBTY, MIEHKY U3
OPUEHTUPOBAHHOTO TOJNUAMH/A, TMOJTUBHHWIXIOPUIHYIO TUIEHKY) W (DOJBIU altOMHUHHUEBOMN
MEeYaTHOW JJAKUPOBAHHOM.
I, 2, 3, 4,5, 6, 8 wim 10 KOHTYpHBIX SYEHKOBBIX YNAKOBOK BMECTE C WHCTPYKIHMEH MO
MPUMEHEHHUIO TIOMEIAIOT B KAPTOHHYIO YIAKOBKY (I1auKy).
6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH NPH  YHUYTOXXKEHUH  MCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara WJIM OTX0A0B, TMOJIYYEHHBIX TOcjie NpPHMEHEeHUus:
JIEKApPCTBEHHOI'0 MpenapaTa u Apyrue MaHUIYJISIUM C IPenapaToM

Het oco06bix TpeGoBaHU K YTUIIU3AIMH.

Crpanuia 11 u3 12



COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 01.04 2022 N° 7085

B

(NOCNEOOBATENEHOCTE 0001)

7. AEPXKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanus

000 «O308»

445351, Camapckas 00:., r. XKurynesck, yi. [lecounas, a. 11.

Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

WWW.OZOthaI'm u

7.1. IlpeacraBuTenb AepaaTessi periCTPALMOHHOIO YA0CTOBEPEHHUS

[Iperensnu nmoTpeOUTENEH HAIIPABIIATE 10 AAPECY:

Poccuiickas ®@enepanus

000 «O308»

445351, Camapckas 00:1., T.0. XKurynesck, r. XKurynesck, yi. ['mapocrpourenei, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

WWW.OZOthaI’m.rU

8. HOMEP PET'MCTPAIIMOHHOI'O YIOCTOBEPEHUA

9. JIATA TEPBUYHOM PEIUCTPALIMU (IIOATBEPXKIEHUS
PET'UCTPALIUU, IEPEPEI'UCTPALIUN)

[aTa nepBoii perucTpanum:

10. JATA IIEPECMOTPA TEKCTA

OOmass  xapakTepuCTUKa  JIEKAPCTBEHHOro  mpemapara  AIMKIOBHpP  JIOCTyIlHA  Ha
uH(pOpMallMOHHOM TmopTaje EBpasuiickoro »KOHOMHYECKOTO COr03a B HH(OPMALMOHHO-

KOMMYHUKaIIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org/.
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