CMEPTHOMY OTYETY
24 N2

COOTBETCTBYET 3K )
HAPATA 1001 j

aT 1207 .20
OBIIAS XAPAKTEPUCTHUKA J1 EKAPC.']’B;E:H‘EQEQ

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITIAPATA

Anwmkiosup, 400 Mr, TaGIETKH.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB

JlelicTBy1olII€€ BEIIECTBO: allUKIIOBHD.

Kaxxnas tabnerka comepxut 400 Mr aiuKI0BHpA.

BcnomorarenbHble BelllecTBa, HATMYUE KOTOPBIX HAJ0 YUYUTHIBATH B COCTaBE JIEKAPCTBEHHOIO
npernapara: JJakTo3bl MOHOTHApAT (CM. paszeinsl 4.3. u 4.4.).

[TonHbI IepeyeHb BCIOMOTaTeIbHbBIX BEIIECTB MPUBENIECH B pa3aene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku

Kpyrible miockommmHApuIecKre TabaeTKu 06eoro nsera ¢ Gackoil U PUCKOM.

4. KIMHUNYECKHUE JAHHBIE

4.1. lloka3zanusi K NPUMEHEHUI0

[Ipenapar AUMKIOBUP MOKa3aH K MPUMEHEHUIO Y B3POCIIBIX U JIeTeH OT 3 JIeT ISt

- JeyeHus] UH(PEKIUI KOXKU U CIM3UCTBIX 000JIOUEK, BHI3BAHHBIX BHUPYCOM IPOCTOrO reprieca,
BKJIIOYasl IEPBUYHBIN U PEUANBUPYIOIINI TeHUTAIBHBIN reprec;

- PO MIIAKTUKH PEIUIMBOB WH(EKIIHIA, BEI3BAHHBIX BUPYCOM IPOCTOTO Teprieca, y MalleHTOB C
HOPMaJIbHBIM UMMYHHBIM CTaTyCOM;

- npodunakTuku WHEGEKIHA, BBI3BAHHBIX BUPYCOM MIPOCTOrO Trepreca, y NaIUeHTOB C
UMMYHO/IEPUIIUTOM;

- JIeYEHUs BETPSHOM OCIbI W OMOSCHIBAIOUIETO reprieca (paHHEE JICUEHHE OIOSCHIBAIOIIETO
repreca anuKIOBUPOM OKa3bIBaeT aHaNbre3upyroummili 3(pHekT u MOXKeT CHHU3UTh YacTOTy
BO3HUKHOBEHUS TIOCTIEPIIETUIECKON HEBPAJTUN).

4.2. PesxuMm 103MPOBaHNs U cNIOCO0 IPMMEHEeHHUs

PexxuM 103upoBaHus

Bspocnvie

Jleuenue qubeKuuﬁ, 6bl36AHHbLIX BUPYCOM NpPpOCmMoOco cepneca

Hnst neyenuss wHQEKUUN, BBHI3BAaHHBIX BHPYCOM IIPOCTOTO Teprieca, peKOMEeHAyeMas [103a
npenapara AnukiaoBup coctaBmsier 200 Mr BHYTph 5 pa3 B CyTku (Kaxaele 4 daca, 3a
UCKJTIOYEHHEM Teproja HOUHOTo cHa). OOBIYHO KypC JICUEeHHUs COCTaBIsET 5 NHEH, HO MOXKET
OBITH MPOJIJTIEH TIPH TSHKEIBIX IEPBUIHBIX MHOEKITUIX.

B cnydae BbIpaxkeHHOro HMMyHoAe(hUIUTA (HApUMEp, MOCJIE TPaHCIIAHTAIlMM KOCTHOTO
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npremMa BHYTPb MOXeET ObITh yBenuueHa 10 400 mr. B kauecTBe anbTepHaTUBBI MOXET OBITH
paccMOTpeHa BO3MOXXHOCTh TPUMEHEHHUS Npenapara ANUKIOBAP B JIEKAPCTBEHHOH (opme
A1o(UIN3AT sl IPUTOTOBJIEHUS PacTBOPA Ui UH(Y3HUH.

JleyeHne HEOOXOIMMO HAuMHATh KAaK MOXKHO paHbIlE IOCJI€ BO3HUKHOBEHHS MH(EKIMU; MPU
pelUIMBax Ipernapar peKOMEHAYETCsl Ha3HadaTb yXE€ B IMPOAPOMAIBHOM IEPUOJE WIM IpU
IOSIBJICHUY TIEPBBIX IEMEHTOB CHIIH.

Hpod)wzakmum peuudueoe qu)eKuuﬁ, BbI36AHHbLIX 6UPYCOM NPOCmMoO2o cepneca, Yy nadyueHmaos C

HOPpMAJIbHBIM UMMYHHbIM Chianitycom

Jist IpoUIIaKTUKHY pEMIMBOB HH(EKIMI, BBI3BAHHBIX BUPYCOM IIPOCTOTO repreca, y HaueH-
TOB C HOpPMaJbHBIM HMMYHHBIM CTaTyCOM pEKOMEHJyemas Ji03a Ipemnapara AUUKIOBUP
cocrainseT 200 mr 4 paza B CyTKHU (Kaxkple 6 4acoB).

MHoruM mnanueHTaM noAXoauT Oosiee yaoOHas cxema tepanuun 400 mMr 2 pasza B CyTKH
(xaxxaple 12 gacoB).

B psane cnydaeB oxasbiBatoTcs 3(¢GEKTUBHBIMH 00jiee HU3KHE J03bI Mpernapara AIUKIOBHP
200 mMr 3 pasa B cyrku (kaxnaele 8 wyacoB) mwiu 200 mMr 2 pasa B CyTKM (Kaxjable
12 gacoB).

Y HEKOTOPBIX MallMEHTOB MOXET MPOU30UTH 00OCTpeHHe MH(MEKINH MpH MpHeMe CyMMapHOU
cyrouHol 036l 800 ML

Jleuenne mpemapatoM AIUKIOBUP CIEAYET MEPUOIUYECKH TpepbiBaTh Ha 6—12 mecsueB s
BBISIBJICHHS BOBMOYKHBIX U3MEHEHUH TedeHUsl 3a00JIeBaHus.

IIpogpunraxmuxa uHgexyuii, 8b136aHHBIX BUPYCOM NPOCIO20 2epnecd, Y NAYUeHmos ¢ UMMyHoOe-

gZzugumom

Jnsa npopunakTuk MHQPEKUWH, BBI3BAHHBIX BHUPYCOM IPOCTOrO Treprieca, y MalUEHTOB C

UMMYHOAE(UIIUTOM peKoMeHayeMas Jj03a npenapara AnukinoBup cocrasiser 200 mr 4 pasa B
CYTKH (KaXk7ple 6 4acoB).

B cnyyae BBIpakeHHOTO HWMMYyHOne(hUIUTa (HAPUMEp, IOCIE TPAHCIUIAHTAIIMA KOCTHOTO
MO3Ta) WIM TpU HApPYIICHWW BCACBIBAHWS M3 KHIIEYHUKA 1032 Tpernapara ALIUKIOBHD MOXKET
ObITh yBenuueHa 10 400 mMr BHYTpb. B KkauecTBe anbTepHATHBBI MOXET OBITH PacCMOTpEHa
BO3MO)KHOCTh IIPUMEHEHHUs Mpenapara AIMKIOBHD B JIEKApCTBEHHOU (opme muoduiamsar Juis
NPUTOTOBIIEHUST pacTBopa sl uHGY3wid. [IpomomKUTeNbHOCTh TPOPHIAKTHYECKOTO Kypca
TEpany OTPEIEISIETCS JTUTEIFHOCTHIO TIEPHUOA, KOT/Ia CYIIECTBYET PUCK HH(PHUIIMPOBAHHS.

Jleuenue sempsanol ocnbl 1 ONOACHIBAIOUEC20 2ephneca

I[J'Ii[ JICUCHUA BCTpHHOfI OCIIbI MU OINOACBIBAIOLICTO I'EpricCa pCKOMCEHAYCMAad [J03a Iperiapara
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nepuojia HouHoro cHa). Kypc nedenust coctasisieT 7 THEH.

VY ManueHTOB C TSHKEIBIM MMMYHOAC(PHUIIMTOM (HAmpuUMep, MOcie TPAHCIIAHTAIMH KOCTHOTO
MO3ra) WM MPU HAPYIICHWU BCACHIBAHHS M3 KUIICYHUKA HEOOXOJUMO PACCMOTPETh BO3MOXK-
HOCTb Ha3HAuEHUs Mpenapara AUUKIOBUD B JEKapCTBEHHOU dopme arodunuzar s NpuroTos-
JICHUSI pacTBOpa JJ1s1 HHPY3UH.

JledeHne OMOSCHIBAIOUIETO Teprieca CielyeT HauWHATh KaK MOXXHO PaHbLIE IOCJE MOSIBICHUS
BBICBITIAHUH, TaK KaK B 3TOM cliydae JieueHue oyaet 6onee 3pPeKTUBHBIM.

JleueHnue BeTPSHOM OCIBI y MAllMEHTOB ¢ HOPMAJIIbHBIM UMMYHHBIM CTaTyCOM CJIEIyeT HayaTb B
TeyeHue 24 4acoB C MOMEHTA MOSBJICHUS BBICHIITAHUH.

Oco0ble rpyInbl MalMEHTOB

Tayuenmoi nodxcunoco eo3pacma
HeoOxoqumo y4uTHIBaTH BEPOSITHOCTh HAJUYMS MOYEYHOW HEJOCTATOYHOCTH Y MAI[MEHTOB
MOXKUJIOTO BO3pacTa, J03bl JIOIKHBI OBITh CKOPPEKTUPOBAHBI B COOTBETCTBHHM CO CTENEHBIO
MOYEYHOM HEJOCTaTOYHOCTH (CM. Ttoapasaen «IlarueHTs! ¢ HapymeHueM QYHKIIHHA TTOYEK»).
Heo6xonnmo obecniednTs mojiep:kaHue aJeKBaTHOTO BOJHOTO OalaHca.
Iayuenmoi ¢ Hapyuenuem QhyHKkyuu novex
HeoOxonumo cobmtonaTh OCTOPOKHOCTH MPU HA3HAYEHUU Mpernapara ALUKIOBUD MAlUEHTaM C
HapylIeHueM (QyHKIUH TTOYeK.
Heobxonumo obecnieunTs nopaepkaHue alekKBaTHOTO BOJHOTO OajaHca.
VY nanueHToB C MOYEYHON HENOCTaTOYHOCTHIO NMPUEM allMKJIOBHpa BHYTPh B PEKOMEHIYEMBbIX
J103aX C LEJbIO JIEYeHUsI U MPO(UIAKTUKA UH(EKIHMH, BBI3BAHHBIX BUPYCOM IPOCTOrO repreca,
HE MNPUBOAUT K KyMYISLMU Tpernapara 10 KOHLEHTpalui, MPEBBIIIAIOIINX YCTAaHOBJICHHbBIE
Oe3onacHble ypoBHU. OHAKO y MAIlMEHTOB C KJIMPEHCOM KpeaTMHMHAa MeHee 10 Mi/MuH 103y
npenapara AIMKIOBUP peKoMeHayeTcs cHikarb a0 200 Mr 2 pa3a B CyTku (Kaxuable
12 gacoB).
ITpu neyeHHMn BETPSHOW OCIBI U OMOSCHIBAIOIIETO repreca peKOMEHAYyeMbIE J03bl Ipenapara
AULUKIIOBUD, TAOJETKU COCTABIISIOT:
- Ipu KIMpeHce kpearuauHa Mmenee 10 mi/mMun — 800 mr 2 pa3a B cyTku (kKaxasie 12 yacoB);
- mpu kiupeHce kpearuHuHa 10-25 min/mun — 800 mr 3 pasa B cyTkH (Kakple 8 4acoB).

eTH
Ilemu 6 6o3pacme om 3 n1em u cmapuie

Jleuenue qu)ekuuﬁ, BbI36AHHbBIX BUPYCOM NPpOoCmoco zcepneca, l’ll?Od)quCleuKa qu)ekuuﬁ,

BbI36AHHbIX 6UPYCOM NPOCMO20 ecepneca, y nauyuernios ¢ uMMVHOOBd)uuumOM
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- B BO3pacTe OT 3 JIET U CTapllie MPUMEHSIOT TAKUE Ke AQBHL KA B3PDCIHI O C ThL 00011

Jleuenue sempanou ocnol

- B Bo3pacte oT 6 jeT u crapiie — 800 mr 4 pasza B CyTKH;

- B Bo3pacte oT 3 10 6 et — 400 mr 4 pa3a B CyTKHU.

Bonee To4HO 103y MOXHO ompenenuTh u3 pacuera 20 Mr/kr Maccel Tena (Ho He 6onee 800 mr)
BHYTpb 4 pa3za B cyTku. Kypc neuenus cocrapisier 5 qHeil.

Hpoqbwzakmuka peuudueoe MHd)eKMML?, BbI36AHHbIX 6UPYCOM NpOCmMo20 cepneca, y nayuermaos ¢

HOPMAJIbHbIM UMMYHHbIM Canitycom, j1edeHue OnoAicovlearuieco cepneca

I[aHHBIe O PCXKUME NO3UPOBAHUA OTCYTCTBYIOT.

Cnoco0 IIpuMeHeHus

[Ipenapar AIMKIOBHP, TAOIETKH MOXKHO TIPUHIUMATh BO BPEMs €1Ibl, IIOCKOJIbKY MTPUEM IHIIU HE

HapylmaeT B 3HAYUTEIBHOW CTereHH ero adcopOiuio. TalOneTku cliieayeT 3amuBarh MOJHBIM

CTaKaHOM BOJIBI.

4.3. IlpoTHUBONOKA3AHHS

e ['WmepuyBCTBUTEILHOCTh K AlIUKIOBHPY, TAHIIUKIOBUPY, BAIAUKIOBUPY WIH K JIFOOOMY U3
BCIIOMOTATEJIbHBIX BEIIECTB, IEPEUUCICHHBIX B pasjeie 6.1.

e Penxo BcTpevaromasicsi HacJeJICTBEHHAS HEMEPEHOCUMOCTh TalaKTO3bl, ACHUIUT JIaKTa3bl
WIIY TIIIOKO30-TallaKTO3HAsl MallbabcopOmus.

e  Jlerckuii Bo3pacT 10 3 net (s TaHHOH JIeKapCTBEHHOU (hOPMBI).

4.4. OcoOble yKka3aHHus U MepPbl MPEeIOCTOPOKHOCTHU NPH NPUMEHEHUH

C 0CTOPO’KHOCTBIO

BepeMeHHOCTL, nepuoa rpyaHoro BCKapMIJIMBAHUA, MOXKHUJION BO3pacCT, MOYCHYHasA HCAOCTATOY-
HOCTb, ACrujparanusi, OAHOBPCMCHHOC IPUMEHCHUC C IPYTUMHA He(l)pOTOKCI/I‘IHBIMI/I npemnapara-
MH.

Oco0ble yKa3aHusg

JIOCTYIIHBIX JaHHBIX, MMOJYYEHHBIX B PE3yAbTare NPOBEICHHBIX KIMHUYECKHMX HCCIIEOBAHUM,
HE/0CTaTO4YHO, YTOOBI CJeNiaTh BBIBOA O TOM, YTO NPHUMEHEHHE aIMKIOBHpA CHHMXKAET PHUCK
3a00J1eBaHuUs BETPSIHOM OCION y NAI[UEHTOB ¢ HOPMAJIbHBIM UMMYHHBIM CTaTyCOM.

Puck pa3BuTHs MOYEYHOW HETOCTATOYHOCTH YBEIWYUBACTCS IIPU OAHOBPEMEHHOM IIPUMEHEHUU
C IpyrUMH HEPPOTOKCUYECKUMU IperapaTaMu.

Cocmosanue cuopamayuu

[TarueHTHl, MPUHUMAIOLINE BBICOKHE J03bI Mpernapara AIMKIOBUP BHYTPh, JOJKHBI IOJy4YaTh

JOCTAaTOYHOC KOJTHUYECTBO XKUJIKOCTH.
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Ilayuenmor noscunozo éospacma u nayuernmol d Hapyueyuent hyPaxgme g, O CTs 0001)

[TocKONBbKY aITMKIOBHP BBIBOAUTCS TMOYKAMHU, O3Bl JOKHBI OBITh YMEHBIICHBI MAIIUCHTAM C
MOYEYHOM HENOCTAaTOYHOCTHIO (CM. pazzaen 4.2.). Y ManueHTOB MOXKHUIOT0 BO3PacTa BO3ZMOXKHO
CHIDKEHHE (YHKLIUHU TOYEK, CIEeNOBATENbHO, Ul JaHHOW TPYINIbl NAlMEHTOB TaKXe MOXKET
noTpeboBaThCsl CHIDKEHUE N03bl. Kak MoKuible MalnueHThl, TaK U MAUEHTbl ¢ HapylIeHHEM
GyHKIMM TIOYEK HAaXONIATCSA B IPYIIE MOBBIIIEHHOTO PUCKA Pa3BUTHUS MOOOYHBIX 3(P(HEKTOB CO
CTOPOHBI HEPBHOH cHCTEeMBbI (0OBIYHO TaKUe PeaKkIMK OOpaTHUMBI B OTBET Ha OTMEHY Ipernapara)
U, COOTBETCTBEHHO, JIOJDKHBI HAXOJUTHCS MO MPUCTAIBHBIM MEAUIUHCKIM HAOIIOICHUEM.
THayuenmoi ¢ 8blpasriceHHbIM UMMYHOOepuyumom

JlniurenbHble WM MOBTOPHBIE KYpPChl JIEUEHMs AllMKIOBUPOM Y IALMEHTOB C BBIPAXKEHHBIM
UMMYHOAEC(HUIIUTOM MOTYT MPHUBECTH K TIOSBJICHUIO IITAMMOB BHUpyCca C TOHM)KEHHON
YYBCTBUTEJIBHOCTbIO K allUKJIOBUPY, KOTOpbIE HE OTBETAT Ha IMPOAOKEHUE Teparuu
AlMKJIOBUPOM.

Ilepedaua ungexyuu

Bcem manuenTtam, 0COOCHHO MpH HAIWYMKM KIMHUYECKHUX MPOSBICHHI, CleayeT coONronaTh
OCTOPO)XKHOCTh BO U30€XaHHE MOTEHUIUATbHOW BO3MOXKHOCTH TepeAayd BHUPYCa, a TaKKe
MAIMEHTOB HE0OX0AMMO HHGOPMUPOBATH O CIIy4asiX OECCUMIITOMHOTO BUPYCOHOCHTENHCTBA.

BcnomorarenbHbIe BEIIECTBA

[TaupenTaM ¢ peaKko BCTpEyarOUIeHCs HACIEICTBEHHONM HENepeHOCUMOCThIO TaJlaKTO3bl,
NeQUUUTOM JIaKTaszbl Jomaped WM TIJIIOKO30-TaJIakTO3HONW MasibaOcopOuueil He criexyer
IIPUHUMATB TOT IIpemnapar.

4.5. B3amMmopeiicTBHMe ¢ [PYTMMH JIEKAPCTBEHHBIMH INpenapatamMM M JApyrue BHIbI
B3aUMO/IeHCTBUSA

Hukakux KIMHUYECKH 3HAYUMBIX B3aUMOAEHCTBUI MpU MPUMEHEHUU Ipenapara AIMKIOBUP HE
OTMEUaNoCh.

ALUKIOBUD BBIBOJUTCS B HEU3MEHEHHOM BHJE C MOYOM IIyTEM AKTUBHOM KaHAJIbLIEBOM
cexpenuu. Bee npenaparsl ¢ aHAJIOTMYHBIM IIyTEM BBIBEACHMSI MOTYT IOBBIIIAThH MJIa3MEHHYIO
KOHLIEHTPALINIO AlUKIIOBUpA. AnHKIOBHp noseimaer  AUC (ntomanas oj
(apMaKOKMHETHUECKON KPUBOM «KOHIEHTpAlUsi — BpeMms») Teo(puIUIMHA NpUOIU3UTENBHO Ha
50 % npu OJHOBPEMEHHOM IPUEME, IIOITOMY PEKOMEHAYETCS U3MEPSTH MJIa3MEHHbIE KOHLIEHT-
pauuu TeopUIUIMHA NPH OJHOBPEMEHHOM Ha3HAauYeHUM anukioBupa. [IpoGeHenua u HuMeTHINH
yBeNmUUMBaloT mokazarens AUC anukiIoBHUpa ¥ CHIDKAIOT €ro MOYeYHbIH KiupeHc. OTMedanoch
yBenmuueHue nokazarenst AUC B mmazme KpoOBH UIS allUKIOBHPAa M HEAKTHBHOTO METa0OJHTa
MHUKO(eHonaTta Mo(eTHiia, UMMYHOAETIPECCAHTA, PUMEHSIOIIErocsi B TPAHCIUIAHTOIOTUH, TPU
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OTHOBPEMEHHOM MPUMEHEHUH 000MX Tpenappros. OMRAKO[|KOPPEKIHHE [J10381 HEL TPEdyeTCs

BCJIC/ICTBUE IIMPOKOTO TEPANIEBTUYECKOTO MHICKCA allUKJIOBHPA.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTAUMS

bepemeHHOCTBL

B mocrperucrpaiiuoHHOM peectpe OEpPEeMEHHOCTEH TMpH JICUYCHUH AlUKIOBHUPOM COOpaHbI
JaHHBIE 00 WCXomax OSpPeMEHHOCTH Yy JKEHIIMH, NPUHUMABIINX AalUKJIOBUD B Pa3HBIX
nekapcTBeHHbIX (opmax. [Ipu aHanm3e MaHHBIX peecTpa HE OBUIO OTMEUYCHO YBEITUYCHHUS
KOJIMYECTBA BPOXKJICHHBIX JIe(PEKTOB y HOBOPOXKICHHBIX, MaTe€pu KOTOPHIX MPUHUMAIN
aIllMKJIOBUP BO BpeMsi OEPEMEHHOCTH, IO CPaBHEHUIO ¢ OOIIe momynsaiueld. BoisBieHHBIC
BPOXJICHHBIC 1e(DEKThl HE OTIIMYAIUCh AMHOOOPa3ueM WM 3aKOHOMEPHOCTHIO, TO3BOISIOIIIMH
MPEOIOKUTH OOIIYI0 TPUYUHY WX BOSHUKHOBCHHS.

Opnako crefyeT coboaaTh OCTOPOKHOCTh IPU HA3HAYEHUU TIpernapara AIMKIOBUD KEHIIUHAM
B [IEpHOJ OEPEMEHHOCTH U OIL[CHUBAThH MPEANOoIaraeéMyro Mojab3y sl MAaTEPU U BO3MOKHBIM PUCK
I 1074,

JlakTaims

[Tocne mpuema npemnapara AUMKIOBUP BHYTph B 103¢ 200 Mr 5 pa3 B CyTKH alUKIOBUD
ONpeIesics B TPYIHOM MOJIOKE B KOHIIEHTpaLuu, cocrasistonieit ot 60 1o 410 % nnazMeHHoU
KOHILIEHTpaluu. [Ipy Takux KOHIIEHTpAIMIX B TPYAHOM MOJIOKE JETH, HaXOISAIIHeCs Ha TPYIHOM
BCKapMJIMBaHUH, MOT'YT TIOJy4arh aluKIOBUP B j03¢ 10 0,3 Mr/kr/cyr. YUuThIBas 3T0, CICIyeT
co0TI01aTh OCTOPOXKHOCTD MPY HA3HAYCHUU Ipenapara AIUKIOBUP KOPMSIIUM KEHIIMHAM.

DdepTUabHOCTD

Het naHHbIX 0 BIMSHUU alMKIOBHUPA HA )KEHCKYIO (DepPTUIBHOCTD.

B nccnenoBanuu ¢ ywsacrueM 20 MaMEHTOB MY’KCKOIO IOJIa ¢ HOPMaJbHBIM KOJIUYECTBOM
CIepMaTO30110B ObLIO YCTAHOBIJIEHO, YTO MPHUMEHEHHE AIllMKJIOBUpPAa BHYTPh B J103€ 10 1 I B
CYTKM B TE€YEHHME 6 MECALEB HE UMENIO KIMHUYECKM 3HAUYMMOIO BIIMSHHS Ha KOJUYECTBO,
HOABMKHOCTb MJIM MOP(OJIOTHIO CLIEPMATO30H/10B.

4.7. BiusiHue HA CIOCOOHOCTH YNPABJSTh TPAHCIOPTHBIMH CPEACTBAMM M padoTaTh C
MeXaHUu3MaMHu

WccnenoBanuii BIUSHUS alUKIOBHpPAa HA CIOCOOHOCTh K YIPABIEHUIO TPAHCHOPTHBIMU
CpEICTBAMM WJIM MEXaHHW3MaMU He MpoBOAWIIOCH. CIPOTrHO3MPOBaTh HEraTUBHOE BO3JEHCTBHE
allMKJIOBUpAa Ha HTU BUABI JEATEIBHOCTH Ha OCHOBAHHUU (PapMaKOIOTHUYECKHUX CBOMCTB
JICWCTBYIOIIETO BEIIECTBA HE TMPEICTAaBIACTCS BO3MOXHBIM, HO HEOOXOJUMO YYHUTHIBATH

npoduitk T0O0YHOTO AEUCTBUS AllUKIOBHUPA.
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4.8. Hexxes1aTe/IbHbIE PeaKIIUU (MOCNENOBATENLHOCTL 0001)

Pe3roMe HexxenaTeabHbIX PEAKIINNI

Hcnonb3oBaHa cieayronias Kiaccuukaius He)xelnareIbHbIX Peaklni B 3aBUCUMOCTH OT 4acTO-
ThI BCTpPEYaeMOCTH: odeHb yacto (>1/10), wacto (>1/100 u <1/10), newacro (>1/1000 u
<1/100), peaxo (>1/10000 u <1/1000), ouens peako (<1/10000).

Co cmoponbvl kpogemeopenus u aumpamuieckol cucmemvl. OY€Hb PEIKO — aHEMHs, JEHUKO-
TICHHSI, TPOMOOIIUTOICHHSI.

Co cmopoHbl UMMYHHOU cucmembl: PEIKO — aHAQHUIAKCHSL.

Co cmopoHbl HepsHO-NCUXUYecKoeo cmamyca: 4acTo — TOJOBHAs OOJb, TOJOBOKPY)KEHUS;
O4YECHb pEAKO - BO30YXKACHHE, CIIYTaHHOCTb OCO3HAaHUS, TPEMOp, aTaKChs, IU3APTPHS,
TaJUTFOIIMHAIIUH, TICKHXOTHYECKUE CUMIITOMBI, CYIOPOTH, COHJIMBOCTD, dHIIe(aTonaThs, Koma.
OO0b14HO 3TH M0OOYHBIE 3P (EeKThI HAOIIOAATICH Y MAIIMEHTOB C IMOYSYHOUW HEIO0CTAaTOYHOCTHIO
WIH TIPYA HATMIUH APYTUX TPOBOIHUPYIOIMUX (HDAKTOPOB M OBUTH, B OCHOBHOM, OOpaTUMBIMHU (CM.
paznen 4.4.).

Co cmopoHbl ObixamenbHOU CUCHEMbl, OP2aHO8 2PYOHOU KIemKU U CPeOOCHeHUs: PEIKo —

OJIBILIKA.
Co cmopoHbl dHceny0ouHo-KuueuHo20 mpakma: 4acTo — TOIIHOTa, pBOTa, Juapes, 00jib B
JKUBOTE.
Co cmoponbl neuenu u dHcenyesbl8o0AUUX nymeli: peIko — O0O0paTUMOE MOBBIIICHHE KOHIICH-

Tpauuu OWIMPYOHHA U NTEYEHOUYHBIX (PEPMEHTOB B KPOBH; OUEHb PEJIKO - TEMaTHT, KEATyXa.

Co cmopoHbl KOJMCU U NOOKOJICHOU KAemyamkuy. 4acTo — 3y, Cblllb, B TOM 4ucie (OTo-
CEeHCUOMIIM3AalIMSA; HEYacTO — KpamnuBHUIA, ObIcTpoe AU(Py3HOE BbINaI€HNE BOJIOC.

[TockonpKy Takoi TUI alomenuu HaOIroJaeTCs MPH pa3IMyHBIX 3a00JIeBaHUSIX U HPU Tepanuu
MHOTUMH JIEKAPCTBEHHBIMH CPEICTBAMH, CBSI3b €€ C IPHUEMOM alMKIOBHpPAa HE YCTAaHOBJICHA,
pPEAKO — aHTMOHEBPOTHYECKHH OTEK; OUYeHb PEIKO — TOKCHYECKUW 3MUJIepMaIbHbI HEKPOIU3,
MyIbTU(OPMHAs HKCCYIaTUBHAS pUTEMA.

Co cmopoHbl MouegblOenumenvHol cCucmempl. PeIKO0 — TOBBIIIEHHE KOHIIEHTPALUU MOYEBUHbI
U KpeaTMHHMHA B CBIBOPOTKE KPOBM; OYE€Hb PENKO — OCTpas IO4YeyHas HEAOCTaTOYHOCTD,
noyeyHas Konuka. [louedyHas kommka MOXET OBITh CBs3aHA C MOYEYHOW HEAOCTATOYHOCTBHIO U
KPUCTAJTypHUEH.

/pyaue: 4acTo — yTOMII€MOCTb, IUXOPALKA.

COO6H.ICHI/I$I 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIIUAX

Baxno COO6H_IaTB 0 IOAO3PCBACMBIX HECKCIATCIBHBIX PCAKIUAX IIOCJIC PCrucTpanmuun

JICKApCTBCHHOTO IMperiapaTra € LCJIbIO obecreueHust HCIIPCPBIBHOTO MOHUTOPHUHI'A COOTHOIICHUSA
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«1I07b3a — PHCK» JICKAPCTBEHHOrO Iperapard. MeauiyBCKHM | PA0OTHIKaM (PeKOMEHAYETCs

coo0IIaTh O JIIOOBIX MOJO3PEBAEMbIX HEXKENATENIbHBIX PEaKIUAX JIEKapCTBEHHOTO Ipemnapara
Yyepe3 HALMOHAJIBHYIO CHCTEMY COOOLICHHS O HEXKEJIATeNIbHBIX PEaKIUsIX TOCyIapCTB — WICHOB
EBpa3uiickoro 53KOHOMHUYECKOr0 COH03a.

Poccuiickas ®eoepayus

OenepanibHas ciryx0a 1Mo Hax30py B cdepe 3apaBooxpanenus (PoczapaBuanzop)

Anpec: 109012, r. MockBa, CnaBsiHcKasi 1iiomaib, a. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnektponHas nmoyta: pharm@roszdravnadzor.gov.ru

Caiit B WH(POPMAITMOHHO-TEIEKOMMYHHUKAIIMOHHOM ceTu «uTepHer»:
http://www.roszdravnadzor.gov.ru/

4.9. llepeno3upoBka

CuMOTOMBI

AUUMKIIOBUD JIMIIb YaCTUYHO aOcopOHpyeTcs B KeNyAO4HO-KuIIeyHOM Tpakre. Kak mpaswuiio,
IpU CIy4alHOM OJHOKPATHOM INpHeMe alukioBupa B go3e 10 20 r Tokcndeckue 3(h(hexTsl He
ObUTH 3aperucTpupoBaHbl. [Ipy MOBTOPHBIX MpUEMaxX BHYTPbh B TEUCHHE HECKOJIBKUX JHEU 103,
MPEBBIIIAIONINX PEKOMEHJOBAHHbBIE, OTMEYAJIMCh HApPYIIEHUS CO CTOPOHBI JKEIYIOYHO-
KHILIEYHOTO TpakTa (TOIIHOTA, PBOTA) U HEPBHOW CUCTEMbI (TOJOBHAsi OONb M CIYTAaHHOCTH
CO3HAHMUS).

WHorga MoryT HaOMIOAAThCS TaKWe HEBPOJIOTUYECKHE SPQEKTHI, KaK CYIOPOKHBIC MPUIAIKH,
KOMa.

Jleyenue

CumnToMaTH4ecKkoe.

[TarueHTHl HYXTAIOTCS B TIIATEJILHOM MEIUIIMHCKOM HAOMIONEHUU C IIeNbI0  BBISABICHUS
BO3MOKHBIX CHUMIITOMOB HMHTOKCHUKAITUU. AIMKJIOBUD BBIBOAUTCS W3 OPraHU3Ma C IOMOIIBIO
reMOANaIn3a, H03TOMY FeMOJUAIN3 MOXKET OBITh UCIIOIb30BaH JUIs JIEUEHUS IEPEJO3UPOBKH.

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHe CBOICTBA

dapMakoTepaneBTUYECKas TpyIIIa. HpOTI/IBOBI/Ip}ICHLIC cpeacrtBa  CHUCTCMHOI'O HeﬁCTBHH;

MIPOTUBOBUPYCHBIE CpEACTBA NPSIMOIrO JIEHCTBUS; HYKJICO3WABl W HYKJICOTHUIbI, KpOMe
MHTHOUTOPOB 0OPATHOM TPAaHCKPHUITA3bI.
Kox ATX: JOSABO1

MexaHusM JencTBus U (hapMakoauHaMmudeckue YO EKTE

AIMKJIOBUP — 3TO CHHTETHYECKHUH aHAJIOr IyPHHOBOTO HYKJIEO3Waa, KOTOPBIA oOmamaer
8
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CHOCOOHOCTBIO MHTHOMPOBATH IN VItro m iN VIVO BUPYCHT) repHERa FETOBeKa] (BRITIQYAsJRHPYC

npoctoro repreca (BII') 1-ro u 2-ro TMMoOB, BUPYC BETPSHON OCIIBI M OTIOSICHIBAIOIIIETO Tepreca
(Bapuiesuia-3octep Bupyc, Varicella zoster virus (B3B)), Bupyc Ommureiina-bapp (O5B) u
muromeranosupyc (LIMB). B kynsrype KJIeTOK anukIOBHp oOnamaeT Hambolsiee BBIPAKEHHOMN
MIPOTHUBOBUPYCHON aKTUBHOCTHIO B oTHOIIeHUU BIII'-1, nanee B mopsiike yObIBaHUS aKTHBHOCTH
caenytot: BIIT'-2, B3B, 9bB u [IMB.

WNurubupyromiee aelicTBue aunukioBupa Ha Bupychl reprmeca (BII-1, BIIT-2, B3B, OBB u
[IMB) umeer BbICOKOM30MpATENbHBIA XapakTep. AIMKIOBUP HE SBIAETCS CyOCTparoM Juist
depMeHTa TUMHIUHKUHA3hl HEMH(PUIUPOBAHHBIX KJIETOK, MOATOMY ALMKIOBHP MaJOTOKCHYEH
JUISL KJIETOK MJICKONMTAIOMMX. THMUIMHKMHA3a KIETOK, MH(uuupoBaHHbiXx Bupycamu BIIL,
B3B, O5B u [IMB, npeBpaiiaer aiiukIoBHp B allUKJIOBHpa MOHO(oOchaT — aHaIor HyKJIeo3uaa,
KOTOPBIM 3aTeM TocleloBaTeNbHO IpeBpamiaercs B audocdar u tpudocdar moa aelcTBueM
KJIeTOUYHbIX (hepMeHTOB. Brurouenue anukinosuptpudocdara B memnouky BupycHoit JJHK u
MOCIIEAYIOIUI OOPBIB IIENH OJIOKUPYIOT AallbHENIYI0 pernkanuio supycHoit JJHK.

VY nanueHTOB ¢ BBIPAXKEHHBIM UMMYHOAE(DHUIIMTOM AJTUTENbHbBIE WA TOBTOPHBIE KYPChI TEpPaIuu
AlMKJIOBUPOM MOTYT IIPUBOJUTH K IOSBJICHUIO PE3UCTEHTHBIX IITAMMOB, [I03TOMY JajibHEUIIEEe
JICYCHHE AlMKIOBHPOM MOXKET OBITh HEI(P(PEKTHBHBIM. Y OOJIBIIMHCTBA BBIACICHHBIX IITAMMOB
CO CHI)KEHHOM 4YYBCTBUTEIBHOCTBIO K AaIMKJIOBUPY OTMEYAlIOCh OTHOCHTEIBHO HU3KOE
COJIepKaHUe BUPYCHOM TUMUIMHKUHA3bI, HAPYIIEHHWE CTPYKTYPbl BUPYCHOW THUMMJIMHKHUHA3BI
win JTHK-nonmumepassl. BosneiicTBre anukinoBupa Ha mrtamMbl BIITT in Vvitro taxke mMoxer
IPUBOAMTH K OOpa30BaHUIO MEHEE UYBCTBUTENbHBIX K HeMy ITaMMoB. He ycTtaHoBiieHa
KOPPENSINS MEX/Ty YyBCTBUTEIBHOCTRIO IiTaMMoB BIIIT k arukiioBupy in VItro u KIMHUYECKOM
3 PEeKTUBHOCTHIO Mpernapara.

5.2. ®apMaKOKHHeTHYECKHE CBOHCTBA

AOGcopbuus

AIMKIIOBUD TOJNBKO YaCTUYHO abcopOupyercs u3 kuueunuka. [locie npuema 200 Mr aiMkioBu-
pa Kax/ple 4 yaca cpe/iHssl MaKCUMalbHas PaBHOBECHAs KOHIIEHTPAIHs B 11a3Me KpoBH (CSSmax)
cocrapimsa 3,1 MkM (0,7 MKr/mi), a cpeaHsisi paBHOBECHass MMUHHMMAallbHas KOHILIEHTpALUs B
ta3me (CSSmin) 6b01a 1,8 MKkM (0,4 mxr/mur). TIpu npueme 400 mr 1 800 MT anUKIIOBUPA KaXKIbIe
4 gaca CSSmax cocraBimsuia 5,3 MkM (1,2 mxr/mi) u 8 MkM (1,8 MKI/Mi1) cOOTBETCTBEHHO, a
CSSmin 2,7 MkM (0,6 Mxr/Mi1) 1 4 MKM (0,9 MKT/MIT), COOTBETCTBEHHO.

Pacnopenenenue

KonnenTparust anukioBupa B CIIMHHOMO3TOBOW KHAKOCTH COCTABIIAET MPUOIM3UTENBHO 50 %
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OT €r0 KOHIIEHTpauu B IJ1a3MeE KPOBH. (MOCNEOOBATENEHOCTE 000713

C OenkamMu IUTa3Mbl KPOBH AaIlMKIIOBHD CBSI3BIBACTCS B He3HAYMTENbHOH cremenu (9-33 %),
MO3TOMY JIEKAPCTBEHHBIE B3aMMOJCUCTBUS BCJIE/ICTBUE BBHITECHEHUS U3 YYAaCTKOB CBSI3bIBAHUS C
OeJikamMU TUTa3Mbl KPOBU MAJIOBEPOSITHBI.

DIMMUHALINS

Y B3poCHBIX TOCJe MpueMa allMKIOBUPa BHYTPH MEPUO/I OTYBBIBECHUS U3 TJIa3Mbl KDOBU
cocTaBisieT 0kojo0 3 4. bornbiias yacTe mpenapara BEIBOAUTCS MMOYKAMU B HEM3MEHEHHOM BUJIE.
[ToyeuHbIii KIUPEHC AaIUKIOBHpA 3HAYUTEIBHO TMPEBBIIACT KIUPEHC KpEaTHHUHA, YTO
CBUJCTEILCTBYET O BBIBEJACHUU AalMKJIOBUPA TIOCPEACTBOM HE TOJBKO KIyOOYKOBOM
bunbTpanuy, HO U KaHAIBIEBOW cekpennd. OCHOBHBIM METAa0OIUTOM AaIlMKJIOBHPA SBISCTCS
9-kapOOKCHMETO-KCUMETHITYaHUH, Ha JIOJI0 KOTOPOro B Moue npuxoautcs okoio 10-15 %
BBEJICHHOU J/103bl mpemnapata. [Ipu HasHaueHuu arukioBupa yepe3 | 4 mocie mpuema 1 T
npobeHenuIa nepuoy noinysbiBeaeHus anukinosupa u AUC yBennuuBanuch Ha 18 % u 40 %,
COOTBETCTBEHHO.

IlouyeuyHas HETOCTATOYHOCTh

VYV nauueHToB ¢ XpOHUYECKOM MOYEYHON HEI0CTATOYHOCTBIO MEPUO/L ITOTYBBIBEACHUS allUKJIOBH-
pa cocranisul B cpeadeM 19,5 4. [lpu npoBeaeHun reMmoarains3a CpeJHUd NepHo ] MOTYBbIBEIE-
HUSI aMKJIOBUPA COCTaBIIsLI 5,7 4. KoHLEeHTpausi auuKiIoBrpa B IIa3Me KPOBHU BO BpeEMs JIHA-
JIU3a CHIDKAJACh MPUOIM3UTENbHO Ha 60 %.

JInia noXXKuaoro Bo3pacra

YV NOXWIBIX MAMEHTOB KJIMPEHC allMKIOBHPA C BO3PACTOM CHMIKAETCS IAapaJUIeIbHO CO CHUXKE-
HUEM KJIMpEHCa KpeaTMHWHA, OJHAKO IE€pPHOJ IOJIYBBIBEIECHUS AaI[MKJIOBHpAa HW3MEHSETCS
HE3HAYUTEIIBHO.

[Ipr onHOBpEMEHHOM BBEJCHMM alMKIOBHpa U 3uaoBynnHa BUY-uHQUUMPOBAaHHBIM MallieH-
TaM (papMaKOKUHETUYECKHE XapaKTEePUCTUKNA 00OUX MPENnapaToB MPAKTUYECKH HE U3MEHSIIHCh.
6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTeIbHbIX BelIeCTB

BcnoMorarenbHEIE BEIIEeCTBA

JlakTo3bI MOHOTHIpAT

Kpemuns nuokcu1 KOJITOUIHBIN (a3pocui)

[ToBunon K-17 (monuBUHUATUPPOIUAOH HUZKOMOJIEKYISPHBIN)
Kpaxman kaprodenbHblit

Maruus creapar
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6.2. HecoBMmecTUMOCTD (MOCNEOOBATENEBHOCTE 0001)

He npumenumo.

6.3. Cpok roqHocTu (CpoK XpaHeHus )

3 roga.

6.4. OcoOble Mepbl NPEJOCTOPOKHOCTH NPH XPAHEHHNH JIEKAPCTBEHHOI0 Npenapara
Xpanuts 1pu Temrneparype He oiue 25 °C.

6.5. XapakTep u coaep:KaHue NePBUYHON YIIAaKOBKHU

[To 10 TabmeTok B KOHTYPHYIO SYEHKOBYIO YIAKOBKY W3 IUICHKH MOJMBHUHWIXJIOPHIHOW WU
(boNBru aMOMUHUEBOM.

I, 2, 4, 6 win 10 KOHTYPHBIX STYEHKOBBIX YIMAKOBOK BMECTE C MHCTPYKIMEH MO MPUMEHEHUIO
MOMENIAIOT B Ma4YKy U3 KapTOHA.

6.6. Oco0Oble Mepbl MNPeIOCTOPOKHOCTH NPH YHUYTOKEHHH HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara MWJHM OTX0JA0B, TMOJYYEHHbIX TOcjde NPHUMEHEeHUs:
JIEKAPCTBEHHOI'0 MpenapaTa u Apyrue MaHUIyJISIUU ¢ PenapaTomM

Oco0ble TpeOoBaHUs OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPALIMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus

000 "Texno®apm"

420091, Pecrryonuka Tarapcran, r. Kazans, yi1. benomopckas, 1. 260

ten.: +7 (987) 414-55-35

7.1. IlpencraBuTeJib AepAaTesisi perHCTPAIMOHHOIO YA0CTOBEPEHUs!

[IpereH3un HOTDe6I/ITeJIeI71 HalnpasJATHh 1O aaApPeCy:

Poccuiickas @enepanus

AO "TarxumdapmnpenapaTs”

420091, Pecny6nuka Tarapcran, r. Kazans, yin. benomopckas, 1. 260
ten.: 8 800 201 98 88, Ten./paxc: +7 (843) 571-85-58

e-mail: marketing@tatpharm.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSI

9. IATA TEPBUYHOM PETMCTPAIIUM (IMOATBEPXKIEHWS PETMCTPAIINH,

HEPEPEINCTPALINN)

[laTa nepBoi perucTpanuu:
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10. JATA IEPECMOTPA TEKCTA

OOmast ~ XapakTepHCTUKa  JIEKApCTBEHHOTO

COOTBETCTEBYET ZKCNEPTHOMY OTUETY
o1 12.01.2024 N= 358

(MOCNEODBATENBEHOCTE 00071)

npernapata  AUMKIOBUP  JIOCTyIIHA  Ha

UHPOPMAIIMOHHOM TIOpTajie EBpa3suiickoro SKOHOMHUYECKOrO Ccor3a B HH(GOPMAIMOHHO-

KOMMYHHKaIMOHHOM cetn «MHTepHeT» http://eec.eaeunion.org/
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