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OBIIASI XAPAKTEPUCTHKA JEKAPCTBEHHOFO TPEMAPATA "005)

1. HAUMEHOBAHUE JJEKAPCTBEHHOTI' O IIPEITAPATA
AnuknoBup-AKOC, 200 mr, TabneTku.

2. KAYECTBEHHBII 1 KOJTMYECTBEHHbII COCTAB
JlencTByO1IEe BEIECTBO: allUKIOBUP.
Kaxnas Tabnerka conepxut 200 Mr anukiioBupa (B nepecuere Ha O€3BOAHOE BEIIECTBO).

[TonmHbI1 TepedeHb BCIIOMOTaTeNIbHBIX BEIIECTB MPUBEACH B paszene 6.1

3. JEKAPCTBEHHAS ®OPMA
TaGnerku.
Kpyribie MmioCKOIMIMHIpUYECKHE TabJIeTKu Oenoro WM modtd Oenoro msera ¢ (Gackoil u

PHUCKOM.

4. KIMHNYECKHUE JTAHHBIE

4.1. IloxkazaHusl K NPUMEHEHHUIO.

Anuknoup-AKOC nokaszaH K NPUMEHEHHUIO y B3POCIBIX U AeTedl B Bo3pacte oT 3 a0 18 ner.
— Jleyenne MHQEKIMNA KOKU M CIM3UCTHIX 000JIOUEK, BHI3BAHHBIX BUPYCOM IPOCTOTO reprieca,
BKJIFOYAsl IIEPBUYHBIA U PEUIUBUPYIOIINI T€HUTAIbHBIN TepIIec.

— IlpodunakTika penuauBOB UHPEKIHIA, BEI3BAHHBIX BUPYCOM IIPOCTOTO Tepreca, y MarleHToB
C HOPMaJIbHBIM UMMYHHBIM CTaTyCOM.

— IIpodpunaktuka WHOEKIUH, BBI3BAHHBIX BHPYCOM IIPOCTOrO Treprieca, Yy MAIMeHTOB C
UMMYHOI€(DUITUTOM.

— JledyeHune BeTpSHOW OCHBI M OMOSCHIBAIOIIETO reprieca (paHHee JIeYeHHE OIMOSCHIBAIOIICTO
repreca anuKIOBUPOM OKAa3bIBaeT aHAJIbIe3UpYIOMUNA 3(PGEKT M MOXKET CHU3UTh YaCTOTY
BO3HHKHOBEHHUS [TOCTT€PIIETHYECKON HEBPAITHH).

4.2. Pe:xuM 103MPOBAaHUS U CNIOCOO NMPUMEHEHHS.

PexxuM J1o3upoBanus

Bspocnvie

Jleuenue ucheKuu[t KOJ#CuU U Cau3ucnivlx 060]10%61(’, BbI36AHHbLIX 6UPDYCOM NPOCHIOZO0 cepneca,

BKAI0YAS NEPBUYHBLU U PEUUOUSUDVIOWUL 2epnec

Jns nedeHus: WHQEKIUH, BBI3BAaHHBIX BHPYCOM MPOCTOTO TIepreca, peKOMEHIyemas 032

npenapara ArmkinoBup-AKOC cocraBmser 200 mr 5 pas B cyrku (kaxzaple 4 dyaca, 3a
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COOTBETCTBYET ZKCNEPTHOMY OTYETY

MIPOJICH MIPH TSKEIBIX MEPBUYHBIX MH(EKIUSAX.

B cinyuae BeIpakeHHOro MMMyHoneduira (Hampumep, IMOCie TPAHCILIAHTAIMU KOCTHOTO
MO3ra) WM TpU HapyLIICHWH BCAchIBaHUS U3 KHIICYHHMKA J03a mpernapara AnmkioBup-AKOC
MoxeT ObITh yBenmuueHa a0 400 mr. B kauecTBe anbTepHAaTHBBI MOXET OBITH PacCMOTpEHA
BO3MOKHOCTh TPHMEHEHHs aIMKIOBHUpAa B JIGKAPCTBEHHOH (opme mHopmnusar Juis
IIPUTOTOBIICHUS pacTBOpa Al HHDY3UH.

Jleuenne He0OXOAMMO HAYMHATH KAaK MOXXHO PaHBIIE MOCTE BO3HUKHOBEHUS MH(EKIHMH; MPH
peuuaMBax mpenapaT peKOMEHAyeTCs Ha3HauaTh YK€ B MHPOJPOMAIBLHOM MNEPUOJEC WM IpH
MOSIBJICHUH TIEPBBIX JIEMEHTOB CHIIH.

HDOQbMJZaKmMKa peuudueoe qu)eKuud, BbI36AHHbBIX 6UPYCOM NPOCMoOco cepneca, Yy nayueHmoe ¢

HOPMAJIbHBIM UMMYHHbIM CIantycom

Jns npoduIakTUKK pPenUAMBOB WHQEKIHH, BBI3BAHHBIX BHPYCOM IIPOCTOrO Tepreca, Y
MAIMEHTOB C HOPMAJILHBIM HMMYHHBIM CTaTyCOM PEKOMEHAyeMast 103a mpernapara AIUKIOBUP-
AKOC cocrasmsier 200 mr 4 pa3a B cyTkH (Kaxxzipie 6 4acoB).

MHorum nanmeHtam noaxoauT Oonee yaoOHas cxema tepanun 400 mr 2 pasza B cyTku (Kaxple
12 yacos).

B psge cinyuyaeB okasbiBaioTcsi 3(QPEKTUBHBIMU 0OJee HU3KHE J103bl Mpernapara ALUKIOBHUP-
AKOC: 200 mr 3 pa3za B cytku (kaxmapie 8 uwacoB) wiau 200 mMr 2 pasa B CyTku (Kax<iable
12 yacos).

VY HEKOTOpBIX MAIUEHTOB MOXKET MPOM30UTH 000CTpeHHe MH(EKIUN MPU MpHEeMe CyMMapHOM
cyrounoit 10361 800 mr.

Jleuenne npenaparom AnukiaoBup-AKOC crenyer npepbiBaTh uepes Kaxable 6—12 mecsie s
BBISIBJICHUS] BO3MOXKHBIX H3MEHEHUH B T€UCHUU 3a00JICBaHMS.

HDOd)l/lﬂaKWIUKa uHCbeKMMﬁ, BbI36AHHbBIX 6UPYCOM NPOCMOSO cepneca, Yy nauueHmoe cC

MMMVHOC)ed)uuMWZOM

Jns npoduinakTuku MH(QEKUUH, BBI3BIBAEMBIX BHPYCOM IIPOCTOrO Teprieca, Y MAIlMEeHTOB C
UMMYHOZIe(UIIUTOM peKoMeHayemas jao3a npenapata AuukiaoBup-AKOC cocrasiser 200 mr
4 pa3a B cyTkH (Kaxxapie 6 yacos).

B cinyuae BeIpakeHHOro MMMyHoneduiTa (Hampumep, IMOCie TPAHCILIAHTAIMU KOCTHOTO
MO3ra) WM TpH HAapyLICHHH BCAaChIBAaHMS M3 KHUILIEYHWKA J03a INpernapara MOXKeET OBITh
yBenumyeHa 10 400 mr. B kadecTBe anbTepHATUBBI MOXKET OBITH pacCMOTpEHa BO3MOXHOCTb
NPUMEHEHHsI allUKJIOBHpA B JIEKAPCTBEHHOH (hopMe JMopuau3aT st IPUrOTOBIICHHUS pacTBOpa

111 UHQY3UH.
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COOTBETCTBYET ZKCNEPTHOMY OTYETY

NEepUo/Ia, B TEYEHUE KOTOPOTO CYIIECTBYET PUCK UH(PUIIMPOBAHMUS.

Jleuenue sempanoll 0cnbl U ONOACHIBAIOULE20 2epneca

JInst JedeHus: BETPSIHOM OCHBI M OMOSCHIBAIOIIETO Trepreca peKoMeHayeMas J03a Ipernapara
AnuknoBup-AKOC cocraisier 800 mr 5 pa3 B cytku (kaxkabie 4 4aca, 3a MCKIIOUYCHHEM
neprozaa HouHoro cHa). Kypc neueHus coctapisieT 7 JTHEH.

JleueHne OMOSACKHIBAIOIIETO Teprieca ciaelyeT HAUMHATh KaK MOXHO paHbllle OT MOMEHTA MEPBHIX
NposiBJICHUH 3a00/IeBaHMs, TaK KaK B 3TOM ciydae JiedeHue Oyaet 0omee 3¢ (HeKTUBHBIM.
JleueHne BETPSHOW OCIIBI Y MALMEHTOB ¢ HOPMAaJIbHBIM UMMYHHBIM CTaTyCOM CIIEyeT HauaTh B
TedyeHue 24 yacoB C MOMEHTA IOSBJICHUS BBICHIIIAHUH.

VY NanueHToB € THKEIBIM UMMYHOJAC(PUIUTOM (HAampuMep, MMOCie TPAHCIUIAHTAIMd KOCTHOTO
MO3ra) WJIM TIpH HapyIICHUH BCAaChIBaHMS U3 KHUIICYHHKA HEOOXOIUMO pPacCMOTPETh
BO3MOKHOCTh ~ Ha3HAu€HHWsl TIpemapara B JIGKapCTBEHHOH ¢opme nuodunmzar s
IIPUTOTOBIICHUS pacTBOpa Al HHDY3HUH.

Oco0ble rpyIinbl HalMEHTOB

Iayuenmur nodxcuno2o eospacma

Heo0xonumMo yuuTHIBaTh BEPOATHOCTh HAJIMUYUS TMOYEYHOH HEJOCTATOYHOCTH Y NAIMEHTOB
MOKUJIOTO BO3pacTa, J03bl JIOJDKHBI OBITh CKOPPEKTHPOBAHBI B COOTBETCTBHM CO CTEIECHBIO
MOYEYHOH HenocTaTrouyHOCTH (cM. TyHKT «[lalmMeHThl ¢ HapylleHHeM (QYHKIHU IOYEK»).
Heo6xonumo obecnieunTs mojep kaHue aJeKBaTHOrO BOJHOTO OaaHca.

Iayuenmvi ¢ napywenuem @yHKyuu noex

HeoGxomumo co06mi0oaTh OCTOPOXKHOCTH TPH Ha3HayeHWW mpenapara AnukioBup-AKOC
NalreHTaM ¢ HapyleHHeM (PyHKIIMU TTOYeK.

Heo6xonumo obecnieunTs mojep kanue afeKBaTHOrO BOJHOTO OaaHca.

VY ManmueHToB ¢ MOYEYHON HEJOCTATOYHOCTHIO MPHEM AIMKIOBHpPA BHYTPb B PEKOMEHIYEMBIX
703aX C IENBI0 JIGYCHUSI ¥ MPOQUIAKTUKN MH(EKUINH, BBI3BAHHBIX BUPYCOM IPOCTOTO reprieca,
HE TPUBOIUT K KyMYJSIMM Mpernapara A0 KOHLEHTPAIUi, NMPEeBHIIIAIONNX yCTaHOBJICHHbIC
6e3onacHble ypoBHU. OHAKO y MAIMEHTOB C KIMPEHCOM KpearnHuHa menee 10 mui/mMuH 103y
npenapara AnukinoBup-AKOC pexomenayercs camxarh 10 200 Mr 2 paza B cyTku (Kaxble
12 yacos).

[Ipu neyeHUH BETPSHOW OCIBI U OMOSICHIBAIOIIETO Tepreca peKOMEHIyeMbIe J03blI Ipernapara
AnuknoBup-AKOC, TabneTku coCTaBIIsIIOT:

— npu kimpeHce kpeatruHuHa MmeHee 10 ma/mun — 800 Mr 2 pasa B cyTkH (kaxpie 12 4acoB);

— nipu kimpence kpeatuanHa 10-25 mu/mun — 800 mr 3 pasa B cyTku (Kaxpie 8 4acoB).

CTH
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Hemu 6 so3pacme om 3 nem u cmapuie

Jleuenue qu)eKuuﬁ, BbI36AHHKbIX BUPYCOM HNPOCHO20 2epnecda, I’ZDOGbMJZaKmMKa qubeKum?,

BbI36AHHbLIX 6UPYCOM NPOCMO20 cepneca, Yy nauueHnos c MMMVHO()equuumOM

— B BO3pacCTC OT 3eru CTapiIC — TaKUe KE J03bl, KaK IJI1 B3POCIIbIX.

Jleuenue sempsanoii ocnwi

— B Bo3pacrte ot 6 jer u crapuie — 800 mr 4 pasa B CyTKy,

— B Bo3pacte ot 3 70 6 et — 400 mr 4 pa3za B CyTKH.

Bosiee TouHO 103y MOKHO omnpeaenauTh u3 pacuera 20 mr/kr maccel Tena (Ho He 6onee 800 mr)
BHYTpb 4 pa3a B cyTku. Kypc nedenust cocraBisger 5 THEi.

HDOQbMJZaKmMKa peuudueoe qu)eKuuﬁ, BbI36AHHbBIX 6UPYCOM NPOCMoOco cepneca, Yy nayueHmoe ¢

HOPMATbHbIM UMMYHHbIM CIAmyCcom, Je4eHue Onosicovlearuieco cepneca

JlaHHBIE O pEXKUME TO3UPOBAHUS OTCYTCTBYIOT.

Cnoco0 nmpuMeHeHus

BrayTpb.

[Tpenapatr AuuknoBup-AKOC, TabiaeTku, MOXHO NMPUMEHATh BO BPEMs €/1bl, TOCKOJIbKY IPHEM
NUIIM HE HapyllaeT B 3HAYUTENbHON cTerneHu ero abcopOuuio. TabieTku ciemyeT 3amuBaTh
MIOJTHBIM CTaKaHOM BOJIBI.

4.3. IIpoTBONOKA3aHUS

— TUINEPUYYBCTBUTENBHOCTh K AalMKIOBHPY WIM BAJIAUUKIOBUPY, HJIM K JIOOOMY W3
BCIIOMOTaTEJIbHBIX BEIECTB, IEPEUNCIICHHBIX B pa3zaene 6.1.;

— JIETCKUW BO3PACT /10 3 JIeT.

4.4. OcoOble yka3aHusi 1 MepbI IPeI0CTOPOKHOCTH NPH NPUMEHEeHUH

C 0CTOPOKHOCTLIO

bepemeHHOCTH, NEpHOJ  TPYAHOIO  BCKAPMIIMBAaHMs, IIOKMIOM  BO3pacT, IIOYEYHas
HEIOCTaTOYHOCTh, JETUApaTaLis, OTHOBPEMEHHOE MMPUMEHEHHE C JPYTUMHU HEPPOTOKCUUHBIMH
npenaparamu.

Oco0ble yKazaHus

JIOCTYyIHBIX JaHHBIX, MOJIYYEHHBIX B pE3yJbTAaTe€ NPOBEICHHBIX KIMHUUYECKUX HCCIIEJOBAHMM,
HE/IOCTaTOYHO, YTOOBI C/ENaTh BBIBOJ O TOM, YTO NPUMEHEHHUE AalMKIOBUpPA CHHXKAET PUCK
3a00J1eBaHMs BETPSHOM OCIIOH y MallMEeHTOB C HOPMAJIbHBIM UMMYHHBIM CTAaTYCOM.

Puck pa3Butus noyedyHON HEJOCTATOYHOCTU YBEJIMYMBAETCS IIPU OJHOBPEMEHHOM IIPUMEHEHUN
C IpyTMMHU HE(PPOTOKCHUECKUMH TIpPETapaTaMu.

Cocmosinue cuopamayuu

[TanmeHTsl, MpUHMMAOIIME BBICOKHE A03bl npenapara AunukioBup-AKOC BHyTpb, TOJKHBI

MoJIy4aTb AOCTAaTOYHOC KOJIMYICCTBO KUJIKOCTH.
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COOTBETCTBYET ZKCNEPTHOMY OTYETY

[TockonbKy alMKIOBUP BBIBOJUTCS MOYKAMH, O3Bl JOJDKHBI ObITh YMEHBIICHBI MAIlHeHTaM C
MOYEYHOH HEAOCTaTOYHOCTHIO (cM. paszen 4.2.). YV maiuMeHTOB MOXHIOr0 BO3pacTa BO3MOXKHO
CHIDKEHUE (YHKIMU TOYEK, CIEAOBATENBHO, I AAHHOW TPYMIBI MAIMEHTOB TAaKKE MOXET
noTpe0oBaThbCsl CHIDKEHHE /03bl. Kak MoXuible ManueHThl, TaK U MalMeHTHl ¢ HapylIeHHEeM
(YHKIMU MOYEK HAXOMAATCS B TPYIIE MOBHIIIEHHOTO PHCKAa Pa3BUTHS MOOOYHBIX 3((HEKTOB cO
CTOPOHBI HEPBHOM CUCTEMBI (OOBIYHO TAKWE peaKkiMi OOpaTHMBI B OTBET Ha OTMEHY Iperapara)
M, COOTBETCTBEHHO, JOJDKHBI HAXOIUTHCS MOJT MPUCTATBHBIM MEUIIMHCKAM HAOIIOICHUEM.
Ilayuenmol ¢ 8bIpadiceHHbIM UMMYHOOEDUYUMOM

JUinTenpHbIE WM TOBTOPHBIE KYpPChl JIEUEHHUS AllMKIOBUPOM Y MALMEHTOB C BBIPAKEHHBIM
UMMYHOJE(UIIUTOM MOTYT NPHUBECTH K TMOSBICHUIO IITaAMMOB BHpYyca C MOHWKECHHOM
YyBCTBUTEJIBHOCTBIO K AaIMKJIOBHPY, KOTOpblE HE OTBETAT HA MPOJODKEHHME Teparnuu
aI[MKJIOBHPOM.

Ilepeoaua unghexyuu

Bcem manumenTaM, 0coOE€HHO NpU HAIMYMU KIMHUYECKHX MPOSBIICHHUH, CleayeT coOIoaaTh
OCTOPOXHOCTh BO H30€XaHHE MOTCHIMAIbHOM BO3MOXHOCTH Tepelayd BHUpYyca, a TaKke
NaIMEeHTOB He00X0AUMO HH()OPMUPOBATH O CIy4asx OECCUMITOMHOTO BUPYCOHOCHTEIbCTBA.
4.5. B3zamMmopeiicTBHe C IPYrHMH JIeKAPDCTBEHHbIMM IIpenapatamMu W Jpyrue ¢opMbl
B3auMO/elcTBUA

Hukakux KIMHUYECKM 3HAYUMBIX B3aUMOACUCTBUM IMpU IPUMEHEHUU I[Ipernapara He
OTMEYaJIOCh.

ALMKIOBUD BBIBOJUTCA B HEU3MEHEHHOM BHJE C MOYOW IyTEM AaKTUBHOW KaHAJIbIIEBOU
cekpeunu. Bce mpenapaTsl ¢ aHaJOTMYHBIM IyTEM BBIBEAECHUS MOTYT IMOBBIILIATH MJIa3MEHHYIO
KOHIICHTpaLMIO  anukiaoBupa. ArnuknoBup mnosbimmaer AUC  (rwtomaab 1moa  KpUBOWM
«KOHIIGHTpalusi — BpeMms») TeopwumHa npubiamsurenbHo Ha 50 % npu OgHOBpEeMEHHOM
npueMe, MO3TOMY PEKOMEHIYETCs M3MEpSATh IUIa3MEHHbIE KOHIEHTpalud TeoQUUIMHA TpU
OJIHOBPEMEHHOM Ha3HaUY€HUU al[UKJIOBHpA.

[MpoGenenun W UUMETUAWH YyBenuuuBaloT mokazarens AUC  (mwiomans mox  KpUBOW
«KOHLICHTpALMS—BpPEMsI») aIMKJIOBUPAa M CHIDKAIOT €ro TOYeYHBIH KiIupeHc. OTMedanoch
yBenmueHnue nokasaresnss AUC B miasme KpoBM /ISl allMKIOBHpA U HEAKTUBHOTO MeTabOIUTa
MuKO(eHosaTa Mo(eTuiIa, IMMYHOJCTIPECCAHTa, MPUMEHSIONIET0Cs B TPAHCIIAHTOJIOTHH, MIPH
OJTHOBPEMEHHOM TNPUMEHEHUH 00oux mpemnaparoB. OpHAKO KOPPEKLUUH I03bI He Tpeldyercs
BCJIEICTBUE HIMPOKOr0 TEPANIEBTUYECKOIO NHIECKCA ALIUKIIOBUPA.

4.6. @epTUIBLHOCTD, 0€PEMEHHOCTD U JIAKTALUSA
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bepemeHHOCTD

COOTBETCTBYET ZKCNEPTHOMY OTYETY

B mocrperucrpanoHHOM peecTpe OEpeMEHHOCTEH NpU JICYCHUH AalWKIOBHPOM COOpaHbI
naHHple 00 Hcxogax OEpeMEeHHOCTH Yy JKEHIIMH, NPHHUMABUIMX AalUKIOBUP B pPa3HbIX
nexapcTBeHHbIX (opmax. [Ipu aHanm3e AaHHBIX peecTpa He ObUIO OTMEUYEHO yBEIHYEHUs 4Hcia
BPOX/ICHHBIX Je(DEKTOB y HOBOPOXKICHHBIX, MATEPH KOTOPBIX MPUHUMAJIH AIIMKJIOBHP BO BPEMsI
O0epeMeHHOCTH, 10 CpaBHEHHIO ¢ oOIIel momyssiiueil. BolsiBiaeHHbIe BpOXKIEHHBIE 1e(EeKThl HE
OTJIMYAINCH €IUHOOOPAa3HEM MM 3aKOHOMEPHOCTHIO, MO3BOJISIOMIMMU MPEANIONOKUTH OOIIYIO
NPUYMHY UX BOSHUKHOBEHHS.

Onnako ciemyeT coOnogaTh OCTOPOXKHOCTh NMPU HazHaueHUHM mnpemnapata AnmkioBup-AKOC
KCHIIMHAM B TEpHUoj OEpeMEHHOCTH W OLCHMBAThH MpPENAIojiaraeMyro Mojib3y A MaTepu U
BO3MOYKHBIW PUCK JJIS IUIOJA.

Jlakranus

[Tocne mpuema anukiaoBupa BHyTpb B o3¢ 200 Mr 5 pa3 B CyTKH allMKJIOBHD ONpEAEseTCs B
TPYJHOM MOJIOKE B KOHIIEHTpaIuH, cocTtaBistorieii ot 60 1o 410 % nima3MeHHON KOHIICHTPAIIHH.
IIpy Takux KOHIEHTpALMUSAX B TPYyIHOM MOJOKE JeTH, HaXOIsAIIUecs Ha TPyIHOM
BCKapMJIMBAaHHH, MOTYT MOJy4aTh aluKiIoBup B fo3e 0,3 MI/kr/cyr. YuuThBas 3TO, CIEAyeT
COOMI0IaTh OCTOPOXKHOCTD MPU Ha3HAUEHHUHU MIperapaTa KOPMSIIUM >KESHIITHAM.

DepTUabHOCTD

Hert naHHBIX 0 BIUSHUY allUKJIOBUPA HA KEHCKYIO (ePTHIIBHOCTb.

B uccnenoBanuu ¢ ydactuem 20 mManuMeHTOB MY)KCKOTO I0JIa C HOPMAJIBHBIM KOJIMYECTBOM
CIepMaTO30HMI0B OBLJIO YCTAHOBJICHO, YTO MPUMEHEHHUE alMKIOBHpa BHYTPhH B /03¢ 0 1 T B
CYTKM B TeyeHHE 6 MecsieB He HMMeNO KIMHMYECKH 3HAYMMOTrO BIIMSHUS Ha KOJHYECTBO,
MOJIBUKHOCTH WJIM MOP(OJIOTHIO CTIEPMATO30UI0B.

4.7. BausiHHe HA CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpPeACTBAMHM M padoraTh ¢
MeXaHM3MaMH

HccnenoBanuii BIUSHHUS AalMKIOBHpPa Ha CIOCOOHOCTh K YHPABJICHUIO TPAHCHOPTHBIMH
CpPEICTBAaMHM WJIM MEXaHU3MaMHU He NpoBoAMI0Ch. CIIPpOrHO3MpPOBaTh HEraTMBHOE BO3JEHCTBUE
allMKJIOBUPAa HAa OSTH BHUIBl JACATENIBHOCTH Ha OCHOBAaHUHM (PAPMaKOJOTHUECKUX CBOWCTB
JICHCTBYIOIIETO BEUIECTBA HE TPEACTABISIETCS BO3MOXKHBIM, HO HEOOXOAMMO YYHUTHIBAThH
npoduIiTb T0OOOYHOTO ICHCTBUS AIIMKIOBHPA.

4.8. HexkesaTeJibHbIE PeaKIuu

Pe3roMe HexenaTenbHBIX peaKIni

HpI/IBe,Z[eHHBIe HUIKC KaTCrOpruu 4aCTOThI HCKCIIATCIIbHBIX peaKuHﬁ ABJIAIOTCA OICHOYHBIMU.
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

BCTPEYAEMOCTH OTCYTCTBYIOT. KpoMe TOro, yacrora BCTPEUaeMOCTH HEKEIATENbHBIX PEeaKIui
MOJKET BapbUPOBATH B 3aBUCUMOCTH OT ITOKA3aHHSI.

HexenarenbHble peakuuu, MPeCTAaBICHHbIC HIDKE, MEPEYHCICHb B COOTBETCTBHU C YaCTOTOM
BCTPEYaEMOCTH, OINPEICIIIEMON CICIYIOMUM 00pa3oM: ouenv yacmo (> 1/10), vacmo (> 1/100
Ho <1/10), neuacmo (> 1/1000 Ho < 1/100), peoxo (> 1/10000 no < 1/1000), ouenv peoxo
(< 1/20000).

Hapywenus co cmopoHvl Kposu u tum@amuyeckou cucmembl

OueHb peaKo: aHeMHs, JIEUKOTICHHS, TPOMOOLIUTONICHHS.

Hapywenus co cmopoHvl uMMyHHOU cucmembl

Penxo: anadunakcus.

Hapywenus co cmopoHuvl Hep8HOU cucmembl U NCUXu4ecKue HapyuleHus

YacTo: roioBHas 00Jb, FOJIOBOKPYKECHHUE.

Ouenp penko: BO30OYKICHHWE, CIYTAaHHOCTb CO3HAHHs, TPEMOp, aTaKCHs, IU3apTpus,
raJUTIOLIMHAIINH, TICHXOTHYECKUE CUMIITOMBI, CyJIOPOT'H, COHJIIMBOCTD, HHIIE(ANIoONaTus, KoMa.
OO0b14HO ATH T0O0OUYHBIE 3()DPEKTH HAOMIONATHUCH Y MAIMEHTOB C MOYEYHOW HEOCTATOYHOCTHIO
WINA TIPY HAJIMYKUU JAPYTHX MPOBOIUPYIOIMKX (PAKTOPOB U OBLIM B OCHOBHOM OOpaTHMBbIMH (CM.
paznen 4.4).

Hapywenus co cmopoHul ObixamenbHoll cucmemsvl, 0peano8 2pyOHOU KIemKU U cpedoCmeHUs.
Penxo: oxplika.

Kenyoouno-kuwieunvle HapyuieHus

YacTo: TOLIHOTA, PBOTA, AUapesi, 00J1Ib B KHUBOTE.

Hapywenus co cmopoHbvl nevuenu u sHcenueguleooauux nymet

Penxo: oOpaTtumoe TMOBBIIIEHHE KOHIIEHTPAUUH OWIMPYOWHA M TEYEHOYHBIX (DEPMEHTOB B
KpPOBH.

OueHb peKo: renaTur, KeTyXxa.

Hapywenus co cmopoHbl Kodcu u NOOKOHCHLIX MKAHell

Yacto: 3y, ChIlb, B TOM YHUCie (OTOCCHCHOMITN3AIIHSI.

HeuacTo: kpanuBHuIa, OpicTpoe 1uddy3HOe BHIIAICHUE BOJIOC.

[Tockoneky ObicTpoe auddy3HOE BBINAJCHHWE BOJOC HAOMIOJAeTCS TMPU  PA3IUYHBIX
3a00JIeBaHUAX U MPHU TE€PalUu MHOTHUMHM JIEKAPCTBEHHBIMU CPEICTBAMH, CBA3b €r0 C MPUEMOM
aIIMKJIOBHpA HE YCTAHOBIICHA.

Penko: aHrHOHEBPOTUYECKUH OTEK.

OdveHb peaKo. TOKCHUYECKHH SIUACPMAIbHBIN HEKpOIH3, MyIbTU()OPMHAS DSKCCYyIaTUBHAS

apuTeMa.
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HapyweHuﬂ CO CMOpPOHbL NOYEK U MOYEBbl8OOAULUX nvmeb—l

Penko: nosslleHne KOHIEHTPAUU MOYEBUHBI U KPEaTUHHUHA B CBIBOPOTKE KPOBHU.

OueHb penko: ocTpasi NoYe4Has HEJOCTaTOYHOCTh, IOYEYHAsl KOJIHUKA.

[Toueunast KoJIMKa MOXKET OBITh CBSA3aHA C MOUYEYHOM HEAOCTATOUYHOCTHIO M KPUCTAILUTYpHUEH.
Obwue napywienus u peakyuu 6 Mecme 66e0eHUs.

YacTo: yToMIseMOCTb, JINXOPAJKA.

COOGH.[CHI/ISI O IMOAO03PEBACMBIX HEXKCIATCIbHBIX PCAKITHUAX

BaxHo coolmmaTh 0 moJo3peBacMbIX HEKENATENbHBIX PEaKIHMAX MMOCIEe PErUCTpaluy Mpernapara
C uenplo OoOecreyeHHs HeNpepblBHOTO MOHHUTOPHHIA COOTHOIICHUS «IOJb3a — PHCK»
JICKApCTBEHHOTO Tpernapara. MeauIMHCKIM paOOTHHUKAM PEKOMEHAYeTCs COOOIIaTh O JIHOOBIX
MOJI03PEBAEMBIX HEXKEATEIbHBIX PEaKUUAX JIEKAPCTBEHHOTO Ipernapara uepe3 HallMOHAJIbHbIC
CHCTEMBl COOOIICHHS O HEeXeNaTeJIbHBIX PEaKIUAX ToCyAapcTB — UICHOB EBpasuiickoro
HKOHOMHYECKOTO COH03a.

Poccuiickas @enepanus

109012, r. Mocksa, CrnaBstHCKast Tuiomas, 1. 4, ctp. 1

denepanbHas cimyx0a 1o Haa30py B cdepe 3apaBooxpanenus (Poc3apaBHanzop)

Tenedon: +7 800 550 99 03

OnekrponHas moura: pharm@roszdravnadzor.gov.ru

Caiit B nH(OpMAIIMOHHO-TEIEKOMMYHUKALMOHHON ceTH «MHTepHeT»:
https://roszdravnadzor.gov.ru/

4.9. llepeno3upoBka

CuMnTOMBI

AUMKIOBUD JIMIIb YaCTUYHO aOCOPOMpYETCs B KETyJOYHO-KHIIEYHOM TpakTte. Kak mpasuiio,
IpU CIy4ailHOM OJHOKPAaTHOM IpHeMe alukiIoBupa B no3e 10 20 r Tokcuuyeckne 3(h(pexTsl He
ObuTH 3aperucTpupoBaHbl. [Ipy MOBTOPHBIX MpUEMax BHYTPb B TEUEHHE HECKOJIBKUX JTHEU 703,
NPEBBILAIONIMX PEKOMEHJOBAHHBIC, OTMEYAUCh HAPYIIEHUS CO CTOPOHBI JKEITyJIOYHO-
KHIICYHOTO TpakTa (TOIIHOTA, PBOTA) M HEPBHOW CHUCTeMBbl (TOJIOBHAs OOJIb M CIYTaHHOCTb
CO3HAHUA).

Wuorpa moryT HabIr0AaThCsl Takue HeBposorudeckue 3(pQexTrl, Kak CyIOpOoKHbIE MPUIIAIKH,
KOoMa.

Jleuenue

[TareHThl HYXJAIOTCS B TIIATEIFHOM MEIUIIMHCKOM HAOMIOACHUU C IIETbI0 BBISBICHUS
BO3MOJKHBIX CHUMIITOMOB HMHTOKCHKAIIMU. ALMKIOBUD BBIBOJAMTCS W3 OpPraHu3Ma C MOMOIIBIO

reMojuajimsa, mosToMy reMmoaualinid MOXET OBITH UCIOJIL30BaH B JICUCHUU NEpCAO3UPOBKH.
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5. DAPMAKOJIOTMYECKUE CBOVICTBA (NOCHEOCQBATENEHOCTE 0003]

COOTBETCTBYET ZKCNEPTHOMY OTYETY

5.1. ®apmakoanHaAMH4YeCKHe CBOHCTBA

dapmakoTepaneBTHUECKasi TpyMIa: IMPOTUBOBUPYCHBIE CPEICTBA CHUCTEMHOTO JeHCTBUS,
NPOTHUBOBUPYCHBIE CpEICTBA MPSMOTO JCHCTBUS, HYKJICO3UABI M HYKICOTHIBI, KpoMme
MHTUOUTOPOB 0OpATHOM TPAHCKPUIITA3HI.

Kox ATX: JOSABOL.

MexauusMm aeiictBus U dhapMakoauHaMudeckue dhdheKTh

AIWMKJIOBHp — 53TO CHHTETHYECKUH aHAJIOr IYPUHOBOIO HYKJIEO3W/Ia, KOTOpbIA oOnamaer
CIIOCOOHOCTBIO MHTHOHMPOBaTh IN VItr0 m iN VIVO BUpYCHI reprieca 4eNOBEKa, BKIOYAs BHPYC
npocroro repreca (BIII) 1-ro u 2-ro TUmoB, BUpYC BETPSHOM OCIIBI U OMOSICHIBAIOIIETO repreca
(Bapurieia-3octep Bupyc, Varicella zoster virus (B3B)), Bupyc Omureiina-bapp (9bB) wu
uromeranosupyc (LIMB). B kynbType KJI€TOK alMKIOBHp 00JamaeT HauOojee BBIPAKCHHOM
MIPOTUBOBUPYCHOM aKTUBHOCTHIO B OoTHomIeHHH BIII-1, manee B mopsinke yObIBaHUS aKTUBHOCTU
cnenyrot: BIIT-2, B3B, O5B u [IMB.

Hurubupyromiee neiicTBue anukioBrpa Ha Bupycel repreca (BIIT-1, BIII-2, B3B, 5B, [IMB)
MMeEeT BBICOKOM30HMpATENbHBIN XapakTep. AIMKIOBUP HE SBISETCA cyOcTparoM Uil pepMeHTa
TUMUIMHKUHA3bl HEMH(PULIMPOBAHHBIX KJIETOK, MO3TOMY allMKJIOBUP MAJOTOKCUYEH JJIS KIETOK
MJIEKONUTAOMUX. TUMHUIMHKMHA3a KIETOK, MHpuuupoBanHbX Bupycamu BIII, B3B, ObB u
I[IMB, mpeBpamaeT auuKIOBHP B alMKIOBHP MOHO(ocdar — aHamor HyKJI€O3uzaa, KOTOPBIHA
3aTeM IMOCJIEA0BATEeNLHO MpeBpamaercs B audocdar u tpudocdar noa AeHCTBHEM KICTOYHBIX
bepmenToB. Brmouenue anukioBupa Tpudocdara B nenouky supycnoit JJHK u nocnenyrommuit
OOpBIB 1IeTH OJOKUPYIOT JAajbHEUIIYI0 peruukanuio BupycHoi JJHK.

VY NanueHTOoB ¢ BBIPAKEHHBIM UMMYHOIC(PHIIUTOM JUIUTEIbHBIE WIH TOBTOPHBIE KYPCHI Tepanuu
AIIMKJIOBUPOM MOTYT MPHUBOJUTH K MOSBJICHUIO PE3UCTEHTHBIX IITAMMOB, TIOTOMY JAajbHENIIee
JIeYCHHE AIIUKIOBHPOM MOXKET ObITh HEI((HEKTUBHBIM. Y OOJBIIMHCTBA BBIJICIEHHBIX IITAMMOB
CO CHW)KGHHOW UYBCTBUTEIBHOCTBIO K AaIMKIOBHPY OTMEUYAJIOCh OTHOCHUTEIBHO HHU3KOE
coZiep)KaHuEe BUPYCHOW TUMUAMHKWHA3bl, HAPYIIEHHE CTPYKTYpPbl BUPYCHOH THMUIMHKHUHA3HI
nmu JIHK-nonumepassl. Bo3zaelicTBue ainukioBUpa Ha ILITaMMblI BUpYycCa IPOCTOro Treprieca
(BIII) in vitro Takke MOXXET MPUBOIUTH K OOpa30BAHUIO MEHEE YYBCTBUTEIBHBIX K HEMY
mraMMoB. He ycTaHOBieHa KOppeislus MEXIY YyBCTBUTEIBHOCTHIO IITAMMOB BHpYca
npocroro repreca (BIII') k aunkinoBupy in Vitro u kmuarYeckoi 3(pGeKTHBHOCTHIO Ipenapara.
5.2. ®apMaKOKHHETHYeCKHE CBONCTBA

AbcopOrust

AIMKIOBUD TOJIBKO YaCTUYHO abcopbupyetcs B kumeunuke. [locie mpuema 200 Mr anukioBupa

KaXple 4 yaca cpelHss MakCUMallbHash PaBHOBECHAs KOHLEHTpauus B miazmMe KpoBU (CSSmax)
9
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cocraimsuia 3,1 MxkM (0,7 mkr/mi), a cpemHsf paBHoggéH'aﬂ-l MR ATEHAA KOHUCHTPAIAA B

COOTBETCTBYET ZKCNEPTHOMY OTYETY

wiazme kpoBu (CSSmin) — 1,8 MkM (0,4 mkr/mn). Ilpu npueme BHyTph 400 Mr m 800 mr
arkiioBupa Kaxpie 4 yaca CSSmax cocraisuia 5,3 MkM (1,2 mxr/min) u 8 MM (1,8 mxr/mi)
COOTBETCTBEHHO, & CSSmin — 2,7 MkM (0,6 mkr/mi) u 4 MxM (0,9 MKIr/MJi1) COOTBETCTBEHHO.

Pacnpenenenue

KoHneHTpanust ankiIoBUpa B CIHHHOMO3TOBOM JKHUIKOCTH cocTaBisgeT npudimsutensHo 50 %
OT €ro KOHIICHTPAIIUHU B IJIa3Me KPOBH.

C Oenmkamu TUIa3Mbl KPOBU AalMKJIOBHDP CBSI3bIBacTCs B He3HauuTenbHOW cremeHu (9-33 %),
MIO3TOMY JICKApCTBEHHbIE B3aUMOJICHCTBUS BCIEACTBUE BBHITECHEHHS U3 YYaCTKOB CBSA3BIBAHUS C
OenKamMH 11a3Mbl KPOBU MaJIOBEPOSTHBI.

DJMMHUHAIS

VY B3pocCIBIX MOCIE MpHeMa alUKIOBUPAa BHYTPh MEPUOJ IOJYBBHIBEACHUS U3 IIa3Mbl KPOBH
cocTaBisieT okoJio 3 4. bosbiias yacTh mpenapara BHIBOJUTCSA MOYKAMHU B HEU3MEHEHHOM BUJIE.
[ToyeuHblii KIMPEHC AaIMKJIOBUpPA 3HAYUTEIBHO TPEBBIIIACT KIMPEHC KPEaTHHHHA, YTO
CBHJIETENICTBYET O BBIBEJCHUM AalMKIOBUpPA IOCPEACTBOM HE TOJIBKO KIyOOUKOBOM
¢GuIbTpaluy, HO U KaHAIBLIEBOW CEKPELUH.

9-kapOOKCHUMETOKCU-METWITYaHUH  SIBJSIETCS  OCHOBHBIM ~ METAaOOJIMTOM  allMKJIOBUpa U
coctaBisieT okosio 10—15 % 110361, BHIBOIUMOM C MOYOI.

[Ipu Ha3HayeHuu amuKIoBHUpa dYepe3 1 u mocine mpuema 1 1 mnpoOeHeuuaa MEPHOA
noiyBeiBerieHuss anukiaoBupa W AUC  (wromane mnoj  (apMakOKMHETHYECKOHW —KPHBOM
«KOHIICHTpAIUs — Bpems») yBennuuBaauch Ha 18 u 40 % cooTBETCTBEHHO.

IloyeyHas HETOCTATOYHOCTD

Y nauMeHTOB C XPOHUYECKOW ITOYEHYHOM HEIOCTAaTOYHOCTBIO MEPHOJ  IOJIYBBIBEICHHUS
aIKIOBHpa cocTaBistl B cpeaHem 19,5 4. [lpu mpoBeneHnn reMoamanu3a CpeIHUN MEPUOJT
MOJIYBBIBE/ICHUSI ALIMKJIOBHPA COCTaBIsUT O,/ 4. KoHIIEHTpalus alKiIoBUpa B IJIa3Me€ KPOBH BO
BpeMs TUalin3a CHUXKanach npuoiamsurenbHo Ha 60 %.

JInna mokujiaoro Bo3pacrta

VY MOXUIJIBIX MALMEHTOB OOLIUI KIMPEHC AIllMKJIOBHPA C BO3PACTOM CHMXKAETCS MapajlIeIbHO CO
CHIDKEHHEM KJIIMPEHCAa KPEaTHHWHA, OJHAKO IEPUOJ IOJYBBIBEIEHHUS AlMKIOBUPA U3MEHSAETCS
HE3HAYUTEIIBHO.

BUY-uadbunmpoBasHbIe HAlUEHTH

[Ipy OAHOBPEMEHHOM BBEJCHUU AalMKIOBUpa U 3ujgoBynuHa BUY-undunmpoBaHHBIM
narueHTaM  (papMaKOKMHETHYECKHE XapaKTEPUCTUKH OOOHMX MpEnaparoB MPAKTUYECKH HE

HU3MCHAIUCH.

10
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6.1. [lepeueHsb BcmoMorare/bHbIX BellleCTB

Marnus creapar

Tanpk

KpemHust TrHOKCHI KOJTOUIHBIHN (a3pocui)

KpocnoBunon

Hartpus kpaxmana rimkomusaT

Kpaxman kaprodenbHbIit

6.2. HecoBMecTHMOCTH

He npumennmo.

6.3. Cpok rogHocTH (CPOK XpaHeHusl)

S JIeT.

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NMPH XPAHEHU U

XpaHUTh B 3aIIUIIEHHOM OT CBETa MECTe, pu TeMneparype He Boimie 25 °C.

6.5. XapakTep U coaepxkaHue NePBUYHON YTAKOBKHU

ITo 10 TabneTok B KOHTYPHYIO SYEMKOBYIO YMAKOBKY W3 IJICHKH TOJIMBUHWIXJIOPUIHOW WU
(bonbru aNIOMUHUEBON TIEUYaTHON JTAKUPOBAHHOM.

1, 2, 3 KOHTYpHBIE SUYEHKOBBIC YIAKOBKH ¢ MHCTPYKIUEH MO MPUMEHEHHUIO MTOMEUIAI0T B MauKy
13 KapTOHA.

6.6. OcoOble Mepbl MNPeJIOCTOPOKHOCTH NPH  YHUYTOKEHHM HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0  Ipemapara WM  OTX0A0B, MOJYYEHHBIX [0CJe IPHUMEHeHHs
JIEKAPCTBEHHOT'0 Npenapara u Apyrue MAaHUIYJISIIUM C IPenapaTom

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanns

OO0 «bunnogpapm I'pynm»

Anpec: 115114, r. MockBa, BH. Tep. TI. MYHUUUNAIbHBIA OKpyr JlaHWIOBCKUH,
yin. KoxeBaudeckas, 1. 14, ctp. 5, stax 3, momemr. 17

Tenedon: +7 (495) 646-28-68

e-mail: info@binnopharmgroup.ru

7.1. IlpeacraBuTe/Ib A€pP:KaTe/Isl PErHCTPALUOHHOIO YA0CTOBEPEHUA

IIpereH3un norpedbUTesEil HAOPABIATH 10 AJIPECY:

Poccuiickas @enepanns

00O «bunnodapm I'pynn»
11
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Anpec: 115114, r. MockBa, BH. Tep. [L. Mvﬂgfz;nl &E%“kailfl':%[-gﬂyg;‘o%éknﬁ

yin. KoxeBaudeckas, 1. 14, ctp. 5, stax 3, momemr. 17
Tenedon: +7 (495) 646-28-68
e-mail: info@binnopharmgroup.ru

8. HOMEP PETUCTPAIIMOHHOT'O YJIOCTOBEPEHHUS
JITI-Ne(001375)-(PT-RU)

9. JIATA MEPBUYHOII PETMCTPAIIMU (MOATBEPKIEHUSI PETUCTPALINY,
MEPEPETMCTPALIMN)

Jara nepBoii peructpanuu: 02.11.2022

10. AATA HEPECMOTPA TEKCTA

OOmiass xapakTepucTUKa JiekapcTBeHHoro mpemnapara AnukiaoBup-AKOC poctynHa Ha
MHPOPMAIIMOHHOM TIOpTajie EBpa3uiicKkoro 3KOHOMHUYECKOTO COi03a B HH(POPMAIMOHHO-

KOMMYHHUKaIIMOHHO# cetn «HTepHeT» http://eec.eaeunion.org/.
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