HUHCTPYKUUSA
10 MEIMIMHCKOMY TIPHMeHEeHHI0 JIeKAPCTBEHHOTo Npenapara
Hnraeupun’

Perncrpanuonnsiii Homep: JIIT—002968

Toprosoe HauMeHoBanue: Vnrapupun”

MexayHapoIHOE HENATEHTOBAHHOE WJIM TPYNINIUPOBOYHOE HAMMEHOBaHMe:

MMHUIA30IMIITAHAMU/T ICHTaHAUOBOM KHCIOTHI

JlexkapcTBeHHast (pOpMAa: KarCyIibl.

CocraB

Oj1Ha KaricyJsa Colep)KuT:

deticmgyrouyee eeujecmeo: UIMUAAZ0IWIITAHAMU/L ICHTAHJMOBOM KHCIOTHI (BUTANIyTaM) B epecyeTe Ha
100 % BemectBo - 60,00 mr;

6cnomozamerbHble geuyecmaa; TAKTO3bI MOHOTHJIPAT, Kpaxmall KapTo(eIbHBIN, KPEMHUS THOKCHT KOJUTOU/I-
HbIH (a3pOCHIT), MATHHS CTEapar;

Kancynvl meepovle HcelamuHosble:

tutana auokcun E 171, kpacutens sxenesa okcu xentsiil E 172, xenarus;

cocmae yepHuI 0 1020muna: Iesliak, nponuieHrukons E 1520, Tutana muokeun E 171.

Onucanne:

Karicyser xernroro 1iseta. Ha Kkpbiiieuke Karcyibl HAHECEH JIOTOTHIT GeJIoro MBeTa B BU/E Koblia u OyKBbI U
BHYTpH KoJiblia. COIePIKMMOE KarCyJl — IpaHyJIbl H TOPOIIOK OEJIOro HiIH OUTH OeJIOT0 1BETa; A0y CKaeTCs
00pa3oBaHUe KOHIJIOMEPATOB, JIETKO PACCHIIAIOIIUXCS IPU JIETKOM Ha/IaBIIUBAHHH.
®dapmakoTepaneBTHYecKkas rpynna: [IpotuBoBupycHoe cpencTBo. [IpoTBOBOCTIATUTEIBHOE CPENICTBO.
Kon ATX: [JOSAX].

@apMaKoI0rnyecKue CBoicTBa

dapMaKkoTHHAMHKA

IIpoTrBOBHpPYCHBI ITpenapar.

B JIOKIMHMYECKUX U KIMHUYECKUX MCCIENOBAHUAX MoKa3aHa SddeKkTuBHOCTL npenapara Uurasupun’ B
otHomeHun Bupycos rpummna tuna A (A(HIN1), B T.u. nangemunueckuii mramm A(HINI1)pdm09
(«cBuHOI»), A(H3N2), A(H5N1)) u tuna B, aneHoBupyca, BUpyca maparpuria, pecrnuparopHo-
CHHIUTHANBHOTO BHPYCA; B JOKIMHUYECKUX MCCIIEJOBAaHHAX: KOPOHABUpPYyCa, METAaIlHEBMOBHpYCa,
OHTCPOBHPYCOB, B TOM YHCIIC BHPYCa Koxkcaxu 1 ppHOBHpYCa.

Nurasupun” CHUKAET BUPYCHYIO HArpPy3Ky, yCKOpPAET JIMMUHAIMIO BUPYCOB, COKpAmaeT
IIPOJIOJKUTEIIBHOCTE OO0JIC3HH, CHIKACT PHCK PA3BUTHS OCIOKHCHUIA.

MexaHU3M AEHCTBUS peanusyeTcss Ha ypoBHE MH(HIUPOBAHHBIX KIETOK 3a CUET aKTHBALHU (haKTOPOB
BPOXKIECHHOTO MIMMYHHTETA, IIOABIIIeMBIX BUPYCHBIMU OeJIKaMH. B okcriepuMeHTalIbHBIX HCCIICIOBAHMSX,
B YAaCTHOCTH, [OKAa3aHO, YTO Mperapar VHraBUpHH MOBBIIACT SKCIPECCHIO PeLenTopa HHTep(epoHa
neporo tuna IFNAR Ha MOBEpXHOCTH SMUTENNATBHBIX U UMMYHOKOMIIETEHTHBIX KJIETOK. YBEIMYEHHE
IUIOTHOCTU HHTEP(EPOHOBLIX PELIENTOPOB IPHBOAUT K MOBBIIICHHIO UyBCTBUTEILHOCTH KJICTOK K CHTHATIaM
SHJOTeHHOrO HHTepdepoHa. IIpomecc compoBokmaercst akrtuBanueil (pocdopmaupoBanuem) Oenxa-
tpancmutrepa STAT1, nepenaromero CUrHai B siIPO KISTKH TSI MHAYKIMU CHHTE3a IPOTHBOBHPYCHBIX
reHoB. [Toka3aHo, 4To B ycloBHAX MHMEKIMH PEnapaT akTHBUPYET CHHTE3 aHTHBHPYCHOTO 3(()EKTOPHOTO
6enka MxA (paHHUit (pakTop NIPOTHMBOBUPYCHOTO OTBETA, MHIMOUPYIOMINIT BHY TPUKIETOUHBIH TPAHCIIOPT
PHOOHYKIICOIPOTEHHOBBIX KOMIUIEKCOB Pa3iIHYHBIX BHPYcOB) U (ocdopuauposannoir ¢popmsr PKR,
MOJIABIIAIONICH TPAHCIANMIO BUPYCHBIX OCJIKOB, TaKMM 00pa3oM 3aMe/Ulss M OCTaHABIHMBAs MPOIECC
BUPYCHOH pENnpoayKIHu. 7

HeiictBue npenapara MuHraBupus® 3akjio4aeTcs B 3HAYUTEIBHOM yMEHBUIEHUH NPHU3HAKOB
LIMTONATHYECKOTO M LUTOACCTPYKTUBHOTO JICHCTBHUS BUPYCA, CHIKCHHUM KOJHYECTBA MH(HIIMPOBAHHBIX
KJIETOK, OTPaHMYCHUH IIaTOJIOTHYECKOTO IIpolecca, HOPMAIHM3alMH COCTaBa H CTPYKTYpBl KIETOK U
MOP(OIOTHIeCKOH KapTHHBI TKaHeil B 30He NH(EKIOHHOTO MpoIiecca, Kak Ha paHHHX, TaK U Ha TIO3IHUX
€To CTa/IMsX.

[IporuBOBOCHIATUTENbHOE JelicTBHE OOYCIOBICHO IMOMABJICHHEM NPONYKIUU KIIOUEBBIX
HIPOBOCTIAIMTENBHBIX IINTOKMHOB ((pakTopa Hekposa omyxomu (TNF-o), unarepneiikunos (IL-1p u IL-6)),
CHIKEHHEM aKTHBHOCTH MUEJIONEPOKCU1a3bI.

B okcnepuMeHTanbHBIX HCCICNOBAHMIX TOKA3aHO, YTO COBMECTHOC HCIIOIB30BAHHE Mpenapara
VHraBupuH" ¢ aHTHOMOTUKAMH MOBBILIAET 3¢>d)e1<THBH00TL TEparuy Ha MOJIENIN OaKTePHATIBHOTO CETICHCa, B
TOM YHCJIe BEI3BAHHOTO HEHHUIHIINH-PE3UCTEHTHBIMHY ITaMMaMH CTa()IIIOKOKKA.

[IpoBeneHHbIE YKCIEPHMEHTATbHBIE TOKCHKOIOTHYECKHE MCCIEAOBAHUS CBHACTECIBLCTBYIOT O HH3KOM
YPOBHE TOKCHYHOCTH H BBICOKOM ITpO(IIIe Oe30I1aCHOCTH IIperapara.

[lo mapameTpaM OCTPOH TOKCHYHOCTH mpenapar WHraBupuH' OTHOCUTCS K 4 KJIAcCy TOKCUYHOCTH -
«MaioTokcu4Hble BemecTBa» (mpu ompeneneHnu LD, B dKCIepHMEHTaX IO OCTPOHl TOKCHYHOCTH
JIeTalIbHbIE 103bl ITPenapara OIpeIesIuTh He YAaI0Ch).

Ilpenapar He 001aaeT MyTareHHBIMI, IMMYHOTOKCHYECKHMH, aJUICPrH3HPYIOUHMU 1 KaHIEPOTeHHBIMH
CBOMCTBaMH, HE OKa3blBaeT MeCTHopasipaxatomiero neiictus. IIpemapar I/IHFaBle/IH HE BIUsET Ha
PEnponyKTUBHYIO (QYHKIIHIO, HE OKa3bIBAeT SMOPUOTOKCHIECKOTO H TePaTOreHHOTO ACHCTBHUSL.

OTCyTCTBYET BIHMSHHUE Npeniapata VIHraBupuH' Ha CHCTEMY KPOBETBOPEHNUS IIPU [IPUEME COOTBETCTBYIOIIEH
BO3PACTY JO3BI PEKOMEHI0BAHHEIMH CXEMOU U KypPCOM.

DapMaKOKHHETHKA

BcaceiBanme u pacipenencuue.

B sxcnepumenTe ¢ UCTIONB30BaHUEM PaJHOAKTUBHOI METKH YCTAHOBIICHO: IIPenapar ObICTPO HOCTYIAeT B
KPOBb U3 JKEIYIOYHO-KHUIIEYHOTO TPAKTa, PACHPEAe/LLACh II0 BHYTPEHHHM OpraHaM. MaKcHMalbHBIC
KOHILICHTPALMU B KPOBH, IIa3Me KPOBH U OOJIBIIMHCTBE OPraHOB JNOCTHTraioTcs depe3 30 MHHYT mociie
BBeneHus npenapara. Bemmunas AUC (tutomaas mojx hapMakoKHHETHIESCKOW KPUBOM «KOHLICHTPALHS —
BpEMSI») OUEK, NEYEHH U JIETKUX He3HauuTesIbHO rpeBbiatoT AUC kposu (43,77 Mkr.u/r). Bennunust AUC
UIS CETIE3CHKH, HaIIOYEYHUKOB, TuMpaTnueckux y3i10B u Tumyca Hmke AUC kpou. MRT (cpenHee Bpems
yAep:KaHUs IIpernapara) B KpoBu — 37,2 qaca.

ITpu KypcoBoM ImpueMe pernapara OAUH pa3 B CyTKH IPOUCXOAUT €r0 HAKOIUICHHE BO BHYTPEHHUX OpPraHax i
TKaHsaX. [Ipy 9TOM KayecTBEHHBIC XapaKTEPHCTUKH (PAPMAKOKHHETHUECKHX KPHBBIX IIOCIE KaKIOrO
BBEJICHUS NpenapaTa TOXKIECTBEHHBI: OBICTPOE MOBBIILIEHHE KOHLEHTPALMU Ipenapara Hocie KaXaoro
BBesieHus yepes 0,5-1 yac mociie npuemMa u 3aTeM MeJUICHHOE CHIDKeHHUE K 24 yacam.

MeTtabonusm.

ITpenapar He MeTabOIM3UPYETCsl B OPraHM3ME H BHIBOAUTCS B HEM3MEHEHHOM BHJIE.

Bhrisesienue.

OCHOBHOH TIpoliecC BBIBEJCHHs NMPOUCXOAUT B TeueHue 24 uacoB. 3a 3TOT nepuoj BbiBopurcs 80 %
NpUHATOHN 103b1: 34,8 % BBIBOAUTCS BO BpeMEHHOM uHTepBaie oT 0 10 5 yacoB u 45,2 % BO BpeMEHHOM
UHTepBae T 5 10 24 qacoB. 113 Hux 77 % BBIBOOUTCSA Yepe3 KUIIEYHUK U 23 % - uepe3 MOUKH.

IMoxa3zanusi K NPHMEeHEHUIO

Jleuenne rpunma A u B m Opyrux OCTPBIX PECHUPATOPHBIX BHPYCHBIX HH(EKIHIl (aZeHOBHpPYCHAs
nHGEKIYs, Taparpuil, peclnupaTopHO-CHHIUTHAIIbHAST HHPEKIHs, PUHOBUPYCHAsT HHEKIMS) Y IeTel OT
7 no 17 ner.

[Ipodunakruka rpunmna A u B i Ipyrux oCTPhIX peCUPaTOPHBIX BUPYCHBIX HH(EKIHUil y aeteil ot 7 10
17 ner.

IIpoTruBonoka3aHus

IloBBIIEHHAs YyBCTBUTEIBHOCTH K AKTHBHOMY BEILECTBY HJIM JIIOOOMY JIpYroMy KOMIIOHEHTY Ipenapara.
Jleuuut gaKTassl, HEIMEPEHOCUMOCTh JIAKTO3bI, NIFOK030-TaJIaKTO3HAast MajlbaOCopOLHsL.

BepemennocTs.

Tleprox rpyHOTr0 BCKapMIINBaHHUSL.

Jlerckuii Bo3pact 10 7 JIeT.

[annas nexapcTBeHHas GopMma He MpeJHa3HAYeHa sl MPUMEeHeHus y L 18 jeT u crapiue (Heo0Xoaumo
IpHMEHEHHE JIEKapCTBEHHBIX (OopM, 00€CIeunBaOIIX BO3MOKHOCTh IIpHeMa Ipenapara MHraBupna® B
no3e 90 mr).

TIpnMeHeHne TPy GepeMEeHHOCTH H B IEPHO/ TPYHOTO BCKAPMJIMBAHUS

IIpumenenue npernapara Bo BpeMsi 66pEeMEHHOCTH HE H3y4aliocCh.

IIpumenenue npenapara BO BpeMs JTAKTALMH HE H3y4alIOCh, II0ITOMY IIPH HEOOXOMMOCTH IPUMEHCHHS
nperapara B epruo/l JIAKTaLUH CIISAYEeT IPEKPATHTh IPYAHOE BCKapMIIUBAHHE.

Cnocod npuMeHeHus1 ¥ 10351

BuyTtpb. HezaBucumo ot npuema numu.

J171st IedeHust TPUIIIA U OCTPBIX PECIMPATOPHBIX BUPYCHBIX HH(EKuii AeTsM oT 7 1o 17 et Ha3HAYaroT 110
1 karicyne (60 mr) 1 pa3 B geHb. JJUTeIbHOCTD J1edeHus S5-7 JHeH (B 3aBUCHMOCTH OT TSHKECTH COCTOSIHUS).
[prem mpemnapara HAYWHAIOT ¢ MOMEHTA TMOSIBICHHUS MEPBBIX CHMIITOMOB 3a00JI€BAHIS, KEIATEILHO HE
o3/IHee 2 CYTOK OT Hayasia O0JIe3HN.

[Ipu BBIpAXKEHHBIX CHMIITOMAx, a Tak)Ke MPH HAIWYUU COMyTCTBYIOMHUX 3aboneBanuil (Oome3Hu
JIBIXaTEeIbHOM M CEpACYHO-COCYANCTON CHCTEM, CaxapHblii auaber, OXHUPEHHE) CleIyeT MPUHUMATh
JBOMHYIO /103y Iperapara B IEpBble TPU AHs 3a00JeBaHus, Aanee MPOAODKUTH MPHEM B OOBIYHOI
JI03UPOBKE B TeUCHHE 2-4 THEH.

J1i1s npo(UIIaKTUKY TPUTINA U OCTPBIX PECITUPATOPHBIX BUPYCHBIX HH(EKIHI [10CIIe KOHTAKTa ¢ O0JIBbHBIMU
JULaMH 1eTsaM ot 7 o 17 et HazHavarot no 1 kancyse (60 mr) 1 pa3 B AeHb, B Te4eHHUE 7 THEH.

Ecnu uepesz 5 Oneil nevenus ynyumenus ne HACmynaem i CUMnmomsl YCy2yonsiomest, unu nosensiomest
HOGbIE CUMAIMOMbL, HEOOX0OUMO NPOKOHCYILIMUPOBAMbCs ¢ epauom. Ilpumensiime npenapam monvko
€02NACHO MeM NOKA3AHUAM, MOMY CNOCODY NPUMEHEHU U 6 eX 003aX, KOMOpble YKA3AaHbL 6 UHCIMPYKYUL.

IMo6ouHoe neiicTBHE
Annepruyeckue peakiuu (Peaxo).

Ilepeno3upopka
O cityyasix nepejo3upoBkH rpenapara MHraBupuH® 10 HaCTOSIIET0 BPEMEHH He COOOIIAIOCh.

B3aumopeiicTBHe ¢ IPYrHMH JIeKAPCTBEHHBIMH CPeICTBAMH
JlekapcTBeHHOE B3auMozelicTBHe npenapara iHraBupuH® He onucaHo.

Oco0ble yka3zaHus

He pexomenyeTcst 0lHOBpEMEHHBIH IIpUEM APYTHX IPOTUBOBUPYCHBIX IIPENapaToB 6e3 mpeBapuTeaIbHOMI
KOHCYITbTAIIUH Bpaya.

Coxpansiime uncmpykyuro. Ona modxcem nonadobumscs 61ogs. Eciu 'y Bac 6o3nuknu éonpocei,
obpamumecs K 6payy.

BuinsiHHe Ha CIOCOOHOCTD YNIPABJIATH TPAHCIOPTHLIMH CPEICTBAMH, MeXaHH3MAMH

He m3y4anocs, oqHaKo, yIUTHIBas MEXaHU3M JEHCTBHS U IPO(UIIL ITOOOYHBIX PEaKIUi, MOXHO IIPEIION0-
JKMTb, YTO HpENapaT He OKa3bIBAaeT BIMSHUS HA CIIOCOOHOCTH YHPABIATH TPAHCHOPTHBIMU CPEICTBAMH,
MEXaHU3MaMH.

®opma BbINyCKa

Kancynbl 60 mr.

1o 7 unu 10 xamncy:n B KOHTYPHYIO STYEHKOBYIO YIAKOBKY HIIH B KOHTYPHYIO SIMEHKOBYIO YIIAKOBKY ¢ epdopa-
LYel U3 TUICHKH MTOJTMBUHWIXIIOPUIHOM U )OJIBIH AIFOMUHHEBOM IT€YaTHOM JIAKUPOBAHHOM.

OJHy KOHTYpHYIO YIAaKOBKY BMECTE C HHCTPYKI[HEil 10 IPIMEHEHHIO TOMEIAIOT B [TaUKYy.

Yc0Busi XpaHeHUst
B 3amuieHHOM OT cBeTa MecTe pu Temieparype He Bbie 25 °C.
XpaHUTH B HEOCTYITHOM IJIs IeTel MecTe.

CpoK rogHocTn
3rona.
He npuMeHs T 10 HCTEYeHUH CPOKA TOHOCTH, yKa3aHHOTO Ha yIIaKOBKE.

YciioBusi oTmycka
Ormyckarot 6e3 perenra.

IpouspoauTens/Opranuszanus, (pUHEMAIOLIAs IPeTeH3HH NOTPeduTe/Ieii:
AO «Banenra ®apm»

141101, Poccusi, MockoBckas 061acts, . LlenkoBo, yi1. @adbpuunas, 1. 2.

Ten. +7(495) 933 48 62, paxc +7 (495) 933 48 63.



