HHCTPYKIUSA
10 MEIMIMHCKOMY TIPHMeHEeHHI0 JIeKAPCTBeHHOTo Npenapara
Hnrapupun’

Perncrpannonnsiii nomep: JIIT—002968

ToproBoe HauMeHoOBaHue: HraBUpUH

MexayHapoIHOE HENATEHTOBAHHOE WJIM IPYNINIUPOBOYHOE HAMMEHOBaHMe:

HMMU/Ia30JUIIITAHAMHET TICHTAHIHOBOM KUCIIOThI

JlexkapcTBeHHast (pOpMAa: KarCyIbl.

CocraB

Oj1Ha KaricyJsa Colep)KuT:

deticmgyrouyee eeujecmeo: UIMUAA30IWIITAHAMU/L ICHTAHJMOBOM KUCIIOTHI (BUTANIyTaM) B IepecyeTe Ha
100 % BemectBo - 60,00 mr;

6cnomozameribHble geuyecmaa; TAKTO3bl MOHOTHJIPAT, Kpaxmall KapTo(eIbHBIN, KPEMHHS THOKCHT KOJUTOU/I-
HbIH (a3pOCHIT), MArHHSA CTEapar;

Kancynol meepovie HenamuHosule:

tutana auokeun E 171, kpacutens sxenesa okcu xentsiit E 172, xenarus;

cocmae yepHuI 0 1020muna: eJliak, nponuieHrukonb E 1520, Tutana nuokeun E 171.

Onucanne:

Karicyser xernroro 1isera. Ha Kpbiiieuke Karncyibl HAHECESH JIOTOTHIT GeJIoro mBeTa B BU/IE Koblia u OyKkBbI U
BHYTpH KoJiblia. COIEPIKMMOE KarCyJl — IpaHyJIbl H TOPOLIOK OEJIOro HiIH OYTH OEJIOTO0 1IBETa; A0y CKaeTCs
00pa3oBaHUe KOHIJIOMEPATOB, JIETKO PACCHIIAIOIIMXCS IPU JIETKOM Ha/IaBIIUBAHUH.
®dapmakoTepaneBTHYecKkas rpynna: [IpotuBoBupycHoe cpencTBo. [IpoTHBOBOCTIATUTEIBHOE CPENICTBO.
Kox ATX: [JOSAX].

dapMakoI0ruyecKue CBoicTBa

DapMaKkoIHHAMHKA

IIporuBOBHpPYCHBI ITpenapar.

B JOKIMHMYECKUX U KIMHUYECKUX MCCIENOBAHUAX MoKa3aHa SddeKTuBHOCTL npenapara Uurasupun’ B
otHomeHuy Bupycos rpummna tuna A (A(HIN1), B T.u. nangemunueckuii mramm A(HINI1)pdm09
(«cBuHOI»), A(H3N2), A(H5N1)) u tuna B, aneHoBupyca, BHpyca Iaparpuiina, pecrnuparopHo-
CHHIUTHAIBHOTO BHPYCA; B JOKIMHUYECKUX MCCIIEJOBaHHAX: KOPOHABUpPYyCa, METAaIlHEBMOBHpYCA,
SHTEPOBHPYCOB, B TOM UHCIIe BHpyca Kokcaku 1 puHOBHpYCa.

Nurasupun” CHUXAET BUPYCHYIO HArpy3Ky, yCKOpPSAeT JIMMUHAIMIO BUPYCOB, COKpAmaeT
IPOJIOJKUTEIIBHOCTE O0JIC3HH, CHIDKACT PHCK PA3BUTHS OCIOKHCHUI.

MexaHU3M AEHCTBUS peanusyeTcss Ha ypoBHE MHOHIMPOBAHHBIX KIETOK 3a CUET aKTHBALHU (haKTOPOB
BPOXKIEHHOTO MMMYHHTETA, IOJIABIIIeMBIX BUPYCHBIMHU OeJIKaMH. B okcriepuMeHTalIbHBIX HCCIICOBAHMSX,
B YAaCTHOCTH, [OKAa3aHO, YTO Mpenapar VIHraBUpUH MOBBIIACT SKCIPECCHIO PeLenTopa HHTepdepoHa
nepsoro tuna IFNAR Ha MOBEpXHOCTH 3MUTENUATBHBIX U UMMYHOKOMIIETEHTHBIX KJIETOK. YBEIHYEHHE
IUIOTHOCTHU UHTEP()EPOHOBEIX PELIENITOPOB IPHBOAUT K MOBBIIIEHHIO UyBCTBUTEILHOCTH KJICTOK K CHTHATIaM
SHJIOTeHHOrO HHTepdepoHa. IIpomecc compoBokmaercst akruBanueil (pocdopuauposanuem) Oenxa-
tpancmutrepa STAT1, nepenaromero CUrHai B siIPO KISTKH TSI HHAYKIMA CHHTE3a IPOTHBOBHPYCHBIX
reHoB. [Toka3aHo, 4To B yCIOBHAX HH(EKIUHU PEHapaT aKTUBUPYET CUHTE3 aHTUBUPYCHOTO 3()(EeKTOPHOTO
Oenka MxA (paHHUi (pakTOp IPOTHMBOBUPYCHOTO OTBETA, MHIMOUPYIOMINIT BHY TPUKIETOYHBIH TPAHCIIOPT
PHOOHYKIICOIPOTEHHOBBIX KOMIUICKCOB Pa3iIHYHBIX BHPYCOB) U (ocdopunuposannoir ¢popmsr PKR,
TOJIABIIAIONICH TPAHCIAMIO BHPYCHBIX OEJIKOB, TaKMM 00pa3oM 3aMeUlss M OCTaHABIHMBas MPOIECC
BUPYCHOH penpoayKIHu. 7

Heiicteue npenapara MHraBupus® 3akjio4aeTcs B 3HAYMTEIbHOM yMEHBUIEHUH TPHU3HAKOB
LIMTONATHYECKOTO M LUTOACCTPYKTUBHOTO JICHCTBHUSA BUPYCa, CHIKCHHUM KOJHYECTBA MH(HIIMPOBAHHBIX
KJIETOK, OTPaHMYCHHUH IIaTOJIOTHYECKOTO Ipolecca, HOPMAIHM3alMU COCTaBa H CTPYKTYpHl KIETOK U
MOPGOIOTHIEeCKOH KapTHHBI TKaHeil B 30He NH(EKIOHHOTO MPOIiecca, Kak Ha paHHHX, TaK U Ha TTO3IHUX
€T0 CTa/IMsAX.

IIporuBOBOCHIATUTENbHOE JelicTBHE OOYCIOBICHO NOMABJICHHEM NPONYKIHH KIIOYEBBIX
IIPOBOCTIAIUTENBHBIX IINTOKMHOB ((pakTopa Hekposa omyxomu (TNF-o), unarepneiikunos (IL-1p u IL-6)),
CHIDKEHHEM aKTHBHOCTH MUEJIONEPOKCU1a3bL.

B skcnepuMeHTaNbHBIX HCCIIEAOBAaHUSAX IOKA3aHO, YTO COBMECTHOE MCIOJIb30BaHME Ipemnapara
WuraBupus” ¢ aHTHOMOTHKAMHM HOBBIIAET 3)()EKTMBHOCTH TEPAITHH Ha MOJIENH OAKTEPHAIBLHOTO CETCHCa, B
TOM YHCJI€ BEI3BAHHOTO HEHHUIHIIINH-PE3UCTEHTHBIMHY IITaMMaMH CTa()IIIOKOKKA.

[IpoBeneHHbIE YKCIEPHMEHTATbHBIC TOKCHKOIOTHYECKHE HCCIEAOBAHUS CBHACTEIBCTBYIOT O HH3KOM
YPOBHE TOKCHYHOCTH H BEICOKOM ITpo(IIe Oe30I1aCHOCTH IIperapara.

[To mapameTpaM OCTpOH TOKCHYHOCTH mpenapar WHraBupuH' OTHOCUTCS K 4 KJIacCy TOKCUYHOCTH -
«MaioTokcu4Hble BemecTBa» (mpu ompeneneHnu LD, B dKCIepHMEHTaX IO OCTPOH TOKCHYHOCTH
JIeTaJlbHbIE 103bl ITPenapara OlpeIesIuTh He YAaIoCh).

IIpenapar He 001a1aeT MyTareHHBIMH, UMMYHOTOKCHYECKUMH, aJlIEPTH3UPYIOIMMHU U KaHIIEPOTCHHBIMU
CBOHCTBaMM, He OKa3bIBAET MeCTHOpa3lpaxkaromero neictpus. [penapar Murapupun” He BiuseT Ha
PEnpOnyKTUBHYIO QYHKIIHIO, HE OKa3bIBA€T YMOPUOTOKCHIECKOTO H TePaTOreHHOTO ACHCTBUSL.

OTCyTCTBYET BIUSHUE Npenapata VIHraBupuH Ha CHCTEMY KPOBETBOPEHUS IIPU [IPHEME COOTBETCTBYIOLIEH
BO3PACTY JO3BI PEKOMEHI0BAHHEIMH CXEMOU U KypPCOM.

DapMaKOKHHETHKA

BcaceiBanme u pacipeneneuue.

B sxcnepumenTe ¢ uCTonb30BaHUEM PaJHOAKTUBHOI METKH YCTAHOBIICHO: IIPenapar ObICTPO NOCTYHAeT B
KpPOBb U3 JKEIYJOYHO-KHUIICYHOTO TPAKTa, PACHpPEAe/LACh IO BHYTPEHHHM OpraHaM. MakcHMalbHbIE
KOHLIEHTPALIMU B KPOBH, IIa3Me KPOBH U OOJIBIIMHCTBE OPraHOB JNOCTHTaioTcs depe3 30 MHUHYT Iociie
BBeneHus npenapara. Bemmunas AUC (twtomans mox hapMakOKHHETHIESCKOW KPUBOH «KOHLICHTPALHS —
BpEMSI») OUEK, HEYEHH M JIETKUX He3HauuTesIbHO npeBbiatoT AUC kpou (43,77 Mkr.u/r). Bennunust AUC
IUIS CETIE3CHKH, HaIIIOYEYHUKOB, TuMpaTnueckux y3i10B u Tumyca Hmke AUC kposu. MRT (cpentHee Bpems
yAep>KaHUs IIpernapara) B KpoBu — 37,2 gaca.

ITpu KypcoBoM ImpreMe Iperapara OAUH pa3 B CyTKH IPOUCXOAUT €r0 HAKOIUICHUE BO BHYTPEHHUX OpPraHax i
TKaHsaX. [Ipy 9TOM KayecTBEHHBIC XapaKTEPHCTUKH (PAPMAKOKHHETHUECKHX KPHBBIX IIOCIE KaXKIOrO
BBEJICHUS NpenapaTa TOXKIECTBEHHBI: OBICTPOE MOBBIILIEHHE KOHLEHTPALMU Ipenapara Hocie KaXaoro
BBeneHus yepes 0,5-1 yac mocie npueMa u 3aTeM MeJICHHOE CHIDKeHUE K 24 yacam.

MeTtabonusm.

ITpenapar He MeTa0OIM3UPYETCs] B OPraHU3ME H BHIBOJUTCS B HEM3MEHEHHOM BHJIE.

Bhrisesienue.

OCHOBHOI TpoliecC BBIBEJCHHS MPOUCXOAUT B TeueHue 24 uacoB. 3a 3TOT nepuoj BbiBopurcs 80 %
npHHATOH 103b1: 34,8 % BBIBOAUTCS BO BpeMEeHHOM HHTepBaie oT 0 10 5 yacoB u 45,2 % BO BpeMEHHOM
UHTepBae 0T 5 10 24 qacoB. 113 Hux 77 % BBIBOOUTCSA Yepe3 KUIIEYHUK U 23 % - uepe3 MOUKH.

IToxa3zanusi K NPHMEHEHUI0

Jleuenne rpunma A U B m Ipyrux OCTPBIX PeCHUPATOPHBIX BHPYCHBIX HH(EKIHIl (ageHOBHpPYCHAs
nHGEKIYs, Taparpuill, peclnupaTopHO-CHHIUTHAIIbHAS HHPEKIHS, PUHOBUPYCHAsT HHEKIMs) Y IeTel OT
7 no 17 ner.

Ipodunakruka rpunmna A u B u Ipyrux ocTphIX pecUpaTOpPHBIX BUPYCHBIX HH(EKIHil y aeTeil ot 7 10
17 ner.

IIpoTruBonoKka3aHus

IoBbIIEHHAs YyBCTBUTEIBHOCTh K AKTHBHOMY BEILECTBY HJIM JIIOOOMY JIpYroMy KOMIIOHEHTY IIpenapara.
Jle(uuut gaKrassl, HEIMEPEHOCUMOCTB JIAKTO3bI, NIFOK030-TaJIaKTO3HAasl Maj1baOCoPOLHSL.

BepemennocTs.

Tleprox rpyHOTr0 BCKapMIINBAHHUSL.

Jlerckuii Bo3pact 10 7 JIeT.

[annas nexapcTBeHHas GopMa He MmpeJHa3HAYeHa sl MPUMEeHeHus y L 18 jeT u crapiue (Heo0Xoaumo
IpHMEHEHHE JIEKapCTBEHHBIX (opM, 00€CIeunBaOIUX BO3MOKHOCTh IIpHeMa Ipenapara MHraBupna® B
no3e 90 mr).

TIpnmeHeHne Ipu GepeMEeHHOCTH U B IEPHO/ TPYHOTO BCKAPMJIMBAHUS

IIpumenenne npemnapara Bo BpeMsi 66peMEHHOCTH HE H3Y4aliocCh.

IIpumenenue npenapara BO BpeMs JTaKTaLMH HE H3y4alIOCh, I0ITOMY IIPH HEOOXOMMOCTH IPUMEHCHHS
nperapara B Iepruo/l JIAKTALMH CIISYeT IIPEKPATHTh IPYAHOE BCKapMIIBAHHE.

Cnocod npuMeHeHus1 ¥ 10351

BuyTtpb. HezaBucumo ot npuema numu.

J171st edeHust TPHIIIA U OCTPBIX PECIMPATOPHBIX BUPYCHBIX HH(EKuii AeTsM oT 7 1o 17 et Ha3HaYaroT 10
1 karicyne (60 mr) 1 pa3 B geHb. JJmUTeIbHOCTD JIedeHus S5-7 JHeH (B 3aBUCHMOCTH OT TSHKECTH COCTOSIHUS).
Ilpuem mpenapara HaYMHAIOT ¢ MOMEHTA TOSIBIICHHUS IEPBBIX CHMIITOMOB 3a00JIE€BAHMS, KEIATSILHO HE
No3/Hee 2 CYTOK OT Hayasia O0JIe3HN.

TIpu BBIp@KCHHBIX CHUMIITOMaX, a TaKXe NPHU HAJIWYMHM CONYTCTBYIOLIMX 3a0osneBaHuil (Oone3HH
JIBIXaTeIbHON M CEpACYHO-COCYANCTOM CHCTEM, CaxapHblii auabeT, OXKHUPEHHE) CliedyeT MPUHUMATh
JIBOMHYIO /103y Iperapara B IEpBble TPU AHs 3a00NeBaHMs, Aanee MPOAODKUTH MPUEM B OOBIYHOI
JIO3UPOBKE B TeUCHHE 2-4 THEH.

Jlnst mpohHITaKTHKY TPHIIIA H OCTPBIX PECIUPATOPHBIX BUPYCHBIX HH(EKIHH TOCTIe KOHTAKTa ¢ OOTbHBIMU
JHLAMH 1eTsaM ot 7 1o 17 net HazHavarot no 1 kancyie (60 mr) 1 pa3 B AeHb, B Te4eHHUE 7 THEH.

Ecnu uepesz 5 Oneil neuenus ynyumenus ne HACMynaem uiu CUMnImMoMsl YCy2yOnsiiomest, unu nosensiomest
HOGbIE CUMRIMOMbL, HEOOXOOUMO NPOKOHCYIbIMUPOBAMbCs ¢ epauoM. Ilpumensiime npenapam monvko
€02NacHO memM NOKA3aHUAM, MOMY CNOCODY NPUMEHEHU U 6 eX 003aX, KOMOpble YKA3aHbl 6 UHCIMPYKYUU.

IMoGouHoe neiicTBHE
Annepruueckue peakiuu (peaxo).

Ilepeno3uporka
O ciy4asix nepero3upoBKH npenapara MHraBupuH® 10 HACTOAIIETO BpEMEHH HE COOOIIAN0Ch.

B3anmoneiicTBue ¢ APYrHMH J1eKAPCTBEHHBIMH CPeACTBAMH
JlekapcTBeHHOE B3auMozeiicTBIE npenapara ViHraBupuH® He onmucaHo.

Oco0ble ykazaHus

He pexoMenyeTcst OHOBPEMEHHBIH IIPUEM JPYTHX HPOTHBOBUPYCHBIX PENapaToB Oe3 nmpeaBapuTeIbHON
KOHCYJIbTAIIUK Bpaya.

Coxpansiime uncmpykyuto. Ona Modcem noHadobumscs 6Hogsb. Ecnu y Bac 603Huku 60npocel, oopamu-
mecs K 6payy.

BuinsiHHe Ha CIOCOOHOCTD YNPABJIATH TPAHCIOPTHLIMH CPEICTBAMH, MeXaHH3MAMH

He m3y4anoce, oqHaKo, yIUTHIBas MEXaHU3M JEHCTBHS U IPO(UIIH ITOOOYHBIX PEAKLUi, MOXHO IIPEIIONo-
JKMTb, YTO HpENapaT He OKa3bIBAaeT BIMSHUS HA CIOCOOHOCTH YHPABIATH TPAHCHOPTHBIMU CPEICTBAMH,
MEXaHU3MaMH.

®opma BbINyCKa

Kancynbl 60 mr.

1o 7 unu 10 xamncy: B KOHTYPHYIO STYEHKOBYIO YIAKOBKY HIIH B KOHTYPHYIO SIMEHKOBYIO YIIAKOBKY ¢ mepdopa-
LYel U3 TUICHKH MTOJTMBUHWIXIIOPUIHOM U hOJIBIH aIFOMUHHEBOM I€YaTHOM JIAKUPOBAHHOM.

OJHy KOHTYpHYIO YIAaKOBKY BMECTE C HHCTPYKIHeil II0 IPIMEHEHHIO TOMEIAIOT B [TaUKYy.

Yc0Busi XpaHeHUst
B opuruHanbHOU ynakoBke (B mauke) mpu Temmeparype He Boie 25 °C.
XpaHUTH B HEOCTYITHOM IJIs IeTel MecTe.

CpoK rogHocTn
3rona.
He npuMeHsITh 110 HCTEYEHNH CPOKA TOAHOCTH, YKa3aHHOTO Ha YITaKOBKE.

YciioBusi oTmycka
Otmyckaror 6e3 perenTa.

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

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

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