MHCTPYKLMA
1O MEJMIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA

Unrapupun’

Perucrpaunonnsiii nomep: JICP-006330/08

Toprosoe HanmenoBanue: Murapupun”

MeskayHAPOIHOE HENATEHTOBAHHOE WJIH IPYNIMPOBOYHOe HAMMEHOBAHME: MMMUJA30JIMITaHAMHI NEHTaHIHOBOM
KHCIIOTBI

JlexapcTBenHast popma: Karcyisl

CocraB

OpHa Kancyna CoaepKuT:

Oeiicmeyloujee 6eujecmso: AIMAIA30TIITAHAMUT ICHTaHIHOBO KMCIIOTHI (BUTAarTyTaM) B iepecuerte Ha 100 % BemecTso -
30,00 mr mm 90,00 mr;

6cnomMozamenvHbie eujecmea: TAKTO3bl MOHOTHIPAT, KpaxMal KapTodeIbHbIi, KpeMHHS AHOKCH KOJLTOUIHBII (a9POCHIT),
MarHus cTeapar;

Kancynvl meepovle Jcenamunosbie:

ona 0o3uposku 30 me - Tutana auokeua E 171, kpacutens 6puinanToBslit uepusiit E 151, kpacurens cunuii nareHTOBaH-
sl E 131, kpacurens mynuossrii [[1onco 4 R] E 124, kpacutens a3opy6us E 122, xxenarus;

051 003uposku 90 me - Turana auokeun E 171, kpacurens myHuossiii [[Tonco 4 R] E 124, kpacutens azopy6uH E 122, kpacu-
TeJlb XUHOJIMHOBBIN skeIThIi E 104, xxenarTun;

cocmas wepHui 015 102omuna. esak, nponwieHrmkons E 1520, turana anoxenn E 171.

Onucanune

Kancysbr Ne 2 miir Ne 4 cunero ngera (s go3upoBku 30 mr), kancyast Ne 2 unu Ne 3 kpacHoro ngeta (a7 J03UPOBKU
90 mr). Ha kpblledke Karcysasl HAHECEH JIOTOTHII GelIoro 1BeTa B Buje Koiblia u OykBbl M BHyTpH Kombua. Comepxumoe
KarcyJ— rpaHyJibl ¥ MOPOLIOK OeJI0ro 1K MoYTH 6es1oro 1iBeTa; 10y cKaeTcst 00pa3oBaHHe KOHITIOMEPATOB, JIETKO pacchlIia-
FOIIUXC ITPH JICTKOM HaTaBIIMBAaHHU .

[oid P Tep THYECKas rpynna

IMporuBoBupycHOE cpencTBo. [IpoTHBOBOCIANMTEIBLHOE CPECTBO.

Kon ATX: [JOSAX].

DapmMaKoJI0rMyecKne CBoicTBa

dapmakoIHHAMUKA

IporuBoBMpYCHBII Npenapar. .

B JOKIMHHYECKHX U KIMHMYECKHX HMCCIENOBaHMAX MOKa3aHa 3(pPeKTHBHOCTb mpenapara HraBupuH' B OTHOLICHHH
Bupycos rpumnna tuna A (A(HIN1), B T.u. nangemunueckuit mramm A(HIN1)pdm09 («cBunoit»), A(H3N2), A(H5N1)) u
Tuna B, afeHoBupYyca, BUpyca Naparpurna, pecnuparopHO-CHHINTHATLHOTO BUPYCa; B JOKIMHIYECKHUX UCCIIETOBAHMAX:
KOPOHABUPYCa, METAITHEBMOBHPYCa, SHTEPOBHPYCOB, B TOM 4ncIie BUpyca Kokcaku 1 puHOBUpYCa.

UHraBupuH" CHIKAET BUPYCHYIO HATPY3KY, YCKOPSET SIMMUHALMIO BUPYCOB, COKPANIACT MPOJIOIKUTENBHOCTh GOIE3HN,
CHUJKAET PUCK PA3BUTHUS OCTOXKHEHUH.

MexaHn3m JeHCTBHS pean3yerTcsl Ha ypOBHE MH(UIMPOBAHHBIX KJIETOK 33 CUET aKTHBAIMH (HAKTOPOB BPOXJICHHOTO
HMMMYHHTETa, NOJABJIAEMbIX BUPYCHBIMH OekaMH. B skcriepMMeHTaIbHbIX MCCIIEI0BAHHAX, B YACTHOCTH, T10KAa3aHO, YTO
npenapar VIHraBupuH® TIOBBINIAET JKCIPECCHIO pelentopa uHTepdepoHa mepsoro Tuma IFNAR Ha moBepxHOCTH
SMUTEINATBHBIX 1 MIMMYHOKOMIICTCHTHBIX KJICTOK. YBEJIMUCHHE MIIOTHOCTH HHTEP(EPOHOBBIX PELENTOPOB MPHBOIUT K
HOBBIMICHUIO YyBCTBHTEILHOCTH KJICTOK K CHI'HAJIAM SHI0TeHHOro HHTepdepoHa. IIporecc conpoBoX1aeTcsl akTHBALHeH
(pocdopunuposanuem) Oenka-rpancmurrepa STAT1, nmepeparomiero curHaia B SApO KICTKH Ul MHIYKIMH CHHTE3a
MPOTHBOBHPYCHBIX TeHOB. Iloka3aHO, 4TO B YCIOBUAX MH(EKIMH Iperapar aKTHBHPYET CHHTE3 aHTHBHPYCHOTO
s dexToprOro Genka MxA (paHHH#H GakTOp NPOTUBOBUPYCHOTO OTBETA, HHTHOMPYIOINH BHY TPUKICTOYHBIH TPAaHCIIOPT
PpHOOHYKJICONPOTEHHOBBIX KOMIUIEKCOB Da3MyYHbIX BHPYCOB) U (ochopunuposanuoii Gpopmbl PKR, nomasistomieit
TPAHCIALMIO BUPYCHBIX OEIKOB, TAKHM 00pa30M 3aMeIJIsisl H OCTaHABIIHBAS IPOLIECC BUPYCHOH PEPOTYKINH.

HeifctBue npenapara VIHraBupun® 3aKiIouaeTcs B 3HAYMTENLHOM YMEHBLICHMH NPH3HAKOB LHMTONATHYECKOTO H
LUTOACCTPYKTUBHOIO JCHCTBUS BHPYCa, CHIDKCHMH KOIMYECTBa MHOHIUPOBAHHBIX KICTOK, OrPaHUYCHUU
IaTOJIOTUYECKOTO MPOLecca, HOPMAIH3aLHU COCTaBa U CTPYKTYPBI KJIETOK M MOP(OIornyeckoii KapTHHbI TKaHeil B 30He
MH]EKIMOHHOTO NIPOLecca, KaK Ha PAHHUX, TAK M Ha O3/THUX €T0 CTajIusAX.

IIpoTHBOBOCTIATUTENBHOE ACHCTBHE 00YCIIOBICHO HONABICHUEM IIPOIYKIMH KIIIOYEBBIX IPOBOCTIATHTEIBHBIX IINTOKHHOB
(dakropa Hexposa omyxonu (TNF-o), nurepaeiikunos (IL-1f u IL-6)), cCHUKeHHEM aKTUBHOCTH MUEJIOIEPOKCHIA3BI.

B 9KCIIEpHMEHTAIBHBIX HCCIENOBAHUAX MOKA3aHO, YTO COBMECTHOE HCIONB30BaHME mpemapara Murasnpun’ c
AHTHOMOTHKAMHM TIOBBIIIACT 3(MEKTHBHOCTh TEPallnK HAa MOJIENH OaKTEPHAIbHOIO CETICHCa, B TOM YHCIIE BBI3BAHHOTO
HMCHULMUINH-PE3UCTCHTHBIMHU IITAMMAMH CTa(HIOKOKKA.

IpoBeneHHbIE YKCIIEPHMEHTATbHbIE TOKCHKOIOTHYECKHE UCCIIEI0BAHUS CBUAETEIBCTBYIOT O HU3KOM YPOBHE TOKCUYHOCTH
1 BBICOKOM ITpodrie 6e3011acHOCTH Ipernapara.

Io mapameTpaM OCTpOii TOKCHYHOCTH Tipenapar VHraBupun" OTHOCHTCS K 4 KJIaccy TOKCHYHOCTH - «MalOTOKCHYHbIE
BemiecTBay (pu onpenenennu LD, B skcriepuMeHTax Mo 0CTpoii TOKCHYHOCTH JIETANIbHBIE 103bI IPENapaTa OnpeaeuTh He
YAQIIOCH).

Ipenapar He 061a1aeT MyTareHHBIMH, IMMYHOTOKCHYECKHMH, aJlIepru3HpyIOIIUMH U KaHLIEPOreHHBIMU CBOMCTBAMH, HE
OKa3BIBAET MeCTHOpa3ipaxaioniero jeifctsus. [Ipenapar VHrapupun’ He BIUAET HA PENPOMYKTHBHYIO (QyHKIHIO, HE
OKa3bIBAET SMOPHOTOKCHUYECKOTO M TEPATOTEHHOTO IEHCTBHS.

OTCyTCTBYeT BilMsiHME Nperiapara VHraBupyuH” Ha CHCTeMy KPOBETBOPEHHS IPH IIPHEME COOTBETCTBYOLIEH BO3PACTY JI03bI
PEKOMEHI0BAHHBIMHU CXEMOI M KypCOM.

DapMaKOKHHETHKA

BcachiBaHue u pacripe/ienieHn

B skcnepuMeHTe € HCIONB30BAHMEM PAJMOAKTHBHON METKH YCTAHOBJIGHO: Ipernapar ObICTPO MOCTYNaeT B KPOBb U3
JKEITyI0UHO-KUIIIEYHOTO TPAKTa, PACIpPEAEISACh 110 BHYTPEHHHM OpraHaM. MaKkCHMallbHble KOHLEHTPAlHd B KPOBH,
Ia3Me KPOBH M OOJBIIMHCTBE OPraHOB JOCTHTalTCs depe3 30 MUHYT mocie BBeJeHHs mpenapara. Bemmumaer AUC
(mwromane nox (apMakoKHHETHYECKOH KPHUBOI «KOHIIGHTPAIMs - BPeMs») IOYEeK, MEYCHH M JICTKMX HE3HaUYMTEeIbHO
npesbinator AUC kposu (43,77 mkru/r). Bennuunst AUC juis cene3eHKH, HaJAMOYeYHUKOB, TUM(MATHYECKUX Y3JI0B U
Tumyca Huke AUC kposu. MRT (cpennee Bpems yaepskaHus Ipenapata) B Kpou - 37,2 gaca.

ITpu KypcoBoM npueme npenapara olMH pa3 B CyTKH IPOUCXOMT €ro HaKOIJIEHHE BO BHYTPEHHMX OpraHax u Tkansx. ITpu
9TOM Ka4yeCTBEHHBIC XapPAKTEPUCTUKH (PapMAKOKMHETHYECKUX KPHMBBIX I10CJIE KaKJOrO BBEICHMS Iperapara
TOKIECTBEHHBI: OBICTPOE MOBBILIEHNE KOHIIEHTPALNH TIpenapara nocie kaxaoro BBeaeHus uepes 0,5-1 gac mocie npuema
1 3aTeM MEJICHHOE CHIDKCHHE K 24 acaM.

MetaGonusm.

IMpenapar He MeTabOIM3UPYETCs B OPraHU3Me U BBIBOIUTCS B HEU3MEHEHHOM BH/IE.

Brisenenue.

OCHOBHOI IIPOIIECC BBIBEICHUS IPOUCXOAUT B TeueHHe 24 yacos. 3a 3T0T neproj BeiBoauTest 80 % npuHsToii 103b1: 34,8 %
BBIBOJUTCS BO BpeMeHHOM HHTepBasie oT 0 10 5 yacoB u 45,2 % BO BpeMEHHOM UHTepBaiie oT 5 10 24 yacos. M3 uux 77 %
BBIBOJNTCS Uepe3 KUIICYHHK 1 23 % - yepes3 MOUKH.

Tloka3zanus k NPpHMEHEHHI0
Jleuenue u npodrtakTika rpurnma A 1 B 1 1pyrux ocTpbix pecupaTopHbIX BUPYCHBIX HHBEKIMI (aleHOBUPY CHAst HH(EK-
LM, TIApAT PHIIIL, PECIUPATOPHO-CHHIMTUAIbHAS MHOEKINS, PUHOBHPYCHAs HH(PEKLN) y B3pOCIIBIX U AeTel OT 3 JIeT.

IporHBoNOKA3AHMS

IMoBblilIeHHAs 1yBCTBUTEIBLHOCTD K ACHCTBYIOIIEMY BEILIECTBY HIIN JIIOOOMY APYroMy KOMIIOHEHTY Mpenapara.
Jle(puIHUT T1aKTa3bl, HEEPEHOCUMOCTB JIAKTO3bI, NTIOKO30-TaJaKTO3HAs MaIbabcopOLums.

BepemeHHOCTS.

IMepuoz rpyAHOro BCKapMIIMBAHUS.

Jletckuii Bo3pact 10 3 1eT.

IIpuMeHeHHe IPH 6epeMEHHOCTH U B IIEPHOJ TPYIHOI0 BCKAPMJIHBAHUS

IpumeneHue npernapara B0 BpeMsi 0epeMEHHOCTH HE H3y4aloCh.

l_[pl/lMeHCHI/IC npenapara BO BPEMs JIAKTAllMA HE H3y4alloCh, IMIO3TOMY TIpH HCO6XOIU/IMOCT]/I TIPUMEHCHUS MIpeTapara B
HePHOJI JIAKTAIUH CIIE/YeT IPEKPATHTh IPYAHOE BCKAPMIINBAHHE.

Cnoco0 npuMeHeHust ¥ 103b1

BHyTpb. He3zaBucumo ot nprema muim.

VY gereii or 3 10 6 JeT, KOTOPbI€ MCHLITHIBAIOT TPYIHOCTU C IPONIATBIBAHUEM KAIlCylbl, JOIYCKACTCS pa3BeieHHe
COZIEPKIMOTO KATICyIIbl B BOE M SIOJI0UHOM COKe. JIIst 5TOro HeoOX0AMMO aKKypaTHO OTKPBITh KaICy/Ty HaJl eMKOCTBIO C
HeOonpImM KoaudecTBoM (50-70 MuT) KHISYEHOH BOIBI MIIM SOJNOYHOrO COKA KOMHATHOM TEMIIepaTypsbl, BHICHIIATH
COJIEPXKMIMOE KariCyJibl B BOIy MJIM COK, TlepeMellaTh cMech B TedeHne 20 cekyHJI M BBIIUTH ee LelukoM. Jlomyckaercs
nobasnenne caxapa. CMech CIeyeT TOTOBUTh HEOCPEICTBEHHO Nepejl IPHEMOM; FOTOBAs CMECh XPAHEHHIO He IOUICHKHT.
Jnst iedeHnst M Tpo(HIAKTHKH TPUTIIA K OCTPBIX PECIIUPATOPHBIX BUPYCHBIX HH(EKIMIT B3pocibIM HazHavatoT 110 90 mr 1
pa3 B JIeHb, IeTsM 0T 7 j1eT - 1o 60 Mr 1 pa3 B ieHs, 1eTsM o1 3 10 6 j1eT - 110 30 Mr | pa3 B ieHb.

JUTUTenbHOCTD JIeYeHNS TPHIIIA U OCTPBIX PECHMPATOPHBIX BUPYCHBIX HH(EKIMI y B3pOCIIbIX U JieTel 0T 7 jieT - 5-7 nHeii (B
3aBUCUMOCTH OT TSDKECTH COCTOSIHUS). JITMTEIBHOCTD JICYESHHUSI TPUIIIA U OCTPBIX PECIUPATOPHBIX BUPYCHBIX HH(EKIMIT y
nereit or 3 1o 6 yer - 5 jqueii. [Ipuem npenapara HAYMHAIOT ¢ MOMEHTA TMOSIBIICHHS TIEPBBIX CUMIITOMOB 3a00JIeBaHus,
JKeJIaTeIbHO He Mo3/iHee 2 CyTOK OT Hauajia G0sIe3HH.

B3pocabiM M AeTAM NpH BBIPAXKEHHBIX CHMITOMAX, a TakkKe MPU HAIMYMH COMYTCTBYIOIMX 3aboneBaHmii (Oone3nu
JIBIXaTeIILHONH M CepJeYHO-COCYANCTOI CHCTEM, CaxapHbIil jJuaber, OXKUpPEHHE) CIeIyeT NMPHHUMATh JIBOWHYIO J03Y
rperapara B epBble TpH [Hs 3a00J1eBaHus, Jajiee IIPOJIOJLKUT IPUEM B OOBIYHON 103UPOBKE B TeueHHe 2-4 JTHEH.

JUtst IPOHIAKTUKY TPUINA M OCTPHIX PECIMPATOPHBIX BUPYCHBIX MH(EKIMIA IOCIE KOHTAKTa ¢ OOMbHBIMH JIHI[AMH
B3POCJIBIM U JICTSIM OT 7 JIET TIPenapaT Ha3HAYakoT B TCUCHHE 7 THEH, AeTSIM OT 3 710 6 JIeT - B TeYeHUE 5 AHEi.

Ecnu uepes 5 Oneil neuenus yiyuutenus e Hacnynaem uiu CUMRmMoMul yCyeyonsiomces, un noseisaomes. Hosvle CUMRIMOMb,
HEo6X00UMO NPOKOHCYIbMUPOSAMbCS ¢ 6payom. IIpumensiime npenapam mMoNbKO CO2NACHO MeM NOKA3AHUAM, MOMY
CHOCcoBy npuMenenus t 8 mex 003ax, KOMopble YKazauvl 6 UHCIPYKYUU.

IoGounoe neiicTene

Annepruueckue peakiuu (PeaKo).

Ecnu nobvie u3 ykazanuvix 6 uHCmpykyuu no6ounsix 2pdexmos ycyayonsiomes uiu Bol samemunu niobvle Opyaue nobounsie
appexmel, He ykasannwie 6 uHCmMpyKyuu, coobwume 06 2Mom 6pay.

Iepeno3nposka
O ciyuasx nepe1o3MpoBKHM npenapara IHraBUpHH - 10 HACTOAIIETO BPEMEHH He COO0IIAIoCh.

B3aumopeiicTBre ¢ APyrMMH JIEKAPCTBEHHBIMH CPeACTBAMHU
JlekapCTBeHHOE B3aMMOJieiicTBHE Npenapara IHraBupHH " He OIHCaHO.

Oco0ble ykazaHusi

He PEKOMEHYyCTCA OILHOBPCMCHHHﬁ TIpUEM APYTHUX NMPOTHBOBUPYCHBIX IIPENapaToB 6e3 HpCﬂBap"TCHLHOﬁ KOHCYJIbTallUH
Bpaua.

Coxpansiime uncmpyxyuio. Ona modicem nonadobumucs 61oss. Ecnu 'y Bac 6o3nukiau éonpocul, obpamumecs K 6payy.

Bausinue Ha cnocoOHOCTb YNPABJIATH TPAHCIOPTHBIMM CPeICTBAMH, MEXaHH3MAMH
He u3yuanocs, 01HaKo, y4UThIBas MEXaHU3M ACHCTBHSA U POGUIb HOOOYHBIX PEAKINii, MOXKHO MPEANOI0XKHUTh, YTO IIpera-
paT He OKa3bIBAeT BIMSAHHS HA CIOCOOHOCTb YIPABIISATh TPAHCIIOPTHBIMH CPEICTBAMH, MEXaHU3MaMH.

®opma BbINycKa

Kancyst 30 mru 90 mr.

TTo 7 v 10 Karicyn B KOHTYPHYIO SUSHKOBYIO yIIAKOBKY MJIM B KOHTYPHYIO SYCHKOBYIO YIIAKOBKY ¢ nepdoparmeii n3
UICHKU HOJIUBHHUIXJIOPUAHON U (OJIBIH aIOMUHHEBON MEYaTHOM JTaKHMPOBAHHOM.

1 wnm 2 KOHTYpHBIE YHakoBKH (11 103upoBkH 30 Mr), win 1 KOHTYpHy!0 ynakoBky (it go3upoBku 90 Mr) BMmecTe ¢
MHCTPYKIMEH IO IPHMEHEHHIO IIOMEIIAIOT B ITAUKY.

Yci10BUSI XpaHEHUS
B 3amuIeHHOM OT CBETa MeCTe NpH Temmeparype He Boime 25 °C.
XpaHuUTh B HEJOCTYITHOM JUIsl ICTEH MecTe.

CpoK rogHocTH
3 rona.
He npiMeHsTS 110 HCTEYEHHH CPOKA TOJHOCTH, YKa3aHHOTO Ha YIaKOBKE.

YcaoBus oTnycka
Ornyckator 6e3 perenTa.

IpoussoauTens/Opranu3anus, NPHHAMAIOIIAS MPETeH3UN MoTpeduTeeii:
AO «Banenra ®apm»

141101, Poccust, MockoBckast o6mnacts, I. lllenkoso, yia. dabpuunas, 1. 2.

Ten. +7 (495) 933 48 62,

takc +7 (495) 933 48 63.



