MUHHUCTEPCTBO 3JIPABOOXPAHEHU S POCCUMCKOM ®EJIEPALINU

NMHCTPYKIUA
1O MEJMLIMHCKOMY TTPUMEHEHUNIO JIEKAPCTBEHHOI'O ITPEITAPATA

ATepukceH

PerncrpanuoHHblii HOMep:

Toprosoe HaumeHoBaHue: ATEpUKCEH

MeskayHapoaHOe HETATEHTOBAHHOE MJIH I'PYNIIHPOBOYHOE HAMMEHOBAHHEe: HE IIPUCBOCHO
JlekapcTBeHHas ¢opma: TabieTKU

Cocras
1 TabieTKa COEPIKUT:
Oelicmsyouee eeuecmeo: 1-[2-(1-MeTtunumuaa3oi-4-wmi)-3THi JIepruapoasuH-2,6-1uoH

(XC221Gl) — 100 wmr;

ecnomozamenvHvle Gewjecmea. JaKTo3a (JIAKTONpecc), KapOOKCUMETHIIKpaxMmall HaTpHsl, TaJbK,
Marausi creapar.

Onucanme: Kpyrible INIOCKOLMIMHAPUYECKHUE Ta0IEeTKU Oes1oro nin noyT 0esioro nsera ¢ hackoi
C JIByX CTOPOH U PHUCKOH ¢ OJHOI cTOopoHbI. [lomyckaeTcss Haauuue BKpaIUIeHUH 0ojiee TEMHOTro
1[BETA.

dapmakoTepaneBTHYECKasi TPyNNa

[TpoTHBOBUPYCHBIC CPEACTBA CHCTEMHOTO ICHCTBHS; MPOTUBOBUPYCHBIC CPEACTBA MPSIMOTO JCH-
CTBWSI; IPyTUE MPOTUBOBUPYCHBIC CPEIICTBA.

Kox ATX: JO5AX

DapMaKoJIOrH4YecKue CBOMCTBA

Dapmakoounamuxa

[TpoTHBOBOCTIATTUTEIIEHOE CPEJICTBO.

B wuccnenoBanusx in Vitro mokasaHo, 4TO ATEPUKCEH CHHKAI BBIPAOOTKY MPOBOCIATHTEIBHBIX
uuToKnHOB |L-6, IL-8, a B MOKIMHHYECKHMX HCCIIEHOBAHUAX Ha >KUBOTHBIX - XeMOKHHOB I|P-10
(CXCL10), MIG (CXCLY9), sBnstomumxcst OJJHUMH W3 OCHOBHBIX MEIMAaTOPOB OCTPOil (ha3bl BoCIHa-
JICHUS, JTUXOPAJIKA U «ITUTOKUHOBOTO IITOPMay, aCCOIMHPYIOMIETOCS C PAa3BUTHEM BBIPAKEHHOTO
BHUPYCHOTO BOCIIAJICHHS IbIXaTeIbHBIX IMyTEeH U CBA3AHHBIX C HUM OCTIOKHEHHI.

B fgoxkauHHYECKOM HCCIeIoBaHUHU IN VILr0 mokasaHo, YTO MEXaHMW3M JCHCTBUS Mpernapara ATEpHK-
CEH CBSI3aH TakXke C ymnpaBlieHHeM pH-3aBUCHUMBIMU dTaraMH >KU3HEHHOTO IIUKIIA PECIUPATOPHBIX
BHUPYCOB, KOTOPBIC MMPOXOJIAT B YCIOBHUSX BBICOKOW KOHIIEHTPAIIMA HOHOB BOJIOPOIa, HAOIOaeMbIX
BHYTPHU CTPYKTYp PHAOCOMAIBHO-TU30COMATBHONW CUCTEMBI KJIETOK OpraHH3Ma uYeloBeKa. ATepHK-
CeH croco0eH OJOKMpPOBaTh BHYTPHKJICTOUYHYIO PACIaKOBKY T€HETHYECKOTO0 MaTepHajia BHpyca W
€ro BBIXOJI B ITUTOIJIa3My JUIS MTOCIIEAYIONero oOpa3oBaHus HOBBIX BUPYCHBIX vacTull. [Ipeamona-
raercs, 4To JIAaHHOE JICWCTBHE pEaM3yeTCs 3a CUET MPOTOH-AKIENTOPHBIX CBOWCTB MOJIEKYIIBI
JEHCTBYIONIEro BelIeCTBa TMpernapara ATEpPHUKCEH, YTO O0OecleyrMBaeT €€ MPOHUKHOBEHHE Yepes
MEMOpaHy CTPYKTYp 3HJIOCOMATLHO-TU30COMATbHOW CHUCTEMBI B HE3apSHKEHHOM COCTOSSHHH H
MocIeAyIolee MPOTOHUPOBAHNE B M3HAYAIBHO KUCJIOW Cpelie BHYTPH 3TUX OpPTraHesll. ITO MPUBO-
JUT K TTOBBINICHUIO pH BHYTpH CTPYKTYp 2HIOCOMAaTBHO-TU30COMATBHOW CHCTEMbI U OJTHOBPEMEH-
HO TIPEMSATCTBYET OBICTPOMY OOPATHOMY BBIXOAY MOJIEKYIIbI, HAXOSIICHCS B 3apsSKEHHOM COCTOSI-
HUH, B [IUTOTIA3MY.

B 1OKIMHUYECKUX HWCCIEOBAHMSIX Ha XKUBOTHBIX TOKAa3aHO, YTO B YCIOBHSIX WHAYIIUPOBAHHOM
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unreppeponom y (MDPHy) mpomykumu xemokmna IP-10 (CXCL10) B pecnuparopHOM TpakTe
npenapar ATEpUKCEH CHUYKAJI KOHIIEHTPAIMIO 3TOr0 XEMOKHHA, MPU ATOM MOBBIIIEHHBIA YPOBEHb
IP-10 (CXCL10) cBs3BIBAIOT C Pa3BUTUEM MHTEPCTHLUAIBHOIO MOPAKCHUS JISTKUX NPU BHPYCHOM
uHpekuu u ¢ puckom Tspkenoro teuenuss COVID-19.

B noxIMHUYECKHX MCCIEIOBAHUAX HA KUBOTHBIX TOKA3aHO, YTO Mpernapar ATEPUKCEH yMEHbIIal
BOCTMAJICHUE B JIETOYHOM TKaHU M 00ecreurBal NPOTEKTUBHBIN HIMMYHHBIH OTBET IPpU UH(PUIIUPOBa-
HUH Pa3IMYHBIMH PECTIUPATOPHBIMU BUPYCAMHU.

B OKIMHHYECKOM HCCIIeJOBAaHUH Ha KUBOTHBIX MO olleHKe 3(h(PeKTUBHOCTH MpenapaTa ATEpUKCEH
B OTHOIICHHH BBICOKONATOreHHOro mramma kopoHnasupyca Coll (SARS coronavirus SoD), BbI3bI-
BAIOIIETO TSOKENBIA OCTphIA pecniupaTopHbiii cuaapoM (TOPC), moka3zaHo, 4TO ero MpUMEHEHHUE
NPUBOINIIO K YCKOPEHHIO MPOLIecca IMMUHAIIMY BUPYCa U3 JETKUX.

[TpoBeneHHbIE JOKIMHUYECKHE TOKCUKOJIOTUYECKHE UCCIIeI0BAHUS HA )KUBOTHBIX CBUACTEIBCTBYIOT
0 HHU3KOM ypPOBHE TOKCHYHOCTH M BBICOKOM mpoduie Oe3omacHocTH mpemnapara. [lo mapamerpam
OCTPOl TOKCHUYHOCTH TpernapaT ATEpUKCEH OTHOCUTCS K 4 Ki1acCy TOKCMYHOCTU — «MaloToKkcHy-
HBIC BEILIECTBAY.

B nokiMHUYecKHX UCCIIeJOBaHUIX Ha KUBOTHBIX MOKa3aHO, YTO Ipenapar ATEpUKCEH He o0ananl
UMMYHOTOKCHUECKUMH, aJUIEPTU3UPYIONIMMHU, MyTareHHBIMA M KaHIICPOTCHHBIMH CBOWCTBaMH, HE
OKa3bIBAJI MECTHOPA3APAXKAIOIIETO JIEHCTBUS, HE OKa3bIBal IMOPHOTOKCUYECKOTO M TEPaTOTEHHOTO
NeMCTBUS, HE BIHSI HAa PEIIPOAYKTHBHYIO (DyHKIIHIO.

DapmakoKkunemuxa

Bcacvisanue

JeiicTBytoliee BemecTBO ObICTPO MOCTYMAeT B KPOBb M3 JKEITYAOYHO-KHUILIEYHOTO TpakTa. B uccre-
JIOBaHUU Y 37I0POBBIX JTOOPOBOJIBIEB MPH OJAHOKPATHOM IpueMme mpemnapara B go3e 200 Mr makcu-
MasnbHast KoHieHTparust (Cmax) coctaBuiia 671 + 509 ur/mur; Bpems ee goctmwikeHus (Tmax) — 0,25-1,5
4. (menuana 0,5 4.).

Pacnpeoenenue

[TpakTudecku HE CBSI3BIBACTCS C OEIKaMH TUIa3Mbl KpoBHU. [Ipr MHOTOKpAaTHOM BBEIICHHH B PEKUME
OJIUH pa3 B CYTKH NPAKTHUECKU HE HAKAIJIMBAETCA B IJIa3Me KPOBHU.

Memabonusm

B opranusme mojBepraercsi He3HauuTeIbHOMY THaposn3y. He merabonusupyercs B nedeHu. He
BJIMSIET HA CUCTEMY IUTOXPOMOB TICUEHH YeJIOBEKa.

Buigeoenue

B uccnenoBannu y 310poBbIX 100POBOJIBIEB MepUo/ oTyBbiBeaeHus (T1/2) Kak MpU OJHOKPATHOM,
TaK 1 MHOTOKpaTHOM (B TeueHue 5 aHel) npueme npemnapara B goze 200 mr coctasun 1,2 + 0,2 4. B
JOKJIMHIYECKUX MCCIEOBAHUSAX OBUIO YCTAHOBIIEHO, YTO OCHOBHOM TPOIIECC BBIBEICHUS MPOUCXO-

JUT Y€pe3 IMMOUKHU (qepe3 48 JacoB C MOYOU BBIBOIUTCA OKOJIO 31 % oT BBCHCHHOﬁ J03bI, C KAJIOM —
0,1 %).

Iloka3zanus K NIPUMEHEHHIO

Jleuenue HOBOI1 KopoHaBupycHoI nHpekuun (COVID-19) nerkoro TeueHus y B3pOCibIX.

JleueHre HEOCIO)KHEHHOTO TPHIIINA JISTKOW U CPeIHEH CTENEeHH TSDKECTH U JAPYTHX OCTPBIX PECcIH-
patopHbIX BUpycHBIX HH(pekuuit (OPBH) y B3pocibIX.

IIporuBonokasanus
[ToBbIlIeHHAs! YYBCTBUTENIBHOCTD K JIEHCTBYIOIIEMY BEIIECTBY WM JHOOOMY JIPYroMy KOMIIOHEHTY
rpernapara.



Jeduuut nakraspl, HEIEPEHOCUMOCTD JAKTO3bI, TIIOK030-TAJIAKTO3HASI MAIbaOCOPOITHs.
Hapymienne ¢yHKIUM NMEYeHU W/WIM MOYEK (KIMHUYECKUE MCCIENOBAaHUS Y JAHHOM KaTeropuu
MAalUEHTOB HE MTPOBOJIUIIUCH).

bepemeHHOCTD.

[lepuon rpyqHOTr0 BCKapMIIMBAHMUS.

Jerckuii Bo3pacT 10 18 et (3¢ hekTHBHOCTL M O€30MIaCHOCTh Y JCTEH HE YCTaHOBIICHBI).

C 0CTOpPOKHOCTHIO
IToxwitoi BO3pacr.

IIpumeHeHne npu 0epeMEHHOCTH M B NIEPHO/ TPYIHOT0 BCKAPMJINBAHUS

[TpumeHeHnue npenapara Bo BpeMsi O0EpeMEHHOCTH HE M3y4alloCch, IO3TOMY IIPUMEHEHHE Mpenapara
npu 6EPEeMEHHOCTH IIPOTUBOIIOKA3aHO.

[TpumeHeHue npenapara BO BpeMs JIaKTallMM HE U3y4alloCh, IOATOMY NPU HEOOXOAUMOCTHU MpUMeE-
HEHUS Mpernapara B NEpUo IPYAHOI0 BCKApMIIMBAHUS CIIEyeT INPEKpaTUTh IPyJHOE BCKapMIIMBa-
HHUE.

Cnoco0 npuMeHeHHsI U 103bI

BnyTps.

[Ipuem nmpenapara HAYMHAIOT C MOMEHTA TMOSBJICHUS ITEPBBIX CUMIITOMOB 3a00JICBaHUS, TIPESATIOYTH-
TEJNLHO HE Mo3/Hee 36 4 OT Hayajaa 00JIe3HU.

COVID-19 neeckozco meuenus

ITo 100 mr 2 pa3a B nenb. Kypc neuenus — 14 nueit.

I'punn u opyeue OPBH

[To 100 mr 2 pa3a B nenb. Kypc nedenus — 5 gueil.

ITob6ouHoe neiicTBue

OnpeneneHye 4acToThl MOOOYHBIX SBICHUN MPOBOJUTCS B COOTBETCTBUU CO CIEAYIOIIMMHU KpPHUTE-
pusimMu: oueHb yacto (=>1/10), wacto (ot >1/100 o <1/10), Heuacro (ot =1/1000 no <1/100), penko
(ot >1/10000 mo <1/1000), ouens penko (<1/10000), HeU3BECTHO (HEBO3MOMXHO OIICHUTH HA OCHO-
BaHUH UMEIOIINXCSI TAHHBIX ).

Hapywenusi co cmopoHbl Kposu u tumpamuieckoii cucmemvl

UYacro: 6a3zodunus, 303MHOGUINS, TOBbIIIeHHE YpoBHs KpeaTuHpochokuHaszsl (KDK), cHukxenue
KOJINYeCTBA HEUTPODHUIIOB.

Hapywenus co cmopoHbl HepsHOUL cucmembl

YacTo: roNIoBOKpYKEHHUE, AUCTEB3US.

JKenyoouno-kuweynvle Hapyuienus

YacTo: )KUIKUH CTYJ, TUCTIETICUS], TOIIHOTA.

Hapywenus co cmopoHbl cocy0os

Yacro: anucrakcuc.

Obwue Hapyulenus U peaxyuu 8 Mmecme 88e0eHus

Yacro: ycTasnocTs.

Ecnu nobvle u3 ykazauHulXx 8 UHCMpYKyuu nobounvlx s¢ghgpexmog ycyeyonaromesa uiu Bol 3amemunu
Jt0Oble Opyeue nobounvle 3¢hgexmol, He YKA3aHHble 8 UHCMPYKYUU, CO0OWume 06 3mom 8pady.



Ilepeno3supoBka
O cnyyasix epe103upoBKHU Ipenapara ATEpUKCEH 0 HACTOSIILEr0 BpPEMEHH HE COO0IAI0Ch.

B3aumopneiicTBHe ¢ APYTMMH JI€KAPCTBEHHBIMH CPEeACTBAMH
Knunnueckue vccinenoBaHus J€KapCTBEHHBIX B3aUMOJICHCTBUN IIpenapaTa ATEpUKCEH HE TPOBOAM-
JIUCb.

Oco0ble ykazaHus

[TpumeneHue mpenapara ATEPUKCEH BO3MOXKHO TOJILKO 101 HAOJIOIEHEM BpayJa.

[Tpu pa3BuTHH MOOOYHOrO ACMCTBUS HEOOXOAUMO cOOOHIaTh 00 3TOM B YCTAHOBJICHHOM IOPSIJIKE
JUTSL OCYIIIECTBIICHUSI MEPOIIPUATHH 10 (hapMaKOHAI30pY.

Bcerna nmpumeHnsiite npenapaT B HOJHOM COOTBETCTBUU C PEKOMEHIALUAMH JICUaIlero Bpaya.

Biiusinue Ha ClIOCOOHOCTH YNIPABJIATH TPAHCIIOPTHBIMHU CPeICTBAMM, MEXaHU3MAMH
He u3yvanocs.

®opMa BbINIYCKa

Tabmerku 100 mr.

ITo 7, 10, 28 umm 30 TabneTok B 0aHKY U3 MMOJIMATUIICHA BBICOKOW IIOTHOCTH C KOHTPOJIEM ITEPBOTO
BCKPBITHS, YKYITOPEHHYIO KPBIIIKOW U3 TIOJIHUIIPOITUIICHA C CHIIMKAreJIEM.

OnHy 6aHKY BMECTE C HHCTPYKIIMEH 110 MPUMEHEHHIO IIOMEIIAIOT B MaYKy U3 KapTOHA.

YciaoBus XxpaHeHust
IIpu Temneparype He Bbiwe 25 °C.
XpaHUTb B HEJOCTYITHOM ISl JIETeH MecTe.

Cpoxk rognocTu
3 rozxa.
He npuMeHSTh 10 HCTEYCHUH CPOKA TOTHOCTH.

YcaoBust ornycka
OTnyckaroT Mo peLenty.

IIpousBoauTenn

[Ipon3BOACTBO TOTOBOH JIEKAPCTBEHHOM (hOPMBIL:

AxktuonepHoe oOmiectBo «OOHMHCKas XUMHKO-(hapmarieBTHueckass koMmmaHus» (AO «OXDKy),
Kamyxckas 0611., r. O6HUHCK, mocce Kuesckoe, 31. 107.

Brinyckarluii KOHTPOJIb KauyecTBa.

Axmmoneproe obmectBo «OOHMHCKas XUMHUKO-(papmaneBTudeckas kommanus» (AO «OXDKy),
Kamyxckas 061., r. O6HuHCK, mocce Kuesckoe, 31. 3a, cTp. 3.

Baajesnen perucTpauiMoHHOr0 yaocToBepeHusi/Opranu3anus, NPUHUMAKONIAS PETeH3un
norpedouTesen

AO «Banenra ®apm»

141108, Poccusi, MockoBckast 001acTh, T. llenkoBo, yin. @adbpuunas, 1. 2.

Ten. +7 (495) 933 48 62,



tbaxc +7 (495) 933 48 63.



