COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 29.07.2024 N= 15562

WHCTE yKHI/mI'I QOCNEOQBATENEHOCTE 0005)

I[10 MEJUIIMHCKOMY ITPUMEHEHUNIO JIEKAPCTBEHHOI'O ITIPEITAPATA
HAJIOPUYC®

PerncrpannoHnHblii HOMep:

Toprosoe Hanmenosanue: HAJIOPUYC®.

Me:xnynapoaHoe HenaTteHToBaHHOe HaumeHoBanne (MHH): nesnoparanus.
JlekapcTBeHHas popma: TaOIETKU, TOKPBITHIC TNIEHOYHOH 000TI0UKOH.

Cocras:

OnHa TabdyeTKa COIePKUT:

Oelicmsyrowee geuyecmao. Ne3N0paTaiuH — 5 MT;

ecnomozamenvHvle Gewjecmea; Kanplus ruapodocdara auruapar — 1454 wmr, nemtonosa
MHUKpOKpHUCTainaeckas — 14,8 mr, rurnpomerniosa (THAPOKCUITPONHIIMETHIIEIUTI0N03a) — 3,7 M,
KpaxMaJl MpeKeIaTHHU3UPOBAaHHbIA — 5,55 Mr, KpockapMeso3a HaTpusi — 1,85 mr, kpemHus
JTUOKCH]T KOJUTOUTHBIN (adpocui) — 1,85 mr, maruus creapat — 1,85 wmr;

cocmas obonouku: omanapaii Il romy6oii (;takTo3s1 MOHOTHIpAT — 36,0 %, THmpomerio3a (E464) —
28,0 %, turana auokcun (E171) — 23,0 %, monmstunenrnukons (makporon) (E1521) — 10,0 %,
unaurokapmut (E132) — 2,5 %, OpunnuanTtoBsiii romy6oit (E133) — 0,380 %, xeneza okcun
xenteiit (E172) - 0,120 %) — 4,967 mr, sMyabcusi CUMETHKOHA (BOJa, MOJIUIUMETUICUIIOKCAH,
MOJIMATUIICHTJIMKOJIb COPOUTAH TPUCTEApaT, METHIILIEIUIIONI03a, CUITUKATellb, IO TUIICHTJIMKOIIb
cTeapart, copOMHOBAs KUCIIOTa, OEH30HHAs KUCIOTa, cepHas kuciota) — 0,033 mr.

Onucanme: Kpyrible IBOSKOBBITYKIIbIE TaOJETKU, TOKPHITHIE JICHOYHOU 0007104K0ii, ro1yo0oro
nBera. JlonycTuMa He3HauMTENbHAS IIEPOXOBATOCTh MOBEpXHOCTU. L[BeT TabneTok Ha u3iIoMe —
OenbIif U OeTbIi C )KeITOBATHIM MITH PO30BATHIM OTTEHKOM.

dapmakoTepaneBTH4YecKass TPYNNa: AHTUTUCTAMHUHHBIE CPEJICTBA CHCTEMHOTO JICHCTBUS;
Jpyrue aHTUTUCTaMUHHBIE CPEJICTBA CUCTEMHOI'O ACHCTBHUS.

Kon ATX: RO6AX27

DapMaKoJIOrHYecKue CBOMCTBA

Dapmakoounamuka

AHTUTMCTAaMMHHBIA TpenapaTr JUIMTEIbHOIO JEWCTBHS. SIBISIETCS NEpPBUYHBIM aKTHUBHBIM
MeTabonuToMm JopatannHa. UHrubupyer kackaj peakiuil aaieprudeckoro BOCHAJleHUs, B TOM
YHUClie — BBICBOOOXKICHHE MPOBOCHAIUTENBHBIX I[IMTOKUHOB, BKJIOYAas HMHTEPICHKHH-4,
UHTEPJICHKNUH-0, WHTEpPICUKHH-8, HHTEpICHKUH-13, BBHICBOOOXKAECHHUE TNPOBOCHATUTEIBHBIX

xeMoknHOB  (RANTES), npoaykuui  CyNmepoKCHIHBIX aHUOHOB  aKTHBHPOBAHHBIMH
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MOJIEKYJl ajare3uu, Takux kak P-cemextun, IgE-omocpenoBanHoe BbICBOOOXKIEHHE T'MCTaMUHA,
npocrarnagania D2 u neiikorpuena C4. Takum oO6pa3om, npeaynpexIaeT pa3BUTHE U 00JIeryaeT
TEUCHHE QIJIEPTUUYECKUX peaklHil, o01aJaeT MNPOTUBO3YAHBIM M IMPOTUBOIKCCYTATUBHBIM
NeiCTBHEM, YMEHbIIAeT MPOHUIIAEMOCTh KaWUISIPOB, MPEAYIPEKIACT Pa3BUTHE OTEKa TKaHEH,
cria3Ma IJ1aIkol MyCKyJIaTyphl.

[Ipenapat He oOka3bIBAacT BO3ACHCTBMSI HAa LIEHTPAJIBbHYIO HEPBHYIO CHUCTEMY, IPAKTHUECKHU HE
obmamaer cematBHBIM 3(G(EKTOM (HE BBI3BIBAET COHJIMBOCTH) W HE BIHSET HA CKOPOCTH
MICUXOMOTOPHBIX peakiuil. B KINHUKO-(apMaKOJIOTHYECKHX HCCIIEOBAHUSIX MPUMEHEHUs
Jie3710paTailiHa B peKOMEHYEMOM TepaneBTUUECKOM 103€ HE OTMEYAJIOCh yJIMHEHNS HHTEpBaJla
QT Ha anexTpokapauorpaMme. JleficTBue ne3noparaarHa HaunHaeTcs B TedeHne 30 MUHYT 1ociie
rpyueMa BHYTPb U MPOAOIIKAETCS B T€UEHUE 24 4acoB.

DapmakoKkunemuxa

Jle3nopaTtauH XOpOILO BCAaChIBAETCA B KEIYyAOYHO-KUILIEYHOM TpakTe. Onpenensercs B maa3Me
KpoBH uepe3 30 MUHYT mociie nmpuema BHYTpb. MakcuMaibHas KOHLIEHTpalMsl JOCTUTaeTcs B
cpenHeM uepe3 3 yaca mociie npueMa. He mpoHukaer yepe3 remarosHiedannyeckuii 6apnep,
IPOHUKAET dYepe3 IUIAlleHTapHBIM Oapbep M B IpyaHOoe MoJjoko. CBsizb ¢ OenkamMu IUIa3Mbl
cocraiseT 83—87 %. Ilpu npumeHeHnH y B3pOCibIX U MOAPOCTKOB B TeueHue 14 aHei B 103€ OT
5 mr no 20 mr 1 pa3 B CyTKH KIMHMYECKH 3HAUMMOM KyMYJISILIMM IIpernapara HE OTMEYaeTcs.
ODHOBpPEMEHHBIM TpHUEM THINA WKW TPEUrnpyTOBOTO COKa HE BIUSACT Ha paclpeneieHue
Jie3ioparaiiHa Mpu MpUMEHeHuHu B no3e 7,5 mr 1 pa3 B aeHb. Jle3nopataguH He SBIAETCS
unruouropom uzopepmentoB CYP3A4 u CYP2D6 u He siBiseTcst cyOCTpaTOM UM HHTHOUTOPOM
P-rmuxonporenna. MHTEHCMBHO METa0OIM3UPYETCs B TEUEHH IyTeM T'HIPOKCHIMPOBAHUS C
obpazoBanunem 3-OH-ne3noparanuna, COEAMHEHHOTO C TIIOKYPOHUAOM. JIuiibs HeOombIIast 4acTh
INPUHITON BHYTPb J03bI BBIBOAUTCS Moukamu (MeHee 2 %) W uepe3 kuiieyHuk (menee 7 %) B
HEU3MEHEHHOM BHJie. [lepnon nosryBeIBeIeHUS — B CpelHEM 27 4acoB.

Iloka3zaHus K NPUMEHEHHIO

— annepeuveckutl punum (YyCTpaHEHHE WJIM OOJEer4YeHHe YMXaHbs, 3aJ0KEHHOCTH HOCa,
BBIJICJICHUS CIIM3U U3 HOCA, 3y/1a B HOCY, 3yJ1a He0a, 3y1a U IIOKPACHEHUS IJ1a3, CIIe30TCUCHHS);

— KkpanusHuya (yMEHbIICHNE WIH YCTPaHEHUE KOKHOTO 3y/1a, ChIIN).

IIporuBonoka3anus

— TUINEPYYBCTBUTEIBHOCTD K JI€37I0paTaiuHYy, JIOpATaAuHy WU JPYTUM KOMIIOHEHTaM IIperapara;
— OEepeMEHHOCTbh U MEePHO/]] TPYIHOTO BCKapMIIUBAHUS;

— HENEePEHOCUMOCTh  JIAKTO3bI, JAE€(UIUT JIaKTa3bl W CHUHAPOM  TJIOKO30-TaJaKTO3HOM

MaTbabCcopOITNy;
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(NOCNEQCBATENEHOCTE 000%)

— JIETCKUH BO3pacT A0 12 ner.

C 0CTOPOXKHOCTHIO

— TsDKeJasi IOYeYHask HeI0CTaTOYHOCTh;

— CyZIOpOTH B aHAMHE3e.

I[IpumeHeHnne npu 6epeMEHHOCTH M B MIEPUO/I TPYAHOI0 BCKAPMJIUBAHUSA

[Ipumenenue mnpenapara npu OEPEeMEHHOCTH NPOTHUBOMOKA3aHO B CBA3M C OTCYTCTBUEM
KJIMHUYECKUX JAHHBIX O 0€30MacHOCTH MPHUMEHEHHs Je3J0paTaiHa BO BpeMs OepeMEHHOCTH.
JlesnopaTaiuH BBIBOAUTCS C TPYAHBIM MOJIOKOM, IO3TOMY HpPHUMEHEHHE JIEKapCTBEHHOTO
npenapata HAJIOPUYC® Bo BpeMs KOPMIIEHHS TPYAbIO IIPOTHBONOKA3aHO.

Cnoco0d npuMeHeHHs M 103bI

Buytps. Tabnerky ciemyeT mNporiaTbiBaTh LEIMKOM, HE Ppa3KeBbIBas, M 3allUBaTh BOMOML.
[Ipenapar xenareiabHO MPUHUMATH PETYJISPHO B OJHO M TOXKE BPEMS CYTOK, HE3aBHCHUMO OT
BPEMEHH MpHeMa MHIIH.

B3pocnvim u noopocmkam om 12 nem — o 1 tabnerke (5 mr) 1 pa3 B CyTKH.

[Ipu ce30HHOM (MHTEPMUTTHUPYIOLIEM) AJIEPIrHUYECKOM pPHHUTE (MIPH HAIMYUH CHMITOMOB
IPOJIOJDKUTEIBHOCTBIO MeHee 4 JHeH B HeNeNo WM MeHee 4 Henenb B Tofy) HeoO0X0IuMo
OLICHMBATh TeueHue 3aboseBaHus. [Ipy ncYe3HOBEHHHM CHMIITOMOB MpUEM IMpernapara cledyer
PEKPATUTh, TIPU MOBTOPHOM MOSIBJICHUHM CHMIITOMOB IIPHEM Ipenapara cleayeT BO3OOHOBUTb.
[Ipu kpyraoroguyHoM (IIEPCUCTUPYIOIIEM) AJUIEPTUYECKOM PUHUTE (IIPU HATUYUH CHUMITOMOB
MPOJOHKUTEILHOCTEIO Oosiee 4 AHEH B HeNeno Wik 0ojee 4 HeAenb B TOy) Mpenapar cleayeT
MPUHUMAThH B TEYEHHUE BCETO MEpHOa SKCIO3UINY aiepreHa. [Ipu kpanuBHUIE TPUMEHSTH pU
HAJIMYUU CUMIITOMOB, HHIUBUIYyaJbHAas MPOJIOJKUTEIBHOCTh TEPATK ONPEIENISIETCS BPAauoOM.
ITo6ouHoe neiicTBHE

Haubonee gacro BcTpeuaromuecst nodounsie 3 dextst (>1/100 go <1/10), yacTora KOTOPHIX ObLITA
HECKOJIbKO BBIIlIE, YeM MpHu Mpueme IManedo («IIyCTBHIIIKKWY»): MOBBIIICHHAS YTOMJISEMOCTh
(1,2 %), cyxoctsb Bo pty (0,8 %) 1 ronosnas 601k (0,6 %).

VY nereii B Bozpacte 12—17 net, o pe3ysibTaTaM KIMHUYECKHX MCCIIEOBaHUM, Hanboiee 4yacTo
BCTPEYAIOLIMCS TOOOYHBIM 3((HEeKTOM SBISLIACH TO0BHAs 0015 (5,9 %), yacToTa KOTOpPOit ObLIa
HE BBILIE, YeM Mpu npuemMe 1ianedo (6,9 %).

Nudopmanus o mnobGounblx dddekrax mpeacTaBlieHa M0 pe3ysibTaTaM KIMHHYECKUX
WCCJICTOBAHHM U HAOIIOIEHUH MTOCTPETUCTPALIMOHHOTO TIEPHO/IA.

[lo panabpiM  Bceemupnoit Opranmzauuu 3apaBooxpanenuss (BO3) mnoGounsie 3¢ ¢dexTs
KJIaCCU(UIIUPOBAHBI B COOTBETCTBUU C UX YaCTOTOW Pa3BUTHUS CIEAYIOIUM 00pa30M: OUE€Hb YaCTO

(>1/10), gacto (>1/100, O <1/10), Hewacto (>1/1 000, Ho <1/100), peaxo (>1/10 000, HO
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<1/1 000), ouens peako (<1/10 000), yacroTa en3BecTHA I |OCHOBAT T Heto e HATTHBIX

OIIEHUTHh HEBO3MOYKHO).

Hapywenus co cmoponvl uMMyHHOU cucmembl

OUYEHb PENIKO — aHaduiakcus, aHTMOHEBPOTUYECKUN OTEK, OJBIIIKA, 3Yy[l, Chblllb, B TOM YHUCIIE
KpanuBHUIIA.

Hapywenusa memabonuzma u numanus

OUYEHb PEJIKO — MOBBIIICHUE ATMETUTA.

Tcuxuyeckue napywenus

OUYEHb PEJIKO — rAJUTIOIMHAIUY;

4aCTOTa HEU3BECTHA — aHOMAJIbHOE MTOBEJICHUE, arpeccus, JEMPECCUBHOE PacCTPOMCTBO.
Hapywenus co cmoponul HepéHoii cucmemvl

YacTo — rojoBHas 00Jb;

OUYEHb PEIKO — IOJIOBOKPY’KEHUE, COHIIMBOCTh, OECCOHHUIIA, ICUXOMOTOpPHAsl TUIIEPAKTUBHOCTbD,
CyJI0pOTH.

Hapywenus co cmoponvl opeana 3penus

4acTOTa HEU3BECTHA — CUH/IPOM «CYXOTO IJ1a3ay.

Hapywenus co cmoponwl cepoya

OUYEHB PEIIKO — TaXUKapIuUsl, cepAleOneHue;

4acTOTa HEU3BECTHA — yIMHeHue unTepBaia QT.

Kenyoouno-kuuieunvie napyuerus

4acTo — CyXOCTb BO PTY;

OUYEHb PEIKO — OOJb B )KUBOTE, TOIIHOTA, PBOTA, AUCIICTICUS, AHAPES.

Hapywenusa co cmoponbl neuenu u scenyuebl@o0AWUx nymeu

OYEHb PEIKO — TMOBBINICHHE AKTUBHOCTH (DEPMEHTOB IE€UYEHH, IMOBBIIIEHWE KOHLEHTPALUU
OmnMpyOrHa, TenaTuT;

4aCTOTAa HEU3BECTHA — JKEIITyXa.

Hapywenus co cmoponvl Kodtcu u NOOKOICHBIX MKAHE

4acTOTa HEM3BECTHA — ()OTOCCHCHOMIM3AITHSI.

Hapywenus co cmoponul muluieunotl, ckelemHoti u cOeOUHUMENbHOU MKAHU

OUYEHb PEJIKO — MUANTHSL.

Obwue napywienus u peakyuu 6 mecme 68e0eHuUs.

4acTo — MOBBILIEHHAS YTOMJIIEMOCTb;

4acTOTa HEU3BECTHA — ACTCHHUS.

JlabopamopHvle u uncmpymenmanbHvle OaHHble

OYCHb PCAKO — IMOBBIICHUC MACChI TCJIA.
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Iocmpezucmpayuonnwiii nepuoo

yacToTa HeW3BeCTHa — yJuiMHeHHe uHTepBana QT, aputmus, Opagukapaus, aHOMalbHOE
HIOBEJICHUE, arpeccHsl.

Ecnmu mio0ble W3 yKa3aHHBIX B HMHCTPYKIHMHU TOOOYHBIX 3(PdekToB ycyryOmstorcs, i B
3aMeTHIIN JII0OBIE ApyrHe moOouyHbIe 3(h(PeKThI, HE yKa3aHHbIE B MHCTPYKIIUH, COOOLIUTE 00 3TOM
Bpauy.

Ilepeno3upoBka

Cumnmomsi. Ilpuem 103bl, MNPEBBINIAIONIECH PEKOMEHIAOBAaHHYIO B S5 pa3, HE MNPUBOAMI K
NOSBICHUIO KaKUX-THOO CHUMNOTOMOB. B Xonae KIMHMYECKMX HCCICIOBAHUN €KEIHEBHOE
IPUMEHEHHE Y B3pOCIBIX U MOAPOCTKOB Je310paraauHa B 103e 10 20 mr B TeueHue 14 nHei He
COIIPOBOXKIANIOCHh CTAaTUCTHUYECKH WM KIMHUYECKM 3HAYMMbIMH H3MEHEHUSIMH CO CTOPOHBI
CepAEYHO-COCYTUCTON CHCTeMBbl. B KIIMHMKO-(apMaKoIOrn4eckoM HCCIeI0BaHUM NTPUMEHEHHE
Je3aopaTaarHa B 03¢ 45 Mr B cyTkH (B 9 pa3 BbIlIE peKOMEHAyeMoil) B TeueHue 10 aHell He
BBI3BIBANIO Y UIMHEHUs nHTepBaia QT 1 He COMPOBOKAATIOCH MOSBICHUEM CEPhE3HBIX TOOOYHBIX
3¢ dexToB.

Jleuenue. Ilpu ciiydallHOM IpHeMe BHYTpPbh OOJBLIOrO KOJMYECTBA Ipernapara HEOOXOIUMO
HEe3aMeJUIMTEIbHO OOpaTHTbC K Bpauy. PeKoMeHIyeTcsi NpOMBbIBaHME KEIyJKa, INpHEeM
AKTUBUPOBAHHOTO YIJIsL; IPU HEOOXOAMMOCTH — CUMIITOMAaTHUYeCKas Tepanus. Jlesnoparaaun He
BBIBOAMTCS IPU TeMoauanuse, 3(p(peKTuBHOCTh NEPUTOHEAILHOTO AUAIN3a HE YCTaHOBJICHA.
B3aumopeiicTBue ¢ APYTHMMH JIEKAPCTBEHHBIMH NPeNnapaTaMu

He BbISBIEHO KIMHMYECKHU-3HAYUMBIX B3aMMOJECHCTBUI B HCCIENIOBAaHUSAX IPU COBMECTHOM
OPUMEHEHUH C a3UTPOMHUIIMHOM, KETOKOHA30J0M, 3PUTPOMUIIMHOM, (IyOKCETHHOM H
nuMeTuAMHOM. OJHOBPEMEHHBIN MpPHUEM NUILM WIN YNOTpediIeHHe Ipein@pyToBOro coka He
OKa3bIBaeT BIMSHUS Ha 3P (HEKTUBHOCTH IIpemnapara.

Jle3nmoparaiuH HE yCUJIMBAET ACHCTBUE AJKOIOJs HAa LIEHTPAIbHYIO0 HEPBHYIO cucTeMy. Tem HE
MEHee, BO BpeMs IOCTPETUCTPAI[MOHHOIO NPUMEHEHHs OBUIM 3aperUCTPUPOBAHBI CIy4yau
HEMEPEeHOCUMOCTH ~ alIKOroJii W aJKOroJbHOro ombsHeHus. IlosTomy  nesnoparaauH
OJTHOBPEMEHHO C AJIKOTOJIEM CIIEYET IPUMEHSATh C OCTOPOKHOCTBIO.

Oco0ble ykazanus

Uccnenopanuii >phexTHBHOCTH JekapcTBeHHOro mnpenapata HAJIOPUYC® npu punuTax
MHQEKIIMOHHON 3THOJIOTUH HE TIPOBOJHIIOCh.

C ocTopoxHOCTBI0 HazHauaoT HAJIOPUYC® npu Tskenoif moyeynoil HeloCTaTOYHOCTH.
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Crnenyet coOiroaTh OCTOPOKHOCTH ITPU MPUMEHEHUHI d{@&@&%&ﬂéﬁﬂw@ '%r‘a&k?é'{%?os C

CyJOpOraMy B aHaMHe3€, 0COOEHHO Y MAI[MeHTOB AETCKOT0 Bo3pacTa. B cirydae pa3Butus cyaopor
cielyeT IIpeKpaTuTh npuMeHenue rnpenapara HAJJOPUYC®.

Binsinne Ha cIOCOOHOCTH YIPABJISITH TPAHCIIOPTHBIMHU CPEeACTBAMM, MEXaHU3MaMU
Cnenyer mnpuHUMaTh BO BHUMAHHE MOTCHIMAIbHYI0 BO3MOXHOCTh Pa3BUTHS TaKHX
HEXeJaTeNIbHbIX PEAaKIUN, KaK TOJIOBOKPYKEHHUE W COHJIMBOCTH. [Ipy MOSIBIEHUM ONMUCAHHBIX
HEXENAaTeNbHBIX PpEeaKIUi CleayeT BO3JEpPXKAThCS OT BBINOJIHEHUS YKa3aHHBIX BUJIOB
JESITEIbHOCTH.

®opMma BBINLYCKA

TabneTku, MOKPBITHIE TNIEHOYHOH 000JI0UKOH, 5 MT.

ITo 7 unm 10 TabaeTOK B KOHTYPHYIO STYEHKOBYIO YIaKOBKY.

ITo 1, 2, 3 uau 5 KOHTYPHBIX STYEHKOBBIX YIIAaKOBOK BMECTE C MHCTPYKIIMEH MO MPUMEHEHUIO B
MayKy M3 KapTOHA.

YciaoBust XxpaHeHUs

B 3amumienHom ot cBera Mecte pH Temneparype He Boiie 25 °C.

XpaHUTh B HEAOCTYITHOM JIJIs IETEH MECTE.

Cpok rogHoctu

4 rona.

He npuMeHATH 110 HCTEYEHUH CPOKA T'OJHOCTH.

YcaoBus oTnycka

OTtmyckaroT 6e3 perenra.

IIpousBoauresn:

00O «Hanonek», Poccus

Kuposckast 06sactb, OprueBCKUT MyHUIIMITAJIbHBIN paiioH, JIEBUHCKOE TOpOACKOE MOCEICHHE,
buomenuuunckuit kommiekc HAHOJIEK Tepputopust.

IOpuauyeckoe U0, HAa HMS KOTOPOT0 BBIIAHO PerHCTPALMOHHOE YAOCTOBEPEeHHE:

00O «APTEJIAP», Poccus

614007, [Tepmckuii kpai, r. [lepmb, yi. 1-1 Kpacnoapmerickas, 1. 31, kB. 80.

Tenedon: +7 (922) 362—-81-85, s11. moura: artelar@me.com.

IIperen3un norpeduTesieil HANPABJISATH 1O ajgpecy:

614007, Ilepmckuii kpai, r. Ilepms, yn. 1-1 KpacHoapmelickas, 1. 31, kB. 80.

Tenedon: +7 (922) 362—-81-85, s11. moura: artelar@me.com.



