NMHCTPYKIIA
I[1O MEAUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA

HYKAJIA / NUCALA

PerucrpanuoHHbIi HOMeP:
ToproBoe HanmeHoBanue npenapara: Hykana / Nucala.

MexayHapoaHoe HeMAaTEeHTOBAHHOE HJIM TPYNIMHPOBOYHOE HAMMEHOBaHHe. Mernonn3ymad /
mepolizumab.

JlekapcTBeHHass ¢opma: nuoduiIM3aT I TPUTOTOBIEHUS pPACcTBOpa JUISL TTOAKOXHOTO
BBCJICHUS.

COCTAB

HauMmenoBanue Koan4yecTBo B KoaudectBo B 1 103e, Mr
1 ¢paraxonel, mr

Jleticmeyiowee sewecmso

Menonu3zyma6 144 100
Bcnomocamenvhuvie sewgecmea

Caxaposa 197,5-256,8 160
Hunarpus runpodocdar renraruapar 8,82-11,47 7,15
[Monucopbar 80 0,82-1,07 0,67
XIIOpUCTOBONOPOAHAS KUCIIOTA g.s.mo pH 6,57,5 He npumenunmo
llpumeuanus:

1. I[.HSI BCIIOMOT'aTCJIbHBIX BCHICCTB YKa3aHbl MUHUMAJIBLHOC W MAaKCUMAJIIbHOC KOJMYCCTBA B
1 ¢pnakone.

2. llpenapar coxepxut 144mr B 1duakoHe; yKka3aHHO€ Ha JTHUKETKE KOJIMYECTBO
100mr/¢paakoH OCHOBaHO Ha TOM, 4YTO H3BJIEKaeMblii 00beM cocrtaBiaser 1,0Ma mpu
BOCCTaHOBJIeHUU Jrodunuzata. V30eiTok 44 % mo3BoisSeT MONyYUTh U3BICKAEMBIH 00beM
1,0my mocie BOCCTAaHOBJICHHSI ¢ TOMOIIBI0 1,2Mi1 CTEpHIBHOW BOABI I WHBEKIIUM.
VYkazaHHbIE 00beM OO0yCIaBIMBACT pacHpeleleHHe TBEPAbIX YACTHI[ B OKOHYATEIHHOM

o0beMe, KOHIEHTpauus Mody4eHHoro pactBopa cocrasiser 100mr/mi. M30bITOK He
BKJIFOUCH.

OIIMCAHHUE
OnHoponHas TMopUIN3UPOBaHHAs CyXas Macca Oenoro 1BeTa.

BoccranoBneHHBIH pacTBOP: MPO3pavyHbId WM ONaNECHUPYIOUINA pacTBOp OT OECLBETHOTO 10
CBETJIO-’KEITOr0 WIH CBETJIO-KOPUYHEBOIO 1IBETA.
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XAPAKTEPUCTHUKA IIPEITAPATA

Menonu3zymad mpeacTaBisieT CoOOH T'yMaHH3WPOBaHHOE MOHOKJIOHanbHOe aHTHTeno (IgG1L,
Karma), HampaBjJIeHHoe NpoTuB uHTepiciikuHa-5 (MJI-5) yenoBeka, mpoayiupyeMoe KiIeTKaMu
SUYHUKOB KHUTAMCKOTO XOMSUKa C TOMOIIIbIO TeXHOJIOoruU pekoMOnHaHTHBIX JJTHK.

OPAPMAKOTEPAIIEBTUYECKASA I'PYIIIIA

[Ipemaparbl ansg  jedeHuss OOCTPYKTHUBHBIX 3a00JI€BaHMN JIbIXaTeIbHBIX MyTed, mpoune
npenaparbl s JIeYeHUsT OOCTPYKTHUBHBIX 3a00JIEBaHUN ABIXATENbHBIX MYTEH ISl CHCTEMHOTO
MPUMEHEHHUS.

Kox ATX: RO3DX09.

®APMAKOJIOT'HTYECKHUE CBOMCTBA
dapMaKkoIMHAMHKA
Mexanusm oeticmeus

Mernonu3zymad mpeactaBisgeT coboi T'yMaHW3MPOBaHHOE MOHOKJIOHanbHOE aHThTeno (IgGl,
Karra), HampaBJIeHHOE MPOTUB HHTepielikuHa-5 (MJI-5) uenoBeka ¢ BBICOKMM CpPOJACTBOM M
cnenuduanocteio. WMJI-5 sABNIETCS OCHOBHBIM ITUTOKMHOM, KOTOPBIMA OTBEYaeT 3a pOCT,
nudepeHIpoBKY, TpPHUBJICUCHNE, AKTHBAIMI0O W BBDKUBAHHE 303MHO(PMIOB. Memonn3zymad
UHrUOMpyeT 6roakTuBHOCTH MJI-5 ¢ HaHOMONSIPHOW aKTUBHOCTHIO MOCPEACTBOM OJTOKHPOBAHUS
ces3eiBanust NJI-5 ¢ anmpda menwsio penenroproro kommuiekca MJI-5, skcmpeccupyemoro Ha
KJIETOYHON MOBEPXHOCTH 303UHOGUIOB, YTO MPUBOAUT K MHTHOWPOBAHUIO IEpeadyd CUTHaja
NJI-5 1 cHUXEeHHIO MPOIYKIIMN U BBKMBAEMOCTH Y03MHO(UIIOB.

Dapmaroounamuyeckue 3¢gpgexmol

[Tocne monkoXHOTO BBEIEHHS Mperapara B3pOCibIM U IETAM B Bo3pacTe oT 12 jer ¢ Tsoxenoi
OpOHXMATBbHOW acCTMOH C 303MHOPWIBHBIM MNpOQUIEeM BOCHAJNCHHUS JbIXaTelIbHBIX IyTEH
(mamee — Tsxenast OpoHxuanbHass actma) B jo3e 100Mr kaxkipie 4 Helend Ha MPOTSHKCHUH
32Henenp KOJMYECTBO J03MHO(UIOB B KPOBH CHH3HIOCH CO CPEIHET0 TI'eOMETPHYECKOTrO
ucxoanoro konuuectsa 290 10 40 knerox/mrn Ha 3241 Henene (N=182) cumxenue Ha 84 %o
CpaBHEHHUIO C Tuiane6o). JlaHHas BeNWYMHA CHIDKCHHUS KOJMYECTBA J03MHO(PHIOB B KPOBH
COXpPaHsUIACh Y MALUEHTOB C TshKeIol OponxuansHoi actmoit (N = 998),mony4aBmmx npemnapar
B TeueHHEe MeauaHbl BpemeHu 2,8ner (muama3oH ot 4 Henens g0 4,55€T) B OTKPBITOM
JIOTIOJTHUTEIHLHOM HCCIICIOBAHHH.

[Tocne moaKo)XKHOTO BBEACHUS Mpernapara AeTsAM B Bozpacte 6—11ier ¢ Tskenoi OpoHXHaTIbHON
actmoit B nmo3e 40wmr (mpu macce tena < 40xr) u B mo3ze 100mr (npu macce tena > 40kr)
Kaxzaple 4 Henenu B TeueHHe S2Henellb KOJMYECTBO Y03WHO(WIOB B KPOBH CHU3WIOCH CO
cpennero reomerpudeckoro ucxoganoro koauuectBa 306 (N = 16)10 48 knerox/mxn (N = 15)u ¢
331 10 44 xierok/mki (N = 10)coorBercTBeHHO (cHMXeHUE HAa 85 Y%u 87 %CO0TBETCTBEHHO).

JlaHHYI0 BEJTMUMHY CHIDKEHHS HAOIIOalIi y B3pOCIBIX U y IeTell B TeueHue 4 Heleab Teparuu.

Ilocne mMonkoKHOTO BBEACHHUS Npenapara MalueHTaM € 303WHO(UIBHBIM TIPaHYJIEMaro30oM C
nomuanruuroM (cuaapoM Yepmka-Crpocca) B moze 300Mmr kaxnapie 4 Helenu B TEUCHUE
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52 Henenb KOIWYECTBO 303MHO(PHIOB B KPOBH CHHU3WUJIIOCH JIO CPEIHET0 TE€OMETPUUYECKOTO
koruecTBa 38 kieTok/MKI (CHKeHne Ha 83 %110 cpaBHEHHMIO C T1a1e00).

HMMyHOZéHHOCWlb

B cooTBeTCTBUM € BO3MOXXHBIMH HMMYHOTCHHBIMH CBOMCTBaMH OCIKOBBIX M TICTITHIHBIX
npenapaToB, y TMAlNUEHTOB IIOCJIE TPOBEICHHUS TEpAll MOTYT TIOSBUTHCS aHTHTENA K
menonu3ymady. B mrane6o-koHTpoupyeMbix uccieaoBanusx y 15 u3 260 (6 %)nanueHToB ¢
TSDKETION OpOHXHUATBHOM aCTMOM, TIOJYYaBIIMX Mperapat moakoxHo B go3e 100mr, u'y 1 u3z 68
(1 %) marueHToB ¢ 303MHOMUIBHBIM TPAaHYJIEMATO30M C MOJHAaHTHUTOM (cuHApoM Yepmka-
Crpocca), monydaBmux 300Mr memonu3ymaba MOJKOXKHO, ObLIM OOHAPYKEHBI aHTUTENIA K
MeTnonu3ymMady TOoCiie BBEACHUS KaK MHHHUMYM OJIHOM 03kl Memonu3ymata. [Ipoduns
UMMYHOTCHHOCTH MEIOJIM3ymMa0a NpY NMPUMEHEHUH Yy MAIlMCHTOB C TSDKEIOH OpOHXHATBLHOU
actmoii (N = 998)B Teuenne menuansl Bpemenu 2,87er (nuanason ot 4 Heaens 10 4,571eT) B
OTKPBITOM JIOTIOJTHUTEIILHOM HCCJICIOBAHUU COOTBETCTBOBAJ MPOGWII0 MMMYHOTCHHOCTH,
KOTOPBI HaOII0aJICs B IJ1a1e00-KOHTPOIUPYEMBIX HCCICTOBAHUSX.

B HauangpHON KpaTKOCpouHOW (a3e KIMHHYECKOro ucciemoBanus y 2 u3 35 (6 %) mereit B
Bo3pacte 6—11ner ¢ TsHKenoi OpOHXUATBHOM aCTMOM, MOTYYaBIIMX MPENapar MoJKOKHO B J103€
40mr (mpu macce Tema < 40kr) mam B go3e 100mr (mpu macce tema > 40kr), Obutn
OoOHaApyXCHbI aHTHTENa K MEMoNM3yMady Tocie BBEICHHS KaK MHHUMYM OJHOW JIO3BI
menonu3ymaba. Bo Bpems monrocpodHoi ¢a3bl KIMHHYECKOTO HCCICIOBAaHUS HH Y OIHOTO
pebceHka He OBUTM BBISBICHBI aHTUTENA K Memnonn3ymaOy. Helrpanusyromue aHThTeNna OBLIH
BBISIBJICHBI Y OJHOTO B3pPOCIIOTO IMAlMEHTa C TSHKENIOW OpOHXMATBHOW acTMOM, IMOJTy4YaBIIEro
Mernonu3ymad B 1o3e 100Mr. AnTuTena K Memoan3ymady He OKa3bIBaJld 3HAUMMOTO BIUSHUS HA
(dhapMaKOKHMHETUKY WU (papMakoIMHAMHUKY MEIojau3ymMada y OOJBIIMHCTBA MAI[UEHTOB, TAKXKE
He OBUIO OTMEYEHO KOPPEISIIMH MEKIY TUTPAMHU aHTHTET M U3MEHEHHUEM YPOBHS 303WHO(DHIIOB
B KPOBH.

DapMaKOKMHETHKA

[Tocne TMOAKOKHOTO BBEIEHUS IMAIMEHTaM C TSDKEJIOW OpOHXHAIBHOW acTMON Memnoyin3ymMad
MIPOSIBIIST IPUMEPHO TIPOIMOPIIMOHANIBHYIO 7103€ (hapMaKOKHHETHKY B JMara3oHe 7103 oT 12,5mr
no 250mr. dapmMakOKHHETHYECKHE CBOMCTBA MEMOJM3yMaba y MAIMEHTOB C Y03MHO(MIBHBIM
rpanyiemaro3oM ¢ mondanruuToMm (cuuapoMm UYepmka-Ctpocca) OBUIM  COMOCTAaBUMBI  C
(hapMaKOKHHETHICCKUMH CBOWCTBAMH METOJIN3ymMada y MalMeHTOB C TSHKEIOW OpPOHXHATBHOMN
actMoii. CucTeMHOE BO3JEHCTBHE TIOCIE BBelAeHUs Mmemnonmzymada B mo3e 300Mr momkoskHO
naMeHTaM ¢ 303MHOGHILHBIM TPaHyIeMaTo30M ¢ nonuanruutoM (cuuapom Yepmka-Ctpocca)
MPUMEPHO B 3 pa3a MPEBHIIAI0 CHCTEMHOE BO3JICHCTBHE TIOCIIC BBEICHUS MEMOJIM3yMada B 103€
100Mr manuenTam ¢ TsHKeIoW OPOHXUATBEHON aCTMOM.

Bcacwvieanue

[Tocne TOAKOKHOTO BBEACHHSI 3J0POBBIM TOOPOBOJIBIIAM WIJIM TAIlUEHTaM C TKEION
OpOHXMATBHOW acCTMOM BcachIBaHHE MEMOJIM3ymMada MPOUCXOIWIO MEMIEHHO, C MEIHaHON
BPEMCHHU JI0 JIOCTHKCHHUS MAKCUMAJIbHOW KOHIICHTPALUHU B TU1a3Me KpoBU (Tmax) B THAna3oHe OT
4 o 8 cyToK.
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[Tocie 0THOKPATHOTO MOAKOXHOTO BBEICHHS B 00JIACTh KMBOTA, OelIpa WU IjIeda 30POBBIM
T0OpOBOJIBIIAM a0CONTFOTHAST OMOIOCTYITHOCTh Memnoyim3ymaba cocraBmsuia 64 %, 71 Y%ou 75 %
COOTBETCTBEHHO. Y  TAIMEHTOB C TSOKEJNOW  OpOHXMANBbHOM  acTMOM  aOCONFOTHas
OMOJIOCTYIMTHOCTh MeETOoJIn3ymMada Mpu TMOJAKOXHOM BBEJICHHH B 00JIacTh IUI€Ya COCTaBIIsIa
74-80 %. Ilocie MHOTOKpPaTHOTO TOAKOKHOTO BBEIEHHUS Kaxable 4 Heaenu HaOII01aI0Ch

NpUOJIM3UTENBHO JBYKPATHOE HAKOIUICHHUE Mpernapara B paBHOBECHOM COCTOSIHHH.
Pacnpeoenenue

[locne OXHOKPAaTHOrO BHYTPUBEHHOTO BBEACHUS Memnoyn3ymMalda MalueHTaM C TSDKeJIon
OpOHXMaNbHON acTMOHN cpeaHHMi 00BEM pacmlpeneseHus MEeNoju3ymada COCTaBIsUI OT 55 10
85 mur/kr.

Memabonuzm

Menonuzymab mnpeacTaBiseT cOO0OW T'yMaHH3WPOBAHHOE MOHOKJIOHanNbHOE aHTuTeno IgGl,
KOTOPOE pACHIEIUISeTCS TpPHU  BO3JACHCTBUM  MPOTEONUTUYECKHX (EPMEHTOB, IIUPOKO

paCHpOCTpaHeHHBIX HEC TOJIBKO B TKAHU TICYCHHU, HO U BO BCEM opraHmMe.
Buiseoenue

[locne OMHOKPATHOrO BHYTPHUBEHHOTO BBEICHHS TNperapara MNalMeHTaM C  TSKEJIou
OpoHxuanbHOU acTMol cpenuuii cucremusiid kiupenc (CL) cocrasmsut ot 1,9 no 3,3 mu/cyt/kr,
a cpenHUi KoHeuHbId nepuoxa moiyBbiBeneHus L mpumepno 20cyrok. Ilocne moakoxHOTro
BBEJICHHS MEMOJIN3yMada CpeHNI KOHEUHBIN mepruo 1 nonyBbiBeneHus (t1/2) coctapisut ot 16 o
22 cyTok. B momynsimoHHOM (apMaKOKHHETHIECKOM aHAJIM3€ PaCUeTHBIA CUCTEMHBIN KITUPEHC
Mmernonu3ymada coctaBisa 3,1 mi/cyt/kr.

Hemu

Jlanubie 10 (apMaKOKHHETHKE y JeTei orpanudeHbl (59 MmarueHToB ¢ 303MHOGHIBHBIM
s30¢aruToM, 55 manMEeHTOB C TOKENOW OpOHXHANBbHOW acTMoil). MdapMaKOKHMHETHKY
Mernonu3ymaba  MpH  BHYTPUBEHHOM  BBEICHHHM  OICHMBAIM B HOMYJSIIHOHHOM
(apMaKOKUHETHYECKOM aHAJN3€ B paMKax HMCCICIOBAHUs, IPOBEICHHOTO C y4acTHEM JIETECH B
Bo3pacte 2—-171er ¢ 303uHOPMIBHBIM H30(aruTomM. DapMakOKHMHETHKA Yy JeTeld Oblia B
3HAYUTEIBHOW CTENEHH MPOTHO3MPYEMOW HAa OCHOBAaHHWHM JIAHHBIX, MOJYYCHHBIX Y B3POCIBIX,
1ocje KOppeKIuu 1o macce tena. PapMakoKHHETHKA MENoIn3yMada y TOJPOCTKOB C TSDKEIOH
OpOHXHMATBHOW AacTMOM, BKIIOUYECHHBIX B wucciaenoBanus |ll  ¢as3wl, cooTBeTcTBOBaNa
(apMaKOKUHETHKE y B3POCIBIX.

B OTKpBITOM HEKOHTPOJIUPYEMOM HCCIIEIOBAaHUH MPOJOJKUTENBHOCTRIO 12 Heleab OLIeHUBAIN
(dhapMaKOKMHETHUKY TIOCJIC TIOJKOXHOTO BBEIEHHMs y JeTeii B Bo3pacte oT 6 mo l1lier
BKJIFOUUTEIIPHO C TSDKENOW OpoHXHMalbHOW acTMoi. dDapMakOKMHETHKA y JIETEH B IIEJIOM
COOTBETCTBOBAJIa JAHHBIM Y B3POCIIBIX U MOJPOCTKOB MOCIIE BBE/ICHHUS IMONPAaBKU HA Maccy Teja
U C y4eToM OHOJOCTymHOCTH. AOCOMIOTHAass OWOIOCTYITHOCTh TMPU TIOJKOKHOM BBEIACHUU
SBJISICTCSL TIOJTHOM, B TO BpeMsl KaK y B3POCIBIX W TOJPOCTKOB OHa cocTaBisier 76 %.
Conepixanue mpernapara B CBIBOPOTKE KPOBH TOCIIE MOAKOXHOTO BBeeHHs B 703¢ 40Mr (mpu
macce Tena < 40kr) wiau 100mr (mpu macce tenma > 40kr) 6but0 B 1,321 1,97 pasa Beiiie, 4eM y
B3POCIIBIX TTOC)IE BBeAeHUS 10361 100 M.
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W3yueHne pexuma JO3MPOBAHUS, MPEIYCMATPHUBAIONIETO MOJKOXHOE BBeneHHe B g03e 40wmr
KaxJple 4 Henenu, y AeTeit B Bo3pacte 6—11ier npu mmpokom nuarna3one maccol Tena 15—70kr,
C WCIOJB30BAaHMEM METOJOB MOJACTHPOBaHHA (APMaKOKMHETHUYECKHUX TPOIECCOB U
UMHUTAIMOHHOTO MOJICIIMPOBAHMS, TIO3BOJISIET MPOTHO3UPOBATh, YTO COJCpKAHUE Iperapara B
CBIBOPOTKE KPOBH IIPH 3TOM PEKHUME JO3UPOBAHUS OYJIET B CpETHEM COCTaBIATH OKkoJio 38 %ot
JAHHOTO TIapaMeTpa y B3POCIBIX Tociie BBemeHus 103b1 100Mr. DTOT pexum J03MpOoBaHUS
npenapara CYUTAeTCs MPHEMJIEMBIM Oiarojaps LIMPOKOMY TEparneBTUYECKOMY HWHICKCY
Mernonu3ymaoa.

Oco0ble rpynnbl NaMeHTOB
Tayuenmoi noscunoeo éozpacma (6 éo3pacme 65 nem u cmapuie)

JlanHble 10 (hapMaKOKMHETHKE MEMoju3ymMada MpH TPUMEHEHHH Y MAalHCHTOB IOYKHJIIOTO
Bo3pacta (>657er) B KimHuueckux wuccienaoBanusx orpanudensl (N = 90). Oxnako B
HOMYJISAIIMOHHOM (hapMaKOKMHETHUECKOM aHAJIM3€ HE BBIABJICHBI MPU3HAKU BIUSHUS BO3PAcTa

(12-82rona) Ha hapMaKOKHHETHKY MEIoIn3ymaba.
THayuenmul ¢ napywenuem GYHKyuu novex

OdunuanbHple KUCCIEIOBAHUS 10 M3YYCHUIO BIMAHUSA HapylleHus (QYHKIMM TOYeK Ha
(dapMaKkOKMHETHKY MeMNojau3ymMadba HE MpOBOAMINCh. Ha OCHOBaHHMU TNOMYNIALMOHHOTO
(apMaKOKMHETUYECKOTO aHaJIM3a KOPPEKUHUs 03Bl MAaIeHTaM C KIUPEHCOM KpeaTHHHHA
50-80 mn/muH He TpeOyercs. JlaHHbIe MO MalMEHTaM C KJIMPEHCOM KpeaTmHuHa < S0mn/muH
OTpaHHYCHBI.

Ilayuenmul ¢ Hapywenuem QynKyuu neveHu

OdunuanbHble HCCIEIOBAaHUS MO HW3YUYEHHUIO BIMSHHUS HapylleHus (QYHKIMM TE€YeHU Ha
(apMaKOKMHETHKY Mernojn3ymada He mpoBoIMIHCh. [lockoabKy Menonn3ymMad paciiernisieTcs
HIMPOKO PACHpPOCTPAHEHHBIMU MPOTEOJUTHUYECKUMH (hepMEHTaMH, KOTOpbIE MPHUCYTCTBYIOT HE
TOJIbKO B TKaHU MEYEHH, MAIIOBEPOATHO, YTO U3MEHEHUS! (PYHKIMH MEYEHH OKaXyT KaKkoe-Tuoo
BJIMSTHUE HA BBIBEJCHHE U3 OpraHu3Ma Menojau3zymaoa.

INOKA3AHUSA K IPUMEHEHHWIO

Taoicenas 6ponxuanvHas acmma

[Ipenapar Hykaia moka3aH K NPUMEHEHUIO B KAaYECTBE TOMOJHUTEIBHOW MOAACPKUBAIONICH
Tepanmuu TsDKEJIOW OpOHXHMAIbHOW acTMbl C D03WHOQUIBHBIM TpoduiieM BOCIATCHUS
JBIXaTeNIbHBIX yTel y MalMeHTOB B BO3pacTe OT 6 JIeT u cTapuie.

Dosunogunvusiil 2panyiemamos ¢ noauaneuumom (cunopom Yeposca-Cmpocca)
[Tpenapar Hykana mokazaH K NPUMEHEHMIO Ui JIEYEHUS 303MHO(GUIBHOIO IpaHylemaro3a ¢
nonuanruuroM (cuaapoMm Yepmxa-Ctpocca) y manueHToB crapiie 18 ier.

ITPOTUBOIIOKA3AHUA

['mnepyyBCTBUTEIBHOCTh K MEMOIM3yMady WM JI000MY JPYroMy KOMITIOHEHTY, BXOASIIEMY B
COCTaB Ipenapara.
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INPUMEHEHHME IIPU BEPEMEHHOCTH W1 B IIEPHOJ TIPYJAHOI'O
BCKAPMJUIMBAHMUA, BIUAHUE HA ®EPTUJIBHOCTD

bepemenHocTh

JlaHHBIE TIO TIPUMCHEHHIO Memonm3ymMaba y OepeMEHHBIX S>KCHIIMH OrpaHudeHbl (McHee
300wucx010B OEPEMEHHOCTH).

Menonu3ymab MpoHUKAeT Yepe3 IUIAlleHTapHbIN O6apbep y 00e3bsH. Pe3ynbTarhl ncciienoBaHui
Ha JKMBOTHBIX HE YKa3blBAIOT Ha HAJIMYWE PENPOAYKTHBHOW TOKCHYHOCTH. BrusHue
Mernonr3yma0a Ha 10 YeJIoBeKa HEU3BECTHO.

B kagecTBe Mepbl MpeaoCTOPOKHOCTH JKeareabHo n3berarh npuMeHeHus npenapara Hykana Bo
Bpems 6epemenHoctH. [Ipenapar Hykana cnenyer npuMeHsTh y OEpEMEHHBIX JKEHIIUH TOJIBKO B
cllydae, eciau o)KujaeMasi mojb3a AJisl MaTepy MPEBbIIaeT MOTEHIMANbHbIN PUCK VIS MJI0AA.

Ilepuoa rpynHoro BckapMJauBaHUs

OTCYTCTBYIOT [aHHBIE OTHOCHTEIHHO BBIJIEICHHS Menojn3ymadba C TpyAHBIM MOJIOKOM Y
yenoBeka. OJHAKO y SBAaHCKMX MakaK Memnoju3ymald BbIACNSJICS B TPYAHOE MOJIOKO B
KOHIEHTpAIUsAX, KOTopble cocTaBisuid MeHee 0,5 %0T KoHIIEHTpaluii, ONpeeIeHHbIX B IJIa3Me
KpOBH.

Pemenue o npekpanieHny rpyqHOr0 BCKapMIIMBAHUS WU MPEKpaleHUH IPUMEHEHUs TTpenapara
Hyxkana nomxHO OBITh MPUHATO C YYETOM MOJIB3bl IPYAHOTO BCKApMIIMBAHUS NJs peOeHKa U
Teparnuu i MaTepHu.

DepTUIBHOCTD

JlaHHBIE 1O BIHMSHWUI0O Ha (EPTUIHLHOCTH YeEJOBEKAa OTCYTCTBYIOT. B  HcclemoBaHUSAX Ha
KUBOTHBIX OBUIO MPOAEMOHCTPHPOBAHO OTCYTCTBHE HEOJIATONPHUSITHOTO BO3ICHCTBHS TEpaITUH
antutenamu k MJI-5 Ha pepTunbHOCTS.

CIIOCOBb IITPUMEHEHMA U 1O3bI

[Ipenmapar Hyxana mo/mkHBI Ha3HayaTh Bpayd, HMMEIOIIME OMNBIT JWAarHOCTUKU M TEparuu
TSKEJION OpOHXUATBHON aCTMBI ¢ S03MHO(DHIBHBIM MPOQHUIEM BOCHAICHUS JbIXaTEIbHbBIX MyTEH,
903MHO(UIIBHOTO TPaHyJIeMaTo3a ¢ nojuaHruuToM (cunapom Yepmka-Ctpocca).

[Ipenapar Hyxkana mnpeaHa3HaueH TOJBKO IS TOAKOXHOTO BBEJICHHS, KOTOPOE JOJDKEH
OCYIIECTBIISATh MEIUIMHCKUN paOoTHHK. [Ipemapar ciemyeT BBOAWTH B 00MacTh Iuieda, Oeapa
WK KUBOTA.

[Topormok HE0OXOAMMO BOCCTAHOBUTH TEPE] BBEACHHUEM, BOCCTAHOBIICHHBIA PACTBOP CIEAYET
WCIIOJIB30BaTh HEMEJIEHHO. HCTPYKITHIO TT0 BOCCTAHOBJICHHIO MperiapaTa rnepej mpuMeHeHueM
CM. B pazjene «PeKoMEeHAINH MO TPUMEHEHUTO.

Tskenas OpoHXHATBHAS acTMA
B3pocnvie u 0emu ¢ 6o3pacme 12 nem u cmapwe

Pexomenayemas no3a cocrasisier 100mr Mmenonuzymabda moaKoKHO OJIUH pa3 Kakble 4 HeeH.
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Jlemu ¢ 603pacme om 6 00 12 nem
Pexomenayemas no3a cocrapuser 40 Mr menonnzymada MOIKOKHO OMH pa3 Kaxaple 4 Heemu.

Opun ¢rnakon c¢ mpenaparomM Hykana nmpenHazHadeH AJii NPUMEHEHUS y OJHOTO MAlMEHTa,
HEHUCIOJIb30BaHHBIN OCTATOK BOCCTAHOBJIEHHOI'O pacTBOpa Mpernapara NoUIeKUT YHUUTOXKEHUIO.

[Ipenapar Hykana npenHazHayeH g JUIMTENBHOM Tepanuu. Bpad [0oKeH OlEeHHUBaTh
HEO0OXOMMOCTh NMPOJODKEHUS Tepanuu MO KpalHell Mepe €XEerogHo Ha OCHOBAaHHUM CTETEeHU
TSOKECTH 3a00JIeBaHNUs y MAallMEHTa U Pe3yIbTaTOB KOHTPOJIE 000CTPEHUIA.

D03uHOPUIBbHBII IpaHyJIeMaTo3 ¢ moJuaHruuToM (cuuapom Yepmka-Crpocca)

Pexomenayemast no3a cocraBmatr 300Mr menonuzymada MOAKOKHO 3 OTACIbHBIMA WHBEKIUIMU
no 100Mr menonu3ymaba oguH pa3 kKaxasie 4 Henenu. [Ipu BBEeICHUM HECKOIBKUX HHBEKITUN
OJTHOBPEMEHHO PaCCTOSHUE MEXKIY MECTaMHU BBEACHHS HHBEKIIMHA JOJDKHO OBITh HE MEHee 5 CM.

Jnst monmydennst 10361 300Mr crmeayer BOCCTAaHOBUTh M BBECTH COACPKUMOE 3 OTHEITBHBIX
(ITaKOHOB, CJEeIys YKa3aHHM, NMPEACTABICHHBIM B pasfeie «PeKOMEHIANH 110 TPUMEHEHHUIO»
i BBeneHus qo3b6l 100mr.

Oco0ble rpynnsl NaMeHTOB
Jemu (00 6 .1em)

be3onacHocTh 1 3 dekTuBHOCTS MpUMEHEHHS Tpenapara Hykama y nereit B Bo3pacte 10 6 et
HE YCTaHOBJICHA.

Hayuenmut noscunozo éo3pacma (6 éo3pacme 65 1em u cmapue)

Y NanMeHTOB MOXMJIOTO BO3pacTa KOPPEKIMs 103kl He Tpedyercs (cM. pasmen
«DapMaKoIOrHIeCKUE CBOMCTBA, moapasaei «DapMakOKHHETHKA).

Ilayuenmut c napywenuem GyHKyuu nouex

VY manueHToB ¢ HapylieHHeM (QYHKIIMH TOYeK KOPPEKIHUs 103bl He TpeOyercs (cM. pasmen
«DapMaKoIOTHIECKUE CBOMCTBA, moapasaei «DapMakOKHHETHKA).

Ilayuenmul c napywenuem yHKyuu neveHu

VY manuMeHToB ¢ HapymieHHeM (QYHKIIMU MEYSHH KOPPEKIHs 103bl He TpeOyercs (CM. pasmen
«DapMaKoIOrHYECKHE CBOMCTBA, moapasaei «DapMakOKHHETHKA).

Pexomenaanum mo npuMeHeHUI0

[Mpenapatr Hykana HEe COIEpKHT KOHCEPBAHTOB, MOATOMY €r0 BOCCTAHOBJICHHE HEOOXOIUMO
IIPOBOJIUTH B ACENITUYCCKHUX YCIOBHSIX.

HNHCTpYKIINS IO BOCCTAHOBJICHHIO
1. Ipemapatr Bo (hIaKoHE BOCCTAHABIWBAIOT C TOMOIIBIO 1,2MJI CTEPWIIBHON BOABI IS

uHBbeKIUH. [IpeAnodTuTenbHO WCMONB30BAaHUE MIMPUIA O0BEeMOM 2-3MI H  UTJIBI
kanmuopom 21. Ctpyst CTepwiIbHOW BOABI MJIsi HMHBEKIMH JIOJDKHA OBITH HampaBlICHA
BEPTUKAJIbHO B IMEHTp Juopmim3ara. BoccraHOBIEHHE TMPOBOAAT TPH KOMHATHOMN
TeMIIeparype, akKypaTHO Bpamas (JIakoH KpPYrOBBIMH JIBHXKCHHSMH Ha TPOTSHKECHHU
10 cexyna ¢ 15-cexyHIHBIMA HHTEPBAJIAMHU IO PACTBOPEHUS IIpemnapara.
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Ipumeuanue: 6 npoyecce npucomosienusi 60CCMAHOBNIEHHbLI PACMEODP 6CMPIXUBAMb HElb3sl,
MaxK Kak 3mo Modcem npusecmu K 00paz08anuio Newvl UIU OCANCOCHUI0 Npenapamd.
IIpoyecc 6occmanosienuss 0bvbiuHO 3anumaem S munym nocie 000asleHUsi CMePUIbHOU
8000bl, HO MOJICEM NPOOIUMBCS 00IbULE.

2. B cmyuae uCHONBb30BaHMST MEXaHWYECKOTO YCTPOWCTBA Ui BOCCTAHOBJICHHWS IIperapara
(BUXpEBOil MeIIaiKKk) BOCCTAHOBICHUE MOXET OBITH MPOBEICHO MPHU IEPEMEIIUBAHUU CO
ckopocTthio 450000p0TOB B MUHYTY MPOAODKUTEIBHOCTEIO He Oosee 10muuyT. Taxoke
nomyckaeTcst nepeMennBanue co ckopoctbio 1000000poTOB B MUHYTY B TeUeHHE HE OoJee
5 MHUHYT.

3. Ilepen mnpuMeHEHHMEM BOCCTAHOBIIEHHBIM pacTBOP BHU3YAJIbHO NPOBEPSIOT Ha HaIU4Me
MOCTOPOHHUX YAaCTUI[ U MPO3payHOCTh. PacTBOp MokeH OBITh OT MNPO3PAYHOTO JI0
OTaJIECIUPYIOIIET0, OT OECIIBETHOIO J0 CBETJIO-)KEJITOr0 WM CBETIO-KOPUYHEBOTO IIBETA,
HE JIOJDKEH COJIepKaTh BUAMMBIX YacTHll. OJIHAKO OKHUIACTCS U JIOMyCKaeTCs MPUCYTCTBUE B
pacTBope MEJKUX My3bIphKOB Bo3Ayxa. [Ipy Hamuuuu NOCTOPOHHUX YACTHI] B paCTBOPE WU
€CJI PacTBOP BBIMVIAIUT MYTHBIM WJIM MMEET MOJIOYHO-OEINbI 1BET, pacCTBOP HCIOIb30BATh
HEJNb34.

4. Ecnu  BOCCTAaHOBIIGHHBIM pacTBOp Ipemapara HE HCIOJB30BaH HEMENJICHHO, €ro
HEOOXOINMO:

*  3AIIUIIATH OT COJIHEYHOTO CBETA;
* XpaHuTb npu Temmeparype Humxe 30°C,He 3aMOpaKuBaTh;

* YTWIM3HPOBATh, €CIM pAcTBOpP HE HCIOJB30BaH B TEYEHHWE 8UacoB Imocie
BOCCTaHOBJICHUA.

Beenenne no3el 100Mmr

1. ﬂJ’IH IMOAKOXXHOIo BBCACHHUA MNPCANOYTHUTCIBHO HMCIIOJIB30BAHHUE IIOJIHUIIPOIIHUIICHOBOI'O

mmpuna oobeMoM 1 MiT ¢ 0IHOpa30Boi Urioi Kanmuopom 21-27 % 0,5mroiima (13 Mm).

2. HenocpencTBeHHO nepes BBEACHUEM HaOMPAIOT B IIPUI 1 MiI BOCCTAaHOBJICHHOTO pPacTBOPA.
Bo Bpems mnpoueaypsl BOCCTaHOBIEHHBI pacTBOp Ipenapara BCTPAXMBATh HeJb3s,
MOCKOJIBKY 3TO MOKET MPUBECTH K 00Pa30BaHUIO MEHBI MIIM OCAXICHUIO Tpernapara.

3. BBomsaT moakoxHO B oOmacTh mieda, Oexpa wiam skuBoTta 1Ml pactBopa (SKBHBAJIECHTHO
100mr menonu3ymada).

Beenenue no3e1 40 Mr

1. I[J'I}I MOAKOKHOI'O BBCACHHA MNPCANOYTHUTCIBHO HCIIOJIB30BAHUC TMOJIUIPOITHIICHOBOI'O

mimpuia oobemMoM 1 mMit ¢ oiHOpa3oBoi urioi kanmmopom 21-27 x 0,5ar0iima (13 Mm).

2. HenocpenctBeHHo mepen BBeneHwem HaOupator B mmmpunl 0,4Mi BOCCTaHOBIEHHOTO
pactBopa. Bo Bpemsi mporeaypsl BOCCTAaHOBJICHHBIM pacTBOp TNpermapara BCTPSIXHBATh
HeJIb3l, TOCKOJIBKY ATO MOXKET IMIPUBECTH K 00pPa30BaHUIO TIEHBI HJIM OCAXKICHHIO TIpenapara.
OcraBuuiicst pacTBOp YTHIM3UPYIOT.

3. BBoasr moakokHO B 00yacTh Iieya, Oeapa wiu skuBota 0,4Mir pactBopa (3KBHBAJIEHTHO
40 mr menonnzymaba).

C.8u3 13



Yrrimzanus

Bech Heucnonb3oBaHHBIN MpenapaT WM OTXOMAbI CIENyeT YTUIM3UPOBAaTh B COOTBETCTBUU C
MECTHBIMU TPEOOBAHUSIMH.

IMNOBOYHOE JTEUCTBHE

Tsxenas OpoHXHAJTBHAS aCTMA

Kpamkuii 0630p npoguna d6e3onacnocmu

B KkIMHMYECKHX HCCIEOBAaHUAX C YYaCTHEM MAIMEHTOB C TSOKEJIOW OpOHXMAIBHOM acTMOU
Han0oJiee YacTO PErUCTPUPYEMBIMHU HEXKETIATEIbHBIMHU PEAKIIMSMHU BO BPEMS TEPAIUH SBIISLTACH
roJIOBHAst 00JIb, PEAKIIMK B MECTE MHBEKITUU U OOJIb B CITUHE.

Hepeqeub HexcenamesibHblX pealmm?

B o6meit crnoxHOocTH 915manMeHTOB ¢ TOKEIOW OpOHXMATbHOMW acTMOM  MOJydain
Mmenonu3ymad moakokHo (m/k) wim  BHyTpuBeHHO (B/B) BO BpeMs Tpex Iuiamebo-
KOHTPOJIMPYEMBIX KIMHUYECKUX HCCIICIOBAHUN MPOAOHKUTEIbHOCTRIO 24-52 Henenu. Huke
NpPEJCTAaBICHbI  HOKENATENIbHBIC  PEaKIMH, 3apeTUCTPUPOBAHHBIE B JABYX  Iuiare0o-
KOHTPOJHPYEMBIX HCCICIOBAHUSAX Y MALMEHTOB, MOJYYABIIMX MEMOJIM3yMa0d MOJKOKHO B J103€
100mr (N = 263). [Ipodpuns OezomacHOCTH Menonu3ymMada MpU NMPUMEHEHUH Yy TAlUEHTOB C
Tsokenon OponxuanbHoi actmoit (N = 998)B Teuenue meauanbl BpeMenu 2,81et (quamasoH ot
4 wenens 10 4,57€T) B OTKPBITOM JOMOJHUTEILHOM HCCICIOBAHUUA COOTBETCTBOBAI MPOQHITIO
0€30aCHOCTH, KOTOPBIH HAOIIOAAJICS B IJ1a1Ie00-KOHTPOIUPYEMBIX HCCIICIOBAHUSX.

YacToTa BCTPEUAEMOCTH HEXEJIAaTeIbHBIX PEAKIHi OMPEaeseTCsl CACIYIONMM 00pa3oM: oueHb
yacmo (> 1/10),uacmo (> 1/100u < 1/10),neuacmo (> 1/1 000u < 1/100),peoxo (> 1/10 000u
< 1/1 000),0uens peoko (< 1/10 000 pgkitouast OTAENbHBIC Clydan) U HeuzgecmHo (HEBO3MOXKHO

OILICHUTh Ha OCHOBAHUH JIOCTYITHBIX JAHHBIX).
Yacmoma ecmpeuaemocmu Heicen1ameIbHblX Peakyuil
Hugpexyuonnvie u napazumapmsie 3a601e8aHUsA

Yacro: ¢bapuHruT, UWHQEKIUHM  HWKHUX  JBIXaTeNbHBIX  MyTed, HWHQEKIUH

MOYEBBIBOJISIIUX MTYyTEH.
Hapywenus co cmoponsbt uMMyHHOU cucmembl
Yacro: peaKIMK THIIEPYyBCTBUTEILHOCTH (CHCTEMHBIC AJIJICPIHYCCKIE)*.
Penxo: aHauITaKCUsI**.
Hapywenus co cmoponst nepsHoti cucmembl
OueHp 4yacTo.  TOJIOBHAS 0OJIb.
Hapywenus co cmoponsl OvixamenvHol cucmemsl, OpeaHos 2pyOHOU Ki1emKu U CPe0OCmeHUs
Yacro: 3aJI0°KEHHOCTDH HOCA.

Hapymenuﬂ CO CNMOPOHbBL cheﬂydouHO-Kumelmozo mpakma
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Yacro: 00J1b B BEpXHUX OT/I€Jax KUBOTA.

Hapywenus co cmopomsi Kodtcu 1 NOOKOHCHbIX MKAHell

Yacro: JK3eMa.

Hapywenus co cmopomwvi ckenemuo-mviuieuHol U cCOeOUHUmMenNbHoU mKaHel
Yacro: 00J1b B CIIHUHE.

Obwue paccmpoticmea u HapyuieHus 8 Mmecme 86e0eHus

Yacro: MECTHBIE PEaKIMd B MECTE€ HHBEKINH, MUPEKCHs, PEaKIMH Ha BBEIACHHUE

npemnapara (CHCTeMHBIE HeaUIepruuecKue)***,

*CHUCTeMHBIE PEAKIMM, B TOM YHUCIIE PEAKIHUU T'MIIEPUyBCTBUTEIBHOCTH, PETHMCTPHUPOBAIHN C
o0mieli 9acToToif, CONOCTaBMMOHl C 4YacTOTOW TMpH NpuUMeHeHun 1aneto. IIpumeps
COIIYTCTBYIOIMX MPOSIBIICHUH M ONMHMCAaHHE BPEMEHH J0 MX PAa3BUTHUA CM. B pasnene «Ocobble
yKazaHus», nogpasaen «l mnepuyBCTBUTEIBHOCTD U PEAKLIUY HA BBEICHUE IIperapaTa».

** 13 crioHTaHHBIX COOOIIEHUH B MMOCTPETUCTPAITMOHHOM TEPUOJIE.

*** Hambounee pacpoCTpaHEHHBIMU POSIBICHUSIMHE, CBS3aHHBIMU C COOOIIEHUSIMH O CUCTEMHBIX
HEAJICPTUYECKUX PpEeaKIMsIX Ha BBEJACHHWE INperapara, SBISUIUCh ChIllb, HPHIWBBI Kapa W
MHUAITHS; 3TH TPOSIBICHHUS PEruCTpUpOBaIM HewyacTo U y < 1 %manueHToB, MOTY4aBIIMX
Merou3ymMad mokoKHO B g03e 100mr.

D03MHOPUIbHBINH TPAHYJIeMATO3 ¢ MOJUAHTHUTOM (cuHApoM Yepmxka-Ctpocca)

B 1BoitHOM crnernoM Iuiane0o-KOHTPOIMPYEMOM KIMHUYECKOM HCCIEIOBAHUH Y IAIlMCHTOB C
’03MHOQWIBLHBIM TpaHylieMaro3oM ¢ monuanruuroMm (curiapom Yepmxa-Crtpocca) (300mr
menonu3zymada, N=136) He BBIIBICHO MOOOYHBIX PEAKIHH OMOJHHUTEIFHO K TOOOYHBIM
peaknusaM, 3aperMCTPUPOBAHHBIM B KIMHUYECKHX HCCICIOBAaHUSIX Yy IAIMEHTOB C TKEION

OpOHXMATBLHOW aCTMOM.
Onucanue OTIeJbHBIX HeKeJIATeJbHBIX Peakuuii
Mecmmuvie peakyuu 6 mecme UHbEKYUU

B nByx mane00-KOHTPOIHPYEMBIX HCCIEIOBAHUSAX YaCTOTa PA3BUTHUS MECTHBIX PEaKIuil B
MecTe HMHBEKUUH MpHU TOAKOKHOM BBeAeHHMM Menonm3ymaba B ngo3e 100mMr um maune6o
cocraBnsia 8 % u 3 % cooTBeTCTBEeHHO. Bce 3T siBieHUs ObUTH HECEpbE3HBIMH, JIETKOW WIIH
YMEPEHHOUW CTEMEHU BBIPAXKEHHOCTH, W OOJBIIMHCTBO Pa3peIiniOCch B TEUYEHHE HECKOJBKHX
nHE. MecTHbIe peakliii B MECTE MHBEKIIMH BOSHUKAIH MPEUMYIIIECTBEHHO B HaYalle TEPANUU U
BO BpEMs MEPBLIX 3 HHBEKIIHIA, COOOIIECHUS O Pa3BUTHH PEAKIIUN TIPH MOCICTYIOMNX HHBEKITHIX
peructpupoBanu pexe. Hambomnee pacrnpocTpaHeHHBIE MPOSBICHUS JTUX SIBICHUH BKIIIOYATH

001, SpUTEMY, IPUTTYXJIOCTh, 3yl U OUIYIICHUE KKCHHUS.

Hern

Tpuamare ceMb manueHTOB B Bo3pacte 12-17mer ObutM BKIIFOYEHBI B YETHIpE ILIaIe0o-
KOHTPOJHPYEMBIX HccieaoBanus (25 moaydann mMemnonn3ymad BHYTPHUBEHHO HIIH MOJKOKHO) B
teueHue 24-52uenens. Tpuanate miecTh NaMeHTOB B Bo3pacte 6—1lmer momydanu
MeTon3ymMad TOJKOXKHO B OTKPBITOM HccienoBannu B TedeHue 12 nemens. Ilocne 8-
HeJeIbHOTo TepepbiBa B Tepanuu 30 MarueHToB W3 JaHHOH TPYHIbI NMPOIODKHIN JICUCHUE
METoIM3yMaboM B TeUYEHHUE ClIeAyronux 52 Henmenb. [Ipoduns HeXKenaTenbHbIX SBICHUN ObLT
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CXOIIHBIM ¢ TpodriieM, HaOMIOJAEMBIM Y B3pOCHbiX. He ObUTH BBISBICHBI JIOTOJTHUTEIIBHBIC
HEeXeNaTeJIbHbIC PEaKIINH.

MNEPEJO3UPOBKA
B knmHu4eckoil mpakTHKe cllydan Nepeo3upOBKH METIOIN3yMadOM He 3aperuCTPUPOBaHHbI.

B KJIMHWYECKOM HCCIEAOBAaHMM C Yy4YacTHEM IMMallMEHTOB C J03MHO(PWIBHOM acTMOW MpH
BHYTPHUBEHHOM BBEJCHWU OJHOKpaTHhIX g03 A0 1500Mr He HaOMIOAATOCH MPU3HAKOB
0303aBUCUMOM TOKCHYHOCTHU.

Jleuenue

OrcyrcTByeT crnemuduueckoe JiedeHUE TMEPeAO3UPOBKM  Memojauzymabom. B ciydae
MEepPEeIO3UPOBKH TIPU  HEOOXOAMMOCTH CIEAYyeT IPOBOJUTH TMOJICPKUBAIOINICE JICUCHHE C
HaJUISKAINTIM MOHUTOPUHTOM.

I[aaneﬁmee JICYCHUEC CIICAYET MPOBOJAUTDH 110 KIMHUYCCKHUM ITOKa3aHUAM.

B3AVMMO/JIEMCTBHUE C IPYTUMHU JEKAPCTBEHHBIMHU CPEJICTBAMUA

OdunmanpHple  HMCCIIEIOBAHUS 10 OIEHKE B3aMMOJCHCTBUS MeEMoJiMdymMaba ¢ JIpyruMu
JIEKapCTBEHHBIMU TIpenaparaMu HE MPOBOIUIIHCE.

®depmenTsl cuctembl muToxpoma P450, sddimrokcHbie HACOCKI W MEXaHHM3MBbI CBS3BIBAHHUS C
OeIKOM He MPUHUMAIOT YYacTHe B KIMPEHCE MENoIn3ymada. YCTaHOBJICHO, YTO MOBBIIICHHBIC
KOHIICHTPAI[MA  MPOBOCHAIUTEIbHBIX  IIMTOKWHOB  (Hampumep, WJI-6) mocpencTBoM
B3aWMOJICHCTBHUS C COOTBETCTBYIOIIMMHU PEIETITOPAMH Ha TelaTOUTax MOAABISIOT 00pa3oBaHHe
nzopepmentoB CYP450 u mepeHOCUHMKOB JIEKApPCTBEHHBIX IPEINaparoB, OAHAKO TOBBINICHUE
KOHIIEHTPAIIMH CUCTEMHBIX IPOBOCTIAUTEIBLHBIX MapKEepOB TPU TDKEIOW pedpakTepHOn
J03MHOPWILHOW acTMe SIBISIETCS MHUHHMAJIbHBIM, U TPU3HAKH JKcrpeccuu penentopo WJI-5
anb(da Ha TenaromTax OTCYTCTBYIOT. [I03TOMY BEpOSITHOCTD JIEKAPCTBEHHBIX B3aMMOJICHCTBHM C
METIONN3YMa0OM OIEHHBAETCS KaK HU3Kasl.

OCOBBIE YKA3ZAHUA
[Ipenapar Hykaia He ciaeayeT mpuMeHSTh I JICUEHUs 000CTpEeHNsT OPOHXHATLHON aCTMBI.

Bo Bpems Ttepanuu mnpenaparom Hykama MOryt pa3BHUBaTbCS CBSI3aHHBIE C TEUEHUEM
OpOoHXMAJbHOW acTMBl HEXenaTeldbHble sBIEeHUS WK oboctpenus. [lanmentam crenyer
pPEKOMEH/I0BaTh OOpaTUTbCA 3a MEIUIIMHCKOM IOMOIIBI0, €CHM IMoclie Haudajga Teparnuu
npenapatoM Hykana cuMnTOMBI OpOHXMAIbHOW acCTMBl OCTAIOTCS HEKOHTPOJIUPYEMBIMU WU
OTMEUYEHO UX YXYIIIECHHUE.

He pexomeHmyeTcsi pe3kas OTMEHa KOPTHKOCTEPOMIIOB IOCIE Hadaja TEeparluH MpernapaTtoM
Hykana. CHWXeHHE 03Bl KOPTHKOCTEPOWIIOB, TPU HEOOXOJUMOCTH, JOJDKHO OBITh
MIOCTETICHHBIM U TIPOUCXOAMTH TI0]] HAOIIOJICHHEM Bpayva.

I'MnepYyBCTBUTEARHOCTE 1 PEAKIIMH Ha BBEJICHHE IIperapara

[Tocne BBenenus npenapata Hykana HaOmomamuch ocTpble CUCTEMHBIE PEaKLUU U CUCTEMHBIE
peakiMu 3aMEJICHHOTO THIA, BKJIIOYas PEAKIUU TUIEPUYYBCTBUTEIBHOCTH (Hampumep,
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aHa()MIIaKCusl, KpalMBHUIIA, AHTHOHEBPOTHUECKHI OTEK, CHIIlb, OPOHXOCIA3M, THIIOTEH3HUs). DTH
peakiuu, Kak MPaBHjIo0, Pa3BUBAIOTCSA B TEUECHHE HECKOJILKHMX YacoB IIOCIIE BBEACHMS IIpenapara,
HO B HEKOTODPBIX CIy4asX OHHM BO3HHMKAIOT C 3aJE€PiKKOM (T.e. OOBIYHO Yepe3 HECKOJIBKO JHEH).
DTH peakud MOTYT BO3HHMKATh BIIEPBEHIE MOCIE IIUTENbHOM Tepamuu (cM. pasaen «IloGounoe
JCHCTBUEY).

[NapasurapHsle HHOEKIUN

D03uHOGMIBl MOTYT NMPUHUMATh y4yacTHE B MMMYHHOM OTBETE€ Ha HEKOTOpbIE T'eJIbMUHTHBIC
uHpekuuu. [lanMeHTsl ¢ CyIecTBYIOUMMHU TeIbMUHTHBIMH HWHMEKIHMSIMH JODKHBI MOJIYYUTh
JiedYeHue Mo MoBoay MHGEKIHH A0 Havyaia Tepanuu npenapatrom Hykana. B ciywae pasButus
uH(pEKINN y MalMeHTOB BO BpeMs NMpUMeHeHHs mnpernapara Hykaina m oTcyTcTBHS OTBETa Ha
MPOTUBOTEIBMUHTHYIO TEpanuio, CIeAyeT PacCMOTPETh BOMPOC O BPEMEHHOM MpeKpalleHuu
Tepanuu npenaparoM Hykana.

BJIUSIHUE HA CIIOCOBHOCTD YHPABJATDH TPAHCIIOPTHBIMHA
CPEJACTBAMMW, MEXAHU3MAMU

[Tpemmapar Hykama He oOKa3bIBaeT BIMSHHE WJIM OKa3blBAaeT HE3HAYMTEIHHOC BIIMSHUEC HAa
CIIOCOOHOCTH K YIPABJICHHUIO TPAHCIIOPTHBIMU CPEJICTBAMH M pabdOTe ¢ MEXaHU3MaMHU.

OOPMA BBIITYCKA

JInodunmzar 1y1si MPUTrOTOBIICHUS PACTBOPA IS TOAKOKHOTO BBeAeHUs, 100Mmr.

KonuyecTBO cTepuiibHON THOGUIM3UPOBAHHON CyXOMl Macchl, TpeOyemoe i oOecredeHus
BBOaMMOK 10361 100Mr memnonmsymaba, Bo ¢urakoH BMeCTUMOCThIO 10Mi1 M3 MpO3pavHoro
crexsa Tuna 1 ¢ mpoOkoi U3 OPOMOYTHIIOBOTO KaydyKa M CEPhIM IFOMHHUEBBIM OOKUMHBIM
KOJITAYKOM C TUTACTHKOBOM OTPBIBHOM KPBIMIKOH. 1 h1akoH ¢ MHCTPYKIMEH MO MPUMEHEHHUIO B
MavyKy KapTOHHYIO C KOHTPOJIEM NIEPBOTO BCKPBITHS.

KonuyecTBOo cTepuiibHON THOGUIM3UPOBAHHON CyXOMl Macchl, TpeOyemoe i oOecredeHUs
BBOoaMMOK 10361 100Mr memnonm3ymaba, Bo ¢urakoH BMeCTUMOCThIO 10Mi1 M3 MPO3pavHOro
crexsa Tuna 1 ¢ mpoOkoi U3 OPOMOYTHIIOBOTO KaydyKa M CEPhIM QIFOMHHUEBBIM OOKUMHBIM
KOJITAYKOM C TUTACTHKOBOM OTPBIBHOM KPBIMIKOHU. 1 h1akoH ¢ MHCTPYKIMEH MO MPUMEHEHHIO B
NaykKy KapTOHHYIO C KOHTPOJIEM II€PBOTO BCKPBITHS. 3Maykd KapTOHHbIE B MPO3payHON
TEPMOYCAJOYHOM TUICHKE.

CPOK I'OAHOCTH

4 rona.

He IPUMCEHATH ITOCJIC UCTCUCHUSA CPOKA TOAHOCTH, YKa3aHHOI'O Ha YIIAKOBKE.

YCJIOBUS XPAHEHUSA
XpaHuTh TIpu Temmeparype He Boie 25°C B 3aIUIIEHHOM OT cBeTa Mecte. He 3amopakuBarsb.

BoccranoBneHHbIl pacTBOp XpaHuTh He Oonee 8dyacoB mpu Temreparype Hmwke 30°C. He
3aMOpa’KUBaTh.

XpaHUTh B HEAOCTYITHOM JIJI51 IETE MECTE.
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YCJIOBHUA TPAHCIIOPTUPOBAHUA

TpancrioptupoBath Tpu Temmeparype He Bbime 25°C B 3amuiieHHOM OT cBeta mecre. He
3aMOpaKUBaTh.

YCJIOBHUA OTITYCKA

OTnycKaroT no peuenTy.

MPOU3BOJAUTEJIb

IIpou3BoauTe b rOTOBOI JIeKAPCTBEHHOI (opMBI

«['makcoCmutKistita Maubrodakaypunr C..A.», Utanus

dacoBuuK (MepBUYHASA YIAKOBKA)

«['makcoCmutKistitn Maubrodakaypunr C..A.», Utanus

YnakoBummk (BropuuHasi (oTpedHTeIHLCKAs) YIIAKOBKA)

«['makcoCmutKistita Maubrodakaypunr C..A.», Utanus

IpousBoauTeb (BHIMYCKAWIMIMIT KOHTPOIb KAa4ecTBA)

«I'makcoCmutKisitn Mauabrodakaypunr C.im.A.» / GlaxoSmithKline Manufacturing S.p.A.
Crpana Iposunumane Acomana Ne 90 (Can ITono) O 43056 Toppune (I1P), Urtanus / Strada
Provinciale Asolana N. 90 (loc. San Palb)43056 Torrile (PR), Italy

BJAJIEJIELLT PETHCTPAHUOHHOI'O YJAOCTOBEPEHUSA JIEKAPCTBEHHOI'O
ITPEITAPATA

AO d'makcoCmutKunsiin Tpeaunr», Poccust

125167,r. MockBa, JIeHUHTpaaCKuil TPOCIeKT, A. 37A, xkopryc 4, stax 3, momemenne XV,
KoMHarta 1

Opranu3anusi, IPUHUMAKOLIAS NPETEH3UN NMOTpeduTe el M COOOIIEHUS 0 HexKeJIATeIbHBIX
peakumsx:

AO d'makcoCmutKunsiin Tpeaunr», Poccus

125167,r. MockBa, JleHUHTpaaCKuil TPOCIeKT, A. 37A, xopryc 4, stax 3, momemenne XV,
koMmHara 1

Te.: (495) 777 89 00; dakc: (495) 777 89 04
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