NMHCTPYKIIMA
1O MEAUIIUHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOTI'O ITPEITAPATA

HYKAJIA / NUCALA

PerucrpanuoHHblii HoMep:
ToproBoe HaumeHoBaHue npenapara: Hykana / Nucala.

Me:xayHapoaHoe HemaTeHTOBAHHOE WJIH I'PYNIUPOBOYHOE HAHMEHOBAHWE: MENOIM3yMad /
mepolizumab.

JlekapcTBeHHas popma: JIMopuIH3aT IS PUTOTOBJICHUS PACTBOPA JIJIS ITOIKOKHOTO BBEIACHHUS.

COCTAB

HaumenoBanue Koan4yecrBo B KoaunuecTBo B 1 103e, MI
1 ¢urakone!, mr

ﬂeﬁcmewomee eseuecmeo

Menonuzymab 1442 100

Bcnomozamenvuvie sewgecmesa

Caxapo3za 197,5-256,8 160

Hunarpus runpodocdar renraruapar 8,82—-11,47 7,15

[omnucop6ar 80 0,82-1,07 0,67

XJIOpUCTOBOIOPOIHAS KUCIIOTA g.s. 1o pH 6,5-7.5 He npumenumo
Ipumeuanus:

1. Jlns BCcOMOTaTEeNbHBIX BEHIECTB YKa3aHbl MUHUMAJIbHOE M MaKCUMallbHOE KOJMYECTBA B
1 pnakone.

2. Ilpenapar cogepxut 144 mr B 1 ¢urakoHe; ykazaHHOE Ha ATHKeTKe KoirmaecTBo 100 mr/drakon
OCHOBaHO Ha TOM, YTO MH3BJIEKaeMbli 00BeM coctaBnser 1,0 M mpu BOCCTAaHOBICHUU
mnodunuzara. M30bITok 44 % mO3BONSET MOMY4YUTh H3BiIEeKaeMmbli o0bem 1,0 Mi mocne
BOCCTaHOBJIEHHS C TOMOIIBIO 1,2 MJI CTepUIIBLHOM BOABI Ui UHBEKIMH. YKa3aHHbIH 00beM
00yCTaBIMBaeT paclpeiesiCHHe TBEPAbIX YacTUI] B OKOHYATEIHbHOM O00OBEMe, KOHIICHTPAIUs
MOJy4eHHOTro pacTtBopa coctasisieT 100 mr/mit. M30BITOK He BKITIOUEH.

OIIMCAHHUE
OnHoponHas TnoUIM3UpOBaHHAs CyXas Macca Oenoro 1BeTa.

BoccranoBneHHbIH pacTBOp: npo3paqun?I nin OHaHCCLII/IpyIOH_II/Iﬁ pacTBOp OT 6CCI_IBCTHOTO A0
CBCTJIO-KCIITOTO UJIN CBCTJIO-KOPUYHCBOI'O IIBCTA.
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XAPAKTEPUCTUKA IIPEITAPATA

Menonu3ymab mpencrabiser coO0i T'yMaHM3WPOBaHHOE MOHOKJIOHaibHOE aHTuTeno (IgGl,
KaIllla), HampaBJICHHOE NPOTUB MHTepieikuHa-5 (MJI-5) demoBeka, mpoaynupyemMoe KiIeTKaMu
SUYHUKOB KHTAMCKOTO XOMSUKa C TOMOIIbIO TEXHOJIOTUU pekoMOnHaHTHBIX JJTHK.

OPAPMAKOTEPAIIEBTUYECKASA I'PYIIIIA

[Ipenapars! 1 TeueHust OOCTPYKTHUBHBIX 3a00JI€BaHUMN IbIXaTeNIbHBIX MyTeH, IpoYHe MpenapaTsl
JUTSL JIeUEHUsI OOCTPYKTUBHBIX 3a00JI€BaHUI JIbIXaTeIbHBIX MyTEH JJIsi CACTEMHOIO IPUMEHEHUS.

Kon ATX: R03DXO09.

®APMAKOJIOTHYECKHUE CBOMCTBA
dapMakoIMHAMHKA
MexaHu3M Oeﬁcmeuﬂ

Menonu3ymab mpenacTaBisier co0oil TymMaHH3MpoBaHHOE MOHOKIOHanbHOe aHTuTeno (IgGl,
KaIllla), HampaBJICHHOE MpPOTUB uHTepielikuHa-5 (MJI-5) denoBeka C BBICOKMM CpPOJICTBOM H
cnenuduyHocteio. WMJI-5 sBisieTcss OCHOBHBIM LIMTOKMHOM, KOTOPBI OTBEYaeT 3a pOCT,
mubhepeHIIMPOBKY, MPHUBICYCHUE, AKTUBAIMI0 U BBDKMBaHUE 303MHOGMUIOB. Menoauzymad
UHTHOUpyeT 6uoakTuBHOCTH MJI-5 ¢ HAaHOMOJSIPHON aKTUBHOCTBHIO MOCPEICTBOM OJIOKHPOBAHUS
cesa3biBanust MJI-5 ¢ anmbda nensio peunentopunoro komrmiekca WJI-5, skcnpeccupyemoro Ha
KJIETOYHON MOBEPXHOCTH 303WHO(MUIOB, YTO MPHUBOAUT K MHTHOWPOBAHHUIO TMEpelauyd CHrHajia
NJI-5 v CHUXEHHIO MPOIYKIIUN U BBKHBAEMOCTH Y03MHO(DUIIOB.

Dapmaxoounamuieckue 3¢hghexmol

B xnnHMUYECKHX UCCIIEOBAHUSIX OTMEUEHO CTa0MIIbHOE CHIDKEHHE YHClia 503UHO(UIIOB B KPOBU
nocie Tepanuu MenoiauzymaOoMm. CHM)KEHHE B IEPEUUCIIEHHBIX HUXKE TpyIIax IMalueHTOB,
KOTOpPBIM Ha3zHayaJicsl Mpernapar, OTMEYalloch B Te€4YeHUE 4 HeZellb Tepanuu, U COXPaHsIOCh B
TEYEHUE BCErO0 BPEMEHU TEPAITHH.

[Tocne moaKoKHOTO BBEIEHUS Ipernapara B3pOCIBbIM U JIETIM B BO3pacTe OT 12 JEeT ¢ TsKeou
OpOHXMaJbHOW AacTMON ¢ S03MHOPWIBHBIM NpPO(QUIEM BOCHAJIECHUS JbIXaTENbHBIX IyTeH
(mamee — Tspkenasi OpoHxXManbHas actma) B no3e 100 Mr kaxkasie 4 HEEI Ha MPOTHKCHUH
32 Henenb KOJIMYECTBO HS03MHO(PUIOB B KPOBH CHHM3WIOCH CO CPEIHEro IeOMETPUYECKOTO
ucxonnoro konmuuecta 290 no 40 xknetoxk/mki Ha 32-i Henene (N=182) (camkenne Ha 84 % mo
CpaBHEHMIO ¢ Muiane6o). JlaHHas BeNMUYMHA CHIKEHHUS KOJIMYECTBAa H03MHO(UIOB B KPOBU
COXpaHAJIAch y MallMEHTOB ¢ TskeNnoi OponxuanbHou actMoit (N = 998), momydaBuux npenapar
B TEYEHHE MeJuaHbl BpeMeHH 2,8 neT (Auamna3oH OT 4 Hemenb A0 4,5 J€T) B OTKPHITOM
JIOTIOTHUTEIBHOM HCCIIEIOBaHUU.

[Toce monkoXKHOTO BBEACHHS TMpernapara AeTaM B Bo3pacte 6—11 jeT ¢ Tsokenol OpoHXHalIbHON
actmoi B 103e 40 Mr (mpu macce Tena < 40 xr) u B go3e 100 mr (ripu Macce Tena > 40 Kr) Kaxable
4 Henmenw B TeUeHHE 52 HEMENb KOJIMYECTBO D03WHO(MHUIIOB B KPOBU CHU3WIOCH CO CPEIHETO
reoMeTpuyeckoro ucxogHoro kommuecta 306 (N = 16) mo 48 xkimerox/mkn (N = 15) u ¢ 331 no 44
kieTok/MKI (N = 10) cooTBeTcTBeHHO (CHMXEeHHE Ha 85 % 1 87 % COOTBETCTBEHHO).
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JlaHHy10 BETUYHHY CHIDKEHUS! HAOMIOMAIH y B3POCIBIX U Yy A€Tel B TeueHue 4 Hellenb Tepanuu.

[Tocne moaKoXKHOTO BBEACHUS Ipemapara MalieHTaM ¢ S03WHOMUIBLHBIM TPaHYJIEMaTO30M C
nosmanruutoM (cuaapoM Yepmxka-Crpocca) B mo3e 300 mr kaxknaple 4 Hemenw B TEUEHUE
52 HeAeNb KOJMYECTBO J03WMHO(PMIOB B KPOBH CHH3WJIOCH JI0 CPEAHETO TI'€OMETPUYECKOTO
KonuuecTBa 38 KIeTOK/MKII (CHUkeHue Ha 83 % Mo CpaBHEHHUIO ¢ 11a11e0o0).

[Tocne mOAKOXXKHOTO BBEACHHS Iperapara IMalMeHTaM ¢ XPOHUYECKUM  TOJUIIO3HBIM
puHOocuHycuTOM B 103¢ 100 mMr kaxzable 4 Henenu Ha MOPOTSHKEHUU 52 HEAeNb KOJIMYECTBO
503MHO(HUIIOB B KPOBH CHHU3HWIIOCH JIO CPEIHEr0 reoMeTpuuecKkoro 4uciia 60 KIETOK/MKI, 4TO
COOTBETCTBYET CHHKEHUIO Ha 83 % 10 cpaBHEHHMIO ¢ Tu1ane0o. JlaHHas BEIMUYMHA CHIDKCHHS Obliia
JIOCTUTHYTA B TeUCHUE 4 HECIb TEPAIUH U COXPAHSUIACh HA MPOTSHKEHUHU BCETO MEPUO/Ia JICUCHHUS.

HUmmyHnoeennocmo

B cooTrBeTcTBHM C BO3MOKHBIMH HMMYHOT€HHBIMH CBOMCTBAMHM OEIKOBBIX U TENTHUIHBIX
IpernapaToB, y TMAlUMEHTOB IOCIE TMPOBEACHUS TEpalud MOTYT TMOSBUTHCS aHTUTENA K
Mmenonu3ymady. B mianebo-koHTponupyemsbix uccienoBaHusax y 15 uz 260 (6 %) nanueHToB ¢
TSDKEJION OpoHXUaNbHON acTMON Uy 6 u3 196 (3 %) manKueHTOB C XPOHUYECKUM MOTUTIO3HBIM
CHUHYCHUTOM, IOJIY4aBIIUX Mpenapat noakoxHo B goze 100 mr, m y 1 uz 68 (1 %) namueHtos c
503UHO(HIILHBIM TPaHYJIEMaTO30M C MOJIHAHTUUTOM (cuHApoM Yepmxa-Crpocca), momydaBIInX
300 Mr Menonuszymaba MOJIKOXKHO, ObUIM OOHApy>KEHbl aHTHUTENa K MeEMoJu3ymaly Tmocie
BBEJCHUS KaK MHHHUMYM OJHOM J03bl Menonuszymaba. I[Ipoduns UMMYyHOT€HHOCTH
Menoiuzymaba npu NpUMEHEHUH Yy MalUeHTOB C Tshkelaon OponxuanbHOU actmoit (N = 998) B
TEYeHHEe MeauaHbl BpeMeHH 2,8 ner (nuamazoH oT 4 Henmenb A0 4,5 51eT) B OTKPHITOM
JOTIOTHUTEILHOM HUCCIIEJOBAHHUH COOTBETCTBOBAI MNPOMUII0 HMMYHOT€HHOCTH, KOTOPBIN
HaOJr0AaJICs B IU1aLe00-KOHTPOIUPYEMBIX UCCIIEIOBAHUSX.

B nHauanpHOW KpaTKkocpouyHOHM (haze kiIMHUYecKoro uccienoBanus y 2 uz 35 (6 %) nmereit B
Bo3pacte 6—11 et ¢ Tsokenoi OpoOHXMATBHON aCTMOM, MOJTyYaBIIKX Mpenapar MoAKOKHO B 103€
40 mr (mpu macce Tena < 40 kr) win B 1o3e 100 mr (mpu macce tena > 40 kr), 66111 00HApPYKEHBI
aHTUTENa K Menonnu3yMaly mociie BBeJIeH!s] Kak MUHUMYM OJHOM 10361 Menoninzymada. Bo Bpems
JOATOCPOYHOHN (ha3bl KIMHUYECKOTO HCCIIEAOBAHUS HU Y OAHOTO peOeHKa He ObUTH BBISBIICHBI
aHTUTeNa K Menonuzymaly. HelTpanu3syrone aHTUTeNa ObUIM BBISBIEHBI Y OJIHOTO B3pOCIOro
nalyveHTa ¢ TSOKeJIoW OpOHXMAJIbHOW acTMOM, MoisryuyaBmiero memnoiauzymad B no3e 100 mr.
AHTHTENa K MENojau3yMady He OKa3blBaJM 3HAYMMOIO BIMAHUSA Ha (DapMaKOKMHETHKY WU
dapMakoMHAMHMKY Mernoju3ymaba y OOJIBIIMHCTBA MNAIlMEHTOB, TaK)Ke HE ObUIO OTMEYEHO
KOPPESIUHI MEX/ly THTPAMH aHTHUTEN U U3MEHEHUEM YPOBHS 303UHO(UIIOB B KPOBH.

DapMaKOKHHETHKA

ITocme mOAKOKHOTO BBEACHHUS IMAllMEHTaM C TKEIIOM 6p0HXHaJ'IBHOfI acTMOM MCHOJII/ISYM36
MMPOABJIATT TPUMEPHO NPOIOPHHUOHAIIBHYIO 103€ (I)apMaKOKI/IHCTI/IKy B AWaIia3oHE J03 OT 12,5 MI
0 250 mr. (DapMaKOKI/IHCTI/I‘-ICCKI/IC CBOMCTBa MCHOJ'II/IBYMa6a Yy HanueHTOB C 3031/IHO(I)I/IJIBHBIM
T'paHyJIeMaTo30M C IMOJUAHTHMUTOM (CI/IHI[pOM UIep;pKa-CTpocca), XPOHHUYCCKHUM IMOJIMITIO3HBIM
PUHOCUHYCUTOM OBLIN COIOCTaBUMBI C (bapMaKOKHHCTHqCCKHMH CBOMCTBaMU MenonnsyMa6a y
MallUEHTOB C TSKEIIOMN 6p0HXHaJ'ILH01>i actmoii. CucreMHOE BO3JCHCTBHE IIOCIIE€ BBEIACHUS
Menonn3yMa6a B J103€ 300 mr IIOJAKOXHO ITallTMCHTaM C 3031/IHO(I)I/IJ'IBHBIM rpanyjieMaTro3omM C

C.3u3 14



nosmanruutoM (cuaapom Yepmxa-Ctpocca) mpuMepHO B 3 pas3a MPEBHIIATIO CHCTEMHOE
BO3JICHCTBHE TIOCTE BBEACHUS Memosm3yMaba B go3e 100 Mr mamueHTaM C  TSDKEToM
OpOHXHUATBLHON aCTMOM.

Bcacvieanue

[Tocre MOAKOKHOTO BBEACHUS 3J0POBBIM JOOPOBOJBIIAM WM IMAIIUEHTAM C TSKEION
OpOHXMaNbHONW acTMOW BCAchIBAaHHE MEMOJIM3yMada MPOUCXOIMIO MEJIEHHO, C MEIMaHOM
BPEMEHH 10 TOCTHXKEHHS MaKCUMAJIbHOW KOHLIEHTPALUHU B 11a3Me KpPOBU (Tmax) B 1nana3zoHe oT
4 10 8 CyTOK.

[Tociie 0JJHOKPATHOTO MOJKOKHOTO BBEICHHS B 00JIACTh KMBOTA, Oepa MM IUIedYa 30POBBIM
T00poBoIbIIaM abCOMIOTHAS OMOIOCTYIHOCTh Memoiu3ymaba coctaBisuia 64 %, 71 % u 75 %
COOTBETCTBEHHO. Y MALMEHTOB C TSHKENOW OPOHXHAIBLHON acTMOi abCOMOTHAS OMOJOCTYITHOCTh
Mernonu3yMaba MpH IOAKOXHOM BBEIACHHMH B o0nacTh mieda coctaBisia 74—80 %. Ilocne
MHOTOKPAaTHOTO TIIOJIKO’)KHOTO BBEIEHHS Kaxaple 4 Helenu HaOMI0Naloch MPUOIM3HTENBHO
JIBYKpaTHOE HAaKOIUICHHUE IIperapaTra B pABHOBECHOM COCTOSIHUU.

Pacnpeoenenue

[Tocie OMHOKPAaTHOrO BHYTPHUBEHHOTO BBEACHHUS MemoiM3ymala TMalUeHTaM ¢ TSOKEIon
OpOHXHMAILHOW acTMOM CpelHUH 00BEM paclpeseiCHUus MEnojau3ymMada COCTaBsUl OT 55 1o
85 mur/kr.

Memaboausm

Menonuzymab npezncrasiser co0oi I'yMaHM3HMpPOBAaHHOE MOHOKJIOHaibHOe aHTuteno IgGl,
KOTOpPOE€ pacUIeIUIsieTcss MpH  BO3ACHCTBUM  MPOTEOJUTHUECKUX (PEPMEHTOB, IIHUPOKO
pacpoCTpaHEHHBIX HE TOJIBKO B TKAaHU NIEYEHHU, HO U BO BCEM OpraHHU3Me.

Buoieeoenue

[Tocme ODHOKPAaTHOTO BHYTPUBEHHOTO BBEICHHs IMpermapara TMalUeHTaM C  TDKEIon
OpoHxuanmbHOU acTMOM cpeaHuit cucteMHusblil kiupeHc (CL) coctasmsin ot 1,9 o 3,3 mn/cy1/kT, a
CpeIHUN KOHEYHBI Tepuoja ModyBbiBeAeHHs — mpumepHo 20 cyTok. [locne moaxoxHOTO
BBEJICHHS MEMoJIn3ymMada CpeTHU KOHEUHBIN TIEPHO/T MOTYBbIBEIEHUS (t1/2) COCTABISUT OT 16 10
22 cyTok. B monynsiimoHHOM (hapMaKOKHHETHYSCKOM aHATN3€ PACUETHBIM CHCTEMHBINA KIIMPEHC
Menonauzymabda coctasisia 3,1 Mi/CyT/Kr.

Jlemu

Jannsle 1o QapmakokuHeTHKe y JneTedl orpaHuyeHsl (59 manMeHToB ¢ 303UMHOMUIBHBIM
s30aruTomM, 55 TMALKMEHTOB C TsKENOW OpoHXHAIbHOW acTMmoif). DapMaKOKMHETUKY
Menojiuzymaba  TpU  BHYTPUBEHHOM  BBEIEHUM  OIEHMBAIM B  MOMYJISIUOHHOM
(apMaKOKMHETUUECKOM aHall3€ B paMKaX HCCIIEeIOBaHUS, MPOBEACHHOIO C yYacTHEM JIeTel B
Bo3pacte 2-17 ner ¢ s03mHOPMWIBHBIM 330(¢arutomM. PapMakOKMHETHKA y JeTel Oblia B
3HAYUTENIbHOM CTEMeHM MPOTHO3MPYEMOIl Ha OCHOBAaHUHU JaHHBIX, MOJIYYEHHBIX Yy B3POCIbBIX,
nociyie KOppeKIuu 1no macce tena. GapMakoKMHETHKA MENOIN3yMada y MOAPOCTKOB € TsHKETIOM
OpoHXHWATBHOM AacTMOM, BKIIOUYEGHHBIX B ucciaegoBanuss III  ¢asel, cooTrBeTcTBOBaANA
(dapMaKOKMHETHUKE Y B3POCIBIX.
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B OTKpBITOM HEKOHTPOJIMPYEMOM HCCIEIOBAHUH MPOIOJKUTEIBHOCTHIO 12 HEeleIb OLIEHUBAIN
(dhapMaKOKMHETHKY TIOCJIC TIOJKOXHOTO BBEIEHMsI Yy JeTedi B Bo3pacte oT 6 mo 11 mer
BKJIFOUMTEIIBHO C TSDKEJIOW OpoHXHMaTbHOW acTMoi. DapMaKOKMHETHKA Yy JEeTed B IEJIOM
COOTBETCTBOBAJIa JAHHBIM Y B3POCIIBIX U MOJPOCTKOB MOCIE BBEICHUS MOMPABKHU Ha Maccy Teia
U C ydeToM OHMOAOCTYMHOCTH. AOCOMOTHAas OWOJOCTYIHOCTh MPU MOAKOKHOM BBEICHHUU
SBIISIETCS MIOJHOM, B TO BPEMS KaK Y B3pOCIIBIX U MOJIPOCTKOB OHa cocTaniseT 76 %. Conepxanue
mpernapaTta B ChIBOPOTKE KPOBH IOCIIE€ MOJKOXHOrO BBelAeHHUS B o3¢ 40 mr (mpu Macce Tena
<40 kr) uimu 100 mr (mpu Macce tena > 40 xr) 6su10 B 1,32 11 1,97 pa3za Beiie, 4eM y B3pOCIIbIX
rnocie BBeaeHus 10361 100 mr.

N3yuenue pexxuma JTO3MPOBAHMUS, MPETyCMATPUBAIONIETO MOAKOXHOE BBeAcHHE B a03¢ 40 Mr
KaKJIble 4 Henenu, y 1eTeil B Bo3pacte 6—11 neT npu mmpokom auamnazone maccol tena 15—70 kr,
C HCIIOJB30BAHMEM METOJIOB MOJCIMPOBaHMS  (AapMAKOKMHETHYECKUX IPOIIECCOB H
MMHUTAIIMOHHOTO MOJEJIMPOBAHUS, TO3BOJISET MPOTHO3UPOBATh, YTO COACpP)KAaHUE Ipernapara B
CBIBOPOTKE KPOBU IMPH 3TOM PEXKUME J03UPOBaHUsI OyAET B CPEAHEM COCTABISTH OKOJIO 38 % OT
JAHHOTO TapaMeTpa y B3pOCIbIX mocie BBeaeHUs 1036l 100 Mr. DTOT pekuM A03MpPOBAHUS
mpernapara CUMTaeTcsl MpHEMIIEMbIM Onarofaps IMIUPOKOMY TEpareBTUYECKOMY HHJIEKCY
Menonuzymaoa.

Oco0ble rpynnbl NaMEHTOB
Tlayuenmur nosicunoeo eospacma (6 eozpacme 65 nem u cmapuie)

JanHbie 10 (hapMaKOKMHETHKE MENOoJM3yMada MpH MPUMEHEHHH Yy MAICHTOB IOXXUIOTO
Bo3pacta (>65ier) B KiIMHMYeCKHX wuccienoBanusx orpanudeHbl (N =90). Opnako B
HOMYJIAIMUOHHOM (papMaKOKMHETUYECKOM aHAJIM3¢ HE BBISBIICHBI NMPHU3HAKH BJIMSHUS BO3pacra

(12-82 rona) Ha (hapMaKOKHHETHUKY MEoIn3yMaa.
Ilayuenmvi ¢ napyuwienuem GynKyuu novex

OdunmanpHple UCCICIOBAaHHUS 0 H3YYCHHIO BIMSHHUS HapyIlICHHS QYHKIUH TOYEK Ha
(apMaKOKMHETUKY Memnoiu3ymada He MpoBOJWINCE. Ha OCHOBaHMM MOMYJSIIMOHHOTO
(apMaKOKMHETUYECKOTO aHajM3a KOPPEKIMs J03bl IMAlMeHTaM C KIMPEHCOM KpeaTWHHHA
50-80 mn/mun He TpeOyercs. JlaHHBIE 1O MAIIEHTaM C KIUpEeHCOM KpeaTmHHHA < 50 Mu/MuH
OTpaHHYCHBI.

Tayuenmoi ¢ HapywieHuem yHKyuu neveHu

O(l)I/IL[I/IaJ'IBHBIC HUCCICAOBAHUA 110 H3YUCHUIO BJIMAHUA HAPYUICHUA (I)YHKI_II/II/I INCYCHHU Ha
(I)apMaKOKI/IHCTI/IKy MGHOHI/I3YMa6a HC IMPOBOAUIIUCE. HOCKOHBKy MCHOJ'II/IByMa6 PACIICIUIACTCA
IIUPOKO pacClpoOCTpaHCHHBIMU HNPOTCOJIUTHYICCKUMU (I)CpMCHTaMI/I, KOTOPBIC NPUCYTCTBYIOT HC
TOJILKO B TKAHU IICYCHU, MAJIOBCPOATHO, UYTO U3MCHCHUA (I)yHKI_[I/II/I MEYCHU OKAXYT Kakoe-1100
BJIMAHUC HA BBIBCACHUC U3 OpraHHU3Ma MCHOJ'II/IByMa6a.

ITOKA3AHUA K IPUMEHEHHWIO

Taxcenas 6p0HX1/lClJZbHCl}Z acmma

HpenapaT HyKaJ'Ia IMOKa3aH K IMPHUMCHCHUIO B KauCCTBC JOMOJIHUTEIIFHOM HOI[,Z[Cp)KI/IBaIOH_ICﬁ
TCpannun TSDKEIoH 6p0HXI/IaJIBHOI7I aCTMblI C 3031/IHO(I)I/IJ'ILHBIM HpO(I)I/IJ'IeM BOCHIAJICHUA
JAbIXaTCIIbHBIX HYTeﬁ Y NanfuCHTOB B BO3PAaCTC OT 6 neT u crapuie.
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Do3unopunvublil epanyiemamos ¢ noauaHeuumom (cunopom Yepoowca-Cmpocca)
[Ipenapar Hykana mokazaH K NPUMEHEHUIO JIA JIEYEHUS 303WHOQPIIBHOTO TpaHyjlemaro3a ¢
noyimanruuToM (cuuapoM Yepmxka-Crpocca) y marueHToB crapiie 18 jer.

Xponuueckuti nOAUNO3HBIU PUHOCUHYCUM

[Ipenapar Hykana moka3aH K IOPUMEHEHHUIO B KayeCTBE JOIMOJHUTEIbHOW IMOAIEP>KUBAOLICH
Tepanud HeaJeKBaTHO KOHTPOJIUPYEMOIO HHTpaHa3aJdbHBIMU  [IIOKOKOPTUKOCTEPOHIaMU
XPOHUYECKOTO MOJUIO3HOIO PUHOCUHYCUTA y MAallMeHTOB B Bo3pacTe 18 jer u crapuie, B TOM
yhclie y OOJbHBIX, paHee MOJIBEPTIINXCS XUPYPrUUYECKOMY JICUCHUIO /WM HYKIAIOUIUXCS B
MPUMEHEHUN CUCTEMHBIX INIIOKOKOPTUKOCTEPOUJIOB

ITPOTUBOIIOKA3AHUA

['mnepyyBCTBUTEIBHOCTh K MEMONIM3YyMady WM JI0OOMY JIPYroMy KOMIIOHEHTY, BXOZSIIEMY B
COCTaB IMpenapara.

INPUMEHEHHME IIPU BEPEMEHHOCTH W B IIEPHOJ TIPYJHOI'O
BCKAPMJIMUBAHMUSA, BIMAHUE HA ®EPTHJIBHOCTD

bepemenHocTh

JlaHHBIE 10 TPUMEHEHHIO MeMoju3ymada y OEpEeMEHHBIX JKCHIIUH OrpaHUYeHBbI (MeHee
300 ucxo10B OEPEMEHHOCTH).

Menonu3zymab mpoHUKaeT uepe3 IUIalleHTapHbIi Oapbep y o0e3bsiH. Pe3ynbTarsl nccnenoBanuit
HAa OKMBOTHBIX HE YKa3blBalOT Ha HAJIWYUE PENPOAYKTUBHOM TOKCUYHOCTU. BiusHue
Menoin3ymMada Ha U0 YeIOBeKa HEU3BECTHO.

B kauecTBe Mephl IPEIOCTOPOKHOCTH JKeJIATeIbHO n30erarb MpuMeHeHus npenapara Hykana Bo
BpeMs OepemeHHocTH. [Ipenapar Hykana cnenyer npuMeHsTh Y O€pEMEHHBIX KEHIIMH TOJIBKO B
cilydae, ey OKuaaeMas 1MoJib3a JJis MaTepy MpeBbIlIaeT NOTEHIMAIBHBIN PUCK IS MJI0AA.

ITepnoa rpynHoro BCkapMJIuBaHUs

OTCyTCTBYIOT JaHHblE OTHOCUTENIBHO BBIICICHHUS MenoyindymMada € TpyJHBIM MOJIOKOM Y
yenoBeka. OJHAaKO Yy SBAHCKUX MaKaK MeNoyin3ymMald BBIIENSAJCS B TPYIJHOE MOJOKO B
KOHLIEHTpAaLUsAX, KOTOpble cocTaBisuii MeHee 0,5 % OT KOHLIEHTpalyii, ONPEEIIEHHBIX B IIJIa3Me
KpPOBH.

Pemrenue o MPpEKpalICHUH I'PYAHOT'O0 BCKApMIIMBAHUS WJIN ITPCKPAICHUN TPUMEHCHUS IIpCIiapara
HyKaﬂa JOJIDKHO OBITh IMPUHATO C YYCTOM IIOJIb3bI T'PYAHOT'O BCKApMJIMBAHUA JJIA pC6CHKa n
TCparu JJisd MaTCpu.

DepTUIBHOCTD

JlaHHbIe 1O BAMSHUIO Ha (HePTUIIBHOCTH YeNIOBEKa OTCYTCTBYIOT. B Mccie1oBaHUAX Ha dKUBOTHBIX
OBUIO MTPOIEMOHCTPUPOBAHO OTCYTCTBUE HEOIATOMPUATHOTO BO3JICHCTBUS TE€pANlMU aHTHUTEIaMU
Kk UJI-5 Ha GpepTUILHOCTS.
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CIIOCOBb ITPUMEHEHMA U 103bl

[Ipenapat Hykana nomxHbl Ha3HaYaTh BpayK, UMEIOLINE ONBIT AMATHOCTUKU U TEPATTUU TXKEION
OpOHXMAJBHOW acCTMbl C DS03MHO(PHIBHBIM MpoduieM BOCHAJICHUS JbIXaTeNbHBIX IIyTEH,
303MHO(HUIILHOTO IpaHysieMaTo3a ¢ nojauanruutoM (cunapom Yepmxa-Crtpocca), XpOHUYECKOTO
MOJIUTIO3HOTO PUHOCHUHYCHUTA.

[Ipemapar Hykana mnpeaHa3HaueH TOJIBKO [UIsl TOJKOKHOTO BBEIEHHUS, KOTOPOE JIOJKEH
OCYUIECTBIISITH MEIUIIMHCKUN paboTHUK. [Ipenapar cienyeT BBOAUTH B 00JIaCTh Ij1eda, Oeapa uin

JKHUBOTA.

HOpOIHOK HGOGXOI{I/IMO BOCCTAHOBUTH IIEPE BBCACHUEM, BOCCTaHOBJICHHBIM pacTBOp CIEAYET
HCII0Jb30BaTh HEMCAJICHHO. I/IHCTPYKI_[I/IIO 10 BOCCTAHOBJICHUIO ITpECriapaTa nepca NIpuMEHCHUEM
CM. B pasacic «PGKOMCH,Z[aI_[I/II/I 10 IIPUMCHCHULIO)>.

Tskenas OpoHXHAIBLHASA aCTMA

B3pocnavie u oemu 6 so3pacme 12 nem u cmapuie

Pexomenayemas no3a coctasisger 100 Mr menonusymada MOAKOXKHO OAMH pa3 Kax/ble 4 HeJlemH.
Jlemu 6 6o3pacme om 6 0o 12 nem

Pexomenayemas no3a cocrasiser 40 Mr Menonnzymada moJKoKHO OJUH pa3 Kaxable 4 HeAeu.

OI[I/IH (1)J'IaKOH C IIpcliaparomMm HYKaJ'Ia nNpeaHa3sHa4YCH Uil NPUMCHCHHUA Y OAHOI'O IIAlIMCHTA,
HEWCII0Ib30BaHHBIN 0CTATOK BOCCTAHOBJICHHOT'O pacTBOpa Iperapara MOAJICIKUT YHHUITOXKCHULO.

HpenapaT HYKaJ'Ia MNpeaAHa3Ha4YCH JJIA JUTUTEIbHOM TCpalinuu. Bpaq JOJDKCH OLCHHUBATh
HeO6XO,I[I/IMOCTB IMPOAOJDKCHHA TCpalluKu I10 KpaﬁHeﬁ MCpPEC CKCTOAHO Ha OCHOBAHHHN CTCIICHHU
TSDKECTH 3a00J1eBaHUS Yy NaliueHTa U pE3yJIbTATOB KOHTPOJIA O6OCTpeHI/II\/’I.

J03MHO(PHUIBbHBIN I'PAHY/IEMATO3 ¢ MOJHMAaHTHUTOM (cuHApoM Yepmka-Crpocca)

PCKOMGH,[[yeMa}I A03a COCTaBJIACT 300 mr MCHOJ'II/I3YMa6a ITOAKOXHO 3 OTACIIbHBIMH MHBCKITUAMHA
mo 100 mr MCHOJ'II/I3YM8.68. OJUH pa3 KaXXJbIC 4 HCIOCIIN. HpI/I BBEICHHHU HECKOJBbKUX HHBEKIIHI
OOHOBPEMCHHO PACCTOSAHUC MCKIAY MCCTAaMH BBCACHUA HHBEKIIUN JOJDKHO OBITH HE MEHEE 5 cM.

Hns nmonydenust no3el 300 Mr cieayer BOCCTAaHOBUTh U BBECTHU COACPKUMOE 3 OTIEIbHBIX
¢brakoHOB, Cleqys yKa3aHHsIM, MPEACTaBICHHBIM B pa3zelnie «PekoMeHIanuu mo mpuMeHEHHUIO
1 BBemeHus qo3bl 100 mr.

XpoHUYECKHH MOJIUNO3HbIA PHHOCHHYCHT
Pexomennyemas no3za cocrasiser 100 Mr Mmenonu3ymada MoiKOKHO OJMH pa3 Kaxable 4 HeJenu.

Oco0ble rpynnbl NanUeHTOB
Jemu (00 6 nem)

beszonacHocTs u 3 pexTuBHOCTH TpUMeHeHus npenapata Hykana y gereit B Bo3pacte 70 6 JieT He
YCTaHOBJICHA.
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IHayuenmut noxcunozo eozpacma (6 éozpacme 65 1em u cmapuie)

Y [manuMeHTOB TOXHWIJIOTO BO3pacTa KOppeKIus 103kl He Tpelyercs (cM. paszen
«®Dapmaxonoruueckre CBONCTBay, noapasaen «DapMakOKMHETHUKAY ).

Ilayuenmsut c napyuwienuem GyHKyuu nouex

VY manueHTtoB ¢ HapylieHHeM (QYHKIMU IMOYeK KOppeKUHs 103kl He Tpelyercs (cMm. pasaen
«®Dapmaxonoruueckre CBONCTBay, noapasaen «DapMakOKHHETHUKAY ).

Ilayuenmut c napywenuem yHKyuu neyeHu

VY manueHTOB C HapylleHHeM (QYyHKIHUU MEeYeHH KOPPEeKIHs 103kl He Tpelyercs (cM. pasaen
«Dapmakonoruueckue cBOMCTBay, noapasaen «DapMakoOKMHETHKAY).

Pexomenaanuu mo npuMeHeHHUI0

HpenapaT HYKaJ'Ia HC COLCPIKUT KOHCEPBAHTOB, IIOITOMY €I0 BOCCTAHOBJICHUC H606X0)II/IMO
MMPpOBOAUTH B ACCTITUYCCKUX YCIIOBUAX.

WHCTpYyKIMS 10 BOCCTAaHOBJICHUIO
1. Tlpenmapatr BO (akOHE BOCCTAHABIMBAIOT C IMOMOLIbIO 1,2 MJI CTEPHIILHOW BOABI IS

UHBCKIUH. [IpenrnodTuTeIbHO HCIONB30BAaHUE IINpUIa 00beMOM 2—3 MJI M UTJIBI
kamuopom 21. CTpys CcTepuiabHOW BOJBI Uil HMHBEKIMA JOJDKHA OBITH HaIlpaBlieHa
BEPTUKAIIBHO B TIeHTp Juodrmims3ata. BoccraHoBieHHe TPOBOAAT NPH KOMHATHOMW
TEeMIepaType, akKKypaTHO Bpamas (IakoH KPYTroBbIMU [IBHXKEHUSIMH Ha MPOTSIKECHUH
10 cexyHn ¢ 15-cexkyHAHBIMU MHTEpBAJIaMH JI0 PAaCTBOPEHUS Mpernapara.

HpuMeanue: 6 npoyecce npucomoejlieHusA 60C0maH08ﬂ€HHblﬁpacm60p BCMPAXUBANTb HEIb3A,
maxK Kaxk omo moatcem npueecmu K 06pa306an0 nenwvl Wil 0CaNCOeHUo npenapama. Hpouecc
B80CCMAHOGNICHUS 00bIYHO 3aHuUMaem 5 MUHym nocie oobaenenus Cn’lepl/lﬂbHOﬁ 600bl, HO

Modicem npoonUmMvCsl OoIbuLe.

2. B cmyuae uCHONb30BaHUS MEXaHWYECKOTO YCTPOMCTBa MJIi BOCCTAHOBIIGHHS Ipernapara
(BUXpeBOI Mellalki) BOCCTAHOBJIEHHE MOXKET ObITh NMPOBEAEHO IMPH MEPEMEUIMBAHUU CO
ckopocThio 450 000pOTOB B MHUHYTY NpPOJODKUTENBbHOCTBIO He Oonee 10 munyT. Takske
JIOITyCcKaeTcs mepeMerinBanue co ckopocteio 1000 000poTOB B MUHYTY B TeueHHE He Ooee
5 MUHYT.

3. Hepez[ MNPUMCHCHUCM BOCCTaHOBJICHHBIN pacTBOp BHU3YAJIIbHO HPOBCPAOT Ha HAJIUYUC
MMOCTOPOHHUX YaCTULl U HPO3PAYHOCTD. PaCTBOp JOJIKCH OBITH OT npo3pavyHoro no
onajJeCuupyromero, oT GGCHBCTHOFO A0 CBCTIIO-KECJITOI'O WJIN CBCTJIO-KOPUYHEBOI'O IBETA, HC
JOJIKCH COACPIKATh BUAWMBIX YaCTHUILI. OIIHaKO OXKUOACTCA U HOIYCKACTCA IMPUCYTCTBUC B
pacTBOPC MCJIKUX IIY3BIPLKOB BO3yXa. HpI/I HAJIMYUHU MOCTOPOHHUX YaCTUIl B paCTBOPC HUIIN
€CJIM paCTBOP BBIIVIAAWUT MYTHBIM HWJIN UMCCT MOJIOYHO-0EIbIi OBCT, paCTBOpP HUCIIOJIB30BAThH
HCJIb34.

4. Ecnm BocCTaHOBJICHHBIN PAacTBOp IIperiapaTra HC UCIIOJIL30BaH HCMCJICHHO, €TO HCOGXOIII/IMOI
® 3amumaTrb OT COJJHCYHOI'O CBETA,

e XpaHuTh pu Temneparype Hrxke 30°C, He 3aMOpaKuBaTh;
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® YTHJIM3UPOBATH, €CJIHU PpaCTBOP HE MCIIOJIB30BAaH B TCUCHUC 8 9acoB I1ocIIe BOCCTAHOBJICHUS.

Beenenue go3e1 100 Mr

1. I[J'ISI IMOAKOKHOI'0 BBEACHHUA IPCANNOYTHUTECIIbHO UCIIOJIB30BAHUEC ITOJTUITPOITMICHOBOI'O HIIIpHLIa

o6bemMoM 1 mut ¢ oTHOpa30BOM UTIIoN Kamuopom 21-27 x 0,5 mroiima (13 mMm).

2. HenocpenctBenHo nepe] BBEIEHUEM HAOMPAIOT B IIMPHUI] 1 MJI BOCCTAHOBJICHHOTO PacTBOPA.
Bo Bpems mnpoueaypsl BOCCTaHOBJIEHHBIM pPAacTBOp Ipenapara BCTPAXMBATh HeJIb3fl,
MOCKOJIBKY 3TO MOXKET MPUBECTU K 00Pa30BaHUIO IMEHBI WIIM OCAXKICHUIO Tpernapara.

3. BBomsaT moakoXHO B 001aCTh J1e4a, Oeipa win skuBoTa 1 mit pactBopa (3xBuBajieHTHO 100 mr
Menonu3ymaoa).

Beenenue no361 40 Mr

1. I[JISI MOAKOKHOT'0 BBEACHHUA NPCANNOYTHTCIIbHO UCITOJIB30BAHUC ITOJIUITPOITMIICHOBOT'O HIITpULIa

o0beMoM 1 M1 ¢ oHOpa30BoH Urioi kanmdbpom 21-27 x 0,5 mroiima (13 mMm).

2. HemnocpenctseHHo nepen BBeAeHHEeM HaOUparoT B mmnpuil 0,4 M BOCCTaHOBJICHHOT'O pacTBOpa.
Bo Bpems mnpouneaypbsl BOCCTaHOBICHHBIH pAacTBOp IMpernapara BCTPSAXHBATH HeJIb3s,
MOCKOJIbKY 3TO MOKET MPHUBECTH K OOpa30BaHUIO TEHbI WM OCAXIACHUIO Iperapara.
OcTaBmuiics pacTBOp YTUIH3UPYIOT.

3. BBomsaT moakoxHO B 00nacTh Iuieda, Oenpa wiau kuBota 0,4 Mi pacTBopa (9KBHBAJIECHTHO
40 mr memnonu3ymaa).

YTunuzanus

Becp Heucnonb3oBaHHBIN IIpenapaT WM OTXOIbl CIEAYET YTHJIM3HUPOBaTb B COOTBETCTBHM C
MECTHBIMU TPEOOBAHUSIMH.

IMOBOYHOE JIEMCTBUE
Tsxenas OpoHXuaIbLHaAsA acCTMA
Kpamkxkuii 0630p npoghuna 6ezonacnocmu

B KkIMHWYECKHMX HCCIIEOBAHUSX C YYacTHEM IMAlMEHTOB C TSKEIOW OpPOHXMATBHOW acTMOM
Han0oJiee YacTO PErUCTPUPYEMBIMU HEKENATEIHbHBIMHU PEAKIMSIMU BO BPEMS TEPANHUH SIBIISLTACH

T'OJIOBHAsA 60J'II>, p€akuuu B MECTC UHBCKINH U 00JIb B CIIUHE.
Hepeuenb He.uceﬂameﬂbublxpeaxuuﬂ

B o0meit cnoxuocTr 915 manueHToB ¢ TshKeno OpoHXHaIbHON acTMOM MOTyYaliyd Menoian3ymad
MOJIKOXHO (T1/K) WJIM BHYTPUBEHHO (B/B) BO BpeMsl TpeX I1ale00-KOHTPOIUPYEMBIX KITMHUYECKIX
WCCIICIOBAHUIA TIPOJIOJDKHTEIBLHOCTRI0 24—52 Henenn. Hrbke mpencTaBlIeHbl HeXellaTeIbHBIE
pEaKIMH, 3apeTUCTPUPOBAHHbIE B IBYX I1J1a11€00-KOHTPOIUPYEMBIX UCCIIEAOBAHUIX Y MAIIEHTOB,
noJy4yaBIIuX Menoiausymad mnonakoxxHo B go3e 100 mr (N =263). Ilpoduis OGe3omacHocTH
Mernonu3yMada mpH MpUMEHEHHH Y MalMeHTOB ¢ TshKenol OponxuanbHoi actMmoit (N =998) B
TEYeHUEe MeIuaHbl BpeMeHH 2,8 nerT (nmamasoH oT 4 Henens A0 4,5 1eT) B OTKPHITOM
JIOTIOJTHUTEIIBHOM ~ MCCJEIOBAHUM  COOTBETCTBOBAJ  Mpoduiato  0e30macHOCTH, KOTOPBIN
HaOJr01aJICs B TU1aLe00-KOHTPOIUPYEMBIX UCCIIEIOBAHUSX.
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YacToTa BCTPEYaeMOCTH HEXENATeIbHBIX PEAKIMN OTPENENIeTCs CIEAYIONMUM 00pa3oM: oueHb
yacmo (> 1/10), uacmo (= 1/100 u < 1/10), reuacmo (= 1/1 000 u < 1/100), peoxo (= 1/10 000 u
< 1/1 000), ouens peoxo (< 1/10 000, BkIItOUast OTACIBHBIC CIIy4Yan) U Heuzsecmuo (HEBO3ZMOXKHO
OILICHUTHh Ha OCHOBAHUU JIOCTYITHBIX JaHHBIX ).

Yacmoma ecmpeyaemocmu HexcelamenbHbIX PeaKkyuil
Hnghexyuonmnwvie u napasumapnvie 3a601esanus

Yacro: bapuHrut, HHQEKIUU HIKHUX  JbIXaTelbHBIX  IMyTel, HHOEeKInu
MOYEBBIBOIAIIUX MyTEH.

Hapywenus co cmopomnvt ummyHHoU cucmemsl

Yacro: PeaKIny TUIIEPUIYBCTBUTCIILHOCTH (CUCTEMHBIC aJlJICpPrHUecKue)™.
Penxo: aHauIakcus**,

Hapywenus co cmoponwt HepaHotl cucmemvl

OueHb 4acTo:  royJioBHas 00JIb.

Hapywenus co cmoponst Ovixamenvhoti cucmemsl, opeanos 2pyOHOU KIemKu U CPpedoCmeHUs.
Yacro: 3aJI0’)KEHHOCTH HOCA.

Hapywenus co cmoponwi dceny0ouno-Kuueuno2o mpaxkma

Yacro: 00JIb B BEPXHHUX OTJIEjIaX KHBOTA.

Hapywenus co cmoponst Kodicu u nOOKOJNCHbIX MKaHell

Yacro: 3K3eMa.

Hapywenusi co cmoponvt ckenemHo-mvlile ol 1 cOeOUHUMENbHOU MKAHell

Yacro: 00JIb B CITHHE.

Obwue paccmpoticmea u HapyuieHusi 8 Mecme 88e0eHUs

Yacro: MECTHBIE PEaKIUU B MECT€ WHBEKIMH, NMHPEKCHs, PEaKIWu Ha BBEICHHE
npemnapara (CUCTEMHbIE HeaJulepruieckue)™**,

*CucTeMHbIe peakIiK, B TOM YHCIIE PEaKIIUU FMIIEePUyBCTBUTEIBHOCTH, PETUCTPUPOBAIH C OOLIEH
YacTOTOM, COMOCTaBUMOW C YacTOTOHM npu npuMeHeHHH Iianedo. [Ipumepsl comyTCTBYrOMMX
IPOSIBIIEHUH U ONTMCaHWE BPEMEHH JI0 UX PA3BUTHUSA CM. B pazzene «OcoOble ykazaHHsD, oApa3ael
«I'MNepYyBCTBUTEIBLHOCTD M PEAKI[MU HA BBEJICHUE IIpENapaTay.

**M3 CrIOHTaHHBIX COO6IJ.I€HI/II71 B IOCTPETUCTPALNOHHOM IIEPHUOAC.

***Hanbonee pacmpocTpaHEHHBIMH TPOSBICHUSIMH, CBI3aHHBIMH C COOOIIEHUSIMH O CUCTEMHBIX
HEANIEPTUYECKIX PEeaKIUsIX Ha BBEACHHE Mperapara, siBIsUTUCH ChITTb, TPIIUBEI Kapa U MUAIITHS;
9TH TIPOSIBIICHUS PETHUCTPUPOBATN HedacTo B y < 1 % marueHToB, MOTyYaBIIMX MEMOIn3ymMad
NoJKOXkHO B 103e 100 mr.

J03MHO(PUIbHBIN IPAHYJIEMATO3 € NOJHAHTHUTOM (cuHApOoM Yepaxa-Ctpocca)

B aBoitHOM cienoM riane6o-KOHTPOJIMPYEMOM KIMHUYECKOM HCCIICOBAHHH y TMAI[MEHTOB C
903MHOQWIBLHBIM TpaHysieMaro3oM ¢ monuanruutoM (cuHapom Yepmxa-Ctpocca) (300 mr
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Menonu3zymadba, N=136) He BBISIBIEHO MOOOYHBIX PEAKIHN TOMOJHUTEILHO K TMOOOYHBIM
peaxkusM, 3aperuCTpUpPOBAHHBIM B KIMHUYECKUX MCCIEJIOBAHUSAX Y MAIUEHTOB C TSDKEION
OpOHXUATBHOM aCTMOM.

XpoHHYeCcKHH MOJUNO3HbIN PUHOCHHYCUT

B  paHmoMH3MpOBaHHOM JBOHHOM  CJIENIOM  IUIAIe00-KOHTPOJIUPYEMOM  HCCIICAOBAHUU
IPOIOJDKUTEIBHOCTRIO 52 HEACIH Y MAIllMCHTOB ¢ XPOHMYSCKUM IOJIUIIO3HBIM PUHOCHHYCHTOM
(100 mr menonmsymaba, N=206, maame60 N=201) He BBIABICHO HEXKEIATCIbHBIX PEAKIIUI
JIOTIOJIHUTEIPHO K  HEXKEJaTeJIbHBIM PEaKlUsAM, 3aperMCTPUPOBAHHBIM B  KIMHHUYECKUX

UCCIICIOBAaHMSX Y TAIIMEHTOB C TSHKEIION OpOHXUATBHONW aCTMOM.
Onucanue oTAeIbHBIX HeXKeJIaTeIbHBIX PeaKIui
Mecmnuule peakyuu 6 mecme UHBEKYUU

B ABYX HJIaII€60-KOHTpOJII/IpyeMI)IX HCCIICAOBAHUAX YACTOTA pa3BUTHUA MCCTHBIX peaKHI/If/'I B MECTC
MHBEKINU TIPY TTOJIKOKHOM BBEJCHHH Menoiu3ymada B 1o3e 100 mr u miane6o cocrasmsia 8 %
u 3 % cooTBeTcTBEHHO. Bee 3TH BIIeHUs ObUIN HECEPbE3HBIMU, JIETKOW MM YMEPEHHOH CTEIEHU
BBIPAXEHHOCTH, U OOJIBIIMHCTBO PAa3peIIMIOCh B TEUEHHE HECKOJIBKUX JHEW. MecTHbIe peakuuu
B MCCTC HMHBCKIHNU BO3HHUKAJIMW HNPCUMYHUICCTBCHHO B HA4YaJIC TCpallMud W BO BPEMA IICPBBIX
3 HHBEKIUH, COOOIICHHS O PA3BUTHH PEAKITUH MPH MOCIEAYIOMUX UHBEKIUSIX PETUCTPUPOBAIN
pexxe. Hambomnee pacnpocTpaHEHHBIC MPOSBICHUS ITHX SBICHUHA BKIIOYAIN O0O0JIb, DPUTEMY,
MMpUNyXJ0CThb, 3yd U OIIYIICHUC KIKCHU.

Hetun

Tpuauare cemb MauMeHTOB B Bo3pacte 12-17 jmer ObUIM BKIJIIOYEHBI B 4YeThlpe Iuianedo-
KOHTPOJHMPYEMBIX HCCIeI0BaHMs (25 modydany Menoau3ymMad BHYTPHUBEHHO WJIM MOAKOXKHO) B
TeueHue 24-52 vepenb. Tpuaunate IecTb NalMEHTOB B Bo3pacte 6-11ier mnomydanu
MenoIu3yMad MOJKOKHO B OTKPBITOM HCCleJOBaHUY B TeueHue 12 Heaens. [locne §-HenenpHOrO
nepepbiBa B Tepanuu 30 ManueHToB U3 JaHHOW TPYIIIbI POODKUIM JIEYEeHHE METIOIN3yMadoM B
TedeHue creayonmx 52 Henens. [Ipoduib HexenaTeabHbIX SBIEHUH OB CXOIHBIM C TIPOQUIIEM,
Ha0JIr01aeMbIM Y B3pocibIX. He ObliIM BBISBIIEHBI JONOJHUTEIbHbIE HEXXETaTeIbHbIE PEAKIIHUH.

INEPETO3UPOBKA

B knmHMYecKol MpakTUKE cly4yau Mepeo3UPOBKH MENOIM3yMadoM He 3aperuCTpUPOBaHBbI.

B xImMHMYECKOM HCCIIE€OOBAaHUH C y4aCTueM MalUuCHTOB C 303HHOC1)PIJ'IBHOI>1 acTMoM Ipu
BHYTPUBCHHOM BBCIACHHU OJHOKPATHBIX 03 10 1500 Mmr =HE Ha6J'IIOI[aJ'IOCL IIPHU3HAKOB
J10303aBHCUMOI TOKCUYHOCTH.

Jleuenue

OTCYTCTByeT CHCL[I/I(I)I/I‘-ICCKOG JICHCHUC  TICPCHO3HUPOBKHU MCHOJ'II/I3YM3.60M. B cjIydace
MNEepCAO3UPOBKU IIPU HCO6XO,Z[I/IMOCTI/I CICAYyCT MNPOBOAUTH MOAACPIKUBAIOIICEC JICUCHUC C
HaJIC)KAlllUM MOHUTOPHUHI'OM.

I[anLHeﬁmee JICUCHUC CIICAYCT MPOBOAUTD IO KIIMHUYCCKUM ITOKa3aHUAM.
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B3AVMMO/IEMCTBHUE C IPYT'UMHU JEKAPCTBEHHBIMU CPEJICTBAMHA

O(bI/H_[I/IaJ'IBHI)Ie HUCCICOOBaHUA IIO0 OLICHKE B3aHMOHeﬁCTBHH MGHOJII/ISYMa6a C Jpyrumu
JICKaAPCTBCHHBIMU IIpCIiapaTaMu HE IIPOBOAUIINCE.

®epmenTsl cucteMsbl IuToxpoMa P450, addiirokcHbIe HACOCHl U MEXaHU3MBI CBSI3bIBAHUS C OEITKOM
HE NPUHUMAIOT Yy4YacTHE B KIHPEHCE Menoiu3yMada. YCTaHOBIEHO, YTO IMOBBIIICHHBIC
KOHILIGHTpAallM  MPOBOCHANUTENbHBIX  LIUTOKMHOB  (Hampumep, WJI-6) mocpenctBom
B3aMMOJICHCTBUS C COOTBETCTBYIOIIMMHU PELIETITOPAMH Ha TeraToluTax MOAaBIsAIOT 00pa3oBaHUE
nzoepmentoB CYP450 m mepeHOCUMKOB JIEKAPCTBEHHBIX IpPENapaTroB, OJAHAKO TMOBBIIICHUE
KOHIIGHTpAIlMM CHCTEMHBIX MPOBOCHAIMUTEIBHBIX MAapKEepPOB IMPU THKENONH pedpakTepHOn
503MHO(HMIILHON acTMe SIBISETCS MUHUMAJbHBIM, U MPHU3HAKU SKcrpeccuu penentopos WMJI-5
anbda Ha TernaTonuTax OTCYTCTBYIOT. [[03TOMY BEpOSTHOCTD JIEKAPCTBEHHBIX B3aUMOJCHCTBUI C
MENoJu3yMadoM OIICHUBAETCS KaK HU3Kasl.

OCOBBIE YKA3AHUA
[Tpenapat Hykana He cienyeT npUMEHSTh Ui JIedeHUss 000CTpeHUs: OPOHXHAIbHON aCTMBI.

Bo BpEMs TCpallMK IIPCIapaTomM HyKana MOTYT pPa3BUBATbCA CBA3AHHBIC C TCUYCHHEM
6pOHXI/IaJ'II>HOI71 ACTMBbI HCXCIATCIBHBIC SABJICHHA MU 06OCTpeHI/IH. ITaruenTam cJeayer
PEKOMCHAOBATDH O6paTI/ITLC$I 3a MEIUIIMHCKOM nmoMomhbro, €CJIIM II0OCJIIC Ha4dalla TCpallunu
nperaparom HyKana CHUMIITOMBI 6pOHXHaHLHOﬁ ACTMbI OCTAKOTCA HCKOHTPOJIHMPYCMbIMU WA
OTMCYCHO UX YXYAUICHUC.

He PEKOMCHAYCTCs PE3KasA OTMCEHA KOPTHUKOCTCPOHUIOB IIOCIIC Ha4aJla TEpallluu HIperapaTom
HyKana. CHuxeHue A03bI KOPTUKOCTCPOHUAOB, IIpHU HCO6XOI[I/IMOCTI/I, JOJIDKHO OBIThH ITOCTENIEHHBIM
" IPpOUCXOUTH IO Ha6J'IIOI[eHI/ICM Bpayia.

I'unepuyyBCTBUTENLHOCTE M PEAKIIMM HA BBEJACHUE IIpenapara

[Tocne BBenmenus npemnapata Hykana HaOm0nadich OCTpble CUCTEMHBIE PEAKIIMU U CUCTEMHbBIC
pEeaKiuu 3aMeUICHHOTO THWIA, BKJIIOYAs pEaKIHH THUIEPUYBCTBUTEIHHOCTH (HampuMmep,
aHaduIaKCcHs, KpanuBHUIIA, AHTHOHEBPOTUUYECKUN OTEK, ChIlb, OPOHXOCHa3M, TUIIOTEH3Ms ). ITH
peaxIuu, Kak MpaBUiio, pa3BUBAIOTCS B TEUEHHE HECKOJIBKHUX YacOB MOCJe BBEACHHS Iperapara,
HO B HEKOTOPBIX CITydasix OHH BO3HUKAIOT C 33JIEPIKKOH (T.e. 0OBIYHO Uepe3 HECKOIbKO AHEH). DTH
peakuu MOTYT BO3HHMKAaTh BIIEPBBIE TOCJTE UIMTENbHOW Tepanmuu (cM. pasgen «Illobounoe
JIEHCTBHEY ).

[Tapa3utapHbie I/IHd)CKHI/II/I

D03uHO(MUIBI MOTYT NMPUHUMATh y4acTHE B MMMYHHOM OTBET€ Ha HEKOTOpPbIE TeJIbMUHTHBIE
uHekuy. [lanueHTsl ¢ CymEeCcTBYIOIMMU TeIbMUHTHBIMM MH(EKIHUAMHU JIOJDKHBI TOJTYYHUTh
JieYeHue Mo MoBoAy MH(EKUMHU O Havaja Tepanuu npenapatom Hykama. B ciyuae pasButus
UHQEKIMHY y MalueHTOB BO BpeMs NpHMEHeHHs npemnapara Hykama u oTCyTCcTBUS OTBETa Ha
IIPOTUBOTEIBMUHTHYIO TEpANMIo, CIEAYET PacCMOTPETh BOIPOC O BPEMEHHOM IpPEKpalleHUU
Tepanuu npenaparom Hykana.
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BJIMAHHUE HA CIIOCOBHOCTD YIIPABJIAATH TPAHCIIOPTHBIMU CPEJICTBAMM,
MEXAHU3MAMMU

[Ipenapar Hykama He oKka3bIBaeT BIMSHHUE WIM OKa3blBA€T HE3HAYUTEIHHOE BIUSHHE Ha
CITOCOOHOCTH K YIIPaBJICHHUIO TPAHCIOPTHBIMU CPEJICTBAMH M pabOTe C MEXaHU3MaMHU.

®OPMA BbBIIIYCKA

JInodunmzar st MPUrOTOBIICHUS PACTBOPA IS TIOJIKOKHOTO BBeAeHUs, 100 Mmr.

KonuuecTBo crepmiibHON NHOGUIM3UPOBAHHON CyXOl Macchl, Tpedyemoe aiisi obecriedeHus
BBOJIMMOH 110361 100 MT Memonu3ymada, Bo (hJ1lakoH BMECTUMOCTBIO 10 MJI M3 TPO3PavyHOTo CTEKIa
tuna 1 ¢ npoOKoit U3 OpOMOYTHUIIOBOTO KayuyKa U CEPhIM aTIOMUHUEBBIM 00KUMHBIM KOJIIAauYKOM
C IUIACTUKOBOM OTPBIBHOM KPBIMIKOW. 1 UIakoH C WMHCTPYKIMEH MO NMPUMEHEHHIO B TAYKy
KapTOHHYIO C KOHTPOJIEM IEPBOT0 BCKPHITHSI.

KonnuecTBo crepmiibHON NHOGUIM3UPOBAHHON CyXOoi Maccel, TpeOyemoe g obecreueHus
BBOAMMOM 10361 100 Mr menonuzymaba, Bo (priakoH BMeCTUMOCTHIO 10 MIT U3 TPO3payHOro CTEeKIIa
tuna 1 ¢ npoOKkoit U3 OpPOMOYTHUIIOBOTO KayuyKa U CEPhIM aTIOMUHUEBBIM 00’KUMHBIM KOJIIMauYKOM
C TUIACTUKOBOW OTPBIBHOW KpBIMIKOW. 1 ()IakoH ¢ MHCTPYKIUEH MO NMPUMEHEHHIO B MauyKy
KapTOHHYIO C KOHTPOJEM TMEpBOTO BCKPBITUA. 3 MaykKh KapTOHHBIE B MPO3pAYHON
TEPMOYCaJIOUHOM MIICHKE.

CPOKI'OJHOCTHU
4 rona.

He MPUMCHATH ITOCJIC HCTCUCHUA CPOKA TOAHOCTH, YKA3aHHOI'O Ha YIIAaKOBKE.

YCJIOBUSA XPAHEHUSA
XpaHuTb IIpU TeMIieparype He Boile 25°C B 3allMIIEHHOM OT cBeTa MecTe. He 3amopaxuBars.

BoccranoBnenHslit pacTBop XpaHHTh He Oonee 8 wacoB mpu Temneparype Huxe 30°C. He
3aMOpPaKMBaTh.

XpaHUTh B HEAOCTYITHOM JJISl AETEN MECTE.

YCJIOBHUA TPAHCIIOPTUPOBAHMUA

TpancnoptupoBare npu Temineparype He Bbime 25°C B 3alMIIEHHOM OT cBera Mecre. He
3aMOpPaKMBaTh.

YCJIOBHUSA OTITYCKA

OTnycKaroT 1o pelenTy.

IMPOU3BOJAUTEJIb
IIpousBoauTe/b rOTOBOM JIEKAPCTBEHHOM (POpMbI

«I'makcoCmutKsitn Manbtogakuypusr C.im.A.», Utanus
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DacoBIIMK (MepBUYHAS YIIAKOBKA)

«I'makcoCmutKnsitn Maubsrodgakaypunr C..A.», Utamus

YnakoBumuk (BTOpuYHasi (MOTpedUTEIbCKAS) YIIAKOBKA)

«I'makcoCmutKnsitn Maubsrodgakaypunr C.n.A.», Utamus

IIpou3BoauTeab (BbIMYCKAIOIINI KOHTPOJIb KauyecTBa)

«I'makcoCmutKnsitn Maubsrodakaypunr C.n.A.» / GlaxoSmithKline Manufacturing S.p.A.
Crpana IlpoBununane Aconana Ne 90 (Can Ilomo) — 43056 Toppuie (ITP), Mtamus / Strada
Provinciale Asolana N. 90 (loc. San Polo) — 43056 Torrile (PR), Italy

BJAJEJIELlT PEI'MCTPALHUOHHOI'O YAOCTOBEPEHUS JIEKAPCTBEHHOI'O
ITPEITAPATA

AO «I'makcoCmutKusitn Tpeitnunry, Poccus

125167, . Mocksa, Jlenunrpaackuii npocnekt, A. 37A, kopnyc 4, stax 3, nomemenue XV,
KoMHara 1

Opranusanusi, IPUHUMAKIIAS PETEH3UH NOTPeduTeIeil M COO0IIEHNS 0 HeXKeJIATeIbHbIX
peakumsx:

AO «I'makcoCmutKusiin Tpeitaunry, Poccus

125167, . Mocksa, Jlenunrpaackuii npocnekt, A. 37A, kopnyc 4, stax 3, nomemienue XV,
KoMHaTa 1

Ten.: (495) 777 89 00; daxc: (495) 777 89 04
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