«O/IOBPEHO»
locyaapcTBenHoe yupexaenne
«llenTp 6esonacHoctu apmanesTiueckoi
npoayKukH» MUHUCTEPCTBA 3ApaBoOXpaHeRyiA
Pecry8amkn Yabexucran
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HHCTPYKIUA ITO MEAUIUHCKOMY NPUMEHEHUIO
3UPTEK

Toprosoe Ha3Banue npemapara: 3upTex

Heiicryromee emecrso (MHH): uernpusuaa Iuruapoxopus

Jlekapersennas popma: TabNeTKH, MOKPHITHIE NICHOYHOI 060JI04KO#H

KaIuId JJIs IpHeMa BHYTPb.

Cocrag:

Onna nokpeiTas IICHOYHOH 000104K0MH TabIeTKa COJIEPIHKHT:

AKMUEHBIL Unzpeouenm. NeTUPU3HHA Juruapoxaopua 10,0 mr.

HEAKMUGHbLE UtZpeoueHmpl: NCIUII0NI03a MUKPOKPUCTaILTHYeckas 37,0 Mr, JTaKTO3bI MOHOTHIPAT
66,4 Mr, KpEMHHSI THOKCH1 KOJUIOMAHBIH Ge3Bomubii 0,6 mr, Maruus creapar 1,0-1,5' mr;
cocmae HICHOYHOU 0b0n0YKU mabnemru: Onanpaii Y-1-7000 3,45 MT
(ruapokcunponuamMeTnineiuionosa (E464) 2,156 Mr, Tutama IHOKCH (E171) 1,078 wr,
makporon 400 0,216 mr).

' 3aBucHT 0T yenoBwmii IIPOM3BOJICTBA U 000pyn0BaHHS (BapeupyeT B mpejeiax ot 1,0 1o 1,5 mr
Ha TabJeTKy)

I M1 Karens 1 nprema BHYTPh (9KBUBaIeHTHO 20 KaruisiMm) COJICPKHT:

akmueHvll unzpeouenm: NETHPU3HHA Auruapoxaopu 10,0 mr

neakmugHble unepeouenmol: ravuepon 85% 294,10 mr, nponuneHrmukoias 350,0 MT, caxapuH
Hatpus 10,0 mr, metunmaparupokcubensoar 1,35 mr, npomunnaparaapokcubenzoar 0,15 Mr,
auerar natpus 10,0 mr, nepsinas ykeycnas kucinora 0,53 mr, Boja ounmennas 404 mr (ot 384 mr
10 424 mr),

Onucanue:

Tabremxu, nokpeimoie nieHoynol 06010YKOI

IIpononrosaras Tabnerka Genoro 1Bera, NOKpLITas MIEHOUHON 06OI0UKOI, ¢ pa3aeluTeIbHOH
PUCKOH U MapKUPOBKOM «Y-Y».

Kaniu ons npuema enympo

[Tpo3paunas GecrBeTHAs KUJIKOCTE CO CJIEIKa CIIAJIKOBATHIM BKYCOM H FOPbKHM apoMaToM.
PapmakoTepaneBTHYECKAs IPYNNA: AHTHIHCTAMHHHBIC NPENapaThl CHCTEMHONO JeHCTBUSA,
IIPOM3BOJHEIC ITUTIEPA3HHA.

Kox ATX: ROGAE07

dapMakoJIorHYecKHe CBOICTBA

DapmarkoOuHamuxa

LeTnpusun, uenoBeyeckuit MeTaGONMT T'MAPOKCH3HHA, SIBJSIETCS MOLIHBIM H CEICKTHBHBIM
aHTaroHucToM nepudepuueckux Hi-penentopos. McenenoBanus CBA3LIBAHMS iR Vitro MOKa3an
OTCYTCTBHE [OJNAIOMICIOCH H3MEPEHHIO CpOJICTBA K JPYTHM pEIenTopamM, MOMHMO Hj-
PELENITOPOB.

OKCHEPUMENTBl HA MBIIAX eX Vivo MOKa3alM, YTO IPH CHCTEMHOM BBEJICHHH LIETUPH3HUH HE
cBs3pIBaeTCs ¢ Hi-perentopaMu B roJIOBHOM MO3IE B 3HAYHTENLHOM CTEIICHH.

Bruto nokasano, 4o B 10M0IHEHHE K OCHOBHOMY anTH-H|-rHCTaMHHHOMY s dexry, neTupusHH
ACMOHCTPHPYCT NPOTHBOAIIEPIHYECKOE JICHCTBHE: IPH IPUMEHEHUH B 03¢ 10 MI 0MH pa3 uin
ABa pasa B CYTKM OH YMEHBIIACT MHIPAIMIO0 BOCHATHTENBHBIX KIETOK, B YACTHOCTH,
D03MHOQHIIOB, B KOXY M KOHBIOHKTHBY Ha IO3[HHX CTAMAX ALIEPrHYECKUX peakumii y
MAlHEHTOB C aTOIMEH IMOCHe KOHTAKTa ¢ alIEPreHoM, a B 103¢ 30 MI/CYTKH TIPCIsITCTBYET
MPHTOKY 903MHO(HIOB B JKHJKOCTH GPOHXOANBBEOJAPHOrO JABAKA BO BPEMsl [O3HEI (asbl
CYXKeHHs: GPOHXOB, MHJlyIMPOBAHHOIO MHIAISLKCH allepreHa y MalHeHTOB ¢ GPOHXHAIBLHOIN
actMoi. Kpome TOro, HETHpPHM3MH YyrHeTaeT II03HIO0 a3y BocnaTMTENBHOH peakiuu,




HHIYIMPOBAHHYIO BHYTPHKOMKHBIM BBEJICHHEM KALIMKPEMHA Y [ALHEHTOB C XPOHHYECKOMH
Kpanusauuei. OH TakKe peryIupyer mo Ty OTPHUATENBHONH OOPATHOMN CBSI3H IKCIIPECCHIO
MOnekyn anresun, Takux kak ICAM-1 m VCAM-I, KOTOpBIC ~ABJIAIOTCA MapKepaMu
AJICPrUYECKOI0 BOCTIAJIEHHS,

Hcenenoranus na 310poBbix J0OPOBONBIAX MOKA3AIH, YTO LUCTHPHU3UH B J103aX SMr u 10 mr
CTOHKO MOJABIISIET KOKHYIO PEAKIIHIO 10 THITy IBETEHUS B OTBET Ha BBEICHHE OUEHDL BBICOKHX
KOHLCHTPALMH IMCTAMMHA, OJHAKO KOPPEIISLHs ¢ 3¢ dexTBHOCTRIO He ycTanosiena. [locie
BBC/ICHUS  ONIHOKpaTHOH 103kl 10 Mr jeiicTBHe Haumnaercs B npeaenax 20 MuHyT |y
50 % manueHToB, ¥ B TCYCHHE OJHOTO Yaca y 95 % nanuentos. [lociie 0MHOKPATHOTO BREIEHMS
ITa akKTHBHOCTE COXPAHAETCA Ha MPOTSHKEHHH, 110 MeHbLIel Mepe, 24 yaco.

B 6-HenmensHOM I1a1e00-KOHTPOIMPYEMOM  HCCIICIOBAHHU ¢ yuactieM 186 manuenToB c
AJUICPTHIECKUM PHHUTOM M COIMYTCTBYIOIIEH GPOHXHAIBHONW acTMOMN JIerKOH MM YMEpPEHHOH
CTCNCHH TSHKCCTH HETHPU3MH B jlo3e 10 M mpH npuMeHeHMH OnuH pa3 B CYTKH yMeHbIIaj
CHMIITOMBI PHHHTA M HE BIMSI Ha (QYHKIHIO JIETKMX. DTO HCCIENOBAHHE IIOTBEPIKIAET
0e3011aCHOCTh NIPUMEHEHHS LETHPU3UHA Y HAllHEHTOB ¢ aJIeprueil U OPOHXHMANBHON acTMOil
JIETKOH MJIH YMEPEHHOM CTEIIEHH TIIKECTH.

B nane6o-xoHTponupyeMom necieoranmu LETHPU3UH, IIPUMEHSIEMBIH B BBICOKOH CYTOYHOI
o3e 60 MI B TeUeHHE CeMH JIHEH, He BBI3BIBAJ CTATHCTHYECKH 3HAYMMOLO YIUTHHEHHUS] HHTEepBaJIa
QT.

Beuio npoxemoncrpuposano, uro HCTHPU3HH B PEKOMEHJOBAHHOH 03¢ YJIydlIaeT KauyecTBO
KIU3HH MALHUCHTOB ¢ KPYTJIOTOANYHBIM M CE30HHBIM allIePrHIeCKUM PHHHTOM.

B 35-nnesnom neenenosanuu ¢ yuacrtuem nereif s BO3pacTe oT 5 10 12 net He G170 BBISIBIEHO
Pa3BHTHS TOJICPAHTHOCTH K AHTUTHCTAMUHHOMY IEHCTBUIO LETHPU3UHA (IIOJABTIEHHE PA3BHTHS
KOXKHOH peakumu 10 THIy userenus). [locie IIPEKPALICHHUS JIEYEHHs] ¢ MHOTOKPATHLIM
BBC/ICHUCM LETHPU3UHA, HOPMAIbHAS YyBCTBUTEIBHOCTD KOYKH K THCTAMHHY BOCCTAHABIHMBAETCS
B TeUCHHUE 3 THEH.

Dapmarkoxkunemura

Beacvisanue

PaBHOBeCHast MakcHManbHas KOHIEHTPALWMS B IUa3Me KpoBH cocrtaBisger okono 300 Hr/mi u
nocturaeres B teyenue 1,0 0,5 u,

Pacnipenenenne rakux gapmakokuneTHueckux [1apaMEeTpOB, KaK MaKCHMaJlbHasl KOHIEHTPALHS B
M1asMe KpoBH (Cmax) M ILIOILA/b IO KPHBOIE (AUCQC), sBristeTcs yHHMOAAILHBIM.

[Tuia ne BiMsieT Ha cTeneHs BeachlBAHMS HCTHPU3HHA, OJIHAKO CHUXKACT CKOPOCTh BCACHIBAHMUSI.
Crenenb GMOJOCTYHHOCTH HETHPH3MHA COMOCTABHMA pH NPUMEHEHHWH B BHJIE PACTBOPOB,
KarcyJ1 UM TableToxk.

Pacnpedenenue

Kaxymuiics 06bem pacrpee/icHus cocTapiser 0,50 1/kr. CesispiBanue HeTHPH3MHA ¢ OelkaMu
[UTa3sMbl KpoBH coctapiger 93 + 0,3%. LleTupusun He BiMseT Ha CBS3LIBAHHE C Oenkamu
BapgapuHa.

Memabonusm u eeiedenue

Lletnpusun  He  nomsepraercs aKTHBHOMY ~ MeTabOJlM3My  [EpBOIO  IPOXOKACHHS,
IIpubinusurenso Be TpeTu 71031 BBUIEISETCS B HEH3MEHCHHOM BUJIe ¢ MOYOH. TepMuHaTBHBIH
[ICPHOJ IIOJYBBIBCICHHUST COCTABIISICT NPHOIM3HTENBHO 10 4acoB u 1P 3TOM He HabJroJaeTes
HAKOILICHHA LICTHPH3AHA B TKaHIX OpraHusMa pi 10-1HeBHOM npuéme CYTOYHOH 103561 B 10 M.
Lletnpusun xapakrepusyercs nuHelnON KHHCTHKOM B Juanasone 103 ot 5 10 60 mr.

Ocobvie epynner nayuenmos

Jlemu

Ileproy nonyseisenenus netnpusnna y Jleteld 6 - 12 j1eT cocTaBisl 0KOJI0 6 YacoB U y Jerteit
2 - 6 ner — 5 yacos.

Iayuenmeor nosicunozo co3pacma

Y 16 nanuenToB MokKUIOr0 BO3pacTa noce OZHOKPATHOTO IpHeMa BHYTPH 103kl 10 MI nepuos
TTOJNYBBIBCICHUS YBEIMUMBAJICS NpUONU3UTEenBLHO Ha S0 %, a KIIMpeHC cHmxkaincs Ha 40% mo



CPABHCHMIO C namueHTamMu Gojiee MOJIOIOTO Bospacta. BosmoxkHo, ymeHbIeHue KJIMpeHca
HNCTHPH3HHA Y 9THX J0OPOBOJIBIIER MOKUIOrO BO3pacTa CBsA3aHO CO CHHXKEHHEeM (DYHKIHH [OYeK.
Hayuenmor ¢ napywenuem pyuryuu novex

DapmakokHHETHKA [pelapata y IalHWeHTOB C HApPyHUICHHEM JIEFKOH CTelleHH (xyMpeHc
KpeaTHHUHa Bbiie 40 Mit/MuH) U 3[10POBBIX J00POBONBIECB 6bUIA CXONHOM. Y NAlHEHTOB C
HapyleHHeM (QYHKIMH MOYEK YMEPEHHOH CTeneHu [ICPHO/I IIOJTYBBIBE/ICHHS YBEIHYHBAIICS B
3 pasa, u knupenc cHmkasics na 70% 1o CPaBHEHHIO CO 37I0POBBIMH JIOOPOBOJTBIAMH.

Y nanmeHToB Ha remomanuze (KJIIMpeHC KpeaTHHHHA MeHee 7 MJI/MUH), IPHHUMABIIHX BHYTPB
O/IHOKPaTHO NETHPU3MH B Jo3e 10 mr, wabmoganocs 3-KpaTHOe yBelHuYeHHe 1epuo/ia
foyBeIBe/icHus U 70%-HOoe CHIKEHME KITHpeHea 1o CPaBHEHHIO C HOPMATBHBIMH 3HAYCHHSIMH,
Hernpusun mnoxo Besogmics pu remomanuse. [lanuenrtam ¢ napymenuem GyHKIHH moYek
YMEPCHHOH HIIH TSKEIIOH CTerneHn HeobXomnma KOPPEKTUPOBKA J103bI.

HGL]HEHWIH C HapyuieHuem qby}tm;uu nevyenu

Y  naumeHror ¢ XPOHHYCCKMUMH  3a00JIeBaHUSIMH ~ [1CUCHH (remaToueuTIONAPHBIM,
XOJIECTATHUCCKHM U OMIIMAPHEIM LIUPPO30OM), HOJIy4aBIINX HETUPHU3UH OJHOKPATHO B 03¢ 10 uim
20 mr, 6bU10 OTMEUCHO 50% YBCJIMHEHHE ICPHO/1a MOy BBIBEIEHHS Hapsity ¢ 40% YMEHBIIICHHEM
KJIMPCHCA M0 CPAaBHEHHIO CO 3[0POBBIMH JIFOIBMH.

KoppexTiposka 10361 Heo6x0mima Y IALHUCHTOB C HapyHMICHUEM (DYHKIHH MEUYEHH TOJILKO pu
HAJIMYHK COTYTCTBYIOIIETO HAPYIUEeHHs ()YHKIIMK MOYeK.

Iokazanus kK npumenenmro

Ilpenapar 3uprek nokasas s o6neryenus:

¢ HA3QJILHBIX U TJIA3HBIX CHMIITOMORB CE30HHOTO H KPYITIOTOAHYHOI0 JUIEPrHUECKOro PHHHTA;
¢ CHUMIITOMOB KpPAIlUBHHIIBI.

Criocod npumenenus u j103p1

Tabnerku cnemyer npornarsisats LECITHKOM, 3aITHBas CTAKAHOM JKHJIKOCTH.

Kannn nepest npumenenuem CJIEJlyeT pa3sBeCTH B JKHUJIKOCTH.

Cnocoo npumenenus

Jis npuema BHyTpb.

B3pocneie

10 mr (20 xanens wiu 1 TabJIETKA) OJIUH pa3 B CyTKH.

lpnmenenne npenapara MmoskHO Havats ¢ 703el 5 Mr (10 xanens win mojiosuna TabJIeTKH), ecin
OHa 00CCIEYHT yI0BIETBOPUTENLHOE 0BJIerycH e CHMIITOMOB.

Hemu

Hemu 6 6o3pacme om 2 do 6 rem

2,5 Mr (S kareins) 1Ba pasa B CYTKH.

Hemu 6 éospacme om 6 00 12 nem

5 mr (10 kanens wim noosuna TabJIeTKK) 1Ba pasa B CYTKH.

Aemu 6 sospacme cmapuwe 12 rem

10 Mr (20 xanens wam 1 TalJIeTKa) OJIUH pa3 B CyTKH.

Hayuenmor noscunozo sospacma

Wmeromuecs nannbie nospossior TIPCAIIOJIOKATE, YTO TALMEHTAM HOXHJIOTO BO3pacTa ¢
HOpMaJIbHOH (hyHKIMEH mouek KOPPEKTHPOBKH JI03bI He TpeOyeTcs.

Hayuenmeor ¢ napywenuem pyuryuu noyex

[lockomeky  umerupmsun IPCHMYINECTBEHHO  BBIBOJMTCS IOYKAMH, B ciydasx, Korja
AILTEPHATHBHAS Tepamusi HE MOMKET ObITh HCIIOJIE30BAHA, HHTEPBAIbl MKy HpHEMaMH
fpenapata cienyer noadupaTh HHANBAILYAIEHO B 3aBHCHMOCTH OT dynxumuu novek. Menonpays
TIPHBEACHHYIO HIKE TabJIULY, 103y KOPPEKTHPYIOT B COOTBETCTRHIL yKazaHHsAMH,

CrL, = [l 40— eo3pacm({zem)]>< macca(kz) (x 0,85 dnsorcenyu)
2% cor60pomouriiikpeam urnuH(me/ on)




Koppekiust 10361 y B3pociibIX manueHToB ¢ HapyIeHHeM (PYHKIHH [OYCK

I'pynna Cxopocrhb JlozupoBanue m wuacrora
KJIy00UYKOBOIi npuema
duabTpanuu (CK®D)
(Ms1/MuH)
Hopmanbnast pyHkius nouex =90 10 Mr oguH pas B cyTkn
Jlerkoe cumxenve Qpynxuum nouek | 60 - < 90 10 Mr ouH pas B cyTku
YMepeHHO CHIKeHHAs (PYHKIIHS 30- <60 5 MI OJIHH pa3 B CYTKH
MOYeK
Beipaskenno cHmkennas Gpyukuus | 15 - < 30 ne Tpedyrowas | 5 Mr ogun pas B 2 mms
OYeK JIeYEHHU s JIUATHIOM
Tepmunanenas cragus 6ose3uu < 15 Tpebyromas [TpoTuBonokasano
1OYEeK JIEYEHHs HATTH30M

Hayuenmor ¢ napywenvem gyuxyuu neveny

[anuenram Tosbko ¢ napymennem Gpyaximum TIIEYCHH, HE TPEOYETCS KOPPEKTHPOBKHU JIO3EL.
Hayuenmor ¢ napywenvem ynxyuu nevenu u ¢ napyuenuem QyuKyuu noyex

Pexomenyercst KoppekTHpoBKa J1035I (CM. BbilIe “Hayuenmol ¢ napywenuem pyuxyuu novex ”).

Ilo6Gounsbie aeiicrBus

Hannoie, nonyuennvie ¢ Knunuueckux uccnedosanusx

Knunnueckne wneenenosanus nokasamm, uro HCTHPU3HH B PEKOMEHOBAHHON J03MPOBKE
BBISBIBACT  HE3HAUHTCIILHBIC HEXemaTesnbHble d(dextsl co croponsr LIHC, BrIOUaomme
COHJIHBOCTB, YTOMIISICMOCTB, I'0JIOBOKPY>KEHHE U TOJIOBHYIO GOJIb.

B HexoTopeix ciiyuasx coobuanocs o lapanoxcanbHoi ctumymsiun 1IHC.

HecmotTps na To, uro neTHpusuE ABISETCS CeNeKTHBHBIM AHTATOHHCTOM nepudepuyeckux H;-
PEICIITOPOB M XapakTePU3yeTCsl IPAKTHYECKH IIONHBIM OTCYTCTBHEM aHTHXOJIMHEPrUYeCKOii
AKTHBHOCTH, OBUIM 3apETHCTPHPOBAHBI €HHHYHBIE CIIyyau 3aTPYyJIHEHHS] MOYEHCITYCKaHMS,
HapylICHHUA aKKOMOJIAIMH IJ1a3 U CYXOCTH BO PTY.

bbum monyyensr coobmenus o cnyuanx Hapylienus (yHKIUH [EUCHH ¢ TOBbIIIEHHEM
EYCHOUYHBIX (PEPMEHTOB, CONPOBON/IABIINXCS [1OBBIIICHHEM Onmipybuna. BoJbUIMHCTBO THX
SIBJICHUH Pa3pellanuck 1ocie MpeKpalieH s Tepamii LECTHPH3HHOM,

JIBoiiHble crenble KOHTPOIMPYEMbIe KIHHHYECKHE HCC/IeIOBAHHS 10 CPaBHECHMIO 1IETHPH3HHA C
1a1eO0 UM IpYyruME aHTHIHCTAMHHHBIMH npenaparamu B peKoMen1yemoii ozuposke (10 Mr B
CYTKH JUIS IETUPU3HHA), VIl KOTOPBIX JOCTYIHBI KOJTHYECTBEHHbIE JIAHHBIC 110 Oe3onacHocTy,
Bimoyany 6osiee 3200 nanuenToB, IPHHAMABIINX [ETUPHU3HH.

B mnanebo-konTpoimpyembix  HeclenoBaHHSX M3 5TOrO obmero  xonmuecTsa  OBUIH
3aperMCTPHPOBAHEI CIEAYIOME HEKEaTebHbIe SBICHAS U HeTHPU3HHA 10 MI ¢ 4acToToi
BecTpevaeMoctH 1,0% winH Boine:

Hexenarenbubie peakuuu (repmunonorust | Herupuszun Ilnane6o
HexReJIATeNLHBIX peakuuii BO3) 10 mr (n=3260) | (n=3061)
Obwue paccmpoiicmea u peaxyuu ¢ mecme 68edeus

Y TOMIISIEMOCTD 1,63% 0,95%
Hapywienus co cmoponwt nepsnoii cucmemor

["onoBokpy:kenue 1,10% 0,98%
["onoBuast 60716 7,42% 8,07%
Hapywenus  co  cmoponst  ocenydouno-kuueynozo

mpakma

bBonb B skuBoTE 0,98% 1,08%
CyxocTb BO pTy 2,09% 0,82%
Tomuora 1,07% 1,14%




Hapywenus ncuxuxu _,
Connupoctn 9,63% 5,00%
Hapywenus co CMOPOHbL ObIXAMENbHOL CucmeMbl U
0peanos spyonoil Knemru

DapuHruT 1,29% 1,34%
Hecmotps Ha cratucrruecku 6osee BBICOKYIO 9aCTOTY BCTPEYAEMOCTH 110 CPABHEHHIO C IPYIIIOH
11a1edo, B OGOJBIIHHCTBE CIYHaeB COHIHMBOCTL ObUIA OT JIErKoi 0 YMEPECHHOH CTeleHu
BLIPAXKEHHOCTH.

Kax 6b110 noxasarno & npyrux HCCIIC/I0OBAHHUSAX, OOBEKTHBHBIE TECTHI CBUAETEIILCTBYIOT O TOM, YTO
Y 3/I0POBBIX MOJIOJBIX JIOOPOBONBIEB OOBIYHAS IIOBCCTHEBHAS aKTHBHOCThL HE M3MEHSECTCS pu
[IpHEME TIpenapaTa B peKOMeH1yeMoii CYTOYHOH J103e.

Hemu

Hexenarensupie peakunu ¢ wacroroi BCTpewaemMocTH 1 % uu Beime y nereit B BO3pacTe OT

6 MecsneB 10 12 €T, BKIIOYCHHBIX B M1a1ed0-KOHTPOIHpYeMbIe KIIMHUYECKHE HCCIIEI0BAHNS,
BKJIFOUAIOT:

mcmeﬂaTenbume peaxiuu (repmunosorns | Hernpuszun ILli1ane6o
HewReIaTeIbHBIX peakuuii BO3) (n=1656) (n=1294)
Hapywenus co cmoponst acenydouno-xumeunoso mpaxma
Huapes 1,0% 0,6%
Hapywienus ncuxurcu
Comnnusocts 1,8% 1,4%
Hapywenus co  cmopon ObLXamenvholl  cucmemvr u
0pP2an06 2pYOHOL Kiemkuy 1,4% 1,1%
Punur
Obwgue pacempoiicmea u peaxyuu ¢ mecme eeedenus
YToMiIseMOCTh 1,0% 0,3% ]

Hocmpezucmpayuonnsie dannvie

Hexenarensueie nexapcrsenmpie peakunn (HJIP) nepeuncnensr nmxe s COOTBETCTBHH ¢
Kilaccamu cucteM opranoB MedDRA u yactoroii BCTPEYAEMOCTH.

Yacrora Berpeuaemoctu onpenesuact CIICTYIONTHM 00pa3zoM:

0YEHB YacTo >1/10

4acTo >1/100, vo <1/10

HeYacTo >1/1000, vo <1/100

penKo =1/10000, no <1/1000

OYEHb PEIKO <1/10 000

HEU3BECTHO (HEBO3MOKHO ONIEHHTH HA OCHOBAHUH AOCTYIHBIX JAHHBIX).

Hapywenun co cmoponu Kposu u numpamuueckoii cucmempr
Ouens pedro: TpoMGomMTONCHHS

Hapywenun co cmopone UMMYHHOI clUcmeMmbt

PedKo: rHIICPYYBCTBHTENLHOCTE

Quens pedko: anapUIAKTHICCKHIA IOK

Hapywenun co cmoponut oomena eenjecme u numanun
Heussecmno. nopeienue anmertnra

Hapywenus ncuxuxu

Heuacmo: Bo36ysxnenue

Pedko: arpeccus, cryTaHHOCTE COSHAHHS, JICTIPECCHS, FaJUTIOIMHALMH, GeCCOHHUIA
Ouenv pedro: THkn

Heussecmno: cynnunansnoe MBIIUICHHE, KOLIMAphbI
Hapywenua co CHIOPDOHbI HEPEHOIL clICHEMDI

Heuacmo: napecresus



Peoxo: cynoporu

Ouenb pedro: ucressus, AHCKUHE3US, TUCTOHUS, OOMOPOK, TpeMop

Heuseecmuo: amuesns, napymenue namsru

Hapywenusa co cmoponui opeana 3penun

Ouenv pedro: napyuenust AKKOMOJIALIMH, HEYCTKOCTD 3PEHHS, OKYJIOTHPHBIH KPH3
Hapywenun co cmoponsi opzana CILyXa i 1aOUpUHmMHbIE HApYWeHUA
Heussecmno. ronoBokpyixenue (BeprHro)

Hapywenus co cmoponst cepoya

Peoxo: Taxuxapust

Hapywenus co cmoponut scenydouno-xumeunozo mpaxkma

Heuacmo: nnapes

Hapywenua co cmoponsi nevenu u HCENUEBbIGOOAUUX Nymeil

Pedro: orknoneHne ot HOpMbI (GyHKIMOHAIBHBIX TPO6 TCUeHH (NOBBILIICHHE TpaHCaMHUHA3,
MOBBILICHAC  KOHICHTPAIHH OWIMPYOHHA B KPOBH, NOBBLIIEHHE AKTHBHOCTH ILETOYHOM
(ocdarazsl B kpoBH, MoBBIIIEHTE ramMMa-riryTaMuITpanchepasnl)

Heussecmno: rematut

Hapywienus co cmoponst koscu u nodkoxrcruix mKanet

Hevacmo. 3yn, ceimp

Peoko: kpanupHHLA

Ouenb pedko: aHTHOHEBPOTHUECKHI OTEK, (uxcupoBaHHas NekapcTBeHHAs ChIMD
Heuseecmuo. oCTpbIi reHepaIn30BaHHbI SK3aHTEMATO3HEL nyctynés (OI'3I0)
Hapywienus co cmoponsi ckenemno-muivueunoii u COeOUNUMEIbHOI MKAHU
Heuseecmno: aprpanrus, Mmuanrus

Hapywenua co cmoponsi novex u MOUesbIBOOAUUX Hymeil

Quenv pedro: musypus, suypes

Heuseecmuo. 3anepxka Moun (cm. paszen “Ocobuie yrazanus”)

Oodugue pacempoiicmea u HAPYUICHUA 6 Mecme 68edel s

Hevacmo: acrenus, negomoranmue

Peoko: orexn

Bauanue na pesynomamor NADOPAMOPHBIX U UHCIPYMEHMALBHBIX UCCAC)0CaN I
Peoxo: yBenuuenne maccenl Tejia

Kooicnvie peakyuu, sosnuxaromue nocie ommens Hemupuzuna

[locne oTvensl netupusuna GuiH 0TMEUCHbI 3y (CHJIBHBIA 3yJ1) H/WIM KpanuBHULA (M. pazaen
“Ocobwie yrazanus”).

IlporuBonokazanus

[Tpemapar 3uprex nporusonokasan npu:

® TOBBIUCHHOH YyBCTBHTENLHOCTH K JIOOOMY H3 KOMIIOHEHTOB JIAHHOI'0 Ipenapara, K
THIPOKCH3UHY HIIH JIFOOBIM IPOM3BO/IHBIM ITHIIEPA3HHA;

¢ lAIMCHTaM C TepPMHHAIILHOM cTajmeill Gonesnu mnouek co CK® (Cropocts kiy6oukoBoii
unpTparun) uusxe 15 Mir/Mun.

JlekapeTBennble B3auMoeiicTBus

Ha ocHoBanun (apmakokuHeTHYECKOTO, (hapmaxomuHaMUICCKOro npopuns u  npodus
TICPECHOCHMOCTH NETHPU3NHA, HE OKHIACTCA B3aUMOACHCTBHE ¢ MaHHBIM AHTHIMCTAMHHHBIM
npenaparom. [Ipu nposenennn ucenenopanmii JICKAPCTBCHHBIX B3aUMOJICHCTBHI, B YaCTHOCTH, ¢
TCeB/103(peAPMHOM HITH TeoDUITHHOM (B 103e 400 MI/CYTKH) He BBUIO TIONYYEHO coobIeHuii o
(bapmaxoanHAMMYECKHMX HIIM 3HATMMBIX (hapmakokuHETHYUECKHX B3aHMOIEHCTRIAX.

Ankozone u dpyeue sewjecmsa, Yenemaiowue [[HC

Y UyBCTBHTEIILHBIX MALMEHTOB OHOBPEMEHHOE NPUMEHEHHE AJIKOTOMISA WIIH JPYrHX BEIIECTB,
yruaetaromux [HC, moxer npusectu k AONOTHUTEILHOMY CHH)KEHMIO PEaKIIHH H yXYIIICHHIO



TTPOMSBOJMTCIBEHOCTH, XOTS LETHPH3UH He YCHIHBACT JEHCTBHE AIKOTOIS (IIpY KOHIEHTpaTHI
alkoroJist B kposu 0,5 r/11) (eM. pasaen “Ocobuie yrazanus "%

Hecoemecmumocme

CooTercTByomme nanubie OTCYTCTBYIOT.

Ocobbre ykazaunsn

Anxozons

B TepaneBTMueckmx mosax me ObUIO  IPOIEMOHCTPHPOBAHO — KITHHUYECKH 3HAYHUMBIX
B3aMMOJICHCTBUH LETHPH3HHA ¢ alIKOIoJeM (pu ypoBHE amkoroys B kpoeu 0,5 r/m). Tem He
MCHCC, IpU  OJHOBPEMEHHOM TIpUEME  aJIKOTr OIS PCKOMEHIyeTCst  coOmonare  Mepel
IPEIOCTOPOIKHOCTH (CM. pasnen “/lekapcmeennwie 63aumooericmeus’”).

Hosviuennbiii puck sadeparcku movu

Crenyer cobironars OCTOPOIKHOCTL y MAIMEHTOB ¢ (hakTopamu, IIPE/IPACIONIAraloIlUMH K
BOSHHKHOBCHHIO 3aICPKKH MOYH (Hanpumep, TIOPAXCHHSIMH CIIHHHOTO MO3Ta, IHIepIa3ueil
[IPCACTATCNILHON  JKENE3bl), MOCKONLKY HpHMEHEHHE IICTHPHU3UHA MOJXKET YBEIHUYHTH PHCK
3aNCPIKKU MOYH (cM. paszen “Tlo6ounvie deiicimgus @

Hayuenmer ¢ puckom paseumus cyoopoe

Pexomennyercs cobmonars OCTOPOIKHOCTE y MIALMEHTOB € JIIHJICIICHEN H Y AIMEHTOB ¢ PHCKOM
Pa3BHTHS CyJI0POT.

Kooicnere pearyuu

Ipu npexparennu npuvenenns UCTHPH3HHA BO3SMOXHO TIOSIBIICHHE 3y/a H/Wiu KpaIUBHHIIEI,
ADKE €CIIM OTH CHMITOMBI OTCYTCTBOBAIM JI0 HAyaja Tepanuu (cM. pasuen “‘lloGounsie
deiicmeus”). B HEKOTOpBIX Clydasgx CHMOTOMBI MOTYT OBITh HHTEHCHBHDIMH K MOTYT

0TpedOBATL  BO30OHOBNEHUS Tepamuy. CHMITOMEI MOJDKHBL IPOHTH TIpH  BO30OHOBIEHUH
TEpaIuy.,

Lemu

Y nereii B Bospacte Mmitazme 6 et me PEKOMCHYETCsl IPMMEHEHHE TIpenapata 3uprex B bopme
TablIeTOK, MOKPHITHIX MIEHOYHOL 000JI0YKOI, MOCKONBKY Takast (opma BeImycka He mo3BomseT
COOTBETCTBYIOIMM 00pa3oM KOPPEKTHPOBATH no3y. Pexomennyercs npumensts HETHPH3HH B
(opme, nopxonsmeit ws IPHMCHEHHS Y IeTei.

Kooicnwie annepeuyeckue npoowul

AHTHIHCTAMHHHBIE MPENAPATL I0AB/ISIOT KONKHBIC alIepruveckue npodsl, MosToMy mepex ux
BBIMOJIHEHICM PEKOMEHTYeTCsl COOMONATE IEPHOJ] OTMBIBKH B TeucHHe 3 JIHEH.

Tpuém nuyu

Tna ne BiMsier Ha cTerens BeachBanus [IETHPU3HHA, OJIHAKO CHHIKACT CKOPOCTE BCACHIBAHHS.
Benomozamenwnvie sewecmea

Jlaxkmosa

Ipeniapar 3uprex TaGnerin, HOKPBITBIC TLICHOYHOH 000s0ukoif, 10 Mr COZIICPIKHUT JIAKTO3Y.
Harenram ¢ penxumu  naciencTBenHbIMMT HapyImICHUAMH HCHEPEHOCHMOCTH TajIakTO3L]
(JIAKTa3HOH HENOCTATOUHOCTH MM TIHOKO30-TAIAKTO3HOH Manbabcopbiueit) He cllesryer
TIPUMCHATE JaHHBIH JICKapPCTBEHHBIH TIpemnapar.

lapabenw

lpemapar  3uprex  xanmm g IpueMa  BHYTPb, pactBop 10 mr/mu COLNEPIKUT
METHIINAaparuipokcuben3oar u TIPOIHIIIAPArHAPOKCHOCH30AT, KOTOPBIE MOTYT —BBI3BIBATD
UUICPTUHICCKUC Peakiuu (BEPOSITHO, 3aME/UICHHOTO THIIA).

Hpumenenue npu 6epemennocmu u ¢ nepuoo nakmayuu

Depmunvrocms

Hoctynneie nannbie 1o GeprumpHocTy Yy "CJI0BCKa OrpaHUYCHbI, OXHAKO NPOBICM, CBA3AHHbIX ¢
0e30MacHOCThIO, BBISIBIICHO He GBLTO.



JlaHHbie, TonyueHHbIE Y JKHBOTHBIX, ACMOHCTPHPYIOT OTCYTCTBHE IPOOJIEM, CBA3ZAHHBIX C
0€30I1aCHOCTRIO, B OTHOIIEHHH PENPOIYKTUBHON (DYHKIMK YeTOBeKa.

Bepemennocme

Ipu nasnavennn npenapara OepeMeHHBIM KEHIMHAM CIIe/yeT coBmonaTs OCTOPOKHOCTE.
[IpocniexTuBHO COOpanHHbIE IaHHbIE 110 ucXozaM OepeMeHHOCTEl, BO Bpemst KOTOPBIX TPHUMEHSJIH
ICTUPU3KH, HE CBUICTCIBCTBYIOT O MOTEHIHATLHOH TOKCHUHOCTH ISt OpraHusMa MaTepu MM
11110/1a/5MOpHOHa, TIpeBbIaloneii GoHOBLI YPOBEHb.

B uccnenopannsx Ha KHBOTHRIX He 6bLTO BBIABIICHO TIPAMOIO HWJIH KOCBEHHOT'O BPEIHOTO
BO3ICHCTBHS IIpernapaTa B OTHOLICHHH OepeMeHHOCTH, pa3BUTHS IMOPHOHA/TLTO/A, POJIOB HITH
IOCTHATAIILHOTO PA3BUTHSL.

Hepuoo naxmayuu

Lernpusun  nepexoyur B FpyaHOe  MOJIOKO. Puck noGounsix sddexTon Y MIIaJICHIEB,
HAXO/VIIMXCS. HA TPYIHOM BCKAPMIIHBAHHH, HE MOYKET OBITh HCKIIOUEH. IIpy nHasznauenuu
UCTHPH3MHA KOPMSIIIAM JKEHIHHAM CIIE/lyeT COOIIONATh 0CTOPOKHOCT.

LleTpusun BBLICISIETCS ¢ IPYAHBIM MOJOKOM Y YCJI0OBEKA B KOHIEHTPAIUSIX, COCTABILIIOIINX OT
25% 110 90% OT U3MEPEHHBIX B IIa3Me 3HAYEHHH, B 3aBUCUMOCTH OT BPEMEHH 3abopa po6 moce
IpHeMa Iperapara.

Bausnue na cnocoérnocmu ynpasname asmomosunem u CNONCHBIMU MEXAHUIMaMU

Ilpn npumenennu mupemapara B PeKOMeHlyeMOH Jiose 10 Mr  OOBCKTHBHBIE H3MeEpeHHs
CTOCOOHOCTH  YNIPABIIATH  TPAHCIOPTHBIMMU CPCACTBAMH, JIATEHTHOTO [EPHONA CHA M
IIPOU3BOTUTEIEHOCTH Ha COOPOYHOH JTHHHH He IIPOJICMOHCTPHPOBAIIA KAKHX-IHOO0 KIHHHYECKH
3HAYHMBIX 3(peKToB.

OJHaKO NAlMEHTHI, HCIIBITHIBAIOLIHE COHJHBOCTb, JOJDKHBI BO3JIEPIKATBCS OT YIIPABIICHHS
PaHCIOPTHLIMU CPENICTBAMH, 3aHSTHI NOTEHITHAIBHO ONACHEIMH BHIAMU ICATEILHOCTH MM
paboTEI ¢ Mexanu3MaMH.

Hanuenre, mianupyromme yrpasmsts TPaHCIOPTHBIMHU CPE/ICTBAMM, 3aHUMATHCS TIOTEHITHAIBHO
ONAaCHLIMH BHJIAMHA  IESITEIBHOCTH MM paGoTaTh ¢ MEXAHU3MAMM, HE JOJGKHbBI IPEBLILIATE
PCKOMEH/IOBAHHYIO J103Y U JIOJDKHBI IPHHUAMATE BO BHUMAHHE CBOIO PEAKIHIO Ha JICKAPCTBEHHLIH
Ipenapar.

Iepenosuposka

Cumnmomor u npusnaru

Cumirromel, HaGoaeMBIe pu TICPE/I03UPOBKE LETUPH3HHA, B OCHOBHOM CBSI3aHbI ¢ d(ekTamu
co cropousl LIHC i ¢ appexramu, koropsie MOTYT YKa3bIBaTh Ha €TI0 aHTHXOJHMHEPTHYECKOE
JieiicTBue,

Hexenarenshrpie spnenus, 34pPCTUCTPUPOBAHHLIC MOCTIE IIPHEMa JI03Bl, HE MEHee ueM B 5 pas
TIPEBRIMAIOEH PEKOMCH/IYEMYIO CYTOUHYIO 103y, BKIIOYAIOT CIyTaHHOCTB CO3HAHUSI, THAPEIO,
F'OJIOBOKPYIKCHHE, YTOMJIIEMOCTh, TOTOBHYIO G0JIb, HEeIOMOraHHUe, MH/JIpHa3, 3y 1, OecrokoiicTRo,
CCAALNIO, CONIIMBOCTD, CTYTOP, TAXUKAP/IMIO, TPEMOP U 3aIEPIKKY MOYEHCITYCKaHUsI.

Jeuenue

Crenuduyeckuit antumaoT 115 LICTUPHU3MHA HEH3BECTEH.

B cnyyae BosumkHOBeHHS IEPCO3UPOBKH,  PEKOMEHIYETCSI CHMOTOMATHYECKAS WM
1OJIICPIKMBAIOIIAST TEPATTHSL.

[1posesienne remonuanusa nst ynanenus HetHpu3HHa Hea(GeKTHBHO.,

Benenue nanmenta 1o/mkHO OCYIECTBAATHCS B COOTBETCTRIIL C KJIMHHYECKUMH MOKA3aHUAMU
HULH PEKOMEHNIAIHMAMH HALIMOHATIEHOIO TOKCHKOIIOTHYECKOTO IICHTPA, SCIIH TAKOBbIE HMEOTCAL.

®opma BoImycka
Jupmer mabiemru, NOKpLIMbBLE NICHOYNOT obonoukotl, 10 me, Ne7

[Io 7 Tabnetox B KOHTYPHOI# sueiikoBOii ynakoBke (6imcrep) nz [IBX/(onbru amoMHHIEBOH.
[o 1 xonTypnoit siueiikoroit ynakoske (1 x 7) BMecTe ¢ uHCTpYKIWHEH 110 IIPUMEHECHHIO B ITAYKe
KapTOHHOM.



Jupmex xaniu Ons npuema enympo, 10 yme/wn, 10 ma

[To 10,0 mn pactBopa Bo ¢akone TeMHOrO crekia (tun III, Ph.Eur.), HomunHanbHoi
BMeCTUMOCTEIO 20,3 MJI, CHaOKEHHOM KaTleJIbHUIIEH U3 TIOJIUYTHIICHA HU3KOM [JIOTHOCTH, ¢ Oelloi
HaBMHYHBAFOIICHCSI IIOJIMIIPOITHIICHOBOH KPBIIIKOM ¢ 3alIUTOR OT BCKPBITHUS JIETBMH.

Io T dmakony BmecTe ¢ uneTpyKIKel 10 NPHMEHEHHIO B MAUKe KapTOHHOIA.

YcioBust xpanenus

3upmex mabremru, nokpeimole nienounol 06onrouxod, 10 me, Ne7
3upmex kanau 015 npuema erympo, 10 me/mu, 10 mn

XpaunuTs 1pH Temueparype He Bbiie 30°C.

XpaHHTb B HEJIOCTYITHOM JUIs JIeTeii MecTe.

Cpoxk rognoctn

Jupmex mabnemxu, nokpoimoLe nienoyHoll obonourod, 10 m2, N7
3upmex kannu Ons npuema enympe, 10 me/mn, 10 mn

60 mecs1es.

He npunumars nocie nereyenms cpoka rogHOCTH.

Yea0BHS 0TIYCKA H3 aNTeK
bes penenra.

Jlep:kaTesh perucTPALHOHHOLO Y10CTOBEPeHH S

GlaxoSmithKline Export Limited I'makcoCmutKustitn Dxenopt Jlumuten
980 Great West Road, Brentford, 980 I'peiit Bect Poau, Bpentdopr,
Middlesex, TW8 9GS Munnceke, TW8 9GS

UK Benukobpuranus
IpousBoauTein:

UCB Farchim SA HOCb ®apuum CA

Z.1. de Planchy [pompimnennas 3oxa e [lnannm
10 Chemin de Croix Blanche 10 IlImen ne Kpya Bnanm

1630 Bulle 1630 brons

Switzerland HIseiinapust

YnakoBuuk:

Aesica Pharmaceuticals S.r.]. Diicnka @apmacerotikans C.p.o.
Via Praglia, 15 Bua [Ipanes, 15

10044 Pianezza (TO) 10044 Ipsuenna (Typun)

[taly Wranus

HaumenoBanne u ajgpec Oprammsauuu, NPUHUMAIOMEN IpeTEH3HH (npeutoskenus) 1o
Ka4ecTBY JICKAPDCTBCHHBIX CPeACTB Ha TeppuTopun Pecnybumkn Videkncran:

000 «NOVOTEK» ;

Pecnybauka Vi6exucran, 100084, r. Tamkent, yi1. Huss6ex itynu, 2.

Ten.: 99871 1206035

MoOwunbhblit Tenedon: +99899 8955556, +99890 3280128

®axkc: +99871 1207306

E-mail: ved@novotek.uz; 0ax70065@gsk.com




