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3araJlbHa XapaKTepHCTHKa:
 
Mi:JKHapOOHa Ha36a: OMenpa30JI;
 
OCH06Hi ljJhUKO-xiMillHi 6JlaCmU60Cmi: niodiiniaoaaaaa nopomox 6iJIoro a60 MaibKe 6iJIoro KOJIbOPY;
 
cxnao: 1 <pJIaKOH MicTHTb OMenpa30JIy narpno 42,6 Mr, uto eKBiBaJIeHTHO OMenpa30JIy 40 Mr;
 
oonouiscnt pelJ06WW: ezterar HaTPilO (E.ll:TA), narpiro rinpoxcazt.
 

<DapMaKoTepaneBTHqHa rpyna,
 
3ac06H ,ll;JI» JIiKyBaHH» nerrra-raoi BHpa3KH ra racrpoesotpareansaor perpmoxcnoi xBop06H. Inrifiiropa
 
nporoanoro aacoca, Ko,ll; A TC A02B CO1.
 

<DapMaKoJloriqHi BJlaCTHBocTi.
 
c[>apMaKoowwMiKa. OMenpa30JI c cneUH<piqHHM inrifiiropoxr nporonnoro nacoca napieransaax KJIiTHH.
 
3aBMKH UbOMY npnrnisycrsca cexpeuix COJI»HOI KHCJIOTH y IIIJIyHKy. E<peKT nparuisenas cexpeuii
 
KHCJIOTH, 060pOTHHH. OMenpa30JI c CJIa6010 OCHOBOlO, sxa naxomrsycrsca 'ra nepernoproerscs B
 
aKTHBHy <pOpMy y KHCJIOMy cepezroaauti napicransnax KJIiTHH,,ll;e BiH nparni-rye H+, K+-AT<Da3Y, T06TO
 
BnJIHBae na xiauesy craaiio cexpenii KHCJIOTH IIIJIyHKa.
 
TIpHrHiqeHH» cexpeuii e ,ll;0303aJIe:>KHHM i BnJIHBae »K na 6a3aJIbHY, TaK i na cTHMyJIbOBaHy cexpeuiro
 
KHCJIOTH, He3aJIe:>KHO sizr rany CTHMyJUluii'. OMenpa30JI He BnJIHBae na xoniaepri-mi 'ra ricraxiaeprisni
 
penerrropa, ~K i npa JIiKyBaHHi 6JIOKaTOpaMH Hz-peuenTopiB, JIiKyBaHH» OMenpa30JIOM npH3BO,ll;HTb no
 
3MeHIIIeHH» KHCJIOTHOCTi IIIJIYHKa i, TaKHM qHHOM, zro nponopnianoro 36iJIbIIIeHH» raCTpHHY.
 
36iJIbIIIeHH» raCTPHHy 060pOTHe. Ilin sac TPHBaJIOrO KYpCY JIiKyBaHH» MO:>Ke 36iJIbIIIHTHC» KiJIbKiCTb
 
3aJI030BHX xicr Y IIIJIYHKY. Ili 3MiHH <pi3ioJIoriqHi 'ra c HacJIi,ll;KOM nparaiseaaa KHCJIOTHOCTi. Ilpouec
 
,ll;06pO»KicHHH 'ra 060pOTHHH. 3HH:>KeHH» KHCJIOTHOCTi IIIJIyHKa sa nonovoroio iarifiiropis nporoanoro
 
nacoca a60 iHIIIHX peqOBHH, mo nparai-ryrorr, KHCJIOTHiCTb, MO:>Ke npH3BeCTH no 36iJIbIIIeHH» KiJIbKOCTi
 
fiaxrepiji, npacyrnix y IIIJIyHKOBO-KHIIIKOBOMy rpaxri. TOMy raxe JIiKyBaHH» MO:>Ke npH3BeCTH zto zrento
 
ninnaureaoro PH3HKY iH<peKuiHrpasnoro TPaKTy, CnpHqHHeHHX Salmonella 'ra Campylobacter.
 
BnJIHB na cexpeniio KHCJIOTH npsvo nponopuitiaaii nnomi nin KpHBOlO "KOHueHTpaui» - -rac" (AVC) i
 
He 3aJIe:>KHTb Bi,ll; xonuearpauii OMenpa30JIy B nJIa3Mi.
 
BHyTpiIIIHbOBeHHe aaeztcnas OMenpa30JIy 40 Mr npH3BO,ll;HTb no IIIBH,ll;KOro 3MeHIIIeHH» cexpeuii
 
IIIJIyHKoBoro COKY. O,ll;HOpa30Be aseaenas 40 Mr OMenpa30JIy BHYTPiIIIHbOBeHHO Mae TaKHH caMHH
 
BnJIHB na KHCJIOTHiCTb IIIJIyHKoBoro COKy npOT»rOM ,ll;06H, »K i 0,ll;HOpa30BHH npHHoM 80 Mr npenapary
 
BHyTpiIIIHbO a60 nosropai npHHoMH 20 Mr BHyTpiIIIHbO O,ll;HH pas na nofiy,
 



([>apMaKOKiHemw<a. 
A6cop6yifl 
Oxrenpasorr npH6rrH3HO na 95 % 3B'SI3Y€TbC~ 3 6irrKaMH nnassor. 06'€M posnoniny CTaHOBHTb 0,3 n/xr. 
Mema6ofli3M 
Osrenpason nosnicrto MeTa60rrbY€TbC~, rorrOBHHM qHHOM, y nexinni. Tonoaaaua <pepMeHTaMH, IIJ;O 
fiepyn, yxacrs y Moro MeTa60rrbMi, e CYP2C19 'ra CYP3A4. MeTa60rriTH oxrenpaaony He BnrrHBaIOTb aa 
cexpeuiio KHcrrOTH. 3ararrbHHM xnipenc osrenpasony CTaHOBHTb 0,3 - 0,6 n/xs. 

BueeoeHHfl 
Ilepiozt HaniBBHBeLleHH~ CTaHOBHTb npafinasno 40 XB (30-90 XB) nicns 6araTOpa30BOrO BBeLleHH~. 

MaM:>Ke 80 % Ll03H BHBOLlHTbC~ Y <popMi MeTa60rriTiB ia cesero, peurra - 3 <peKarri~MH. 

IHoueioyaJlbHuu ¢aKmop 
Knipenc oxrenpaaony 3HaqHO 3MeHIIIY€TbC~ y nanicnris 3 nopyurenaava <pyHKuii' ne-riaxa. 

nOKa3aHHH ,lJ.JlH aaerocyaanua. 
BHpa3Ka IIIrryHKa 'ra nsaaazmarananoi KHIIIKH; 
perpmoxc-eaodiarir; 
CHHLlPOM 30rrrriHrepa-Ennicoaa. 

Cnoci6 aacroeyaaana Ta ,lJ.03H.
 
)];opocrrHM, XBOpHM na BHpa3KY nsanazmarananoi KHIIIKH, BHpa3KY IIIrryHKa a60 pedimoxc-eaodiarir,
 
~KIIJ;O HeMO:>KrrHBO 3aCTOCYBaHH~ nixie BHYTPiIIIHbO, peKOMeHLlYIOTb BHyTpiIIIHboBeHHy iadiysiro Jlocexy
 
y Ll03i 40 Mr. 3BHqaMHHM KYpC rriKYBaHH~ LlO nepexony na nepopansni 3ac06H CTaHOBHTb 2-3 zmi.
 
XBOpHM ia CHHLlPOMOM 30rrrriHrepa-ErrrricoHa Ll03Y uinfiaparo'n, ianaainyansno. MO:>Ke BHHHKHyTH
 
norpefia y BHIIJ;HX Ll060BHX nosax a60 36irrbIIIeHHi xinsxocri aaeztens.
 
3aci6 BBOMTb y <popMi BHYTpiIIIHboBeHHoi' impysi) nporarov 20-30 XB. Ilicna p03BeLleHH~ P03qHH cnin
 
BHKopHcTaTH HeraMHO. BMicT ozmoro dmaxona P03qHH~IOTb y 100 Mrr 0,9 % P03qHHY narpiio xnopazty
 
a60 y 100 Mrr 5 % P03qHHY rJIIOK03H Llrr~ iH<py3iM.
 
..sIKIIJ;O P03qHH He BHKopHCTarrH BiLlPa3Y nicna p03BeLleHH~, Moro cnin BHKopHCTaTH nporarora 12 rOLlHH,
 
~KIIJ;O nopourox p03BeLleHHM <pi3iorroriqHHM P03QHHOM; nporarosr 6 rozum - ~KIIJ;O nopourox
 

p03BeLleHHM 5 % P03QHHOM rrr1OK03H.
 
Ilauicumu 3 nopytuenunuu tpyntcui) HUpOK. Hesrae nOTpe6H B xoperysamri Ll03H ztns XBOpHX 3
 

nopYIIIeHH~MH <pyHKUii' HHpOK.
 
Tlauicumu 3 nopyuieuusuu cjJYHKl1ii' neuinxu. Y nauiearis 3 neQiHKOBOIO HeLlOCTaTHicTIO BHBeLleHH~
 

npenapary 3HaQHO nOLlOB:>KY€TbC~. 

Ilauicumu nimuuoeo eixy. Hesrac B IIoTPe6H xoperysaaai Ll03H ztna rrauicnrin rrirasoro sixy. 
Sacmocyeannx e neoiampii. )];oCBiLl 3aCTOCYBaHH~ Llrr~ rriKYBaHH~ LliTeM 06Me:>KeHHM, TOMy npenapar He 
peKOMeHLlOBaHHM LliT~M. 

no6iQHa ,lJ.iH. 
)];0 HaMnoIIIHpeHiIIIHx cHMnToMiB, nOB'~3aHHx is 3acTocYBaHH~M JIoceKY, npo sxi noainoxrnanoca B . " " " " " .
KJIlHlQHHX LlOCJIlLl:>KeHH~X, BILlHOC~TbC~ TaKI IIIrryHKoBo-KHiliKOBI cHMnToMH, ~K zuapea, HYLloTa 'ra sarrop, 
a TaKO:>K ronoanaa 6irrb, KO:>KeH 3 ~KHX rpannaacs B 1-3 % BHna,LlKiB. 

qacTOTa! Ilomapeni Meum nomapeni nOO,lJ.HHOKi 
CHCTeMa oprania (>11100, <1110) (> 111000, <11100) (> 1110000, <111000) 

Saeaneui Tonoanaa 6irrb Cnarixicrr, IliLlBHIIJ;eHe 
noronaninenaa, 
nepadiepasnaa 
Ha6p~K, 

rinonarpiesda, 
peaxuii 
rirrepxyrnasocri, raxi 



Kpoe 

E1l()OKpUHHi 

Lllnyuxoeo-xuiuxoei ):(iape5l, 

Hy,L{OTal6moBaHH5I, 

sanop, 6iJIb y )J(HBOTi, 

MeTeopH3M 

lllxipa 

Ileuinxa 

IfuxanbHi tunsxu 
Kicmxoeo-u 'R30ea 

Heeponoeiuui 

Ilcuxisni 

Cesoea 

Oui 

BHCHrr, cneptiizc, 

KporrHB'51HKa 

3MiHH y pe3YJIbTaTaX 

TeCTiB <pyHKUi"i . 
neximca 

Ilapecreaix, 
3arraMOpOqeHH5I, 

COHJIHBICTb 

TIopYllIeHH5I CHY 

51K aHrioHeBpOTHqHHH 

Ha6p5lK, rapaxxa Ta 

aHa<piJIaKTHqHHH llIOK 

Jlenxonenis, 
TpOM6oUHTOrreHi5l, 

arpaHyJIOUHT03, 

rraHUHTOrreHl51 

riHeKoMaCTi51 

Cyxicrs y pori, 
nopynrenns CMaKOBHX . . 
Bl,L{qyTTlB, CTOMaTHT,
 

KaH,L{H,L{03
 

BHrra,L{aHH5I BOJIOCC5I,
 

<pOToceHCH6iJIiJaui5l,
 

MyJIbTH<popMHa
 

eparesra 
Eanedianonaris y 

nanienris 3 T5I)J(KHM 

3aXBopIOBaHH5IM 

nexinxa, renarrrrosr 
is )J(OBT5IHHuelO a60 

6e3 nei, rreqiHKOBOIO 

He,L{OCTaTHlCTIO 

Bporrxocnaasr 
Aprpanria, MlaJIrI5I, 

CJIa6KicTb M'513iB 

060pOTHa 

CrrJIYTaHlCTb 

CBi,L{OMOCTi, 

36y,L{)J(eHH5I, nenpecia, 

arpecia 'ra 
raJIIOUHHauii", 

OC06JIHBO y 

T5I)J(KOXBOpHX 

naniearis 
IHTepCTHuiaJIbHHH 

He<PPHT 

Heairxicrs 30Py 

TIoBi,L{OMJI5IJIOCb rrpo oxpevi BHrra,L{KH CHH,L{pOMy Crineaca-):()J(OHCOHa 'ra TOKCHqHHH errinepxransnati 

HeKpOJIiJ, ane rrpHqHHHO-HaCJIi,L{KOBHH 3B'5130K UHX 51BHIn is 3aCTOCYBaHH5IM oxrerrpasony He 

BCTaHOBJIeHHH. Y T5I)J(KOXBOpHX nanienris y rrOO,L{HHOKHX nananxax nicns nayrpiumsoaenaoro 

BBe,L{eHH5I BHCOKHX ,L{03 oxrenpaaony Bi,L{3HaqaJIHCb neofioporai nopymeana 30PY. O,L{HaK rrpHqHHHO­

HacJIi,L{KOBHH 3B'5130K He BCTaHOBJIeHHH. 

TIpoTHnoKa3aHHH. 

TIi,L{BHIneHa qyTJIHBiCTb ,L{O KOMrrOHeHTiB npenapary.
 

Jlocex, 51K i imni inrifiiropa rrporonnoro nacoca, He CJIi,L{ 3aCTOCOBYBaTH paJOM 3 aTaJaHOBipOM.
 



Flepenoayaanna. 
BHyTpilIIHhOBeHHa .lJ.03a 6iJIhlIIe 270 Mr O.lJ.HH pal aa .lJ.06y i 650 Mr nporaroxr TphOX .lJ.HiB npa
 

npoaeneani KJIiHiqHHX .lJ.OCJIi.lJ.)KeHh He .lJ.aJIH 03HaK nepeztoaysaans. Cneuarpisnoro aHTH.lJ.OTY He iCHyC.
 

Ouenpaaon 3B'H3YeThCH 3 6iJIKaMH nJIalMH KpOBi, y peaynsrari noro norano BHBO.lJ.HThCH npa ztianiai.
 
CHMnTOMH nepenoaysanns: anaris, rOJIOBHHH 6iJIh, raxixapnis, HY.lJ.OTa, 6mOBaHHH, MeTeopH3M, ztiapea.
 
JIiKyBaHHH CHMnTOMaTHqHe.
 

OC06JIUBOCTi aac'rocyaanna.
 
TIi.lJ.03plOBaHa BHpalKOBa xsopofia nOBHHHa 6yTH nizrtaepzoxeaa HKHaHlIIBH.lJ.lIIe penrreaocxonicro a60
 

eH.lJ.OCKOnielO .lJ.JIH 3an06iraHHH nenpanansaoxty JIiKyBaHHIO. .5IKmo sapasxa icaye, a60 e ninospa na nei,
 
a60 e O.lJ.HH 3 TaKHX CHMnTOMiB, HK snasna srpara MaCH TiJIa, HKy He MO)KHa nOHCHHTH, 6JIIOBaHHH,
 

.lJ.Hc<l>ariH, 6JIIOBaHHH KPOB'IO a60 MeJIeHa, CJIi.lJ. BHKJIlOqHTH 3JIOHKiCHHH npouec, OCKiJIhKH JIiKyBaHHH
 
OMenpalOJIOM MO)Ke MacKyBaTH Horo CHMnTOMH 'ra 3aTpHMaTH BH3HaqeHHH ztiarnoay.
 

Baeimuicms i 200yBaHHJl 2pyOOlO. ,.lJ;06pe KOHTpOJIhOBaHi eniztexrionori-mi .lJ.OCJIi.lJ.)KeHHH He nOKalaJIH
 
)KO.lJ.HOro nerarnsnoro BnJIHBy oxrenpasony na aariruicn, a60 3.lJ.OpOB'H nnozra/nononapozreenoi
 

.lJ.HTHHH, TOMy npenapar MO)KHa aacrocosyaara B nepiozt sarirnocri.
 
Ovenpaaon BH.lJ.iJIHeThCH B rpyzme MOJIOKO, ane HOro BnJIHB na .lJ.HTHHy He Bi.lJ.OMHH. TOMy CJIi.lJ.
 

yTpHMaTHCH sin rO.lJ.YBaHHH rpyzuno nizt nac JIiKyBaHHH OMenpalOJIOM.
 
BYlJIUB ua soamnicms «epyeamu aBmOM06iJleM a60 npautoeamu si CKJlaOHUMU MeXaHi3MaMU. 

MaJIOHMOBipHO, mo npenapar BnJIHBae na azrarnicrs xepysara aBTOM06iJIeM a60 npaU;IOBaTH 3 TOqHHMH 

MeXaHbMaMH. 

B3a£MO,lJ,iH 3 iHWUMU JIiKapCbKUMU 3aco6aMU. 

BYlJIUB OMenpa30JlY ua diapuatcotanemuxy iHlUUX JliKapCbKUX sacotiie. 

CJIi.lJ. yHHKaTH sacrocyaanna Jlocexy, noponncy .lJ.JIH nparoryaaana P03qHHY .lJ.JIH iH<l>y3iH, O.lJ.HOqaCHO 3 
KeTOKOHalOJIOM 'ra lTpaKOHalOJIOM. 
Oxenpaaon MO)Ke BnJIHBaTH na iHIIIi npenapara, BCMoKTyBaHHH HKHX 3aJIe)KHTh sin pH lIIJIyHKa. 

P03qHHeHHH Ta6JIeTOK KeTOKOHalOJIY y lIIJIyHKy 3HaqHO 3MiHlOeThCH, HKmO pH lIIJIyHKoBoro COKy 

ninamnycrsca y pe3YJIhTaTi JIiKyBaHHH (3acTOcYBaHHH aHTaU;H.lJ.iB a60 npenaparis, mo nparnisyron, 
cexpeniro, a60 cyxpandiaria), BHaCJIi.lJ.OK nsoro nJIalMOBi xonnearpanii KeTOKOHalOJIY He e 
e<l>eKTHBHHMH. TIPH O.lJ.HOqaCHOMY sacrocyaaani ojaenpaaony 'ra iTpaKOHalOJIy xonnearpanii B nnaaxi 'ra 
nnoma nin KpHBOIO "KOHu;eHTpau;iH - qac" (AVC) ocrannsoro 3MeHlIIYIOTbCH aa 65 %, MO)KJIHBO, xepea 
HOro norane BCMoKTyBaHHH, HKe 3aJIe)KHTb nin pH. 

Oxrenpaaon nparni-rye <l>epMeHT CYP2C19, TOMy MO)KHa OqiKyBaTH ni.lJ.BHmeHHH pisnia y nnaasd 
.lJ.eHKHX JIiKapCbKHx 3ac06iB, HKi MeTa60JIbYIOTbCH U;HM <l>epMeHToM (niasenaay, aaprpapany, <l>eHiToi'Hy). 

CJIi.lJ. p03rJIH.lJ.aTH MO)KJIHBicTb 3MeHlIIeHHH .lJ.03H U;HX npenaparia. 
TIPH O.lJ.HOqaCHoMY aacrocyaanni KJIapHTpoMiu;HHy a60 eparpovinany 3 OMenpalOJIOM xonnearpanii 
ocranasoro y nnasxi 36iJIhlIIyBaJIHCH. Konuenrpanii owenpaaony y nnasai He 3MiHIOBaJIHCH npa 

sacrocyaaani Horo 3 aMOKCHU;HJIiHOM a60 MeTpOHi.lJ.alOJIOM. 
BYlJIUB iutuux JliKapCbKUX sacotiie ua ipapuaxoxinemuxy OMenpa30JlY. 

Jlixapcsxi 3ac06H, mo nparuiayrors <l>epMeHTH CYP2C19 Ta CYP3A (inrifiiropa Blrl-nporeaaa, 
KeTOKOHalOJI, iTpaKOHalOJI), MO)KYTb ni.lJ.BHmHTH xonuearpanii oxrenpasony y nnasvi KpOBi. 

Cynyrue 3aCTOCYBaHHH osienpaaony (40 Mr O.lJ.HH pal na .lJ.06y) 3 arasaaaaipoxr 300 Mr/pHToHaBipoM 
100 Mr y 3.lJ.OpOBHX .lJ.06pOBOJIhU;iB npH3BO.lJ.HJIO .lJ.0 cyrrcsoro 3HH)KeHHH BnJIHBy araaanasipy (npH6JIH3HO 
75 % 3HH)KeHHH AVC, Cmax 'ra Cmin). TIi.lJ.BHmeHHH .lJ.03H arasaaanipy .lJ.0 400 Mr He KOMneHcyBaJIO .lJ.ii' 
oxrenpasony na BnJIHB arasaaaeipy. Inrifiiropa nporonoro nacoca, BKJIlOqaIQqH oxrenpaaon, He CJIi.lJ. 

sacroconyaara PalOM 3 arasaaonipoxr. 

Cynyrne aacrocysamra ovenpasony 3 TaKpOJIiMyCOM MO)Ke npH3BeCTH .lJ.0 ni.lJ.BHmeHHH xonnearpauii 
TaKpOJIiMyCy B CHpoBaTU;i. Ha nOqaTKY a60 niCJIH 3aBeplIIeHHH JIiKyBaHHH oxrerrpaaonca pcxosrenzrycrsca 

CTelKHTH sa xoanenrpauiero TaKpOJIiMyCy B nJIa3Mi. 



He Bi,n3HatIaJIOCb B3aeMo,niif MDK OMenpa30JIOM, Teo<l>iJIiHOM, Ko<l>e'iHoM, XlHI,nHHOM, niztoxainov, 
npOrrpaHOJIOM 'ra eTaHOJIOM. 

YMOBH Ta TepMiH sfieplraaaa, 36epiraTH y neztocrynaovy ,nJIjI ,niTeif Micui, aaxanreaosry Bi,n cBiTJIa 

npa resmeparypi HlDKtIe 25°C. Tepxrin npnnaraocri - 2 pOKH. 

YMOBH BU.nyCK}'. 3a penerrrou. 

YnaKOBKa. TIo 40 r nopoIIIKY y <l>JIaKOHi; no 5 <l>JIaKOHiB y xapronaiti xopofini. 

BHpo6HHK. ACTPa3eHeKa AE, Lllseuia/AstraZeneca AB, Sweden. 

Aapeca. 15185 Conepran'c 1151 85 Sodertalje, Sweden. 


