SATBEPAKEHO
Haxa3 MinicTepcTBa oxopoHu
mopon’n Yxpainn
07 N SY
PeecTpaniiine nocsigueHus

Ne UA/7955/01/01
IHCTPYKIIIA
AJISt MEHIHOTO 32CTOCYBAHHS JiKapChKOro 3aco0y
HOJIBITIA3A®
(NOLPAZA®)

Cknao:

diloua pe4yoéuna: aHTONPA30JT;

1 racrpopesucteHTHa TabieTka MicTUTh 20 Mr maHTONpa3oiny y BHUITIAAI NAaHTOIPA3oNly HATPIiKO
CECKBITiIpary;

Oonomioicni pevosunu: MaHirt (E 421), kpocnoBizioH, HaTpito kKapooHaT Ge3BonHui, copOit (E 420), kansitito
cTeapart, rilpoMeto3a, oBiJoH, Tutany giokcun (E 171), samiza okcun xoBtuii (E 172), mponineHrikos,
METaKpHIIaTHOTO CONONIMEpY AUCIepcis, HaTpilo naypuicynsdar, nomicopbar 80, Tanbk, makporon 6000.

Jlixapcepka ¢popma. TabneTku racTpope3UCTEHTHI.
OcHosHi Qizuxo-ximiuni enacmusocmi: TaBJIETKH CBITIONO XXOBTO-KOPHYHEBOT'O KONbOPY, OBAIBHI, TPOXH
JIBOOILYKJIi, BKPHTI IIiIBKOBOIO O0OJIOHKOIO.

(PapmakoTepaneBTH4YHa rpyna. [ari6itopu npororHoi nomnu. Kog ATX A02B C02.

Dapmaxonoziuni enacmugocmi.

Dapmaxoounamika.

[TanTonpason € 3aMimmeHnM GeH3MMiNA30JI0M, KU OI0KyE CEKpellilo CONSHOI KHCIIOTH y LUTYHKY 4Yepes
crnienudiyHMi BIUIMB Ha IPOTOHHY IIOMITY Iapi€TAIBHUX KJIiTHH.

Hanromnpason TpanchopMyeTsCs B aKTUBHY (HOpPMY Y KHCIIOTHOMY CEPEJIOBHIII, a cCaMe — Y NMapieTATbHUX
KiiTaHax, Ae inridye dpepment H'-K*-AT®-a3u, To6T0 GlIOKYe KiHIIEBHI eTan MPOAYKYBAaHHS COJISHOL
KHMCJIOTH Y IUIYHKY. IHTiOyBaHHS € 3aJIe)KHHUM BiJ JIO3W Ta NpPHTHIUYy€ K 6a3albHY, TaK i CTUMYJIbOBaHY
CEKpeLilo KUCIIOTH.

JlikyBaHHSA maHTONpa3oyoM, AK i1 iHmmMu iHriGiropamu npotoHHoi mommu (IIIIT) Ta iHriGitopamu
Hz-peuentopiB, 3HMXYe KHCIOTHICTH Y IUTYHKY i TakUM YHHOM 301IBIIYE CEKPELil0 TacTPHHY
IPONOPIIIAHO 0 3MEHINEeHHS KHCAOTHOCTI. 30inbIIeHHSA ceKpelii racTpury € o6opoTHHM. OCKilnbKd
NAHTONPa3oJl 3B’A3y€ (EpMEHT OUCTAIFHO IO BiJHOMIEHHIO OO IJIITHHHOTO pEHeNnTopa, BiH MOXe
iHriOyBaTH CEKpeIiio COMSHOI KHCIOTH He3aJIe)KHO Bifl CTUMYJIANIT iHIMMMY pe4OBHHAMH (allETHIIXOJIIHOM,
rictamiHoM, ractpuHoM). EdekTHBHiICTS npenapaTy € oJHaKoBa IIPH IEPOPATHHOMY 3acCTOCYBaHHI abo
BHYTPIITIHHOBEHHOMY BBEJICHHI.

IIpu 3acrocyBaHHi maHTOmpa3oiy 30iNBLIy€ThCS PpiBEHb racTpHHy Hartuiecepue. IIpu HeTpuBamomy
3aCTOCYBaHHI BOHH Y OUIBIIIOCTI BUNIAAKiB He IEPEBUIIYIOTh BEPXHBOI Mexi HOpMH. [Ipu moBroTpusasioMy
JNiKyBaHHI PiBHI racTpHHy y OiNIbIIOCTI BUIAIKIB 3poCcTal0Th BABiYi. HanMipHe iXHe 30iNbIIeHHS BUHMKAC
nUMIIe y MOOJWHOKMX BHIaAKax. SIK HaclioK, y HeBENHKiif KiIbKOCTI BUIIQJKIB IIpH AOBrOTPUBAIOMY
JiKyBaHHi crocrepiraerbesi ciabke abo moMipHe 30iIBIIEHHS KimbKOCTi eHTepoxpoMadiHomomiGHux
kiitiH (ECL-kiiTHH) mutyHka (ameHoMaToinHa rinepmasis). THM He MeHIe, 3TiHO 3 NPOBEACHUMH Ha
JaHu# MOMEHT AOCIIJDKEHHSIMH, YTBOPEHHS KIITHH-IIONEPEeJHUKIB HEHPOSHAOKPHHHUX IMyXJIMH IUTyHKa,
aKki Oyno BHSABJIEHO B eKCIIEpHMEHTax 3 TBAapUHAMM, y Jmoledl He crocrepirajocs. Aye mpH
AoBroTpusaioMy (6inbine 1 poky) JiKyBaHHI He MOXXHA BHKJIIOYATH BILTHBY NAHTONPa30Jly HAa €HIOKPHHHI
napaMeTpH IMUTOBUAHO]I 3aJI031.

Ha i nikyBaHHS aHTHCEKPETOPHHUMH JIIKapCHKAMH 3aC00aMH piBEeHb raCTpHHY B CHPOBATIIL KPOBi 3pOCTac
Yy BiANOBiAp Ha 3HIKEHHS cekpenii kuciotd. KpiM Toro, uepe3 3HMXKEHHS KHCIOTHOCTI ILLIYHKA
nigBHINyeThCS piBeHb XpoMmorpaHiny A (CgA). Iligsuimennit pisers CgA MoXe BIUIMBATH Ha Pe3yJIbLTATH 4 /



AOCMIDKEHb TPY NiarHOCTHII HEHPOCHAOKPUHHUX yxiuH. HasBHI omyGiikoBaui gaHi cBigyaTs npo Te,
IO JiKyBaHHA iHriGiTopaMu NpPOTOHHOI NMOMIM CJifi NPUIMHHMTH LPOTArOM NEPiOAy Bifl 5 AHIB 10
2 TxHiB 0 BuMipioBanb piBHA CgA. Lle mo3soisie piBHio CgA MOBEpHYTHCS B Iiana3’oH HOPMAILHHX
3HAYEHb, IKi MOXYTH OyTH HOMHIIKOBO IiABHIIEHUMH Mmicid jikyBauus ITTIT.

Dapmaroxinemuxa.

ITanTompason MBHIAKO BCMOKTYETHCS, MAKCHMAIbHA KOHIIEHTPAIiA Yy IJa3Mi KPOBi JOCATACTHCS HABiTh
nicis npuifomy onmiei mosm 40 Mr. YV cepeiHBOMYy MaKCHMaIbHA KOHLEHTPALis y Maa3Mi KpOBi
2-3 MKI/MJI JOCATAETHCS MPOTATOM 2,5 TOMMHH ICIA MPUAOMY i 3AIHIIACTHCA MOCTIHHOI TAKOX Miciisi
GararopasoBoro BBefieHHs. O6’eM po3noaity craHoBuTh npubmusno 0,15 J/kr, a Kiiperc — TpuGIU3HO
0,1 n/rop/xr.

Ilepion HamiBBUBENEHHS CTaHOBUTH NMpUONM3HO 1 roamuy. V KUIBKOX BHIIKaX 4Yac BHBEJEHHS OYB
IPOJIOBXEHMH. 3aBIKH CIIEMpiYHOMY 3B’SI3yBaHHIO IAHTONPA30JIY 3 IPOTOHHOIO IIOMITOKO NapieTaNbHUX
KJIITHH IepioJ HalliBBUBEACHHS HE CIIBBIIHOCHTHCA 3 GiNbLI IPONOBKEHOIO TPHBATICTIO Mii.
®apMaKkoKiHETHKA He 3MIiHIOETBCS IIC/IA OJHOPa30BOro 4u GararopasoBoro mpuitomy. IIpu mozax Bix
10 no 80 Mr kiHeTHKa MaHTONpA30Jly y IUIa3Mi KPOBI € JIHIMHOI SK IC/IA IMEPOPANBLHOrO, TAaK i Micis
BHYTPIITHEOBEHHOT'O BBEJECHHS.

3B’sA3yBaHHA NaHTONpa30ody 3 OinkaMu IUIa3MM KpOBi CTaHOBUTH NpuGim3Ho 98 %. Ilpemapar Maiixe
MOBHICTIO METab0Mi3yeThCs Y MewiHmi. ['OJIOBHMM IUIIXOM BHBEIEHHS € HUPKM — mpuOmu3Ho 80 %
MeTaboIiTiB NaHTONPa30Iy; pelTa BUAUAETbCA 3 Gexaniamu. OCHOBHEM MeTaboJIiTOM K y IJIa3Mi KpoBi,
TaK i B CeYi € IMCMETHIIIaHTONPa30I, AKH 3’ €IHyeThCs 3 cynbharom. [lepioa RaniBBUBEEHHS OCHOBHOTO
MeTabomiTy (mpu6nu3HO 1,5 rogunu) HeHabaraTo JOBINMI, Hix MaHTONPA30Iy.

biooocmynuicme. Tlicna nmepopaibHOTO BBENEHHS MAHTOMPa30Jl BCMOKTYETLCH MOBHICTIO. AGCONIOTHA
GionocTymHicTh TabNETKH CTAaHOBUTH NpUOIM3HO 77 %. BikuBaHHS DKi He Mae >XOAHOTO BIUIMBY Ha
3HAaYeHHA IUIomi miJA (apMakOKiHETHYHOIO KpHUBOK KoHUeHTpauis-yac (AUC), MakcuMalbHy
KOHIIEHTPaIiIo Yy IUIa3Mi KpoBi Ta 6i040CTynHICTb; BiiGyBaEThCA JIMIIE 3MiHA HA II0YATKY Jii.
Xapaxkmepucmuka ocobausux zpyn nayicnmie

Iloginoni memabonizamopu. biu3bko 3 % €BpONEHIIB MalOTh HHU3BKY (YHKIIOHQIbHY aKTHBHICTDH
depmenty CYP2C19; ix nHasmBaroTh MOBUIBHHMH MeTaboizaTopaMd. B opramismax Takux oci6
MeTabosi3M MaHTONpPa3oly, UMOBIPHO, TOJNIOBHMM YHHOM Kataisyerbcs ¢epmentom CYP3A4. Ilicns
npuiioMy oxHiei no3u 40 Mr maHrompasoiy cepeqHs IUIOINA, OOMexeHa (HapMaKOKIHETHYHOK KPHBOIO
«KOHLEHTpAIlis y Ia3Mi — gacy, Oyna npubnusso B 6 pasiB GLIBLIOO Y MOBLIBHAX MeTaGoi3aTopiB, Hixk
B 0Ci6, aKi MaroTs QyHKuioHanbHO axTuBHEA (epment CYP2C19 (mBuaki meraGonizaropu). Cepemrs
MiKOBa KOHLIGHTpawLis y IUIa3Mi KpoBi 3pocia npubinusuo Ha 60 %. 1{i pe3ynbTaTdH He BILIMBAIOTh Ha
JI03yBaHHS IAHTONPA3OJTy.

Jns nauieHTiB i3 nopymeHHaMH GpyHKUii HUPOK (BKIIIOYAIOYH NALEHTIB, SKi 3HAXOAATHCS HA TeMOiati3i),
HE MOTPiOHO 3MEHMIEHHS J03U. SIK i y 30pOBHX JIOJel, 1epiof HANiBBUBENEHHS MaHTONMpa3ONy €
KOPOTKHM. Jliati3yloThCs NHIIe JyXe HeBENHKi KibKOCTi manTonpasony. He3paxaroun Ha Te, 10 nepio
HalliBBMBEJCHHI OCHOBHOI'O METaGOMITY [eIno 3pocTtac (2-3 roauHu), BiH WIBHAKO BUBOJMTHCA i OTXKE, HE
HaKOITMYYEThCA.

V nauienTis i3 nuposoM nevinku (kaacd A Tta B srigao 3 Yaitnmom-IT"10) nepion HamiBBHBeneHHs
30LIBIOy€EThCA A0 7-9 roawH i BiANOBiAHO mo uworo y 5-7 pasiB 36inpmyerncs smaueHns AUC Ta
MaKCHMaJIbHa KOHIIEHTpallisl IaHTONPa30iy Y IUa3Mi KpoBi 30inbyeThes Ha 1,5 NOpiBHSHO 31 300pOBAMH
JFOIBMH.

Hesnayne 36inbmeHHs AUC Ta MakcHMaibHa KOHIEHTpAlis INAHTONpPa3ony Y IUiasMi KpoBi y
OOOPOBOJIBIIIB JITHEOTO BiKY IOPIBHAHO 3 MOJOAUMH TaKOX HE € KIIHIYHO 3HAYYINHMH.

Ilayienmu nimuvozo eixy. Hesnaune 36inpmenns AUC Ta Cmax Y J0OPOBOJIBLIB NITHBOrO BiKy IIOPiBHAHO
3 BIANOBITHUMH [TOKa3HUKaMH y OLlbI0 MOJIOAMX JOOPOBOJIBIB TAKOXK HE MA€ KIHIYHOTO 3HAYEHHS.
Himu. Tlicna oqaokpaTHOro mpuitomy nosu 20 aGo 40 Mr nantonpasony nepopansao AUC ta Cmax y ziTeit
y Billi Bix 5 10 16 poKiB 3HAXOMMIKCA Y MEXKaX BiANOBiIHHX 3HaueHb Yy mopociux. ITicns omHokpaTHOTO
BHYTPilIHLOBEHHOTO BBEJIEHHA MaHTompasoiny B mgo3ax 0,8 abo 1,6 wmr/kr gitam Bim 2 1o
16 pokiB He 6yI0 BiA3HAYEHO 3HAYYIIOrO 3B’A3KY MiK KJIIPEHCOM IaHTONpa3oIy i BikoM abo Macoro Tija.
AUC Ta 06’eM po3nozaiy BiAOBiJaIH JaHUM, OIEPXKAHUM MIPH JAOCIIIKEHHIX Ha JIOPOCTIHX.




‘KniHiuHi XapaKkTepucTHKH.

IHoxka3zanna.

Lopocni ma oimu eixom 6io 12 poxis.

— CumnroMaTH4He JiKyBaHHS racTpoe3ogareanbHol pedrokCHOI XBOPOOH.

— Tpusane nikyBanns Ta mpoginakTuka peluanBiB pedirokc-e3odariry.

Lopocni.

— IlpodinakTuka yTBOpeHHs BHpa3K¥ IUTyHKA Ta ABaHAIUATHIIANOI KHUIINKH, CIPUYMHEHOI NPHHOMOM
HECENIEKTUBHUX HECTEPOIAHMX mpoTm3ananbHux 3acobiB (HII33) y mamieHTiB rpynu pH3HKY, SKUM
HeoOxinHo 3actocoByBard HIT133 npoTtsrom tpuBaioro yacy.

Ilpomunoxa3anua.
[TixBuiNeHa YyTIUBICTH A0 NaHTOMPAa30Jly, MOXiAHNX OeH3IMina30my abo 10 OyAb-AKOl IHIOI peYOBUHH,
10 BXOAMTE JI0 CKJIay Tpernapary.

B3aemodia 3 inmumu nikapcekumu 3aco6amu ma inui 6uou 3a€mooiil.

Jixapevxi 3acobu, abcopbyin sxux 3anedxcumv 6i0 pH. YHacIiIOK IOBHOTO T4 JOBIOTPUBAJIOrO
iHribyBaHHs cexpenii CONIMHOI KHCIOTH MAHTONMpPA30JI MOXKE BILIMBAaTH Ha aOcopOILiio mpemapartis, JUis
SKHX 3HaYeHHs pH IUIYHKOBOTO COKY € BaXJIUBMM (pakTopom IX GiOJOCTYIHOCTI (HANpHKIAA, ACIKHX
NPOTUIPHOKOBHX TIpENapaTiB, TaKMX SK KETOKOHA30J, ITPakoHa30Jl, II03aKOHa301, abo IHIOHX
IIpENapariB, TAKUX K CPJIOTHHIO).

Inzibimopu npomeasu BILJI. He peKOMEHIYEThCS CYMICHE 3aCTOCYBAaHHS IaHTOIPa3oly 3 iHriGiTopamu
npoteazu BIJI (Takumu Sk arazaHaBip), abcopOIis SKHUX 3aI€KHTH Bill BHYTPINIHBOLIUTYHKOBOro pH,
yepe3 CYyTTEBE 3HIKEHHS 1X GiogocTymHocTi (uB. po3ain «OcoOMuBOCTI 3aCTOCYBaHH).

V BHIajKy, KOJH CYyMiCHOTO 3acTOCyBaHHs iHribiTopie nporeasn BIJI 3 iHri6iTopamMu MpoTOHHOI OMIIH
HE MOXKHA YHHKHYTH, PEKOMEHIYETbCS DETENbHHI KIiHIYHHA MOHITOpHHI (HAIpHKIAA, BIpYCHOTO
HaBaHTaxeHHs). He cmix mepesmmyBatu no0oBy po3y mnaHronpaszomy 20 mr. Moxe BHHHKHYTH
HeoOXIiTHICTb KOPHT'YBAaHHS 103H iHribiTopis nporeazu BIJL

Kymapunoei aumuxoazynanmu (ghennpoxymon i eapgapun).

CyMicHe 3acTocyBaHHs MaHTOIpa3ony 3 BapdapuHoM abo (EHIPOKYMOHOM HE BIUIMBAIO Ha
dapmaxokxinetuky BapdapuHy, ¢ernpokymony abo MHI (mixzaponnuii Hopmamni3oBaHHH iHAEKC).
OmHak moBimomysut mpo miasuinesHs MHI Ta nmomoBxeHHs mpoTpoMOiHOBOTO 4acy y MaLli€HTIB, SKi
cymicHo 3acrocoByBamd IIII1 Ta Bapdapmu abo dennpoxymon. IlizBumenns MHI Ta nmopgoBxeHHs
HIPOTPOMOIHOBOIO 4acy MOXYTH MPH3BECTH O PO3BUTKY HATOJIOTIYHOI KPOBOTEHI Ta HABITh JIETAILHOTO
Hacligky. Y pasi Takoro CyMICHOrO 3acToCyBaHHs HeoOXimHO mnpoBoauTH MoHiTopunr MHI Ta
HIPOTPOMOIHOBOTO Yacy.

Memompexcam. IloBigomisuiocs, Mo 0JHOYACHE 3aCTOCYBAHHS BUCOKHX JI03 METOTpEKCATy (HAIIpHKIIAL,
300 mr) Ta iHriGiTopiB MPOTOHHOI MOMIK 3GiNBITYE PiBHI METOTpEKCaTy B KPOBi y JEAKHX HALli€HTIB.
[TamieHTaM, sIKi 3aCTOCOBYIOTH BHCOKI /103 METOTpPEKCaTy, HalpHKIal, XBOPHM Ha pak abo mcopias,
PEKOMEHYETHCS TUMYACOBO IPUTTHHHTH JIIKYBaHHS ITAHTONPA30JIOM.

Locnioscenus inuiux 83aemooiil

[anTompa3zon 3Ha4HOIO MipoI0 MeTabOi3yEThCH Y IMEUiHIl Yepe3 cucTeMy GEpMEHTIB HUToxpomy P450.
OcHoBHHU# 1UIgX MeTabonisMy — aemeTmmosadHs 3a fomomoroio CYP2C19 Ta immmx MerabomidHux
IUIAXIB, Y TOMY 9HCHi OKUCHeHHS pepmernToM CYP3A4.

HociipkenHs 3 JTiKapchbKHMH 3ac00aMH, SKi TakoK MeTaboJi3yloThCs 3a JONOMOIOI0 IMX IUIIXIB,
TaKIMH AK KapbamasemiH, niazenam, DnibeHkuamin, Hibemunmid, (QEHOPOKYMOH 1 OpaJlbHAMH
KOHTPAICNITHBAMH, IO MICTATH JIEBOHOPreCTPeN Ta €THHLIECTPaRiolN, He BHABIIIH KIIHIYHO 3HAYyIIHX
B3aEMOZIH.

He MoxHa BHKIIIOYATH B3a€EMOZII0 MAHTONPA30Jly 3 iHIIMMH NpenapaTamMu, sSKi MeTabosi3yroThes depes
10 XK GEPMEHTHY CHCTEMY.

Pe3ynbTaTi JOCHipkeHB IMOJO MOMXJIMBMX B3a€MOJIH BKa3yiOTh, IO MHAHTONPA30] HE BIIMBAE Ha
MeTaboJIi3M aKTHBHHX PEYOBHH, ski MeTabouizyiorbes 3a gomomoroo CYP1A2 (takux sx kxodein i
teodinin), CYP2C9 (uanpukiajn mipokcukam, IuKIopeHak, HampokceH), CYP2D6 (mampuiian
meronpoiion), CYP2E1 (uanpukian eranos) abo He BIUIMBAE Ha P-TIIKONPOTETH, sSKWi 3abe3medye
BCMOKTYBaHHS1 JJUTOKCHHY .

He BusiBneHO B3aeMOZii 3 OHOYACHO MPU3HAYEHUMH aHTAlUAaMH.

i



TlpoBemeni chemianbHi  JOCHIIKEHHS B3a€MOJil NAHTONPa30ily 3 TEBHUMH aHTHGIOTHKAMu
(KIapuTpOMINIMH, METPOHia3071, AMOKCHIIMIIH) MPH OJHOYACHOMY 3aCTOCYBaHHI mpenapariB. Kiiniuno
3HAYYIUX B3a€EMOJil MiX IIUMH IIpeNapaTaMi He BHSBIICHO.

Jlixapcoki  3acobu, wo incibylome abo inoyxyiome CYP2CI19. luribitopu CYP2C19, Taki sk
¢bnyBOKCaMiH, MOXYTh 301JIbUIYBATH CUCTEMHMH BIUIMB NaHTompasony. CIiji posrisHyTH HEOGXiqHiCTH
3HHJKEHHS JI03M IIpenapary s Halli€HTiB, sIKI OTPHMYIOTh INOBIOTPHBATY TEpPaIilo IAHTONPA30JIOM y
BHCOKHX J103aX, Ta JJIs HAIl€HTIB i3 mopymeHHsMH (yHkuii nedinku. Iaayktopu depMeHTiB, mio
BummBaroTe Ha CYP2C19 Ta CYP3A4, Taki sk pudammimue Ta 3BipoOGili 3Buyaiinuil (Hypericum
perforatum), MOXYTb S3HHXXyBaTd IIa3MoBi koHuentpamii ITIII, ski MeraGomi3yroTbcs dYepes mi
(bepMeHTHI CHCTEMHU.

Ocobausocmi 3acmocysanns.

THayienmu 3 nopywiennsam pyuxyii neyinku

IIpu TsxkuX nopymieHHAX (YHKOIT mewiHKM MiA yac JIKyBaHHS IpENapaTroM, OCOOJIMBO Mix wdac
JOBrOTPUBAIIOrO 3aCTOCYBAaHHSA, HCOOXIIHMI perylspHUi KOHTPOJIb 32 PIBHEM NIE€YiHKOBHX (epMeHTIB. Y
BHUIIAAKY 301NBINCHHS PiBHA NEYIHKOBMX ()epMEHTIB JKyBaHHS HEOOXITHO IPHITHHHTH.

Cymicne 3acmocyeanns 3 HI133.

3acTocyBanns npenapary Hombrasa®, TaGnerku racTpopesncTeHTHI nmo 20 Mr, misi npodirakTHKE
BHpa3KM LUTYHK4 Ta JBaHAAUATUNANOI KHUINKH, crpuunHeHnx npuiiomoM HII33 momrumit wac, crmin
O0OMEXHUTH y NAMI€HTIB, fAKi CXWIBHI JO YaCTHX 3aroCTPEHb BHPA3KM NUIYHKA Ta JBaHAAUATHIIANOL
KHIIKH.

O1uiHKa piBHS PH3UKY NMPOBOAUTHCS 3 yPaxXyYBaHHAM iHAMBIAyadbHUX (PAKTOPIB PU3HKY, BKIIOYAKOYM BiK
(> 65 pokiB), aHaMHe3 PO3BUTKY BHPA3K{ IUTyHKa a00 JBaHAIUSTHNANOI KUIIKH, a TAKOX ILIYHKOBO-
KHIIKOBHX KPOBOTEY.

Inzi6imopu npomeasu BL/I. He pekomeHayeThCs CyMICHE 3aCTOCYBaHHS IaHTOINPA30iy 3 iHTibGiTopamu
nporeasu BUJI (Takumu sx arazaHaBip), abcopOlis SKHX 3aJIeKUTHh Bil BHYTpPINIHBOILIYHKOBOTO pH,
yepes CYTTEBE 3HMXKEHHS iX OiomocTynmHoCTi (IuB. po3ain «B3aeMois 3 iHITNMH JIIKapCHKHMH 3ac00aMu
Ta IHIII BUAH B3aEMOIii»).

Bnnue na aocopbyiro eimaminy B

IlanTompason MoXe 3MEHIIyBATH BCMOKTYBaHHS BiTaMiHy B, (uianoxobanaminy) y 3B’s3Ky 3
BUHHMKHEHHAM Tino- abo axuoprinpii. Lle ciig BpaxoByBaTd y pasi 3HI)KEHO! MacH Tijla y IallieHTiB abo
HasABHOCTi GaKkTOpPiB PH3KKY IIONO 3HHUKEHHS 3aCBOCHHA BiTaMminy B, (uianokoGanaminy) oco6auBo npH
JOBrOTPHBAJIOMY JIIKyBaHHI a0 HassBHOCTI BiZMTOBIHUX KIiHIYHUX CHMIITOMIB.

Hoezompusane nixysanns

Ipu TpuBanocTi nikyBaHHs moHax 1 pik NAIiEHT MOBMHEH MepeOyBaTH il IOCTIHHAM HATJISIOM.
3nosaxicui nosoymeopenns winynka. CHMOTOMaTHYHA BiANOBiOb Ha 3aCTOCYBAHHS HMAHTONPA30JIy MOXE
MacKyBaTH CHMIITOMH 3JIOSKICHHX HOBOYTBOPEHb IIIYHKa Ta BiITEpMIHOBYBaTH iX miarHocTuky. [Ipm
HadBHOCTI TPHBOXXHHX CHMIITOMIB (HAaOmpHKJIaN, Y pasi CYTT€BOi BTpaTH MacH TiJla, NEPiOJHYHOrO
OmoBanH:, Aucdarii, O.OBaHHS 3 KPOB’10, aHEMil, MEJIEHH), a TaKOX IPH Migo3pi ab0 HASIBHOCTI BUPa3KH
IIUTYHKa MOTPiOHO BHKIIIOYMTH HASBHICTD 3JI0AKICHOTO TPOIIECY.

Jxmo cuMnToMu 30epiraloThCs NpH AneKBAaTHOMY JIiIKYBaHHI, HEOOXiOHO IIPOBECTH [IOJIATKOBE
obcTeXxeHHs.

I'inomazniemia. Croctepiranucs BUIAIKA TAXKKOI TimoMardieMii y maiieHTis, siki orpumyBand ITII, Taki
K [IAaHTOIPa30JI, IPOTATOM HE MEHILIE TPHOX MICHIIIB, Ta B GiNbHIOCT] BUNIAJIKIB IPOTATOM POKY. MoXyTh
BUHHKHYTH Ta CIIOYATKy HEIIOMITHO PO3BHBATHCS HACTYIHI CEpHO3HI KIIHIYHI MPOSBH TillOMarHieMii:
BTOMAa, TETaHis, JAEJipil, cynomu, 3amamMOopodeHHs Ta NUIYHOYKOBA apHTMis. Y pasi rinomarHiemii y
OLIBIIOCTI BHIIAJKIB CTaH MAI€HTIB MOKPAIIYyBaBCS MICHS 3aMiCHOI KOPHUTYIOUOI Teparmil mpernaparamu
MArHiio Ta NpunuHeHHs npuitomy 11T,

ITamienTaM, gKi NOTpeGyIOTH AOBrOTpUBAJIOl Tepamii, abo mamienTaM, ski npuiiMarots IT1I1 ogHOYacHO 3
JUIrOKCHMHOM af0 IpenapaTamMH, IO MOXYTh CHPHYHMHHUTH TilOMarHieMilo (Hanpukiaj, XiypeTHKH),
noTpiOHO BU3HAYATH PiBEHb MarHiio nepes nodatkoM Jixysauus I[111 ta nepioguuno mix gac miKyBaHHs.
Ilepenromu xicmox. JlororpuBaie JikyBaHHs (6inble 1 poky) BHCOKMMH J103aMH 1HTiOITOPIB NPOTOHHOT
IIOMITH MOX€ TOMIpHO 301NMBINMTH PU3UK MEPEIOMYy CTErHa, 3all’sicTs Ta XpeOTa, MepeBaXKHO Y JIOAeH
JITHBOTO BiKy ab0 NpH HasABHOCTI iHIKX (axTopiB pu3uKy. CriocTepekHi OCTIKEHHs BKa3ylOTh Ha Te,
IO 3aCTOCYBaHHS iHTIGITOPIB MPOTOHHOI MOMIM MO)e 30UIBIIMTH 3aralbHHM PU3WK IEepesioMiB Ha
10-40 %. [Jesaxi 3 HUX MOXYTb OyTH 3yMOBIeHi iHIMMH (akTopamu pu3HKy. IlamieHTH 3 pusHKOM




PO3BUTKY OCTEONOpO3y IIOBHHHi OTpMMYyBaTH JIKyBaHHs BiAIOBIIHO [0 JIFOYMX KJIiHIYHHX
PEKOMEHIAIi Ta CIOXKKMBATH JOCTATHIO KUIBKICTS BiTaMmiHy D 1 KanbIiio.

Lnynxogo-kuwxosi ingexyii, cnpuvuneni bakmepiamu

JlikyBaHHs TperiapaToM MOXE HE3HA4YHOI MipOI0 MIIBMHIWTH PU3HK BHHUKHEHHS [IUTYHKOBO-KHIIKOBUX
indexuiit, cnpuurHennx Takumu 6aktepismu Ik Salmonella Ta Campylobacter abo C. Difficile.
ITiozocmputi wikipnuti yepeonuti 6oé4ax. 3acTOCyBaHHs IHTIGITOpPiB NPOTOHHOI NOMIH MOB’A3YIOTH i3
JyXe PiIKHMH BHIAJAKaMM PO3BHTKY MIArOCTPOro WIKIPHOTO YEPBOHOIO BOBYaKa. SIKINO BHHHMKae
YPaxerHs, 0co0/IMBO Ha AiNAHKAX, IO 3a3HAIOTH BIUIMBY COHAYHOTO CBITNA, 1 L€ CYNPOBOJKYETHCS
aprTpanricio, nauieHTy HeoOXiZTHO HeraiHO 3BEPHYTHCH 110 mKaps, SAKAi po3risHe HEOOXiTHICTh
NPUITHEEHHS 3aCTocyBaHHS npenapary Honbmasa®. BUHHKHEHHS TiATOCTPOro WIKIPHOTO YepBOHOTo
BOBYAKa y MAIICHTIB ITifl 4ac MONEpeaHkoi Tepalii iHriGiTopaMi MPOTOHHOI MOMIIM MOXE INiIBUIHMTH
PH3HK HOro pO3BUTKY IPH 3aCTOCYBaHHI iHIINX iHTiGiTOPIB IPOTOHHOI OMIIH.

Bnnue na pesynomamu nabopamoprux 00ocniodxicens.

Migsumenuii pisens xpomorpaniny A (CgA) Moxe BIUIMBATH Ha pe3yJbTaTH JIOCHIJDKEHbL IIpH
JIarHOCTHII HeMpoeHNOKpUHHMX nyXiuH. [1[06 YHHKHYTH Takoro BILIMBY, JKYBaHHS HpenapaToMm
Hombriasa® cinit THMYACOBO NPUIIMHATH TIPEHAMMHAI 32 5 JHIB 10 TpoBEJIeHHs OliHKK piBHg CgA (Jms.
posnin «@Papmakoaunamika»). Sxmo pisai CgA Ta racTpiHy He TIOBEPHYIHCS B Aiana3oH HOPMH IIiCIIst
MOYATKOBOrO BHMipIOBaHHs, CJIiJi NPOBECTH MOBTOPHI BUMIpIOBaHHA depe3 14 NHIB Icis BLAMIHH
JIKyBaHHS iHriGiTOpaMu POTOHHOI IIOMIIH.

Inghopmayis w000 OONOMINCHUX PeHOBUH

[Tpenapar Homemaza® mictuts copbir. TlamieHTaM 3 pIAKICHEMM CHIaJKOBMMH 33aXBOPIOBaHHSIMU
HENepeHOCUMOCTI PPYKTO3H HE CITiJl 3aCTOCOBYBATH IIpernapar.

3acmocyeanns y nepioo eazimnocmi abo 200y8anHs 2pyooio.

Bazimnicmy. HasiBHi mani mozo 3acrocysauHs npenapary Honpna3a® BariTHUM JKIHKaM BKasylOTh Ha
Bi/ICYTHICTH eMOpPioHaNBHOI a60 deTo/HeoHaTaNbHOI TOKCHYHOCTI IpemnapaTy. Y TBapHH CIOCTepiranacs
pPENPONYKTHBHA  TOKCHYHICTh.  SIK 3amoObxHMii 3axif, CJIiA yHHKaTH 3aCTOCYBaHHA mpenapary
Hounpnaza® BariTHUM KiHKaM.

Tooyeanns 2pyoodro. JIocnifiXeHHs Ha TBApMHAX TOKa3aly eKCKPEIll0 MaHTONpas3ony y IpyJAHE MOJIOKO.
HenocTaTHRO JaHHMX MOJO EKCKpelii MaHTONpa3zoly y TpyJAHE MOJOKO JIIOAWHH, NPOTE MpO TaKy
eKCKpelio noBigomisui. He MO)XKHA BHKIIIOYATH PH3HK JJIS HOBOHAPOIUKEHHX/HEMOBIAT. PimeHHs npo
TIPUITAHEHHS TOMYBaHHA Ipyulro abo MpHIMHEHHS/YTPUMaHHS Bifl JiKyBaHHs npenapatoM Hombpnaza®
NOTPiOHO TpPHHMATH 3 ypaxXyBaHHAM KODHCTI BiJl TOAYBaHHS TPYAMIO IJIS JUTHHHM 1 KOPHCTi Bin
JixyBaHHs nipenaparoM Homemaza® mist KiHKH.

DepmunvHicmy. ITaHTOIIPa30I He NOPYITYBaB (EPTHIBHICTD Y JOCIIPKEHHAX Ha TBADHHAX.

30amuicmv enaueamu na weuOKicmb peaxyii npu Kepyeawwi asmompancnopmom abo iHwUMU
Mexanismamu.

[Mantompaszon He BIUMBac abo Mac QyKe HE3HA4YHWH BIUIMB HA HIBHAKICTh peaxilii NMpH KepyBaHHi
aBTOTpAHCIOPTOM abo iHmMMMH MexaHisMamu. HeoOximgHo 6paTH 10 yBaru MOMJIMBHH PO3BHTOK
noGiUHMX peakiii, TAKHX SK 3aIIaMOPOUYEHHS Ta po3iany 30py (ous. po3ain «[Tobiuni peakuii»). ¥V takux
BHIIAJIKAX HE CJIijl KEPYyBaTH AaBTOTPAHCIOPTOM ab0 IpaIOBaTy 3 iHIIMMH MEXaHi3MaMH.

Cnocib 3acmocyeaHHa ma 003u.

Honsnaza™, Tabnerku racrpopesucrenTHi mo 20 Mr, ciif npuiiMatd 3a 1 romuy a0 ind nimMH, He
PO3XOBYBaTH Ta He NOJPiOHIOBATH, 3aNTUBATH BOJOIO.

Pexomenoosane oo3zysanns.

Lopocni ma oimu eixom 6io 12 poxie.

CuMnroMaTHyHE JIIKYBaHHS ractpoesodareaisnol pedIoKCHO1 XBopobu.

Pexomennosana no3a crasosuth 20 mr (1 Tabmerka) npemnapary Hombnasa® Ha no0y. 3a3Buuait
CHMITOMM I€4ii MHHAIOTH NpPOTArOM 2-4 THKHIB. SIKIIO IBOTO TEPMiHY HEJOCTATHBO, JIKYBAHHSI
IPOJOBXYIOTh IIPOTATOM HACTYITHHX 4-X THXHIB. [1ic/if 3HUKHEHHS CHMIITOMATHKH ii PEUUINBH MOXKHA
KOHTPOJIIOBATH, 3aCTOCOBYIOUH 20 MI Mpemnapary 3aJe)XHO BiJf HeOOX1THOCTI.

Tpusane nikyBanHs Ta npodiiakTHKa pelnauBie pedokc-esodarity.

s nOBmTpHBa.noro JMiKyBaHHS HigTpEMyloda go3a craHoBuTh 20 mr (1 Tabnerka) npemnapary
Honsnaza® na 106y, IpH 3arocTpeHH] 3aXBOPIOBAHHS MOJKIIHBE 30UIbIeHHs 1031 10 40 Mr Ha 1oGy. ¥
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}aKOMy BUIIAJIKY PEKOMEHJYEThCS TIPHIOM TabJIETOK Hombnaza® 40 mr. [Ticis yCYHEHHs PELHAMBY 103y
3HOBY MOJHA 3MeHIIHTH 10 20 Mr npenapaty Ha 100y.

lopocni.

TpodinakTHKa BHPA30K NUIVHKA TA JABAHAMUATHOANO] KHIIKH, CIIPUMAHEHUX NPUHOMOM HECEICKTHBHUX
HeCTEpOiIHIX NpoTh3anansHux 3acobis (HI133) y namicntiB rpynd pU3NKY. SKi IOBHHHI NPUAMATH
HII33 TpuBanuii yac.

PexomenoBana 03a cranoBuUTh 20 Mr (1 Tabnerka) mpenapaty Honbnaza® Ha 106y.

Hopywenna @yuxyiti newinxu. TlanmieHTaM 3 TSKKMMH TNOPYIIEHHAMH (YHKUiM NEYiHKA HE CIif
nepepurnyBatu o3y 20 mr (1 Tabierka) Ha 100Yy.

Hopywenus @ynxyiti nupox. Tlanientu 3 nopymeHHsMu QyHKUi# HUPOK HE NOTPeOYIOTh KOPUIyBaHHS
JIO3H.

Hayienmu nimnvozo ixy He OTPeOYIOTh KOPUIYBaHHS JIO3H.

Himu.

IMpenapaT He Ciij| 3aCTOCOBYBATH AITSAM BiKOM JI0 12 pOKIB.

Ilepeoosysanns.

CHMIITOMH NepeX03yBaHHs HEBIIOMI.

Jlo3n mo 240 Mr nIpu BHYTPIIIHLOBEHHOMY BBEACHHI NPOTArOM 2 XBUIHH H00pEe NEPEHOCHIHCH.
OCKiNTbKH TTAHTONPa30] eKCTEHCHBHO 3B’A3y€Thes 3 GillkaMH KpOBi, BiH HE BiIHOCHTBCS JI0 TIPENApaTiB,
IO MOHA JIETKO BUBECTH 3a JIOIIOMOT0I0 Jiami3y.

V pa3si nmepefo3yBaHHsS 3 MOSBOKO KIIHIYHMX O3HAK iHTOKCHKAWli 3aCTOCOBYBATH CHMIITOMATHYHY Ta
MiATPEMYIOUY Tepariio. Pexomenaaniii mozo cnenudivyaoi Teparmii Hemae.

Ilo6iuni peaxuil.
BHHHKHEHHS MOGIYHAX peakiiii crocTepiranocs y 6mu3sko 5 % nanientis. HaftyacTimi no6ini peaxii
— niapes i royioBHmi 61 (61u3EK0 1 %).

Hebaxani edekTH 3a 9YacTOTOIO BHHMKHEHHsS KIacH(iKylOoThb 332 TAKHMM KaTETOPisMH: JyXe 4acTo
(> 1/10), wacto (> 1/100 i < 1/10), mewacto (> 1/1000 i < 1/100), pinko (= 1/10000 i < 1/1000),
myxe pinko (< 1/10000), HeBinoMo (4acToTa He BU3HAYEHA 32 HASABHMMH JaHAMH).

3 boxy kposi ma nimgpamuunoi cucmemu.

Pinko: arpanyJolHUTO3.

Jlyxe piiko: JIEWKOTIEH s, TPOMOOIUTOTIEH]s, TAHIIMTONEHIA.

3 6oxky imynnoi cucmemu.

Pimko: peaxiiii rinepuyTiuBocTi (BKIo4alodn anadinakTiaHi peakiii, anadinak THIHUH [HOK).
Memabonizm ma po3naou 0bminy peuoguH.

Pigxo: rineprimigeMis i nigBUINEHHS PiBHS JIiNiIIB (TPUITIEPHIH, XOJIECTHPOJI), 3MIHH MacH Tija.
HesinoMmo: rinonaTpiemis, rimomarniemis (mus. po3ain «OcoBGIHBOCTI 3aCTOCYBAHHSY), rinokanbmiemis’',
TiOKaTiEMisL.

Hcuxiuni poznaou.

HeuacTo: po3nanu chy.

Pigxo: mempecist (y TOMy YHCHi 3aTOCTPEHHS).

Jlyxe pigxo: Ae3opieHTailis (Y TOMY 9HCIi 3aTOCTPEHHS).

HeBinoMo: ralonHHALis, CIUIYTaHIiCTh CBimOMOCTI (0COGNMBO Yy MAIUEHTIB 3i CXHIBHICTIO N0 JAHHX
pO31a/iB, a TAKOX 3arOCTPEHHS [AX CAMIITOMIB Y BUIIAJKY iX NepeaiCHyBaHHS).

3 boxy nepeosoi cucmemu.

Heuacro: ronoBHuii 6116, 3araMopo4eHHs.

Pigko: po3nanu cMaky.

HegrimoMo: mapecresis.

3 6oky opeanie 30py.

Pinxo: mopymeHHs 30py/3aTyMaHeHHS 30Dy .

3 boxy mpasnozo mpaxmy.

YacTo: nouinyd 3 GyHIaIbHHX 3a103 (H0OPOsIKICHI).

Heuacro: miapes, HyJoTa, GIIOBaHHS, 3MyTTS JXHBOTA, 3alOpP, CyXiCTh y POTi, abaoMiHampuui Oinb i
muckoMopr.

3 boky zenamobiniapnoi cucmemu.

HeuacTo: HmiIBHINEHAS PiBHSA MEYiHKOBUX (epMeHTiB (TpaHcaminas, Y-I'T).




Pinko: niBUINEHHS piBHs OLIipy6iHYy.

HeBinoMo: ypaxkeHHs renaToLMTIB, XKOBTSAHHUIISA, TENATOIEIIONAPHA HETOCTATHICTb.

3 60Ky wiKipu ma niOWKIPHUX MKAHUH.

Heuacro: mKipHi BUCHIIaHHS, €K3aHTeMa, CBEPOixK.

Pinko: KpoIuB’siHKa, aHIIOHEBPOTHYHHI HaOPSK.

Hesinomo: cuagpom  CriBenca-J[xoncona, cunHapom Jlaitema, MynapTHGOpMHA — epuTeMa,
(GOTOUYTIINBICTD, MiATOCTPHIA IKipHUiT YepBOHKI BOBYAK (IUB. po3ALT «OCOOIMBOCTI 3aCTOCYBAHHA).
3 b6oky Kicmrxo60-M 30801 cucmemu ma CHOAYYHOT MKAHUHU.

Heuacro: nepenomMu crerna, 3an’scrs, xpe6ta (uB. po3ain «OcoOJHMBOCTI 3aCTOCYBAHHS).

Pigxo: aprpainris, Miairis.

Heginomo: cnasm M’si3is.

3 60ky Hupox ma ce406udinbHOi cucmemu.

Hesinomo: inTepcTuniansHuil HeGpuT (3 MOKIUBEM PO3BUTKOM HUPKOBOI HEOCTATHOCT).

3 6oxy penpoOykmugHoOi cucmemu ma MOAOYHUX 3A103.

Pinxo: rinekoMacTis.

3azanvni poznaou.

Heuacro: acTenis, BToMa, He3{y>KaHH.

Pifko: niZIBUINEHHS TeMIIEpaTypu TiNa, nepudepudni HabpAKH.

! T'nokansniemis ojiHoYacHo 3 rinomaruiemicro.

2 Criasm M’93iB SIK HACTIIOK HopyiieHHs OanaHcy eIeKTpOIiTiB.

Tepmin npuoamnocmi. 5 poxis.

YmoBH 36epiranns.
36epiraty npu temmeparypi He Bume 30 °C B opHriHaNbHiM YNAaKOBIi Ul 3aXHCTY Bif il BOJIOTH.
36epiraTi B HEIOCTYITHOMY ISl [iTedt MicIi.

YnakosBka.
o 14 Tabnerok y 6nicrepi; mo 1 abo mo 2, abo mo 4 GiicTepu y KapToHHi# kKopoOui.

Kareropis Binnycky. 3a penenrom.

Bupotnuk.
KPKA, n.1., HoBo Mecto, Criosenist/
KRKA, d.d., Novo mesto, Slovenia.

MicuesnaxoaseHHS] BHPOOHHKA Ta HOro agpeca Micls NpoBaIKeHH JifJILHOCTI.
Ilmap’emka necra 6, 8501 Hoso mecro, CnoseHis/
Smarjeska cesta 6, 8501 Novo mesto, Slovenia.

Il,'a’ra OCTAHHLOI'0 IEpEerIAay.

V3rGKEHO 3 MaTepianamu
PEECTPALIAHOTO AOCHE




