IHCTPYKIIA
AJIS1 MEIUYHOI'0 32CTOCYBAHHS JIKAPCHKOIo 3ac00y

HOJIBITA3A®
(NOLPAZA®)

Cknao:

ofoua pevoguHa. TTAHTOIIPA30J;

1 ractpope3ucreHTHa TabneTka MicTUTh 20 Mr TAHTONPA30Jy y BHIJISAI MAHTOMPA30Jy HATPIO
CECKBIripary;

oonomigxci pevosunu: Matit (E 421), xpocnoBigon (tun A), kpocnoBinoH (tum b) Harpito kapOoHaT
oe3Boaumii, copOit (E 420), xanpmito cTeapart, rinmpomenosa, moBinoH, tutany mgiokcua (E 171), 3amiza
okcun okoBtud (E 172), mnpomineHraikoib, METaKpWIATHOTO COMOJIMEPY JAUCHepCis, HaTpiio
naypuncynbdar, momicopdat 80, Tanbk, Makporoi 6000.

Jlikapcbka ¢opma. TabneTku racTpope3uCTeHTHI.
OcHnogni  @isuxo-ximiuni eracmueocmi: TaOJIETKU CBITIOTO OBTO-KOPHUUYHEBOTO KOJIbOPY, OBAJIbHI,
TPOXH JBOOIYKJI1, BKPUTI IJIIBKOBOIO 000JIOHKOIO.

dapmakorepaneBTH4YHA rpyna. [Hridiropu npotonnoi nomnu. Koxg ATX A02B CO02.

Dapmakonoiuni enacmueocmi.

Dapmaroouramixa.

[TanTOMpason € 3amimIeHNM OEH3UM1Ta30JI0M, SIKUH OJIOKYE CEKPEIliI0 COJSHOT KHCIIOTH Y NIJTYHKY Yepes3
crenu(piuHUN BIJTUB HA MPOTOHHY MOMITY Mapie€TaIbHUX KIITHH.

[TarTOMmpazon TpaHcPOpPMY€ETHCS B aKTUBHY (DOPMY Y KMCIIOTHOMY CEPEIOBHII, a CaMe — Y TapieTATbHUX
KiIithHaX, ge iHrioye ¢pepment H-K *-AT®d-a3u, 10610 0I0KYy€ KiHIEBUI e€Tal MPOAYKyBaHHS COJSHOI
KHCJIOTH y TIUTYHKY. |HTi0yBaHHS € 3aJI&KHUM B 03U Ta MPUTHIYYE K Oa3alibHY, TaK i CTUMYJIbOBaHY
CEKpEIlit0 KUCTOTH.

JlikyBaHHsI MAHTOMNPA30JOM, SK 1 IHIIUMHU IHTIOITOpamMu mporoHHOT mommu (ITIIT) Ta iHriGiTOpamu
Ho-penienitopiB, 3HIKYE KHUCIOTHICTH Yy NUIYHKY 1 TakKdM YHHOM 30UTBIIYE CEKPEIl0 TacTpUHY
MPOTIOPIIIAHO 0 3MEHIIEHHS KHCJIOTHOCTI. 3OUIBIIEHHS CEKpelii ractpuHy € o0opoTHuUM. OCKiLIbKH
MAHTOMNPA30Jl 3B’A3y€ (PEPMEHT AUCTAIBHO MO BIJHOLIEHHIO JO KIITUHHOTO pELEenTopa, BIH MOXeE
1HTI0yBaTH  CEKpEILiI0 COJISHOI KHCIOTH HE3aJIKHO BiA CTUMYIAINIl IHIIMMH  pEYOBUHAMU
(areTUIXoHOM, TiCTaMiHOM, racTpuHOM). EQeKkTHBHICTH Npenapary € OJHaKoBa IPH IMEPOPATLHOMY
3aCTOCYBaHHI a00 BHYTPITHOBEHHOMY BBEJICHHI.

[Ipu 3acTocyBaHHI MaHTONpPa30dy 30UIBIIYETHCS piBEeHb TacTpuHy Hatmiecepue. [lpu HeTpuBamomy
3aCTOCYBaHHI BOHM y OUIBIIOCTI BHUIIQJKIB HE IEPEBHINYIOTh BEPXHHOI Mexi Hopmu. I[lpu
JOBTOTPUBAJIOMY JIiIKYBaHHI PiBHI TacTpUHy y OLIBIIOCTI BUIAJAKIB 3pOCTal0Th BABIUl. HanMmipHe ixHe
30UTbILIEHHSI BUHHUKAE JIUIIE Y MOOAMHOKUX BUMIAAKaX. SIK HACIIOK, y HEBENUKIN KUTbKOCTI BUIIAJIKIB MPU
JOBrOTPUBAJIOMY  JIIKyBaHHI  CIOCTepiraeTbcs cinabke abo momipHe 30UTbLIEHHS  KUIBKOCTI
enTepoxpomadinonoaionux kit (ECL-xmituH) mmyHka (ageHoMaTtoinHa rimepmiasis). Tum He
MEHIIIe, 3TiAHO 3 MPOBEACHUMU Ha JaHW MOMEHT JOCHIDKEHHSIMH, YTBOPEHHS KJIITHH-TIONEPEIHUKIB
HEHPOCHJIOKPUHHUX MyXJIHH IUTYHKA, SIKi OyJI0 BUSBIEHO B €KCIIEPUMEHTaxX 3 TBAPHUHAMH, Y JIIOJCH HE
crnioctepiraiocs. Ane npu JoBrorpuBaiiomy (Ounbmie 1 poky) JiKyBaHHI HE MOKHA BUKJIIOUATH BIUIUBY
MAHTONPAa30Jly HAa €HJOKPUHHI TapaMeTpy IUTOBUIHOI 3aJI03H.

Ha Tni nikyBaHHS aHTHUCEKPETOPHUMHM JIKapChbKUMHU 3aco0aMH pIBEHb TacTpUHY B CHUpPOBATIl KpOBIi
3pocCTaE y BIAMOBIb Ha 3HWKEHHS cekpellii kucioTu. Kpim Toro, yepe3 3HWKEHHS KUCIOTHOCTI HTyHKa
NiABUINYEThCA piBeHb XpoMmorpaniny A (CgA). [ligsuienuii pisenb CgA Moke BIUIMBATH HA Pe3YJIbTaTH
JOCTIKEHb TIPU A1arHOCTUIIl HEHPOEHAOKPUHHIUX MyxJIuH. HasBHI onmyOmikoBaHi JaHi cBiIyaTh Mpo Te,
IO JIKYBaHHs IHTi0iTOpaMU MPOTOHHOI MOMIM CIiJ NMPUIMHUTU HPOTATOM Nepioay Bix 5 AHIB 10
2 TnxHIB 10 BUMIiptoBaHb piBHSA CgA. Lle no3Bossie piBHIO CZA MOBEpHYTUCS B JAiana3oH HOPMaJIbHUX
3Ha4YeHb, SKI MOXKYTb OyTH ITOMHUJIKOBO MiABHIEHUMH Ticist jnikyBanHs [T1I1.

Dapmaxoxinemuxa.

[TanTOMpa30 MBUIKO BCMOKTYETHCS, MaKCUMallbHA KOHIIEHTpALliS Yy TUIa3Mi KPOBI JTOCSTA€ETHCS HABITh
nicns npuiiomy oxHiei no3um 40 Mmr. YV cepeagHbOMY MakCHMajbHa KOHIEHTpalis y IUla3Mi KpoBi
2-3 MKT/MJI JJOCATA€ETHCS MPOTATOM 2,5 TOAWHU TICHs MPUHOMY 1 3aJIMIIAETHCS MOCTIHHOIO TaKOXK TICIIS
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6araropazoBoro BBefeHHA. O0’eM po3noiTy CTaHOBUTH Npubmu3Ho 0,15 i/kr, a kiaipeHc — npuOIn3HO
0,1 n/rom/kr.

[lepion HamiBBUBEJCHHS CTAHOBUTH NMPUONM3HO | romuHy. Y KUIBKOX BUIAJIKax 4Yac BUBEJCHHS OyB
NPOJOBKEHUN. 3aBIJKW crenudiuHOMY 3B’S3yBAaHHIO MNAHTONPA30y 3 MPOTOHHOI MOMIIOIO
napieTaJbHUX KIIITUH MEpioj HAINIBBUBEACHHS HE CIIBBIIHOCHUTHCS 3 OUIBII MPOJIOBKEHOIO TPHBAJICTIO
il

dapMaKkoOKIHETHKA HE 3MIHIOETHCS IIICIs OJHOPA30BOrO0 YW OaraTtopazoBoro mnpuiiomy. Ilpu mosax
Big 10 1o 80 Mr KiHETHKa MAHTOIPA30IIy Yy IUIa3Mi KPOBI € JTIHIHHOKO SK MICIS MEPOPaTBHOTO, TaK 1 IMiCis
BHYTPIITHFOBEHHOTO BBEJICHHSI.

3B’A3yBaHHs MAHTONPA30Jy 3 OUTKaMu IUIa3MU KpOBi CTaHOBUTH mpuOmm3HO 98 %. I[Ipemapar maiixe
MOBHICTIO METa0O0JIBYeThCS Y TMeYiHIi. ['0JOBHMM HUIAXOM BUBEAEHHS € HUPKH — npubmuzHo 80 %
MeTa0oJITIB MAHTOMPA30y; peIITa BUIAUIAEThCS 3 (ekamismu. OCHOBHUM METa0OITOM SIK Y IUIa3Mi
KpOBI, TaK 1 B ce4i € QUCMETHINAHTONPA30J, IKUH 3 €IHY€EThCs 3 cyabdarom. Ilepion HamiBBUBEICHHS
OCHOBHOTO MeTaboiTy (mpubnusHo 1,5 roguHn) HeHabaraTo JOBLIWHM, HIK TAHTOIIPa30J1y.
biooocmynuicme. Tlicnst mepopalbHOTO BBEACHHS MAHTOINPA30J BCMOKTYETHCS MOBHICTIO. AOCOJIIOTHA
010/TOCTYIHICTh TAOJETKU CTAaHOBUTH NpuOmm3Ho 77 %. BxuBaHHS DKl HE Mae€ >KOJHOTO BIUIMBY Ha
3HAUeHHS IUIOIIl Tif (QapMaKOKIHETUYHOIO KpHuBOlo KoHIeHTpalis-uac (AUC), MakcumaibHy
KOHLIEHTPALII0 Y MJ1a3Mi1 KpOBI Ta 010/I0CTYIHICTh; BIAOYBAETHCS JIMIIE 3MIHA HA [TOYATKY Jii.
Xapaxmepucmuka ocodauux epyn nayicHmis

llosineni memabonizamopu. bnuzbko 3 % eBpomeilliB MalOTh HU3bKY (DYHKLIOHAJIBHY AaKTHUBHICTh
depmenty CYP2C19; ix Ha3uBamOTh MOBUIBHUMH MeTabomizaTopamu. B opranismax Takux oci0d
MeTaboIi3M MAaHTOMNPa30Iy, WMOBIPHO, TOJIOBHUM 4YMHOM KaTanizyeTbest pepmentom CYP3A4. Ilicas
npuifoMy ojHiei 103u 40 Mr maHTOMPa30dy cepeAHs IJiomia, oOMexxkeHa (papMaKOKIHETUYHOIO KPHUBOIO
«KOHIIEHTpAIIIS y IJIa3Mi — 9acy, Oyiia MpuOIM3HO B 6 pa3iB OUTBIIO Y MOBUIBHUX METa00T13aTOPIB, HIK
B 0ci0, ki MaroTh (pyHKIIoHaNbHO akTUBHMM (epMmeHT CYP2C19 (mBuaki merabomnizatopu). Cepenns
MKOBa KOHIEHTpalis y Iiaa3Mi KpoBi 3pocia npubauzno Ha 60 %. Lli pe3ynbTaTy HE BITMBAIOTH Ha
J03yBaHHS MAaHTOINPA30IIy.

Jlnst marfieHTiB 13 TOpyHIeHHSIMH (YHKIIT HHUpPOK (BKJIIOYAIOYM TMAIIEHTIB, SIKI 3HAXOMATHCS Ha
reMojiainizi), He TOTPIOHO 3MEHIICHHS M03U. SIK 1 y 3I0pOBHX JIOACH, TepioJ HaNiBBHUBEIACHHS
MAHTOMNPA30JIy € KOPOTKUM. Jl1ali3yrOThCs JIMIIIE Ty)Ke HEBEJIWKi KUTBKOCTI maHTomnpas3oiry. He3Baxkarouun
Ha Te, IO TEpioJ] HAIMIBBUBEIECHHS OCHOBHOTO METAa0ONITYy Jemo 3poctae (2-3 TOAWHHU), BIH IIBHIKO
BUBOJUTHCS 10TXKE, HE HAKOMTUYIYETHCS.

VY mnarieHTiB 13 nupo3om mnedinku (kmacu A ta b 3rimno 3 Yaitnmom-II'10) mepioa HamiBBUBEICHHS
30UTBIIYETBCS 10 7-9 TOAMH 1 BIAMOBIAHO 10 1bOro y 5-7 pa3iB 30umbmiyerbes 3HadeHHs AUC Ta
MaKCUMajbHa KOHIICHTpAllil IMaHTOINPa3ody Yy Iula3Mi KpoBl 30UIbIIyeThcs Ha 1,5 TOpIBHSHO 3i
3JI0POBUMHU JIFOIBMH.

Hesnaune 36impmenns AUC Ta MakcuMMallbHa KOHIIGHTPAIlS MAHTOIPa3ody Yy IUIa3Mi KpOBI Y
JOOPOBOJIBIIIB JIITHHOTO BIKY MOPIBHSIHO 3 MOJIOJIUMH TAaKOX HE € KIIIHIYHO 3HAYYIIIUMH.

Iayienmu nimuvoeo eixy. Hesnaune 36u1bmeHHs AUC Ta Cmax Y 100pOBOJIBLIB JIITHBOTO BiKY OPIBHSHO
3 BIIMOBIAHUMH MOKa3HUKAMU Y OUIBII MOJIOIUX JOOPOBOJIBIIB TAKOXK HE MA€ KIIHIUHOTO 3HAYCHHS.
Himu. Tlicns omnokpatHoro mpuitomy no3u 20 abo 40 mr mantompaszony nepopaibHo AUC Ta Cmax Yy
miteid y Biui Bim 5 10 16 pokiB 3HAXONWIHMCS Y MeXaX BIANOBIIHUX 3Ha4YeHb y gopociux. Ilicms
OJIHOKPATHOTO BHYTPIIIHBOBEHHOTO BBEJIEHHS MaHTONpas3oiy B go3ax 0,8 abo 1,6 mr/kr mitsam Big 2 10
16 pokiB He Oy/O BiI3HAYEHO 3HAUYLIOTO 3B 3Ky MDXK KJIIPEHCOM MAHTOMPA30Jy 1 BIKOM ad0 Macoro Tina.
AUC Ta 06’eM po3noaily BIAMOBIIANIN JAHUM, OJIEp>KaHUM MPH JTOCIHKEHHAX Ha JOPOCIIHUX.

Kuiniuni XapakTepucTHKH.

Ilokazannsa.

Hopocni ma dimu gixom 6i0 12 poxise.

— CuMITOMaTHYHE JIIKyBaHHS racTpoe3odareanbHoi pedokcHOT XBOPOOH.
— Tpusane nikyBaHHS Ta nNpoQiTakTHKA PeUANBIB peditokc-e30dariry.
Hopocni.



— IIpo¢inakTuka yTBOpEeHHs BUPA3KH LUTYHKAa Ta ABAHAISTHIIAIOI KUIIKH, CIPUYMHEHOI MPHIOMOM
HECEJIeKTUBHUX HECTEpOiAHUX MpoTu3ananbHux 3aco6iB (HII33) y mamieHTiB rpynu pu3HKY, SIKUM
HeoOximHo 3acTocoByBatn HII33 mpoTsrom TpuBaioro vacy.

Ilpomunokazauna.
[TigBumieHa 9yTIMBICTh O MAHTONPA30JIy, MOXITHUX OeH31Mima301y abo 10 Oyab-sIKO1 1HIIIOT PEUOBUHH,
[0 BXOJIUTH JI0 CKJIay Mpemnapary.

B3aecmooia 3 inwumu nikapcoKumu 3acodamu ma iHuii 6UOU 63acMo0ill.

Jlixapcoki 3acobu, abcopbdyis sxux 3anedcums 6i0 pH. YHacHIOK TOBHOTO Ta JIOBTOTPHUBAIOTO
IHri0yBaHHS CEKpelii COJITHOI KMUCIIOTH MaHTOIPa30oJi MOYKE BIUTUBATH Ha abCOpOIif0 MpemapariB, A
SAKUX 3Ha4eHHs pH NUTyHKOBOTO COKY € BaXJIMBUM (DaKTOpOM iX OI0AOCTYNMHOCTI (HAmpUKIAJ, ACSIKUX
MPOTUTPUOKOBUX TMpenapariB, TaKUX SK KETOKOHA30J, ITPaKOHA30J, II03aKOHA30J, a00 IHIIUX
IpenapartiB, TAKUX K €pIOTUHIO).

Ineioimopu npomeaszu BI/I. He peKoMEeHIYEThCS CyMICHE 3aCTOCYBAHHS MAHTOIMPA30Jy 3 IHTIOITOpaMH
nporeazu BIJI (takumu sik arazaHaBip), abcopOuis SKUX 3aJI€KUTh Bl BHYTPIIHbONLTyHKOBOro pH,
yepes CYTTeEBE 3HMKEHHS 1X 01010CTYIHOCTI (IUB. po3au1 «OcoOIMBOCTI 3aCTOCYBAHHS).

VY BUMNAaJKy, KOJU CYMICHOTO 3aCTOCYBaHHS 1HTi0iTOpiB npoTteaszu BIJI 3 iHridiropamu npoToHHOI MOMITH
HE MOJKHAa YHHUKHYTH, PEKOMEHJIYEThCS PETEIbHUN KIIHIYHUN MOHITOPUHI (HAmpUKIad, BIPYCHOTO
HaBaHTaxeHHs). He cmin mepeBumryBatu [n000By 403y maHrtompasony 20 mr. Moke BUHUKHYTH
HEOOX1IHICTh KOPUT'YBaHHsI 1031 1Hr101TOpiB npoteazu BIJIL.

Kymapunosi aumuxoacynsinmu (ghennpoxymon i eapghapun).

CymicHe 3acTOCyBaHHS TMaHTOMpa3ody 3 BapdapuHoM abo (GEHIMPOKYMOHOM HE BIUIMBAJIO Ha
(dapmakokiHeTUKy Bapdapuny, (ennpoxkymony ad6o MHI (MbkHapoaHMii HOpPMai30BaHUM IHAEKC).
Opnak nmoigmomuisnu npo miaBuineHHs MHI ta momoBxkeHHS MpoTpOMOIHOBOrO yacy y MAlli€HTIB, K1
cymicHo 3actocoByBaym IIIIT Ta Bapdapun abo dennpoxymon. IlinBumenns MHI Ta monoBxeHHs
MPOTPOMOIHOBOTO Yacy MOXKYTh MPU3BECTU JI0 PO3BUTKY MATOJIOTIYHOI KPOBOTEUI Ta HABITH JIECTAIIBHOTO
HachiaKy. Y pa3l Takoro CyMICHOTO 3aCTOCYBaHHSI HEOOXimHO TmpoBoauTH MoHITopuHr MHI Ta
MPOTPOMOIHOBOTO Hacy.

Memompexcam. IloBinomisnocs, o 0JHOYACHE 3aCTOCYBAaHHS BUCOKHX J03 METOTpEKCATy (HapUKIaL,
300 mr) Ta iHTIOITOPIB MPOTOHHOI MOMMM 30UIBIIYE PIBHI METOTPEKCATy B KPOB1 y JESKHX MaIli€HTIB.
[TamienTaM, sKi 3aCTOCOBYIOTH BHCOKI 03U METOTpPEKCaTy, HAlpPHUKIAJ, XBOpUM Ha pak abo Tmcopias,
PEKOMEHYEThCS TUMYACOBO NPUINMHUTH JIIKYBAHHS ITAHTOIPA30JIOM.

Jlocnioocenns inuwux 63aemooil

[TanTOMpa3071 3HAYHOIO MIPOIO METAOOJI3YETHCS y TEUIHIl Yepe3 cucteMy GepMeHTIB muToxpomy P450.
OcHOBHHUI HUIAX MeTabodi3My — nemeTwiaroBaHHS 3a jpornomoroto CYP2C19 Ta iHmmMX MerabosriuHHX
NUIIXiB, Y TOMY 4uciti okucHeHHs pepmenTom CYP3A4.

JlocnimkeHHss 3 JIKapChbKUMHU 3aco0amu, SIKI TaKOXK METabOJi3yIOThCsl 3a JOMOMOIOI IUX MUISAXIB,
TakKUMH SK KapOamaszemid, [iazenam, riiOeHknamia, Hidpeaumnid, (EHIPOKYMOH 1 OpalbHUMH
KOHTpALENTUBAMH, 10 MICTAThH JEBOHOPIeCTPea Ta €TUHUISCTPAAio, He BUSABWIM KIIHIYHO 3HAYYLIUX
B3aEMOIII.

He mMoxHa BUKIIFOYATH B3a€MOJIII0 MMAHTONPA30Jly 3 IHIIMMH NpernapaTaMy, siKi MeTaboJIi3yI0ThCs uepes
110 K (pepMEHTHY CUCTEMY.

Pesynprati mOCHiIKEHb LIOJ0 MOXJIMBUX B3a€EMOJIM BKa3ylOTh, IO IMAHTONpPa30J HE BIUIMBAaE Ha
MeTa0oJIi3M aKTUBHUX PEYOBHH, sKI MeTaboni3yrorhes 3a gomnomororo CYP1A2 (takux sik xodeiH i
teodinin), CYP2C9 (mampukmnan mnipokcukam, aukiodenak, HampokceH), CYP2D6 (mampukman
metonpoison), CYP2E1 (nanmpukman eraHon) ab0 He BIUIMBA€E Ha pP-TIIKONPOTEiH, KU 3abe3nedye
BCMOKTYBaHHSI TUTOKCHHY.

He BusiBieHO B3aeMoIiif 3 0JTHOYACHO MPU3HAYCHUMU aHTALUIaMU.

IIpoBeneHi crmemiajibHi  JOCHIIKEHHS B3a€MOJIi  MAHTONpPa3ojly 3 IEBHUMHU aHTUOIOTHMKaMH
(KJIapUTPOMIIIMH, METPOHITa30JI, aMOKCUIIMIIIH) TPU OJTHOYACHOMY 3acTOCYBaHHI mpemnapartiB. KiiHiuHO
3HAYYIIMX B3a€EMOJIN MK IIUMH IIperapaTaMy He BUSBJICHO.

Jlixapcoki 3acobu, wo incibytoms abo inoykytoms CYP2CI19. Turibitopu CYP2CI19, taki sk
¢byBOKCaMiH, MOKYTh 30UIBLIYBAaTH CUCTEMHHUI BIUIMB MaHTompasony. Ciif po3ryissHyTH HEOOXIAHICTh
3HIWKEHHS J03U Tpernapaty JUlsl Mali€eHTiB, SKi OTPUMYIOTh JOBTOTPHUBAIY TEpalilo MaHTOIPA30JOM Y
BHUCOKHMX J103aX, Ta JUI MAalLi€HTIB 13 MOpymeHHsAMH (yHKUii mediHku. [Haykropu ¢epMeHTIB, 1o
BumBaloTh Ha CYP2C19 ta CYP3A4, taki sk pudamminuH Ta 3BipoOid 3Buuaitnuii (Hypericum
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perforatum), MoxyTh 3HWXKyBaTH IUIa3MOBi KoHueHtpamii ITI[1, ski MeTabodi3yroThCs depe3 i
(hepMEeHTHI CUCTEMH.

Ocobnueocmi 3acmocysanns.

THayicumu 3 nopywennsam Qyukyii newinku

[Ipu TsOKKUX TOpYIICHHAX (YHKIIT MEYiHKM WA Yac JIKyBaHHS MpernaparoM, OCOOJIMBO IMiJ Yac
JOBTOTPUBAJIOTO 3aCTOCYBAaHHS, HEOOXITHUH PErYISIpHUI KOHTPOJIb 33 PIBHEM MEYIHKOBUX (hepMEHTIB. Y
BUIIA/IKY 30UTBIICHHS PIBHS NEUIHKOBUX (PePMEHTIB JIIKyBaHHS HEOOXIHO PUITMHUATH.

Cywmicne 3acmocysannsn 3 HI133.

3actocyBanns npenapaTy Hombma3a®, Tabnerkm ractpopesucTeHtHi mo 20 Mr, mis mpoditakTuku
BHpa3KW MUTYHKA Ta JBAaHAAISTHIIANO] KWIIKH, CIpUYMHEHUX mnpuiioMmom HII33 momrmii wac, cimif
OOMEXHUTH y MAaIliEHTIB, SKI CXWJIBbHI JI0 YacTUX 3aroCTPeHb BUPA3KU NUIyHKA Ta JBAHAIATHIAION
KHIIKH.

OniHka piBHS PU3HUKY MPOBOAMTHCS 3 YpaxyBaHHSAM IHAMBIAYaJbHUX (DAKTOPIB PU3MKY, BKIIIOUAIOYU BIK
(> 65 pokiB), aHaMHE3 PO3BUTKY BUPA3KHU IUTYHKA a00 JBAHAISATUIIANIO] KUIIKH, & TAKOX IUIYHKOBO-
KHIITKOBUX KPOBOTEY.

Ineioimopu npomeaszu BI/I. He peKOMEHIYEThCS CyMICHE 3aCTOCYBAHHS MAHTOIMPA30Jy 3 IHTIOITOpaMu
nporeazu BIJI (Takumu sik arazaHaBip), abcopOuis SIKUX 3aJ€KUTh Bl BHYTPILIHbOUUTYHKOBOro pH,
4yepe3 CYTTEBE 3HMKEHHS 1X 010JJ0CTYMHOCTI (IUB. po3al1 «B3aemodist 3 IHITUMU JIIKAPCHKUMU 3aC00aMu
Ta IHII1 BUJIMA B3AEMOJIN»).

Bnnue na aocopbyiro éimaminy B12

[TanTOMpazon Mo’ke 3MEHIIyBaTH BCMOKTYyBaHHs BitaMiHy Bi» (mianokoOanamiHy) y 3B’SI3Ky 3
BHUHUKHEHHSIM Tino- abo axmopriapii. Lle ciig BpaxoByBatu y pasi 3HMKEHOI MacH TUIa y MaIl€eHTIB a0
HasIBHOCTI ()aKTOPIB PU3MKY IIOAO 3HMKEHHS 3aCBO€HHS BiTaMiHy Bi12 (iaHOK0OanaMiny) 0coOJIMBO MpH
JOBrOTPUBAJIOMY JIIKYBaHH1 200 HasSBHOCTI BIMOBITHUX KITHIYHUX CHMITOMIB.

Jloszompusarne nikysamms

[Ipu TpuBanocTi JiKyBaHHS MOHA | piK MAIliEHT MOBUHEH nepeOyBaTH i MOCTIHHUM HATJISIOM.
3nosxicui Hosoymeopennsa winynka. CUMIITOMaTHYHA BIANOBIAL HA 3aCTOCYBAHHS MAHTOINPA30JIy MOXKeE
MAacKyBaTH CHUMIITOMH 3JIOSIKICHUX HOBOYTBOPEHB IIUTYHKa Ta BIATEPMIHOBYBAaTH iX aiarHOCTUKY. [lpum
HassBHOCTI TPUBOXXHUX CHUMNOTOMIB (HAmpWKIad, y pazl CYTTEBOi BTpaTH Macu Tula, MEPIOJUYHOTO
OmoBaHHs, nucdarii, OJIFOBaHHS 3 KPOB’10, aHEMii, MEJIEHHU ), a TAKOX MPH M1103pi a00 HASTBHOCTI BUPA3KU
IUTYHKA MOTPIOHO BUKITIOUNTH HASBHICTH 3JI0SIKICHOTO IPOIIECY.

Axmo cuMnToMH 30€piraroThCsl MPU  aICKBAaTHOMY JIIKYBaHHI, HEOOXIIHO TPOBECTH J0JATKOBE
00CTeKEHHS.

l'inomaeniemisn. CriocTepiranucs BUMIAJIKU TSKKOT rimoMarHiemii y marfieHTiB, ski orpumysanu IIII1, taki
SIK TTAHTOIIPA30J1, MPOTATOM HE MEHIIIE TPhOX MICSIIIB, Ta B OUIBIIIOCTI BUMAAKIB MPOTATOM POKY. MOXYTh
BUHUKHYTH Ta CIIOYAaTKy HEIOMITHO PO3BHUBATHCS HACTYIHI CEpHO3HI KJIIHIYHI MPOSIBU TIOMAarHieMii:
BTOMa, TETaHis, NEeNipid, CyIOMH, 3allaMOPOUYCHHS Ta IIIYHOYKOBA apuTMis. Y pa3l rinmoMarHiemii y
OLTBIIOCTI BUMNAJKIB CTaH MAI[IEHTIB MOKpAIlyBaBCs IMICIs 3aMiCHOT KOPUTYIOYOI Teparlii mpemapaTaMu
MarHito Ta npunuHenss npuiiomy III1.

[Namientam, siki moTpeOyrOTh JOBroTpUBaioi Teparii, abo namientam, siki npuiiMarots II1I1 ogHodacHo 3
JUTOKCUHOM a00 TMperapaTamu, 10 MOXYTh CIPUYMHHUTHU TIMOMArHieMilo (HaNpuUKiIaa, A1ypeTHUKH),
MOTPiIOHO BU3HAUATH piBeHb MarHito nepes noyarkom JikyBanss [I1I1 ta nepioanyHo mig yac JiKyBaHHS.
Ilepenomu xicmoxk. JloBrorpusaine JikyBaHHs (Outbie 1 poKy) BUCOKMMU J103aMU IHT10ITOPIB MPOTOHHOL
MOMIIM MOK€ TIOMIPHO 30UTBIIUTH PU3MK IMEpeNioMy CTerHa, 3am’siCTs Ta XpeOTa, MmepeBa)xxHo y Iojei
JITHBOTO BIKY a00 MpH HasBHOCTI IHIIKX (akTOpiB pu3uKy. CroCTepexHi JOCTIPKEHHS BKa3yloTh Ha Te,
10 3aCTOCYBaHHS IHTIOITOPIB NMPOTOHHOI MOMIIM MOXe€ 30UIBIIUTH 3arajlbHUNl pU3MK IEpeIoMIiB Ha
10-40 %. [lesiki 3 HUX MOXYTb OyTH 3yMOBJEHI IHIIMMM (akTopamMu pu3uKy. [laiieHTH 3 pU3UKOM
PO3BUTKY OCTEONOpO3y MOBHHHI OTPUMYBATH JIIKyBaHHS BIANOBITHO [0 JIIOYMX KIIHIYHHUX
pEKOMEH/IalliN Ta CIIOKUBATH TOCTATHIO KUIBKICTh BiTaMiHy D 1 Kanblito.

LInynxoso-xkuwikosi inghexyii, cnpuuuneHi bakmepiamu

JlikyBaHHS MpenapatoM MO>K€ HE3HAYHOIO MIpO0 MiABUIINTH PHU3UK BUHUKHEHHS ILTYHKOBO-KHIIIKOBHX
iHdekuiit, cnpuunHennx Takumu Oakrepismu sk Salmonella Ta Campylobacter a6o C. Difficile.
Iliococmpuii wixipnutl yepsonuil 60gyax. 3acTOCYBaHHS IHTIOITOPIB MPOTOHHOI MOMIM TOB’S3YIOTh 13
OyXe PIIKUMHU BHUMNAQJKAMH PO3BUTKY MIATOCTPOTO MIKIPHOTO YEPBOHOTO BOBYAKa. SIKIO BHHUKAE
ypakeHHs, 0COOJIMBO Ha AUISHKAaX, IO 3a3HAIOTh BIUIMBY COHSYHOTO CBITJIA, 1 1€ CYNPOBODKYETHCS
apTpajiri€ro, MaIieHTy HEOOXiJHO HEralHO 3BEpPHYTHCS M0 JIKaps, SKUH po3IIisiHEe HEOoOXiTHICTH
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IPUNMHEHHs 3acTocyBaHHs npenapaTy Hosbnaza® BHHUKHEHHS MiArOCTPOro IIKiPHOTO YEPBOHOTO

BOBYAKa y MAII€HTIB MiJ 4yac MomepenHboi Tepamii iHridiTopaMu MPOTOHHOI MOMIM MOXKE MiIBUIIUTH
PHU3UK HOTrO PO3BUTKY IIPY 3aCTOCYBAaHHI IHIITUX IHT10ITOPIB MPOTOHHOT MOMITH.

Bnaue na pesynomamu nabopamopnux 0ocniodxceHb.

[linBumennii piBeHb xpomorpaniny A (CgA) Moxke BIUIMBATH Ha pPeE3YyJIbTaTH JOCTIKEHb MpU
JiarHOCTUIl HEHPOCHAOKPUHHHMX MyXJuH. 11060 YHMKHYTH Takoro BIUIMBY, JIKYBaHHS IIpemapaTom
Honbnaza® ciij THMYacoBO MPUITMHATH HPUHAKMHI 32 5 IHIB 10 mpoBeneHHs ominku piBH CgA (1uB.
po3ain «PapmakoauHaMikay). Skmio piBHI CgA Ta racTpuHy HE MOBEPHYIHCS B Jialla30H HOPMU TICIIS
MOYATKOBOTO BHMIPIOBAHHSA, CIIiJI TPOBECTH IOBTOPHI BHUMIpIOBaHHS dYepe3 14 mHIB micist BigMiHH
JKyBaHHS IHT10ITOpaMy TPOTOHHOT IIOMITH.

Ingpopmayis w000 00NOMINCHUX PEeHOBUH

[penapar Homemaza® wictute copGir. IlamieHTamM 3 pigKiCHIMM CHIaKOBHMH 3aXBOPIOBAHHAMH
HEMEPEHOCUMOCTI PPYKTO3U HE CIIiJ] 3aCTOCOBYBATH Ipernapar.

3acmocyeanns y nepioo éazimmocmi abo 200y8anHs 2pyooro.

Bazimuicme. HasgBH1 naHi moa0 3actocyBaHHs npenapaty Honbpnaza® BariTHUM IHKaM BKa3ylOThb Ha
BIJICYTHICTh €MOpiOHaIBHOT 200 (heTo/HeoHATAIBHOI TOKCHYHOCTI Mpernapary. Y TBapuH CrHocTepiraiacs
penpoayKTHBHA  TOKCHYHICTh.  SIK 3amoODKHMI 3axif, CIIiJI YHUKATH 3acTOCYBaHHS TMpemnapary
Honpnaza® BariTHUM KIHKaM.

T'ooysanns epyoor. JIoCmipKeHHs Ha TBapHHAX MOKA3aIM €KCKPEIli0 MaHTOMPa30Jly y TPyaHE MOJIOKO.
HepocraTHpO naHMX IIOAO €KCKpelli MaHTOINpa3oyly y TpyAHE MOJIOKO JIIOJWHHU, NMPOTE€ HpO TaKy
eKCKpelito moBiioMisuii. He MokHa BUKITIOUATH PU3HK /71 HOBOHAPOKEHUX/HEMOBIIAT. PimeHHs mpo
MPUNUHEHHS TOAYBaHHS TpyAal0 ab0 MpUIIMHEHHsS/yTpUMaHHs BiJ JIKyBaHHS npenapatoM Honbmaza®
MOTPIOHO TpHIIMAaTH 3 ypaxyBaHHSIM KOPHUCTI BiJ TOAYBaHHS TPYATIO Ui JUTHHH 1 KOPHUCTI BiA
JiKyBaHHS nipemaparoM Homprnaza® myist xKIHKH.

Depmunvuicms. Ilantonpaszon He nopyuyBaB GepTHIBHICT Y AOCTIKEHHSIX HAa TBAPUHAX.

30amuicmv  énausamu Ha WBUOKICMb peakyii npu KepyBaHHi a8MOMPAHCNOPMOM abdo IHWUMU
MexXauizmamu.

[TanTOMpaszon He BIUTMBAaE ab0 Mae Ay)K€ HE3HAYHWM BIUIMB HA IMIBHJAKICTH PEaKIlii MpU KepyBaHHI
aBTOTpaHCHIOPTOM abo IHIMMMHU MexaHi3Mamu. HeoOximHo OpaTu 70 yBarm MOKJIMBUN PO3BUTOK
MOOIYHUX peakKiliid, TAKUX SIK 3alIaMOPOYECHHS Ta po3iaau 30py (nuB. po3ain «I[lo6iuni peakiiin). ¥ Takux
BUIIJIKaxX HE CJIiJI KEPyBAaTU aBTOTPAHCIIOPTOM a00 MPAIfOBATH 3 IHIIKUMU MEXaHI3MaMH.

Cnocio 3acmocysannusa ma 003u.

Houpriaza®, Tabnerku racTpopesucTteHTHi mo 20 mr, ciix npuiiMatu 3a | roawHy A0 MM LUTAMH, HE
POKOBYBATH Ta HE NOJIPIOHIOBATH, 3aIMBATH BOJOIO.

Pexomenoosarne 0o3ysannsi.

Jlopocni ma dimu sikom 6i0 12 poxis.

CuMnromMaTH4He JIIKyBaHHS racTpoe3odareanbHoi pedIroKCHOT XBOPOOH.

PexomennoBana no3a cranoButh 20 mr (1 Tabnetka) mpemapary Hompnaza®™ wa no00y. 3a3Buuait
CUMIOTOMHU Te4ii MUHAIOTHh MPOTAroM 2-4 TIDKHIB. SIKIIO IBOTO TEpPMIHY HENOCTATHHO, JIKYBAHHS
MIPOJIOBKYIOTh MPOTITOM HACTYMHUX 4-X THUKHIB. [1icisi 3SHUKHEHHS! CUMIITOMATHKY 11 PelMIMBA MOKHA
KOHTPOJIIOBATH, 3aCTOCOBYI0UH 20 MT IpernapaTy 3ajeKHO BiJ HEOOX1AHOCTIL.

TpuBane nikyBaHHS Ta npodiUIaKTHKa PEUUIUBIB pedurrokc-e30dariry.

JUis  1OBrOTpUBANOro JIKyBaHHS MiaTpuMmylouya jgo3a craHoBuTh 20 mr (1 Ttabnerka) mnpemapary
Honwnaza® Ha 1006y, IpH 3arocTpeHHi 3aXBOPIOBAHHS MOKIMBE 30iIbIIeHHs 1034 10 40 Mr Ha 100y. ¥
TaKOMY BHIAJKy peKOMeHyeThcsa npuitoM Tabnerok Hombnaza® 40 mr. Tlicns ycyHeHHs peluauBy 103y
3HOBY MOYKHA 3MeHIINUTH A0 20 Mr mpemnapaTy Ha J100y.

Lopocni.

[IpodinakTrka BUpa30K IMIITYHKA Ta JBAHAISTUNANOI KUINKH, CIPUYMHEHUX MPUHOMOM HECEIeKTHBHHUX
HECTEepOiNHUX MpoTu3ananbHuxX 3aco6iB (HII33) y mailieHTIB rpynu pu3WKy, sSKi NOBUHHI MpPUAMATH
HII33 TpuBanwmii yac.

PexomenoBana j03a cranoButh 20 Mr (1 Tabnerka) npenapary Honbenasza® Ha 100y.

IHopywennsa ¢ynxyiti neuinku. llamieHTaM 3 TSDKKUMHM TOPYIIEHHSAMHM (QYHKIIH TMEYIHKH HE CIif
nepesuryBatu 103y 20 mr (1 Tabnetka) Ha 100y.
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Iopywenns ¢ynxyit nupox. IlanieHTH 3 NOpYIIEHHAMH (YHKIIH HUPOK HE MOTPeOyIOTh KOPUTYBAaHHS
J03H.
THayiecumu nimnvo20 6iky He NOTPEOYIOTh KOPUTYBAHHS JIO3H.

imu.

[Ipemapat He ciij 3aCTOCOBYBATH AITAM BiKOM J10 12 pOKiB.

Ilepeoo3ysanns.

CumnTomu nepeno3yBaHHs HEBIZIOMI.

Ho3u 1o 240 mr mpu BHYTPINIHBOBEHHOMY BBEJICHHI IMPOTATOM 2 XBWJIMH J00pEe TEPEHOCHITUCS.
OCKUTbKH MaHTOIPA30J1 EeKCTEHCUBHO 3B’A3YEThCS 3 OUTKaMU KpOBi, BIH HE BIIHOCHTBHCS /IO TpENaparis,
[0 MO’KHA JIETKO BUBECTH 3a JIOTIOMOTOIO Tialli3y.

VY pasi nepeno3yBaHHS 3 MOSBOIO KIIHIYHUX O3HAK IHTOKCHKAI[il 3aCTOCOBYBATH CHUMITOMATHYHY Ta
MIATpUMYIOUy Teparnito. PekoMenaartiii mo1o cneundigyHoi Teparnii HeMae.

Io6iuni peakuii.

BunukHeHHs MoOIYHUX peakiiiid crocrepirainoch y 6ausbko 5 % namienTiB. Haliuactimi noOivH1 peaxuii
— miapes 1 roioBHUM OUTh (65U3bK0 1 %).

Hebaxxani edekTu 3a 4acTOTOI0 BUHUKHEHHS KIAaCHU(IKYyIOTh 32 TaKUMM KAaTErOpiLIMHU: JYy)KE€ 4acTo
(= 1/10), wacto (= 1/100 1 < 1/10), newacto (= 1/1000 i1 < 1/100), pizko (= 1/10000 1 < 1/1000),
ayxe pinko (< 1/10000), HeBimoMo (4acToTa HE BU3HAYCHA 32 HASTBHUMH JTAaHUMH ).

3 60Ky Kposi ma nimgpamuynoi cucmemu.

Pinko: arpanynouuTos.

Jlyxe piaKo: JelKomeHis,, TPOMOOIMTOIEH s, TAHIIUTOIIEHIS.

3 60Ky imyHHOI cucmemu.

Pinko: peakiii rimepuyTiauBoOCTi (BKIIOYar0uYH aHadUIaKTUYHI peakilii, aHadiTakKTUIHUN MI0K).
Memabonizm ma po3naou 0OMiHy pe4o8uH.

Pinko: rinepiimigemist 1 MiABUIIEHHS PIBHS JIMIAIB (TPUTIIIEPUAN, XOJIECTUPOI), 3SMIHH MacH Tia.
Hesinomo: rimoHaTpieMisi, rimoMarsieMist (auB. po3ain «Ocob6IMBOCTI 3aCTOCYBAHHS»), TIMOKAIbIEMIs?,
rinoKantiemis.

Tcuxiuni poznaou.

Heuacro: po3naau chy.

Pinko: nempecis (y TOMY YHCIIi 3aTOCTPEHHS).

Jlyxe piako: ae3opieHTalis (y TOMY YUCIIi 3aTOCTPEHHS).

HeBimoMo: ramronuHarisi, CIulyTaHiCTh CBIZOMOCTi (OCOOJMBO y TAIli€HTIB 31 CXHJIBHICTIO J0 JaHUX
po31a/iiB, @ TAKOXK 3arOCTPEHHSI LIUX CUMIITOMIB y BUIMAJKY 1X MepeIiCHYBaHHS).

3 b6oky Hepsosoi cucmemu.

Hewacro: ronoBHuii 6i1b, 3a11aMOPOYEHHS.

Pinko: po3naau cMaky.

Hesinomo: mapecrtesis.

3 boky opeaHis 30py.

Pinkxo: mopyieHHs 30py/3aTyMaHeHHS 30DY.

3 boky mpasnoz2o mpaxmy.

Yacro: noninu 3 ¢pyHJaIbHUX 327103 (JOOPOSKICH1).

Heuacto: niapes, HynoTa, OdroBaHHS, 3IyTTs KMBOTA, 3aop, CyXIiCTb Yy POTi, a0AOMiHAaIBHMHA OuTb 1
TMCKOM(DOPT.

3 6oky eenamobiniapnoi cucmemu.

HeuacTo: nmifBuIeHHS piBHA NEYiHKOBUX (hepMEeHTIB (TpaHcamiHasz, y-I'T).

Piaxo: migBuILeHHs piBHS OLTIpYyOiHY.

HeBinomo: ypaskeHHs renaToluTiB, )KOBTSHHIIS, TeNaTOLE0IsIpHA HEOCTATHICTb.

3 60Ky wiKipu ma niOWKIPHUX MKAHUH.

HeuacTo: mikipHi BUCUIIaHHS, €K3aHTEMa, CBEPOLK.

Pifxo: kponuB’siHKa, AaHT'IOHEBPOTHYHHM HAOPSIK.

HeBinomo: cungpom  CriBeHca-/[xoHcoHa, cunapom  Jlallenna, MyabTH(GOpPMHA  epUTEMa,
($OoTOUYTIMBICTh, MIATOCTPUHN IIKIPHUIA YepBOHUN BOBUYAK (IUB. po3ai1 «OCcoOIMBOCTI 3aCTOCYBAHHS).

3 boky Kicmkogo-m 5130801 cucmemu ma CROJAYYHOI MKAHUHU.

HeuacTo: nepenomu crerta, 3am’sicts, xpedra (auB. po3ain «OcoOIuBOCTI 3aCTOCYBAHHS).



Pigxo: aprpainris, mianris.

Hesinomo: ciasm m’si3iB?,

3 60Ky HUpOK ma ce4o8UOLNbHOI cucmemu.

Heginomo: iHTepcTULliaTbHAN HEPPUT (3 MOKIMBUM PO3BUTKOM HUPKOBOI HEJTOCTATHOCTI).
3 60Ky penpoOdyKmueHoi cucmemu ma MOJIOYHUX 34103

Pinko: rinexkomacris.

3aeanvHi poznaou.

HeudacTto: acTeHisi, BToMa, He3y>KaHHSI.

Pinxo: migBUIEHHS TeMIepaTypu Tina, nepudepruiHi HaOPSKH.
! I'nokansiiemis 01HOYACHO 3 TiMOMATHIEMIEO.

2 CrasM M’S13iB SIK HACHIIOK MOPYIIEHHs OalaHCy eIeKTPOJITIB.

Tepmin npuoamnocmi. 5 poxis.

YmoBu 30epiranns.
36epiratu npu temneparypi He Bumie 30 °C B opuriHajdbHIA YMAKOBI JUIsl 3aXUCTY BiA Al BOJIOTH.
306epiraTi B HEJOCTYITHOMY JUISl AIT€H MICITL

YnakoBka.
[To 14 Tabnerok y Omictepi; mo 1 abo mo 2, ado no 4 OiicTepu y KapTOHHIM KOPOOIIi.

Kareropis Bignycky. 3a penenrom.

BupooOHuk.
KPKA, n.1., HoBo mecto, CiioBenist/
KRKA, d.d., Novo mesto, Slovenia.

Micue3Haxoa:KeHHsI BAPOOHHUKA Ta MO0 aapeca Micusi NPOBa’KeHHS JislJIbHOCTI.
[IImap’emka mecta 6, 8501 Hoo mecto, CinoBenis/
Smarjeska cesta 6, 8501 Novo mesto, Slovenia.
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