TIHCTPYKIIIA

IJIs1 MEJUYIHOT 0 3aCTOCYBaHHSI JTIKaPCHKOT0 3aC00y

HOJIBITIA3A®

(NOLPAZA®)

CKnao:
0itoya pe4os8uHA: TAHTOIIPA30T;

1 ractpope3ucTtenTHa TabneTka MicTUTh 20 MT ITAHTOIIPA30J1y Y BUTTISAI TaHTOIIPA30J1y HATPiio
CeCKBirigpary;

donomisicHi peuosurnu: manit (E 421), kpocnoBigon (tum A),
KpocnoBimon (Tun B) HaTpio KapOooHaT 0€3BOTHHH, COPOIT
(E 420), xaibIiilo cTeapar, rimnpomesio3a, IOBiIOH, TUTaHY
niokcup (E 171), 3amiza okcup xkoBtuid (E 172), OpomisieHT TiKOIb,
METaKPHUIIaTHOI' O COMOIiMePy AUCIIEPCis, HaTPIio JTaypuiICcyabdar,
nojricopbat 80, Tanbk, Makporon 6000.

JlikapcbKka ¢popma. TabreTKH racTpOpe3nuCTEHTHi.

OcHosHi ¢izuko-xiMiuHi 8aacmusocmi: TabNETKH CBITIIOT0 XKOBTO-KOPUYHEBOT'0 KOJIbOPY, OBaJIbHi,
TPOXU [IBOOIIYKJIi, BKPHUTI IIJIIBKOBOIO 000JIOHKOIO.

dapMmakoTepaneBTHYHA rpymna. [Hriditopu nporousoi momnu. Kog ATX A02B C02.

dPapmakono02iuHi e1acmusocmi.
dapmakoOuHamika.

[TaHTOmpa3on € 3aMileHUM 0€H3UMia30J10M, IKUW OJI0KY€E CEKPeLlii0 COTHOL KUCTIOTH Y IITYHKY
yepe3 cnenuiyHNM BIIUB Ha IPOTOHHY IOMILY ITapi€TambHUX KIIiTHH.

[TanTOmpa30 TPaHCHOPMYETHCS B aKTUBHY (OPMY Y KHCIIOTHOMY CEpPEeHoBHIL, a caMe - Y



napieTanbHUX KJiTHHAX, Ae iHrioye depment H-K-AT®-a3u, To0TO 6/10Ky€E KiHIIEBUM eTal
IIPOAYKYBAHHS COJISTHOL KUCJTIOTU y UUTYHKY. IHriOyBaHHS € 3a/leXKHUM Biff 03U Ta IPUTHIYYE 9K
Oa3anbHy, TaK i CTUMY/IbOBaHy CEKPEIil0 KUCIIOTH.

JIikyBaHHS MaHTOIIPA30JIOM, SIK i iHImMMHU iHTi6iTopamMu mpoToHHOI momnu (IT1IT) Ta inribiTopamu
H,-penenTopiB, 3HUKY€E KUCIOTHICTh Y IITYHKY i TaKMM YMHOM 30i/IbIIye CEKPELiI0 TaCTPUHY
IIPOTIOPIIiHO J0 3MEHIIEeHHS KUCIOTHOCTI. 30ibIleHHs ceKpellil racTpuHy € 000poTHUM. OCKiNTbKU
IIaHTONIPA30JI 3B’513y€ (hepMEHT AUCTAIbHO 110 BiTHOIIEHHIO OO KITiITUHHOTO PeIenTopa, BiH MOxXe
iHribyBaTH CEKpelilo COITHOI KUCIIOTH He3aleKHO Bifl CTUMYIIALIL iHIIMMY peYOBHHAMU
(ameTHNIXONMiHOM, TicTaMiHOM, TaCTPUHOM). EQEeKTHUBHICTh NpenapaTy € OmHAKOBa TP IIePOpaIbHOMY
3acToCyBaHHI a0 BHYTPIlTHLOBEHHOMY BBE[IEHHi.

[Tpu 3acToCyBaHHi ITAaHTONPA30Jy 30iIbIIyETHCS PiBEHb raCTPUHY HaTIleceplle. [Ipu HeTpUBaIOMy
3aCTOCyBaHHI BOHU Yy OilbIIOCTI BUMIQ[KiB HE MEPEBUIIYIOTh BEPXHLOI MeXi HOpMHu. [1pu
IOBrOTPUBAJIOMY JIiKyBaHHI PiBHi racTpuHy y GiNbIIOCTI BAMaMKiB 3p0oCcTaloTh BABiui. HagMipHe ixHe
30i/TbIlIeHHST BUHUKAE JIUIIIE Y TTOOOUHOKUX BUMAAKaX. AK HACJiOOK, Y HEBEJIUKiN KiTbKOCTi BUTIAKiB
IIPU JOBTOTPUBAJIOMY JIiKyBaHHi criocTepiraeTbcs cnabke abo momipHe 30iNbIIeHHS KinbKOCTi
eHTepoxpoMadinomnoni6uux knitTuH (ECL-KmiTHH) MITyHKa (afeHoMaToigHa rinepriadis). Tum He
MeHIIle, 3TiAHO 3 MPOBEEHUMY Ha JaHUU MOMEHT AOCIIiAKEHHAMHU, YTBOPEHHS KIIITUH-TIONIEPENHUKIB
HeMPOEHNOKPUHHUX IYXJIMH IUIYHKA, IKi 0yJI0 BUSBIEHO B eKCIIepUMeHTaX 3 TBApUHAMHU, Y JIIOfe He
crocTepiranocs. Ane npu goBrorpuBanomy (0inbire 1 poky) niKyBaHHI He MOXKHA BUKJIIOYATH BILIUBY
MIaHTONPAa30Jly Ha eHOOKPUHHI ITapaMeTpHy IIMTOBUIHOI 3a7103H.

Ha T71i mikyBaHHSI aHTHCEKPETOPHUMH JTiIKapChKUMU 3ac00aMy PiBeHb FaCTPUHY B CHPOBATIIi KPOBi
3pOCTaE y BigIOBib Ha 3HUKEHHS CeKpelii KucaoTu. KpiM Toro, yepe3 3HUKEHHS KUCIOTHOCTI
IUTyHKAa NiABUINYEThCA PiBeHb XpoMmorpaHiny A (CgA). [ligsumenui piBeHb CgA MoXKe BIUIMBATU Ha
pe3ynbTaTH OOCIiIXKeHb IPH [iarHOCTUIL HeHPOeHIOKPUHHUX MyxnuH. HasgBHi ony6nikoBaHi maHi
CBig4aTh Mpo Te, IO JiKyBaHHS iHTiOiTOpaMu TPOTOHHOI TOMITX CJIifi IPUIIUHUTHY MIPOTATOM IIepiony
Big b mHIB 1Mo

2 TUXHIB 10 BUMiproBaHb piBHA CgA. Ile no3Bosse piBHI0 CgA MOBEPHYTHUCS B Oialla30H HOPMaJIbHUX
3Ha4Y€eHb, IKi MOXKYTh OyTU MOMUIKOBO IiIBUIIIEHUMU Ticys nmikyBauHs ITTI1.

dapmakokiHemuka.

[TaHTONIPA30JI WBUAKO BCMOKTYETHCS, MaKCUMaJIbHa KOHLIEHTPALid y IJIa3Mi KPOBL fOCATAETHCA
HaBiTh Mic/s npuiioMy opHiel 1o3u 40 Mr. Y cepegHbOMY MaKCUMaslbHa KOHIIEHTpallis y Mia3Mi KpOBi
2-3 MKI/MJI fOCATAETHCA IPOTATOM 2,5 TOOUHU MiCIIg IPUUOMY 1 3a/IUIIAETHCS IOCTIMHOK TaK0X
micns 6araTopa3oBoro BBemeHHs. O0’eM po3moainy cTaHOBUTD mpuOnu3no 0,15 11/Kr, a KiipeHc -
npubmu3no 0,1 n/rom/Kr.

[Tepion HamiBBHMBeEeHHS CTAHOBUTH NMPUOIM3HO 1 roguHy. Y KiNbKoX BUIIaKax Yac BUBeeHHs OyB
IIPOOBXKEHNH. 3aBASKY CIenu(pidHOMY 3B’I3yBaHHIO ITAHTOIPA30JTy 3 IPOTOHHO IIOMIIO0
mapieTanbHUX KITiTUH Iepiofd HalliBBUBENEHHS He CIiBBITHOCUTHCS 3 OiNbIIl TPONOBKEHOO
TPUBAJIICTIO [il.

dapmakoKiHeTHKaA He 3MIiHIOETLCSA IIC/IS OFHOPA30BOTO 4M OGaraTopa3oBoro mpuiomy. [Ipu
no3ax Big 10 mo 80 Mr KiHeTHKa NaHTOIPa30y Y MIa3Mi KPOBi € MiHIKHOI K IiCIIS MepopaabHOro,
TaK 1 Mic/sl BHYTPIIIHBOBEHHOT'O BBEIE€HHS.

3B’si3yBaHHS MTaHTONPa30J1y 3 OilkaMu Ij1a3Mu KpoBi CTaHOBUTH pubnn3Ho 98 %. [Ipenapat mMalixe
TIOBHICTIO MeTab01i3yeThCs y nevinIyi. '0N0BHUM IIIIXOM BUBEIEHHS € HUPKU - mpubnu3no 80 %
MeTaboIiTiB TAHTOIIPA30JIy; pelliTa BUAINIEThCS 3 dheKkamisiMu. OCHOBHUM MeTa0OoJIiTOM SIK y Miia3mi



KPOBi, TaK i B cevi € qUCMETUNIAHTOIIPAa30J, IKUM 3’ €QHYETHCS 3 cynbdaToM. [Tepion
HaIliBBUBEIEHHSI OCHOBHOTO MeTabomiTy (mpubau3no 1,5 roguHu) HeHabaraTo JOBIIHMH, Hixk
[IaHTOIIPa30Jy.

BiodocmynHicmy. ITicns nepopaibHOTO BBEAEHHS MaHTOIPA30Jl BCMOKTYETHCS MOBHICTI0. AGCOMIOTHA
6iomocTymHicTh TaGNIETKU CTAaHOBUTH MPUOIU3HO 77 %. BXXKUBaHHS 1XKi He Ma€ XKOIHOTO BIIJIUBY Ha
3Ha4YeHHS IO Mif (papMaKOKiHETUYHOI0 KPUBOIO KOHILeHTpamisi-4ac (AUC), MakCUManbHy
KOHIIEHTPAIlilo ¥ IIJIa3Mi KpoBi Ta 6i040CTynHICTh; BigOyBaeThCs NIKIlle 3MiHa Ha MOYaTKy [ii.

Xapakmepucmuka 0cob.augux 2pyn nauieHmis

IToginvHi memabosaizamopu. Bnu3bko 3 % €BpOMElliB MaloTh HU3bKY (PYHKIIOHATBHY aKTUBHICTh
depmenty CYP2C19; ix Ha3uBaoOTh NMOBiMbHUMHU MeTabosizaTopaMu. B opraniamax Takux oci6
MeTab01i3M IaHTOIIPa301y, KMOBIPHO, TOJIOBHUM YMHOM KaTani3yeTbcs hepmenTtoM CYP3A4. Tlicnsa
npuiiomMy ofHiel go3u 40 Mr IAHTOIIPa30/1y CepefHs MJIolla, oOMexkeHa (papMaKOKiHETUYHOIO0 KPUBOIO
«KOHIIEHTpallig y m1a3Mi - yac», Oyna npubau3Ho B 6 pa3iB Gibio0 y NoBiTbHUX MeTab01i3aTopiB,
HiX B 0cCi0, sKi MaTh pyHKIiOHANbHO akTHBHUM pepMeHT CYP2C19 (mBupki metabomizaTopu).
CepepnHs miKoBa KOHIIEHTPAIlig y IJ1a3Mi KpoBi 3pocia mpubnu3Ho Ha 60 %. LIi pe3ynbraT He
BIIJIMBAIOTh Ha NO3yBAHHS [TaHTONPA30ITy.

[l malieHTiB i3 mOpyLIeHHAMHU (PYHKIIil HUPOK (BK/II0YalO4y IAIl€HTIB, SKi 3HAaXOAATLCI Ha
reMopianisi), He MOTpPi6HO 3MeHIIIeHHS 103H. fK i y 3M0POBUX NTI0fiel, Tepiof] HalliBBUBEIeHHS
[IAaHTOIIPA30J1y € KOPOTKUM. [11ami3yl0ThCs JIUIIE NyKe HeBEJIUKI KIJIbKOCTI ITaHTOIIPa30Jy.
HesBaxaiouu Ha Te, 10 IEPiof HaiBBUBEIEHHS OCHOBHOTO MeTa0oJIiTy gemo 3pocTae (2-3 TOOuHH),
BiH IIBHUOKO BUBOJUTHCS 1 0TKE, HE HAKOIIUYYETHCH.

Y matuieHTiB i3 upo3oM nedinku (Kimacu A ta b 3rigHo 3 YaungoMm-I1'10) mepion HaniBBUBEOEeHHS
36inbIIyeThes Ko 7-9 roguH i BignmoBigHO [0 11HOTO ¥ 5-7 pasiB 30inmbiryeThest 3HaueHHss AUC Ta
MaKCHUMaJbHa KOHIIEHTpAallis MaHTOMpPa3oily y miIa3Mi KpoBi 30inburyeThest Ha 1,5 mopiBHSHO 3i
3[00POBUMH JIIOABMHU.

He3naune 36inpmierHs AUC Ta MaKcuMasibHa KOHIIEHTPAIlisl TaHTOIIPa30i1y Y IjIa3Mi KpoBi y
noOPOBOJIBLIIB JIITHHOTO BiKY ITOPiBHSHO 3 MOJIOAMMU TaK0XK He € KITiHIYHO 3HAYYIIHMHU.

ITauienmu aimHvoeo eiky. Heanaune 30inbienns AUC Ta C,,,, Y BOOPOBOJIBIIIB JTiTHHOTO BiKY
TIOPiBHSTHO 3 BiATIOBiGHUMM MMOKA3HUKAMHU Y Oi/IbIIT MOJTOAUX HOOPOBOJIBINIB TAKOXK HE Ma€ KIiHIYHOTO
3HAa4YEeHHS.

Himu. Tlicns ogHOKpaTHOTO Ipuiiomy mo3u 20 ab6o 40 Mr mauTompaloiny nepopanbHo AUC Ta C,,, v
miTel y Bili Big 5 7o 16 poOKiB 3HaXOOUINCS Y MeXKax BiANOBIAHUX 3Ha4YeHb Y gopocnux. [Ticasa
OJHOKPATHOTO BHYTPIITHLOBEHHOTO BBEeJIeHHS MMaHTONpa30y B fo3ax 0,8 abo 1,6 Mr/Kr miTaMm Big 2 mo
16 pokiB He OyJ0 Bim3HaYe€HO 3HAUYIIOTO 3B’I3KYy MiXK KJIipeHCOM IIaHTOMIPa30y i BikoM abo Macoio
tina. AUC Ta 00’eM po3MOoAiny BiAMoOBigamu faHUM, OflePKAHUM IIPHU HOCTiIKEHHSIX Ha TOPOCIIHX.



Kniniuni xapakKTepuCTHKH.

Iloka3aHnHs.

Ilopocai ma dimu 8ikom 8i0 12 pokis.

- CuMmmnromMaTuyHe JIiKyBaHHS racTpoe3odareanbHoi pediioKcHOI XBOpoOu.
- Tpusane niKyBaHHS Ta IpoQilakTUKa peluauBiB pediiokc-e30¢harity.
Hopocai.

- IIpodinakTka yTBOPEHHS BUPa3KU LIIYHKA Ta ABaHAALSATHIIAN0] KUIIKH, CIIPAYUHEHOI
IPUHOMOM HeCeJIeKTUBHUX HeCTEPOINHUX NpoTu3ananbHux 3aco0iB (HII33) y nauieHTiB rpynu
PU3UKY, IKUM HeoOxifHO 3acTocoByBaTu HII33 mpoTsroM TpuBasoro yacy.

IIpomunoka3aHHs.

[TigBuIeHa YyTNIUBICTh [0 IAHTOMPA30Y, MoXimHUX O6eH3iMima3omy ab6o mo Oymb-SKOI iHIIO1
PEYOBUHHY, 110 BXOOUTH A0 CKJIaay Ipernapary.

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

Jlikapcoki 3acobu, abcopbuyisn sKux 3asexcums 8i0 pH. YHACIIOOK IIOBHOT'O Ta AOBrOTPUBAJIOTrO
iHriOyBaHHS CeKpellil CONSHOl KACIIOTH IMaHTOIIPa30JI MOXKe BIIMBATH Ha abcopO1Iito
IpernapariB, OIS SKUX 3Ha4eHHS pH LMITYyHKOBOTO COKY € BaXXIUBUM (aKTOPOM iX
6i0mOCTYIIHOCTI (HaNpUKiaf, AesKUX MIPOTUTPUOKOBUX IIperapariB, TaKUX K KETOKOHA30]I,
iTpaKOHa30J1, M03aK0HAa301, ad0 iHIMX MpenaparTiB, TAaKUX SK epPlI0THHIO).

IH2i6imopu npomea3su BIJI. He peKOMeHAYETHCS CyMiCHE 3aCTOCYBAHHS ITAHTOIIPA30I1y 3
inribiTopamu nmporteas3u BIJI (TakuMu SK aTa3aHaBip), abcopOIlist IKUX 3aJIeKUTH Bif
BHYTPILIHBOLITYHKOBOTO pH, Yepe3 cyTTeBe 3HUXKEHHS iX OiogocTynHOCTI (quB. po3min «Oco6auBOCTI
3aCTOCYBAHHS»).

Y BUnDagKy, KOJIX CyMiCHOTO 3aCTOCyBaHHS iHTi6iTopiB mpoTea3u BIJI 3 inribiTopaMu MpOTOHHOI
IIOMIIM He MOXXKHa YHUKHYTH, PEKOMEHAYEThCS PETeNIbHUM KITiHiYHUI MOHITOPUHT (HalpUKIIaf,
BipyCHOTO HaBaHTaxKeHHd). He ciif mepeBuilyBaTi fo60By 703y nanTonpa3ony 20 mr. Moxe
BUHUKHYTHU HEOOXiIHICTb KOPUTYBAHHS 031 iHTri6iTOpiB mpoTea3u BIJI.

KymapuHosi aHmukoazy1saHmu ((heHNnpoKyMoH i eapphapuH,).

CyMicHe 3aCTOCyBaHHS ITaHTONPa30Jy 3 BaphapuHoM abo GeHNPOKYMOHOM He BIIJIMBAJIO Ha
(bapmakokiHeTuKy Baphapuny, hpeHnpokymorny abo MHI (MixkHapomHui HOpMali30BaHUY iHAEKC).
Opnnak nosigomnsanu npo nifpuiieHHs MHI Ta momoBxkeHHS TPOTPOMOIHOBOTO Yacy y Mali€HTiB, sKi
cymicHo 3acTocoByBanu II1I1 Ta Bapdapun abo dernnporymoH. ITigsuinentuss MHI Ta mogoBxkeHHS
TPOTPOoMOIHOBOTO Yacy MOXKYTh PU3BECTH 0 PO3BUTKY ITaTOJIOTiUHOI KPOBOTEYI Ta HaBiTh
JIeTalbHOTO HACTiAKY. Y pa3i Takoro CyMiCHOTO 3aCTOCyBaHHS HEOOXiIHO MPOBOOUTH MOHITOPUHT
MHI Ta npoTpoM0iHOBOTO Yacy.



Memompekcam. TloBigomsiziocs, 0 OMHOYACHE 3aCTOCYBaHHST BUCOKUX 03 METOTPEKCATY
(Hanpuknan, 300 Mr) Ta iHriGiTOpiB MPOTOHHOI TOMNIY 30iNbIy€e PiBHI METOTPEKCATy B KPOBi  IEIKUX
natieHTiB. IlarienTam, siKi 3aCTOCOBYIOTh BUCOKI 1031 METOTPEKCaTy, HallpUKJIaf, XBOPUM Ha pak abo
1Icopia3, peKOMEHOYEThCS TUMYaCOBO IPUIIMHUTH TiKyBaHHS [TaHTOMIPA30JI0M.

ITocaioaceHHs iHWuUx 83aemooill

[TanTOMpPa30/1 3HAYHOIO MipoIo MeTaboi3yEThCS V IeYiHIl Yepe3 cucTeMy GEPMEHTIB IUTOXPOMY
P450. OcHoBHuM nUIsIX MeTabosi3aMy - meMeTHII0BaHHS 3a mormoMoro CYP2C19 Ta iHmmx
MeTaboIiYHuX MUISXiB, y TOMY 4YuCi oKucHeHHs pepmernToM CYP3A4.

HocnigXkeHHS 3 TiKapChbKUMU 3aco0aMy, sIKi TaK0K MeTab0J1i3yi0ThCs 3a HOIIOMOTOI0 LIMX IIISXIB,
TaKMMHU SIK Kapb6aMaseriH, fia3emnam, rnibeHknamin, Hibenumin, GeHITPOKYMOH i OpaTbHUMU
KOHTpAIleIITUBaMH, 1110 MiCTATh 1€BOHOPTECTPEI Ta €TUHINECTPaIios, He BUSBUIU KITIHIYHO
3HAQYYLIUX B3aEMOIIN.

He MoXHa BUK/II0YaTH B3a€EMOIil0 TAaHTONPA30JTy 3 iHIIMMH IIpellapaTaMy, SKi MeTab0i3yioThCs
yepes 110 XK GepMeHTHY CUCTEMY.

PesynbraTy gocmigKeHsb 000 MOXKJIMBUX B3a€EMOZiN BKa3yOTh, 1110 TAaHTOIIPA30JI He BIIJIUBA€E Ha
MeTab01i3M aKTUBHUX PEYOBHH, 5IKi MeTaboi3yoThcs 3a gonoMmoroo CYP1A2 (Takux 5K Kodeld i
teodinin), CYP2C9 (manpuknap nipokcrukaMm, guknodeHak, HanpokceH), CYP2D6 (manpuknag
Mmetomposon), CYP2E1 (Hampukian eTaHon) abo He BIJTMBAE HA P-TIIIKOMPOTEiH, Skl 3a0e3medye
BCMOKTYBaHHS NUTOKCUHY.

He BusiBI€eHO B3a€EMOIiM 3 OMHOYACHO IPU3HAYEHUMHY aHTaIllUTaMU.

[TpoBepneHi cnemnianbHi HOCTigXKEHHS B3a€MOIii TAHTOIPa301y 3 IEBHUMHU aHTUOI0THKaMuU
(KJTapUTPOMIIIMH, METPOHIAA30JI, aMOKCHUIIUIIiH) IIPX OMHOYAaCHOMY 3aCTOCYBaHHI IIpenaparis.
KriHiyHO 3HaUyImMX B3a€EMOZIN MiX IIMMU IIpellapaTaMy He BUSIBJIEHO.

JIikapcuKi 3acobu, w,o iHzibyroms abo iHdykyroms CYP2C19. Iuribitopu CYP2C19, Taki sk
GbnyBoKCaMiH, MOXKYTh 30ilbIIyBaTH CUCTEMHUI BIIUB MaHTONPa30y. Clif po3rasHy T
HeOoOXigHICTh 3HUKEHHS 003U IpernapaTy s Nalli€eHTiB, SKi OTPUMYIOTh JOBTOTPUBAY
Tepalilo MaHTOIPa30JI0M y BUCOKUX A03aX, Ta [AJIS MAaI[i€HTIB i3 MOPYIIEeHHAMY (yHKII1
nedinku. [HoyKTOpU epMeHTiB, o BrnuBaioTh Ha CYP2C19 Ta CYP3A4, Taki sk
pudamminuH Ta 3BipoOit 3sudaitHuy (Hypericum perforatum), MOXyTb 3HUXKYBaTH I171a3MOBi
koHUeHTpalril ITII, aki MeTabomi3yoThCcs yepe3 1ii pepMEeHTHI CUCTEMH.

Oco6.1ueocmi 3acmocyeaHHsi.
ITauienmu 3 nopyweHHAM QYyHKUil neviHKu

[Tpy TSAXKUX TOPYIIEHHSAX QYHKIIII MeYiHKY IMiJl Yac JiKyBaHHS MperapaToM, 0COOJIHBO IIif
Yac JOBTOTPUBAJIOTO 3aCTOCYBaHHS, HEOOXiIHUM pPeryaspHUM KOHTPOJIb 3a PiBHEM
Ie4iHKOBUX (hepMeHTIB. Y BUIlafKy 30i/IbllIeHHS PiBHS MeYiHKOBUX (DePMEHTIB JIiKyBaHHS
HeoOXigHO MTPUIUHUTH.

CymicHe 3acmocysauHa 3 HII33.



3acTocysaHHs npenapaTy Honbmnasa®, TabneTKy raCTpOPe3UCTeHTHI mo 20 Mr, AUis IpodiTaKTHKH
BUPa3KM LUIYHKA Ta ABaHAOISATUIIANO] KUIIKY, COpUUYnHeHuX npuiiomom HII33 moBruit yac, cmig
00MEeXUTH Yy MallieHTiB, IKi CXUJIbHI [0 YaCTUX 3ar0CTPEHb BUPa3KM LIIYHKA Ta ABaHAOISATHAIIAIO]
KUIIKHY.

OuiHKa piBHS PU3UKY IPOBOOUTHCS 3 YPaXyBaHHSM iHAUBiAyanbHUX (PAKTOPiB PUIUKY,
BKJIIOUAIOYH BiK (> 65 pOKiB), aHaMHe3 PO3BUTKY BUpa3KU LUIyHKA ab0 ABaHAMIATUIIAIIO]
KUIIIKY, 8 TaKOXK IITYHKOBO-KUIITKOBUX KPOBOTEY.

IHz2i6imopu npomeasu BIJI. He peKOMEHMIyEThCsI CYMiCHE 3aCTOCYBAHHS AHTONPA30Iy 3
inribiTopamu nmpoteas3u BIJI (TakuMu SK aTa3aHaBip), abcopOIlis IKUX 3aJIeKUTH Bif
BHYTPILIHBOIITYHKOBOTO PH, Yepe3 cyTTeBe 3HUXKEHHS iX OiogocTymHOCTI (quB. po3min «B3aemomis 3
iHITMMY NTiKapCbKUMM 3aco0aM¥ Ta iHII BUOYM B3AEMOiii»).

Bnaue Ha adcopbujito simamiHy B,

[TaHTOMpPa30/1 MOXKe 3MEHIITyBaTH BCMOKTYBaHHS BiTaMiHy B, (liaHOK0Oamaminy) y 3B'sI3Ky 3
BAHUKHEHHSIM Tino- abo axnoprigpil. Lle cniig BpaxoByBaTH y pa3i 3HUKEHOI Macu Tia y
narfieHTiB abo HasgsBHOCTI (haKTOPiB PU3UKY IOJI0 3HUKEHHS 3aCBOEHHS BiTaMiny B,
(rianoko6anaminy) 0co0IMBO IIPH JOBrOTPUBAJIOMY JIiKyBaHHI ab0 HAsIBHOCTI BiIIIOBimHUX
KJIIHIYHUX CUMIITOMIB.

Iloszompusase niKyeaHHs

[Tpu TpuBanoCTi NiKyBaHHS IMOHALA 1 piK malli€HT MOBHHEH Nepe0yBaTH Iif MOCTIMHUM
HaTJIAI0M.

3105KiCHI HOBOYMBOPEHHA WAyHKa. CUMIITOMaTAUYHa BiflIOBiAb Ha 3aCTOCYBaHHS IAHTOIIPA30ITy
MOXK€ MaCKyBaTH CUMIITOMHU 3JI0SIKiCHHX HOBOYTBOPEHS IINTYHKA Ta BiITEPMIHOBYBATH 1X
[1arHOCTUKY. I[Ipy HasSIBHOCTI TPUBOXKHUX CUMIITOMIB (HAIIPUKJIIAM, y pa3i CyTTEBOI BTpATH MacH Tifa,
nepioguyHOro O/10BaHHS, mucdarii, 6;110BaHHS 3 KPOB'10, aHEMii, MeJIeHH), a TaKOXK IIPH Mimo3pi abo
HasIBHOCTI BUPA3KHU LINYHKA NMOTPiOHO BUKITIOYUTH HASBHICTh 31I0GKiCHOTO TIPOIIECY .

Axmo cuMntToMu 30epiraloThCsa IpPYU agekKBaTHOMY JTiKyBaHHi, He0OXiITHO ITPOBECTU AOOATKOBE
00CTeXKEeHHS.

I'inomaeniemis. CocTepiranucs BUMagKY TSIXKKOI TimoMarHieMil y nmauieHTiB, gKi orpumysanu II1T11,
TaKi IK IMaHTOIIPa30JI, IPOTATOM He MEHIIEe TPhOX MiCs1liB, Ta B GiJIBIIOCTI BUMIAAKiB IPOTSATOM POKY.
MoXyTh BUHUKHYTHU Ta CIIOYaTKy HEIIOMITHO PO3BUBATUCS HACTYIIHI CEPUO3HI KITiHIYHI IPOSBU
rimoMarsieMii: BToMa, TeTaHis, menipili, CymoMu, 3allaMOPOYEHHS Ta IIUTYHOYKOBA apuTMis. Y pasi
rinomarsiemil y 6inbIIOCTi BUMTa[IKiB CTaH NaLi€HTIB IOKPAIlyBaBCA Micg 3aMiCHOI KOPUTYIOYOl
Tepallil mpemapaTaMy MarHii0 Ta NpunuHeHHS npuiiomy III1.

[MamienTaM, siKi noTpeOyOTH HOBrOTPUBAOl Teparii, abo namienTaM, ki npuiimaioTs IT1I1 ogHOYACHO
3 IUTOKCUHOM a00 ImperapaTaMu, 10 MOXKYTh CIIPUUYMHUTH TilloMarHieMiio (HampuKiam, OiypeTUKu),
noTpiOHO BU3HAYATH PiBEHb MarHiio mepeq modaTtkoM JikyBauHs II1I1 Ta nepioguyHo mig 4ac
JIIKyBaHHA.

ITepesomu Kicmok. [JoBroTpuBaie JikyBaHHs (Oinbie 1 poKy) BUCOKMMU N03aMu iHTi0iTOpiB
IIPOTOHHOI TIOMITA MOKe ITOMipHO 30i/IbIINTY PU3UK IIEPEJIOMY CTerHa, 3al’sICTS Ta XpeodTa,
IepeBaxkKHO y JIIofel JIiTHHOTO BiKy abo Py HAasBHOCTI iHMKX (akTopiB pusuky. CocTepexkHi



OOCITiI?KeHHST BKa3yIOTh Ha Te, 1110 3aCTOCYBaHHS iHTi0iTOPIB MPOTOHHOI IOMITKA MOXKe 30iTbIITUTH
3arajibHUU PU3UK IIePeioMiB Ha

10-40 %. [eski 3 HUX MOKYTb OyTH 3yMOBJIEH] iHIIUMHU (HaKTOpaMK PU3UKY. [TaIliEeHTH 3 PU3UKOM
PO3BUTKY OCTEONOPO3Y IIOBUHHI OTPUMYBATHU JIIKyBaHHS BiIOBIAHO A0 OiF0YUX KJIIHIUHUX
PEKOMeHpalliil Ta CIIOXKUBATH JOCTATHIO KiNMbKiCTh BiTaMiHy D i KambIlito.

Il 1yHKOBO-KUWKOBI iHpeKUii, cnpuduHeHi bakmepiamu

JIiKkyBaHHS IpernapaToM MOXKe He3HaYHOI MipO0 MiABUILIUTH PU3UK BUHUKHEHHS LIJIYHKOBO-
KMIIKOBUX iHGEKIIiN, CIpUYMHEHUX TakuMu 6akTepisimu ik Salmonella Ta Campylobacter a6o C.
Difficile.

ITioeocmputl wkipHull Yep8oHull 808YAK. 3aCTOCYBaHHS iHTi0iTOPiB MPOTOHHOI TOMIIYU OB SI3YIOTH i3
Oye PiAKUMU BUATIAJKaMU PO3BUTKY MIATOCTPOrO WIKIPHOTO YEPBOHOTO BOBYAKA. fKIIN0 BUHUKAE
ypaXeHHs, 0COOIMBO Ha OilsSHKAX, II0 3a3HAIOTh BIUIMBY COHSAYHOTO CBITIA, i Ile CYyIIPOBOAXKYETHCS
apTparieto, nauieHTy HeoOxigHO HeraiHO 3BEPHYTHUCS [0 JIiKaps, SKUi po3riisHe HeoOXimHICTh
NPUIMHEHHs 3aCTOCYyBaHHs mpenapaTy Homnbnasa®. BUHMKHEHHS MiAr0CTPOro MKIipHOTO YePBOHOTO
BOBYAKa Yy MAlli€HTiB ITiJ Yac mornepenHboi Teparii iHribiTopaMu MPOTOHHOI TOMIIN MOXKe MigBUIITUTI
PHU3HKK MOT0 PO3BUTKY IIPU 3aCTOCYBaHHI iHIIKX iHTi0iTOPIiB MPOTOHHOI ITOMIIH.

Bnaue Ha pe3yabmamu 1abopamopHux 00CAi0HCeHb.

[TipBumenuy piBeHb xpoMorpaniny A (CgA) Moxe BIIMBATH Ha pe3yIbTaTH OOCHIIIKEHb IIPU
MiarHOCTHIN HEMPOEHNOKPUHHUX MyXxiauH. [1[06 YHUKHYTH TAaKOT0 BIIJIUBY, TiKyBaHHS IIperapaToM
Homnpmaza® ciig TEM4acoBo NPUNMHUATY IPHHAKMMHI 3a 5 OHIB [0 IPOBeOeHHS OLiHKY pPiBHA CgA (mus.
po3nin «®PapmakopguHamika»). Akmio piBHi CgA Ta racTpuHy He IIOBEPHYIUCS B [ialla30H HOPMHU
IIiCJIs TI0YaTKOBOI'0 BUMIPIOBAHHS, CJIifl IPOBECTU IIOBTOPHI BUMipOBaHHA 4Yepe3 14 nHiB micns
BiIMiHY JTiKyBaHHS iHTi6iTOpaM¥ IIPOTOHHOI TOMIIH.

IHpopmayisa w000 0ONOMIHCHUX PeUOBUH

[Ipenapat Honenasa® mictuts cop6ir. INauienTaM 3 pifKiCHUMM CIafKOBUMHU 3aXBOPIOBAaHHIMH
HelepeHOCUMOCTi GPYKTO3U HE CJIii 3aCTOCOBYBATU IIpemnapar.

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.

Bazimuicmy. HasBHI [aHIl oo 3acToCyBaHHA npenapaty Hosbra3a® BariTHUM XiHKaM BKa3yHOTh
Ha BifCyTHICTh eMOpioHaIbHOI a00 PeTo/HeoHaTaIbHOI TOKCUYHOCTI IpenapaTy. Y TBapuH
crocTepiranacss pempooyKTHBHA TOKCHYHICTh. $IK 3amoO0iKHWIM 3aXif, CJTIi YHUKATH 3aCTOCYBaHHS
npemnapaTty Honbera3a® BariTHUM XKiHKaM.

I'oodysaHHs 2pydor. [locigKeHHS Ha TBapUHaX II0Ka3aJii eKCKPeIliio MaHTOIPa30i1y Y IpyaHe
MOJI0KO. HeocTaTHBO maHUX MO0 eKCKpellil TaHTONPa30Jly Y ITPyAHEe MOJIOKO JIIOOUHY, IPOTE IIPO
TaKy eKCKpeLlito nosigomisainu. He MoXHa BUK/IIOUAaTU PU3UK M1 HOBOHAPOAKEHUX/HEMOBJIAT.
PimmenHs npo NpuUNuHEHHS TOgyBaHHS I'PYAA0 ab0 MPUNMHEHHS/yTPUMaHHS Bif] TiKyBaHHS
npenapatoM Hosnbrnaza® noTpibHO npuiiMaTyl 3 ypaxyBaHHSAM KOPHUCTI Bifi TOAYBaHHS TPYALIO AT
OUTHHY 1 KOPUCTI Bif iKyBaHHA IpenapaToM Hompnasza® [oms XKiHKY.

depmuabHicmb. TTaHTOMPA30IT He MOPYIIyBaB GEPTUNBHICTD Y OOCTIMXKEHHIX Ha TBAPUHAX.



30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

[TanTOmpas3on He BIJIMBaE ab0 Ma€ Ay:Ke He3HaAYHUY BIIJIUB Ha IMIBUAKICTh peakllil Ipy KepyBaHHi
aBTOTpaHCIOpTOM abo iHmmmMMY MexaHizamMamu. HeoOxigHo 6paTu 40 yBaru MOXKIUBUHM PO3BUTOK
no0iYHMX peaklIliii, TaKuX SK 3allaMOpPOYEeHHs Ta po3/ianu 30py (ouB. po3min «[TobiuHi peakmii»). ¥
TAKUX BUIAKaX He CJIiJ] KepyBaTd aBTOTPAHCIOPTOM abo IpalfoBaTH 3 iHIMMMH MeXaHi3MaMu.

Cnoci6 3acmocyeaHHss ma do3u.

Honpnaza®, Ta6lIeTKH racTpope3ucTeHTHi mo 20 MT, CIlif npuitMaty 3a 1 TOOUHY [0 IO IiTuMu, He
PO32K0OBYBaTH Ta He MOAPiOHIOBATH, 3allMBaTH BOIOIO.

PexomenOosaHe 003Y8aHHA.

Ilopocai ma dimu 8ikom 8i0 12 pokis.

CuMnToMaTH4He JIiKYBaHHS racTpoe3odareanbHol pedtoKCHOI XBOPOOH.

PexomeHpoBaHa fio3a craHoBUTEL 20 Mr (1 TabrneTka) mpemnapary Honpmaza® Ha no0y. 3a3Buyai
CHUMIITOMH Iedil MUHAIOTh IPOTATOM 2-4 THXKHIB. fKII0 ILOTO TEPMiHY HEJOCTATHbLO, TiKyBaHHS
IIPOMIOBXKYIOTh IPOTSATOM HACTYIIHUX 4-X TUXKHIB. [Tic/ig 3HUKHEHHSI CUMIITOMaTUKY ii peluauBU
MOXKHa KOHTPOJIIOBATH, 3aCTOCOBYI0UHX 20 MTI IIpemapaTy 3aekHOo Big HeoOXigHOCTI.

TQI/IBaJ'[e HiKyBaHHﬂ Ta HQO@iJ’IaKTI/IKa QeLI,I/IEI/IBiB QG@HIOKC-G30@8T1T§Z.

II7s1 MOBrOTPUBAJIOTO JTiKyBaHHS MigTPUMYyo4da mo3a cTaHoBUTE 20 Mr (1 TabneTka) mpemapary
Honenasza® Ha 0oOy, pu 3arOCTPEeHHI 3aXBOPIOBAHHS MOXKIIHBe 30iNbIneHHs qo3u 0o 40 Mr Ha
mo0y. Y TakoMy BUIIaKy PEKOMEHOYEThCS IpuitoM TabmeTok Hombmnasa® 40 mr. ITicis yCyHeHHs
pPeluguBy 03y 3HOBY MOXKHa 3MeHIIUTH A0 20 Mr npenapaty Ha fo0y.

Hopocai.

[TpodinakTrKa BUPa30K IMIIYHKA Ta IBaHAOIATHIIAIIOl KAIIKHA, COPUYNHEHNUX ITPUHOMOM
HeceJIeKTUBHUX HECTEPOINHUX NMpOoTH3ananbHuX 3aco6iB (HI133) y mallieHTiB Tpynu PU3UKY,
sKi noBuHHI npurMaTtu HI133 TpuBanuy 4ac.

PexomeHfoBaHa fio3a cTaHoBUTEL 20 Mr (1 TabrneTka) mpemnapary Honpmaza® Ha no0y.

ITopyweHHA pyHKUilU neyviHKu. [TanieHTaM 3 TIKKUMU MTOPYIIEHHSIMA QYHKIIN Te4iHKY He CIIif
nepesuiyBatu go3y 20 mr (1 tabneTtka) Ha f00y.

ITopyweHHsA pyHKYilU HUpoK. TTamieHTy 3 IOpyIIeHHIMY QYHKIIiH HUPOK He TOTPeOyITh
KOPUTYBaHHS JO3H.

IlauieHmu AIMHbBO20 BiKY He TOTPe6YITh KOPUTYBAHHS TO3H.

Himu.



[Ipenapat He crnig 3aCcTOCOBYBaTH HiTSM BiKOM [0 12 pOKiB.

Ilepedo3yeaHHsi.
CuMnTOMHU epeno3yBaHHs HEBIOOM.

o3u mo 240 Mr mpu BHYTPIIIHbOBEHHOMY BBEIEHHI ITPOTSATOM 2 XBUIMH f00pe
nepeHocunucs. OCKimbKY MaHTOIPa30j EKCTEHCUBHO 3B’I3y€ThCcs 3 OilkaMu KPOBI, BiH He
BIHOCUTLCA [0 IIpelaparTis, 1[0 MOXKHA JIETKO BUBECTH 3a LOIIOMOTO0 Hiami3y.

Y pasi nepemo3yBaHHS 3 MMOSBOIO KIiHIYHKWX 03HAK iHTOKCHKAIllil 3aCTOCOBYBaTH
CUMIITOMATUYHY Ta IigTPUMYIOUy Tepalii. PekoMeHpaliil mono cruenudigyHol Teparil
HeMae.

ITo6iuni peakuii.

BunukHeHHS MOOIYHUX peaklIliii crocTepiranock y 61u3bko 5 % nanienTiB. HattuacTimi mo6ivHi
peaxtii - miapes i ronouu 6inb (61u3bK0 1 %).

Heb6axaHi epeKTH 3a 4aCTOTOI BUHMKHEHHS KJIaCcu(DiKyIOTh 3a TAKUMHU KATerOpisIMu: MyKe 4acTo
(= 1/10), gacto (= 1/100i < 1/10), mewacto (= 1/1000 i < 1/100), pimko (= 1/10000 i <
1/1000), nyxe pigko (< 1/10000), HeBimoMO (4acToTa He BU3HaUYeHa 3a HassBHUMU OAaHUMU).

3 60Ky Kpoei ma aimpamuyHoi cucmemu.

Pigko: arpanynouuTos.

IyxXe pigko: TeUKONeHisl, TPOMOOIUTOIIEHisA, TaHIIUTOIIEHI.

3 boky imyHHOI cucmemu.

Pigko: peakiii rinepuyTnuBocTi (BK/II0O4Ya0Yy aHadiTaKTUUHI peakilil, aHa(piTaKTUYHUH III0K).
Memabosizm ma po3sadu 06MiHY peyosuH.

Pigko: rinepminigemis i migBUIEHHS PiBHA MiNiAiB (TPUTIiLEpUAN, XOJIECTAPOI), 3MIiHK MacCH Tina.

Hesigomo: rimoraTpieMis, rimomaruiemist (ouB. po3min «OcoO0nMMBOCTi 3aCTOCYBAHHS»),
rimokablieMis’, Timokamemis.

ITcuxiyHi po3aadu.

HeuacTo: po3nagu cHy.

Pigko: menpecis (y ToMy 4uCIIi 3arOCTPEHHS).

IyxXe pigko: ge3opieHTanis (y TOMy YHCIIi 3aTOCTPEHHS).

HeBigomo: ramounHalis, CiiyTaHiCTh CBiTOMOCTi (0COOIMBO y MAIli€HTIB 31 CXUIIBHICTIO [0 JaHUX
PO37afiiB, @ TAKOXK 3aroCTPEHHS I[UX CUMIITOMIB y BUIIQMKY iX ITepedicHyBaHHS).



3 60Ky Hepsosoi cucmemu.

Heuacro: ronoBHu# 6inb, 3alIlaMOPOYEHHS.

Pigko: po3nmangu cMaky.

Hegigomo: mapecTesis.

3 60Ky opaaHis 30py.

Pigko: nmopy1ieHHS 30py/3aTyMaHeHHs 30Dy .

3 60Ky mpasHo20 mpakmy.

YacTo: nomninu 3 GpyHOanbHUX 3a103 (B0OPOSAKiCHI).

Heuacro: fmiapes, HynoTa, O110BaHHS, 3OYTTS XKUBOTA, 3aIl0pP, CYXiCTh y POTi, abmoMiHanbHuM Gifb i
IUCKOM(OPT.

3 6oky 2enamobisiapHoi cucmemu.

HeuacTo: mifBuIneHHS piBHSA Me4iHKOBUX (epMeHTIB (TpaHcaminas, g-I'T).

Pigko: nmigBuineHnHs piBHS Oinipybiny.

HeBigoMo: ypaxKeHHS TenaTOLUTIB, KOBTSHULA, TellaTOLe/I0JIIpHa HEJOCTAaTHICTh.
3 60Ky wkipu ma nidwKipHUX MKAHUH.

HeuacTo: mKipHi BUCUIIaHHS, €K3aHTeMa, CBepOixXK.

Pigko: KkpomuB’siTHKa, aHTi0HEBPOTUYHUM HAOPSIK.

Hesigomo: cuaapom CtiBeHca-[[K0HCOHA, cuHApPOM Jlalienna, MynbTU(HOPMHA EPUTEMA,
(GbOTOYyTNIUBICTE, MIATOCTPUY MKIPHUY YePBOHUM BOBYaK (OUB. Po3min «OcoOMMBOCTI 3aCTOCYBaHHS»).

3 6oky Kicmkogo-m’s3080i cucmemu ma cnoAy4HOi MKAHUHU.

HeuacTo: mepenomu cTerHa, 3am’acts, xpedTa (IuB. po3nin «OcobIUBOCTI 3aCTOCYBAHHS»).
Pigko: apTpanris, Mmianris.

HesifoMo: ca3m M’sa3iB’.

3 60Ky HUPOK ma ce4osudinbHOI cucmemu.

Hesigomo: iHTepcTuilianbHuii HeQPUT (3 MOKIJIMBUM PO3BUTKOM HUPKOBOI HEJOCTATHOCTI).
3 6oky penpodyKkmugHoi cucmemMu ma MO/A0YHUX 3d103.

Pinko: rinekomacris.

3azanvHi po3aadu.

HeuacTo: acTeHis, BToMa, He3OyKaHHS.



Pigko: nmigBuIeHHS TeMIlepaTypH TiNla, nepudepudHi HaOPSAKY.
L. l'inoxkanelieMiss ofHOYACHO 3 rimoMartieMiero.

2. Cna3M M’s13iB IK HACJIiIOK TOpPYIIeHHs 6alaHCy eleKTPOJIiTiB.

Tepmin npudamHocmi. 5 POKiB.
YMmoBH 30epiranssi.

30epiraTu nmpu TemnepaTypi He Buire 30 °C B opuUriHaNbHIN YIAKOBIIL OIS 3aXUCTY Bif [ii BOJIOTH.
30epiratu B HEOOCTYIIHOMY IJIS OiTEW MiCIIi.

VYnaxoBka.

I[To 14 Tabnetoxk y 6iictepi; mo 1 abo mo 2, abo 1o 4 6rmicTepu Y KAPTOHHIN KOPOOIIi.

Kareropis Bigmycky. 3a peLenTom.

BupoOHUK.
KPKA, n.m., HoBo Mecto, CiioBeHis/

KRKA, d.d., Novo mesto, Slovenia.

Micue3HaxoaKeHHsI BAPOOHHKA Ta MOTr0 ajijpeca MicCIisi IPOBaIXKeHHSs Tis/IbHOCTI.
[Imap’euika 1ecta 6, 8501 Hoso mecto, CnoBeHis/

Smarjeska cesta 6, 8501 Novo mesto, Slovenia.



