IHCTPYKUIA
AN1A MeANYHOr0 3aCTOCYBaHHSA /TIKapCbKOro 3acoby

KOHTPOJ/1OK2
(CONTROLOC?)

Cknag:

Aitoya peyosmHa: pantoprazole;

1 Tabnetka MiCTUTb 22,57 MIr NMaHTOMpPa30/y CEeCKBIrigparty HaTtpito (Lo ekBiBasieHTHO 20,0 mr
naHTonpasony);

[OMNOMI>KHI peqyoBuHU: MaHiT (E 421); HaTpito Kapb6oHaT 6e3BOAHWMIA; KPOCMoBI4OoH; noBigoH K
90; KasnbLjito CTeapar;

obonoHKa: rinpomeno3a2910; nosifgoH K 25; TutaHy aiokeng (E 171); 3anisa okeng xxoetnin - (E
172); nponineHrnikonb; MeTakpunaTHuiA cononimep (tun A); HaTpito naypuncynbdar; nonicopbar
80; TpUeTHULMTPAT; YOPHUIO KopnYHeBe (S-1-16530).

JlikapcbKa thopma. TabneTku racCTpope3snUCTEHTHI.

OCHOBHI (pi3VKO-XiMiYHi BNaCTWUBOCTI: XXOBTI, OBa/lbHi, ABOONYKNi TabNeTKM, BKPUTI N/IiBKOBOO
060/10HKOI0, 3 fAapaMu 6inoro abo Mavixe 6i10ro Konbopy. 3 MapKyBaHHAM KOPUYHEBUM
YOPHWU/IOM 3 OAHOr0 60KY: «P20x». MacTPOPe3NCTEHTHI TabNeTKN NOBUHHI 6YTW 0A4HAKOBOT opmy,
KO/MbOpY Ta po3Mipy.

dapmakoTepaneBTMYHa rpyna. 3acobu Ana NiKyBaHHSA KWUCMOTO3/IEXXHUX 3aXBOPHOBAHb.
IHri6iTopn NnpoToHHOT nomnu. MaHTonpason. Kog ATX A02B C02.

dapmakosoriyHi B1acTmBoOCTI.

dapmakognHamika. MexaHiam fii. MaHTonpason — 3amilweHnin 6eH3MMIAa30/, SKWUIA iHribye
CEKpeLito COMAHOT KWCMOTWM Y LWIYHKY LUISXOM CneumgiyHol 6/10Kagy MPOTOHHUX NOMM
napieTanbHUX KNITUH. [MaHTonpas3on TpPaHCHOPMYETLCA B aKTUBHY (OPMY Y KWUCIOTHOMY
cepefioBULL B NapieTanbHUX KNiTUHax, e iHrioye gepmeHT Ht-K+-ATda3sy, T06T0 610Kye
KIHLEBWIA eTan BUPOOGNEHHS COMAHOI KWUCOTW Y LINYHKY. IHribyBaHHA 3a1eXuTtb Bif [03K Ta
MPUrHivyye AK 6asanbHy, TakK | CTUMY/IbOBaHY CEKPeLild KWCMOTW. Y 6ifbLIOCTI NauieHTiB
CUMMTOMU 3HMKAKOTb MPOTArOM 2 TUMXKHIB. 3aCTOCYBaHHS MaHTOMNPa3ony, AK i IHWKX iHriGiTopiB
npoToHHOI nomnu (IMM) Ta iHri6iTopis Hy-peLenTopiB, 3HWXKYE KACNOTHICTb Y LLUYHKY i, TAKUM
YMHOM, 30iNbLUYE CEKpeLito racTpuMHy MPONOPLINHO A0 3MEHLUEHHSI KMCNOTHOCTI. 36i/bLUEHHS
cekpewii racTpuHy € 060poTHMM. OCKIfNIbKN NaHTONPa3os 3B’A3Ye (PEPMEHT AUCTaIbHO BiAHOCHO
KNITUHHOrO peLenTopa, BiH MOXe iHribyBaTh CeKpeuito COMAHOT KUC/OTU HEe3aeXHOo Bij,
CTUMYNALIT IHLWMMMW peqyoBMHaMK (aLEeTUNXONMIH, FicTaMiH, racTpuH). EekT npu nepopasibHOMY
Ta BHYTPiLLHbOBEHHOMY 3aCTOCYBaHHI npenapaTy 0OAHaKOBUA.

3acTocyBaHHA MaHTOMpasony 36inbllye PiBHI racTpuHy Hatwe. [Mpy KOPOTKOCTPOKOBOMY
3aCTOCYBaHHI BOHW Yy OiNbLIOCTI BMNAfAKiB He MEPEBULLYHOTb BEPXHLOI MEXi HopMu. Y
pasi [JOBrOTPUBA/ION0 NiKYBaHHs PiBHI racTpuUHy Yy GiNbLIOCTI BUNAAKiB 3pOCTaloTh BABIYi. IX
HagMmipHe 36i/blUeHHA BMHMKAE Nvlle Yy MNOOAMHOKUX BUMNagkax. HAK Hacnifok, iHogi npu
[OBroTpUBA/IOMY JliKyBaHHI CMoCTepiraeTbCs cnabke abo MomipHe 36iNblUeHHS CheuugivuHnX
eHAOKpMHHUX (ECL) KNiTUH y WnyHKY (MogibHo Ao afeHoMaToigHoi rinepnnasii). OgHak, 3rigHo
3 MpOBEAEHWMM Ha [aHWWA MOMEHT AOCMIIKEHHAMWU, YTBOPEHHA KNITUH-NONepeLHNKIB
HeMPOEeHAOKPUHHMNX NYX/IMH (aTuno.a rinepnnasis) abo HeMPOeHAOKPUHHMX MYX/IMH LUYHKA, AKi
Oyno BUSABMEHO Y JOCILKEHHSAX Ha TBapuUHaX, Y NtOfei He cnocTepiranocs.

3 ornagy Ha pesynbTaTth AOCAiMKeHb Ha TBapuHAX, HE MOXHa MOBHICTHO BUK/IOUUTU BMIUB
[oBrotTpmeanoro (6iniblie OAHOro POKY) NMiKyBaHHA MaHTOMPA30/I0M Ha eHAOKPVHHI napameTpu
LWMTOBUAHOT 3a/103M1.

Ha thoHi NnikyBaHHS aHTUCEKPETOPHUMM NiKapCbKUMM 3ac06aMun piBeHb racTpuvHy B CUMPOBATL
KpOBI 3pocTae Yy BifnoBigb Ha 3HMXEHHS CceKpeuil Kucnotu. KpiMm TOro, yepes 3HWKEHHSA
KMCNOTHOCTI LWYHKa MigBULLYETLCS piBeHb XpomorpaHiHy A (CgA). MigsuieHnin piseHs CgA



MOXE BMAMBaTW Ha pe3ynbTaTy AOCNIMKEHb MNPW AiarHOCTMLI HEMPOEHAOKPUHHUX MYX/IUH.
HasBHi ony6nikoBaHi faHi cBigyaTb Npo Te, WO NiKyBaHHA iHri6iTopaMn NPOTOHHOI NOMNN Chig,
MPUNUHATL NPOTArOM Mepioay BiA 5 AHIB [0 2 TMXKHIB L0 BUMIptoBaHb piBHA CgA. Lle fae 3mory
piBHIO CgA, aKuiAi MoXe OyTW XMOHO niABuLLeHUM nicna nikyBanHs IMM, noBepHyTWUCS B
AianasoH HOpMasIbHNX 3HaYeHb.

dapmakokiHeTuKa. BCcMOKTYBaHHA. [MaHTONPa3os BCMOKTYETbCA LUBMAKO, a MaKCcvMasbHa
KOHLLeHTpaLis B MaasMi JOCAraeTbCA BXe MiCNs O4HOKPATHOro nepopasibHOro mpuiomy Ao3u
20mr. B cepegHbOMy 4epe3 2-2,5rogvHM Micnd NPUAOMY [OCAra€TbCs  MaKCUMaslbHa
KOHLEHTpauis B cupoBaTui Ha piBHI 6/M3bKo 1-1,5 MKr/MA; KOHUEHTpauisa 3aMwaeTbes
NoCcTiHOK nicns 6araTopa3oBoro npuiniomy. ®apMakoKiHETUYHI BMAaCTUBOCTI He 3MiHIOKTLCSA
nicns 04HOPa3oBOro YM NOBTOPHOro Npuitomy. B giana3oHi go3 Big 10 o 80 Mr hapMaKoKiHETVKa
MaHToNpasony B Masmi 3a/MLAETLCS NiHIAHOK K MNPV NepopasibHOMY MPUIAOMI, TakK i npw
BHYTPILLUHbOBEHHOMY BBefEeHHi. BCcTaHOBMEHO, WO abcontoTHa 6i0f0CTYNHICTL NaHTONPasosny B
TabneTkax CTaHOBUTb 6/M3bKO 77%. OfHOYacHUA npumitom ki He BrmeBae Ha AUC (nnowa nig
KPVBOIO «KOHLIEHTpALif-4ac») UM MakKCUMasibHy KOHLEHTpaLito B cMpoBaTLi, a BignoBigHo, i Ha
6iofocTynHicTb. Mpyn ogHOYACHOMY NPUIOMI TKi 36iNbLLYETLCS NNLLIE BapiaTUBHICTb NaTEHTHOrO
nepiogy.

Po3nogin. 3B’a3yBaHHs NaHTOMNpas3ony 3 Ginkamy CUpPOBaTKM CTaHOBUTb 6113bKO 98%. O6’em
po3noginy cTaHOBUTL 6113bKo 0,15 n/kr.

BioTpaHcdopmauis. PeyoBrHa MeTaboNi3yeTbCA Maidke BUKOYHO Yy MediHui. OCHOBHUM
MeTaboNivYHUM LINAXOM € AeMeTUNyBaHHS 3a gornomoroto CYP2C19 3 nofanbuior cynb(aTHo
KOH’toraujieto; 4o iHWNX MeTaboNivyHMX LWNAXIB HANEXUTb OKMUCNeHHS 3a gonomoroto CY P3A4.
BuseaeHHs. KiHueBuid nepiog HaniBBMBEAEHHS CTaHOBUTb 6/1M3bKO 1 roguHu, a KnipeHc — 0,1 n
[rog/kr. bByno BigMiYeHO fekinbkKa BUMNafKIiB 3aTPUMKW BMBefeHHS. BHacnigok cneumdivyHoro
3B’i3yBaHHA  MaHTONPasofnly 3  MNPOTOHHUMK  MOMMamy  MapieTalbHUX  KNITUH  nepiog,
HaniBBMBEAEHHA He KOpentoe 3 Habarato [OBLUOK TpuBanicTo Ail (iHribyBaHHA cekpeuil
KNUCNOTHN).

OcHOBHa YacTvHa MeTaboniTiB MaHTOMNPasony BMBOAUTLCA i3 ceuveto (6/m3bko 80%), peluTa
BMBOAUTLCA 3  KasioM. OCHOBHMM MeTaboniToM $£K B cupoBaTui, TaKk i B Cedi €
[AEeCMETUNNAHTONPa3o, KOH’HOroBaHuin 3 cynbgatom. [lepiog HaniBBMBEAEHHA OCHOBHOIO
metabonity (61m3bko  1,5rofAuHK)  HeHabaraTo MepeBuLLyE Mepiof — HariBBMBEAEHHS
naHTonpasony.

Oco6mBI rpyny nawieHTiB.

MoBinbHI MeTabonizaTopu. bnnsbko 3% eBponeiiLiB MatoTb HU3bKY (DYHKLiOHa/IbHY aKTUBHICTb
(epmeHTy CYP2C19; iX Ha3vBaloTb MOBiNbHUMU MeTabosizaTopaMn. B opraHiamax Takux ocib
meTaboniam naHTonpasosny, MMOBIPHO, FOMIOBHUM YMHOM KaTanidyetbcs hepmeHToM CYP3A4.
Micna  npuitomy ofHiel fgo3n 40Mr naHToOMpasony  cepedHs  nnouwa, obMmexeHa
(hapMakoKIHETUYHOK KPUMBOK «KOHLEHTpaLia B mnasmi — 4ac», 6yna npubnusHo B 6 pasis
6iNbLUOK Y MOBINbHUX MeTabonis3aTopiB, HXX Yy 0Ci6, fKi MatTb (YHKLIOHaNIbHO aKTUBHWI
thepmeHT CYP2C19 (wBnaki metabonizatopmn). CepeaHs nikoBa KOHLUEHTPALi B Mna3mi 3pocna
nprban3Ho Ha 60%. Lii pe3ynbTaTvi He BNIMBaKOThL Ha [03YBaHHSA NMaHTONPasony.

MopyLleHHsT  (OyHKUIT HUPOK. PekomeHAauii LWOAO 3HVWDKEHHA [03M NPW  NPU3HAYEHHI
MaHToMpasony nauieHTam 3i 3HVKEHOK (PYHKUIE HUPOK (Y TOMY YMCNi nauieHTam Ha gianisi)
Hemae. AK i B 300p0oBUX LOOPOBO/ILLIB, NEPIOS, HaMiBBUBEAEHHS NAHTOMPAa30/y B HAX € KOPOTKUM.
[LianisytoTbCca nue [y>Ke HeBenuKi KiIbKOCTI naHTonpasony. lMonpu Te, WO B OCHOBHOIO
MeTaboniTy MOMIPHO TPMBa/SIMIA Mepiof HaniBBUBEAEHHS (2—3 roAvHK), BUBEAEHHS BCE OAHO €
LUBMAKUM, TOMY KyMYNALiT He BiAOyBa€eTbCs.

MopyLueHHs yHKLIT NeviHKK. Xoya 'y nauieHTIB i3 LMpo3om nediHkm (knacu A Ta B 3a Wwkanoro
Yaiinga — M°10) nepiog HaniBBMBeAEHHS 3pocTae Ao 3—6 roanH, a AUC 36inbLuyeTbes B 3-5 pasis,
MaKCMMa/lbHa KOHLEHTpauis B cupoBaTLi 36i/bLIYETHCA MLLIE HE3HAYHUM YMHOM — Y 1,3 pasa
MOPIBHSHO 3 TAKO0 Y 340POBUX J0O6POBOSILLLIB.

MauieH TV NiTHLOro BiKy. HesHauHe 36ibluieHHss AUC Ta Cipax Y [L06POBONBLIB NITHHOMO BIKY Y
MOPIBHAHHI 3 Bi/bLL MOMIOAMMYN JOOPOBO/bLAMM TAKOXK He MA€ K/IHIYHOTO 3HAYeHHS.

[iTu. Micna ogHopa3oBoro npuitomy o3 20 abo 40 Mr naHTonpasony nepopanbHo, AUC Ta
Cinax Y LiTeld BikoM Bifi 5 0 16 poKiB 3HAXOAWUNINCA B MEXaX BifMOBigHWNX 3HaYeHb Y AOPOC/MUX.




[Micna ofHOPa30BOro BHYTPILUHLOBEHHOIO BBeAEHHS maHTonpasony B fo3ax 0,8 abo 1,6 mr/kr
AITAM BIKOM Biff 2 A0 16 pokiB He O6yno BiAMIYEHO 3HAYMMOrO 3B’S3KY MK K/ipeHCOM
naHTonpasony 1 Bikom abo macoto Tina nayieHta. AUC Ta 06’em po3noginy BiAnoBifanm Takum y
[0pOC/NX.

KniHiYHI XapaKTepucTUKM.

Noka3aHHS.

LJopocni Ta giTu BikoM Bif, 12 pokis..

- CuMnTOMaTUYHe NiKyBaHHA ractpoesodareasibHol ped)ItoKCHOT XBOPOOU.

- TpuBane NikyBaHHA Ta NpoMinakTnKa peunaneis pedntokc-e3odarity.

[Jopocni.

- [MpothinakTKa YTBOPEHHS BUPa3KM LWYHKa Ta [ABaHaAUATMNANOl KWULLKW, CIPUYMHEHOT
NMPUAOMOM HECENEKTUBHUX HECTEPOIAHMX NpoTu3ananbHUX 3acobiB (HIM33) y nauieHTiB rpynm
PU3KKY, AKi NOBWHHI 3acTocoByBaTn HIM33 npoTarom TpnBasioro vacy.

MpoTwunokasaHHs. MigsuileHa YyTAUBICTb [0 aKTMBHOI PEYOBUHM, MOXiAHWMX GeH3MMmigaszony
abo 6yb-AKOro KOMMNOHEHTA npenapary.

B3aemogis 3 iHLIMMK NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3aEMOSIN.

Jlikapcbki 3acobm, abcopbuis AKMX 3ane>XnTb Bif pH. YHacnifoK NoBHOro Ta JOBroTpMBasioro
iIHribyBaHHA cekpeLii CONAHOT KUC/IOTX NaHTOMPas3o/l MOXe BM/MBATW Ha abcopoLito npenapaTis,
ON19 AKX 3HAYeHHSA pH LLTYHKOBOI 0 COKY € BaXK/IMBUM (DaKTOPOM iX 6i040CTYMHOCTI (Hanpukniag,
JesaKNX NpoTUrprubKoBKX MpenapartiB, TakUX AK KETOKOHA30/l, iTPaKoHa30/, No3akoHasos, abo
IHWINX NpenapaTiB, TaKUX K epOTUHIO).

IHri6iTopn npoTeasn BIJl. He pekoMeHALYeTbCA CyMiCHE 3aCTOCyBaHHA MaHTonpasony 3
iHridiTopamn npoTeasn BIJT (Takumy §K aTasaHaBip), abcopoLuis AKUX 3aneXunTb Bif
BHYTPILUHbOLLUTYHKOBOTO pPH, 4Yepe3 CyTTeBe 3HMXKEHHSA T1X 6iofoCTynHocTi (AuB. po3ain
«OC06/MBOCTI 3aCTOCYBAHHSA»).

AKWO, KON CYMICHOr0o 3acTOCyBaHHA iHri6iTopiB npoteasn BIJT 3 iHri6iTopamMy NpOTOHHOI
MOMMNN He MOXHA YHUKHYTW, PEKOMEHLYETbCA PeTelbHUN KNiHIYHWIA MOHITOPUHT (Hanpukiag,
BIPYCHOIr0 HaBaHTaXeHHs). He cnig nepesuwlysaty fo60BY fo03y naHtonpasony 20 mr. Moxe
BUHUKHYTWN HEOOXiAHICTb KOpUryBaHHS 403K iHribiTopiB NpoTeasun BIJ1.

KymapvHoBi aHTvKoarynsaHTu (peHnpoKyMOH i BapdhapuH).

CyMiCHe 3aCTOCyBaHHA MaHTOMpasosny 3 BapgapMHOM abo (DEHMPOKYMOHOM He BMMBA/IO Ha
(hapMakoKiHETVKY BapapuHy, (eHNpokKymoHy abo Ha MHI (MiXXHapo4HMIA HOpMani3oBaHWi
iHAekc). OaHak noBigoMnanock Npo nigsuviieHHs MHI Ta NogoBXeHHA NPOTPOMOIHOBOIO Yacy y
nauieHTiB, SiKi cymicHo 3acTtocoByBanu I Ta BapdapuH ab6o heHNpoKymoH. MiasueHHs MHI
Ta NOAOBXEHHSA NPOTPOMOIHOBOIO Yacy MOXYTb MPU3BECTU L0 PO3BUTKY MATOMNOriYHOI KPOBOTEYI
Ta HaBiTb A0 cMepTi. TOMy Yy pa3si TaKoro CymiCHOro 3acToCyBaHHS He06XigHMIA MOHITOpUHI MHI
Ta NPOTPOMOIHOBOrO Yacy.

MeToTpekcaT. MoBigoMnAnoCs, WO O4HOYACHe 3aCTOCYBaHHS BWMCOKUX [03 METOTpeKkcaty
(Hanpwknag, 300 Mr) Ta iHri6iTOPiB NPOTOHHOT NOMMK 36iMbLUYE PiBHI METOTPEKCaTy B KPOBi Y
[eaKnx nauieHTis. MNMawieHTam, AKi 3aCTOCOBYHOTb BUCOKI [031 METOTPEKCATY, HanpuKag, Xsopum
Ha pak abo ncopias, peKOMeHLYETHCA TUMYACOBO MPUMUHUTK JTIKYBaHHSA NaHTOMPa30/IoM.

IHWi B3aemopii. lMaHTOMpa3on 3Ha4YHOK MIPOK MeTabonNi3yeTbCA B MeYiHUi Yepe3 cuctemy
(bepmeHTIB umMTOXpoMYy P450. OCHOBHUIA LUIAX MeTaboniaMy — AeMeTu/yBaHHS 3a LOMOMOroH
CYP2C19, iHwWi MeTabonivHi WNSAXM BKNOYAKOTL OKUCHEHHS epmeHTOM CY P3A4. [locnigKeHHs
3 NiKapcbKUMK 3acobamu, SiKi TaKoX MeTabosi3ytoTbCs 3a AOMOMOror LUMX LWISXiB, TaKUMU AK
KapbamaseniH, fiasenam, rnibeHknamif, Hiegunid Ta nepopasibHi KOHTPaLENTMBK, AKi MICTATb
NEeBOHOPrecTpen i eTUHINECTPasion, He BUABUAN KNiIHIYHO 3HAYYLLIMX B3aEMOZIN.

He MO>KHa BUK/IHOYATU B3aEMOAIH0 NAHTOMPasosy 3 iHWWMKU npenapatamu, aki MeTabonisyoTses
yepes LK XK (PEPMEHTHY CUCTEMY.

Pe3ynbTaTy Liforo psay AoChimKeHb WOA0 MOX/IMBUX B3aEMOLIN BKa3y0Tb, LLIO NaHTONPasos He
BN/IMBAE Ha MeTabosi3M aKTUBHUX PEYOBMH, WO MeTabonidyroTbecs 3a gonomorowo CYP1A2
(Hanpuknag, kodeiHy, TeodiniHy), CYP2C9 (Hanpuknaf, nipoKcukamy, [AUKNOGeHaKy,



HanpokceHy), CY P2D6 (Hanpuknag, metonponony), CYP2EL (Hanpuknag, eTaHony), He BNMBae
Ha p-rNiKonpoTeiH, L0 acoLit0ETLCA 3i BCMOKTYBAHHAM AUTOKCUHY.

He B1ABNEHO B3aEMOAIT 3 04HOYACHO NPU3HAYeHNMY aHTaunaaMu.

MMpoBefeHO [OCNI[KEHHA B3aEMOAIT MaHTOMpasosy 3 OLHOYACHO MPU3HAYEHUMU MEBHUMM
aHTUBIOTUKaMK (KNapUTPOMILMH, METPOHIAA30/, aMOKCUUUAiH). KNiHIYHO 3HaYyLmMX B3aEMOLil
MK UMK npenapaTamm He BUAB/IEHO.

Jlikapcbki 3acobu, Wwo iHribytoTb abo iHaykytoTb CYP2C19. IHri6iTopy CYP2C19, Taki fK
(bnlyBOKCaMiH, MOXYTb 36i/blUyBaTU CUCTEMHWIA BMAMB MaHTonpasony. Chnig  posrnsHyTH
HeoOXIAHICTb 3HWKEHHSA L03W npenapaty A1 nauieHTiB, AKi OTPUMYIOTb AOBroTprBasly Tepanito
MaHTOMpas3o/NoM Y BUCOKMX Ao3ax, Ta A1 MauieHTiB i3 MOPYLUEHHAMU QYHKUIT MeYiHKN.
IHoyKTOpU (hepmMeHTiB, Wo BrnvealoTs Ha CYP2C19 ta CYP3A4, Taki aK pugamniunH Ta
3Bipo6ili 3BmyainHuiA (Hypericum perforatum), MOXyTb 3H/KYBaTV N1a3mMOBY KOHLEHTpaLito 1M1,
AKi MeTaboni3yrTbCs Yepes Li (PEPMEHTHI CUCTEMMN.

Oc06/1MBOCT i 3aCTOCYBaHHS.

MopyLUeHHs PYHKLUIT NediHKK. MalieHTam i3 THKKUMK NopYLUEeHHAMM (YHKLIT NeviHK1 HeobXigHO
PErYNAPHO KOHTPO/IIOBATY PiBEHb NEYiHKOBMX (hepMeHTIB, 0CO6AMBO Mif Yac [4OBroTpuBasioro
NiKyBaHHA. Y pa3i NigBWLLEHHS PIBHS MEYIHKOBUX (PEPMEHTIB NliKyBaHHA npenapaToM Heo6XigHo
NPUIMHATK (AMB. po3ain «Crnocib 3acToCyBaHHS Ta [03U»).

CyMmicHe 3acTocyBaHHA 3 HIM33.

3acTocyBaHHs npenapaTy KoHTponok®, Tabnetku no 20 Mr, Ans NpoginakTUK1 BUPa3KH LLITyHKa
Ta [ABaHaAUATUNANOT KWULWIKW, CRPUYMHEHUX npuiiomom HIM33 foBruidi yac cnif o6mexuTu
nawieHTamu, AKi CXUbHI [0 YaCcTUX 3aroCTPeHb BMPa3KY LUMYHKA Ta ABaHaAUATUNANOT KULLKW.
OuiHKa PpiBHA pPU3NKY MNPOBOAUTLCA 3 YpaxyBaHHAM IHAMBIAYa/IbHUX (aKTOpPIiB PU3KKY,
BK/ItOYaKOUM BiK (> 65 POKiB), aHaMHe3 pO3BUTKY BMPa3Ky LUTyHKa abo ABaHAAUATUNAN0T KULLIKK,
a TaKOX LLITYHKOBO-KMLLIKOBUX KPOBOTEM.

3N0AKICHI HOBOYTBOPEHHA LWyHKa. CMMITOMATUYHA BIANOBIAb HA 3aCTOCYBaHHA MaHTOMNpasony
MOXE MacKyBaTU CUMMTOMU 3/108KICHUX HOBOYTBOPEHb LUMYHKA Ta BiATEPMIHOBYBaTM iX
AiarHoCTMKY. Tpn HasiBHOCTI TPMBOXHWUX CUMNTOMIB (Hanpukiag, CyTTEBOI BTPATU Mmacu Tina,
nepiogu4HoOro 6/1t0BaHHSA, aAvcgarii, 6/110BaHHSA i3 KPOB’H0, aHeMIl, MefieHn), a TakoX npu nigospi
ab0 HasBHOCTI BMpPa3KK LLMYHKA MNOTPIOHO BUKIKOUMTY ICHYBaHHS 3/108KICHOIO NPOLIecy.

AKWO cMMNTOMK 36epiraloTbCs NPU afeKBaTHOMY JliKyBaHHI, HEOb6XigHO NPOBeCcTU [Lo4aTKOBe
06CTEXEHHS.

IHri6iTopn npoTeasn BIJ/l. He pekoMeHAYeTbCA CyMiCHE 3aCTOCyBaHHS MaHToOMpasony 3
iHribiTopamu npoteasn BIJ1 (Takumu 8K artasaHasip), abcopbuis AKUX 3a1eXuTb  Bif
BHYTPILUHbOLLU/TYYHKOBOTO pPH, 4Yepe3 CyTTeBe 3HMXKEHHS TX 6iofoCcTynHocTi (AuB. po3ain
«B3aemofis 3 iHLLMMK NIKaPCbKMMK 3aco6ami Ta iHLLI BUAM B3aEMOAIN).

Abcopbuia BiTamiHy Bqp. Y nauieHTiB i3 cuHapoMom 3onniHrepa — EnnicoHa Ta iHWMMK

rinepcekpeTopHYMM  NaTonoriYHMMKM  CTaHaMK, WO MOTPebyoTb TPUBAIOTO  NIKYBaHHS,
nmaHTonpason, fK i BCIi npenapatu, WO O10KyOTb BUPOONEHHSA COMAHOI  KWC/IOTK, MOXe
3MeHLLYBaT! BCMOKTYBaHHS BiTaMiHy B, (LiaHOK0GanamiHy) y 3B°A3KY 3 BUHUKHEHHSAM Tino- i

axnoprigpii. Lle cnig BpaxoByBaTV Y pasi 3HVWKEHOI Macu Tina y nauieHTiB abo HasBHOCTI
(haKTOPIB PU3NKY 3HVXKEHHSA MOrIMHAHHA BiTamiHy B, npu LOBrotpuBasioMy nikyBaHHi, abo

HasABHOCTI BIiAMNOBIAHMX KNIHIYHMX CUMMNTOMIB.

JloBroTpusane nikysaHHs. Mpy LOBroTpMBaSIOMY JliKyBaHHi, 0C06/1MBO Gifblie 1 poKy, NawieHTu
MOBWHHI 3HaXOAUTUCL Nif PErynspHUM Harnsa40Mm flikaps.

IHbeKUiT LUNYHKOBO-KMLLKOBOIO TPaKTY, CNpUuMHeHi GakTepisMmu. JliKkyBaHHS npenapaTom

KOHTPO/IOK® MOXe HEe3HaYHOK MIpOot MiABUILMTY PU3MK BUHUKHEHHS LLTYHKOBO-KMLLIKOBUX
iH(peKUin, cnprynHeHnx Takumm bakTepismn, K Salmonella i Campylobacter a6o C. Difficile.
lnomarniemia. Cnocrepiraincb BUMAAKW TSHKKOT FiMOMarHiemil y nauieHTiB, AKi OTpUMYyBau
INM, Taki 9K naHTOnpas3on, NPOTArOM He MeHLUEe TPbOX MicsAuiB, Ta B OiNbLIOCTI BUNaAKiB
MPOTAroM pPoKy. MOXyTb BUHWKHYTU Ta CMOYaTKy HEMOMITHO PO3BMBATMUCA CEPUO3HI KMiHIYHI
MposiBM TinOMarHiemii: BTOMa, TeTaHis, Aenipiin, CyAoMu, 3anamOpOYeHHs Ta LUIYHOYKOBa
apuTMmis. Y pasi rinomarHiemii B 6ifbLUIOCTI BMMaAKiB CTaH MauieHTIB MOKpaLlyBaBCsA Micns
3amiCHOT Kopurykoyoi Tepanii npenapatamy MarHito Ta npunuHeHHs npuitomy 1M1,



MauieHTam, fKi NoTpebyrOTb AOBroTpuBaiol Tepanii, abo nauieHTam, fKi npuimaroTs MM
OAHOYaCHO 3 [MroKCMHOM abo npenapatamu, WO MOXYTb CMAPUUYUHUTK TiNOMarHiemito
(Hanpuknag, AiypeTuku), NOTPIGHO BU3HAYATW piBEHb MarHito nepej novaTkom nikysaHHs 1M1 Ta
nepiognYHO Nif Yac NikyBaHHS.

Mepenomu KiCTOK. [oBroTpuBane NikyBaHHA (6inbie 1 poKy) BUCOKMMK [03aMW iHTi6GITOpIB
MPOTOHHOI MOMMU MOXe MOMIPHO 36iMbLUNTK PU3MK MepesioMy CTerHa, 3an’sacta Ta Xpe6bTa,
nepeBaXKHO Y MaLieHTIB /TITHLOr0 BiKy ab0 NPW HassBHOCTI IHLWMX (PaKTopiB pr3nKy. CnoctepexHi
AOCNIIKEHHS BKa3ylTb Ha Te, L0 3aCTOCYBaHHSA iHri6iTOPiB MPOTOHHOT NOMMN MOXE 36iNbLUNTN
3aralbHUN pu3nK nepenomis Ha 10-40%. [Oeski 3 HUX MOXYTb 6yTW O6YMOB/EHI iHLLUMMU
(hakTOpamu pu3mKy. MawieHTn 3 pU3NKOM pO3BUTKY OCTEONOPO3Y NOBMHHI OTPUMYBATU fliKyBaHHS
BIZANOBIAHO [0 AiH0UMX KNIHIYHMX PEKOMEHAALI Ta CNoXKmnBaTN AOCTATHIO KiNbKIiCTb BiTamiHy D i
Ka/ibLito.

MigrocTpuin LUKIPHWA YepBOHMIA BOBYAK. 3aCTOCYBaHHS IHFiGITOPIB MPOTOHHOI NOMMNK MOB’A3YH0Th
I3 AyXe pIAKAMU BMNafKaMy PO3BUTKY MiATOCTPOro LWKIPHOMO 4YepBOHOrO0 BOBYaKa. HKLLO
BUHWKAE YPaXKEHHSA, 0COOMMBO Ha AiNfHKaX, WO 3a3HalTb BMIMBY COHAYHOrO CBiT/a, i LUe
CYNPOBOKYETLCA apTpasirieto, NauieHTy Heo6XiAHO HeramHo 3BepHYTMCA [0 JiKaps, AKWiA
PO3rNsiHe HeOBXiAHICTb MPUMMHEHHs 3acTOCYBaHHs npenapaty KoHTPONOK®. BUHMKHEHHS
MiAroCTPOro LWKIpPHOro 4YepBOHOrO0 BOBYaKa Yy MaUieHTIB Mif 4ac nonepeaHboi  Tepanii
iHri6iTopaMun NPOTOHHOT NOMMU MOXeE NiABULLMTI PU3MK AOTO PO3BUTKY NPU 3aCTOCYBaHHI IHLLINX
IHriGITOPIB NPOTOHHOT MOMIMMN.

Bnnve Ha pe3ynbTaTy NabopaTopHNUX JOCNIAXKEHD.

MigBuLLeHWn piBeHb XpomorpaHiHy A (CgA) Moxe BNAMBATW Ha pe3y/bTaTh AOCNILKEHb Npu
[iarHoCTMLi  HEMPOEHAOKPUHHMX NyXnuvH. LLo6 YHWMKHYTM Takoro BrAMBY, NiKyBaHHS
npenapaTtoMm KoHTPonok® cnif TMMYacoBO MPUMUHWTU MPUHAMHI 3a 5 AHIB [0 NPOBEAEHHS
OuiHKN piBHA CgA (auB. po3gin «®apmakoguHamika»). AKwo piBHi CgA Ta ractpuHy He
MOBEPHYNNCA B [liana30H HOPMa/lbHUX 3Ha4YeHb MiCnf NOYaTKOBOr0 BUMIPIOBaHHSA, CNij NPOBECTH
MOBTOPHI BUMIPIOBaHHSA yepe3 14 AHIB Micns BIAMIHW NiKyBaHHSA iHIi6iTOpaMy MPOTOHHOT NOMMN.

3acTocyBaHHs Yy nepiof, BariTHOCTI abo rogyBaHHs rpyaato.

BariTHicTb. HasBHi paaHi LoA0 3acTocyBaHHA npenapaTy KoHTPonok® BariTHUM KiHKam
(npn6nnsHo 300-1000 noBigoOMMeHb MNPO pe3ynbTaTh BariTHOCTI) BKa3ykTb Ha BIACYTHICTb
embpioHasIbHOT abo (heTo/HeoHaTa/lbHOT TOKCUYHOCTI NpenapaTy. Y Xof4i AOCNiKeHb Ha TBapMHaX
crnocTepiranaca penpoayKTUBHA TOKCUYHICTb. AK 3an06iKHWIA 3aXif, CNif YHUKATW 3aCTOCYBaHHS
npenapaTy KoHTponok® BariTHUM >iHKaM.

"ofyBaHHA rpyanto. JOocnifXeHHs Ha TBapuHax MoKasan eKCKPeLito NaHTonpasosny B rpyaHe
MOJIOKO. HefloCTaTHbO [JaHMX W00 eKCKpeLil NaHTonpasosny y rpyaHe MOOKO NOAUHK, NpoTe
MpPo TaKy EKCKpPeLilo MOoBiLOMANOCL. He MOXHa BWMKIHOYATU PUSUK [L/19 HOBOHAPOKEHWUX
/HemoBNAT. PilleHHs NPO MPUMUHEHHS TOLYBaHHA TPYALI0 abo NPUMNUHEHHSA/YTPUMAHHSA Bif,
niKyBaHHs npenapaTomM KoHTPonok® noTpi6HO npuiiMaTy 3 ypaxyBaHHAM KOPUCTI Bifl roflyBaHHS
rPYAAL0 ANS AUTUHW | KOPUCTI Bif NiKyBaHHS npenapatoM KOHTPonok® ns XiHKu.
®epTUnbHICTb. MNaHToNpPasos He NopyLlyBas PEPTUSILHICTL Y AOCNIIKEHHAX Ha TBapUHaX.

30aTHICTb BNMBATM Ha LWBMAKICTbL peakuii Npu KepyBaHHi aBTOTPAHCMOPTOM abo iHLWUMK
mexaHizmamu. MaHTonpasosn He BNAMBae abo Mae Ay»e He3HaYHWUIA BNAMB Ha LWBMAKICTb peakuii
MpU KepyBaHHI aBTOTPaAHCMOPTOM abo iHWMMM MexaHisMamu. HeobxigHo 6GpaTv Ao yBaru
MOX/IMBUIN PO3BUTOK MOBIYHMX peakLili, TaKMX K 3anamopoyeHHs Ta po3nagmn 30py (AvB. po3gin
«[06IYHI peakuii»). Y TakMx BUMagKax He Cnif KepyBaTu aBTOTPAHCMOPTOM abo npautoBaTy 3
IHLIMMW MeXaHi3mamu.

Cnocib 3acTocyBaHHA Ta A03Mu.

KOHTPONOK®, racTpopesvCcTeHTHi TabneTku, cig npuiimati 3a 1 roguHy 0 iy LinMMu, He
PO3KOBYBATM Ta He NoAPIGHIOBATH, 3aMnMBaTH BOLOHO.

PekoMeH0BaHe [03yBaHHS.



Jlopocni Ta aiTv BikoM Bif 12 pokKiB.

CumMnToMaTUYHe NiKyBaHHS ractpoesoareasibHOT PeIFOKCHOT XBOPOOU.

PekomeH/j0BaHa [103a cTaHOBUTL 20 Mr (1 TabneTka) npenapaTy KoHTponok® Ha go6y. 3a3suyaii
CUMNTOMM MeYii MUHatTb MPOTATOM 2-4 TUXKHIB. HAKLIO LbOro TePMiHY HEL0CTaTHbO, /liKYBaHHSA
MPOLOBXYHOTb NPOTATOM HACTYMHUX 4-X TWXHIB. T1icng 3HUKHEHHS CUMNTOMATUKWU MOBTOPHY
NnosiBY CUMMTOMIB MOXXHa KOHTPO/IKOBATK, 3aCTOCOBYOUM 3a NoTpebu 20 mMr npenapaty 1 pas Ha
[o6y, npuiimatoun 1 Tabnetky, KoM Le HeobxigHo. [Mepexig Ha TpuBany Tepanito chif
PO3rNAHYTU Y BUMAAKY, KON He 3a6e3MnedyeTbecst 3a[0BiNIbHNIA KOHTPO/Ib CUMNTOMIB NpW Tepanii
3a notpeboto.

TpuBasie NiKyBaHHS Ta NPodiflaKTUKA PELMAMBIB pethatoKc-e3odariTy.

[na [LOBroTpuBasioro fikyBaHHA MigTpuMMytoda gosa ctaHoButb 20 Mr (1 tabneTtka) npenapaty
KoHTponok® Ha 106y, Npy 3aroCTPeHHI 3aXBOPHOBAHHS MOX/MBE 36i/bLLUEHHS 403K A0 40 M Ha
[06y. Y TakoMy BWMAAKy PEKOMEHAyeTbCs nNpuiiom Tabnetok KoHTponok® 40 wmr. Micns
YCYHEHHS peLunamBy L03Y 3HOBY MOXHaA 3MeHLINTM 10 20 Mr npenapary Ha Aooy.

Lopocni.

MpodinakTMKa BMPa3oK LWIYHKA Ta ABaHaAUATANAN0l KULIKKW, CMNPUYUHEHUX MPUAOMOM

HECENEKTUBHUX HECTEPOIAHMX NPOTM3anaibHUX 3aco6iB (HIM33) y nauieHTiB rpynu pusnky, sKi

NoBUHHI NpuiiMaTy HM33 TpyuBanuii Yac.

PekomeHz0BaHa 403a cTaHoBUTL 20 Mr (1 TabneTka) npenapaty KoHTponok® Ha go6y.
MopyLUIeHHsT PyHKLIA nediHku. MalieHTam 3 TSHXKKMMU NOPYLUEHHSMU (OYHKUIA NeYiHKK He cnif,
nepesuwysaty fo3y 20 mr (1 Tabnetka) Ha o6y .

MopyLIeHHsT (OyHKLIA HUMPOK. TlauieHTn 3 nopyLlleHHAMW (YHKLUIA HUPOK He MNOTpebytoTb
KOpUryBaHHS [03M1.

MauieHTW NiTHLOrOo BiKy He MOTPebyOTb KOPUTYBaHHSA LO3M.

AiTw. MNMpenapaT He peKOMeHAYETLCSA 3aCTOCOBYBATW LITAM BIKOM 40 12 pOKiB, OCKiSIbKM AaHi
L1010 6e3MneKn i edheKTUBHOCTI NpenapaTy ANs Liel BIKOBOT KaTeropii 06MexeHi.

Nepeno3yBaHHS.

CumnTOMM Nepesfo3yBaHHSA HEBIZOMI.

[o3n go 240 Mr npy BHYTPILUHLOBEHHOMY BBEAEHHI NMPOTArOM 2 XBU/WH [06pe nepeHocunucs.
OCKifIbKM NaHTonpasos1 eKCTEHCUBHO 3B’A3YEThCSA 3 Bi/IKamu, BiH He Ha/IeXXWTb A0 npenapaTis, Lo
Nerko BUBOAATLCA 3a ONOMOIOH0 Aianisy.

Y pasi nepefo3yBaHHA 3 MOABOK KNIHIYHMX 03HAK IHTOKCMKALT 3aCTOCOBYHOTb CUMMTOMATUYHY
Ta NiATPUMYOYY Tepanito. PekoMeHaLlili WWoao cneyudivHoi Tepanii Hemae.

Mo6iuHI peakuii.

BUHMKHEHHS NOGIYHNX peaKLii MOXKe 04iKyBaTUCh Y 6/1M3bK0 5% nauieHTiB. HayacTiwi nobiyHi
peakLuii — agiapes i rofoBHUIA 6inb (BUHMKaNM 6113bKO Y 1% navieHTiB).

HebaxkaHi eheKTI 3a YaCTOTOH BUHWMKHEHHS KNacU(IKYHTb 3a TaKUMW KaTeropisiMun: gyxe 4acto
(= /10), yacto (= /100 i < 1/10), HewacTo (= /1000 i < 1/100), pigko (= 1/10000 i <1
/1000), pyxe pigko (< 1/10000), HeBifOMO (4acToTa He BM3HaYeHa 3a HAABHUMMW JaHUMMK).

[ns BciX No6iYHMX peakuiil, Npo AKi MOBIAOMAANOCL Mif Yac MOCTMAPKETUHIOBOrO Mepiogy,
HEMOXX/IMBO BU3HAYUTIN YaCTOTY, TOMY BOHM 3a3Ha4at0TbCs 3 BKA3IiBKOK «4acTOTa HeBifoMax.

B mexax KOXHOI KaTeropii 4actotu MoOGIYHI peakuil 3a3HayeHi B MOPAAKY 3MEHLLUEeHHS
Cepino3HOCTI.

3 60Ky KpoBi Ta niMhaTUYHOT CUCTEMMU.

PiflKO: arpaHynoumnTos.

[y>Ke pifiKo: NeiiKoneHis, TPOMO0OLMTONEHIS, NaHLMTOMNEHIS.

3 60Ky IMyHHOT CUCTEeMM.

Pigko: peakuii rinepyyTanBoCTi (BK/HOUaKOUM aHad)iNakTUYHI peakuii, aHaginakTUYHWIA LWOK).
MeTaboniam Ta posnagu 06MiHy PeYOBuH.

Pigko: rinepninigemis i MiABULLEHHA PiBHA NiNigiB (TPUrniLepuan, Xonectmposn), 3MiHA Macu
Tina.

Hesigomo: rinoHatpiemis, rinomarHiemia (ame. po3gin  «Oc06/MBOCTI  3aCTOCYBaHHS»),



rinokanbLiemisl, rinokaniemis.

McmxivHi posnagn.

HeuacTo: po3naau CHy.

Pifko: genpecia (B TOMY YAC/i 3aroCTPeHHS).

Ly>xe pigko: aesopieHTauis (B TOMY YMC/i 3arOCTPEHHS).

HeBigomo: rantouuHalis, cnayTaHicTb CBigOMOCTI (0C06/MBO Y Maui€HTIB 3i CXW/BHICTIO [0
TaKMX Po3nafiB, a TAKOX 3aroCTPEHHS LMX CUMMTOMIB Y pasi IX nepefiCHyBaHHS).

3 60Ky HepBOBOT CUCTEMM.

HeuacTo: ronoBHwWi1 6inb, 3aNamMoOpPOYEHHS.

Pifko: po3nagm cMaky.

Hesigomo: napecresis.

3 60Ky opraHy 30py.

PifKo: nopyLUeHHs 30py/3aTyMaHeHHs 30py.

3 60Ky TpaBHOro TPakTy.

YacTo: noninu 3 hyHAanbHMX 3an03 (406posKICHI).

HeuacTo: giapes, HyoTa, 6/110BaHHSA, 34y TTH XMBOTA, 3arop, CyxicTb Y poTi, abaoMiHaIbHWiA 6iflb
I ANCKOMEOPT.

3 60Ky renaTobiniapHoi cUCTEMN.

HeuacTo: niaBLLEHHS PIBHA NeYiHKOBMX (hepMeHTIB (TpaHcamiHas, g-I'T).

PifKo: NigBULLEHHS piBHS BiNipy6iHy.

HeBifoMO: ypaxXeHHS renatoumTiB, XXOBTAHMLA, renaToLentonsapHa HeJoCTaTHICTb.

3 60Ky LUKIpW Ta NigWKIPHUX TKaHWUH.

HeuacTo: WKipHI BUCKMMAHHSA, eK3aHTEMa, CBEpOIX.

PifKo: KpOnuB’sAHKa, aHriOHEBPOTUYHNIA HABPSIK.

Hesigomo: cuHgpom CrTiBeHca—[)KOHCOHa, CWHApOM Jlailenna, MynbTU(OPMHA epuTeMa,
(hOTOUYTNMBICTb, NIAFOCTPUIA  LUKIPHUA YepBOHWI BOBYaK (AMB. po3gin  «Oco6MBOCTI
3aCTOCYBaHHSA»).

3 60Ky KICTKOBO-M’A130BOT CUCTEMM Ta CroMy4yHOT TKaHUHW.

HeuacTo: nepesiomu cTerHa, 3an’acts, xpe6ta (aue. po3ain «OcobMBOCTI 3aCTOCYBaHHA»).
PifKko: apTpanris, mianris.

Hesifomo: cnasm m’a3is2.

3 60Ky HMPOK Ta CeY0BUAINBbHOI CUCTEMM.

HeBigomo: iHTepcTULianbHUA HEPUT (3 MOX/TMBUM PO3BUTKOM HUPKOBOT HEAOCTATHOCTI).

3 60Ky penpoayKTUBHOT CUCTEMU Ta MOMOYHMX 3a/103.

PifiKO: riHeKoMacTis.

3aranbHi posnagu.

HeuacTo: acTeHis, BTOMa, HE3LYy>KaHHS.

PifKo: NigBULLEHHA TeMnepaTypu Tina, nepudepuyHi HabpsKu.

1 inoKanbLiemis 04HOYaCHO 3 rinomarHiemieto.

2 Cnasm m’si3iB fiK HacNifoK NopyLUEHHA 6anaHCy eneKTPoniTIB.

TepMiH NpUAaTHOCTI. 3 POKMU.

YMoBU 36epiraHHA. He notpebye cneuianbHUX yMOB 36epiraHHsa. 36epirat 'y HefoCTynHOMY
Ans gitei micui!

YnakoBka.llo 14 TabneTtoky 6nictepi; no 1 6nictepy y KapTOHHI KOPO6L.
KaTteropis Bignycky. 3a peLentom.

BupobHuk. Takega MM6X, Micue BMpobHMUTBa OpaHieHOypr, HimeyunHa / Takeda GmbH
Betriebsstdtte Oranienburg, Germany.

MicuesHaxo[pKeHHs1 BUPOOHMKa Ta WMOro agpeca Micusi MNPOBaMKEHHS AisiNIbHOCTI.
NeHiywTpacce 70-98, 16515 OpaHieHbypr, HimeyunHa / Lehnitzstrasse 70-98, 16515



Oranienburg, Germany.



