IHCTPYKUIA
AN1A MeANYHOr0 3aCTOCYBaHHSA /TIKapCbKOro 3acoby

KOHTPOJ/1OK2
(CONTROLOC?)

Cknag:

Aitoya peyosmHa: pantoprazole;

1 dpnakoH micTuTb 42,3 MIr naHTonpasony HaTpito (Lo ekBiBasieHTHO 40,0 Mr naHTonpasony);
[OMOMIXKHI PeHOBMHW: ANHATPILO efeTar, HaTPIto rigpoKcua,.

JNikapcbKa thopma. MopoLoK AN po3ynHy Ans iH’eKLil.
OCHOBHI (pi3nKO-XiMiYHi BNacTUBOCTI: CyXMi1 MOPOLLIOK Bif 6i10ro Ao 6inyBaToro Konbopy.
Po3BefieHWI1 pO34MH — NPO30PUIA XKOBTYBATUI PO3UH.

dapmakoTepaneBTMYHa rpyna. 3acobu Ana NiKyBaHHS KWUCMIOTO3/IEXHUX 3aXBOPHOBAHb.
IHriGiTopyn npotoHHOI nomnu. MaHTonpason. Kog ATX A02B CO2.

dapmMakosoriyHi BnacTmBOCTI.

dapmakoguHamika. MexaHiam pfii. MaHTonpason — 3amilleHnin 6eH3MIAa30/, KA iHribye
CEKpeLito CONAHOT KWCMOTW Y LWAYHKY LWASXOM cneumgiyHol 6/10KagM NPOTOHHUX NOMM
napieTanbHUX KMITUH.

MaHTONpa3on TPaHCHOPMYETLCA B aKTUBHY (POPMY Y KWUC/IOTHOMY CepefioBULLi B NapieTaibHUX
KniTuHax, fe iHrioye gepmeHT H+-K*t-ATdasy, T06TO 6710KyE KiHLEBWIA eTan BUPOGIEHHS
COMAAHOI KMCNOTW Y LUYHKY. IHTi6YBaHHA € [0303a/IEXXHUM Ta CTOCYETbCA K 06a3asibHOl, Tak i
CTUMY/IbOBAHOT CeKpeLii KUCMOTU. Y 6iNnblIOCTi MauieHTiB CUMNTOMW 3HWUKAKOTb MPOTAroM 2
TWXKHIB. 3aCTOCyBaHHS MaHTOMpasony, AK 1 iHWWX iHribitopis npotoHHoi nomnu (IMM) Ta
iHri6iTopis Hy-peLienTopis, 3HMKYE KUCNOTHICTb Y LUAYHKY i, TAKUM YMHOM, 36iNbLUYE CEKPELLit0
raCTpUHY NPOMNOPLINHO [0 3MEHLUEHHS KUCMOTHOCTI. 36ifblUeHHA CeKpewil racTpuHy €
060pOoTHMM. OCKi/fIbKM NAHTOMpPa3osN 3B’A3y€ (PEPMEHT [AUCTa/IbHO BiJHOCHO KNITMHHOIO
peuenTopa, BiH MOXe IHribyBaTV CEKpeLito COMAHOT KMCNOTU He3a/IeXHO Bif CTUMYNALIT IHLLIMMU
peyoBMHamMu  (aueTWnxosniH, ricTamiH, racTpuH). Edekt npu  nepopasbHOMy  Ta
BHYTPILLUHbOBEHHOMY 3aCTOCYBaHHI npenaparty O4HaKOBUIA.

3acTocyBaHHA MaHTOMpasony 36iMbluye PiBHI racTpuHy Hatwe. [Mpy KOPOTKOCTPOKOBOMY
3aCTOCyBaHHI BOHW Yy OiNbLIOCTI BUNAfKiB He MEPEBULLYOTb BEPXHbOI MeXi HopMu. Y
pasi [AOBroTPUBA/IOro NiKyBaHHs PiBHI racTpuUHy Yy 6ifbLIOCTI BUMAAKiB 3pOCTaloTh BABIYN. IX
HagMmipHe 36i/bLUeHHA BWHMKAE fvle Y MOOAMHOKUX BUMafkax. HAK Hacnifok, iHogi npu
[IOBrOTPMBa/IOMY NiKyBaHHI CMOCTepiraeTbCa crnabke abo MomipHe 36iNbLUEHHS CrieuugiyHmnX
eHLOKpMHHUX (ECL) KniTUH y WwnyHKy (NogibHo fo afgeHomaToigHoi rinepnnasii). OfHak, 3rigHo
3 NPOBeAEHVMU Ha [aHWA MOMEHT AOCNIKEHHSMU, YTBOPEHHS  KNITUH-NOMNEepesHNKIB
HeMPOeHAOKPUHHUX NYX/IMH (aTunosa rinepnnasis) abo HeMPOeHZOKPUHHMX MYX/IMH LUYHKA, AKi
6y N0 BUSIBNEHO Y AOCNIMKEHHAX Ha TBapUHaXx, y MtOAel He cnocTepiranocs.

3 ornagy Ha pesynbTaTv AOCNIfXKeHb Ha TBapuvHaX, He MOXHA MOBHICTHO BUKIKOYMTU BM/IVB
poBrotpusanoro (6inblie OAHOIO POKY) NliKyBaHHA MaHTONPa30/ioM Ha eHAOKPUHHI napaMeTpu
LWNTOBMAHOT 3a/1031.

Ha oHi niKkyBaHHS aHTUCEKPETOPHUMM NiKapCbKUMK 3acobamMun piBeHb FacTpUHy B CUpoBartLi
KpOBI 3poCTae Yy BIfMNOBigb Ha 3HMXEHHS cekpeuil Kucnotu. KpiMm TOro, yepes 3HWKEHHSA
KMCNOTHOCTI LUNYHKa NigBULLYETLCS PiBeHb XpomorpaHiHy A (CgA). MiasuuieHnii piseHb CgA
MOXE BMAMBaTW Ha pe3ynbTaTy LOCNILKEHb MpPW AiarHOCTULI HEMPOEHAOKPUHHUX MYX/IUH.
HasBHi ony6nikoBaHi faHi cBifyatb Npo Te, WO NiKyBaHHA iHri6iTopaMn NPOTOHHOI MOMNN CAig,
NPUNUHATL NPOTArOM Mepioay Bif 5 AHIB A0 2 TMXKHIB [0 BUMiptoBaHb piBHA CgA. Lle aae amory
piBHIO CgA, AKuUA MOXe OyTWM XMOHO niABuLLeHUM nicna nikyBaHHs IMM, noBepHYTUCS B
Aiana3oH HOPMaslbHUX 3HaYeHb.

dPapmakoKiHe TuKa.



dapmMaKoKiHETUYHI BNACTUBOCTI He 3MIHIOKTLCA NiCA 0AHOPA30BOro YK NOBTOPHOIO Npuitomy. B
Aiana3oHi go3 Big 10 go 80 Mr thapmakoKiHETNKA NaHTONPa30/1y B Nna3Mi 3a/IMWAETbCs NiHIAHO
K NPy NepopasibHOMY NPUIAOMI, TaK i NPy BHYTPILUIHbOBEHHOMY BBELEHHI.

Po3nogin. 3B’A3yBaHHS NaHTOMpasony 3 Ginkamy CUpPOBaTKM CTaHOBUTb O/1M3bKo 98%. O6’em
po3noainy — 6113bko 0,15 n/Kr.

BioTpaHcdopmauis. PeyoBrHa MeTaboMi3yeTbCAd Maidke BUK/IOYHO Yy MediHui. OCHOBHUM
MeTaboniyHUM LWNAXOM € fAeMeTunupyBaHHA 3a gonomoroto CYP2C19 3  nogasnbluoro
CyNb(aTHOK KOH’torauieto; [0 IHLIMX MeTaboNiYHUX LINAXIB HaNeXWTb OKUCMEHHA 3a
ponomoroto CY P3A4.

BueeaeHHs. KiHLEBWIA nepiof HaniBBMBEAEHHS CTaHOBUTb 6/1M3bKO 1 rognHu, a KiipeHc — 0,1 n
[rop/kr. byno BigMiveHO [eKinbka BUMAAKIB 3aTPUMKK BUBELEHHA. BHacnigok cneumdgiyHoro
3B’A3yBaHHA MaHTOMNPas3ofny 3  MPOTOHHUMK  MOMNamy  MapieTalbHUX  KNITUH  Nepiog,
HaniBBMBEAEHHA He KOpente 3 Habarato [OBLUOK TpuBanicTo Ail (iHribyBaHHA cekpeuil

K1CnoTw).
OcHOBHa 4YacTMHa MeTaboniTiB MaHToNpasosny BMBOAUTLCA i3 cedvetd (6/1M3bko 80%), peluTa
BMBOAUTLCA 3  KasioM. OCHOBHMM MeTaboniToM $£K B cupoBaTuli, TaK i B Cedi €

AECMETUNNAHTONPa30, KOH’HroBaHuin 3 cynbgatom. [epiog HaniBBMBEAEHHS OCHOBHOIO
meTabonity (6n13bko 1,5 roa) HeHabarato nepeBuLLYe Nepiog HarniBBUBEAEHHSA NaHTOMNPas3ony.
OcobnuBi rpynum NauieHTIB.
MoBinbHI MeTabonizaTopn. bAn3bko 3% eBpPONeNLiB MatoTb HU3bKY (DYHKLiOHaIbHY aKTUBHICTb
thepmeHTy CYP2C19; iX Ha3uBatoTb MOBINIbLHUMKU MeTabonizaTopamu. B opraHiamax Takux oci6
meTaboniam naHTonpasosny, MMOBIPHO, FOMIOBHUM YMHOM KaTanidyetbcs hepmeHTOoM CY P3A4.
Micna npuilomy  opHiel ao3n 40 Mr  naHTOnpas3only  cepefHa  nowa, obmexeHa
(hapMaKOKIHETUYHOK KPWMBOK «KOHLEHTpaLis B nnasMi — 4ac», 6yna npubnusHo B 6 pasiB
GifIbLLIOKD Y MOBISILHUX MeTabo/i3aTopiB, HXK y 0Ci6, AKi MatoTb (PYHKLIOHANbHO aKTUBHWIA
(hepmeHT CYP2C19 (wBnaki metabonizatopun). CepeHs nikoBa KOHLUEHTPaLifA B Mna3mi 3pocna
npuoénnsHo Ha 60%. LLi pesynbTati He BNAMBAKOThL Ha A03YBaHHA NMaHTOMNpasony.
MopyLieHHs  oyHKUIT HUPOK. PexkomeHAauil LIOA0 3HWKEHHS [03UM  Npu  NPU3HAYEHHI
NnaHToNpasony nawuieHTam 3i 3HMXKEHOK (YHKLiEt HUPOK (Y TOMY YMCNi nauieHTam Ha Aianisi)
Hemae. FK i B 340p0oBMX LOOPOBO/IbLIB, MEPIOA HaMiBBUBELEHHS NAHTOMNPAa30/y B HUX € KOPOTKUM.
[LianizyloTbCca Nvile Oy>Xe HeBenvKi KifIbKOCTi naHTonpasony. lonpu Te, WO B OCHOBHOMO
MeTaboniTy MOMIpHO TpuBanWiA nepiog HaniBBMBEAEHHS (2-3 rof), BUBEAEHHS BCE OAHO €
LUBUAKMM, TOMY KYMYNALIT He BifOyBa€eTbCA.
MopyLleHHsT (OYHKUIT neviHkK. Xoya y nauieHTiB i3 uMpo3oM nediHkn (knacm A Ta B 3a
Yaringom — M’°10) nepiog, HaniBeuBeeHHS 3pocTae Ao 7-9 roguH, a AUC 36inbluyeTbes B 5-7
pa3iB, MakCUMaslbHa KOHLEHTpaLif B CUPOBATL 30i/bLUYETLCA SINLLE HE3HAYHUM YMHOM — Y
1,5 pa3a — NOpiBHAHO 3 TaKOK Y 340POBMX LOOPOBObLB.
MauieH TV NiTHLoro Biky. HesHauHe 36ibluieHHA AUC Ta Cipgx Y £06POBONBLIB NITHLOMO BIKY Y
NOPIBHSAHHI 3 6iNbLL MONOANUMYM LOOPOBOMLLSAMMN TaKOX HE MA€E KiHIYHOMO 3HAUYEHHS.
[iTw. [icna ogHOKPaTHOro BHYTPILLHLOBEHHOIO BBEAEHHSA NaHTonpasosny B fo3ax 0,8 abo 1,6 mr
/Kr pitaM BiKOM Bif 2 A0 16 pokiB He 6yno BigMIYEHO 3HAYMMOrO 3B’SI3KY MK K/ipeHCOM
naHTonpasony i BikoM abo Macoto Tina nayieHta. AUC Ta 06’eM po3noginy BiAnosifann gaHum,
OAEepPXKaHuM Mif, vac AOCNiAKeHb 33 y4acTio J0POC/INX.

KniHiYHI XapaKTepucTuKM.

Noka3aHHS.

- Pedpitokc-e3odarir.

- Bupaska LwnyHka Ta ABaHaguaTUNanol KULLKK.

- CuHapom 3onniHrepa — EnnicoHa Ta iHLWI rinepcekpeTopHi NaToNoriyHi cTaHw.

MpoTurnokasaHHA. MMigBuLLEHa YyTIMBICTb [0 aKTUBHOI PEYOBUHU, NOXIAHMX BGeH3MMIga30ny Ta
Oy /ib-AKOr0 KOMMOHeHTa npenapary.

B3aemogisi 3 iHLLIMMW NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3aEMOIN.
Jlikapcbki 3aco6m, abcopbuis AKX 3ane>XnTb Bif pH. YHacnifgok NOBHOro Ta AOBroTPMBaioro



IHriOyBaHHA CeKpeLil CONAHOI KMCNOTK NaHTONpPasosl MOXe Br/MBaTh Ha abcopbLito npenaparis,
A9 AKX 3HAYeHHS pH LWTYHKOBOI 0 COKY € BaXX/IMBUM (DaKTOPOM iX 6i040CTYMHOCTI (Hanpuknag,
[edaKnX NpoTUrprbKoBKX Mpenapartis, TakKUX AK KETOKOHAa30/l, ITPaKoHa30/, Nno3akoHasosn, abo
IHLWNX NpenapaTis, TaKUX SK ep/IOTUHIO).

IHri6iTopn npoTeasn BIJl. He pekoMeHAYeTbCA CYMiCHE 3aCTOCyBaHHA MaHToOnpasony 3
iHribiTopamn npoteasn BIJ1 (Takumu aK  artasaHasip), abcopbuis AKUX 3aneXuTb  Bif
BHYTPILUHbOLLUTYHKOBOIO pPH, 4Yepe3 CyTTeBe 3HMXKEHHS TX 6iofoCcTynHocTi (AuB. po3ain
«OCc006MBOCTI 3aCTOCYBaHHS).

AKLWO CYMICHOIO 3aCTOCyBaHHS IHri6ITOpiB npoTeasn BIJ1 3 iHribiTOpamMy NPOTOHHOT NOMMN He
MOXHa YHUKHYTU, PEKOMEHAYETLCA PETENbHUIA KNIHIYHWMIA MOHITOPUHI (Hanpuknag, BipyCHOro
HaBaHTaXeHHs). He cnig nepesuilyBat f060BY f03y naHTonpas3ony 20 mr. Moxe BUHUKHYTK
HeoOXIAHICTb KOPUIyBaHHS [03u iHri6iTopiB npoTeasn BIJI.

KymapuHoBi aHTuKoarynsaHTu (heHNPOKYMOH i BapapuH).

CymicHe 3acTocyBaHHA MaHTonpasosny 3 BapdapuHOM abo (EeHMPOKYMOHOM He BM/IMBA/IO Ha
(hapMaKOKIHETUKY BapgapuHy, ¢eHnpokymoHy a6o MHI  (MiKHapoAHMIA HopMani3oBaHWi
iHAekc). OpHak nosigomsnock Npo nigsuweHHs MHI Ta nogoBXeHHs NPOTPOMBIHOBOTO Yacy y
nauieHTIB, fKi CymicHO 3actocosysanu I Ta BapdapuH abo heHNPoKymoH. MigsuweHHs MHI
Ta NOJOBXEHHSA MPOTPOMOIHOBOI0 Yacy MOXXYTb MPU3BECTU L0 PO3BUTKY MATOMONYHOT KPOBOTEYI
Ta HaBiTb CMepTi. Y pasi Takoro CyMiCHOro 3acToCyBaHHSi Heo6XifHWA MoHiTopuHr MHI Ta
NPOTPOMOGIHOBOIO Yacy.

MeToTpekcaT. MoBigoMnsAnocs, WO Of4HOYaCHe 3aCTOCYBaHHS BWMCOKUX [03 MeTOTpeKkcaTy
(Hanpuknag, 300 Mr) Ta iHri6iTOpPiB MPOTOHHOT MOMMK 30i/bLUYE PIBHI METOTPEKCATY B KPOBI Y
[edaKkuX nauieHTis. MNauieHTam, AKi 3aCTOCOBYHOTb BUCOKI 403U METOTPeKCcaTy, Harnpukiag, XBopum
Ha pak abo ncopias, peKOMeHALYETbCA TUMYACOBO NPUMUHUTK NTIKYBaHHA NaHTOMPa30/10M.

IHWi B3aemopii. lMaHTOMpason 3HAa4YHOK MIPOKD MeTabonNi3yeTbCA B MeYiHui Yepe3 cuctemy
(hepmeHTIB uuToxpomy P450. OCHOBHMIA LWNSX MeTaboMi3My — AeMeTUNNPYBaHHS 3a A0MNOMOroH0
CYP2C19, iHWi meTaboNiyHI WAAXM BKIOHYAOTL OKMCHEHHA hepmeHToM CY P3A4. JocnigKeHHs
3 NiKapCbKUMK 3acobamu, fKi TakoX MeTabosi3yroTbCa 3a AOMOMOrOK LMX LNAXIB, TAaKUMU K
KapbamaseniH, fiasenam, rnibeHknamif, HiheauniH Ta nepopasibHi KOHTPaUenTUBK, SKi MIiCTATb
NEeBOHOPrecTpen i eTUHINeCTPaaion, He BUSBMAN KNIHIYHO 3HAYYLLMX B3aEMOZIN.

He MO)KHa BUK/IHOUATX B3aEMOZIH0 NAHTOMPasosy 3 iHWKMKU npenapaTtamu, aKi MeTabonisytoTbes
yepes Lo X (PEPMEHTHY CUCTEMY.

Pe3ynbTaTvi Linoro pagy A0CNiKeHb LLOLO MOXIMBUX B3aEMOZiN BKa3ytOTb, LLIO NMAHTOMPa3on He
BN/MBaE Ha MeTabosli3M aKTMBHUX PEYOBMH, WO MeTabonidyroTbes 3a gonomoroo CYP1A2
(Hanpuknag, KodeiHy, TeoginiHy), CYP2C9 (HanpuknaZ, nipoKcukamy, [AUKIOgeHaky,
HarnpokceHy), CY P2D6 (Hanpuknag, metonponony), CYP2EL (Hanpuknag, eTaHony), He BNMBae
Ha p-rnikonpoTeiH, WO acoLit0eTbCA 3i BCMOKTYBAHHAM AUTOKCUHY.

He B1ABMNEHO B3aEMOAIT 3 04HOYACHO NPU3HAYeHNMY aHTaunaamMu.

Takox O6ynu npoBefeHi [OCNIMXEeHHS B3aEMOZii NaHTonpasosnly 3 OAHOYACHO MpPU3HAYEHUMM
NEBHUMM aHTMOIOTUKaMK (KNapUTPOMILMH, METPOHIAA30/1, aMOKCULMAIH). KAiHIYHO 3HauvyLmX
B3aEMOZiN MXX LMY npenapaTamyi He BUSIB/IEHO.

JNikapcbki 3acobu, Wo iHribytoTb abo iHgykytoTb CYP2C19. IHri6iTopy CYP2C19, Taki §K
(bnlyBOKCaMiH, MOXYTb 306iNblUyBaTU CUCTEMHWIA BMAMB MaHTonpasony. Cnig  posrnsHyTH
HeoOXiAHICTb 3HWKEHHSA L03W npenapaty A1 nauieHTiB, AKi OTPUMYIOTb AOBroTprBasly Tepanito
MaHToONPaso/NOM Yy BUCOKMX [03ax, Ta AN MauieHTIB i3 MOPYLUEHHAMW (YHKLUIT MeYiHKWN.
IHoyKTOpU (hepmMeHTiB, Wo BrvealoTs Ha CYP2C19 ta CYP3A4, Taki aK pugamniunH Ta
3Bipo6ili 3BMyainHuin (Hypericum perforatum), MOXXyTb 3HMXKYBATK NAa3MoBi KOHUeHTpauii 1M1,
SKi MeTaboni3yrTbCs Yepes Li (PEPMEHTHI CUCTEMMN.

Oc06/1MBOCT i 3aCTOCYBaHHS.

3N05KICHI HOBOYTBOpPEHHA LWAyHKa. CMMNTOMaTMyHa BIAMOBIAb HAa 3aCTOCYBaHHSA MaHTOMNPasony
MOXE MacKyBaTU CUMMTOMMU 3M0SKICHUX HOBOYTBOPEHb LUMYHKA Ta BiATEPMIHOBYBaTU 1X
AiarHoCTMKY. Tlpn HasBHOCTI TPMBOXHWUX CUMNTOMIB (Hanpukiag, CyTTEBOI BTPATM Macu Tina,
nepioguyHoro 6/1t0BaHHA, aucdarii, 6/110BaHHA i3 KPOB’H0, aHeMil, MefieHn), a TakoX npu nigospi
ab0 HasABHOCTI BMpa3Ky LLMYHKA NOTPIOGHO BUKIHOYMTI HassBHICTb 3/108KICHOIO NPOLIECY.



AKWO cMMNTOMKM 36epiraloTbCs NPW afeKBaTHOMY JliKyBaHHI, HEO6XigHO NMpPOBecTV [LoAaTKOBe
06CTEXEHHS.

MopyLUeHHs PYHKUIT nediHkK. MayieHTam i3 THKKUMU NopYLUeHHAMM (YHKLIT NeYiHK1 HeobXigHO
PerynspHO KOHTPOMOBATU PiBEHb MEYIHKOBMX (DEPMEHTIB. Y pasi NiABULLEHHSA PIBHSA MEYiHKOBMX
(hepMeHTIB NliKyBaHHS npenapaTtoM HeobXiAHO NPUNUHAUTK (AMB. po3ain «Cnoci6 3acTocyBaHHS Ta
[031»).

IHri6iTopn npoTeasn BIJl. He pekoMeHAYeTbCA CyMiCHE 3aCTOCyBaHHA MaHTOMpasony 3
iHridiTopamn npoTeasn BIJ/T (Takumym §K aTasaHaBip), abcopbLis AKUX 3aneXxunTb Bif
BHYTPILLHbOLLMYHKOBOrO pH, uepe3 CyTTEBE 3HWKEHHA TX 6I0J0CTYNHOCTI (4MB. po34in
«B3aemofis 3 iHLWMMK NIKaPCbKMMK 3ac06amm Ta iHLLI BUAM B3aEMOAIN).

IH(peKLiT LUNYHKOBO-KMLLKOBOrO TPaKTY, ChNpuyuHeHi 6akTepiamu. JlikyBaHHA npenapaTom
KOHTPONoK® MoXe He3HauyHOK MipOH MiABULLMTYA PU3NK BUHUKHEHHS LLYHKOBO-KMLLKOBUX
iH(DEKUiN, cnpuumHeHNX Taknmm b6aktepiamum, sk Salmonella i Campylobacter a6o C. Difficile.
HaTpiii. MpenapaT MiCTUTL MeHLUe HDX 1 MMO/b HaTpito (23 Mr) y dnakoHi, TO6To, Mo CyTi, €
6e3HaTpieBMM NpenapaToMm.

linomarHiemia. CrnocTtepiraiMcb BUMaAKN TSXKKOT FiNOMArHieMil y nauieHTiB, fKi OTpuMyBaIn
IMM, Taki fK naHTOMpa3o/n, MPOTArOM He MeHLle TPbOX MiICALIB, a B OIiNbLIOCTI BUMNaAKiB
NPOTAroM pPoKy. MOXYTb BUHWMKHYTU Ta CMo4aTKy HENnoOMITHO PO3BMBATUCA TaKi CEpMO3Hi
KNiHIYHI NposBK rinomarHiemii: BTOMa, TeTaHis, fenipii, cyfoMu, 3anaMopoYeHHs Ta LLUTYHOUYKOBa
apuTMmif. Y pasi rinomarHiemii B 6ifbLLIOCTI BMNAAKIB CTaH MauieHTIB MOKpallyBaBcA Micns
3aMiCHOI KOpUryoyoi Tepanii npenapataMmn MarHito Ta NpUnMHeEHHs npuinomy IM0.

MauieHTam, fKi NOTpebyrOTb AOBroTpMBanol Tepanii, abo nauieHTam, fki npuimaroTs MM
OAHOYaCHO 3 [MroKCMHOM ab0o npenapatamu, WO MOXYTb CMAPUUYUHUTK TiNOMarHiemito
(Hanpviknag, giypetukammu), nOTPi6HO BM3HAYATM PiBEHb MarHit0 nepes novaTkoM fikysaHHsA IT111
Ta NepioAnYHO Nif Yac NikyBaHHS.

Mepenomu KiCTOK. [oBroTpumBane NikyBaHHA (6inbwe 1 poKy) BUCOKUMK [03aMK iHTi6GITOpIB
MPOTOHHOI MOMMX MOXe MOMIPHO 36iMbLUNTK PU3MK MepesioMy CTerHa, 3am’sacta Ta Xpe6bTa,
nepeBaXKHO Y MauieHTIB NiTHLOrO BiKY ab0 Npw HasBHOCTI IHLWNX (haKTOPIiB PU3UKY.

CnocTepexHi A0CNiMKEHHS BKa3ylTb Ha Te, L0 3aCTOCYBaHHS iHri6GiTOPiB MPOTOHHOT MOMMN
MOXKe 30i/IbLUNTY 3arafibHWin pu3nK nepenioMis Ha 10-40%. [esKi 3 HAX MOXYTb 6T 06yMOB/IEHI
IHWKMK (hakTopaMmn pu3nKy. MauieHT 3 pU3MKOM PO3BUTKY OCTEOMNOpOo3y MOBUHHI OTPMMYBATH
NiKyBaHHA BigMoBIAHO 40 AiH0YMX KNIHIYHMX PeKOMeHAauil Ta CNoXMBATK LOCTATHIO KiNbKiCTb
BiTaMiHy D i KasibLito.

MigrocTpuin LUKIPHWIA YepBOHMIA BOBYAK. 3aCTOCYBaHHS IHFi6GITOPIB MPOTOHHOI NOMMK MOB’A3YH0Th
I3 AyXe pIAKAMU BMNafKaMy PO3BUTKY MiArOCTPOro LWKIPHOMO 4YepBOHOrO0 BOBYaKa. HKLUO
BUHWKAE YpaXKeHHs, 0COOMMBO Ha AiNfHKax, WO 3a3Hat0Tb BM/IMBY COHAYHOIO CBiT/a, i Ue
CYNPOBOMKYETLCA apTparieto, nauieHTy Heob6XigHO HeramHo 3BepHYTUCA A0 JNikaps, AKWiA
PO3rNsiHe HeOBXiAHICTb MPUMMHEHHs 3acTOCYBaHHs npenapaty KoHTPONOK®. BUHMKHEHHS
NiAroCTPOro LWKIpPHOro 4YepBOHOrO0 BOBYaKa Yy MaUieHTIB Mif 4ac nonepeaHbLoi Tepanii
iHri6iTopaMun NPOTOHHOT NOMMU MOXE NIABULLMTI PU3MK AOTO PO3BUTKY NPU 3aCTOCYBaHHI IHLLINX
IHFiGITOPIB NPOTOHHOT MOMIMMN.

Bnaue Ha pe3ynbTaTy NabopaTopHNUX JOCHIA>XKEHD.

MigBuLLeHWn piBeHb XpomMorpaHiHy A (CgA) Moxe BNAMBATW Ha pe3y/bTaTh AOCNILKEHb Npu
[iarHoCTMLi  HEMPOEHAOKPUHHMX NyXnuvH. L0606 YHWMKHYTM Takoro BMAMBY, NiKyBaHHS
npenapaTtoMm KoHTPonok® cnif TMYacoBO MPUMUHWTU MPUHAAMHI 3a 5 AHIB 40 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 iHTi6iTOpaMn MPOTOHHOT NOMMN.

3acTocyBaHHA Yy nepiof, BariTHOCTI abo rogyBaHHs rpyaato.

BariTHicTb. HasBHi paaHi 1oA0 3acTocyBaHHA npenapatTy KoHTPonok® BariTHUM KiHKam
(npnbnnsHo 300-1000 noBigoOMMeHb MNPO pe3ynbTaTh BariTHOCTI) BKa3ykTb Ha BIACYTHICTb
embpioHasIbHOT abo (heTo/HeoHaTaIbHOT TOKCUYHOCTI NpenapaTy. Y XoA4i AOCNiKeHb Ha TBapMHaX



crocTepiranacs pernpofyKTUBHA TOKCUYHICTb. AK 3anobiKHUIA 3axif, cMif YHUKATW 3aCTOCYBaHHS
npenapaty KoHTPonok® BariTHUM XiHKam.

"opyBaHHA rpyanfo. JocnifXeHHs Ha TBapuHax MOKasain eKCKpeLilo naHTonpasony B rpyaHe
MOJIOKO. HeflocTaTHbO [aHWX W00 eKCKPeLii NaHTonpasony Yy rpyaHe MOOKO NIKOAUHM, MpoTe
Mpo TaKy EeKCKPeLilo MoBifOMAANOCL. He MOXKHa BWMKIHOYATU PUSUK 419 HOBOHAPOKEHWUX
/HemoBNAT. PilleHHs NPO MPUMUHEHHS TOLYBaHHA TPYALI0 abo NPUMNUHEHHA/YTPUMAHHSA Bif,
niKyBaHHs npenapatom KoHTponok® noTtpibHo npuitmatii 3 ypaxyBaHHAM KOPUCTI Bif, roflyBaHHS
rPYA/AL0 ANS AMTUHW | KOPUCTI Bif, NiKyBaHHS npenapatoM KOHTPonok® ans XiHku.
®PepTunbHIiCTb. MNaHTONPa30/ He NopyLlyBaB DePTUSIbHICTb Y AOCNIKEHHAX Ha TBapuHaX.

34aTHICTb BNAMBATW Ha LWBMAKICTb peakuil Npu KepyBaHHi aBTOTPAHCMOPTOM abo iHLWMMU
mexaHizmamu. MaHTonpason He BNMBAE abo Mae AyXe He3HAYHWUIA BB Ha LWBMAKICTb peakuii
Mpy KepyBaHHI aBTOTPAHCMOPTOM a60 IHWWMKM MexaHi3mamu. HeobxigHo 6patu o ysaru
MOX/IMBUIA PO3BUTOK NOBIYHMX peakLil, TakMX SK 3anaMOpOYeHHs Ta po3nagun 30py (AvB. po3gin
«[Mo6iYHI peakuii»). Y TakMx BuMagkKax He Cnif KepysaTu aBTOTpaHCMOPTOM abo npaltoBaTtu 3
IHLWMW MeXaHi3Mamu.

Cnoci6 3acTocyBaHHS Ta [03M.

MpenapaT 3aCTOCOBYIOTH 38 NMPU3HAYEHHAM fliKaps Ta Nif HANeXHUM MeLUYHUM HarIS940M.
BHyTpiLLHbOBEHHe 3aCTOCYBaHHs Mpenapaty PeKOMeHAYETbCA TiNbKW Yy pasi HEMOX/IMBOCTI
MepopasibHOro 3acTOCyBaHHA. € [aHi W00 TPMBAIOCTI BHYTPILLIHLOBEHHOIO JliKYyBaHHA [0 7
AHIB. TOMY, K TiflbKM CTaE MOX/IMBMM MepopasibHe 3aCTOCYBaHHA MaHTONPasosy, 34iNCHI0ETbCA

nepexif Bif, BHYTPILLHLOBEHHOTO BBEAEHHA npenapaty KOHTPOMOK® [0 MepopasbHOro
3acToCcyBaHHSA naHTonpasony y fo3i 40 mr.

Pechntokc-e3odariT, Bupaska ApaHafuAa TUnanol KULWKK, BUpaska LnyHKa.

PekomeHz0BaHa fo3a cTaHoBUTb 40 Mr naHTonpasony (1 piakoH) Ha 400y BHYTPILLHLOBEHHO.
NikyBaHHA cuHgpomy 3onniHrepa — EnnicoHa Ta iHWKX rinepcekpe TOpHUX NaTOoNOrIYHMX CTaHiB.
[na TpuBasoro NikyBaHHA cuHgpomy 3onsiHrepa — EnnicoHa Ta iHWMWX rinepcekpeTopHMX

NaToNoriuHMX CTaHiB PeKOMeH0BaHa NoyaTKoBa 4o3a npenapaty KoHTPorokd ctaHoBuTh 80
Mr Ha fJo0Yy. 3a HeoOXiAHOCTI 403y MOXHA TUTPYBATK, 30i/1bLUYHOUM ab0 3MEHLLYHOUN, 3a/IEXHO
Bifl MOKA3HMKIB CEKpeLil KNCMOTK B LWNYHKY. [103u, Wo nepeBuLLytoTs 80 Mr Ha f06y, HeobXigHO
PO34INUTY Ha ABa BBeAeHHA. MOXnnBe TMM4YacoBe 30iNbLUEHHA [03M NMaHTonpasony A0 GinbLue
160 wmr, ane TpMBaNiCTb  3acCTOCYBaHHSI MOBMHHa OOMEXYBAaTUCA TiflbKW MEpiofoM, SKWI
HeoOXigHWI 41 aleKBaTHOrO KOHTPOJTHO CEKpeLiT KUCNOTW.

AKLWO HeobXifHe LWBNAKE 3MEHLLEHHS KUCIOTHOCTI, 419 6ibLIOCTI NauieHTIB 4OCUTb MOYaTKOBOI
1031 2 x 80 Mr AN AocsArHeHHs 6axaHoro piBHA (< 10 MEks/rof) npotarom 1 rog,.

MigroToska 0 3aCTOCYBaHHS.

MopoLLoK po3unHATbL Y 10 Mn 0,9% po3unHy Xopuay HaTpito, WO A0AAETLCS Y IakoH. Po3unH
MOXHa BBOAMTY Be3nocepeHbo abo nicns 3amiwwyBaHHA 3i 100 mn 0,9% po3unHy X1opuay Hatpito
a60 5% po34MHY I/IOKO3M Y NIACTUKOBMX ab0 CKISHUX (hlakoHaXx.

IMicna po3BeAeHHs XiMivHa Ta (i3nyHa cTabifbHICTL NpenapaTy 36epiracTbCa NPOTAroM 12 rognH
npu Temnepatypi 25 °C. 3 MiKpo6ioNOriYHOI TOUKM 30py po3BefeHWId npenapaTr HeobXigHO
BMKOPUCTATMN HeramHo.

KOHTPOMOK He MOXHa roTyBaTi abo 3MilllyBaTV 3 iHLIMMW PO3UMHHUKAMM, OKPIM 3a3HAYEHUX
BULLLE.

BHYTpilLHbOBEHHE BBeEeHHS NpenapaTy HeobXiAHO NPOBOAMTY NPOTAroM 2—15 XB.

®nakoH NpU3HaAYeHUA TiNbKW ANsS O4HOPA30BOr0 BMKOPUCTaHHA. 3anvLKy npenapaTy abo
npenapar, (i3nKo-XiMi4yHi BNacTMBOCTI SAKOro 3MIHWAUCL (30Kpema 3MiHMBCA KOnip, 3’ABMUBCH
ocag), HeobxigHo yTunizysaTy Bi4NOBIAHO 40 BUMOT MiCLEBOro 3aKOHOAaBCTBa.

Po3BefjeHNi pO34MH NOBMHEH MaTW NPO30PUIA XXOBTYBATUIA KONIp.

MeyviHKoBa HeAOCTATHICTL. lNalieHTam 3 THKKUMU MOPYLUEHHAMU (DYHKLIA NeviHK1 He cnig

nepeswLLYyBaTh 4060BY 03y 20 Mr (Y2 thnakoHa npenapaTty KOHTPOMIOK , MOPOLLIOK 18 PO3UNHY
ANs IH’eKUin 40 Mr) (amB. po3ain «Oco6/IMBOCTI 3aCTOCYBaHHS).

HupkoBa HefoCTaTHICTb. [lauieHTV 3 MOPYLUEHHAMU (PYHKUIA HUPOK He noTpebyroTb
KOpUryBaHHS [03M1.



MauieHTW NiTHLOrO BiKy He MOTPebYyHOTb KOPUTYBaHHSA LO3N.

[iTn. KoHTponok®, nopoluok Ang po3unHy Ans iH’eKuiid, He PeKOMeH/AYETbCs 3aCTOCOBYBATY
AiTam (Bikom o 18 pokiB), OCKiNIbKM AaHi LWoAo 6e3nekn | epeKTUBHOCTI npenapaty Ansa uiei
BIKOBOI KaTeropii o6MexxeHi. HasBHI Ha AaHuiA Yyac faHi onucaHi B po3aini «PapmMakoKiHETUKa,
npoTe pekoMeHAauiT Wo40 A03YBaHHSA He MOXKYTb Oy TW HajaHi.

[Nepeno3yBaHHS.

CumnTOMM Nepeao3yBaHHA HEBILOMI.

[o3n fo 240 Mr npu BHYTPILLUHbOBEHHOMY BBEEHHI NMPOTAroM 2 XBW/WH, J06pe NepeHOoCUINCS.
OcCKifIbKM NaHTonpasos1 eKCTEHCUBHO 3B°A3YEThCSA 3 Bi/IKamu, BiH He Ha/IeXXWTb A0 NpenapaTis, Lo
Nerko BUBOAATLCA 3a JONOMOIOK Aiani3y.

Y pa3si nepefosyBaHHsA 3 MOABOKD KNIHIYHMX O3HAK IHTOKCMKaLiT 3aCTOCOBYHOTb CUMNTOMATUYHY
Ta NigTpUMytody Tepanito. PekomeHzaLil Woao cneuudivyHoi Tepanii HeMae.

Mo6iuHI peakuii.

BVHMKHEHHS NOGIYHMX peakLiil Moxe ouikyBaTuCb Yy 6/M3bKo 5% nauieHTiB. HaiuacTiwa
nobiyHa peakuis — TpoM60NedIT y Micui BBeAeHHS. [iapesi i rONOBHWI 6iflb BUHNKANIN Y 6NN3bKO
1% navieHTiB.

HebaxkaHi epeKTV 3a YaCTOTOH BUHMKHEHHS KNAaCU(iKytOTb 38 TaKUMW KaTeropiamMn: [y>kKe 4acTo
(= 1/20), yacto (= 1/100 i < 1/10), HeyacTo (= /1000 i < 1/100), pigko (= /10000 i <1
/1000), pyxe pigko (< 1/10000), HeBifOMO (4acToTa He BM3HaYeHa 3a HaABHUMMW JaHMK).

[na Bcix no6iYHMX peakuii, Npo sKi NOBIAOMAANOCL MNif Yac NMOCTMAapKETUHIOBOro nepioay,
HEMOMXX/IMBO BU3HAYMTM YACTOTY, TOMY BOHM 3a3HAYAtOTLCA 3 YaCTOTOH «HEBIJOMO».

B mexax KOXHOT KaTeropii 4actoTu MoOGIYHI peakuil 3a3HayeHi B MOPAAKY 3MEHLLUEeHHS
CEepro3HOCTI.

3 60Ky KpoBi Ta nimgaTUYHOT CUCTEMMU.

Pifko: arpaHynounTos.

Ly>Ke pifKo: NeiKoneHis, TPOMOOLMUTONEHIS, NaHLMTOMNEHIS.

3 60Ky IMyHHOT cUCTEeMM.

PifKo: peakuil rinepyyTaMBOCTI (BK/OUaOUM aHaiNaKTUYHI peakLii, aHatiNnaKTUYHNIA LLIOK).
MeTaboniam Ta posnagu 06MiHy PeYOBMH.

Pigko: rinepninigemis i MigBULLEHHA PiBHA NiNigiB (TPUrniuepuan, Xonectmpos), 3MiHA Macu
Tina.

HeBigomo: rinoHaTpiemis, rinomarHiemia (ame. po3gin  «OcobAMBOCTI  3aCTOCYBaHHSA»),
rinokanbLiemisl, rinokaniemis.

McuxiuHi posnagu.

HeuacTo: po3nasu CHy.

Pigko: genpecis (B TOMY YMC/i 3arOCTPEHHS).

[yxe pifKo: ae3opieHTauis (B TOMY YACAI 3arOCTPEHHS).

HeBigomo: rantoyuHauis, cnayTaHicTb CBigOMOCTI (0C06/MBO Y MaLi€HTIB 3i CXWbHICTIO [0
TaK1x po3nagis, a TaKOX 3aroCTPeHHs LMX CUMMITOMIB Y pa3i TX NMonepeaHbOro iCHyBaHHS).

3 60Ky HEpBOBOT CUCTEMM.

HeuvacTo: ronoBHuiA 6inb, 3anaMmopoyeHHs.

PifKo: po3nagu cmaky.

Hesigomo: napecresis.

3 60Ky opraHis 30py.

PifIKO: MopyLUeHHS 30pY/ 3aTyMaHEHHS 30pY.

3 60Ky TpaBHOro TpakTy.

YacTo: noninu 3 hyHaanbHMX 3an03 (406posKiCHI).

HeuacTo: giapes, HyaoTa, 6/110BaHHS, METEOPU3M, 3amnop, CyXIiCTb Y POTi, abAoMiHanbHWIA Bifb i
ANCKOMMOPT.

3 6oky renaTobiniapHOi CUCTEMM.

HeyacTo: nifBMLLEHHSA PIBHA NEYiHKOBMX (DePMEHTIB (TpaHcamiHas, g-I'T).

PifKo: NiABULLEHHSA piBHA BINipy6IHY.



HeBifoMO: ypaxXeHHS renaToumTiB, XXOBTAHMLA, renaToLentonsapHa HeaoCTaTHICTb.

3 60Ky LUKipK Ta NigWKiPHUX TKaHWH.

HeuacTo: LWKipHi BUCMNaHHSA, ek3aHTeMa, CBEPOIX.

PifKo: KPONMB’SIHKA, aHriOHEBPOTUYHUIA HAOPSIK.

Hesigomo: cuHgpom CrtiBeHca — J[PKOHCOHA, CUHAPOM Jlaienna, MynbTU(OPMHA epuTema,
(hOTOYYTNMBICTb, NIAFOCTPUIA  LUKIPHUA YepBOHWI BOBYaK (AMB. po3gin  «Oco6MBOCTI
3aCTOCYBaHHS»).

3 60Ky KICTKOBO-M’S130BOT CUCTEMM Ta CroMy4yHOT TKaHUHW.

HeuacTo: nepeniomu cTerHa, 3an’acts, xpe6ta (aue. po3ain «Oco6mMBOCTI 3aCTOCYBaHHSA»).
PigKko: apTpanris, mianris.

Hesifomo: cnasm m’a3is2.

3 60Ky HMPOK Ta CeY0BUAINbHOI CUCTEMM.

HeBigomo: iHTepcTULianbHUIA HEPUT (3 MOXIUBUM PO3BUTKOM HUPKOBOT HEAOCTATHOCTI).

3 60Ky penpojyKTUBHOT CUCTEMU Ta MOMIOYHMX 3a/103.

PifKo: riHekoMacTis.

3arasbHi posnaau.

YacTo: Tpombode6iT y MicLi BBeLEHHS.

HeuacTo: acTeHisl, BTOMa, HEe34Y>KaHHS.

PifKO: NiABULLEHHA TeMnepaTypu Tina, nepupepuyHi HabpsaKu.

1 inokasnbLiemis ofHOYACHO 3 rinomarHieMieto.

2 Cnasm m’si3iB K HacnioK nopyLleHHs 6anaHcy eneKTPoniTiB.

TepMiH NpUAATHOCTI. 2 POKMU.

3 MiKpoO6ioNorivyHOT TOUYKM 30py PO3BEAEHMUI Npenapar HeobXiAHO BUKOpUCTaTU HeramHo. OfHak
(Pi3MKO-XiMiYHa CTabIfIbHICTL PO3BEAEHOr0o npenapaty 36epiraeTbCAd NPOTAroM 12 rofvH npu
Temnepatypi 25 °C.

YmoBWu 36epiraHHA. 3bepiraty npu Temnepatypi He Bule 25 °C B opuriHa/bHIA ynakoBLi.
36epiratv y HeAOCTYNHOMY ANs AiTel micui!

YnakoBKa. [1opoLwoK 419 po3UnHY 415 iH €KL Y (hnakoHi. Mo 1 pnakoHy y KapTOHHil KOpooLi.
KaTteropis Bignycky. 3a peLentom.

BupobHuk. Takega M'm6X, HimevunHa / TakedaGmbH, Germany.

Micue3HaxoMkeHHA BUPOOHMKA Ta 10Oro agpeca Micusa MPOBaPKEHHSA  [isi/IbHOCTI.

PobepT-bow-LUTpacce 8, 78224 3iHreH, HimeuumHa / Robert-Bosch-Strasse 8, 78224 Singen,
Germany.



