IHCTPYKULIA

AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

E30J/IOHI®-20

(EZOL ONG®-20)

E30/I0OHI®-40

(EZOL ONG®-40)

Cknag:

AitoYa peyosmHa: esomeprazole;

1 TabneTka, BKp1Ta MaiBKOBOK 060/I0HKOKD, MICTUTL €30Menpa3o/ly MarHito TpUrigpaTy ekBiBasieHTHO e3omenpasony 20 mr abo 40 wr;

[ONOMI>KHI PEYOBUHU: Lie/k0/103a MIKPOKpUCTaivHa, HaTPito FiApoKapboHaT, KpeMHIt0 LioKcu KONoiaHWUIA 6e3B04AHWUIA, KPOCMOBIAOH, MarHito cteapar, Ta/bkK;

060n0HKa (onagpari 6inunin 58901 (Opadry White), nosigoH (K-30), TasibK, 3aiza okeug, xoBTuil (E 172) — HasBHWI Y TabneTKax, BKPUTKX NNIBKOBOK 000/IOHKOHO,
no 20 mr, 3ani3a oKcuzg YepBoHUi (E 172) — HasaBHWI y TabneTKax, BKpUTUX MiBKOBOK 060/10HKOLO, N0 40 Mr, apomaTtunsaTop M’ ATHUNR).

JlikapcbKa thopma. Tabnetku, BKPUTI NTIBKOBOK 060/IOHKOIO.

OCHOBHI (pi3nKO-XiMiYHi BNaCcTVBOCTI: OBasIbHI, ABOONYK/i TabneTKW, BKPUTI NiBKOBOK 060/10HKOKpOXKeBOro(a1s 40 Mr) abo ceiTno-xostoro(ans 20 Mr) Konbopy,3
PUCKOO 4151 NOAiNY 3 OAHOI0 GOKY .



dapmakoTepaneBTUYHa rpyna.

3acobu ans nikyBaHHSA NenTMYHOT BUPa3Ky Ta ractpoesodareasibHoT peth1tOKCHOT XBOpo6K. IHri6iTopy NPOTOHHOr 0 Hacoca. Ezomenpason. Kog ATX A02B CO05.

dapmMakosoriyHi BnacTmBOCTI.
dapmakognHamika.

E3omenpason € S-i3oMepoM omenpasony, AKUA 3HMXKYE CeKpeLito LUIYHKOBOIO COKY 3aBAsfKM CreuniyHo HanpasBneHoOMY MexaHisMy fii. BiH € cneyugiyHnum
iIHriGITOPOM NPOTOHHOr O Hacoca B NapieTaNnbHiIN KNiTUHI. R- Ta S-i3oMepun omenpasony MarTb 0HaKOBY (hapMaKoAMHaMiYHY aKTUBHICTb.

E3omenpa3on € cnabkok 0CHOBOH), BiH KOHLEHTPYETLCS Ta NEPEXOANTbL B aKTUBHY (DOPMY Y BUCOKOKMCIOTHOMY CepefoBULLi CEKPETOPHUX KaHabLiiB NapieTanbHOT
KNIiTUHK, Ae BiH iHribye epmeHT HTK+-AT®a3n — KUCIOTHOIO Hacoca, a TakoX NPUrHivye 6asanbHy Ta CTUMY/IbOBaHY CEKPELLit0 KMCMOTHK.

Micns nepopasibHoro npuitomy 20 Mr i 40 Mr e3oMenpasony Ais HacTae NPOTAroM roguHu. Micnsa noBTopHoro npuomy 20 Mr e3oMenpasony 1 pa3 Ha Jo6y NpoTArom
5 [HIB cepefiHii MiK BUKMAY KMCNOTW NiCs CTUMYNALIT NEHTaraCTpUHOM 3HMKYeTbeA Ha 90 % npu BU3HAYEHHI LIbOr0 NMOKa3HWKa Yepe3 6-7 rogvH nicnis npuiiomy
A031 Ha 5-11 AaeHb.

Uepes 5 gHiB npuiiomy ezomenpasony no 20 mr i 40 mr nepopasnbHo piBeHb pH WwnyHKa 6yB 6inblie 4 y cepegHboOMy npoTsarom 13 i 17 roavH BignoBigHo Ta 6inbLue
24 TOAMH Y NALEHTIB i3 CUMMTOMATUYHUM pedi/itoKC-e30(aritoM. YacTka nauieHTis, y AKX piseHb pH wnyHka 6ys 6inblue 4 npotarom 8, 12 i 16 roauH nicns
npuinomy 20 Mr e3oMenpasosny, cTaHoBUIa BIANOBIAHO 76 %, 54 % Ta 24 %. BignosigHi nponopuii 4ns esomenpasony 40 Mr ctaHoBum 97 %, 92 % Ta 56 %.

Mpy BukopuctaHHi AUC y AKOCTi HenpsMOro nokasHuka naasMoBOl KOHUEeHTpauii Oyna nokasaHa 3a/1eXHICTb MPUrHiYeHHs CeKpeuii KUCMOTK Bif eKCnosuuii
npenapary.

TepaneBTUYHI ePeKTU NPUTHIYEHHS CeKpeLii CONAHOT KNCNOTMW.

JlikyBaHHA pepntoKc-e30arity esomenpasonoMm 40 mMr 6yno ycniwHuUM npnbnnsHo y 70 % XxBopux Micna 4 TWXKHIB NiKyBaHHA Ta Yy 93 % — nicna 8 TWXKHIB
NiKyBaHHS.

3actocyBaHHs e3omenpaszony 20 Mr fgivi Ha [oOy NPOTArOM OAHOrO TWXKHS pasom i3 BifgMnoBigHMMM aHTMOIOTMKaMU MPU3BOAMAO O YCMILWHOI epagukauii
Helicobacter pylori npn6nnsHo y 90 % xBopux. icna Takoro MikyBaHHA MPOTArOM O4HOIO TUMXKHA He 6yn0 HeObXIAHOCTI Yy NPoBefeHHI nofasbLUoi MoHOTepanil
aHTUCEKPETOPHMMU NpenapaTaMu 415 YCniLHOro 3ar0eHHs BUPasku Ta YCYHEHHSI CUMMNTOMIB HEeYCK/IaAHEeHOT BUPa3Ky ABaHaAUATUNANOT KULLIKW.

IHLWI echek TV, NOB’A3aHI 3 MPUTHIYEHHAM CeKpeLii CONAHOT KNCIOTW.

Y nepiof 3acTOCyBaHHS aHTUCEKPETOPHMX MpenapaTtiB KOHLEHTpauia racTpuHy Yy nnasmi KpoBi 306i/bLUYETHCA Y BifNOBi4b Ha 3HMXKEHHS CEKpeuil KUCNoTu.



XpomorpaHiH A (CgA) TakoX MigBULLYETLCA Y 3B”A3KY 31 3HVKEHHAM LLUTYHKOBOT KUC/IOTHOCTI.

MoXnmBo, 36inblUeHHA KinbKocTi ECL-KNITUH MNOB’SA3aHO 3 NIABULLEHHAM PIBHS racTpMHy Y nfasMi KpoBi, WO CMOCTepiranock Yy [AeskuxX MNauieHTiB npw
[0BroTpMBa/IOMy 3aCTOCYBaHHI e30Menpasony.

Bynn oTpumaHi MOBIAOM/IEHHS NPO  AeKiflbKa BUMNafKiB MiABWLLEHHS YacTOTW BWHWMKHEHHS TPaHYNAPHUX KICT Yy LWIYHKY MpY TPUBaJIOMYy 3aCTOCYBaHHI
aHTUCEKPeTOPHMX npenapariB. Lli sBuLLla € i3ionoriyHMm HacnigKom TPUBaIoro NPUrHibYeHHs cekpeLii KMCNOTK | MatoTb A06POAKICHWIA Ta 060POTHUIA XapaKTep.

3HWKEHHSA KUCMIOTHOCTI LUYHKOBOI0O COKY BHACNIA0K 3aCTOCYBaHHA OY/ib-AKOr0 iHri6iTOPY NPOTOHHOT MOMNM 36iNbLUYE Y LWYHKY KiNbKiCTb 6aKTepil, NPUCYTHIX Y
LLI/TYHKOBO-KMLLKOBOMY TPaKTi B HOPMi. JTiKyBaHHS iHri6iTopaMy MPOTOHHOT NOMMNX MOXE NPU3BOAUTY 40 NIABULLEHHA PU3NKY LLTYHKOBO-KMLLKOBOT IH(heKLiT, WO
cnpuymHeHa, Hanpuknag, Salmonella abo Campylobacter Ta, y rocnitanbHUX XBOpUX, MOXMBO, TakoxX Clostridium difficile.

E3omenpason 6yB 6ifibll e(eKTVBHUM MOPIBHAHO 3 PaHITUAMHOM MNPU NiKYBaHHI BMPA30K LUIYHKA Yy nauieHTiB, Aki nikysanmca HIM33 (HecTepoigHumu
npoTm3anasbHUMK 3acobamu), BKNKOUaOUM CeneKTMBHI iHriéiTopn LLOI-2.

E3omenpason 6yB epeKTMBHUM NpW NPoiNakTuLi BUPa3oK LWIYHKa Ta ABaHaAUATMNANOT KULWKK Y NaUieHTIB, SKi NiKyBaJIMCAa HECTEPOIAHUMM NPOTM3anaibHUMK
3acobamu (HIM33) (y nauieHTiB BikoM Bif 60 pokiB Ta/abo 3 BMPa3KOo B aHaMHe3i).

dapmakokiHe TUKa.
Abcopbuis.

Abcopbuis e3omenpasony BigbyBaeTbCS LUBNAKO, MIKOBI KOHLEHTpaUii y nnasmi KpoBi focsratoTbes NpnbamsHo yepes 1-2 rognHu nicns npuinomy gosun. A6contoTHa
6iofoCTynHICTb cTaHOBUTL 64 % nicnsa pa3oBoi fo3n 40 Mr i 3pocTae A0 89 % nicns NOBTOPHOro npuiioMy 1 pa3 Ha goby. Ana 20 Mr e3omenpasony BignosigHi
3HayeHHsA — 50 % 1 68 %.

Mpuiniom DKi yNOBINbHIOE Ta 3MEHLLIYe abCopOLLit0 e30Menpa3osy, OAHaK Lie He BMNIMBAE Ha ePeKT e30Menpa3osly o4O KACNOTHOCTI Y MOPOXHMHI LUTYHKa.
Posnogin.

O6’em po3snoginy y 340p0BMX A06POBO/BLIB Y CTaHi piBHOBarn ctaHoBuTb 0,22 n/Kr macu Tina. E3omenpason Ha 97 % 3B8°A3yeTbCA 3 MPOTETHaMM M1a3Mun KPOBi.
MeTabonism.

E3omMenpa3on MOBHICTIO MeTaboni3yeTbCAa 3a LOMOMOror UMTOXPOMHOI cucTemy P450 (CYP). OcHoBHa 4acTvHa MeTaboniaMy €e30Menpasosly 3aleXxuTb Bif
nonimopthHoro CYP2C19, w0 BiANOBIfaE 32 BMHUKHEHHSA TiAPOKCU- i Ae3MeTUIMeTabosiTiB e30Menpa3ony. IHWa YacTMHa 3aneXutb Bif Apyroi cneumgivyHoi
i3othopmu, CY P3A4, sika BifiNoBiae 3a BUHMKHEHHS €30Menpa3osicybqOHY — FO/IOBHOr0 MeTaboNiTy y nia3mi KpoBi.

BuBefeHHA.



MMapameTpu, HaBeAEeHI HUXKYe, roJIOBHUM YMHOM Bif0OpaXKatoTb PapMakoKiHeTUKY B OCI6 i3 hyHKLiOHaIbHUM (hepmeHTOMCY P2C19 (eKCTEHCUBHUX
meTabonisaTopi.).

3aranbHuWil KNipeHe naasmm KpoBi CTaHOBUTL 61M3bKO 17 n/rofguHy nicns pasoBoi 4o3u Ta 6/m13bKo 9 n/roguHy nicns NoBTOPHOro npuitomy. Mepiof HaniBBMBEAEHHS
3 NNa3Mun KPoBi CTaHOBMTb 6/1M3bKO 1,3 rognHM Nicns MOBTOPHOI0 Npuinomy 4o3u 1 pa3 Ha Ao6y. E3oMenpa3on NOBHICTHO BUBOAMTLCSA i3 MNa3Muy MiXK npuiioMamm o3
6e3 TeHAeHUIT 10 KyMy nsuit npy npuinomMi npenapaty 1 pa3 Ha go6y.

OcHOBHI MeTaboniTX e30Menpaso/ly He Br/IMBAIOTL Ha CeKpeLito LUNYHKOBOro Coky. Bnansbko 80 % nepopasibHOI [03M e30Menpasofly BMBOAMTLCA Y (DopMi
MeTaboniTIiB i3 Ceyeto, iHWI — KnLeYHNKOM. MeHLwue 1 % no4aTKoBOI NiKapCbKOT PeHOBUHN BUSIBNSAETLCS Y Cevi.
Oco6uBi rpynu nawieHTIB.

MoBinbHI MeTabonisaTopw.

MpnbnnsHo 2,9+1,5 % nonynauii NawieHTiB MaloTb HeaoCTaTHICTL hepMeHTy CY P2C19 (iX Ha3uBatoTb NOBINbHUMK MeTabonizaTopamu). Y UMx ocibé meTabosniam
e3omMenpasony 34e6inbioro 3gincHioeTbes CY P3A4. Micng noBTOpHOro npuitioMy 1 pa3 Ha fo6y 40 Mr e3oMenpasosy cepefHE 3HaYeHHS NIoLi, 00MeXKeHOT KpUBOHD
3a/1eXKHOCTI KOHLeHTpaLii y nna3mi KpoBi Bif yacy, y cnabkux metabosnizatopis npubnusHo Ha 100 % BuLle, HiXK B 0CI6 3 HOPMasIbHUM (DYHKLLIOHYBaHHAM ()epMeHTy
CYP2C19 (wsunaknx metabonizatopis). CepeiHs NiKoBa KOHLEHTpaUis y Mna3mi KpoBi 36inbLyeTbCA NpubamM3HO Ha 60 %. Lli pe3ynbTaTi He MatOTb XXOAHOMO
BM/IMBY Ha [,03yBaHHSA €30Menpasony.

MayieH TN 3 NOPYLUEHHAM (DYHKLI NEYIHKN.

MeTabo/i3M e30Menpasony y nauieHTiB 3i C1abKo Ta NOMIPHOK AUCHYHKLIIED NeYiHK MOXKe 6yTn nopyLeHuM. LLIBUAKICTb MeTab0ni3aMy 3HUXKYETLCS Y NaLieHTIB
3 TSDKKMM MOPYLUEHHSAM (PYHKLiMA NeYiHKM, WO NPU3BOAUTb A0 36i/bLUEHHS NOLL, 06MEXEHOT KP1BOHD 3a/IeXXHOCTI KOHLEHTpaL Ty nna3mi KpoBi Bif Yacy, B 2 pasu.
Takum YMHOM, MakCUMasbHa [o3a AN15 NauieHTIB i3 CeprMo3HNM NOPYLUEHHSAM (DYHKLIA NediHK1 cTaHoBUTL 20 Mr. E3omenpas3on Ta oro metabonitv He MarTb
TeHAeHUIT 4O KyMynsauiT nig vac npuinomy npenapaTy 1 pa3 Ha fo6y.

MavieH Ty 3 NOPYLLEHHSAM (PYHKLiA HUPOK.

JocnifpkeHb 3 y4yacTio AaHOi KaTeropii nauieHTiB He npooaunn. OCKINbKM HUPKW BignoBigatoTb 3a BMBEAEHHS MeTaboniTiB €30Mernpasony, a He rof0BHOI
MoYaTKOBOT CNOJYKM, 3MiH MeTaboNi3My Y NauieHTIB 3 NOPYLUEHHAM (DYHKLiA HUPOK He OYiKy€ETbCS.

MauieHTW NiTHLOrO BiKY.
MeTaboni3M e30Menpasosny He 3a3Hae CYTTEBUX 3MiH Y MaLieHTIB NiTHLOro BiKy (Big 71 Ao 80 pokiB).
MepiaTpuyHi NauieHTw.

MMicnsa 6araTopa3oBoro 3actocyBaHHsA 20 Mr Ta 40 Mr e30Menpasosy 3ara/ibHWIA B/IMB Ta Yac AOCATHEHHS MaKCUMa/IbHOT KOHLEHTpaL T npenapaTy y niasmMi Kposi y
AiTein BikoM 12-18 pokiB 6yB TakUM Xe, K Yy JOPOC/INX.



"eHAepHi 0CO6NMBOCTI.

[Micna pa3oBoi 403K e3oMenpasony 40 Mr cepefiHE 3HAUYEHHS M0LL, 06MEXXEHOT KPMBOHKD 3a/1eXKHOCTI KOHLIEHTpaL Ty Nna3mi KpoBi Bif Yacy, Y )XiHOK BuWmiA Ha 30 %
MOPIBHAHO 3 YonoBikamu. XXOAHOT pi3HMLi, NOB’A3aHOI 3i CTATTHO, He CMOCTepirasocs npy NOBTOPHOMY MpuiioMi npenapaTy 1 pa3 Ha go6y. Lli pesynbTat He
BM/IMBAIOTh HA [03yBaHHA €30Menpasorny.

KniHIYHI XapaKTepUCTUKN.

Noka3aHHA.
Jopocni
MacTpoesodareanscHa pedpntokcHa xsopoba (MEPX):

- NiKyBaHHS epo3VBHOI0 pedsitoKc-e3odariTy;

- [0BroTpmvBase NiKyBaHHS 3 BUNiKYBaH1M e30(hariToM 3 MeTOH0 3anobiraHHs peunansy;

- CMMNTOMaTUYHe NliKyBaHHA racTpoe3odareasibHOT pedhIFOKCHOT XBOPOOU.

Y noefHaHHI 3 Bi4noBiAHMMUN aHTUbaKTepianbHUMK NiKyBaibHMKM 3acob6amMu ans epaamkayii Helicobacter pylori:

- NiKyBaHH$ BMpa3Ku ABaHaaUATMNaNOol KMLLKK, NOB'A3aHoil 3 Helicobacter pylori;

- 3anobiraHHa peumavBy NeNTUYHUX BMPA3OK Y MaLieHTIB 3 BUpaskamu, 3ymosneHumu Helicobacter pylori.

NikyBaHHA Ta npodhinakTKa B1Pa3okK, CNIPUYNHEHNX TPUBAIMM 3aCTOCYBaHHAM HECTEPOILHMX NPOTU3anaibHUX 3acobis (HIM33):

- JIIKyBaHHS BMPa3oK, CpuymHeHnx Tepanieto HM33;

- NpohinakTuKa BUpasoK LIyHKa Ta ABaHaAUATMNANOI KKK, 3yMOB/IEHUX 3acTocyBaHHAM HIM3M, y nayieHTiB, fKi Hanexartb [0 rpynu pusnky.
TpvBane nikyBaHHA Nicnsg BHy TPILLUHLOBEHHOIO 3aCTOCYBaHHA NpenapaTy 415 NPOgiNak TUKN peuyanBy KpOBOTeYi 3 NENTUYHNX BUPA3OK.
JikyBaHHsa cuHapomy 3onniHrepa-EnnicoHa.

[iTv BikoM Bif, 12 pokiB

MacTpoesodareansHa pedpntokcHa xsopoba (MEPX):

- NiKyBaHHSA epO31BHOr0 pedItoKc-e3ogariTy;

- AOBroTpvBae NikyBaHHs MauieHTiB 3 BUNiKyBaHMM €30(haritomM 3 MeTOH 3arnobiraHHa peunansy;

- CUMNTOMATMYHe NiKyBaHHSA ractTpoesodareaibHoT pethtokcHOT XxBopoou (MEPX).

Y noefHaHHI 3 aHTUGIOTUKaMKM NPy NiKyBaHHI BUPa3KW ABaHaLUATUNANOI KULWKKM, 3yMoBneHoi Helicobacter pylori.

IMpoTnnoKasaHHA.

Bigoma niggumilieHa YyTMBICTb A0 e30Menpasosny, 40 3amilleHnX GeH3mmiga3onis abo A0 iHWMX KOMMOHEHTIB npenaparty. E3omenpason He crij 3acTOCOBYBaTU
0[JHOYACHO 3 aTa3aHaBipoM, HendiHaBipoM (AMB. po3ain «B3aemogis 3 iHLWMMK NIKaPCbKMMUK 3ac06amu Ta iHLLI BUAM B3aEMOAIN»).



B3aemogis 3 iHLUMMM NiKapCbKMMK 3aco6amMm Ta iHLWi BUAW B3aEMOZIN.
Bnavs e3omenpasony Ha (hapMakoKiHe TUKY IHLLUX NiKapCbKKX 3aco6iB.
IHri6iTOpPK NpoTeasw.

BigsHauyanaca B3aemofisi oMenpasony 3 AesKUMK iHribiTopaMu npoTeasn (aHTUPETPOBIPYCHMMM npenapatamu). KniHiyHa 3HauyLWicTb Ta MeXaHi3Mu TaKuX
B3aEMOZiN He 3aBXAu BifoMmi. MigBULLEHHA LUTYHKOBOro pH MpoTArom 3acToCcyBaHHA OMENpasosly MOXe 3MiHKBATW BCMOKTYBaHHS iHri6iTOpiB npoTeasun. IHLUI
MexaHi3M1 B3aEMOAIT, MOX/IMBO, MOB’sA3aHi 3 npurHideHHsM CYP2C19. Y pa3i 3aCTOCyBaHHS [esKUX aHTUPeTPOBIPYCHMX 3acobiB, TakMX AK ara3aHoBip Ta
HeniHaBip, BiA3HAYaN0CA 3HWKEHHSI PIBHA OCTaHHIX Y CMpOBaTLi KPOBI NPV O4HOYAaCHOMY 3aCTOCyBaHHI 3 OMenpas3osioM. Yepes Le CynyTHE 3aCTOCYBaHHS
OMenpasosly Ta Takux npenapariB AK atasaHoBIp Ta HendgiHasip, He PEKOMeHAYETbLCA. 3aCTOCyBaHHA omenpasony (40 Mr oAuH pa3 Ha fo0y) pa3om 3 atasaHaBipoMm
300 mr Ta putoHasipom 100 Mr y 340pOBMX LOOGPOBOMBLIB CPUYNHANO CYTTEBE NMocnabneHHs il atazaHasipy (npmbnusHo 75 % 3meHweHHd AUC, Craxs Cmin-

MigBULLEHHSA [03M aTa3zaHasipy A0 400 Mr He KOMMeHCYBaso BN/IMBY OMeNpPasosy Ha ePeKTUBHICTb aTtasaHaBipy.

CynyTHe 3acTocyBaHHSA omenpasony Yy fosi 20 Mr Ha Aoby 3 artasaHasipom 400 mr/puToHaBipom 100 Mr y 3[0pOBUX A06POBO/BLLIB 3HWKYBA/IO €KCMO3MLiH0
aTasaHasipy npubnu3Ho Ha 30 % NOPIBHAHO 3 eKCMO3ULLIEID, BU3HAYEHOK NPW 3aCTOCYBaHHI atasaHasipy 300 Mr/puToHaBipy

100 Mr oauH pa3 Ha fo6y 6e3 3acTocyBaHHA oMenpasony y fo3i 20 Mr Ha fo0y.

Y xopi cynyTHbOI Tepanii omenpa3onom (40 Mr Ha fo6y) NOBIAOMAANN, LLO NPU 3aCTOCYBaHHI CakBiHaBipy (Y NOEAHAHHI 3 PUTOHABIPOM) MOro piBHI B cuposartui
KpoBi 3pocTann. JlikyBaHHA omenpasonoM y fo3i 20 Mr Ha o6y He BMAMBaIO Ha eKCro3uLito AapyHasipy (y MOEAHaHHI 3 pUTOHaBIpOM) Ta amnpeHasipy (Y
NOeHaHHI 3 pUTOHaBIpPOM). JTiKyBaHHSA e30Menpa3osioM y Ao3i 20 Mr Ha o6y He BNAMBa/IO Ha eKCNo3unLito amnpeHasipy (Y NOeAHaHHI 3 pUTOHaBIpOM Ta 6e3 HbOro).
JikyBaHHSA oMenpa3osiom y 031 40 Mr Ha 400y He BNIMBA/O Ha eKCno3uLito fioniHaeipy (Y NOEAHAHHI 3 pUTOHaBIPOM).

3BaXxkaroum Ha NofibHICTb hapMakoAMHaMIYHUX e(ieKTIB Ta (hapMakoKiHETUYHIX BNacTUBOCTEV OMenpasosny Ta e30Menpasosy, He PEKOMEHLYETLCS 3aCTOCOBYBATH
€30Mernpason 04HOYacHO 3 aTazaHasipoM. OZHOYaCHe 3aCTOCYBaHHSA e30Menpasosy 3 HeNiHaBipoOM NMPOTUNOKAa3aHe.

MeToTpekcaT.

MoBigoMnsn1 NpPo NiABULLEHHS PiBHA METOTPEKCATy Yy KPOBi Yy AeAKUX NaLieHTIB Npu 04HOYAaCHOMY NPUIAOMI 3 iHFiGITOpamy NPOTOHHOT NoMNK. Mpy NpU3HaYeHHI
MEeTOTpeKcaTy Y BUCOKUX [103ax CAif pO3rnsHyTN MOX/IMBICTb TUMYACOBOI BIAMIHN €30Menpasory.

Takponimyc

Mpn oHOYaCHOMY 3aCTOCYBaHHI €30Mernpa3ony NoBiAOMAANN NPO 36i/bLUEHHS PIBHSA TaKposiiMyCy Y cMpoBaTLi KPoBi. MoTpi6bHO NpoBOANTY MNOCUNEHWUIA MOHITOPUHT
KOHLeHTpaL,iT TakponiMycy, a TakoX (hyHKLiT HUPOK (KNipeHC KpeaTuHiHY); Npu Heo6XigHOCTI — BiAKOPUryBaTu [O3yBaHHS TaKposiMycy.

NikapcbKi 3ac061, BCMOKTYBaHHSA AKUX 3a/1eXKUTb Bij pH



MMPUrHIYeHHS LWYHKOBOT KMCMIOTHOCTI Mif Yac NiKyBaHHA €30MenpasosioM Ta iHWMMK npenapatamu rpynu 1IN Moxe 3H1KyBaT abo nifgsuiLysatn abcopbLito
NiKapCbKMX 3ac006iB, BCMOKTYBaHHS SKNX 3a/1eXWTb Bif pH LLTYHKOBOI O COKY.

AK iy BMNagKy 3 iHWWMMW NiKapPCbKUMK npenapaTaMu, L0 3MEeHLIYKTb BHYTPILUHBOLLIYHKOBY KMCMOTHICTb, abcopbuis TakMx npenapatiB K KEeTOKOHa30/l,
ITPaKOHa30/1, a TakKoX Eep/lIoTMHIO MOXe 3MeHLUYBaTUCA, TOAI SK BCMOKTYBaHHA TakMX MNpenapaTiB fK AUIOKCUH MOXE MNiABWLLYBaTUCA Mif 4ac JliKyBaHHA
e3omMenpa3onoM. OfHoYacHe 3aCTOCYBaHHA OMenpasosny

(20 Mr Ha po6y) Ta AUIOKCKHY Y 340pP0OBUX JO6POBO/LLIB NiABMLLYBaN0 6i040CTYNHICTL AUTOKCUHY Ha 10 % (y ABOX i3 AecaTv AocnimkyBaHux ocié — 1o 30 %).
PifKO peecTpyBasiMca BUMAAKU TOKCUYHOCTI, CMIPUUYMHEHOT 3aCTOCYBaHHAM AWUTOKCUHY. poTe cnif fOTpUMYBATUCA 06epeXXHOCTI Mpy MPU3HAYEHHI BUCOKMX [03
€30Menpa3ony navieHTam NiTHLOro Biky. HeobxifHO MOCUANTI TepaneBTUYHWIA NTIKAPCbKWUIA MOHITOPUHT AUTOKCUHY.

Nikapcobki 3aco6m, wo meTadonizyroTbes CYP2C19

E3omenpason € iHri6itopom CYP2C19, 0CHOBHOro epMeHTy, WO MeTabonisye e3omernpason. BignosigHo, npu kom6iHauil e3oMenpasony 3 npenapatamu, Lo
MeTabonisytoTbea 3 yyacTio CY P2C19, TaknuMm K fiaszenam, Luutasonpam, iMinpamiH, knominpamiH, GeHiTOIH TOLLO, KOHUEHTpauii uux npenapatis y nnaasmi Kposi
MOXYTb 3p0CTaTV Ta MOXe BUHUKHYTM NOTpeba y 3MeHLeHHI X fo3w. Lle, 30Kpema, cnif maTu Ha yBasi, KoM e30Menpason Npu3Havati 415 3aCTOCyBaHHS B PEXMUMI
«3a NOTPeb0oto».

[iazenam.

CynyTHe 3aCTOCyBaHHS e3o0Menpa3osy B A03i 30 Mr Npu3BOAWMO0 40 3HWXKEHHS KNipeHcy Aiasenamy, cyoctparty CY P2C19, Ha 45 %.

PeHITOIH.

MMpy cynyTHLOMY 3aCTOCYBaHHI e30Mernpasosny B f03i 40 Mr y XBOPMX Ha enifiencito Bif3Ha4asocs 3p0CTaHHA MIHIMa/IbHOI KOHLeHTpaLii (PeHITOTHY Yy niasmi KpoBi
Ha 13 %. PeKoMeH/yeTbCA KOHTPO/KOBATM PiBeHb (DeHITOTHY Yy NiasMi KPOBi Ha MoYvaTKy Teparii e30Mernpas3onioM abo y pasi il ckacyBaHHS.

BopwvkoHason.

3actocysaHHs omenpa3sony (40 Mr oauH pa3 Ha Ao0y) 36inbLuyBano Cpg Ta AUC, BopmkoHasony (cybetpary CY P2C19) Ha 15 % Ta 41 % BignosifHo.

LinnocTason.

Owmenpa3on, a TakoX e3oMenpason fitoTb AK iHriéitopu CYP2C19. Y Xoai nepexpecHOro AOCNi[pKeHHs 3acToCyBaHHSA omenpasonly y fo3i 40 mr 340p0oBUM
[06poBosbUAM NigsuLLyBano Chax Ta AUC umnoctasony Ha 18 % Ta 26 % BignoBigHo, a 04HOr0 3 MOro akKTUBHUX MeTaboniTis — Ha 29 % Ta 69 % BignoBigHO.

Linsanpug.

Y 340p0oBUX A0OPOBONBLLIB MPY CyNyTHLOMY 3aCTOCYBaHHI 3 e30Mernpa3osiom (40 mr) nsowa nif KPUBOH 3a1eXKHOCTI KOHLEHTpaLiT usanpuay y niasmi Kposi Bij,
yacy (AUC) 3pocTana Ha 32 %, a nepiog, 1ioro HanieeueeaeHHs (t¥2) 3poctaB Ha 31 %, asie 3HAYHOr0 3POCTaHHS MaKCUMasIbHOr0 PiBHA LmM3anpuay y nnasmi Kposi He
crniocTepiranocs. HesHa4yHOro nofoBxeHHs iHTepBanly QTc, fike crnocTepiranocs npu MoHoTepanii uM3anpuaom, npy CcynyTHbOMY 3acCTOCYBaHHI Lm3anpugy 3
€30Mernpa30/10M He Bi3Hayaniocsa (AUB. TaKoX Po3fin «OcobnMBOCTI 3aCTOCYBAHHSN).

BapdapuH.



Y xofi KNiHIYHUX AocnifpKeHb 6yNn0 MokasaHo, Lo Npy CynyTHbOMY 3acToCyBaHHI e3oMmenpasonly B f03i 40 Mr y nauieHTiB Ha T/i Tepanii BapapvHOM 4ac
Koarynauii 3aiuwascs y NPUAHATHUX Mexax. OfHaK Yy nicnspeectpayiiiHoMy nepiogi nosigomnsnvM npo [AeKifibka OKPeMUX BUMaAKiB KNIHIYHO 3Ha4yLLOoro
NiABULLEHHS THAEKCY MIXHapoAHOro HopmanizoBaHoro criseigHoweHHd (MHC) nig yac CynyTHbOro 3aCcTOCyBaHHSA LMX NiKapCbKMX 3ac06iB. PekomeHA0BaHO
MOHITOPVHI Ha NoYaTKy Ta Micnsa 3aKiHYeHHs CnifibHOro 3aCTOCYBaHHSA €30Menpasosy Ha T/1i Tepanii BapaprHOM abo iHWUMK MOXIAHUMMW KyMapuHy.

Knonigorpens.

Y 340p0BKX 0OCI6 Bif3Havanaca apmakokiHeTMUHa/(hapmakoaHaMiyHa B3aEMOAIA MK Konigorpenem (HasaHTaxyBasibHa go3a 300 mr/gobosa nigTpymMyroya fo3a
75 mr) Ta e3omenpa3osiom (40 mr Ha fo6y nepopasibHO), WO NPU3BOAMIA A0 3HKEHHS eKCMOo3ULiT akTUBHOro MeTaboniTy Knonigorpeny y cepefHboMy Ha 40 % Ta
3HMKEHHS MaKCUManbHOT iHribytouoT akTnBHoCTI (AA®P-iHAYKOBaHOT) WOAO arperauii TPoMOoUUTIB Y cepeaHboMY Ha 14 %.

Y [OCnifpKeHHI 3 y4yacTi 340p0oBMX L0OPOBOSbLIB, KOMM KAOMIAOrpesib 3aCTOCOBYBa/IM Pa3oM i3 e30Menpasosiom i auetuncaniynnoboto kucnotoro (ACK) y
(hikcoBaHin kombiHauiT o3 (20 mr + 81 mr BifnoBiAHO) NOPIBHAHO 3 3aCTOCYBaHHAM K/OMiAOrpento y BUrNSAl MOHOTepanil, Big3Havyanocs 3HMXKEHHS eKCnosnuii
aKTMBHOIO MeTaboniTy Knonigorpento Mmaike Ha 40 %. OpgHak MakcuManbHi piBHI iHridyBaHHA (iHAYKoBaHOT AL®) arperauii TpoMO6OUUTIB Y LMX 0OCi6 Gynun
O[HaKOBVMM B TPyri 3aCTOCYBaHHS K/IOMNiLOrpento AK MOHOTepanii i B rpyni 3aCTOCYBaHHA K1oMigorpento pasom 3 esomenpasonoM i ACK. Pag crnioctepexxHnx Ta
KNIHIYHMX JOCMIAKEeHb MPOAEMOHCTPYBa/IN CynepeynivBi faHi Woao KniHiyHux acnekTtis ®K/P /[l BzaeMofii e30mMenpa3osly CTOCOBHO OCHOBHUX CEPLIEBO-CYAMHHUX
ABMLL. SK 3an00iXXHWIA 3axif 0AHOYACHOM0 3aCTOCYBaHHSA e30Menpa3osy Ta Komnifgorpento Heo6XiAHO YHUKATK.

Jlocnig>KyBaHi nikapcbKi 3aco6u 6e3 KNiHIYHO 3HaYYLLLOT B3aeMOAIT

AMOKCMUMAIH abo XiHIiAH

Byno Bi3HaYeHO, L0 e30Menpasos He YNHMB KNIHIYHO 3HAaYYLLIOrO BM/IMBY Ha (DapMaKOKIHETUKY aMOKCULUITIHY ab0 XiHIAMHY.

HanpokceH abo podekokcno

MpOTAroM KOPOTKOYaCHUX AOCNI[KEeHb CYMyTHbOro 3aCTOCYBaHHA €30Menpasosly 3 HarpoKCeHOM abo pPOEKOKCMOOM >KOAHOI (hapMakOKiHETUYHOI B3aeMOAIT
NMOMiYeHO He 6yno.

Bnnve iHLWKMX NiKapcbKux 3aco06iB Ha hapMakKoKiHe T UKy e30Menpasony

Nikapcbki 3aco6m, aki npurHivyoTb akTyBHICTL CYP2C19 Ta/abo CYP3A4

E3omenpason meTabonisyetbes 3a gonomoroto hepmeHTiB CYP2C19 1a CY P3A4. CynyTHe 3acToCyBaHHS e3oMernpa3ony Ta iHriéitopy CYP3A4 knapuTpoMiumHy
(500 mr agiuvi Ha go6y) npu3BoanIo A0 NoaBoeHHs ekcno3uuii (AUC) esomenpasony. CynyTHE 3aCTOCYBaHHSA €30Menpa3ony Ta KombiHoBaHoro iHriitopa CY P2C19
Ta CYP3A4 MOXe npu3BoauTy A0 6inbLl HXK ABOKPATHOrO 3pOCTaHHA ekcnosuuii esomenpasony. IHriéitop CYP2C19 ta CY P3A4 BoprkoHa30n 36inbwysas AUCT
omenpasony Ha 280 %. Kopekuis ao3v e3oMenpasosnly He 3aBXau NoTpibHa B TakuX cuTyauisix. OfHaK BOHa MOXe OYyTW Heo6XigHOK ANs NAUIEHTIB i3 TSHKKUMN
MOPYLLEHHAMW (DYHKLIT NeYiHKK Ta Y BUMaAKax, KONu nokasaHe fOBroTpuBae NikyBaHHS.

Nikapcobki 3acobm, ki iHAYKyTb akTueHiCTb CYP2C19 Ta/abo CYP3A4

MpenapaTtu, WO, AK BigOMO, iHAYKYOTb akTUBHICTL CYP2C19 abo CYP3A4 abo 060X (hepmeHTIB (Taki SiK pudamniumH Ta 3Bipo6iil), MOXYTb NPU3BOANTU A0
3HUXKEHHSA PiBHIB €30Menpa3osy Y CUPOBATLL KPOBI LUISXOM MPUCKOPEHHS LUBUAKOCTI MOro MeTaboniamy.

MepiaTpuyHa nonynayis

JocnimpkeHHs NikapCbKOT B3aEMOAiT NPOBOAWAN TiNIbKM 3 YHaCTHO JOPOC/INX.

Oc06/1MBOCT i 3aCTOCYBaHHSI.
Mpn HasBHOCTI 6y[b-AKUX TPUBOXHMX CUMMTOMIB (TakUX SK, Hanpuknag, 3HauyHe HenepefbadvyBaHe 3HUXKEHHS Macu Tifia, nepioguyHe 6/110BaHHSA, Aucdaris,



remaremesnc abo MesieHa) Ta MpU Migo3pi Ha BMpasKy LUIYHKA YM MpW 1T HAABHOCTI CNif BUK/IHOYMTK 3M108KICHE 3aXBOPKOBaHHA, OCKINIbKM E30M10HT MOXe
MPUX0OBYBATN CUMMTOMM Ta 3aTPMMYBATWN BCTAHOB/IEHHSA AiarHO3Yy.

[L0BrocTpOKOBe 3aCTOCyBaHHA npenapaTy

MauieHTn, SKi NpuiiMatoTb NpenapaT NPoTAroM TPUBanoro nepiody (0co6A1BO NaLieHTH, IKi OTPUMYHOTb NiKyBaHHS NpenapaToM 6inbLue poKy), MOBUHHI NepebyBaTy
nifg perynsgpHUM Harns40M nikaps.

NikyBaHHsA 3a NoTpe60oto

MauieHTn, AKi NpuiiMatoTb E30M0HT y pasi NoTpebu, NOBMHHI BYTW MPOIHCTPYKTOBaHI MPO HEOOXIAHICTb 3B’A3aTUCA 3i CBOIM NiKapeM npu 3MiHI XapakTepy
CUMMTOMIB.

Epagyukauis Helicobacter pylori

Mpn npu3HayveHHi e3oMenpasony Ans epagukauii Helicobacter pylori cnif BpaxyBaTui MOXIMBICTb NMIKAPCbKUX B3aEMOAIA MK yCiMa KOMMOHEHTaMW MOTPINHOT
Tepanii. KnaputpoMiumMH € noTy>xHuM iHrieitopom CYP3A4, ToMy npu npu3HaveHHi MOTPiMHOT Tepanil nauieHTam, fKi OTPUMYIOTb iHLWI Mpenapartu, Lo
meTabonisytoTtbea 3 yyactio CY P3A4 (Hanpuknag Luu3anpug), HeobxifHO BpaxoByBaTV MOX/MBI NPOTUMOKAa3aHHSA | B3aEMOZIT KNapUTPOMILMHY 3 UMM NIKaPCbKUMU
3acobamu.

LLINYHKOBO-KMLLKOBI H(DEKLLT

3acTocyBaHHs iHri6iTOpPiB MPOTOHHOT MOMMX MOXKe AELLO MiABULLNTI PU3NK PO3BUTKY LLTYHKOBO-KULLKOBUX iH(heKL i, Takmx Kk Salmonella Ta Campylobacter (auB.
po3ain «PapmakognHaMiKa).

BCcMOKTYBaHHSA BiTamiHy B1o

E3omenpason, K i BCi NiKapcbKi 3acobu, AKi 6M0KYyHOTb Aik0 COMAHOI KUCNOTKU, MOXE 3MEHLUYBaTV BCMOKTYBaHHA BiTaMiHy Bq, (LiaHOKOGanamiHy) BHaCNifoK
PO3BUTKY rino- abo axnoprigpii. Lle cnig BpaxoByBaTuy pasi NpoBeAeHHs JOBroCTPOKOBOI0 NiKyBaHHA NaUieHTIB 3i 3HVXEHUMM 3arnacaMu BiTaMiHy B2 B opraHismi
abo nauieHTiB 3 (PaKTOpamMmn PUMKY LLIOAO0 3HUKEHOTO BCMOKTYBaHHS BiTaMiHy B12.

rinomarHniemist

Mpo TsHKKY hopMy rinomarHiemii nosigoMnsnu y nauieHTiB, AKi OTPUMMYyBaiM JliKyBaHHA iHri6iTopamy npoToHHOI nomnu (IMM), Takummn SK e30Menpasor,
LLOHaliMEeHLLIe MPOTAroM TPbOX MicALiB, a y 6inbLIOCTi BUNaAKiB — NPOTAroM poky. MOoXyTb CocTepiraTucs cepiio3Hi NPosiBIM rinoMarHiemii, Taki ik BTOMa, TeTaHis,
[enipiii, cyoM1, 3aNamopoYeHHs Ta LWTYHOUYKOBA apuUTMist, ane Lji CUMITOMM MOXYTb PO3M0oYaTCs HEMOMITHO | IX MOXHa NPonyCcTUTU. Y 6iNblIOCTi BUNaAKIB CTaH
nawieHTIB, Y AKMUX CNocTepirasaca rinoMarHiemMisi, NOKpaLlyBasca Nicnis 3amMiCHOI Tepanii MarHiem i NpUNUHeHHs nikysaHHsa ITIMT.

LLlofio naujieHTIB, AKi, AK OYiKYETbCA, OYAyTb 3HAXOAUTUCA HA TPUBA/IOMY NiKyBaHHI, ab0 LL040 NaUieHTIB, AKI OTPUMYIOTb liKyBaHHA I CyMICHO 3 AUIOKCUHOM
abo NlikapCcbKMMM rpenapaTamu, WO MOXYTb CPUYMHUTY PO3BUTOK riMoMarHiemii (Hanpuknag, 3 giypeTukamu), MeAMyHUM npauiBHUKaM Cif po3rnsaHy T NUTaHHS
MPO BU3HAYeHHS PIBHIB MarHito nepes no4yaTkom nikysaHHs I 1a nepiognyHo NpoTArom Tepanii.

PU31K BUHUKHEHHS Nepenomis

IHriGiTOPN NPOTOHHOT NOMMNK, 0COGAMBO NP 3aCTOCYBaHHI Yy BENMKMX [03aX Ta MNPOTArOM TPMBAIOro NiKyBaHHS (> 1 poKy), AesSKOK Mipot0 MOXYTb MigBULLYBaTH
PU3UK Mepenomy CTerHa, 3an’sactka 1a xpebTa, rofioBHUM YMHOM Y MALIEHTIB NITHLOrO BiKY ab0 MpW HAsABHOCTI IHLWMX (DaKTOPiB pu3nKy. [aHi, OTpUMaHi y Xogi
CMOCTEPEXHUX LOCNIIKEHb, CBigYaTh NPO Te, WO iHriBITOPM NPOTOHHOI NOMMNM MOXYTb MiABULLYBATU 3arasibHUiA pu3uK nepenomis Ha 10-40 %. [Jeski BMNagKu
TaKoro 36i/bLLIEHHSA KifIbKOCTI NepenomMiB MOXYTb 6YTV NOB’A3aHi 3 IHWUMYK (haKTopaMun pu3mnKy. MNauieHTn 3 pusnKom pO3BUTKY OCTEONOpOo3Y MOBUHHI OTPUMYBATH
NiKyBaHHS BiANOBIAHO 40 Ait0UMX KNiHIYHUX peKoMeHAaLili Ta afAeKBaTHY KinbKiCTb BiTaMiHy D i KanbLito.

MigrocTpuin LUKIPHWIA YePBOHWMIA BOBYAK

3acTocyBaHHSA IHri6ITOPIB MPOTOHHOT MOMMNM MOB’A3YIOTh i3 AYXXe PIAKICHMMU BMNaAKaMy PO3BUTKY MiAroCTPOro LWKIPHOMO YepBOHOrO BOBYaKa. AKLLO BUHUKAE
ypaXXeHHs1, 0C06/IMBO Ha [iNAHKaX, L0 3a3Hat0Tb BMN/IMBY COHSAYHOMO CBITNA, i Lie CYNPOBOAKYETLCS apTParieto, NauieHTy HeobXiAHO HerainHo 3BepHYTUCA A0 Nikapsa,



AKWA PO3rNisiHe Heo6XiAHICTb MPUMUHEHHS 3aCTOCyBaHHA npenapaty E30M10Hr. BUMHWKHEHHS NiArocTporo LUKIPHONO YepBOHOIO BOBYaKa Y MaLieHTIB Mif vac
nonepeaHbLOT Tepanii iHri6iTopaMu NPOTOHHOT NOMMX MOXE MiABULLMTL PU3MK MOr0 PO3BUTKY NPV 3aCTOCYBaHHI IHLWINX IHFi6ITOPIB MPOTOHHOI NOMMN.

Kom6iHaLlis 3 iHLWMMY nikapcbKUMK 3acobamu

CyMiCHe 3aCTOCYBaHHS e30Menpas3ony 3 atasaHaBipOM He PEKOMEHAYETLCS (AMB. po3ain «B3aemogis 3 iHWMMK NiKapCbKMMKM 3ac06aMm Ta iHLWI BUAM B3aEMOAI»).
AKLLO KOMOiHaUiT aTazaHaBipy 3 iHri6ITOPOM MPOTOHHOT NOMMM YHUKHY TN HEMOX/IMBO, PEKOMEHYETLCA PETENIbHO Hars4aTy 3a nawieHTamy B yMoBax cTalioHapy, a
TaKoX MiABALLMTIY [03Y aTasaHasipy A0

400 mr 3i 100 Mr puTOHaBipy; Ao3y e3omMenpasony 20 Mr nepeBuLLyBaTH He Chig,.

E3omenpason € iHriitopom CYP2C19. HanouaTKy ab0 HanpuKiHLi NiKyBaHHSi €30Menpa3osioM CAif po3rnsaaTy NOTEHLINHO MOX/IMBY B3aEMO/IH0 3 npenapaTamu,
AKi meTabonisytoTbca CY P2C19. B3aemogia cnocTepiractbCa MiXkK Kionigorpenem i e3oMenpasosiom (ane posgin «B3aemogis 3 iHWMMK NiKapcbKumm 3acobamu Ta
iIHLWI BUAW B3aEMOLII»).

KniHiyHa 3HavyLicTb L€l B3aEMOAIT 3a/IMLLAETLCA HEBU3HAYEHO. AK 3an00iXKHWIA 3axif 04HOYACHOr0 3aCTOCYBaHHS €30Menpasosy Ta Kaonigorpento HeobXigHo
YHUKATH.

Mpr3Havarouy e30Menpasos ANs 3aCTOCYBaHHA B PEXMMI «3a NOTPe60H», Y 3B’A3KY 3 KOMIMBAHHAMMW KOHLEHTpaL il e30Menpasosny Yy nnaasmi KpoBi Cij BpaxoByBaTu
HacnigK1 B3aeMOAiT npenapary 3 iHWKUMKU NiKapcbKUMK 3acobamu, AVB. po3ain «B3aemogis 3 iHWMMKU NiKapCbKUMK 3aco6amm Ta iHLI BUAW B3aEMOSiN».

Bnnue Ha pe3ynbTaTy 1abopaTOopHUX AOCHIIMKEHD

Uepes nigsuLeHHs piBHA xpomorpaHiHy A (CgA) MOXIUBWUIA BNMB Ha pe3ynbTaTi NabopaTopHUX AOCNIIKEHb 3 BUSAB/EHHA HEMPOEHAOKPUHHMX NyXuH. LLLo6
YHUKHYTW Takoro Br/MBY, JliKyBaHHA €30Menpas3osioM MOTPIOHO MPUNWHUTK LLOHaMeHWe 3a 5 [HiB [0 BuMiptoBaHHA piBHIB CgA (auB. po3gin
«PapMaKomMHamiKa).

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHSA rpyagato.

Mepiog BariTHOCTI.

Y [aHuii yac Hemae A0CTaTHbOIT KifbKOCTI AaHMX MPO 3aCTOCYBaHHA e30Menpasony Yy nepiog BariTHOCTI. [ewo Gifblia KifbKiCTb AaHWX enigeMionoriyHmnx
[OCNIAKeHb 3aCTOCYBaHHA paueMiYHOT CyMmilli oMenpasosly Y nepiof BariTHOCTI CBIAYMTb MPO BIACYTHICTb BPOPKEHWX Baf Ta (DETOTOKCUYHOro BnavBy. B
[OCNIPKEHHAX e30Menpa3only y TBapuvH He 6yn0 BMSAB/EHO NPSMOro abo OrnocepefKoBaHOro LUKIAIMBOIO BNMBY Ha eMOpiOHaNbHUIA/(eTa/IbHUIA PO3BUTOK. Y
AOCNIKEHHAX paueMivyHOT CyMilli Ha TBapMHax He Gyno BUABIEHO NPSMOro abo OnocepeAKoBaHOro BMAMBY Ha Mepeb6ir BariTHOCTI, NOMOrM Ta NOCTHaTa/lbHUIA
po3BUTOK. Cnif, 3 06epeXXHICTHO NPU3HaYaTn npenapaT BariTHAM XKiHKaMm.

MomipHa KifNbKiCTb JaHWX CTOCOBHO BariTHMX XiHOK (Big 300 fo 1000 BunafKiB BariTHOCTI) BKa3ye Ha BifCYTHICTb MasibpopMaTUBHUX e(heKTiB ab0 TOKCUYHOIO
BMN/IMBY €30Menpasosy Ha CTaH nioja/340p0oB’ s HOBOHAPOMKEHOT ANUTUHM.

Pe3ynbTaTv fOCNIMKEHb HA TBapMHaxX CBig4aTb NPO BIACYTHICTb NPsAMOI abo onocepefKOBaHOT LWKIAAMBOT AiT npenapaTy Ha PenpofyKTUBHY (PYHKLiKO 32 paxyHOK
A0ro TOKCUYHOT O BMN/INBY.

Mepiof rogysaHHs rpyaato.

HeBifiomMo, 4/ e30Menpa3on MPOHUKAE Yy FPYAHE MOJIOKO NOAMHW. IH(opmauii npo Hacnifky BMMBY €30Menpasosly Ha HOBOHAPOMLKEHUX/TPYAHUX LiTei
HeAocTaTHLO. E30Menpa3on He c/iif, 3aCTOCOBYBATU Y NMepiof rofyBaHHA rpyaato.

PepTUNbHICT.

PesynbTati [OCMIMKEHb paLleMiYHOT CyMilli OMenpasofly Ha TBapuvHax BKa3ytOTb Ha BIACYTHICTb BMAMBY OMeNpasosny Ha PepTUIbHICTb Yy pasi nepopasibHoro
BBEJEHHA npenapary.



30aTHICTb BNMBATU Ha LWBMAKICTb pPeakuii Npu KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMMK MexaHi3MmaMmu.

E3omMenpason YNHWUTL MiHIManbHWUIA BNAMB Ha 3[aTHICTb KepyBaTW TPaHCMOPTHMMK 3acobaMu abo npautoBati 3 IHWKMMK MexaHi3mamu. [oBigomasnmM npo Taki
HebaKaHi peakuil K 3anaMopoYeHHs (He4acTo) i HediTKiCTb 30py (PiAKo) (AMB. po3ain «MobiyHi peakuii»). AKLWO Taki po3nagu CnocTepiratoTbes, NalieHTaM He
CNij, KepyBaTy TPaHCMOPTHMMK 3acobamMm abo npawtoBaTh 3 iHWMMK MeXaHi3Mamu.

Cniocib 3acTocyBaHHA Ta [03Mu.

Hopocri

MacTpoesodareansHa pentokcHa xsopoba (MEPX)

- JlikyBaHHA €p0O3MBHOI0 pedtoKc-e3odariTy

40 Mr oguH pa3 Ha 06y NPoTArom 4 TUXHIB.

MauieHTaM 3 HEBUNIKyBaHUM e30(hariTom abo CTINKMMM CUMNTOMaMN PEKOMEHAYETLCA JO4ATKOBO 3aCTOCOBYBATW Nnpenapart NpoTArom 4 TUXKHIB.

- [loBroTpmBase nikyBaHHSA NauieHTiB 3 BUNiKyBaHUM e30pariToM 3 MeTOt0 3anobiraHHs peunamnsy:

20 Mr oAuH pa3s Ha [o0y.

- CuMnTOMaTUYHe iKyBaHHA racTpoesodareasibHOT pedoitoKCHOT xBopobu (MEPX)

[o3a and nauieHTiB 6e3 e3odarity cTaHoBUTL 20 M OAMH pa3 Ha A00Y. AKLWO nicnsa 4 TUXKHIB NiKyBaHHA KOHTPOO HaZ CUMMTOMaMu JOCAr T He BAAIOCA, NaLiEHTyY
CNifi NPOVTN J0AATKOBE 06CTEXEHHSA. MMicNA 3HUKHEHHS CUMMTOMIB 414 X NOAILLIOr0 KOHTPOJIKO MOXKe OYTW AOCTaTHIM 3acTocyBaHHs 20 Mr oguH pa3 Ha o0y .
Mpn HeobXiZHOCTI MOXHA MeperTn Ha NpuUitoM npenapaTy B peXxuMi «3a NoTpeboro», TOOTO 3acTocoByBaTW npenapat no 20 Mr oguMH pa3 Ha foby. He
PEKOMEH/YETLCA 3aCTOCYBaHHA MpenapaTy «3a NoTpe6oto» A1 NOAIbLIOr0 KOHTPO/IO 338 CUMMTOMaMM MauieHTam 3 pU3MKOM PO3BMTKY BMPa3OK LUMYHKA Ta
ABaHaAUATUNANO0T KMLWKK, SKi npuiiMatoTb HI3M.

Y komMbiHaLil 3 BIANOBIAHUMN aH TUbaKTepiasibHUMK NIKyBa/IbHUMY 3aco6amu Ana epagukauii Helicobacter pylori, a Tako>k ans

- NiKyBaHHS BMpPa3Ky ABaHaguaTmnanol KUwku, cnpuydnHeHoi Helicobacter pylori, Ta

- 3anobiraHHs peuuavsy NenTUYHUX BUPA3OK Y NaLieHTIB 3 BUpa3kamu, 3ymosneHummn Helicobacter pylori:

20 mr E30noHry 3 1 1 amokcuumniny ta 500 Mr KnapuTpoMiumHy ABidi Ha 406y NpOTArom 7 AHIB.

MayieHTn, AKi NOTPebytoThb TPMBANOIo 3aCTOCYBaHHA HECTEPOIAHNX NPOTM3anabHKX npenapaTis (HM3MT)

- JTiKyBaHHS BMPa3oK LLTyHKa, 3yMOB/IeHKX 3aCTocyBaHHAM HIM3M:

3BMYaliHa f03a CTaHoBUTb 20 MI OZMH pa3 Ha Jo6y. TpunBanicTb NiKyBaHHSA CTaHOBUTb 4-8 TUXKHIB.

- MpodpinakT1Ka BUPA30K LIYHKA Ta ABaHaAUA TUNA/IOT KULLKKM, 3yMOB/EHNX 3acTocyBaHHAM HIM3I, y nauieHTiB, AKi HaieXkaTb [0 rpynv pusuky:

20 Mr oauH pas Ha fo0y.

TpwBane nikyBaHHA Nicng BHY TPILUHLOBEHHOMO 3aCTOCYBaHHA npenapaTy 415 NPogiNnak TUKN peuuamBy KpoBOTeYi 3 NeNTUYHNX BUPA3OK:

40 Mr OfiMH pa3 Ha A0y NPOTArom 4 TVMXXHIB NICNA BHYTPILLIHLOBEHHOI0 3aCTOCYBaHHA npenaparty 415 NpogiNakTUKN peuuanBy KpOBOTeYI 3 MENTUYHMX BMPA3OK.
JikyBaHHA cuHapomy 3onniHrepa-EnnicoHa

PekomeHAo0BaHa noyvaTkosa fo3a E3onoHra ctaHoButb 40 Mr Aidi Ha fo0y. Y nogasbliomy o3y npenapaTty KOpUrytTh iHAMBIAYabHO; NiKyBaHHSA TPUBAE Tak
[0Bro, AK LibOro BUMararoTb K/iHIYHI NOKa3aHHA. BUXoaaun 3 HassBHUX KNTHIYHWX faHWX, Y GifIbLLIOCTI NaLieHTiB KOHTPO/Ib CTaHy MOXe 6y Ty JOCATHYTUI Npy f03ax
i 80 10 160 mMr e3oMenpasony Ha fo6y. AKLo 403K nepeBuLLytoTb 80 MI Ha 06y, 403y CNif PO3AIINMTY | 3aCTOCOBYBATH [BiYi Ha 06y .

MavieH TV ocobmsKx rpyn

MauieHTy 3 NOPYLLEHOK HUPKOBOK (DYHKLLIEHD

MauieHTaM 3 NOPYLUEHHAM HUPKOBOT (OYHKLIT KOPeKLis 403K He NoTpibHa. Yepe3 06MeXeHICTb JOCBIAY 3aCTOCYBaHHA npenapaTy nauieHTam i3 TAXXKOK HUPKOBOHD



HeAOCTaTHICTIO MPW NiKyBaHHI TakMX NaLieHTIB Cij LOTPMMYBATUCA 06epeXXHOCTI (AMB. po34in «PapMaKoKiHETHKA).

MauieHTW 3 NOPYLLEHO NEeYiHKOBOK (OYHKLIE

MauieHTaM 3 MOPYLUEHHAM MEYiHKOBOI (YHKLIT Bif CnabKoro 40 MOMIPHOro CTYMeHs TSXKKOCTI KOpeKuis fo3u He noTpibHa. MakcumanbHa fo3a E30M0HrYy ans
NawuieHTIB 3 MOPYLLUEHHAM NEeYiHKOBOT (PDYHKLIT TSXXKOr0 CTYNeHs He MOBMHHa nepesuLLyBaTi 20 Mr (amnB. «PapMakoKiHETUKA).

MauieHTn NiTHLOrO BiKY

MawieHTaM MiTHLOrO BiKY KOPEKLis 03K npenaparty He NoTpibHa.

MepiaTpuyHa nonynsaLis

[iTn Bikom Big 12 pokiB.

MacTpoesodareanscHa pedpntokcHa xsopoba (MEPX)

- JlikyBaHHS €p0O3MBHOr0 pedhtoKec-e3odariTy.

40 Mr 0guH pas3 Ha f00y NPoTAroM 4 TUXHIB.

MauieHTam 3 HeBUJTiKYBaHUM e30(haritom abo CTInKMMK CUMMNTOMaMM peKOMeHAYETLCS LOLATKOBO 3aCTOCOBYBATU npenapar NpoTarom 4 TYXXHIB.

- [loBroTpmnBase nikyBaHHs NauieHTiB 3 BUNiKyBaHUM e30pariTOoM 3 MeT O 3anobiraHHs peumnamnsy:

20 Mr oauH pas Ha fo0y.

- CuMnTOMaTUYHe NiKyBaHHS racTpoesodareasbHOT pedoitoKCHOT xBopobu (MEPX)

[o3a ansa nauieHTiB 6e3 e3odariTy cTaHoBUTL 20 M OAMH pa3 Ha f06Y. AKLWO Nicns 4 TVXHIB NiKyBaHHSA KOHTPO/O Haj, CUMNTOMaMU AOCATTU He BAAI0CH, NaLieHTy
CNifi NPONTY [0AATKOBE 06CTEXEHHS. icna KynipyBaHHS CUMNTOMIB NOAa/bLUWIA KOHTPO/b HaZ HAMKU MOXe OYTW AOCATHYTUI LUSXOM 3aCTOCYBaHHS npenapaTty B
A03i 20 Mr ofinH pa3 Ha f006y.

JlikyBaHHSA BMpasky ABaHaAuATUNAN0I KULWKK, cnipuymHeHol Helicobacter pylori

Mpy BMOGOPI BiANOBIAHOI KOMOGIHOBaHOI Tepanii cnif BpaxoByBaTV OMiUiiHI 3aranbHOAEPXKaBHI, PerioHanbHi Ta MicUeBi pekomeHaauil LoAo GakTepiasibHOI
PE3NCTEHTHOCTI, TPUBANIOCTI NiKyBaHHSA (3a3BMYail 7 AHIB, ane iHodi A0 14 [HIB) Ta Ha/IeXXHOM0 3aCTOCYBaHHSA aHTMOaKTepiaflbHUX npenapartis. JTikyBaHHS NOBUHHO
MPOBOAUTMCA Nif HArNAA0M (haxiBLs.

PekomeHAaLIT LWOA0 A03YBAHHSA NPenapary:

npu maci Tina 30-40 Kr: y kKom6iHaLii 3 ABOMa aHTMGIoTMKaMK: E30M10HT 20 Mr, aMoKcuumniH 750 Mr i KnapuTpoMmiumH 7,5 Mr/Kr macu Tina — BCi npenapatu
3aCTOCOBYBaTV OAHOYACHO [1Ba pasn Ha J06Y NPOTArOM O4HOMO TUXKHS;

npu maci Tina > 40 Kr: y Kom6iHauii 3 ABoma aHTU6ioTUKamn: E3010Hr 20 Mr, aMoKcuumniH 1 1 i KnaputpoMiyuH 500 Mr — BCi NpenapaTtu 3aCTOCOBYBaTK OHOYACHO
[Ba pa3v Ha 400y NPOTSArOM OLHOIO TUXKHS.

[AiTv Bikom o 12 pokiB

E3010HT He cnif 3acToCOBYBaTM AiTAM BiIKOM A0 12 poKiB, OCKINIbKM AaHi LL0A0 TaKOro 3aCTOCyBaHHA BiACYTHI.

Cnocib 3acToCcyBaHHS

TabneTky cnif KOBTATU L{iNIOKO, 3annBatoym pianMHo0. TabneTku He i po3XKoByBaTH abo NoapiGHI0BATH.

aiTn.

E30M0Hr He cnif 3acTocoByBaTH [iTAM BiKOM 40 12 pOKiB, OCKI/IbKW [aHi W00 TaKoro 3acToCyBaHHSA BiACYTHI.
3acTocoByBaTV AiTAM BIKOM Bif, 12 poKiB Npy TakMx NoKasaHHsX:

MacTpoesodareansHa pedntokcHa xsopoba (MEPX)

- NiKyBaHH$ epo3MBHOIo pedtoKc-e3ogarity;



- [OBroTpMBaVIE NTIKYBaHHSA NaLieHTIB 3 BUIKYBaHUM e30(paritom 3 MeTO0 3arnobiraHHs peunansy;
- CUMNTOMaTUYHe NiKyBaHHSA racTpoesodareasibHoT petoKcHoT XxBopobu (MEPX).
Y NoeAHaHHi 3 aHTU6ioTUKaMM NPy NiKyBaHHI BUPa3kn ApaHaus Tunanoi KKK, symosneHol Helicobacter pylori.

Nepeno3yBaHHA.

Ha gaHuii Yac faHi LWoLo HaBMUCHOMO nepeso3yBaHHs Ay>ke 06MexxeHi. CUMNToMU, onuncaHi Npu npuiioMi npenapaty B £o3i 280 Mr, BKIKOYaIN CUMITOMU 3 GOKY
LUNYHKOBO-KMLUKOBOIO TPaKTy Ta cnabKicTb. Pa3osuii npuiiom e3oMenpasosy B f03i 80 MI He CMIPUYUHAB XOLHWUX HeraTUBHUX Hacnigkis. CrneundivyHuiA aHTMaoT
HeBiZOMUWA. E30Menpa3on 3HaYHUM YMHOM 3B’A3YETbCA 3 6ifikamu NnasMy KpoBi, TOMY BMBELEHHA 33 [0MOMOro Aianidy He3HayHe. HK i npu 6yab-AKoMy
nepefo3yBaHHi, CNif HafaTv CUMNTOMATUYHE Ta 3arasibHe NiATPMMYHOYe NTiKYBaHHS.

Mo6iyHI peakuii.

Pe3tome npodinto 6e3nekn

Cepep, TUX HebaKaHWX peakLii, AKi HalnyacTille BMHUKAKOTL Y XOfi NPOBeAEeHHS KIHIYHMX AOCMiMKeHb (a TaKoX y nepiof MicnsapeectpauiiHoro 3acTocyBaHHS
€30Menpasony), Bif3Ha4yatoTbCA rof0BHWI 6ifb, BiNb Y XXUBOTI, Aiapes i HygoTa. Kpim Toro, npodisib 6e3nekn 3acTocyBaHHSA €30Menpasosny € 04HaKOBUM AN Pi3HNX
nikapcbKnx hopm npenapaTy, NOKasaHb A1 NPU3HaYeHHA NiKyBaHHS, BIKOBUX Fpyn Ta NoNynsuiin nauieHTiB. [,0303an1eXXHMX HebaxaHNX peakLiili BUSIBNEHO He Byno.
HebaxkaHi siBMLLA KnacugikyBann 3aneXHO0 Bif 4aCTOTM BUHWKHEHHS: YacTo (>1/100, <1/10); HevacTo (>1/1000, <1/100); pigko (>1/10000, <1/1000) Ta ay»e piako
(<1/10000).

3 60Ky KpoBi Ta NiMpaTUYHOT CUCTEMM:

PiAKO: NEKOMeHIsN, TPOMOOLMTONEHIS;

Ay>Ke PifKO: arpyHO/I0LMTO3, MaHLMTOMNEHIA.

3 60Ky IMYHHOT CUCTEMM:

PiLKO: peakuii rinepyuyTANBOCTI, BK/IOUAKOUM rapsayKy, aHrNOHEBPOTUYHMIA HAOPAK, aHa(iNaKTUYHI peakLii/LUIoK.

3 60Ky 06MiHY PeyOoBYH | XapyyBaHHS:

HeyacTo: nepudepuyHi HabpPsIKK;

PIAKO: TiNoHAaTPIEMIS;

yacToTa HeBioMa: rinoMarHiemis; TsHKKa rinomarHiemis MoXke NpuU3BecTn A0 rinokaibLiemil.

MopyLUeHHs NCUXIKH:

HeyacTo: 6e3COHHS;

piaKo: 30y IPKEHHS, Aenpecis, CnayTaHiCTb CBIiJOMOCTI;

Ly>Ke PifKOo: arpecis, rastoumHauil.

3 60Ky HEpBOBOT CUCTEMMU:

4acTo: rofIOBHWI 6iNnb;

HeyacTo: 3arnaMopoyeHHs, CNabKiCTb, MapecTesisd, COHNMBICTD;

PIAKO: NOPYLUEHHS CMaKYy.

3 60Ky opraHis 30py:

PIAKO: HEYITKICTb 30pY.

3 60Ky opraHis cnyxy Ta nabipuHTHI NOPYLLEHHS:



HeyacTo: BEPTUIO.
3 60Ky AnXanbHOT CUCTEMU, OPraHiB rpyAHOl KNiTKM Ta cepefoCTIiHHS:

PiAKO: 6pOHXO0CMasM.

3 60Ky TpaBHOro TPaKkTy:

4acTo: 6iNb Y XKMBOTI, 3anopw, diapes, 34yTTA XNBOTA, HYA0Ta, 6NHOBaHHS, 3a/103UCTI NOINKU AHa WYHKa (L06POsKiCHI);
HeyacTo: CyxiCTb Y pOTi;

PiAKO: CTOMATUT, KAHAMAO03 LLUTYHKOBO-KNLLIKOBOI O TPaKTY;

Ay>Ke PifiKO: MIKPOCKOMIYHWUIA KONIT.

3 60Ky renaTobiniapHoOi cUCTEMMU:

HeyacTo: NiABULLEHHS PiBHIB NEYIHKOBUX )ePMEHTIB;

PiAKO: renatuT 3 abo 6e3 XXOBTAHML;

Ay>Ke PifKO: NeviHKOBI peakLii, BKNHOYaOUM NeYiHKOBY HeAOCTaTHICTb, eHLedaionaTito Y NauieHTIB 3 Y)Ke HaABHUMU 3aXBOPHOBAHHAMM MEYiHKN.
3 60Ky LLUKIpW Ta NifLWKIPHUX TKaHUH:

HeyacTo: fepmatuT, CBepOiXK, KPONuB’ AHKa, BUCHT,

pigKo: anornewisi, POTOUYTNMBICTb;

[Y>Xe pifKo: MynbTU(OpMHa epuTeMa, cMHAPOM CTiBeHca-[)KOHCOHA, TOKCUYHWIA enigepMaibHU HEKPOTI3.

yacToTa HeBioMa: NiArocTpPUiA LWKIPHMIA YepBOHMIA BOBYaK (AMB. po3ain «OCco6AMBOCTI 3aCTOCYBaHHS».

3 60Ky CKeneTHO-M'130B0T Ta CnonyyYHOT TKaHWHW:

HeyacTo: Nnepesiom CTerHa, 3an’acTa abo xpebTa (4uB. po3gin «OcobnnBOCTI 3aCTOCYBAHHA);

PIAKO: apTparis, Miasris;

Ay>Ke pifiKo: M’5130Ba CNabKicTb.

3 60Ky HUPOK Ta CeY0BUAINbHOI CUCTEMMU:

AY>Ke piAKo: iHTepcTuULianbHMin HedhpuT (Y AESKMX NaLiEHTIB — 0HOYACHO 3 HUPKOBOK HELJOCTATHICTHO).

3 60Ky penpoayKTUBHOT CUCTEMMU Ta MOIOYHUX 3a/103:

[YXe PifKO: FHEKOMACTIS.

3arasbHi po3nau i NOpyLIEHHS y MicCLji BBEAEHHS:

PIAKO: HE34Y>KaHHSA, MNOCU/IEHHA NOTOBUAINEHHS.

TepmiH npuaaTHoOCTI. 15 micauis.

YMoBM 36epiraHHs.
36epiraTi B opuriHanbHiin ynakoBLi npu TemnepaTypi He Buwe 25 °C.

36epiratv y HelOCTYMHOMY A1 AiTel MicCLi.



YnakoBKa

Mo 7 TabneTok B antoMiHieBOMY 6/1icTepi, Mo 1 abo 2 6nicTepy B KAPTOHHI KOPOOLL.

KaTteropis Bignycky. 3a peLentom.

BupobHuK.

EBepTompkeH Naiid CaeHcus Nimiten/Evertogen Life Sciences Limited.

MicLe3HaxoMKeHHS BUPOOGHUKA Ta afpeca MicCLisi TPOBAMXKEHHS Oro AisifIbHOCTI.

Mnot Ne: Ec-8, Ec-9, Ec-13/Mi Ta Ec-14/Mi Ti Ec Aii Al Ci, ®apma Ec | 3eT, MpiH IHgacTpian Mapk, Monenanni (Bi), €quepna (Em), Maxaby6Harap, TenaHraHa,
IH-509 301, IHgis/

Plot No: S8, S-9, S 13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadcherla (M), Mahabubnagar, Telangana, IN-509 301, India.



