IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

Hiampa3on

(DIAprazolE)

Cknao:
ditoua peuosuHa: omeprazole;
1 ¢makoH MiCTUTH OMEIIPa30J1 HAaTPil0 eKBiBaleHTHO oMempa3oiny 40 Mr;

00ONOMiJCHA peyosuHa: HaTpilo KapOoHAT 6e3BOIHUM.

JIikapcbska ¢opma. JliodinizaT myg po3dnHy A iH €KITN.

OcHogHI (pi3uko-ximiyHi 81acmugocmi: TIOPOLIOK JTio(ini3oBaHUM Bifl 6i710T0 MO CBITIOTO KOBTOTO
KOJIbOPY, 663 BUAUMUX BKITIOUEHb.

dapMakoTepaneBTHYHA rpyma.

3acobu Oy JMiKyBaHHS IMENTUYHOI BUPA3KX Ta racTpoe3odareanbHoi pedIiiokCHOI XBOpooOu.
[uri6iTopu mporonuoi momnu. Omemnpa3son. Kog ATX A02B CO1.

Papmako102iuHi 8 1acmueocmi.

®apmakoOuHamika.

MexaHi3M fil

OMernpa3oJ1, palieMiyHa CyMilll ABOX €HaHTiOMEePiB, 3MEHIIIyE CEKPELIil0 CONTHOI KUCIOTH Y
IIJIYHKY 3aBOSKM MeXaHi3My Haf3BAYalHO CIIPsIMOBaHOI fiil. OMenpa30J iHribye cekpellito
COJISIHOL KUCJIOTHY Y IIJTYHKY LIIISIXOM CHenu(piYHOr0 BIIMBY Ha IPOTOHHY IIOMITY Y
napieTajbHUX KiliTuHaX. [Ipemapar mpu 3acTocyBaHHI 1 pa3 Ha mo0y [iie MIBUAKO Ta
3abe3mnedye KOHTPOJIb MIJITXOM 000POTHOTO IIPUTHIYEHHS CEeKpellil CONSHOl KUCIIOTH
IIJIYHKOBOI'O COKY.

OMmenpa3on € cabKo0 OCHOBOIO, 1110 HAKOIIMYYETHCS Ta IEPETBOPIOETLCSA B aKTUBHY (GOPMY Y AyXKe
KNUCJIOMY CepeNOBHUIlli BHYTPIIHbOK/IITUHHUX KaHAJIbLIIB IapieTaJlbHUX KJITUH, [ BiH IPUTHIUYeE
depmenT H, K-AT®azy (mpoToHHy nommy). Lleit epekT Ha 3aKII0OYHOMY eTalli Iporecy popMyBaHHS
COJITHOI KMCJIOTH LIIYHKOBOTO COKY € [10303aJIeKHUM Ta 3abe3nedye BUCOKOehEeKTUBHE IPUTHIYEHHS



K 0a3aJIbHOI, TAK i CTUMYIHOBAHOI CEKpellii CONTHOI KMCIIOTH, He3alIeKHO Biff TUIY CTUMYJISIIIL.

dapmakogrHaMiyHi eQeKTH

Yci papmMakoguHaMiuHi eeKTH MOXKHA IIOSICHUTH BILJIMBOM OMeIIPa30Jly Ha CeKpelliio COJIsTHOl
KHCIIOTH.

Bnaue Ha cekpeuito coaAHOT Kuca0mu y WAYHKY

BryTpimHEOBEHHE BBEIEeHHSI OMEIPa30Jly CIPUYNHSIE q0303ajleKHe IPUTHIYeHHS CEeKpellil COISHOL
KHUCJIOTH Y IIIYHKY JI0OUHU. [I715 Toro, 100 ofpa3y aHAMOTiYHO 3HU3UTH BHYTPIIHBOUUIYHKOBY
KVCJIOTHICTH, 1110 AOCSATAETHCS 3aCTOCYBaHHAM IIOBTOPHUX 103 IIpenapaty 1o 20 MI mepopa’sbHo,
PEKOMEHAYEThCA SK Ieplila 103a BHYTPIlIHbOBEHHE BBefeHHA 40 Mr npemnapaty. Lle npu3BoguTh 0o
HETalHOT0 3HMKEHHS BHYTPIITHbOUUIYHKOBOL KMCIOTHOCTI Ta MOAAJIBIIOr0 YTPUMAHHS IIEOTO
IIOKa3HWKa 3HUKEeHHS y cepenHboMy Ha 90 % mpoTsaroM 24 ropguH SK MiCas BHYTPIITHEOBEHHOI
iH’eK11ii, Tax i micns BHYyTPilIHbOBEHHOI iHOY3ii.

[IpurHiueHHS CeKpelil COMISTHOl KMCJIOTH OB’ I3YETHCS 3 MJIOMIEIO IMifl KPUBOIO «KOHIIEHTPALlid y
na3Mi Kposi - gyac» (AUC) oMenpa3oiy Ta He 3aJeKUTh Bifl PaKTUYHOI KOHIIEHTpallil oMenpa3oiy y
1y1a3Mi KPOBi HAa JaHUU MOMEHT 4acy.

[Tig yac nmikyBaHHS OMEINPa30JI0M He Big3HaueHO 03HaK Taxidinmakcii.
Bnaue Ha Helicobacter pylori (H. pylori)

H. pylori moB’si3aHa i3 pO3BUTKOM BUPA3KOBOI XBOPOOH, y TOMY YMCIIi BUPAa3KOBOI XBOPOOU
OBaHAOIATUIIAIO] KUIIKY Ta MUTyHKa. H. pylori € ocHOBHUM (haKTOpPOM pO3BUTKY racTpurty. H. pylori
Pa3oM i3 CONSTHOI0 KUCIIOTO0 IIIYHKOBOT'O COKY € OCHOBHUM ()aKTOPOM PO3BUTKY BHPA3KOBOI
xBopoOu. H. pylori € ocHOBHUM ()aKTOPOM PO3BUTKY aTPO(}iyHOTI0 TAaCTPUTY, 110 aCOIHIOETHCS 3
IiABUIIEHNM PU3UKOM PO3BUTKY paKy LIIyHKa.

Epapuxkarnisi H. pylori 3a JOTIOMOT00 OMEIIPa30ly Ta MPOTHMIKPOOHUX IIpernaparTiB OB’ s3aHa 3
BUCOKUMHU PiBHSIMU 3aTrO€HHS i TPUBasoi peMicil BUpa3K0BOi XBOPOOH.

THwWi e(pexmu, noe’s13aHi 3 NPu2HiYeHHAM ceKpeuii cCoAAHOI Kuci0mu y WAYHKY

[Tig 9ac nmikyBaHHS aHTHCEKPETOPHUMU IIpeniapaTaMy CUPOBAaTKOBUY PiBEHb raCTPUHY MigBUILYETHCS
y BiATIOBiOb HA 3HUKEHY CEKpellito KUCIOTU. TaKOXK y 3B’I3KYy 31 3HUXKEHO LITYHKOBOK KUCJIOTHICTIO
HifBUIIYETHCSA piBeHb XpoMorpaHiny A (CgA). TligBumenHs piBas CgA MoXe 3aBaiuTH 00CTEXKEHHIO
Ha HeMPOeHOOKPUHHI myxnuHu. [ToBigoMIsinocs, 10 JikyBaHHS iHribiTopamu nmpoToHHOI mommnu (ITTIT)
OTPiOHO MPUNMHUTH 3a 5-14 gHiB 0o BusHaueHHsI CgA. Bu3HaueHHS CIIiJ] MOBTOPUTHU, SKIIO PiBHI He
HOPMaJIi3yBaIucs 40 LbOro 4acy.

36inmpimenHs yucia ECL-KIiTHH, MOB’s13aHe, MOXKJIIUBO, 3i 30iIbIIIEHHSIM CHPOBATKOBOI'0 PiBHS
TraCTPUHY, CIIOCTePIiraeThCA AK y AiTel, Tak i y JOPOCIUX Iif YaC TPUBAJIOTO JIiKyBaHHS
oMelpa300M. BBaxaroTh, 1110 11l JaHi He Mal0Th KITiHIYHOT0 3HAaYEeHHS.

[Tig yac TpuBaJIOro KypcCy JIiKyBaHHS IIOBIOOMIISAJIOCS IIPO HEI0 MifBUALIEHY YaCTOTY [I0SIBU 3aJI030BUX
KicT y nutyHKy. Lli 3mMiHu € ¢i3ionoriyHuM HaCligKOM BUPaXKeHOT0 IPUTHIYeHHS CeKpellil CONsSHOl
KUCJIOTH; Lied mpoliec € HoOPOSKiCHUM i, BiporifmHO, 060pOTHUM.

3HMXKEHHS KUCJIOTHOCTI IIIYHKOBOTO COKY Oyab-IKMMU 3acobami, BKitodatoun IT1T1, 36inbiurye
KiNbKiCTh OaKTepill y MIMYHKY, 110 3a3BUYall HasgBHi y IIIYHKOBO-KUAITKOBOMY TpaKTi. JIiKyBaHHS



IpenapaTamMy, 1[0 3HUKYIOTh KUCIOTHICTD, JELI0 MiABUIYE PU3UK PO3BUTKY iH(MEKIIiH IITyHKOBO-
KHUIIKOBOT'0 TPakKTy, cupuuuHeHux Salmonella Ta Campylobacter.

dapmakoKiHemuka.
Po3nodin

[TepenbauyBaHuit 06’'eM pPoO3MOiny cTaHOBUTEL npubnusno 0,3 51/Kr Macu Tina. OMenpa30i npubInu3HO
Ha 97 % 3B’s13yeThcA 3 GiTKaMu MJ1a3MU KPOBI.

Memab6oaism ma suge0eHHA

Owmemnpa3o: MoBHiCTIO MeTabomi3yeTbes cuctemMoro nutoxpomy P450 (CYP). OcHOBHa YaCcTHHA HOTO
MeTabomi3My 3aeXuTh Bif moniMopdHo ekcrpecoBarnoro CYP2C19, BigmoBiganbHOr0 3a YTBOPEHHS
rifpokcioMenpa30iy, OCHOBHOTO MeTa0OoJIiTy pe4OBKMHHU y Ija3Mi KpoBi. PelliTa 3aymeKuTh Bif iHIIIO1
crerudiunoi isodpopmu (CYP3A4), BignmoBiganbHOI 3a YTBOPEHHS OMeNpa30ay cynbhony. Yepes
BUCOKY CIOpPifHeHicTh oMelpa3oity i3 CYP2C19 icHye MOXKIIUBICTE KOHKYPEHTHOI'O IIPUTHIYEHHS Ta
MeTabomiyHol MixKTiKapchKoi B3aemonmil 3 iHmumu cyoctpatamu CYP2C19. OnHak yepe3 He3HAUHY
cropigHeHicTs i3 CYP3A4 omempa3os He Ma€ 3MATHOCTI 10 IPUTHIYeHHS MeTaboi3aMy iHIIKX
cyoctpatis CYP3A4. Kpim Toro, oMenpa30Jl He YMHUTD rajbMiBHOI fiil Ha 0CHOBHi (pepmeHTH CYP.

[TpubnusHo y 3 % mpencTaBHUKIB €BpoIeoinHoi pacu Ta y 15-20 % mnpeacTaBHUKIB MOHTOJIOIIHOI
pacu ¢yukiionansauu GepmerT CYP2C19 BifCcyTHIN; 1X BITHOCSTDH OO0 TaK 3BaHUX «IIOBITBHUX
MeTabomizaTopiB». Y 1ux ocib MeTabo1i3M oMenpa30i1y, MOXKIIMBO, KaTali3yeThCs ITepeBaxHO
dbepmenTom CYP3A4. ITicns MOBTOPHOTO 3aCTOCYBaHHS oMemnpa30y B no3i 20 mr 1 pa3 Ha mo0y
cepente 3HaueHHsA AUC y «moBinbHUX MeTabosizaTopiB» ¥ 5-10 pasiB Oinbile, HiXK B 0cCi0, AKi MalOTh
¢dyukuionansHul pepmenT CYP2C19 (y «mBugkux MetabomnizaTtopiB»). CepefHi MakKCUMambHi
KOHIIEHTpaAIIil y 1a3Mi KpoBi Takoxk Buiii y 3-5 pa3iB. OgHaK i pe3y/IbTaTU He BIJIMBAOTh Ha
OO3yBaHHSA OMEIpa30Jy.

BusedeHHs

3arajpHUY M7Ia3MOBUM KJTIipeHC CTaHOBUTH npubnu3uo 30-40 n/roguHy micnis 3aCTOCyBaHHS pa30BOl
no3u. Ilepion HamiBBUBENEHHS OMEIPA30Jly 3 IIJIa3MU KPOBi 3a3BUYall MeHIlle 1 TOOUHY SK IiCig
Pa30BOT0, TaK i micys MOBTOPHOTO 3aCTOCYBaHHS Ipemnapaty 1 pa3 Ha noOy. OMenpas3os MOBHICTIO
BUBOJUTLCS 3 IIJITa3MU KPOBi MiX npuitomaMu 103 6e3 TeHeHIlil 10 HaKOMUYeHHS IIPU 0T0
3acTocyBaHHi 1 pa3 Ha mo6y. Maiixke 80 % 031 oMenpa30Jly BUBOAUTHCS Y BUTISAAI MeTabOMiTiB i3
ceyero, a pemrra - i3 peKajisiMu, IepeBaxKHO IIIIX0OM CEKpellil 3 JK0BYI0.

AUC omenpa3zosy 30inbIIyeThCS IPU TOBTOPHOMY 3aCTOCYBaHHi npemnapaty. Lle 36inbiieHHs
3aJIeXKUTh Bif] 103U IIpemnapary i 3abe3neuye HemniHiMHY 3amexHicTe AUC Bif m03u Miciisg IOBTOPHOTO
3aCTOCYBaHH4 IIpernapaTy. Taka 3ajIeKHICTh Bifj YacCy Ta J03U 3yMOBJIeHa 3MEHIIEHHAM
IIPECUCTEMHOI0 MeTab0JIi3My Ta CHCTEMHOTO KJIipEeHCY, 1110, MOXKJIMBO, CIIPUUNHEHO IPUTHIYEeHHIM
dbepmenTy CYP2C19 omemnpa3onom Ta/abo oro metabomnitaMu (Hanpukiap, cyiabdoHoM). He Oyno
BUSIBJIEHO BIUIUBY Oy[b-IKUX MeTaOO0JIiTiB Ha CEKPellilo CONSTHOI KUCIIOTH LITYHKOBOTO COKY.

Ocobuei e2pynu nayieHmie

[NauieHTH i3 MOPYIIeHHAMU QYHKITI TeYiHKN

MeTabo71i3aM oMeIpa3oiy y MallieHTiB i3 mopyieHHIMU QYHKIIII TeYiHKY YIIOBIIbHEHUH, 1110
npu3BonuTh g0 30inbmenHs AUC. [Ipu 3acTocyBaHHI oMemipa3ony 1 pa3 Ha fo0y TeHOeHIil 1o



HAKOMMYEHHS IIpernapaTy He CIOoCTepiramocs.

[NamieHTH i3 MOPYIEeHHIMA QYHKITI HUDOK

dapmakoKiHeTHKa OMEIPa3oily, y TOMYy YHCIIi cucTeMHa 6i0H0CTyIHICTh Ta MBAAKICTL BUBEIEHHS, Y
TallieHTIB 3i 3HUKEHOI0 QYHKIIi€I0 HUPOK HEe 3MiHIOEThCS.

[IalieHTy JIITHLOIO BIKY

[IBupkicTh MeTaboJIi3My OMeIpa30iy y NallieHTiB TiTHHOTO BiKY (75-79 POKiB) fmello 3HUKEeHa.

KrinigHi XxapaKTepHCTHKH.
IToka3zanus.

Owmemnpaso [Jig BHYTPIUTHEOBEHHOT'0 3aCTOCYBAHHS [TOKA3aHUH SIK allbTePHATHBA ITepPOopasbHil
Tepanil y HuXK4e3a3HauyeHUX BUIQKaXx.

Hopocmi

JlikyBaHHS BUPa3KU [IBaHAMIATUIIAIO] KUIIIKH.
[TpodinakTrKa peruAnBiB BUPA3KX OBAHAAISTUIIATIOl KUIITKHU.
JIiKkyBaHHS BUpa3KU LIJTyHKA.

[TpodinakTuka penuANBiB BUPa3KHy LITyHKA.

Y xomb6inariii 3 BigmoBigHUMYU aHTHUOIOTHKAaMu [y epaguKatii Helicobacter pylori (H. pylori) npu
BHMPA3KOBill XBOPOOi.

JIikyBaHHSI BUPa3KHU IIJTyHKA i ABaHAALSTUIIAJIOl KUIIKH, TI0B I3aH01 i3 3aCTOCYBaHHSAM HECTEPOITHUX
poTu3ananbHux mpemnapatis (HIT3IT).

[TpodinakTuka BUpa3KHU LUIIYHKA i ABAHAOIATUIIANIO0l KUILIKH, TTOB’s13aHO1 i3 3acTocyBaHHAM HII3I1 y
NallieHTiB KaTeropii pusuKy.

JlikyBaHHS pedoKc-e30¢ariry.
TpuBarsne niKyBaHHS MAIliEHTIB 3 HEAaKTUBHUM pedIIOKC-e30(aritoM.
JIikyBaHHSI CUMIITOMATHYHOI TacTpoe3odareanbHoi pedIokCHOI XBOpoOu.

JlikyBaHHSA cuHApoMy 3oJutiHrepa - Enmicona.

IIpomunoka3aHHs.

[TinBuIeHa YyTNIUBICT IO OMEMpPa30y, 3aMilleHnx 6eH3uMina301iB abo 1o 6ymb-SKOi 3 JOTIOMIXKHUX
PEYOBHH IIpenapary.

Owmenpa3son, sk i inmi IT1I1, He cyifg 3acToCOByBaTH OMHOYACHO 3 Hes(iHaBipOM Ta aTa3aHaBipOM.



B3aemodin 3 iHnwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.

Bnius omenpasoay Ha papmakokiHemuky iHWux AikapcbKux 3acobie

Jlikapcyvki 3acobu, BCMOKMYBAHHA AKUX 3dnexcumb 8i0 pH wayHKa

[TpurHiyeHHS IUTYHKOBOI CEKpelii i yac JTiKyBaHHS OMelIpa30Ji0M Ta iHIIMMH IperiapaTaMy 3
rpynu IITIT Mmoxe 3HUXKYBaTH abo mimBuUIyBaTH abcopOiIlito mikKapCchKux 3aco0iB, BCMOKTYBaHHS SKUX
3anexuTs Big pH mnyHka. fK i y BUafgKy 3 iHIIKMU [IpernapaTaMi, 10 3MEHIIYI0Th
BHYTPIIIHbOUITYHKOBY KUCJIOTHICTh, aBCcOpPOIIisl TaKuX IIpemnapariB, SK KETOKOHA30J1, iTpakKOHA30J1, a
TAaK0X epJIOTUHIO, MOXKe 3MEHIITYBAaTUCS, TOII K BCMOKTYBaHHS TaKWX IperapariB, K DUTOKCHUH,
MOXKe IIigBUILIYBAaTUCS IIiff 9ac ITiKyBaHHS oMenpa30j10M. OgHOYacHe 3aCTOCYyBaHHS omenpa3omny (20
MT Ha 0o0y) Ta OUTOKCHHY Y 3T0POBUX NOOPOBOJIBLIIB MigBUIYBano 6i0A0CTyIHICTh AUTOKCUHY Ha 10
% (y mBOX 3 mecsiTu mociimKyBaHuX 0oci0 - mo 30 %).

Heaginasip, amasaHasip

[Tma3moBi piBHI HendiHaBipy Ta aTa3aHaBipy 3HUXKYIOTHCA IIPX OAHOYACHOMY 3aCTOCYBaHHI 3
OMEIIPa30JI0M.

OpHOYacCHe 3aCTOCYyBaHHS OMenpa3o0Jy i Hel(piHaBipy IpOTUIIOKa3aHe.

OpHoYacHe 3acTocyBaHHS oMmerpa3ony (40 Mr 1 pa3 Ha 0o0y) 3HUXKYBaJIO CePefHI0 eKCIIO3UIIii0
HesndinaBipy npubnu3Ho Ha 40 %, a cepeqHs eKCIo3ullis (apMaKoJIOTiYHO aKTUBHOTO METab0iTy
M8 3uuxkyBanacsa npubnusHo Ha 75-90 %. B3aeMopia Takoxk Moxke OyTu 06yMOBIieHA IPUTHIYEeHHAM
akTuBHOCTI CYP2C19.

OpHoyacHe 3aCTOCYBAHHSA OMEIIPAa30JIy 3 aTa3aHaBip0M He PEKOMEHOYEThCA.

OpHoyacHe 3acTocyBaHHS oMmempa3ony (40 mr 1 pa3 Ha mo6y) Ta aTa3aHaBipy y 7o3i 300 mr abo
puToHaBipy y mo3i 100 Mr mpu3BOAuUIO N0 3HUXKEHHST Ha 75 % eKcmo3ullil ata3aHasipy. [ligBuliieHHS
n03u atazaHaBipy [0 400 Mr He KOMIIEHCYBaJIO BILIMB OMEIPa30Jly Ha €KCIIO3HUIIiI0 aTa3aHaBipy.
OpHoyacHe 3acToCcyBaHHS oMempa3ony (20 mr 1 pa3 Ha mo6y) 3 aTa3zaHaBipoM y mo3i 400 mr a6o
puToHaBipoM y 1o3i 100 Mr y 3m0poBUx JOOGPOBOJIBIIB IPU3BOAUIIO 10 3HUKEHHS IPUOIM3HO Ha

30 % ekcro3ullil aTa3aHaBipy IOPiBHSAHO 3 aTa3aHaBipoM y [03i 300 Mr abo MOpiBHIHO 3
putoHasipom y no3i 100 mr 1 pa3 Ha mo0y.

Huz2oKkcuH

OpHoYacHe NiKyBaHHS oMerpa3ojioM (20 Mr Ha fo0y) Ta DUTOKCHHOM Y 300POBUX NOOPOBOIIIIIB
36inbimyBano 6iogoctynHicTh purokcuuy Ha 10 %. Pigko peecTpyBanucs BUlagkKu TOKCUYHOCTI,
CIIPUYMHEHOI 3aCTOCYBaHHSAM AUTOKCUHY. [IpoTe cif goTpuMyBaTCs 00€peKHOCTI Ipu
IpU3HaYeHHi BUCOKUX 03 OMEINpPa30iIy allieHTaM JiTHhOTo Biky. HeoOxigHO mocunutu
TepaneBTUYHUU JIIKapChbKUU MOHITOPUHT JUTOKCUHY. Y pa3i 0MHOYaCHOT0 3aCTOCYBaHHA 3
OUTOKCUHOM TalliEHTH MaloTh epebyBaTH IiJ peTebHUM HaTJIAIoM JTiKaps.

Knonidoepenw

Y mpoueci gocnigKeHHS KIIOMigorpens (HaBaHTaxyBalbHa f03a 300 MI 3 HaCTYIIHOIO 403010 75 MI Ha
no0y) y BUTJISIAI MOHOTepaIrii Ta 3 oMenpa3osioM (80 Mr ogHOYACHO 3 KJIOMilorpesieM) 3aCTOCOBYBaIH
npotsaroM 5 gHiB. [Ipu omgHOYACHOMY 3aCTOCYBaHHI KJIOMIAOTPEJII0 Ta OMENPa30Jly eKCIO3ULlis



aKTUBHOTO MeTaboJIiTy KIIOMigorpesio 3HuKyBanacs Ha 46 % (gens 1) i Ha 42 % (mens 5). CepenHe
IPUTHIYEHHS arperailiil TpoMOOLUKTIB 3HUKYBanocs Ha 47 % (uepe3 24 rogunu) i Ha 30 % (meHsb 5),
KOJIM KJIOIigOTPesib 1 OMenpa30Jl 3aCTOCOBYBaIMCS Pa3oM. Y IpoLeci IpOBeOeHH IHIIIOT0
mociimKeHHsT 0yJ10 TOKa3aHo, 0 MIPHUUOM KIIOMiAOTPesTio Ta OMEINpa3oily V Pi3HUM 4ac He
IIepelIKofZKaB iX B3a€MO{Iil, 1110, iMOBipHO, CIpUYMHEHO iHTiOyI04uM epeKTOM OMeInpa3oily Ha
CYP2C19. Cynepeunusi faHi 00 KJTiHIYHUX IPOSBIB Ifi€l hapMaKOKiHeTUUHOI/papMaKogrnHaMigHOI
B3aEMOI] 3 TOUKM 30py OCHOBHUX CEPLIEBO-CYIMHHUX 3aXBOPIOBaHb OYyJIM 3apeECTPOBaHi y mpoiieci
IIPOBeeHHs 00CepBaIlifHUX i KITIHIYHUX HOCTigKeHb. TaKuM YUHOM, CITiJl yTPUMYBATHUCS Bifl
OJIHOYaCHOT'0 3aCTOCYBaHHS OMEINPa30Jy Ta KIOMiIorpeio.

IHwi nixkapcuki 3acobu

BCcMOKTYBaHHS II0CaKOHA30JTy, €pJI0THHIOY, KETOKOHA30J1y Ta iTpaKOHa30Jly 3HAaYHO 3MEHIIYETHCS,
TOMY KJIiHiuHa eeKTUBHICTh MoxKe nocnabmoBaTucs. Cif yHUKAaTH OQHOYACHOT'O 3aCTOCYBaHHS
Ipernapary 3 II0CaKOHa30JI0M i epIIoTHHIOOM.

Jlikapcyuki 3acobu, w,0o memaboaizyromsca 3a yuacmio CYP2C19

Owmemnpason € nomipauM iHribitopom CYP2C19, ocHOBHOTO pepMeHTY, 1110 MeTabo1i3ye oMenpa3o.
Takum yrHOM, MeTab0J1i3M CYIYTHIX JTiIKapChbKUX 3aC00iB, II0 TAKOXK MeTa0O0JIi3yI0ThCS 3a Y4aCTIO
CYP2C19, moxe 3MEHIIIYBaTHCS, @ CHCTEMHA €KCITO3UIIis IMX 3ac00iB - 30inbimyBaTucs. [Ipuknagom
TaKux npenapartiB € R-Bapdapun Ta iHiIi aHTaroHictu BiTaMiny K, nunocra3sosn, fiazemnam i GpeHiTOIH.

Y 3mopoBux m0OPOBOIBIIIB Bil3Hayanacs ¢papMakoKiHeTHYHA/(apMaKOOuHAMIiYHa B3aEMOIs MixX
KJIomifgorpesieM (HaBaHTaXKyBasibHa fo3a - 300 Mr/noboBa migTpuMyioda fo3a - 75 Mr) Ta
omenpa3onoM (80 Mr Ha moOy nepopanbHO, TOOTO 034, 1[0 V 4 pa3u IepeBullye CTAHAAPTHY OEHHY
mo3y), 10 TPU3BOIUIIA [0 3MEHIIEeHHS eKCIIO3HIlil aKTHBHOT'0 MeTa0O0JIiTy KITOMiIOTPesTio
cepegHLOMY Ha 46 % Ta 3MeHIIeHHS MakcuMasbHol inribyouoi aii (Al®-iHgykoBaHOi) arperatii
TPOMOOLUTIB Y cepemHbOMY Ha 16 %. Ak 3amobixkHuM 3axif, HeoOXiAHO YHUKATH OJHOYACHOT'0
3aCTOCYBaHHSI OMeIpa3oJjly Ta KJIOIiforpesio.

[IpoTe 3anmuInaeThCsa HE3PO3YMIIUM, SKOK MIPOIO LIl B3a€EMOZid MOXKe MaTH KJliHIYHe
3HA4YEHHS.

Iusnocma3son

Y 3p0poBux JOOPOBOJILIIB BBEAEHHS oMenpa3oiny y fo3i 40 mr migsumysano C,,, Ta AUC
mmnocTa3ony Ha 18 % Ta 26 % BiAmoOBigHO, @ OGHOTO 3 OT0 aKTUBHUX MeTaboiTiB - Ha 29 % Ta
69 % BinmoBimHO.

deHimoiH

MowniTOpUHT KOHIIEHTpallii HeHiTOIHYy y I1a3Mi KpOBi peKOMEHYETLCS IIPOBOAUTH IIPOTSITOM TIEPIINX
2 TUXKHIB MiC/Ig IOYATKY JIiIKyBaHHS OMeNpa30JioM; SKIIo OyJia IpoBefieHa KOPeKlis no3u (eHiToiny,
MOHITOPHHT Ta MOAAJIBIINY KOPEKIIiIo M03H ImpernapaTy HeoOXigHO MMPOBOMUTH IIiCIIS 3aKiHUeHHS
JIIKYBaHHS OMeIpa30JIoM.

Hesgidomutl mexaHi3m 83aemo0ii
CakeiHasip

OpHOYacHe 3aCTOCYBaHHS OMEIPa30Jly 3i CaKBiHaBipOM/PUTOHABIPOM NPU3BOAMIIO OO 30i/bIIEHHS
piBHA cakBiHaBipy y mia3mi KpoBi npubnu3Ho go 70 %, 10 acolioBanocs 3 HaleXkHO0



nepeHocumicTio y BIJI-iHpikoBaHUX IAIli€HTIB.
Takpoaimyc

[Tpu ogHOYACHOMY 3aCTOCYBaHHiI OMeIpa30J1y IOBiOMIISANIOCS IIPO 30i/bIIIeHHS PiBHS TaKPOJIiMyCy B
cupoBaTIi KpoBi. [T0TpiOHO MPOBOAXTU MOCKJIEHUIM MOHITOPUHT KOHIIEHTPAIlil TAKPOJIiMyCYy, & TaKOXK
GyHKIII HUPOK (KJIipeHC KpeaTHHiHY) i IpyU HEOOXiAHOCTI BiZKOPUTYBaTH AO3yBaHHS TaKpPOIIMYCY.

Memompexcam

[ToBimOMIIANIOCS PO MIiABUILEHHSA PIBHA METOTPEKCATy V AeAKUX MAalli€HTIB IIPA OGHOYAaCHOMY
npuiioMi 3 ITII1. ITpu HeoOXigHOCTI 3aCTOCYBAHHS METOTPEKCaTy Y BUCOKUX [N03aXx CIIifi PO3TISHYTH
NUTaHHSA PO TUMYACOBY BiIMIHY OMeIpa3oIy.

Bnjus iHWux AiKapcvKux 3acobig Ha hapMAKOKIHemuKy omenpasony

IH2ibimopu CYP2C19 ma/abo CYP3A4

OckinbKu oMenpa30i1 MeTabomi3yeTbes 3a gornomMoroio ¢pepmenTiB CYP2C19 ta CYP3A4, npenapaty,
1110, K BigoMmo, nmpurHiyyooTh akTuBHICTE CYP2C19 a6o CYP3A4, a6o 060x pepMeHTiB (Taki 9K
KJIapUTPOMIIIMH Ta BOPUKOHA30J1), MOXKYTb CIPAYMHSATYH 3POCTAHHS PiBHA OMeIpa30/1y B CUPOBATIIi
KPOBi y pe3yibTaTi yIOBiTbHEeHHS IBUAKOCTI oro MeTabomiamy. OmHOYacHe 3aCTOCYBAHHS
BOPUKOHA30J1y ITPHU3BOAUIIO [0 OiNbIN HiXK ABOKPATHOT'O0 3POCTAHHS €KCIIO3uIlii oMempa3omny. OCKinbKu
BHCOKi 1031 OMempa30ily IepeHoCcunucs noope, KOpekilis [03u OMeIpa3oily 3a3Buyaiil He IOTpiOHa.
OpHax crig po3rIsSHYTH MATAHHS 1010 KOPEKIIil 03K MallieHTaM i3 TIKKO0I0 IeYiHKOBOIO
HeIOCTaTHICTIO 1 y BUNIAfKY, AKIIO0 I0Ka3aHO TpUBaJie JIiKyBaHHS.

Owmenpa3on 4acTKOBO MeTabori3yeThcsi TakoxK CYP3A4, arne He mpurHiuye el ¢pepMeHT. TakKuM
YMHOM, OMeIIpa30J1 He BIIJIUBA€ Ha MeTaboJIi3M IIpenaparis, 110 MeTaboni3yioTecss CYP3A4, Takux 9K
ITUKJIOCIIOPYH, JTiMOKalH, XiHiIWH, eCTPaios, epUTPOMIIuH Ta OyaecoHi,.

Inoykmopu CYP2C19 ma/abo CYP3A4

[Tpemaparty, 110, K Bimomo, iHAyKyooTh akTuBHICTE CYP2C19 ab6o CYP3A4, a6o 060x pepMeHTiB (Taki
K pu@aMIIinyH Ta 3Bipo0ill), MOXYTh CHPUYMHATH 3HUXKEHHS PiBHS OMENpPas30Jly B CHPOBATIi KPOBi y
pe3ybTaTi MPUCKOPEHHS IMIBUAKOCTI #oro MeTabosiamy.

Oco6.1ueocmi 3acmocyeaHHsi.

[Tpu HasIBHOCTI OyOb-KOTO TPUBOKHOTO CUMIITOMY (HaIpUKJIaf, 3HaYHOI MUMOBIJIbHOI BTpATU MacH
TiNa, MepiomuYHO IOBTOPIOBAHOTO O/II0BaHHS, Aucdarii, KpuBaBoro 6/10BaHHS a00 MEeJIeHH) Ta MPH
nimo3pi abo py HasBHOCTI BUPA3KM IITyHKa HEOOXigHO BUKJIIOUUTH 3JI0SKICHI MyXJIMHU, OCKIJIbKI
JIIKYBaHHSI MOXKe 3MEHIIUTH BUPaKeHICTh CUMIITOMIB 1 3aTpUMaTi BU3HAUYEHHS [OiarHo3y.

OpHoyacHe 3acTocyBaHHS aTa3aHaBipy 3 II1I1 He pekoMeHOyeThCs. AKII0 KoMOiHaIll aTa3aHaBipy 3
ITIIT He MOXKHa YHUKHYTU, PEKOMEHIYETHCS PETeIbHUY KITIHIYHUY MOHITOPUHT (HalpuKiaf, BipycHe
HaBaHTaXXeHHS) y IOeqHaHHi 3i 30inbmenHaM 103U aTa3aHaBipy g0 400 mr Ha 100 Mr putoHaBipy;
[03a OMeIpa30Jjly He IIOBUHHA IlepeBulllyBaTy 20 Mr.

Owmempason, sIK i Bci mikapchKi 3ac0o0H, 10 IPUTHIYYIOTh CEKPEIii0 COITHOI KUCTIOTH IIITYHKOBOTO
COKY, MOXKe 3MEeHIIIUTA BCMOKTyBaHHS BiTaMiHy B,, (1liankoOanaminy) 4epes rimo- abo axioprifpito.



Lle crig BpaxoByBaTH IIpH JIiIKyBaHHI MaIli€HTIB 3 Kaxikcieio abo ¢pakTopaMyu pU3UKY LI00 3HUKEHHS
BCMOKTYBaHHS BiTaMiHy B,, Ipu HOBroTpuBaiiii Teparii.

Owmenpas3on € inribitopm CYP2C19. Ha nouaTky abo npu 3akiH4eHHi JTiKyBaHHS OMEIIPa30jioM
HeoOXiTHO PO3TISHYTH MOXKJIUBICTh B3a€EMO[Iii 3 JTiKapChbKUMU 3aco0aMu, 110 MeTaboTi3yI0ThCs 3a
yuacTio CYP2C19. B3aeMogisi ciocTepiraeTbCsl MiXK KJIOIiforpeneM Ta oMenpa3onoM. KiiHiyHa
3HAUYIIiCTh 1Li€l B3a€EMOIil 3a/IUIIAETHCS HEACHOW. fK 3ano0iKHUM 3aXi, He00XigHO YHUKATH
OTHOYACHOI'0 3aCTOCYBaHHS OMEIPa30J1y i KIOIigoTrpeno.

JlikyBauus II1I1 mermo nigBuinye pu3uK PO3BUTKY iH(EKITiH MITYHKOBO-KUAIIKOBOTO TPAKTY, TaKUX 5K
Salmonella Ta Campylobacter.

3actocyBanHs II1I1, 0co6MMBO Y BUCOKMX H03aX Ta YIIPOIOBK TPUBAIOTro Yacy (> 1 poky), memro
IiIBUIIYE PU3UK MIEPEJIOMIB CTeTHa, 3all’sICTs Ta XpeOTa, B OCHOBHOMY Y Ialli€HTiB JIITHROTO BiKy ab60
y pa3i HagBHOCTI iHIKX (aKTOPiB PU3UKY. 3a JaHUMHU AociigxKeHb, [ migBUIIyIOTh pU3UK
nepenomiB 3arasoM Ha 10-40 %. ¥ geskux BUnagkax 1ie 0B 43aH0 3 HagBHICTIO Y NallieHTa IHIINUX
¢daxTopiB pu3ukKy. [lamieHTaM i3 pU3UKOM OCTEOIIOPO3Y CJIiff 3a0e3meunTy HajleXkHe JTiKyBaHHS Ta
afieKkBaTHe 3aCTOCyBaHH BiTaMiHy D i1 KanbIiiio.

4K i npu 6ynb-IKOMY HOBIOCTPOKOBOMY JIiKyBaHHi, 0COOIMBO KOJIX MePiof JTiKyBaHHS OMEIPa30oioM
nepesuirye 1 pik, marieHTaM MOTpideH MeUYHUM HATTISAN Ta PETYISpHE 1abopaTopHe
BU3HAYEHHS BMICTy MarHio 1 KaJbllil0 y CUPOBATIIi KPOBI.

Y xBopux, ski npuiimarTs II1I1, BKI0Yaroyu oMenpasosl, YIPOgoBXK LIoHaMeHIIe 3 MiCsILiB, MOXe
BUHUKHYTH CYTT€Ba rinoMarHieMis (y OifbIIOCTI BUMaKiB rimoMarHieMii XBOpi 3aCTOCOByBaIu
npenapart npubau3Ho 1 pik).

[Ticns BigMiHU NIpenapaTy piBeHb CUPOBATKOBOTO MarHii0 IOBEPTaBCA A0 HOPMHU. [ 15 KITiHIYHO1
KapTUHMU TiloMarHieMii xapakTepHe: 30iblIeHHS HEPBOBO-M s130B01 30y IMBOCTI, KA MIPOSIBISETHCS
CIITa3MOM M’si3iB KUCTeH i CTOII, pyXOBUM 30yIKEeHHSM; TaxikKap/ielo, apUTMIi€I0 ceplls, MiIBUIIEHHIM
apTepiasbHOTO TUCKY; AUCTPOMIUHMMYU pO3jIaflaMy y BUTJIAAL TPOPIYHUX epo3ill i BUpa30K LIKIPH.
KpuTepiii BCTaHOBIEHHS AiarHO3Y TiloMarHieMil - 3HWKeHHS KOHIIeHTpallil MarHiio y CupoBaTIi
KpoBi MeH1le 1 MEKB/n. Kpim Toro, Oyniu BUSIBNIeH] BUIIAOKM, KOJIU TillOMarHieMis npusBoguia oo
PO3BUTKY TilOKasblieMil, 3yMOBJIEHOl IPUTHIYEHHSIM CEKpellil IapaTTOPMOHY B YMOBax HU3bKOI0
BMICTy MarHiio B oprasi3mi. ¥ geskux maimieHTiB CIIoCTepiraBcs TSXKUU mepelir rimokanbiiemii i
rimoMarsieMii, 3 pO3BUTKOM CYAOMHOTO CHHIPOMY, IIOPYIIEHHSIM PUTMY CePIIs, TETAHIE,
ICUXIYHUMU IOPYIIEHHSMH i TAKKUM OI0BaHHSM, 10 IPU3BOAUIIO O TOPYIIEHHS €JIEKTPOJIiTHOTO
OanaHcy.

[lig 4yac niKyBaHHS aHTACEKPETOPHUMH IIpelniapaTaMy KOHLEHTPAllid raCTpUHY Yy IIJIa3Mi KpOBi
30iNBIIYETHCS Y pe3yIbTaTi 3HUKEHHS CeKpellil CONTHOl KUCTIOTH. BHACTIIOK 3HMKEeHHS CeKpellil
COJISTHOI KUCIIOTH 36ibinyeThest piBeHb CgA. 30iMmbIlIeHHS KOHIIEHTPaIll CgA Moxe BIJIMBATH Ha
pe3ynbTaTH OOCIiIKeHb M1 BUSIBIEHHS HEMPOeHTOKPUHHUX MyXIuH. [ 3amobiranis Takoro
BIUTMBY HeoOXimHO mpunuauTH npuitom IT1I1 3a 5 gHiB 10 mpoBeneHHs Bu3HayeHHs piBHSI CgA. AKIIO
piBHI CgA Ta racTpuHy He MOBEPHYNIUCS A0 PedepPEeHTHUX 3HAYEHbD IIiCIIS ITI0YaTKOBUX BUMIPIB,
BUMIipIOBaHHS CJIif IOBTOPUTH Yepe3 14 nHiB micns BigMminuy nikyBanHs ITII1.

[TigrocTpuy WKipHUY YepBoHMY BoBYaK ([TIIYB)

3actocyBanHs II1IT Mmoxe OyTH MMOB’si3aHe 3 AyXKe pigkicHuMu Bunagkamu ITITYB. AKII0 BUHUKAIOTh
TOIIKOIXKEeHHsI, 0COOTMBO Ha HilsSHKAX IIKipH, 110 MiIJar0ThCs BIUIMBY COHIIS, i SKIIIO BOHU
CYIIPOBOIXYIOThCSI @pTPaITi€lo, NallieHT IOBUHEH HEeralHO 3BePHYTUCS 3a MEOUYHO JOIIOMOr0l0, a



MeIUYHUY NPalLiBHUK IOBUHEH PO3TJISHYTU NUTAHHS IIPO IPUIUHEHHS 3aCTOCYBaHHS OMeNpa3o0iy.
HasBHicTh B anamMHe3i marienTa [TIIYB micis monepenuboro mikyBauHs 1111 36inmblinye pusuk
BuHUKHeHH [1TYB y pa3i 3actocyBarHs iHmux IIIT1.

[MopyineHHs GYHKII HUPOK

TCocTpuit TyOynointepcruniansuuii He¢put (I'TIH) crocTepirascs y mali€eHTiB, SKi IpuiiManu
OMeIpa3oJ1, i MoXe BUHUKHYTHU B Oy[Ob-IKUI MOMEHT IIi[l Yac Teparii oMenpa30JioM (OUB. PO3Min
«ITo6iuHi peakiiii»). I'ocTpuit TyOynoiHTepCTHUIiaTbHUN HEPPUT MOXKe ITPOTPecyBaTH N0 HUPKOBOI
HepocTaTHOCTI. [Ipu migo3pi Ha ['TIH cnig npunuHUTH IPHUOM OMenpa3ojly Ta HeramHo po3nodyaTu
BI[I[IOBiHE JIiIKyBaHHS.

Lleit mikapcbku#t 3aci6 mictuth 1,93 MmMmonb (abo 44,52 Mr)/no3y HaTpito. Crig 6yt 00epeXHUM IIPU
3aCTOCYBaHHI IpelnaparTy naljieHTaM, siKi 3aCTOCOBYIOTh HATPii-KOHTPOJILOBaHY HI€TY.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

B emigeMionoriunux gociigkeHHSX pe3ynbTaTy momo Oinbiie 1000 BariTHUX, TONOTH STKUX ITPOMIIITN
YCIHIIIHO, BKa3yl0Th Ha BifICYTHiICTh HeOaXKaHOTO BIIMBY OMEIPA30JTy Ha BariTHICTh abo 3[MOPOB’s
T17107]a/HOBOHAPO/XKEHO1 AUuTUHU. OMenpa30 MOXKHa 3aCTOCOBYBATH Y Iepiof BariTHOCTI TiMbKU TOMI,
KOJIY, Ha OYMKY JIiKaps, O4iKyBaHa KOPUCTH JI1 MaTepi IepeBulllye MOXKIINBUAY PU3UK [OJIS IJIOAA.

Owmenpa30y1 eKCKPeTYEThCA B He3Ha4HIM KiJIbKOCTI y TPyAHE MOJIOKO, IIPOTE MOT0 BIIJIUB Ha AUTUHY
HeBimomui. ToMy CJIifi IPUNMHUTY FOOyBaHHS I'PYAAI0 Ha Iepiof] 3aCTOCYBaHHS JIiIKapChKOTO 3aco0y.

30amHicmb 8niueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

MarnoiMoBipHO, 110 ITpenapaT BIJIMBA€E Ha 3[aTHICTh KepyBaTu aBTOM0OisieM abo mpalffoBaTu 3
IHIIMMY MeXxaHi3MaMu.

BpaxoByiouu Te, 110 Y YYTIMBUX XBOPUX IIPU 3aCTOCYBaHHi IIpenapaTy MOXKYTb BUHUKHYTHU OOiYHi
peaxiiii (3armaMOpoYeHHSs, COHIUBICTD, rasiolHalii, 060poTHa CIIyTaHICTh CBiHOMOCTI TOIIO0), TAKUM
nalieHTaM Ha Iepiof IpuioMy Iipemnaparty CHifl yTPUMaTUCS Biff KEpyBaHHS aBTOTPAHCIOPTOM abo
po6oTH 3 iHIIMMU MeXaHi3MaM¥, 110 MOTPebyI0Th KOHIEHTpallil yBary.

Cnocid 3acmocyeaHHsi ma do3u.

,ﬂOSyBaHHH

AsbmepHamuea nepopaabHili mepanii

[NTauieHTaM, Ayis IKUX IepopainbHa (popMa npenapaTy € HeIPUUHATHOI, PEKOMEHIYIOTh
3acTocoByBaTu oMerpa3on 40 mr 1 pa3 Ha o0y BHYTPIillTHbOBEHHO. [IJ15 MAIliEHTIB i3 CHHOAPOMOM
3osutiarepa - EnicoHa pekoMeHj0BaHa [104aTKOBa [03a IIpernapary, Ky BBOASATh BHYTPIIIHEOBEHHO,
cTaHoBUTH 60 Mr Ha go0y. Moxe BUHUKHYTH IoTpeba y OisibIn BUCOKUX JOOOBUX [03aX, TOMY 03y
cripg migbupaTty iHOUBiAyanbHO. fAKINO mo3a nepeBulye 60 Mr Ha go0y, 11 C/Tif po3MinuTH MOPiBHY Ha



2 YaCTUHU Ta IIpUMMaTH 2 pasu Ha Jo0y.

[TpemapaT CIIifi 3aCTOCOBYBATH JIMIlE BHYTPIIIHHOBEHHO i He MOKHA BBOAUTH OyIb-SIKUM iHIITNM
IIIJISTXOM.

Po34yrH HeoOXilHO BUKOPUCTATHU Ofipa3y IIiCJIs MpUroTyBaHHSI, aje He mi3Hilre Hix yepes 3
roguHy. Po3BeneHul po3uynH OMenpa3oily He MoXKHa 30epiratu y X0lIofgunbHUKY. HeBuKopucTaHun
PO3YUH CITiJl 3HULLIUATH.

IHCTQYKEiH mmono BiEHOBHeHHH IIperiapaTy mnepen BBEAEHHAM

ITpu 8HyMpiwWHb08EHHUX IH'€KUisAX BMICT KOKHOTO (hJlakKoHa, 110 MicTUTh 40 MI OMeIpa3oy,
PO34uHSAI0TH ¥ 10 MJT CTEPUIIbHOI BOOY AJIS iH'€KIiH. 3aci y BUTISAMI BHYTPIIIHBOBEHHOI iH EKIIIN CITif
BBOAUTH IOBINIBHO (IIPOTATOM 5 XBUJIUH).

ITpu 8HyMpiwWHb0BEHHUX IH(Y3isAX BMICT KOKHOTO (BIIaKOHA, 1[0 MICTUTH 40 MTI' OMenpa3oy,
BigHOBMIOIOTh y 10 My i moBomsaTE Mo 100 Mt 0,9 % po3umHOM HaTpito xjaopumy abo 5 % po3unHOM
rimioko3u. CTabimbHICTh OMenmpa3oily 3aieXkuTh Big pH po3uuny gns iHdys3il, Tomy ans
PO3Be[IeHHS He CJIifl BAKOPUCTOBYBATH iHIII PO3YMHHUKM abo iHIIi iX KiTbKOCTI.

[TpemapaT y BUTTISA] BHYTPIlTHbOBeHHOI iHDY3il BBOgATE npoTsiroMm 20-30 XBUIMH.

Po34nH HeOOXigHO BUKOPUCTATH OApa3y ITiCIIS MpUTrOTyBaHHS, ajle He Mi3Hilre HiX yepes3 3
roguHu. Po3BeneHui po3yuH OMeNpa3oily He MOXHa 30epiratu y X0JI0AUIbHUKY.

Bynb-siKuit HEBUKOPUCTAHUM MPOAYKT a00 Bigxomu MOTPiOHO YTHUIIi3yBaTH BidIIOBITHO 10 MiCIIEBUX
BHMOT.

Oco6uBi KaTeropii narieHTis

ITopyweHHA PYHKUiIT HUPOK

Kopekuist 1o3u He noTpiOHA MallieHTaM i3 MOPyIIeHHSIMU (PYHKITI HUPOK.
ITopyweHHA pYHKUiI neviHKu

[TamieHTaM i3 nopymeHHAME GYHKIIII Ie4iHKKA MOXKe OyTH OCTATHHOIO N00O0Ba [03a IpernapaTy
10-20 mr.

ITauieHmu aimHb020 BIiKY (> 65 pokKiae)

Kopekuist 7o3u He MOTpiOHA Malli€HTaM JTiTHBOTO BIKY.

Himu.

IlocBig 3acToCyBaHHSA IIpernapaTy AJi BHYTPIIIHbOBEHHOTO BBEI€HHA Y NediaTpU4Hil IpaKTULL
oOMexKeHUM, TOMY He CJIifi MpUu3HavYaTH IIpemnapar Iiifi KaTeropii naiieHTis.

ITepedo3yeaHHs.



Icaye oO6MexeHHMM 00CAT iH(pOpMaIlil Ipo HACNigKY Iepef03yBaHHsA OMenpa30ily y JIofAuHu. bynu
OTMCaHi BUITAAKK 3aCTOCYBAHHS IIPemapaTy B Jo3ax Ao 560 Mr; Takoxk Oynu oTpuMaHi okpeMi
IIOBITOMJIEHHS IIPO IIepopaibHe 3aCTOCYBaHHS OJHOPA30BUX 003 OMeNnpa3o0iy, wo gocaranu 2400 mr
(v 120 pagiB BuIle 3BU49aiiHOl peKOMEH0BaHOI KJTiHi4HO1 f031). Bynu 3apeecTpoBaHi BUIafKU
Hy[OTH, OJTI0BaHHS, 3allaMOpoyueHHs, 6010 V KUBOTI, Aiapei Ta ronoBHOro 0050, TakoX y
IIOONUHOKYUX BUIAMKaX IIOBILOMIIAIOCS IIPO amaTio, JEelpPecito 1 CIIyTaHICTh CBIHOMOCTI.

OmnucaHi cuMnToMu OyJTM THMYaCOBUMHU i IIOBiIOMJIEHD ITPO CEPHO3HI HACTiAKKU He HagXOmUIIO.
[IBupKicTh BUBeeHHS IIpeliapaTy He 3MiHIOBanacs (KiHeTHKa IepIIoro MopsAaKy) 3i 30imbIIeHHIM
103 IIpenapary.

[Ipu npoBeneHH] KIIIHIYHUX AOCIIAXKEHD 3aCTOCOBYBa/I BHYTPIIIHLOBEHHE BBEIEHHS IIperaparTy y
no3ax g0 270 Mr BIPOAOBXK OOHOTO AHA Ta A0 650 MI MPOTATOM TPHOX AHIB, 10 HE IIPU3BEIIO 0
TIOSIBY XKOJHUX J0303aJIeXKHUX HeOaKaHUX PeakKIliii.

JlixysaHHA. CenudiyHOro aHTUAOTY HEMae. [loraHo BUBOOUTHCS 3a AOMOMOr0I0 fgianmisy. [TokazaHo
IIPOMUBAHHA LIJTyHKA, CAMITOMaTU4YHa Ta MiATPUMYyBaJibHa Teparis.

ITobiuni peakuii.

HaitvacTimumuy no6iYyHUMY peakIlisiMu € ToJ0BHUH 6inb, 6i7b y XKUBOTI, 3a10p, Aiapesi, METEOPU3M Ta
Hym0Ta/0II0BaHHS.

[Tig yac mpoBemeHHs OOCTiAXKeHb Oy/Iu BUSIBIIeHI HUXK4Ye3a3HaueHi HebaXKaHi peakilil Ha JTiKapChbKUM
3aci6. 2KopHe 3 siBuIll He 0y/10 BU3HAHO N0303aJI€XKHUM.

Knacu cucTeM oprasis HebaxkaHi peakiiii

3 60Ky Kpoei ma aiMpamuyHoi TeKOIEeHis, TPOMOOLMTOIIEHIs, arpaHyJIOIUTO3,

cucmemu MaHIUTOIIEeHis

3 60Ky iMyHHOI cucmemu peaxllil Tinep4YyTIUBOCTI, Y TOMYy YHUCJIi TapsyikKa,
QHTIOHEBPOTUYHUY HAOpSK Ta aHadimakKTUYHi
PeaKIrii/Iox

3 60Ky 06MiHY peuosuH ma CiMOHATPiEMIs, rimomMarHieMis, TSXKKa rimoMartiemis

Xap4y8aHHA MOXK€e IIPU3BECTH [0 TillOKasbllieMil; TimoMarHiemis
MOKE TaKOXK CIIPUYUHUTH TilTOKaIIEMIiI0

3 6oky ncuxiku Oe3COHHS, TPUBOXKHICTh, HE3HAUHA Ne30Pi€HTallid,
30ymKeHHS, CIJTyTaHiCTh CBiIOMOCTI, JeTpecis, arpecis,
TaJTIoIUHAIll

3 60Ky Hepeosoi cucmemu roJioBHUY 0iflb, 3allaMOpPOYeHHS, TapecTesii, mopyIeHHs
CHY, BiT4yTTs1 c1abKOCTi, COHJIMBICTh, MOPYIIEHHS CMaKy

3 60Ky opaaHis 30py HEUITKICTh 30Dy, IOPYIIEHHS 30Dy

3 60Ky opaaHis cayxy ma pisHosdzu [BePTUTO

3 6oky OuxaavbHoi cucmemu, paIToBe BiIUyTTs XpUIiB ab0 3afuIIKK (OPOHX0CIa3M)

0p2aHie epyOHoi KaimKu ma

cepedoCmiHHA

3 60Ky WAYHK0B0-KUWKOB020 Oinb y XKMBOTI, 3a110p, Oiapesi, METEOPU3M,

mpakmy HymoTa/0II0BaHHS, CyXiCTh ¥ POTi, CTOMaTHUT, KaHAUI03
[TYyHKOBO-KUIIIKOBOTO TPAKTy, MiKPOCKOIIiYHUM KOJIIT,
monminu GyHganbHUX 3a103 (HoOposKicHi)




3 60Ky 2enamobisiapHoi cucmemu

bKOBTSIHUIIEI0 a00 0e3 Hel, TeuiHKoBa HeJOCTaTHICTh,
eHIle(dasonaris y mami€HTiB 3 iCHyIOUUMU
3aXBOPIOBAHHSIMHU MTEYiHKH

3 60Ky wkipu ma niowkKipHoi
KAIMKOBUHU

MepMaTHT, Tinepemis, cBepOixk, BUCUIIAHHS,
KPOMMB'IHKA, ajlonenis, PoTOYyTIuBICTE,
MynbTU(HOPMHA epuTeMa, CuHAPoM CTiBeHCa
-I[2)KOHCOHA, TOKCUYHHUI eligepMalbHUN HEKPOIIi3
(TEH), migroctpui MKipHUN YePBOHUY BOBYAK (IUB.
po3min «Ocob6IMBOCTI 3aCTOCYBAHHS»)

3 60Ky ckesemHo-M’a30801
cucmemu, CnoAy4HOI MKAHUHU Mma
KICMOK

apTparis, Mianris, mepenaoM CTerHa, 3am’acTsa abo
xpebTa, M’'s130Ba C1abKiCTh

3 60Ky HUPOK ma ce4o8udinbHOi
cucmemu

TyOyIOiHTEPCTUITiaTbHUYN HeGPHUT (3 MOKIIMBUM
[IPOrPeCyBaHHSIM 0 HUPKOBOI HEJOCTATHOCTI),
[MOTEMHIHHS cedi

3 6oky penpodykmueHoi cucmemu
ma MO/104HUX 33103

iMIIOTEHIIisI, TiHeKoOMacTiq

3azanvHi po3aadu ma peakuii'y
mMicui ese0eHHA npenapamy

He3nykKaHHS, epubepuuHnil HaOpPsK, TOCUIeHe

TOTOBUIITIEHHS

MMiABUINEeHN PiBeHDb NMEeYiHKOBUX (PEPMEHTIB, renaTur i3

Y moOmMHOKUX BUTIaAKaX MOBIIOMIISANIOCS IIPO HEOOOPOTHE MOPYIIEHHS 30pYy Y TAKKOXBOPUX
NallieHTiB, IKi OTPUMYyBaIi OMENPa30J1 y BUTJISAL BHYTPIITHEOBEHHOI iH'€KIIil, 0COOIUBO y BEITUKUX
[03ax, ajie IPUYNHHO-HACIIIAKOBUY 3B’ 130K He BCTaHOBJIEHUM.

[Tpodink mobiyHMX SBUIL, 110 CIIOCTEPIranKCh y AiTed, 36iraeThcs i3 mpodinem y JOpoCnux siK mpu
KOPOTKOTPHUBAJIiY, TaK i IpX OOBTOTPUBAJIiY Tepalil.

Tepmin npudamHocmi. 2 POKH.

®nakoHU 3 TOPOUIKOM (6e3 KapTOHHOI KOPOOKM) MOXKYTh 30epiraTucs mpu HOpMaJTbHOMY
30BHIIIIHBOMY OCBITJIEHHI 10 24 TOOUH.

BigHOBNIEHUN PO3YUH:

cTabinbHICTh XiMiKO-hi3MYHUX BIAaCTUBOCTEM MiCIIA BITKPUTTS YIaKOBKHU OyJia IIPOIEeMOHCTPOBaHa
npotaroM 12 rogus npu teMmnepatypi 25 °C nicng BigHOBIeHHS 0,9 % po3urHOM XJIOpPUAY HATPIO i
IIPOTATOM 6 roguH mpu TemmepaTypi 25 °C micis BigHOBIEHHA 5 % PO3YUHOM TJIIOKO3H.

3 MiKpoO6ioJIOTiYHOI TOYKM 30Dy, ITpernapaT HeoOXiqHO BUKOPUCTOBYBATH HETAMHO, OKPiM BUIIAMKIB,
KOJIU BiTHOBIJIEHHS IIpelapaTy BimOyBa€eThCS B KOHTPOJIbOBAHUX Ta aCEIITUYHUX YMOBAX,
MiATBEPAXKEHUX BalifallinHUMK METOIaMH.

YMmoBH 30epiranssi.
30epiratu B OpuriHanbHi¥ yIAaKOBII NpU TeMmepaTypi He Buile 25 °C.

30epiraté B HEOOCTYIIHOMY IJISI OiTEW MicCIIi.



Hecymicnicmu. 1leii mikapchkuil 3aci0 He CItif 3MilTyBaTH 3 iHIMKUMY PO3YUHHUKAMHU, OKPIM
3a3HavyeHux y po3mini «Croci0 3acToCyBaHHS Ta [03U».

VnakoBka.
Jlikapcekui 3aci0 BMIIyioTs ¥ (hjlakKoHU 3 TEMHOT0 CKJIa, 3aKyIOopeHi TyMOBOIO ITPOOKOI0 Ta
aJmoMiHieBUM 00THCKHUM KOBIAYKOM, CIIOPSAXKEHUM KPUIIKOIO (iin-od, 110 3a6e3neyye KOHTPOIIb

IIePILOT0 BiIKPUTTS.

ITo 1 ¢hakoHy B mayvlli 3 KAPTOHY.

Kareropis Bigmycky. 3a perenTtom.

BupoOHuUK.
Hamnpop Jla#g Caencec IIBT. JITH.

NAPROD lIFE SCIENCES Pvt. Ltd.

Micue3HaxoIKeHHsI BHPOOHHKA Ta afipeca Micus MpoBaIXKeHHS HOTr0 Tis/IbHOCTI.
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3asiBHHUK.
M.Biotex JIth

M.Biotech Ltd
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I'nepcroyn Xay3s, 77-79 Xau Ctpirt, Eram TB20 9I'Y, Cyppeii, Benuka Bputanis
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