IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

OMEIIPA30JI-TAPHHAIIA

(OMEPRAZOLE-DARNITSA)

Cknao:
ditoua pevyosuHa: omeprazole;
1 ¢makoH MicTUTH OMeIpa30iy HaTpito 42,6 MT, 110 €KBiBalIeHTHO oMenpa30y 40 Mr;

0ONoMmIdCHI peyo8uHU: OUHATPIIO efeTaT, HaTPilo TiIPOKCHUL,.

JIikapcbKka ¢popmMa. [TopoIiIok s po34uny A iHQys3ii.

OcHosHi (pi3uko-xiMiuHi 8aacmusocmi: Ginuii abo Matlizke 6K, MOPUCTUN OIHOPITHUIM
mioinizoBaHUM TOPOIIOK.

dapMakoTepaneBTHYHA rpyna. 3acobu [is JIiKyBaHHS IENTUYHOI BUPa3K# i racTpoe3odareanbHol
pedmokcHOl xBopobu. IHribiTopu mpoTorHoi momnu. Kog ATX A02B CO1.

dPapmako102iuHi 8 1acmueocmi.

dapmakoOuHamika.

MexaHni3M mil

Owmenpa301 — paneMidyHa CyMilll ABOX €HaHTiOMePiB, 10 3HUXKYE CEeKPEeLil0 KUCIIOTH LUITyHKOBOI'O
COKY 3aBOSIKU LIITLOBOMY MeXaHi3My mil. ABmnse coboro cnenudiyanil iHTi0iTOpP MUIYHKOBOI TPOTOHHOI
nomnu (ITIIT) y mapieTanbHux KniTuHaX. BiH IBUAKO fii€ Ta CIpUYKHSE KOHTPOIbOBaHEe 000POTHE
IPUTHIYEHHS CeKpellil KHCIIOTH IITYHKOBOTO COKY IIPU 3aCTOCyBaHHi 1 pa3 Ha mo0y.

OwMmenpa3zon — 1e ciabka OCHOBA, SIKa KOHIIEHTPYETHCS Ta IePEeTBOPIOETHCS B aKTUBHY hopMy y
KUCJIOMY CEepefOBHILi BHYTPIIIHbOKIITUHHUX KaHaIbI[iB y [TapieTalbHUX KIIITUHAX, e IPUTHIYYE
dbepmenT H/K-AT®a3y — KUCIOTHUM Hacoc. Takuil BIIJIUB Ha KiHIIEBY CTafii0 MPOLeCy YTBOPEHHS
KMCJIOTH IIJTYHKOBOT'O COKY I0303ajIeXKHUM Ta 3abe3nmeuye BUCOKOe(pEKTHBHE IIPUTHIYEHHS IK
6a3anbHOI, TaK i CTUMYJIbOBAHOI CEKpellii KUCTIOTH He3aJIexKHO Bifl IPUPOAU CTUMYITY.

dapmakomrHaMiyHi eQeKTH



Yci papmakonuHamivHi epeKTH, 110 CIIOCTEPIraloThCsl, MOXKHA ITOSCHUTH BILIMBOM OMEIPA30Iy Ha
CEeKpelilo KUCIIOTH.

Bnaue Ha cekpeuito Kuciomu WaAyHK08020 COKY

BHyTpimHbOBeHHE BBEIEHHS OMEIPa30Jly CIPAYUHSE J0303ajie’kKHe IPUTHIUeHHS CeKpellil CONsSHOl
KHCJIOTH y UITYHKY JTIOOUHU. [[715 TOT0, 100 HerallHO JOCATTH aHAJIOTi9YHOT0 3HUKEHHS
BHYTPIIIHBOUITYHKOBOL KMCJIOTHOCTI, K IiCJISl IOBTOPHOI'0 3aCTOCYBaHHSA 110 20 MTI IepOpaIbHO,
PEKOMEHAYETHCA nepilia o3a 40 Mr BHYTPIIIHbOBEHHO. Lle MpuBOOUTE A0 HETAWHOTO 3HUXKEHHS
BHYTPIIIHBOIITYHKOBOI KUCJIOTHOCTI i CepeaHbOT0 3HUKEHHS IPOTIATOM 24 TOOuH IpubIU3HO Ha

90 % 5K micnsg BHYTPIIIHbOBEHHOI iH €KIIil, TaK i Mic/ig BHYTPIIHEOBEHHOI iHOY3ii.

[TpurHiyeHHS CeKpellil KHCIOTH KOPEJIoE 3 IIJIONIEIO0 Mif] KPUBOIO «KOHIIEHTPAIlis y Ia3Mi — Jac»
(AUC) omermpa3sony, a He 3 giCHOI KOHIIEHTpAIi€l0 y IJ1a3Mi KpOBi B JaHUU 4ac.

[Tig yac nmikyBaHHSI OMEINPA30JI0M He CIIOCTepiranocs XKomHoi Taxidinakcii.
Bnaus Ha Helicobacter pylori (H. pylori

[TlenTryHa BUpa3KkoBa XxBopoOa, BKIII0YAOUX BUPA3KOBY XBOPOOY [IBaHAALSTUIIAIOL KUIIKY Ta
BHPa3Ky LITyHKA, acouiloeTscs 3 H. Pylori Ta pO3rIafaeThCs K TOJOBHUAN (PAKTOP Y PO3BUTKY
racTPUTY i pa30M 3 KUCJIOTOI0 IIJTYHKOBOTO COKY € BUPIlIaIbHUM (PaKTOPOM Y PO3BUTKY IIENITUYHOI
BHpa3KoBoi xBopoOu. H. Pylori TakoXK € 0OCHOBHUM (aKTOPOM y PO3BUTKY aTPO(]iuHOT0 TacTPUTY,
KUY aCOLII0ETHCS 3 MiIBUILEHUM PU3UKOM PO3BUTKY PaKy LITyHKA.

Epapuxkarisi H. Pylori 3a [OIIOMOT010 OMEIPa30Jly Ta aHTUMIKpPOOHUX JTiKapChKUX 3ac00iB OB’ A3aHa 3
BUCOKMM pPiBHEM BUJIIKOBYBaHHS Ta JOBTOTPUBAJIOI0 PEMICIE€I0 TENITUYHUX BUPA30K.

THWi ecbekmu, no8’A3dHI 3 NPUHIYEeHHAM KUC/A0MU

[IpoTAroM mOBroTPUBAIIOTO JIIKYBaHHS ITOBIJOMIIANIN IIPO [l MigBUIIEeHY YaCTOTYy IIOSABH Y LIITYHKY
TASHAYNSpHUX KicT. i 3MiHu € (isionorigHuM HacIiIKOM IPUTHIYEHHS CeKpellil KUCTIOTH, KiCTH €
noOpOosIKiCHUMY Ta 000POTHUMHU.

CrnpuuvHeHa Oynp-aKuMU 3acobamu, BKmodatoun II1T1, 3HMKeHa IMIJTyHKOBa KUCIIOTHICTD 30i/bIIyE y
IIJTYHKY KiNbKiCTh 6aKkTepil, sIKi B HOPMi HasIBHi y IUTYHKOBO-KUIIKOBOMY TPakKTi. JIiKyBaHHS
3acobaMu, 110 3HUKYIOTh KUCIIOTHICTB, MEI0 MiIBUIIY€E PU3UK IITYHKOBO-KHUIIKOBUX iHDEKIIiH,
HaIpUKJIa[ CipuunHeHux 0akTepisiMmu Salmonella Ta Campylobacter.

[Tig yac nmiKyBaHHST aHTUCEKPETOPHUMH JIiIKAPChKUMHU 3ac00aMy KOHIIEHTPAIlisl TaCTPUHY Y IIa3Mi
KPOBi 30i/IbIIYETHCS Y pe3y IbTaTi 3HUKEHHS CEKPeIlil CONISIHOI KUCIIOTU. BHACTINOK 3HUKEHHS
CeKpetiii CoNsIHOI KMCIO0TH 30inbIIyeThCs piBeHb XpoMorpaHiny A (CgA). 36inmbleHHS KOHIIEHTPaIlil
CgA MoxXKe BIJIMBATU Ha pe3yJIbTaTU HOCHIIAKEHbD 151 BUABJIEHHS HEUPOEHOOKPUHHUX IIYXJIUH.
HocTynHi omy6nikoBaHi faHi 4O3BONSIOTE MPUITYCTUTH, 1110 puiioM ITITI ciif mpUIMHUTY B Iepion Big
5 mo 14 pHiB mo 3annaHoBaHUX BUMipiB piBHA CgA. Lle mo3Bosisie HOpMai3yBaTu piBeHb CgA, AKUU
Moxe OyTu xubHO mifBuiileHuM micns npuiiomy ITIII, o pedepeHTHUX 3HAYEHD.

306inbienns yucna ECL-kiiTuH, OB’ g13aHe, MOXKIIUBO, 3i 30i/IbIIIEHHSAM CUPOBATKOBOTO PiBHS
raCTpUHY, CIIOCTEPIraeThCA K y AiTeH, TakK 1 y AOPOCIUX Iifi Yac TPUBAJIOTO JIIKyBaHHS
OMeIpa3010M. BBaxKa€eThCd, 110 11i faHi He MalOTh KITiHIYHOTO 3HAUYEHHS.

dapmaxkoKiHemuxka.



Posnmopin

YsaBHUM 00’€M PO3IOAINY ¥ 3H0POBUX AOOPOBOJIBIIB CTaHOBUTE Ipubnu3Ho 0,3 JI/KT Macu Tina.
Owmernpa3on Ha 97 % 3B’s13yeThCs 3 BiTKaMu I7Ta3MU KPOBI.

Mertabomizm

Owmenpa3o: MoBHiCTIO MeTabomi3yeTbes cucteMoro nutoxpomy P450 (CYP). OcHOBHa YacTHHA HOTO
MeTabomi3My 3aeXuTh Bif moniMopdHo ekcnpecoBaHoro CYP2C19, BigmoBiganbHOT0 3a YTBOPEHHS
rifpokcioMenpa30iy, OCHOBHOTO MeTaboJIiTy y Mia3Mi KpoBi. [HIlla YacTWHA 3a/1eXKUTh Bifj iHIIO1
cnenudivnoi izopopmu, CYP3A4, BinnoBiganbHOI 3a YTBOPEHHS OMEIpa30iCcyibdoHy. Y pe3ynbraTi
BHCOKOI adinHOCTi oMemnpazony 1o CYP2C19 MoX/THBI KOHKYPEHTHe IPUTHIUeHHS Ta MeTabomivHi
B3aeMofil MixX JikapcbKuUMU 3acob0amu, sKi € cyoctpartamu aynst CYP2C19. OgHak yepe3 HUIBKY
adinHicTh o CYP3A4 omenpa3os He 3naTHUY iHriOyBaTu MeTaboi3M inmux cybctpatis CYP3A4.
Kpim Toro, omenpa3son He iHTiOye mil Ha ocHOBHi pepmenTu CYP.

[Tpubnu3Ho 3 % MpeCcTaBHUKIB €BpONEO0ifHOI pacu Ta 15-20 % mpeacTaBHUKIB MOHTOJI0IOHOI pacu
MalTh HEeIOCTaTHICTh (GyHKUioOHANBbHOTO (hepMeHTy CYP2C19, ToMy iX Ha3MBalOTh «IIOBIIBHUMUI
MmeTabosizaTopamMu». Y Takux oci6 metabos1i3M oMenpa3oiny, BMOBIpHO, KaTasli3yeEThCS B OCHOBHOMY
CYP3AA4. Tlicnst mOBTOPHOTO 3acToCyBaHHS mo3u 20 Mr omemnpa3ony 1 pa3 Ha mo6y nmokasuuk AUC y
«TOBinbHUX MeTaboJtizaTopiB» 0yB y 5-10 pa3iB BUIIUM, HiXK y MaIlieHTiB i3 QyHKIIOHATBHUM
dbepmenTom CYP2C19 («mBumkux MeTabosizaTopiB»). CepenHi MiKOBi m1a3MoBi KOHIIEHTPAIlil TaKOXK
Ooymu y 3-5 pasiB BumuMu. OfHaK IIi pe3yIbTaTH HisIK He BIJIMBAIOTh Ha [O3yBaHHS OMeIpa3o0iy.

BuBeneHHsa

3arajibHUM MJIa3MOBUM KITipeHC CTaHOBUTH mpuOnmu3no 30-40 j1/rop micis ogHOpa3oBoi no3u. Ilepion
HaliBBUBEEHHS OMeNpa30iy 3 I1JIa3MU KPOBi 3a3BAYall CTAHOBUTHL MeHINEe 1 TOOUHM SK MiCA
OJIHOPA30BOT0, TaK i MiC/IsI TOBTOPHOT'0 3aCTOCYBaHHS 003U 1 pa3 Ha go0y. OMempa3oIl MOBHICTIO
BHBOIMTHCS 3 IJIa3MHU KPOBi B iHTePBaJIi MiK MPHUIOMOM [IBOX 003 0e3 TeHEHII] 10 KyMYyJIsIli mpu
3acTocyBaHHi 1 pa3 Ha moby. Maiixke 80 % 103U oMemnpa30ly BUBOAUTHCS Y BUTISAAI MeTabOMiTIB i3
cedyelo, pemrTa — 3 KaJoM IIsTXoM OimiapHoi cekpetrii.

JIinitiHicmy/HeAiHITUHICMb

AUC omenpa30iy 306ibIIyETHCS IPU TOBTOPHOMY 3aCTOCYBaHHi. Take 30iNbIIeHHS 3a7€KUTH Bifl
1034 i cipuuuHse HeNliHivAY 3amexHicTe AUC Bif 103U MiciIs MOBTOPHOI'O 3aCTOCYBaHHSA. Taka
3aJ1eXXHICTh Bif Yacy i o3u o0yMoBIeHa 3HUKEHUM MeTa00J1i3MOM IEPIIOro MPOXOMXKEHHS Ta
CHACTEMHOT0 KJIipeHCY, UMOBIpHO, CIPUYHUHEHOT0 npurHiveHHaM pepmerty CYP2C19 omenpasonom
ta/abo 1oro MetaboniTaMu (Hampukiagm, CyIbPOHOM).

He Oymo BUsIBIIEHO BILIMBY MeTa0OJIiTiB OMepa3oily Ha CEKPeIlilo KUCIOTH Y IITYHKY.

Oco6nuBi TpyIy NallieHTIB
IMopyweHHA GYHKUII ne4iHKU

MeTa6o1i3aM oMenpa30J1y y MallieHTiB i3 mopyieHHaMy QyHKIIl TeYiHKY MOPYIIYETHCS, 1110
pu3BOOUTh 0 30inbierHHs AUC. OMenpa30i1 He IPOJEMOHCTPYBaB TEeHAEHII] 10 HAKOTMYEHHS TIpU
3acTocyBaHHi 1 pa3 Ha f00y.

IopyweHHa GyHKUIT HUDOK



dapmakoKiHeTHKaA OMEIpPa30ily, B TOMY YHCIIi CUCTeMHA 6i0MOCTYIHICTE Ta MIBUAKICTh BUBEEHHS, HE
3MIHIOIOTHCS Y MAIi€HTIB i3 TOpyMIeHHAME (YHKIIil HUPOK.

IHauieHmu AimHb0o20 BiKY

[IBupkicTh MeTaboJIi3My OMeIpa30Jly y NallieHTiB TiTHHOTO BiKy (75-79 POKiB) fello 3HUKEHa.

Kniniuni xapaKTepuCTHKH.
Iloka3aHnHs.

Omenpa301 A1 BHYTPILIHBOBEHHOI'0 3aCTOCYBaHHS [IOKAa3aHUY K aJlbTepHATUBa IIepopasibHin
Teparnil y 3a3HaYeHUX [ajli BUIagKax.

[Topocai:

- [ NiKyBaHHS BAPa30K ABaHAALSATHUIIANO! KUIIKY;

- ans npodinaKTUKY peluauBiB BUPA30K OBAHAMAUSTUNIAIO] KUIIKHY;

- [ JiKyBaHHS BUPA30K LINTYHKA;

- [Ong npodinakTUKX PelUAXBiB BUPA30K IUIYHKA;

-y KkoMOiHaii 3 BigmoBiguuMu aHTHOiOTHKaMu g epapukanii H. Pylori mpu BUpa3KoBil XBOPoOi;

- 014 NiKyBaHHS BUPA30K LUIyHKA Ta ABaHANISATUIIANO] KUIIKY, II0B’I3aHUX i3 3aCTOCYBAHHAM
HECTEPOITHUX NMpoTH3anaabHuX 3aco0iB (HII33);

- ans npodinakKTUKK BUPA30K LUTYHKA Ta ABaHAALATUNANOl KUIIKY, II0B I3aHUX i3 3aCTOCYBaHHSAM
HIT33, y nai€eHTiB i3 rpynu pusuKy;

- [ NiKyBaHHA pedrokc-e3odarity;
- [JIS TPUBAJIOTO JTIKyBaHHSA IAIiEHTIB i3 HEAaKTUBHUM pedIoKC-e30(aritoM;
- [O7s MiKyBaHHS CUMIITOMAaTUYHOI racTpoe3odareanbHoi pediokcHOI XBopoou;

- O7d JIIKyBaHHSI CHHApPOMY 30JyiHrepa — Emnmicona.

IIpomunoka3aHHs.

linepuyTnuUBICTE O Hif040i peYOBMHHU, 3aMilleHuX 6eH3iMin03011iB ab0 [0 6ymb-IKOI 3 JOTIOMiXKHUX
PEYOBHH JIiKapChKOTOo 3acoby.

Owmenpa3son, sk i inmi IT1I1, He Mo&KHa 3aCTOCOBYBaTH OOHOYACHO 3 Hesl(piHaBipOM.



B3aemodin 3 iHnwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.

BB oMenpa3ony Ha GpapMaKOKiHETHKY iHIMX JTiKapChKUX 3aC00iB

JIikapcwvki 3acobu, BCMOKMYBAHHA AKUX 3daexcumb 8i0 pH wayHKa

[TpurHiyeHHS MUTYHKOBOI CEKpeliil i Yac JTiKyBaHHS OMelpa30JioM MoXkKe 3HUXKYBaTH abo
nigBuIyBaTu abcopoOuiio JTikapchbKux 3aco0iB, BCMOKTYBaHHS SKUX 3a/1eKUTh Bif pH minyHKa.

Heaginasip, amasaHasip

[Tma3moBi piBHI HengiHaBipy Ta aTa3aHaBipy 3HUXKYIOTHCSA IIPX OAHOYACHOMY 3aCTOCYBaHHI 3
OMEIIPAa30JI0M.

OpHOYaCHe 3aCTOCYBaHHS OMenpa3oJly i Hen(piHaBipy IpOTUIIOKa3aHe, OCKIIbKYA 3aCTOCYBaHHS
oMmenpa3ony (40 mr 1 pa3 Ha f00y) 3HKWKYBaIO CEpPefHI0 eKCII03Ullil0 Hel(iHaBipy npuban3Ho Ha
40 %, a cepeQHIO eKCIT03HUIIi10 apMaKOJIOTiYHO aKTUBHOI0 MeTabosity M8 Ha 75-90 %. B3aemomist
TaKO0XK MOxKe OyTu 3yMOBJIeHa IIPUTHiYeHHSIM akTuBHOCTI CYP2C19.

OpHOYaCHe 3aCTOCYBaHHS OMeIpa30Jily 3 aTa3aHaBipoM He peKOMeHAyeThcd. CylmyTHE 3aCTOCYBaHHSA
oMenpa3zony (40 mr 1 pa3 Ha noby) i atazaHaBipy 300 Mr / puToHaBipy 100 MT y 3M0poBHUX
noOpPOBOJIBIIIB CIIPUYMHSIIIO 3HUKEHHS eKCIT03UIlil aTa3aHaBipy Ha 75 %. ITigBuieHHS 003U
aTtasaHasipy 1o 400 Mr He KOMIIEHCYBaJIO BIJIMBY OMeIIpa30Jly Ha eKCIIO3UIIil0 aTa3aHaBipy.
OpHoyacHe 3acTocyBaHHS oMempa3ony (20 mr 1 pa3 Ha fo6y) 3 aTazaHaBipom 400 Mr / puTOHaBipOM
100 Mr y 3mopoBux K0OPOBOJIBLIB CIPUUUHSAIIO 10 3HUKEHHS eKCII03UIlil aTa3aHaBipy IpubIU3HO Ha
30 % mopiBHsiHO 3 aTa3aHaBipom 300 Mr / putoHaBipom 100 Mr 1 pa3 Ha mo6y.

IlueokcuH

OpHoYacHe 3aCcToCyBaHHS oMempa3ony (20 Mr Ha o0y) i AUTOKCUHY V 3M0POBUX HOOPOBOJIBLIIB
30inbmyBano 6iogocTynHicTh UroKcHuHY Ha 10 %. Pimko peecTpyBany BUIAJKA TOKCUYHOCTI,
CIIPUYKMHEHOI 3aCTOCYBAHHSIM AUTOKCHHY. [IpoTe ciim moTpuMyBaTHCS 00€peXKHOCTI MpU3HAYal0Yn
BHCOKi 1031 OMeNpa301y MalieHTaM JiTHLOr0 BikKy. HeoOXigHO MOCUTUTH TepaneBTUYHUN
MOHITOPUHT OUTOKCHUHY.

Knonidoepenw

Y 3mopoBux m06poBONBIIB Big3Havanacs papmakokinetnyHa (OK) / hbapmakogunamiuna (O]I)
B3AEMOis MiX KJomigorpeneM (HaBaHTaxyBasibHa fo3a 300 mr/mo6oBa migTpuMyBasbHa 103a 75 MT)
i omenpasonom (80 Mr Ha 06y MepopabHO), 10 ITPU3BOAUIIA OO 3MEHIIEHHS eKCII03UIlil aKTUBHOTO
MeTaboIiTy KJIOMigorpenio y cepeguboMy Ha 46 % Ta 3MeHIIeHHs MaKCHMaJbHOi iHribyiodoi mil
(A1®-ingykoBaHoOl) arperatiii TPOMOOIUTIB y cepenHboMy Ha 16 %.

Pe3ynbTaTu npoBegeHnx 00cepBalliftHUX i KJTIHIYHUX HOCTiAXKEeHb 00 KITiHIYHUX MPOSBIB IIi€l
®K/®]I B3aeMOfIii CTOCOBHO OCHOBHUX CEPLIEBO-CYIMHHUX 3aXBOPIOBaHb Oy CYIIEPEUIHBI.
Heo0xigHO YHHKATH OOHOYACHOTO 3aCTOCYBaHHS OMEIPA30JIy i KJIOMigorpertio.

THwi nikapcvki 3acobu

BcMmoKTyBaHHS IT0CAKOHA30I1y, €PI0THHIOY, KETOKOHA30Jy Ta iTpaKOHa30J1y 3Ha4YHO 3MEHIIYEThCS,
0TXke KiIiHiyHa e(eKTUBHICTh MOXKe mocia0moBaTucs. Cil yHUKATH OHOYACHOTO 3aCTOCYBaHHS 3



ITOCAaKOHAa30JIOM Ta epHOTI/IHiGOM.

Jlikapcwki 3acobu, uLo memaboaizyromsca 3 yyacmiwo CYP2C19

Owmenpason noMipHo iHrioye mito Ha CYP2C19 (ocHOBHUY (pepMeHT, IKUM BifmoBigae 3a MeTabo01i3M
oMenpas3oiy). TakuM 4uHOM, MeTab0Ii3M CymyTHIX TiKapchKux 3acobiB, 10 TaK0K MeTal0Ili3yI0ThCs
3 yuacTio CYP2C19, MoKe 3MeHIITyBaTUCS, @ CUCTEMHA €KCITO3UIIis IUX 3aC00iB — 30imbITyBaTHCS.
[TpuknagoM Takux JiKapcbkux 3aco0iB € R-Bapdapun Ta iHmi aHTaroHicTu Biraminy K, uumocrazon,
miasemnam i GeHiTOIH.

Husaocma3son

Y 3mopoBux mOOGPOBOIIBINIB 3aCTOCYBAHHS OMEIPa30i1y B 103i 40 MI IigBHUINYBaI0 MaKCUMaIbHY
KOHIIeHTpalito y mna3mi kposi (C,,,,) Ta AUC nunocrasony Ha 18 % ta 26 % BiAmoBigHO, a ODHOTO 3
Oro akKTHUBHUX MeTaboJiTiB — Ha 29 % ta 69 % BifgmosimHoO.

denimoiu

MOHITOPUHT KOHILIEHTpPallil GeHiTOIHY y MIa3Mi KPOBi peKOMEHOYETHCS IPOBOAUTH IIPOTATOM IIE€PILIUAX
IBOX TUXKHIB ITiCJIg IIOYATKY JiKyBaHHS oMeIpa30JioM. fAKiio 6yia mpoBefeHa KOPEKIis J031
(beHiTOiHy, MOHITOPUHT Ta IOJaIbIIy KOPEKIIio 4031 HeoOXigHO MPOBOJUTH IiCJIs 3aKiHUeHHS
JIIKYBaHHSI OMeIIpa30JIoM.

Hesgidomull MexaHizm

CakeiHasip

OpHOYacHe 3aCTOCYBaHHSI OMEIPA30J1y i3 cakBiHaBipOM/PUTOHABIPOM MPU3BOAMIIO OO 30iMbIIEHHS
piBHA cakBiHaBipy y mia3mi KpoBi npubnusno xo 70 %, 110 acolitoBanocs 3 HalexkKHO0
nepeHocumicTio y BIJI-iHpikoBaHUX IAIli€HTIB.

Takpoaimyc

[Tpu ogHOYACHOMY 3aCTOCYBaHHiI OMenpa30J1y IOBiIOMIISNIN PO 36iNbIIeHHS PiBHSA TaKpOJiMyCy B
cupoBaTIi KpoBi. [T0TpiOHO MPOBOAXTU MOCKUJIEHUIM MOHITOPUHT KOHIIEHTPAIlil TAKPOJIiMyCy, & TaKOXK
GbyHKIII HUPOK (KJIipeHC KpeaTHHiHy), TpU HEOOXiAHOCTI MPOBECTH KOPEKIIiI0 J03U TaKpPOJIiMyCy.

Memompexcam

[ToBimoMIIsiNK PO MifBUILEHHS PiBHS METOTPEKCATy y AesSKUX Ialli€HTiB IPU OHHOYaCHOMY IPUKOMI
3 ITII1. ¥ pa3i HeoOXimHOCTI 3aCTOCYyBaHHS METOTPEKCATY V¥ BUCOKUX [103aX CJIif PO3T/ISHYTU IUTaHHS
PO TUMYAaCOBY BiIMiHy OMemnpa3o0Iy.

BnnuB iHmKX miKapChKUX 3ac00iB Ha ¢hapMaKOKiHETUKY OMENPa30ay

Ineibimopu CYP2C19 ma/abo CYP3A4

OckinbKu oMenpa30i1 MeTabomi3yeTbes 3a gornoMoroio ¢pepmenTiB CYP2C19 Ta CYP3A4, nmikapchKi
3acobu 110 npurHiuyioTh akTuBHICTE CYP2C19 a6o CYP3A4 (Taki SiK KITapUTPOMILIUH Ta
BOPUKOHA30J1), MOXYTh COIPUUYUHATHU 0O 3POCTAHHS PiBHA OMEINPa30Jly y CUPOBATII KPOBi B
pe3yJbTaTi YIOBibHEHHS MIBUAKOCTI #oro MeTabomisaMy. OmHOYacHe 3aCTOCYBaHHS BOPUKOHA30JTY
TIPU3BOMUIIO 10 OiNIBII HiXK IBOPA30BOT0 3POCTAHHS €KCITO3uIlil oMernpa30iy. OCKinbKy BUCOKi 003U
OMeIpa30i1y IepeHocunucs qobpe, KOpekKllis fo3K OMeIpa3oily 3a3Buyail He moTpidHa. OgHaK Ciif



PO3TISTHYTH MUTAHHS PO KOPEKINIO O3M [IJIs MAIli€HTIB i3 TSIXKKOI0 IeYiHKOBOI HeIOCTATHICTIO Ta y
pasi JOBrOTPUBAJIOTO JIiKYBAHHS.

Inoykmopu CYP2C19 ma/abo CYP3A4

JlikapceKi 3acobu 110 iHayKyooTh akTuBHICTE CYP2C19 Ta/a6o CYP3A4 (Taki ik pudamminuH Ta
3Bipo0ill), MOXKYTh COPUYUHSTH 0O 3HUKEHHS PiBHS OMeIpa30jIy B CUPOBAaTIi KPOBi y pe3ynbTaTi
IIPUCKOPEHHS MIBUAKOCTI HOTO MeTaboi3my.

Oco06.1ueocmi 3acmocye8aHHs1.

Owmemnpa30/1 MoxXKe BUKIIUKATH CepHo3Hi mKipHi peakilii. CUMITOMU MOXKYTh BK/IIOUaTH:
IIOUYEPBOHIHHS WIKIpH, yXXpi Ta/abo BUCHUII.

fKI10 BUHUKJIA aJlepriyHa peakilis, MIPUIUHITh BUKOPUCTAHHS JIIKApChKOTO 3aC00y Ta HEerarHo
3BEPHITHCS 3a MEIUYHOIO JOIIOMOTO0.

[Tpu HasiBHOCTI OyOb-KOTO TPUBOKHOTO CUMIITOMY (HaIpUKJIaj, 3HayHa BTpaTa MacH Tina, He
3yMOBJI€Ha [Ii€TOI0; YacTe OmoBaHHS; Oucdaris; 6/10BaHHS 3 OMIIlIKaMU KPOBi ab0 MejieHa) Ta IIpu
[iarHOCTOBaHiM BMpa3li NUIyHKa a0 Mmifo3pi Ha 1l HasgBHICTh CJIif] BUK/TIOUUTH 3/I0IKiCHE
3aXBOPIOBaHHS, OCKiJIbKY ITPUHOM JIIKaPChKOTO 3aC00y MOXKe MaCKyBaTH MOT0 CUMIITOMH i
3aTpUMyBaTH BCTAHOBJIEHHS IPaBUIBHOTO OiarHO3Y.

OnHouacHe 3acTocyBaHHS aTa3aHaBipy 3 IIIIT He pekoMeHayeThCs. fAKio KoMOiHallii aTa3zaHaBipy 3
OMEINpa30JI0M He MOXKHa YHUKHYTH, PEKOMEHIYETLCS PeTENbHUM KIiHIYHUM MOHITOPUHT (HalpUKIIak,
BipyCHe HaBaHTaXXKeHHS) y TOEAHAHHI 3i 30iNblIeHHSAM q031 aTa3aHaBipy mo 400 mr Ha 100

MI PUTOHAaBIPY; [03a OMeIpa30Jly He IIOBUHHA IlepeBullyBaTu 20 Mr.

Owmemnpason, SK i Bci mikapchbKi 3ac0o0H, 110 IPUTHIYYIOTh CEKPEIiio COITHOI KUCTIOTH IITYHKOBOTO
COKY, MOXe 3MEeHIIIUTHA BCMOKTyBaHHS BiTaMiHy B,, (liaHoKoGanaMiHy) dyepes rimo- abo axjoprigpiio.
Lle crig BpaxoByBaTH IIpX OOBTrOTPHUBAJIiM Teparlil mallieHTiB 3 HU3bKOIO Macolo Tina abo gpakTopamu
PHU3UKY OO0 3HUXKEHHS BCMOKTYBaHHS BiTaMiHy B,, Ipu goBroTpusartiii Teparil.

Owmenpason € inriditopom CYP2C19. Ha nouaTKy a0 Ipu 3aBepllleHHi JTiKyBaHHS OMeIIpa30ioM
HeoOXiTHO PO3TISHYTH MOXKJIUBICTh B3a€EMO[Iil 3 JTiKapChbKUMU 3aco0aMu, 110 MeTabOoJIi3yI0ThCS 3
yuacTio CYP2C19. B3aeMopisi cnocTepiraetbcs MixK KiIomiforpeneM i oMenpa3sosnoM. KiiHiuHa
3HAYYLICTH Li€i B3a€MOIil 3aUIIaeThCsI HE3PO3yMiNiow. AK 3amobiKHUY 3axif, MOTPiOHO YHUKATH
OHOYACHOI'0 3aCTOCYBaHHS OMEIPa30J1y i KIOIigorpero.

JlikyBauHs II1I1 gemio migBUIye PU3UK PO3BUTKY iHGEKIiM IITyHKOBO-KUIIKOBOTO TPAKTY, TAaKUX SIK
Salmonella Ta Campylobacter.

Y xBopux, ki npurmanu II1II, BKI04ao4u oMenpa3osi, YIPOL0oBXK LIOHaUMeHIle 3 MiCALiB BUHUKAJIa
TsIKKa rimomarsieMis (y GinbIIIOCTi BUMIaAKiB rimoMarHieMii XBopi 3aCTOCOByBaIu JTiKapChKUil 3acib
npubnu3Ho npoTsaroM 1 poky). ['imoMarHiemiss MoxKe IPOSBIATUCS TaKUMHU CEPHO3HUMU
CHMIITOMaMH, IK BTOMJ/IIOBaHICTh, TE€TaHid, AeJipii, CyAOMH, 3allaMOPOYEHHS, IIJTyHOYKOBa apuTMid.
limomaruieMiss TakoX MOXKe MPOTiKaTH 0€3CUMIITOMHO i MOXe OyTH BYaCHO He JiarHOCTOBaHA. Y
Oi7TBIIOCT] XBOPUX IIPOSIBY TiOMarHieMii 3HUKAIOTh Ta CTaH HOPMaJIi3yeThCs MMiCis 3aCTOCYBaHHS
JiKapChKUX 3ac00iB MarHiwo Ta Bigminwm ITIIT.

Y maiieHTiB, SKUM NJIAaHYETHCS TpuBase 3acTocyBaHHs II1I1 abo cymicHe 3aCTOCYBaHHS IUTOKCUHY YU



iHIIMX JTiKapChKUX 3aC006iB, 1110 MOXKYThH CIIPUYMHUTY 3MEHIIIEHHST BMICTy MarHilo (Hampukiazm,
IiypeTHKiB), He0OXigHO BM3HAYATH KOHIIEHTPAIIiI0 MArHio y CUPOBATII KPOBi 10 IIOYATKY
3actocyBaHH4 II1I1 Ta mepioguYHO IPOTIATOM JIIKyBaHHS.

ITIIT, oco6uBO MPH 3aCTOCYBaHHI ¥ BUCOKUX H03aX Ta MIPOTSATOM TPUBAJIOTO Yacy (> 1 poky), mermo
TiABUINYIOTH PU3UK IepesioMiB xpe0Ta, KiCTOK 3am’siCTKa i cTerHa, 0Co6IMBO Y IIofiel TTHBOTO BiKy
Ta MPU HaABHOCTI paKTOPiB pU3UKY. 3TifHO 3 maHUMU 0OcepBaliiHUX HochimKeHb, [T MOXKYThb
IiABUIIUTY 3arajibHUN pu3uK mepenoMiB Ha 10-40 %. YacTKoBO 1ie 30iNbIIeHHS PU3UKY MOXKe OyTH
II0B’513aHO 3 iHIMMU (hakTOpaMH. ITaIlieHTH 3 PU3UKOM PO3BUTKY OCTEOIIOPO3Y ITOBMHHI OTPUMYBaTH
OOTIOMOTY BIiITIOBIAHO OO YMHHUX K/IIHIYHMX PEKOMEHallii Ta MpuiMaTy BiTamiH D i KanbIlid.

[Tigroctpuyi WKipHUY YepBoHUY BoBYaK ([TIIYB)

3acrocyBanus IIII1 inomi Moxe cnpuyuHioBaTH nosBy [1IITYB. [Tpu nmosBi MKipHUX MPOSBIB, 0COOIUBO
Ha [IiJITHKAaX, Kl Oifjisranay BIJIMBY COHSYHOTO BUNIPOMIHIOBAHHS Ta CYIPOBOAXKYIOTHCS apTparieo,
CJIi HeralHO 3BEePHYTUCS [0 JIiKaps Ta PO3IJISHYTU MOXKJIUBICTh IPUNUHEHHS 3aCTOCYBaHHSA
omenpa3ony. HasBHicTs B aHaMHe3i Bunafkis [111I1YB, skuii po3BUBaBCS IMiCJIg 3aCTOCYBaHHSI
npernapary, nigsuinye pusuk nosasu [1IITYB npu 3acTocysanHi inmumx II111.

[MopvuieHHES QVHKIINI HUPOK

Y maitieHTiB, sKi 3aCTOCOBYBaI OMEINPa30JI CIIOCTEPIraBCsS TOCTPUil TyOyI0iHTepCTULliaTbHUN
Hedput ('TIH), sskuit BUHUKAB B OyIb-IKUU MOMEHT IIif Yac Teparii (muB. po3nin «I1obiuHi peakirii»).
['TTH mMoze mporpecyBaTé 00 HUPKOBOI HELOCTATHOCTI.

[Ipu nigo3pi Ha ['TTH cig OpUNXHUTYA IPUMOM OMeIpa30jly Ta HeralHO PO3I0YaTH BiTIOBiAHE
JIIKyBaHHS.

BrnnuB Ha pe3ynbTaTi 1a60paTOPHUX NOCTIIKEHD

[TipBumenHs KoHIEeHTpalll CgA MoXke BIJIMBATH Ha Pe3y/IbTaTU 00CTEeXKEHb [/ BUSBIEHHS
HEeUPOEHIOKPUHHUX NyxJIKH. 11100 YHUKHYTH TaKOTO BIUIMBY, HEOOXiHO THMYaCOBO MIPUITUHUTH
IIPUIOM OMeNpa30i1y 3a 5 [AHiB 10 IIPOBefleHH [OCTiIKeHHs KoHneHTpalii CgA.

[TamieHTH, SIKi 3aCTOCOBYIOTH JIiIKaPChKUHM 3acib MPOTSATOM TPUBAJIOTO Iepiony (0coGIMBO KOMH
JiKyBaHHS TpuBae Oinbie 1 pOKy), MOBUHHI 3HAXOOUTHUCS Iifl PETYAIPHUM MEIUYHUM HaTISI0OM.

Bascausa iH(hopmauisi npo 0ONOMIdHCHI pe4o8UHU.

Lle#t mikapcbkuit 3aci6 mictuth MeHIe 1 Mmmonsb (23 Mr) / mo3y HaTpito, TOOTO MPAKTUYHO BiTbHUM Bif
HaTpilo.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
BaeimHicmb

PesynrraTy, oTpuMaHi y IIpoueci IPOCIEKTUBHUX eIifleMIOIOTIYHUX [NOCIIiKEeHb, BKa3ylOTh Ha
BificyTHiCTh He6aKaHOTO BIJIMBY OMEIIPA30J1y Ha BariTHICTh ab0 300pOB’s II0a/HOBOHAPOIKEHOTO.
Owmenpa301 MOXKHA 3aCTOCOBYBATHU Y IIepiof BariTHOCTI.

T'odyeaHHA 2py00to



Owmenpa30y1 IPOHUKAE Y TPYIHE MOJIOKO, IPOTE UMOBIPHICTh BIUIMBY Ha JUTUHY Maja, AKII0 MOT0
3aCTOCOBYBATHU y TepalleBTUYHUX J03aX.

depmuabHicmb

Pesynbratu gocmifzKeHb palieMiqyHOL CyMillli OMenpa30Jly Ha TBapuHaX BKa3ylOTh Ha BiICYTHICTE
BIUINBY OMeNPa30iy Ha GepTUTIbHICTE.

30amHicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MeXaHizMamu.

MarnoumoBipHO, 110 OMenpa3on-[lapHullsa BIIMBaTUMe Ha 30aTHICTh KepyBaTy TPAHCIOPTHUMHU
3acobamu abo mpaIoBaT 3 MexaHidMaMu. MoXKYyTb CIIOCTepiraTucs Taki He0axkaHi peakii Ha
3aCTOCYBaHHS JIiIKapChKOT0 3ac00y, SIK 3allaMOPOYEeHHS i MOPYyIIeHHs 30py. AKIIO0 TakKi po3nagu
CIIOCTEPIralThCs, MAllieHTH He MTOBHHHI KepyBaTU TPAaHCIOPTHUME 3acobaMu abo mpalfioBaTH 3
MexaHi3MaMu.

Cnoci6 3acmocyeaHHsi ma do3u.

Iopocri

AsvmepHamuea nepopasvHit mepanii

[MTauieHTaM, AN SKUX IepopanbHa (popMa JTiKapChKoro 3acoby HENPUUHSITHA, PEKOMEHAYETHCS
3acTocoByBaTu oMenpa3on 40 mr 1 pa3 Ha fo6y BHYTPillIHLOBEHHO. [I7151 Malli€HTiB i3 CHHIPOMOM
3onninrepa — EnicoHa peKoMeHOBaHa 104YaTKOBa [103a JIiKapChKOro 3acoby, Ky BBOASATDH
BHYTPIIIHbOBEHHO, CTAHOBUTH 60 Mr Ha 0o0y. Moxe BUHUKHYTH 1TO0Tpeba y OiIbIl BUCOKUX JOOOBUX
[03ax, TOMy [103y CJIif migbupaTty iHguBigyanbHo. AKIIo mo3a nepesuiirye 60 Mr Ha go0y, ii cin
PO3MiNMUTH Ha [Bi piBHI YaCTUHU Ta BBOOUTH 2 pa3u Ha H00y.

JlikapceKu# 3acib CIIifl 3aCTOCOBYBATH JIUIIE IIJITXOM BHYTPIITHEOBEHHO]I iHQY3ii mpoTATroM
20-30 xBUIMH — HOTO HEe MOXKHA BBOOUTU OyIb-IKUM iHIIUM LIISIXOM.

BimHOBNeHHS JiKapChbKOTro 3aco0y mepel BBeIeHHAM

ITpu 8HyMpiwHbOBEHHUX iH(pY3iAX BMICT KOXKHOTO (p1aKOHA OMenpas30iy, o MicTuTh 40 Mr
OMeIpas30y, CJIifi pO3YMHUTH NPKUOIN3HO B 06’eMi 5 MJI, a OTIM Bigpa3y XK po3BecT B 00’€Mi 10
100 m71. HeoOXigHO BUKOPUCTOBYBATU PO34UH xyopuny Hatpiio 9 mr/mn (0,9 %) onst iHdys3ii abo
po3uuH rmoko3u 50 mMr/mn (5 %) ans indysiit. CtabinbHiCTE OMenpa3oy 3anexkuTh Big pH po3uuny
st ingys3ii, ToMy [ po3BeeHHS He CJIifl BAKOPUCTOBYBATH iHIII PO3YMHHUKY a0o iHImi ix 00’eMu.

Bymb-siK1it HEBUKOPUCTAHUM MPOAYKT a00 Bigxomu MOTPiOHO YTHIIi3yBaTH BidIIOBITHO 10 MiCIIEBUX
BHMOT.

Oco6uBi KaTeropii narienTis
IMopyweHHA pYHKUII HUPOK

Kopekuist 1o3u He noTpiOHA MallieHTaM i3 MOPyIIeHHIMU (PYHKIII HUPOK.



ITopyweHHA pyHKUII neviHKu

[MTanieHTaM i3 nopymeHHAMY QYHKIIII Me4iHKKU MoxKe OyTH HOCTaTHLOI0 0o0OBa A03a JTiKapChKOTO
3aco0y 10-20 wmr.

ITauienmu aimHv020 8iKy (>65 pokis)

Kopeknist 1o3u He noTpiOHAa MallieHTaM JIiTHHOTO BiKY.

Himu.

IocBin 3acTocyBaHHS MiKapChbKOTo 3aco0y [Jis BHYTPILIHLOBEHHOTO BBEJIEHHS Y NeiaTpU4Hil
IPaKTHUIi 00MeXeHUH, TOMy He CJIif mpu3HadaTu OMenpa3o-IJapHUIs i KaTeropii mamieHTis.

Ilepedo3yeanHns.

Hani mono edeKTiB nepeno3yBaHHs OMEIIPA30ily y TIOOUHN 00MexkeHi. Y HayKoBux ny0ikamisax 0yau
OIIMCaHl BUNAJKU 3aCTOCYBaHHA 1034 [0 560 Mr oMenpa3oi1y, TaKOX OfepxKaHi T00AUHOKI
IIOBIAOMJIEHHS IIPO IIPUIOM OJHOPA30BUX IIepOpabHUX [03 oMmenpa30iy go 2400 mr (y 120 pasis
BUIIE 3BMYaliHOI peKOMEHI0BaHOI1 KJTiHi4uHOl 103u). [loBigoMiisanocs npo Hy#oTy, OI0BaHHS,
3armaMopoYeHHs1, abgomiHambHUM 0iflb, Hiapero Ta rojgoBHUH 6ifib. TaK0XK y MOOAUMHOKUX BHUITAAKaX
IIOBIOMJISINIM IIPO amaTito, JeIpecito i CIIIyTaHIiCTh CBIAOMOCTI. Aie BCi BKa3aHi CUMIITOMHU MaJll
CKOPOMUHYYMY XapaKTep, IPO CEPUO3HI HACTIIKYU He moBigoMyisanu. [IIBUOKICTE BUBEIEHHSA
JiKapchbKOro 3aco0y He 3MiHIOBanacs (KiHeTHKa IEepIIOoro MopsSaKy) 3i 30ibieHHSIM 0o3u. Y pasi
HeOoOXiTHOCTI CJIifi MPOBOJUTH CUMIITOMATHYHE JTiKyBaHHS.

[Ipu npoBeneHH] KIIIHIYHUX AOCIIAKEHb 3aCTOCOBYBa/I BHYTPIIIIHEOBEHHE BBEIEHHS JIIKAPCHKOI0
3aco0y B mo3ax fo 270 MT BOIPOJOBXK OJHOTO OHSA Ta A0 650 MT MpOTATOM TPLOX [HIB, IO He
IIPU3BETIO [I0 MTOSBY KOTHUX M0303aJIe’kHUX HeOakaHUX PeakIliil.

ITo6iuni peakuii.

Havtyacrimumu nobivaumu epexktamu (y 1-10 % nauienTiB) € ronosuu 6inb, abmoMiHanbHUM 6inb,
3arop, Jiapes, 3MyTTs XKUBOTA Ta HYHOTa/OTIOBaHHS.

[Tig yac kniHigyHUX BUMIPpoOyBaHb OMENPa301y abo MOCTMapKEeTUHTOBOTO 3aCTOCYBaHHS Oy BUSBIIEHI
(abo icHyBasa mifo3pa Ha HUX) HUXKYe3a3HaueHi mobiyHi peakiiii Ha JTikapcekui 3aci6. Ak Oyno
3’s1COBaHO, BOHU He OyNu m0303asiexXXHUMHU. Bei mobiuHi peakii mpuBefeHo 3a CHCTeMaMU KJIaciB Ta
OpraHiB Ta 3a 4acTOTO: gyxe 4acTo (= 1/10), gacro (= 1/100 — < 1/10), meyacTo (= 1/1 000— <
1/100), pigxo (= 1/10000 — < 1/1000), pipkicHi (< 1/10 000), yactoTa HeBifoMa (He MOXYTb OyTH
OIliHeHi 3a HasgBHUMMU JaHUMHU).

3 60Ky opaaHis 30py: PiIKO — HEUITKICTh 30pY.
3 6oky opeaHis cayxy ma secmuby1pHO20 anapamy: He4acTO — BEPTHUTO.

3 60Ky pecnipamopHoi cucmemu, opaaHie 2pyo0Hoi KAimKu ma cepeGoCmiHHA: PifKo — OPOHXOCIIa3M.



3 60Ky WAYHKOBO-KUWKOB020 Mpakmy: 4acTo — Oifib ¥ XKHUBOTI, 3a1op, giapesi, METEOPU3M,
HYm0Ta/0TI0BaHHS; PiIKO — CYXiCTh V¥ POTi, CTOMATHT, KaHAUI03 IIJTYHKOBO-KHUIITKOBOTO TPAKTY;
YacTOoTa HeBiloMa — MIKPOCKOIIIYHUM KOJIIT.

3 60Ky neviHKU i H#0840B8UBIOHUX WAAXIB: HEYACTO — IIiBUIIEHHS PiBHA MEYiHKOBUX (GEPMEHTIB;
PigKO — remaTuT i3 XKOBTSHHUIIEI0 ab0 6e3 Hel; PifKiCHI — meuyiHKoBa HEOOCTATHICTh, eHIledaonaTis
y Hal[ieHTiB 3 HABHUM 3aXBOPIOBAHHAM II€YiHKU.

3 60Ky HUPOK ma ce4osudinbHOI cucmeMu: pigKo — iHTepcTUllianbHUM HeQpPUT; YaCTOTa HeBimoMa —
TyOymoiHTepCTHLIaNbHUM HEQPHUT (3 MOKIIMBUM IIPOTPECYBAaHHSIM 10 HUPKOBOI HEJOCTATHOCTI).

3 60Ky 06MiHy peuosuH, memaboai3my: PiIKoO — TimoHATPieMis; YacTOTa HeBioMa — rimoMarHieMmis,
TsI2KKa TillOMarHieMis MOxKe IPHU3BECTH [0 TimoKasbilieMil. ['imomMarHiemis, 1o Moxe CIPUYUHUTH
rirmoxasiemiio.

3 6oky Hepeogoi cucmeMu: 9aCTO — TOJIOBHUH 0ilh; HEYACTO — 3aIaMOPOYEHHS, TapecTesii,
COHJIUBICTE; PIAKO — MOPYIIEHHS CMaKy.

3 6oky ncuxiku: He4acTo — OE3COHHS; PimKo — 30yIXKeHHSs, CIITyTaHiCTh CBiJOMOCTI, Oempecis;
pigkicHi - arpecisi, ramronuHarii.

3 boky Kposi ma aimpamuyHoi cucmemu: PigKo — JIEWKOTEHist, TPOMOOIUTONEeHis; pimKicHI —
arpaHyJIOUKTO3, MAHIUTONEH .

3 6oky iMyHHOI cucmemu: pigKO — peaxiiil MigBUINEHOI YyTIUBOCTi, y TOMY YHCIIi rapsyka,
aHTiOHEBPOTUYHKY HaOpgK Ta aHailaKTUYHI peakIlil/IIoK.

3 6oky wkipu ma niOwkKipHoi KAiMKOBUHU: HEYACTO — JEePMaTHT, CBepOixkK, BUCUIIAHHS, KPOIIUB'THKA,
pimKo — amomeris, pOTOYYTIUBICTh; PigKiCHI — MyNnbTU(QOPMHa epuTeMa, CHHOPOM CTiBeHCa-
I2KOHCOHA, TOKCUYHUY ellifepMaJIbHII HeKPOJIi3; 4aCToTa HeBifoMa — MiATOCTPUY WKIPHUY
YepPBOHUY BOBYAK.

3 60Ky onopHO-pyXx08oi cucmemu ma cno/AyyHOi MKAHUHU: HEYACTO — MEePeJIOMHU CTerHa, 3all’ ICTKa
abo xpebTa; PimKO — apTpairis, Mianris; pigkicHi — M’s130Ba C1a0KiCTh.

3 60Ky penpodykmueHoi cucmemu ma (pyHKUii MOAOYHUX 3d/103: PifKiCHI — riHeKOMacTis.

3azanvHi po3aadu ma peakuii y micui 8ee0eHHA: HEYaCTO — He3[yKaHHS, nepudepudHull HaOpsK;
pigKO — mocuieHe MOTOBULOIIEHHS.

Y noomuHOKMX BUIMafKaX IOBIIOMIISIN PO HEOOOPOTHE MOPYIIEHHS 30PY Y TSIKKOXBOPUX MAlli€HTIB,
SIKi OTPUMYBaIM OMEINPA30J1 y BUTTIAMI BHYTPIIIHbOBEHHOI il €K1Iii, 0COBIMBO y BEIMKUX [03aX, aje
IPUYUHHO-HACIIAKOBUN 3B’930K HEe BCTAHOBJIEHUN.

IIogidoMaeHHA npo nido3pro8aHi nobiyHi peakuii.

[ToBimoMIeHHS IIPO Mif03pioBaHi MOGiYHI peakil micyis peecTpaliil 1ikapCchbKoOro 3aco0y MaioTh
BaXJIMBe 3HaYeHHd. lle mae 3MOr'y IPOBOOUTYU MOHITOPUHT CIIiBBIIHOLIEHHS KOPUCTh/PU3UK IIPU
3aCTOCYBaHHI I[bOT0 JIIKapChKOTO 3aco0y. MeouyHuM Ta ¢hapMaleBTUUHUM IMTpalliBHUKAM, a TaK0X



nalfieaTaM abo iXx 3aKOHHUM IIpeCTaBHUKAM CJIifl TTOBiIOMIISITH IIPO YCi BUTAOKY ITig03PI0BAHUX
no6ivyHKX peakirid Ta/abo BimcyTHOCTI eeKTHUBHOCTI JTiKapChKOT0 3aco0y yepe3 ABTOMATH30BaHy
indopMmarriiny cucreMmy 3 hapMakKOHarIsAAy 3a MOCUIaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi. 2 POKHU.

YMmoBH 30epirannsi.

30epiraTtu B OpuriHaabHi¥ yIAaKOBIi IpU TeMIepaTypi He Buile 25 °C.

30epiratu y HeJOCTYIIHOMY OJIS1 OiTe# MicCIi.

HecymicHicmeo. (3a HasieHOCMi).

He crig 3mimyBatu 3 iHIIMMY pO3YMHHUKAMHU, KpPiM 3a3HadeHuX y po3fini «Crocib 3acTocyBaHHS Ta
LO3U».

YnakoBka. [1o 1 ¢rnakoHy B nadtii.

Kareropis Bignmycky. 3a penentom.

Bupoonuk. JIabopatopioc Hopmon C.A., Icnianis/

Laboratorios Normon S.A., Spain.

Micue3HaxoKeHHsI BHPOOHHKA Ta aipeca MicClsi IpoBaIKeHHs MOro Tis/IbHOCTI.

Ponpa me Banppekapiso, 6, Tpec KanToc, 28760, IcriaHis /

Ronda de Valdecarrizo, 6, Tres Cantos, 28760, Spain.

3asiBHHUK.

[TpAT «®apmanepTuuHa ¢pipMa «JlapHUALIST».

Micue3HaxoaKeHHsI 3asiBHHKA.


https://aisf.dec.gov.ua/

Ykpaina, 02093, m. Kuis, Byn. bopucminbceka, 13.



