IHCTPYKIIA
JJIS1 MEIUYHOT0 32CTOCYBAHHA JiKapChKOro 3aco0y

OM30.1
(OMZOL)

Cknao:

diroya peuosuna: omeprazole;

1 ¢rakoH MICTUTH OMeTpa3oiy HaTpiro 42,6 Mr y nepepaxyBaHHi Ha oMmernpasoi 40 mr;
0onoMidicHi peuoguru: HATPito Tiapokcua, quHarpito eaerar (Tpunon b).

Jlikapcbka ¢opma. [Topormok ams po3unny s iHY31i.
OcHosni  ¢hizuxo-ximiuni  eracmugocmi: (GIaKOH MICTUTh TOPUCTHH Ta  OXHOPITHUN
mio¢inizoBaHUN MOPOIIOK Oiy10r0 200 Maiixke 61J10r0 KOIbopy.

dapMaKoTepaneBTHYHA rpyna.
3aco0u yuIs JTIKyBaHHS TENTHYHOI BUPAa3KU Ta ractpoe3odareanbHOi pedIroKCHOT XBOPOOH.
[uri6itopu nporonnoi mommnu. Omenpazon. Kog ATX A02B CO1.

Dapmakonoziuni eracmueocmi.

Dapmaroounamika.

Owmemnpa3zon, pamneMidyHa CyMIII JIBOX E€HAaHTIOMEpIB, 3MEHIIYE CEKpPELil0 COJSHOI KUCIOTU Y
NUTYHKY 3aBISKH MEXaHi3My HaJ3BHYaiHO crhpsiMoBaHOi 1ii. Omemnpa3os iHTIOye CEKperito
COJISTHOT KMCJIOTH Y HUTYHKY IUISIXOM CIIeUM(IYHOTO BIUTMBY HA IIPOTOHHY ITOMITY Y api€TaIbHUX
kimitTuHax. [Ipenmapar mpu 3actocyBanHi 1 pa3 Ha m00y i€ MBHUAKO Ta 3a0e3medye KOHTPOJIb
HIIIXOM 000POTHOTO NMPHUTHIYEHHS CEKpeLil COITHOT KUCIOTH IIUTYHKOBOTO COKY.

MexaHi3M jii.

Owmemnpazon sBiisie coboro crmabky ocHoBy. Ilicist HaAXOKEHHS 10 OpraHi3My OMENpa3oll
KOHIEHTPYETbCA Ta TMEPETBOPIOETHCA HA aKTUBHY (OpPMY y CHIIBHO KHUCJIOMY CEpEeIOBHII
CEKPETOPHUX KaHANbIIIB MapieTanbHUX KIITHH. Came TaM icHye moTpeda y NpUrHideHHi GepMeHTy
H'K'-AT®-a3u — mporonHoi momnu. Lle mpu3BOAUTH 10 NPUTHIYEHHS SK Oa3aubHOI, Tak i
CTUMYJIBOBAHOI CEKPEIlil KUCIOTH Y IITYHKY.

PapmMakoauHamiuHi eheKTH.

VYci papmakonuHamiuHi epeKTH MOKHA MOSCHUTH BIUIMBOM OMEMPA30JIy Ha CEKPELil0 COJSHOI
KHUCJIOTH.

Bnaue na cexpeyiro conanoi kuciomu y wiyHKy.

BHyTpiltHROBEHHE BBEIICHHSI OMEIpPa30ly CHPUYHMHSE 10303aJIeKHE TMPUTHIYEHHS CEeKperrii
COJISIHOI KHCIOTHM y UUIyHKY JroAuHu. Jnsg Toro, mo0 onpa3y aHalOTiyHO 3HHU3UTU
BHYTPIITHHOLUTYHKOBY KHCIIOTHICTb, IO IOCSTAETHCS 3aCTOCYBAHHSM MOBTOPHHUX /103 IIpenapary
no 20 Mr mepopaibHO, PEKOMEHAYEThCS K Ieplla 03a BHYTPIIIHbOBEHHE BBeaeHHS 40 mr
npenaparty. lle mpu3BOAUTH 1O HEralHOrO 3HMKEHHS BHYTPIIIHBOILIYHKOBOI KHCJIOTHOCTI Ta
[0JIaJIbIIOT0 YTPUMAHHS LIbOT'0 [TOKAa3HHUKA 3HWKEHHS, y cepeiHboMy Ha 90 % npoTsrom 24 ronux
SIK TICJIS1 BHYTPIIIHBOBEHHOT 1H €KIIi1, TaK 1 MICJs BHYTPIIIHBOBEHHOT 1HY3ii.

[IpurHiueHHs cexperii CoNSTHOI KUCIOTH MOB’A3YEThCA 3 TUIOMICIO MMl KPUBOIO «KOHIIEHTPAIIIS y
miasmi kpoBi — dacy (AUC) omemnpazony Ta HE 3aJeXHUTh Bil (PaKTUYHOI KOHIICHTpAIlii
OMEIPa3oIly y T1a3Mi KpOBi Ha TAHUI MOMEHT 4acy.

[Tix gac mikyBaHHSI OMENPA30JIOM HE BiJI3HAYCHO O3HAK Taxiiirakcii.

Bnnue na Helicobacter pylori.

V neskux BUNAAKax PO3BHUTOK BUPA3KOBOI XBOPOOU NMITYHKY OB’ s3aHUN 13 HasiBHICTIO H. pylori.
HasBuicts iHdexuii H. pylori € ocHOBHUM (PaKTOPOM PO3BUTKY aTpPO(pIYHOTO TaCTPUTY, IO
ACOLIIOETHCS 3 MIJIBUILIEHUM PU3UKOM PO3BUTKY paKy LUTYHKY.




Epanukamtis H. pylori 3a [0MOMOTOIO OMEMNpazoidy Ta MPOTHMIKPOOHMX IMpernaparTiB
BUCOKOE(EKTUBHA Ta MPU3BOAUTH 10 TPUBAJIOL peMicii BUPa3KOBOi XBOPOOH.

Tnwi ecpexmu, nog’s3ami 3 npueHiueHHAM ceKpeyii CONAHOL KUCIOMU Y ULTYHKY.

Ilin 9ac JsiKyBaHHS aHTUCEKPETOPHMMHU TIpernapaTaMd CHPOBAaTKOBHM pIBEHb TacTpUHY
MIJBUIYETHCS Y BIAMOBIAb HA 3HMWKEHY CEKPEIil0 KUCIOTH. TakoX y 3B’SI3Ky 31 3HHKEHOIO
IITYHKOBOIO KHCJIOTHICTIO MiBUIIYEThCs piBeHb XpomorpaHiHy A (CgA). IliaBuieHHs piBHA
CgA moxe 3aBauTH OOCTEKEHHIO Ha HEHMPOEHIOKpPHHHI myxymHH. JliKyBaHHS 1HTiOiITOpamMu
npotonHoi mommu (IITIT) morpiOHo mpunuauTHy 3a 5-14 nHIB 10 Bu3HaueHHs CgA. Busnauenus
CJI/I TOBTOPHUTH, SIKIIIO PIBHI HE HOPMATI3yBaJUCs JI0 IIHOTO Yacy.

30inpimenns yncna ECL-kITiTHH, OB’ s13aHE, MOXKIIUBO, 31 301JBIICHHSIM CHPOBATKOBOTO PiBHS
TaCTpPHUHY, CIOCTEPITAEThCA SK y JITeH, TaKk 1 y JOPOCIMX TMiJ Yac TPUBAJIOTO JIKYBaHHS
OMeTpa3oyioM. BBaxaroTh, 110 IIi IaHi HE MAIOTh KIIIHIYHOTO 3HAYEHHSI.

[Tim wac TpuBaIOTO KypCy JIKYBaHHS MOBIIOMIISIIOCS PO JEMIO IMiJABHINEHY YacTOTYy TOSIBH
3aJ1030BUX KICT y HUTYHKY. Lli 3MiHM € (pi310J0T1YHUM HACTIAKOM BHUPAKEHOTO MPUTHIYCHHS
CeKpelii COITHOT KUCIOTH; 1IeH mporiec J0OPOSIKICHUHM 1, BIpOT1IHO, 00OPOTHHUIA.

3HMKEHHS KUCJIOTHOCTI IIIYHKOBOTO COKY Oynb-sSKUMU 3acobamu, Bkitoyaroun 111, 36imbirye
KUIBKICTh OakTepiii y NUIYHKY, IO 3a3BHYail MPUCYTHI Yy HUIYHKOBO-KUIIIKOBOMY TPAKTI.
JIikyBaHHS ITperapaTaMH, 110 3HIKYIOTb KUCIOTHICTb, JIEIIO MiIBUIITYE PU3HK PO3BUTKY 1H(EKITiH
IIUTYHKOBO-KHIIIKOBOTO TPaKTy, cipuurHeHuX Salmonella Ta Campylobacter.
Dapmaxokinemuxa.

Posnoai.

[lepenbauyBanuii 06’em po3nominy craHoButh npubmmszno 0,3 a/kr macu Tina. Omenpason
npuban3Ho Ha 97 % 3B’A3yeThCs 3 O1IKAMHM IJ1a3MHU KPOBI.

MeTabomi3M.

OmMernpason MoBHICTIO MeTabomi3yeThesi cucteMoro nutoxpomy P450 (CYP). OcHoBHa yacTrHa
fioro Metaboi3My 3ajexuTh Bix noiiMopduo ekcripecoBanoro CYP2C19, BianoBigansHOro 3a
YTBOPEHHS TI1APOKCIOMENpPa3oly, OCHOBHOTO METa0OJIITy PEYOBHHHM Yy IIa3Mi KpoBi. Pemra
3anexuTh Bix 1HmOI crnenudiunoi i3opopmu (CYP3A4), BinnmoinanbHOI 3a YTBOPEHHS
omenpazony cynbhoHy. Uepe3 BHCOKy crnopimHeHicTh omenpazony 13 CYP2C19 icmye
MOYJIMBICTh KOHKYPEHTHOTO PUTHIYEHHS Ta MEeTabO0JIIYHOI MIXITIKApChKOI B3a€MOJIT 3 1HITMMHU
cyocrpatamu CYP2C19. Oxgnak yepe3 HezHauny criopigHeHicTs i3 CYP3A4 omenpazon He Mae
3IaTHOCTI /10 IpUTHIYeHHA MeTaboui3my iHmux cyocrpariB CYP3A4. Kpim Toro, omemnpason He
YUHUTH TAIBMIBHOI i1 Ha ocHOBHI GepmeHTH CYP.

[Tpubmusuo y 3 % npeacTaBHUKIB €BponeoiaHoi pacu ta y 15-20 % npencTaBHUKIB MOHT0J101 THOT
pacu yukmionanpHUN pepment CYP2C19 BincyTHii; iX BIIHOCATH 10 TaK 3BaHUX MOBUIBHUX
MeTabomi3aTopiB. Y 1ux ocid MeTaboii3M OMEenpas3oily, MOXKIHBO, KaTali3yeThCs MEPEeBaXKHO
dbepmentom CYP3A4. [licns moBTOPHOTO 3acTOCYBaHHS oMenpa3ory y 1031 20 mr 1 pa3 Ha 100y
cepeiHe 3Ha4YeHHs 1wiomi i KpuBoto AUC y noBinbHEX MeTabomizaTopiB y 5-10 pasiB Oinblie,
HDK B 0Ci0, siki MaroTh ¢GyHKIioHansHul pepment CYP2C19 (y mBuAKHX MeTaboI1i3aTOpIB).
Cepenni MakcUMalibHI KOHIIGHTpawlii y Tuia3mi KpoBi Takok BHII y 3-5 pasiB. OmgHak Imi
pe3yNbTaTu He BIUIMBAIOTh HA JJO3YBaHHS OMENpPa3oiy.

Busenennsi.

3aranpHui T1a3MOBUM KITIIPEHC CTaHOBUTH NpuOm3Ho 30-40 n/ron micis pa3oBoi no3u. Ilepion
HaIiBBUBEICHHS OMENPa30Ily 3 IJIa3MHU KPOBi 3a3BUYail MeHIIe | TOJMHM SIK Micis pa30BOro, TaK
1 IMCJIE TOBTOPHOTO 3aCTOCYBaHHsI npenapary 1 pa3 Ha 100y. OmMenpa3oJ1 MOBHICTIO BUBOJIUTHCS
3 IUIa3MU KPOBI MIXK NpHuifomMamu 103 06e3 TeHJeHIIi 10 HaKOMMYEHHs IpU HOTo 3acTocyBaHHI |
pa3 Ha n10o0y. Maibke 80 % n03u omenpas3oidy BUBOJIUTHCS y BUIJIAAI METAaOOMITIB 13 cedero, a
pemTa — i3 GpeKanisiMu, MepeBa)KHO MIJITIXOM CEKpEIlil 3 JKOBUIO.

AUC omenpa3zony 30UTIIYETHCS TIPU TOBTOPHOMY 3acTOCyBaHHI mpemnapary. Lle 306inbmeHHs
3aJIeKUTh BIJ JO3M Tpernapary i 3abesnedye HemiHidHy 3anexHicte AUC Big 1034 micis
MOBTOPHOTO 3aCTOCYBaHHA Ipernapary. Taka 3aJeXHICTh BiJ] 4yacy Ta JO3M 3YMOBJIEHA
3MEHIICHHSM [TPECUCTEMHOT0 METab0I13My Ta CUCTEMHOTO KITIPEHCY, 1110, MOXKIUBO, CIIPUYUHEHO



npurHiueHHsM (pepmenty CYP2C19 omenpazonom Ta/abo #Horo meradomitamu (HampHKIad,
cynb(onom). He Oyno BUSBIEHO BIUIUBY Oy/Ib-sIKHX META0O0IITIB HAa CEKPELII0 CONSHOT KUCIOTH
IITYHKOBOTO COKY.

Oco0auBi TPy NAIIEHTIB.

Ilayienmu 3 nopywennamu ¢Gyukyii neuinku. MeTabomi3M oOMeNpa3zoily y TMaIi€eHTiB 13
NOPYIICHHSAMHU (YHKIII MEYiHKW YMOBUIbHEHUH, 1m0 npu3BoauTh a0 30umemenns AUC. Ilpu
3aCTOCYBaHHI oMemnpaszoiny 1 pa3 Ha 100y TEHJEHII 0 HAKONMWYEHHS IIpenapary He
criocTepirauocs.

Ilayiecumu 3 nopywennamu @yukyii Hupox. PapMaKOKiHETHKAa OMEINpa3oily, Yy TOMY YHCIi
cUCcTeMHa 010JJ0CTYIHICTh Ta MIBUIKICTh BUBEJCHHS, Y MAIlIEHTIB 31 3HWKEHHAM (PYHKIIIT HUPOK
HE 3MIHIOETHCS.

Tayienmu nimnvoeo 6iky. ILIBUAKICTH MeTab0II3My OMEIPa30i1y y Malli€HTIB JITHROTO BiKY (75-
79 poKiB) A€IIO 3HMKEHA.

Kuainiuni xapakrepucTukm.
Ilokazannus.
- JlikyBaHHS BUPA3KH JIBaHAALSATUTIAIO] KHIITKH.
- TlpodinakTuka penuaIuBy BUPA3KH JIBAHATISTUTIAIO] KUIIIKH.
- JlikyBaHHS BUPA3KH ILTYHKY.
- IpodinakTrka peruaIuBy BUPA3KH IUTYHKY.
- Y komOiHamii 3 BIAMOBIAHUMHU aHTHOIOTHKaMH, s epamukaiii Helicobacter pylori
(H. Pylori), mo acotiiioBaHa 3 BUPa3KOBOIO XBOPOOOIO.
- JlikyBaHHs BHpPa30K IUIYHKY Ta JBAHAISNTHIIANO! KHIIKH, MOB’SI3aHUX 3 MPUAOMOM
HECTEpOiAHMX NMpoTu3ananbHux 3aco0iB (HII33).
- IpodinakTrka BHpa30K NUTYHKY Ta JABAHAMISTUIANO! KUIIKH, TTOB’I3aHUX 3 MPHHOMOM
HII33, y cXxmiibHUX MAIi€HTIB TPYIU PU3UKY.
- JlixyBanns pedrokc-e3odariry.
- IliagTpumyroua Tepariisi y NAIi€HTIB MIiCJIs JTIKYBaHHS peduiiokc-e30Qariry.
- CumnTomaTH4HE JiKyBaHHS racTpoe3odareansHoi pediatokcHoi xBopoou (I'EPX).
- JlikyBanus cunzapomy 3omiarepa—Emicona.

Ilpomunoka3zanna.

[lizmBuIIeHa YyTIUBICTH O OMENPA30JTy, 10 1HITUX 3aMillIeHuX OeH31Mi1a301iB 200 10 Oyab-SKOi
3 IOTIOMDKHUX PEUOBUH Mpenapary.

Omzou, sk 1 i [T, He ¢ 3acTocoBYBaTH OJTHOYACHO 3 HediHaBIpoM abo0 3 aTa3aHABIPOM.
(muB. po3nin «B3aemomis 3 IHIIMMH JTIKapChKUMU 3ac00aMU Ta 1HIII BUIU B3a€MOIIN»).

B3aemooia 3 inwumu aikapcokumu 3acodamu ma inuii 6uou 83aEmooiil.

Bnause omenpazony na oapmakokinemuxy iHuux 1ikapcoKux 3acoois

JlikapcoKi 3aco0u, 6CMOKMYBAHHA AKUX 3aaexcumb 6i0 pH winynka

[TpurHiYeHHS MUTYHKOBOI CEKPEIIii IMiJ1 Yac JIKyBaHHS OMENPA30JIOM Ta IHITUMHU TpernapaTaMu 3
rpynu IITIT moxe 3HMKYBaTH ab0 MiABHIYBATH aOCOPOIIiIO JIKApPCHKUX 3aC001B, BCMOKTYBaHHS
AKUX 3aMeXuTh Bi pH nutynka. SIk 1 y BUNajaky 3 iHIIMMM MpenapataMy, U0 3MEHIIYIOTh
BHYTPIIIHBOIUTYHKOBY KUCJIOTHICTB, a0COpOI1is TAKUX MpenapaTiB, Ik KETOKOHA30J1, ITPaKOHA3011,
a TaKOX EpJIOTHHIO, MOXKE€ 3MEHIIYBATHCS, TOJI SK BCMOKTYBAaHHS TaKWUX IIpemnapariB, SK
JUTOKCHUH, MOXE€ TIABUIIYBATHUCS TiJ 4ac JIKyBaHHS omernpa3zonoM. OJHOYaCHE 3aCTOCYBaHHS
omernpazoiny (20 mr Ha 100y) Ta AUTOKCUHY M1BUIIYBaJI0 010J0CTYIHICTh AUTOKCUHY Ha 10 %.
Henginasip, amazanagip

Konnenrtpaniss y mia3mi HendiHaBipy Ta ara3aHaBipy 3HHXKYETbCS TPU OJHOYACHOMY
3aCTOCYBaHHI 3 OMEINPa30JIOM.

OnHovacHe 3aCTOCYBAaHHS OMENPa3oily 1 HelipiHaBipy MPOTUTIOKA3aHE.




OnnouacHe 3acTocyBaHHsI oMernpasony (40 mr 1 pa3 Ha 100y) 3HUKYBAJIO CEPEIHIO SKCITO3HIIIIO
HenginaBipy npubnnsno Ha 40 %, a cepeiHs eKCIo3uilist papMaKoJIOTiYHO AKTUBHOT'O METa00IITy
M8 3HmxkyBamaca npubnuzHo Ha 75-90 %. Bsaemomis Takoxx Moxke OyTtu oOymoBIeHa
npuraiveHHsM aktuBHocTi CYP2C19.

OpHoyacHe 3aCTOCYBaHHS OMEIPA30JIy 3 aTa3aHaBIPOM HE PEKOMEHIYEThCS.

OpnnouacHe 3acTocyBaHHs oMernpaszony (40 mr 1 pa3 Ha 1o0y) Ta arazanaBipy y 1031 300 mr a6o
putoHaBipy y no3i 100 mr mpusBommio 10 3HMKEHHA Ha 75 % exkcno3ulii arasaHaBipy.
[TigBumenns po3u arazanapipy 10 400 Mr He KOMITEHCYBAJIO BIUTMB OMEIPa30Jly Ha €KCIO3UIIII0
atazanaBipy. OgHouacHe 3acTocyBaHHsa omenpa3zony (20 mr 1 pa3 Ha 100y) 3 aTa3aHaBIPOM y 71031
400 mr abo puToHaBipom y 1031 100 Mr mpu3BOAMIIO 10 3HIKEHHS pubIu3HO Ha 30 % excrno3uiii
aTazaHaBipy MOPIBHSIHO 3 aTazaHaBipoM y 1031 300 mr a6o putoHasipoM y m031 100 mr 1 pa3 Ha
n00y.

JHueoxcun

OnHouacHe JiKyBaHHS omenpazosioM (20 Mr Ha m00y) Ta JUTOKCMHOM 301IbIIYBaio
6iomoctynHicTh aurokcuny Ha 10 %. Pinko peectpyBanucs BUMagKyu TOKCUYHOCTI, CIPUYMHEHOT
3aCTOCYBaHHAM JUTOKCUHY. [IpoTe cimijt toTpuMyBaTHCsS 00epEXKHOCTI TP MTPU3HAYCHHI BUCOKUX
JI03 OMEMpPa30Jly Malli€eHTaM JITHROTO BiKy. HeoOXigHO MOCHIMTH TEepaneBTUYHUN JTIKAPCHKHMA
MOHITOPHUHT JIUTOKCUHY y KPOBI MaIli€HTA.

Knoniooepens

VY nepexpecHOMY KJIIHIYHOMY JOCIIKEHHI KJIOMiIorpesns (HaBaHTaxyBainbHa 1032 — 300 Mmr 3
HACTYITHOIO /103010 75 Mr/mo0y) y BUTJISAI MOHOTEparnii Ta 3 oMmenpaszoiom (80 Mr oJHOYacHO 3
KJIOMIJIOTpeieM) 3acTOCOBYBalM TpoTsaroM S5 nHiB. Ilpu ogHOYacHOMY 3acTOCyBaHHI
KJIOTJIOTPENTIO Ta OMEIPa30dy €KCIO3UIlis aKTHBHOTO META0O0 Ty KIIOMIIOTPETIO 3HIKYBaIacs
Ha 46 % (nenb 1) 1Ha 42 % (nenHs 5). CepeiHe MPUTHIYEHHS arperaiii TPOMOOIINTIB 3HIKYBAIOCS
Ha 47 % (uepe3 24 rogunn) 1 Ha 30 % (eHb 5), KoM KIOMIJOTPeh 1 OMENpa3ol 3aCTOCOBYBAIU
pa3oM. [H1Ie JOCHIKEHHS TIPOIEMOHCTPYBAJIO, 1110 3aCTOCYBAHHSI KIIOMIJOTPEIIO Ta OMENPA30Iy
B PI3HMI Yac HE yCyBaJIO iX B3a€MOJIIi, 10, BIPOT1AHO, 3yMOBJIEHO MPUTHIYYBATHHUM BILTHBOM
omenpazony Ha CYP2CI19. V xoxi mochipkeHb OTPUMAHO CYNEPEWIUBI JaHi 1010 KIIHIYHUX
MposIBIB  11i€1  (papMaKOKIHETHYHOI/ (hapMaKOIUHAMIYHOT B3a€EMOJII 3 TOYKH 30py 3HAYHHX
CepLEBO-CYIMHHUX NOiH. SIK 3amo0i>kKHMiA 3aXi] HEOOX1THO YHUKATH OJTHOYACHOTO 3aCTOCYBaHHS
OMENPA30JIy Ta KJIOIMIIOTPEITIO.

Inwi nikapcoki 3acobu

BcMmokTyBaHHST TIOCaKkoOHA30Jy,  €pJIOTHHIOY, KETOKOHA30Jy Ta ITpaKOHA30Jy 3HA4YHO
3MEHIIIYEThCS, TOMY KIiHIYHA €)eKTUBHICTh MOXke nocnabdmoBatucs. CiniJl yHUKaTH OJHOYACHOTO
3aCTOCYBaHHS MpernapaTy 3 TOCAKOHA30JI0M 1 €pJIIOTHHIOOM.

Jikapcoxi 3acobu, wo memabonizyiomuscs 3a yuacmio CYP2C19

Owmenpazon € momipauMm iHTIOITOpoM CYP2C19, ocHOBHOTO (QepMeHTy, 1o MeTadoizye
omenpazon. Takum umHOM, MeTaboNi3M CyNyTHIX JIKapChKUX 3aco0iB, IO TaKOX
MeTabomnizyroTees 3a ydacTio CYP2C19, Moxe 3MeHITyBaTHCS, a CUCTEMHA EKCITO3MIIIS ITHX
3ac00iB — 30imbInyBatucs. [lpuknagom Takux npenapariB € R-BapdapuH Ta iHII aHTaroHICTH
BiTaminy K, mutocrasomn, miazenam i (heHITOIH.

VY nepexpecHOMY KJIIHIYHOMY JTOCIIKEHH] KJIOMiIorpesis (HaBaHTaxyBainbHa 1032 — 300 Mmr 3
HACTYITHOIO /103010 75 Mr/mo0y) y BUTIIAII MOHOTeparii Ta 3 omenpaszosioMm (80 Mr oJHOYacHO 3
KJIOMIJIOTpeIeM) 3acTOCOBYBaJM TpoTaroM S5 nHiB. Ilpu oxHOYacHOMY 3acTOCyBaHHI
KJIOTJIOTPENTIO Ta OMEIPa30dy €KCIO3UIlis aKTHBHOTO META0O0ITy KIIOMIIOTPETIO 3HIKYBaIacs
Ha 46 % (nensb 1) 1Ha 42 % (nens 5). CepeiHe MPUTHIYEHHS arperaiii TpOMOOIUTIB 3HIKYBAIOCS
Ha 47 % (uepe3 24 ronunn) 1 Ha 30 % (meHb 5), KOJIU KIIOMIIOTPEIb 1 OMENPa30i 3aCTOCOBYBAIN
pazom. OOcepBalliiiHi TOCTIHKEHHS TPOAEMOHCTPYBAIM CYNEPEWINBI pe3yIbTaTH 100 TOTO, YH
MIJBUIYETHCS PU3UK CEPIIEBO-CYAUHHUX TPOMOOEMOOIIYHUX SIBHII, SKIIO MAI[iEHT OTPUMYE
KJomnigorpens pasom i3 I

VY mporieci 1OCHIKEHHS, B SIKOMY BUBYQJIM 3aCTOCYBaHHS KJIOIIIOTPEITI0 pa30oM 13 KOMOIHAIIIEI0
aIleTUJICATIIMIOBOI KHCIOTH Ta OMEIpPa30iy, MOPIBHSHO 3 KIIOMIJOTPEIeM Y MOHOPEKHMI,




BiJI3HAYAJIM 3HM)KCHHS €KCITO3MIIIT aKTUBHOTO METa0OoMITy Kiomigorpento maibxe Ha 40 %. [Ipote
MaKkcHMaibHa 1HT10yl049a akTuBHICTH m0A0 (ATd-iHmyKoBaHOi) arperarfii TPOMOOIHTIB y IHX
oci0 Oyna OJHAKOBOIO y TpyIax, Jie¢ MpUAMaIM KJIOMIOrpeih OKpemo, abo y KoMmOiHamii 3
AIeTUJICATIIMIOBOIO KHCJIOTOI0 Ta OMEMpA30JIOM, IO, HAINEBHE, IMOSICHIOETHCS OJHOYACHUM
BBEJICHHSM HU3bKOI JJO3H alleTUIICATIIUIOBOT KUCIOTH.

Lunocmason

VY nporieci mepexpecHoro TOCTIKEHHS BBEACHHS oMeTpa3oiy y 1031 40 Mr miaBunryBasio Cmax Ta
AUC nunocrasony Ha 18 % Ta 26 % BIAMOBITHO, @ OJHOTO 3 HOTO AKTUBHUX METabOMITIB — Ha 29
% Ta 69 % BIAMOBIIHO.

Denimoin

MoHiTopuHT KOHIIEHTpallii (EeHITOIHY y IIa3Mi KPOBI PEKOMEHAYETHCS MPOBOJUTH MPOTITOM
HepUIMX 2-X THXKHIB MICIIS OYATKY JIIKYBaHHS OMEMPA30JIoM; SKIO Oyja MpOBeJeHa KOPEeKIis
1034 (EeHITOIHY, MOHITOPUHT Ta MOAAJIBINY KOPEKI[I0 03 IMpernapaTy HeoOXiTHO MPOBOJAUTH
iCJIsl 3aKIHYCHHS JTIKYBaHHS OMEIPa30JIOM.

Hesioomuii mexanizm

Caksinagip

OnHouacHEe 3acTOCYBaHHS OMEMPa3ojly 13 CaKBiHABIpOM/PUTOHABIPOM MPHU3BOJIWIIO 1O
3017bIICHHS PIBHS CakBiHaBipy y mia3mi kpoBi mpubmmsno no 70 %, mo acouiroBaiocs 3
HaJIeXHOI0 nepeHocuMicTio y BUJI-indikoBaHux marieHTiB.

Takponimyc

[Ipu omHOUYAacHOMY 3acTOCYBaHHI OMEIpPa30dy IMMOBIIOMIISIOCS TIPO  30UTBIICHHS PIBHS
TaKpOJTIMYCY Yy cupoBarii KpoBi. [IoTpiOHO MPOBOIUTH MOCHIEHUH MOHITOPHUHI KOHIICHTpaii
TaKpOJIIMYCy, a TaKOK (PYHKITIT HUPOK (KIIPEHC KPEaTHHIHY) 1 IpH HEOOX1JHOCTI BIIKOPUTYBATH
JI03YBaHHS TaKPOJIIMYCY.

[ToBimoMIIsITOCS PO MIABHUINECHHS PIBHSA METOTPEKCATy Yy NEIKWX Malli€HTIB MPU OJHOYACHOMY
npuiiomi 3 IIII. Tlpu HEoOXiTHOCTI 3aCTOCYBaHHS METOTpPEKCaTy y BHCOKHX J103aX CHiJ
PO3IJIIHYTH MUTaHHS PO TUMYACOBY BIIMIHY OMENpPa3ody.

Bnaug inwux aikapcbkux 3aco0ie Ha hapmaxkoKinemuKy omMenpaszony

Ineioimopu CYP2C19 ma/abo CYP3A4

Ockinbku omerpa3on Metabomizyerscsi 3a gomomoroio ¢epmentiB CYP2C19 ta CYP3A4,
npenaparw, mo npurHiayoTh akTuBHICTE CYP2C19 a6o CYP3A4, a6o 060x depmeHTIB (Taki K
KJIApUTPOMIIIMH Ta BOPUKOHA30J), MOXYTh CIHPUYMHITHA 3pPOCTAHHS PIBHIB OMEMNpaszoiy y
CHUPOBATIIl KPOBI y pE3yJlbTaTi YHOBIUIBHEHHS IIBUIKOCTI Horo wmetabomizmy. OmHouacHe
3aCTOCYBaHHS BOPHKOHA30JTy MPU3BOAMIIO JIO 3pOCTAHHS EKCIO3ULIT OMenpa3oiy OutblI HiX y 2
pazu. OCKUTBKH BHCOKI JIO3W OMEIpPa30ily MEePEeHOCHIINCS JT00pe, KOPEKIs 03U OMEMpasoly,
3a3BUYai, He MOTpiOHA. OMHAK CIiJ] PO3IIISIHYTH MUTAHHS IOJO KOPEKIii JO03M MalieHTam i3
TSDKKOFO TICYIHKOBOIO HEJIOCTATHICTIO 1 Y BUIIAJKY, SIKIIO MOKA3aHO TPUBAJIE JTIKYBaHHS.
Owmernpa3zon yacTkoBO MeTadomi3yeThest Takosk CYP3A4, ane ne npurnivye neit pepment. Takum
YUHOM, OMENPa30Jl HEe BIUIMBAE Ha MeETa0OoI3M mpemapariB, o metabomizytoteesi CYP3A4,
TaKUX K HUKIOCHOPHH, JIIJOKAiH, XIHIJIMH, €CTPaIioJ, epUTPOMILIMH Ta OYAECOHII.

Inoykmopu CYP2C19 ma/abo CYP3A4

[Ipenapatu, o iHAYKYIOTh akTHBHICTE CYP2C19 abo CYP3A4, abo 0060x ¢epMeHTiB (Taki sK
pudamminuH Ta 3Bipo0iit), MOXKYTh CIIPUYUHSATH 3HIKCHHS PIBHS OMENPA30Jy Y CHPOBATIIl KPOB1
y pe3yNbTaTi MPUCKOPEHHS MIBUIKOCTI HOT0 MeTaboIi3My.

Ocobueocmi 3acmocy8anns.

[Tpu HasBHOCTI OyJIb-IKOTO TPUBOKHOT'O CHUMIITOMY (HAIPUKIAA, 3HAYHOI MUMOBUIBHOI BTpaTH
MacH TiJ1a, IEPiOIMYHO MOBTOPIOBAHOTO OJItOBaHHS, Aucdarii, KpuBaBoro OioBaHHSA a00 MEJICHH)
Ta MPH Mi103p1 a00 MPU HASIBHOCTI BUPA3KHU NMUTYHKA HEOOX1THO BUKIIFOUUTH 3JI0AKICHI MyXJINHH,
OCKUIBKM JIIKYBaHHA MOXXE 3MEHIIUTH BHUPAKEHICTh CUMITOMIB 1 3aTpUMaTd BHU3HAYCHHS
JI1arHO3Y.



OnnouacHe 3actocyBanHs aTa3zaHnaBipy 3 II1I1 He pekomenyeThes. SKIo KOMOiHaIIi aTa3aHaBIpy
3 II1I1 He MOXKHA YHUKHYTH, PEKOMEHAYETbCS 3AIHCHIOBATH PETEIbHUN KIIHIYHUA MOHITOPUHT
(HampWKiIaa, BU3HAYEHHS BIPYCHOTO HABAaHTAKEHHS) Yy TMO€AHAHHI 31 30LIBIICHHSAM 103U
atazanasipy 10 400 mr Ha 100 Mr puToHaBIpy; 1032 OMENpa3oiy He OBUHHA NepeBuIyBatu 20
MT.

Owmernpa3od, sIK 1 BC1 JIKapChKi 3aCO0H, 1110 MPUTHIYYIOTh CEKPELiI0 COISTHOT KUCIOTH IITYHKOBOTO
COKy, MOK€ 3MEHIIMTH BCMOKTYBaHHS BiTaMiHy Bi> (miankobamamiHy) depe3 Trimo- abo
axjoprigpito. Lle ciig BpaxoByBaTH y MAIli€HTIB 3 KaXikci€lo abo (akropamMu pHU3HKY IIOAO
3HI)KCHHS BCMOKTYBaHHS BiTaMiHy B2 mpu moBrorpuBaiiii Teparii.

Owmenpazon € inriditopm CYP2C19. Ha nouarky abo mpu 3aKiH4YEeHHI JIIKYBaHHS OMEIPa30jIoM
HEOOX1THO PO3TJITHYTH MOXKJIMBICTh B3aEMO/IIT 3 JIIKAPCHKUMH 3aC00aMH, 110 METa00JII3yIOTHCS 32
yuactio CYP2C19. B3aemonist crioctepiraerbcs Mixk KJIOIIorpeneM Ta oMenpasonom. Kiinigyna
3HAUYIIICTh I[i€1 B3a€EMOJI 3aJMINAETHCS HE3 sICOBaHOM. SIK 3amoOLKHHME 3axin HEOOX1THO
YHHUKATH OJJHOYACHOTO 3aCTOCYBaHHS OMEIPA30i1y 1 KIOMiI0TPEITIo.

JlikyBanns II1I1 nemro migBuIye pu3uK po3BUTKY 1H(HEKITIH MITYHKOBO-KUIIIKOBOTO TPAKTY, TAKHX
sk Salmonella Ta Campylobacter.

Sk 1 mpu Oyap-KOMY JIOBFOCTPOKOBOMY JIIKYBaHHI, OCOOJIMBO KOJIM TIEPiOJ JIIKYBaHHS
OMEIPA30JI0M nepeBHInye | pik, MarieHTH MOBUHHI epe0yBaTH il PEryJISIPHUM HaTJISI0M.
Jlesiki omyOJikoBaH1 TOCTIKeHHS BUSBUIIH, 110 Teparnis [T Mmoxxe OyTu moB’s3aHa 3 HEBEJTUKUM
301IBIICHHSIM PU3HUKY TIEPEJIOMIB, IO acOIiii0BaHi 3 OCTEOMOPO30M.

OnHak B IHIIUX CXOXKHX OOCEpBAIIHUX TOCHIDKEHHSX MiIBUIEHHS TAaKOTO PU3UKYy HE Oyio
BUSIBJICHO.

VY nociimKeHHX 13 3aCTOCYBaHHSAM OMETPA30JIy Ta €30MENPa3ory He OYyJ10 BUSIBICHO 3B’ SI3KY MK
npuiiomom IIIT ta mepenomamu, 110 BUKIUKAHI OCTEOTIOPO30M.

He3Baxaroun Ha Te, M0 MPUYMHHO-HACTIIKOBHMA 3B’S30K MIX OMEMPa30JI0M/OMENPa30IoM Ta
OCTCOIOPOTUYHUM IIE€pPeJIOMOM He OyB JOBEICHUH, Malli€eHTaM i3 PHU3MKOM IPOrPECyl0voro
OCTEOIopo3y ab0o OCTEONMOPOTHYHOTO TMEPEIOMY PEKOMEHJOBAaHO BIAMOBITHE KIIIHIYHE
CIIOCTEPEKEHHS BIMOBIAHO 0 AIFOYMX KIIHIYHUX PEKOMEHIAIIH IS [IbOTO CTaHYy.

3acmocysanus y nepiod eazimnocmi abo 200y8aHus epyooio.

PesynpTaT mOCHiPKEHb BKa3ylOTh Ha BIJACYTHICTH HEOa)XaHOTO BIUIMBY OMENpPA30Jly Ha
BariTHICTh 200 370pOB’s IJI0J]a/HOBOHAPOKEHOT AUTHHHU. OMenpa3osl MO>KHA 3aCTOCOBYBATH Y
MepioJ1 BariTHOCTI.

Owmenpa3on eKCKpPETYETbCA Y TPyIHE MOJIOKO, MPOTE HaBpsJ YW BIUIUBAE HA JUTHHY, SKIIO
3aCTOCOBYETHCS y TEPANIEBTHYHUX J03aX.

30amuicmo enausamu Ha WEUOKICMb peakyii npu KepysaHHi asmompaHcnopmom abo iHuumu
MexauizmMamu.

ManoiiMOBIpHO, 110 TIpenapar BIUIMBAE HA 3[AATHICTh KepyBaTH aBTOMOOLIEM abo MpartoBaTH 3
IHITMMH MEXaHI3MaMHU.

BpaxoByroun Te, 110 y YyTJIMBUX XBOPHX IPH 3aCTOCYBaHHI IMpenapaTy MOXYTb BHHUKHYTU
no0i4Hi peakiii (3aaMoOpOYeHHs1, COHJIUBICTb, TATIOLMHAILIT, 000POTHA CIUTyTaHICTh CBIIOMOCTI),
TaKUM TIalliEHTaM Ha Tepioj MNpUHOMYy Tpemapary Ciija yTpUMaTHUCS BIJ KepyBaHHS
aBTOTPAHCIIOPTOM Ta POOOTH 3 IHIIMMHU MeXaHi3MaMH, 110 MOTPeOyIOTh KOHIICHTpAIlii yBaru.

Cnoci6 3acmocysannsa ma 0o3u.

O3YBaHHSA
Anbmepnamusa nepopanvHii mepanii
[Tamientam, ansg gKUX IepopadbHa (opMa Tpemapary HENpPUHHATHA, PEKOMEHIYIOTh
3acTocoByBaTH omenpa3zoin 40 mr 1 pa3 Ha 100y BHYTPIIIHEOBEHHO. JIJIs MALIIEHTIB 13 CHHAPOMOM
3omminrepa—Emnicora pekoMeHJOBaHa  IOYaTKOBa  Jl03a  IpemapaTy, SKy  BBOISTH
BHYTPIIIHBOBEHHO, CTaHOBUTH 60 Mr Ha 100y. Mo)ke BUHHKHYTH MOTpeda y OUIBII BHCOKHX



M000BHX J103aX, TOMY J03y CHiA MiIAOUpaTH 1HAUBIAyabHO. SKIIO 103a mepeBuinye 60 Mr Ha
o0y, ii ciii pO3AUTUTH HA 1Bl PiBHI YaCTUHU Ta BBOJIUTH 2 pa3u Ha A00Yy.

[Ipemapat ciix 3acTOCOBYBATH JIHMILE BHYTPIIIHHOBEHHO, HOTO HE MOXHA BBOIUTH OYIb-SIKUM
IHIITUM IUISIXOM.

Po3unH HEoOXiHO BHUKOpPHCTATH OJpa3y IicCs MPUTOTYBaHHS, aje HE TMi3HIIIe HiX uyepe3 3
roguau. Po3BeneHuit po3uMH OMeEmpazoly HE MOXKHA 30epiraTh  y  XOJOJWUIbHHKY.
HeBukopucranuii po3uuH CIIi 3HUIIUTH.

[HCTPYKITis OO0 BiTHOBIICHHS IIPEmapaTy nepes BBEACHHIM

Ilpu eénympiwinbosennux in@y3isx BMICT KOXHOTO (DJIaKOHA OMEMpaszofy, 1o MICTUTh 40 mr
OMeTIpa3oiry, BITHOBIIOOTE y 10 it 1 goBoasTh 10 100 mit 0,9 % po3unHOM HATpito XJI0opuIy a0
5 % pozunHOM rtoK03u. CTabUIBHICTh OMENPa3oly 3aJIeKuTh Bl pH po3unny s iHdy3ii, Tomy
JUISL PO3BEJICHHA HE CJIi/1 BUKOPUCTOBYBATH 1HINI PO3YMHHUKHU a00 1HII 1X KITBKOCTI.

[Ipenapar y BUTIIs11 BHYTPIIIHBOBEHHOI 1H(PY311 BBOJATH MPOTIToM 20-30 XBUITUH.

Ilpu enympiwnbo8eHnux iH’€Kyisx BMICT OqHOTO (lakoHa OMENpas3ony, Mo MICTUTh 40 Mr
OMeNnpa3oily, po3uuHAIT, y 10 M crepunbHOi BoaW Il 1H eKIid. 3aci® y BUTIAII
BHYTPIIITHHOBEHHOT 1H €KIIiH CITiJ] BBOJUTH MOBUIBHO (IIPOTSATOM 5 XBUJIUH).

Po3unH HEoOXiHO BHUKOpPHCTATH OJpa3y Iicis MPUTOTYBaHHS, aje HE Mi3HIIIe HiX uepe3 3
roguHu. Po3BeieHnii po3unH OMeIpa3oly He MOKHA 30epiraTtu y XOJ0JUIbHHKY.

Bynp-skuii HEBUKOpUCTAHWW MPOAYKT ab0 BIAXOAM TOTPIOHO YTWUIII3YyBaTH BIAMOBITHO O
MICLIEBUX BHUMOT.

Oco0nuB1 KaTeropii naiieHTiB

THopywenns ¢ynxyii HUpoK

Kopexkiist 1031 He MOTpiOHA MaIieHTaM 13 MOPYIIEHHAMH (YHKITIT HUPOK.

THopywenns ¢ynxyii nevinxu

[TamieHTaMm 13 mopymeHHsIMH (YHKITIH MEIIHKA MOXKe OYTH JOCTaTHLOIO J0OOBa /1032 Mpemnapary
10-20 mr.

Ilayienmu nimnvoeo 6iky (>65 pokis)

Kopekuist 1031 He MOTpiOHA MalieHTaM JITHBOTO BIKY.

Himu. JlocBin 3acTOCyBaHHsS Ipemapary i BHYTPIIIHHOBEHHOT'O BBEACHHS Y MeAiaTpUUHIH
MPaKTUIll OOMEXKEHUH, TOMY HE CJIiJI TPU3HAYATH TIpenapar il KaTeropii MmaiieHTiB.

Ilepeoo3ysanns.

Icnye oOmesxeHuit oOcsr iHpopMarii Ipo HACTIAKY Mepe03yBaHH OMEIPa3oiy y JoauHu. bynu
OTMCaHl BHUIAJKH 3aCTOCYBaHHS IMpernapaTy B fo3ax J0 560 Mr; Takok Oylu OTpuMaHi OKpeMi
MOBIJIOMJICHHS. TIPO TEpOpalbHE 3aCTOCYBAHHS OJHOPA30BHX JI03 OMEINpPa3ojly, L0 JOCSTald
2400 mr (y 120 pa3ziB BuIe 3BUYaliHOT PEKOMEHIOBAHO1 KIIHIYHOI 1031). bynu 3apeectpoBani
BUIIA/IKH HY/I0TH, OJTIOBaHHS, 3a1aMOPOYCHHS, OOJII0 Y )KUBOTI, Hiapei Ta ronoBHOT0 60:m10. Takox
Yy IOOJMHOKUX BHUITJIKaX MOBITOMIISLIIOCS TIPO aIlaTiro, ACTPECio 1 CIUTYyTaHICTh CB1JIOMOCTI.
Omnwucani cumMnTomMu Oyau TUMYacOBUMH, MOBIIOMIICHb PO CEPHO3HI HACTIAKM HE HAIXOIUIIO.
[[IBuaKicTh BUBEIEHHS TMpernapaTy HE 3MiHIOBaJacs (KiHETHKa TIEPIIOTO TMOPSAKY) 31
301IBIIEHHSIM 103 TIpernapary.

VY pa3i He0OX1THOCTI CJIiI MPOBOJAUTH CUMITOMATHYHE JTIKYBaHHS.

[Ipu mpoBeeHH1 KITIHIYHUX JTOCIIKEHb 3aCTOCOBYBAJIM BHYTPIIIIHLOBEHHE BBEACHHS IIpenapaTy
y no3ax 70 270 Mr BIpoJOBX OJHOTO JHS Ta 0 650 M MPOTATOM TPbOX JHIB, 110 HE TPU3BEIIO
JI0 TIOSIBU YKOJTHUX J0303aJIS)KHUX HEOKAHUX PEaKIlii.

Il06iuni peaxuii.

HaiiuacTimmmu MOOIYHUMHU pEaKIliIMA € TOJIOBHWUU OuTb, OUTh Yy JKMBOTI, 3amop, aiapes,
METEOpPU3M Ta HY10Ta/OIIIOBaHHS.

[lim Wac mpoBemeHHS MOCTIKEHb OyiuM BHUSBJICHI HIDKUE3a3HaueHl HeOakaHi peakiii Ha
nikapcbkuit 3aci6. XKojHe 3 sBuUI He OyI0 BU3ZHAHO JJ0303aI€KHUM.



Cucremu opratis

[To61uHi peakirii

3 boky kposi ma nimgpamuunoi
cucmemu

JCHKOTEeHis, TPOMOOIMTOTICHIS, arPaHyIOIUTO3,
[IAHIUTOIEHIS

3 6oky imynnoi cucmemu

peaxiiii rinepyyTJIMBOCTI, y TOMY YHCIIi rapsyka,
AHT1OHEBPOTUYHUHN HAOPSIK Ta aHADUTAKTHYHI
peaxiii/mox

3 6oky 06MmiHy pewosun ma
xapuyeamHsi

TioHATpPIEMIS, TIITOMAarHi€Mis, TSHKKA TIITOMarHieMis
MO>KE€ TIPU3BECTH JI0 TIMOKAIBIIEMIT; TiTOMarHieMist
MO>K€ TaKOK CIIPUYUHUTH T1TOKATIEMIIO

3 boky ncuxixu

0e3coHHsI, 30yKEHHS, CITyTaHICTh CBIJOMOCTI,
JIETIPECisi, arpecisi, TATIOIMHAIIT

3 boky nepsosoi cucmemu

TOJIOBHUH O1J1b, 3aITaMOPOYCHHSI, ITapecTesii,
COHJIUBICTB, IOPYIICHHS CMaKy

Op2aHis 2pyOHOI KiimKy ma
cepedoCminHs

3 boky opeanie 30py HEYITKICTh 30pYy
3 60Ky opeanis ciyxy ma pisHogazu | BEpTUTO
3 b6oky ouxanvHoi cucmemu, OpoHxocma3zM

3 60Ky WIYHKOBO-KUWKOB020
Mpaxkmy

O17Tb y )KMBOTI, 3a110p, Jliapesi, METEOPHU3M,
HY/10Ta/0I0BaHHS, CYXICTh y POT1, CTOMaTHUT, KaHIU]103
IIJTYHKOBO-KHUIITIKOBOT'O TPAKTY, MIKPOCKOMIYHHUHI KOJIT

3 60Ky neuinku ma Hco840B8UBIOHUX
WIAXIE

T1IBUIIICHUN PIBEHb IMEUIHKOBUX (PEPMEHTIB, TEATHT 13
JKOBTSIHUILICIO a00 0e3 Hel, MeuiHKOBa HEAOCTaTHICTD,
eHnedanonaris y mami€eHTiB 3 ICHyIOUUMH
3aXBOPIOBAHHSIMU TEUiHKH

3 6oky wiKipu ma niowKipHoi
KJIMKOBUHU

JepMaTHUT, CBEpOK, BUCUIIAHHS, KPOTIMB’ THKA,
asionentis, GOTOUyTIMBICTh, MYIbTU(HOPMHA epUTEMA,
cunapom CriBeHca—/[)KOHCOHA, TOKCUIHUI
eniiepMaIbHUNA HEKPOJIi3

3 boky ckenemHno-m 130601
cucmemu, CNOAYYHOI MKAHUHU MaA
KICmMOK

apTpaiTis, Miairis, M’s30Ba CJIa0KICTh

3 60Ky HUPOK ma ceuo8UdibHOL
cucmemu

IHTEepCTUIlIaTbHUN HEQPUT

3 boky penpodykmusHoi cucmemu
Ma MOJIOYHUX 347103

TriHEKOMAacCTIisI

3azanvhi poznaou ma peakyii y
Micyi 86e0enHs npenapamy

He3IyXaHHs, ieprudepruIHuii HAOPSIK, MOCUIICHE
MTOTOBUIIICHHS

VY NOOJMHOKMX BUMAJAKAX MOBLAOMIISIOCA PO HEOOOPOTHE MOPYIICHHS 30pYy Y TSKKOXBOPHUX
MAIli€HTIB, SIKI OTPUMYBAJIM OMEINPA30Jl y BUTJISAI BHYTPINTHBOBEHHOI 1H €KIli, OCOOJIMBO Yy
BEJIMKUX J103aX, ajie MPUUYNHHO-HACITIIKOBH 3B’ SI30K HE BCTAHOBJICHHIA.

Tepmin npuoamnocmi. 2 poxu.

Tepmin 30epiecants nicisi NPUCOMYBAHHS POZYUHY !
CTaOUTBHICTB XIMIKO-(DI3WIHUX BJIIACTUBOCTEH MPUTOTOBAHOTO PO3YMHY OyIia MpOoAEeMOHCTPOBaHA
BIpoaoBxk 12 rogun npu 25 °C micist pozunHeHHs 0,9 % po3unHOM XJIOpUAY HATPIIO Ta BIPOIOBXK
6 TOAMH TICJIA PO3UYUHEHHS 5 % PO3UMHOM IUIIOKO3H. 3 MIKpOO10JI0T14HOT TOUKH 30PY, OTPUMaHUI
PO3UMH CIIi/1 3aCTOCYBAaTH HETAHO, OKPIM BUIA/IKiB, KOJIM BIHOBJICHHS MpeMapary Bii0yBa€eThCA
B KOHTPOJIbOBAHUX Ta aCENTHUYHUX YMOBAX, MIATBEPAKEHUX BalliJallIiHUMHU METOAAMH.
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YmoBu 30epiranns.
TpumaTu dakoH y 30BHINIHIN KOpOOIIl Tpu Temneparypi He Bute 25 °C.
30epiraty B HEAOCTYIMHOMY JJIsl AiT€H MICIIi.

Hecymicnicma. 1leit nikapchkuil 3acid He CiJl 3MIITYBaTH 3 IHIIMMU PO3YMHHHUKAMH, OKpIM
3a3HayeHUX y po3auti «Crmoci0 3acTocyBaHHS Ta JO3W».

YnakoBka.
ITo 1 a6o o 10 hnakoHIB y KOPOOIIi.

Kareropis Binmycky. 3a peentom.
Bupoonuk.

Codapimerc — Inaycrpia Kimika e dapmacerotika, C.A./
Sofarimex — Industria Quimica e Farmaceutica, S.A.



