Ckian

Oitoui peyosuHU: KMCJIOTa IMMOHHA 0e3BO[IHA, HATPilo IUTPaT 0e3BOOHMM, KaJlilo
rimpokap6oHarT;

1 TabreTka MiCTUThH: KMCJIOTH JIMMOHHO1 6e3BoaHol 1197 Mr, HaTpito HuTpaTy
6e3BogHOro 835,5 Mr, Kaiiio rigpokapbonaty 967,5 mr;

00ONOMIJICHI pedyo8UHU: TaKTO3u MOoHoTrigpaT, MaHIT (E 421), caxapuH HaTpiro,
apomatu3aTtop «Powdarome JIumon IIpemiym», KHCIOTa agUIiHOBA,
MOJIIEeTUJIEHT TIKOJIb.

JIikapcbKa ¢opMma

TabneTKy MUY Yi.

OcHoBHI (pi3uKko-xiMiuHi 81acmu8ocmi: Kpyrii, IockKi TabmeTKu 3 packoro, Bixg 6inoro
oo Marzke 0i1oro Kombopy, 3 PiBHOIO OBEPXHEIO 3 000X OOKiB.

®dapMaKoTepalneBTHUYHA Irpyna

3aco0bu, 1110 3aCTOCOBYIOThCS [JII PO3YMHEHHST ceuoBUX KOHKpeMeHTiB. Kog ATX G04B
C.

®apMaKoOJIOridyHi BJIaCTHBOCTI

dapmaKkoduHamika.

[Tpu po3YMHEHHI IIUITYYUX TabIeTOK ApCTI/I(beH® Yy BOMi YTBOPIOETHCA KaJlito-HaTpito
rigpouyTpaT Ta BUOUIAETHCS BYIJIEKUCIIUU ra3.

[Tpu bOMYy YyTBOPIOIOTHCS 3aJIUIIIKOBI JIY2KHI 10HU, K1 BUBOOATHCSI HUPKaMU. TakuM
YHMHOM BiIOyBa€ThCS IiABUIIIEHHS PiBHS IMOKa3HUKa pH cedi (3ayie’kHO Bif m03yBaHHSA
3MiMCHIOETHCS 11 HeuTpasidallis abo ankailalis).

Lle 36imbpIlye CTymiHb OMCOLiallil Ta BOGHOYAC CTYIIiHb PO3YMHEHHS CEe4Y0BO1
KUCJIOTU/UUCTUHY. [IiNTBEepOXKEHHS JIITOJIi3y CEYOKUCIUX KOHKPEMEHTIB BUKOHYETHCS
peHTreHorpadgivHuM IIIIXOM.

[Tpu npuiiomi npenapaTy IIOCUTIOETHCSA BUOIJIEHHS LIUTPATIB Ta 3HUXKYETHCS
BUIIJIEHHS KaJIbIlilo 31 ceuero. [liTy>KyBaHHSA cedl, 3pOCTaHHA BUOUIEHHS [UTPATIB Ta
3HUIKEHHS BUOIJIEHHS KaJIbLiI0 IPU3BOOUTH OO 3MEHIIEHHS Y CeYl KiJIbKOCT1 OKcaiaTy
KaJlbIlil0, OCKiJIbKH Yy CcJIaOKOMY Ty?KHOMY CEpPEeIOBUIIIi IIUTPAT YTBOPIOE CTIiMKi



KOMIIJIEKCHI CIIOJIYKHU 3 KaJbllieM. OKpiM TOTO, 10H UTPATY CJIiJ PO3TjIsifgaTu K
HavedeKTUBHIMUY ¢iziomoriyHuM iHTiGiTOP YTBOPEHHS KPUCTAIiB Ta HAKOIHUYEHHS
OKcasnaTy Ta pocdaTy KambIliio.

dapmakokKiHemuka.

[Ticnss ODHOOEHHOTO IPUKMOMY IIpernapary ApCTI/I(beH®, TabJIeTOK HINITY4YUX, BBeJeHa
KiJIbKICTh HaTpilo 1 Kalito BUBOOUTHCA 3 OPraHi3aMy HUpKaMu npotsarom 24 - 48 ronuH.
[Tpu TpuBasoMy 3aCTOCYBaHHI ITpenapaTy A000Be BUBEIeHHS KaJllilo Ta HaTPiio
BimmoBimae mo6G0BOMY iX CIIOKMBAHHIO. Y KPOBi ab0 y cupoBaTIli KPOBi He
CIIOCTEPIrarOThCs ICTOTHI 3MiHU ra3iB KPOBI 4U eJIeKTPOJIiTiB. Lle 03Hayae, 1110 3aBOSAKU
HUPKOBOMY PEryJIIOBaHHIO MiTy?KyBaHHS KMCJIOTHO-IyKHUY 0ajlaHC B OpraHi3mi
30epiraeTbcs, a HAKOIMMYEHHS HATPIlO i KaJlilo Ipyu HOpMaJibHilM (QyHKIIil HUPOK He
BimOyBa€ThCH.

ITloka3aHHA

ApCTH(peH® 3aCTOCOBYETBHCS IOJIsI JIIKyBaHHSI CeY0KaM siHOI XBOpPOOU 3 METOI0:

e IIiJTy2KyBaHHS Ce4Yl y Malli€HTIB 3 ypaTHUMU KOHKpPEMEHTaMU, [IPU HasABHOCTI
CYIIYTHIX KaJIbIIiEBUX KOHKPEMEeHTiB abo 6e3 HUX;

e MeTadiTaKTUKU KaJbIliEBUX KOHKPEMEHTIB (3amobiranHs MIOBTOPHOMY YTBOPEHHIO
HOBHUX KOHKPEMEeHTiB Ta/ab0 30iIbIIIeHHIO 3a/JIUIIKOBUX (parMeHTiB).

IIporunnoka3aHHs

e [ligBUIlleHa YYyTJ/IMBICTh 0O KOMIIOHEHTIB IIpelapary.
e HupkoBa HEIOCTATHICTE.

IH(eKIril ceuoBUBITHUX MIIAXIB, CHPUYMHEHI OAaKTEPisAMHU, IKi PO3KIIagaioTh
CEe4YOBUHY (PU3UK YTBOPEHHS CTPYBITHUX KaMEHIB).
MeTabomiyHuM anKano3.

Emisogn4yHa cnagkKoBa aguHaMIis.
B3aemoaisi 3 iHIIMMH JTiKapChbKHMH 3aC00aMu

IocmimkeHHsT B3aEMOIil BUKOHYBAJIUCh TiIbKU IOJIsT HopociinX. OmHOYaCHUM ITPUMOM
PEYOoBUH, SIKi MICTSAThL IIUTPAT i aJIlOMiHi¥M, MOXKe CIIPUYNHUTH ITiOBUIIIEHHS pe30poiril
aJIlOMiHil0, TOMYy PEKOMEHOYETHCSI HOTPUMYBaTUCh OBOTOOAMHHOI ITay3U MixkK

npuiioMaMy Takux mpernapatis Ta Apctudpen®.

[IpemapaT IOCHUIIIOE TePAIEBTUYHY Hil0 aJIOYPUHOITY.



Iesiki mikapchKi 3acobu, Mpu3HadeHi OJ1s 3HUXKEeHHS apTepialbHOr0 TUCKY
(aHTaroHiCcTU aIbIOCTEPOHY Ta iHII ce’oriHHi 3aco0u 3 HU3BKUM BMIiCTOM KaJlilo, TakKi
sIK TpiaMTepeHH, CIIipOHOJIaKTOHU Ta aMinopunu), iuriditopu AII®, capTaHu, a TaKOXK
3He00/II0BaIbHI Ta MPOTHU3amalbHi TiKapCchKi 3aco0u (HecTepoigHi ImpoTu3araibHi
3acobu i mepudepuyHi aHaIbIreTUKM) MOXKYTh 3HMKYyBaTH €KCKpPEIIlilo Kaslifo, 110 CIIifg
BpaxoOBYBaTH IIPU OJHOYAaCHOMY NPHU3HAUYEHHI 1X i3 mpenapaToM ApCTH(beH®
(DigBUIYETHCS PU3UK TinlepKajieMil). 3pOCTaHHS MO3aKJIITUHHOI KOHIIEHTPAallil KaJIiio
3MEHIITYE Mi€BICTh CEPIIEBUX TJIIKO3UIIB, TOMII SIK 11 3HUXKEHHS 30inbirye ehekT

apPUTMOTE€HHUX CEePLEBUX I'IIKO3UIiB.

[Tpu goBroTpuBajgoMy 3aCTOCYBaHHI JIiKapChbKOTro 3aco0y ApCTH(peH® MOXKJIUBE

HaKONMW4YEHHS B OpraHi3Mi XiHiIWHY y pa3i 10ro 0GHO4YaCHOT O IIPUMOMY, a TaKOXK
3HUKEHHS e(PeKTUBHOCTI HITpOPypaHTOIHY (JIy?KHa peakxliisi CepenoBHUIla),
caJliImMiaTiB Ta OpenapariB JIiTiio (IPpUCKOpEeHe BUBEOEHHS).

Oco006/1MBOCTi 100 3aCTOCYBaHHSI

CTOCOBHO CTaHiB, IKi CHPUYUHSAIOTH YTBOPEHHS CEY0OBUX KOHKPEMEHTIB (HallpuKiIam,
afeHOMa MPUIIUTOBHUAHOL 3a/I03U, CEYOKHUCIIi KOHKPEMEHTH, OB’ I3aHi 3 MaJIirHOMOIO),
CJIiO B2KMBaTU 3aXO0[iB €TiOTPOITHOL Teparil.

[Tpu po3UyMHEHHi CEYOKUCINX KaMeHiB He CIIifl gonycKaTu 6araTogeHHOro HaaMipHOTO
nignyKyBaHHS cedi (pH Buime 7,8) 3 ornsigy Ha MOXKJIMBY IIOSIBY ocagy pochaTHUX
COJIel Ha MMOBEPXHI CEYOKHUCIIOT0 KOHKPEMEHTY, 110 MOXKe MIePEemKOoaKaTh NoTro
OoJasbIIoMy po34yuHeHH0. OKpiM TOro, JOBroTpUBaIUi i BUpaXXeHUU JIy2KHUU CTaH
MeTabosi3My HeOaKaHUH.

[Tepen 3acToCcyBaHHAM HeOOXiTHO BU3HAYUTHU PiBEHb €JIEKTPOJIITIB Y CUPOBATIIi KPOBi
Ta nepeBipuTH QyHKIII0O HUPOK. [Ipu migo3pi Ha HUPKOBO-KaHAaJbI[IEBUU allig03
HeoOXigHO MOOaTKOBO KOHTPOIIOBATH ITOKA3HUKU KMCJIOTHO-JIy?KHOTO OajlaHCy.

[IpoTsiroM JIiKyBaHHS ITOTPIOHO perynasipHO IIepeBipsTH ITapaMeTpPU aHalli3iB cedi Ta
KpoBi. CrienianbHy yBary Ciif MPUOIASTA KUCJIOTHO-TYKHOMY OajlaHCY.

[TamieHTaM i3 ceplLeBOI0 HEOOCTATHICTIO CIIi BpaxOBYyBaTH BILJIUB Kallilo Ha
30ynnuBicTh Miokapma: 1 TabGneTKa mpenapary ApCTH(beH® MicTuTh 380 Mr iOHIB
Kasiio abo 9,7 MMOJIb KaJlito, 110 MOKe BIIIMBATH Ha e(eKT CeplieBUX T'TiKO3UOIB
(migBUILIEHHS MO3aKIiTUHHOI KOHIIEHTPaIlil Kalito 3HUXKY€E OiEBICTh IIiKO3UMiB, a il
3HU2KEHHS ITOCUJIIOE aPUTMOTEHHY [il0).

[NamieHTaM i3 mopylIeHHsIM 0OMiHY Ce40BOI KHMCJIOTH ITPUMOM IITpernapary
PEKOMEHAYETHCS MMOEOHYBATU 3 aJIONYPHUHOJIOM.



OcobamM, sIKi JOTPUMYIOThCS Oi€ETH, 1110 00MEXKYy€E IPUMOM HaTpPilo, 30KpeMa IIpu
rimepTeHsii, He0OXiAHO BpaxOByBaTH ITiIBUIIIeHUI BMICT HATPil0 y JaHOMY
sikapcbkKomy 3aco0i (1 Tabnetrka mictuth 220 Mr ioHiB HaTpito abo 9,7 MMOJb HaTpilo,
110 BigmoBigae 0,57 r coii).

1 mmny4ya TabmeTka mictuth 9,7 mmons (380 mr) Kamito. Lle crig BpaxyBaTu npu
JIIKyBaHHI IMalli€eHTiB i3 mopymeHHAM QyHKII1 HUPOK ab0 TUX, XTO 3aCTOCOBYE HIi€ETY 3
00MeKeHHSIM KaJlilo.

[Tig vac Teparil npernapaToM peKOMEHOYETHCS HOTPUMYyBaTUCS HU3bKOOITKOBOI [IieTH,
TOOTO 0OMEKyBaTU BXKUBAHHS Xap4YOBUX ITPOAYKTiB, 6araTux Ha BMICT IIyPUHIB
(HampuKkiaz, M’sico, KoBOACHI BUpoOU, HYTPOIIli TBApUH, CapANHM), a TaKOXK
oOMezKyBaTH BXKUBaAHHS COJIi.

[[TopHs HeoOXimHO BUNUBATHU 2 - 3 JT PiAUHM Y BUTISAMOI Yato, GPYKTOBOTO COKY abo
JIy?KHO1 MiHEepaJIbHOl BOOU.

[TpennapaT He MICTUTH BYIJIEBOLIB, TOMY MOTI0 MOXKHa 3aCTOCOBYBaTH [Jis JIIKYBaHHS
XBOPHUX Ha IyKPOBUU IiaberT.

[TamieHTaM 3i CEpMO3HOI0 ITE€YiHKOBOIO HEAOCTATHICTIO CHIiA IIPUKXMAaTHU ApCTI/I(beH®

TIJIBKHY 3a YMOB PETEJIbLHOT'O KOHTPOJIIO.

ITo cknaay mpenapaTy BXOOAUTH JIaKTO3XW MOHOTIApaT. Y 3B'I3Ky 3 LIUM IIPU
BCTaAHOBJIEHHI HEIIEPEHOCUMOCTI AesIKUX IIyKPiB He0OXiIHO IPOKOHCYIbTYBATUCS 3
JIiKapewM, Iepll HiXK IpuiMaTH 1iel JTiKapCbhKui 3acio.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py0010.

ITpu 3acToCcyBaHHI IpenapaTy 3TifHO 3 IHCTPYKIII€I0 HETaTUBHOI'O BIUJIMBY Yy IIepiof
BariTHocTi abo romyBaHHs IPYOOI0 HE CIIOCTEPIraaocs.

30amHicmb enausamu Ha weudKicmb peakuii npu KepysaHHi aemompaHcnopmom abo
[HWuMu mMexaHiamamu.

He BrinuBae.
Cnocid 3acTocyBaHHsI Ta 03U

OntuManbHa moOoBa Jo3a mpenapary ApCTI/I(beH® BU3HAYa€ETHCS IHOUBIAYaIbHO
IIIJIIXOM BH3Ha4Y€eHHS MOKa3HuKa pH ceui.

s migay>KyBaHHS cedi y IMaIlieHTiB i3 CEYOKHCIUMHU (YPaTHUMH) KOHKPEMEHTaMH.




s mpodimakTUKM penuauBiB 3HaYeHHs pH cBixkol ceui mae mepeOyBaTu B MexKax Bif
6,2 mo 6,8. Heob6ximHa mo®oBa mo3a mmpemnapary ApCTH(beH® € iHOuBimyasTbHOIO OIS
pisHuMX mailieHTiB. 3a3BUYal goOOBa M03a CTAaHOBUTH 3 mmnydi TabneTku. [JoboBa go3a
MOOINISIETHCS HA TPU PiBHI Pa30Bi M03U, SIKi IPpUKUMaIOTLCS IIPOTATOM OHSA. AKIIIO
3HaueHHS pH ceui HUXKYe 6,2, o3y HEOOXimHO 30inMbIINTH. TaKa KOPEKIIisl IIOBUHHA
OyTu 3pobrieHa 3a paxyHOK 30iJbIlIeHHSI BeYipHbOI 03U A0 2, a Y BUHATKOBUX
BUMIaJKax - A0 3 mumny4yux tabneTok. [Ipu nepeBuiieHHi 3HayeHHsa pH 6,8 moza
noBMHHa OyTu 3MeHIIeHa. bakaHO MPOBOAUTU KOPEKIiI0 TO3YBaHHS 3a PaXxyHOK
BEUipHBLOI IO3MU.

II7151 po3UMHEHHS (XeMOJIITOJIi3y) CEYOKUCIUX (ypaTHUX) KOHKPEMEHTIB 3HaueHHsa pH
cedi moBUHHO OyTH Mix 7,01 7,2.

[Inss MeTadinaKTUKK KaJbIIiEBUX KOHKPEMEHTIB Ta ITiJIy>KYBaHHs Cedi V HallieHTiB i3

CEYOKHCIMMU KOHKPEMEHTAaMHU, IPH HAsIBHOCTI CYNYTHIX KaJbI[iEBUX KOHKPEMEHTIB.

3HauyeHHs pH cBixkoi cedi Mmae 6yTu ckopurosaHo go 6,8 - 7,4. [lo3a moBuHHa OyTHU
BH3HA4YeHa y KOXKHOMY KOHKPETHOMY BUIIAAKY [OJI JOCATHEHHS LILOTO Alalla30HY
3HaueHb pH. 3a3Buyaii 1ie 3 mmnydi TabmeTku. [Ipu HeoOXigHOCTI J03a MoXKe OyTHu
30inblieHa, ajne B OiNbIIIOCTI BUIIAAKIB 5 MMNIy4YuX TaOIeTOK OOCUTH OJI HOCATHEHHS
pe3ysbTaTiB y 3a3Ha4YeHOMY fAiala30Hi 3HaueHb pH.

[o6oBy mo3y 3 mmnydi TabIeTKM MOKHa MPUUMaTH K Pa30BY BedipHIO 703y abo
PO3MOAINIATY Ha TP PiBHI iHOAMBIOyalbHI 003U, 110 IPUUMAIOTECS IPOTATOM OHA. [Ipu
OinbIII BUCOKUX A03aX HOOLIbHO npuiiMaTyu 1 mmny4yy TabneTkKy BpaHii, 1 - B o0igHilk
yac i 2 - 3 TabneTKU BBEYEDI.

®

ApcTuden™ mpoTUNOKa3aHUU AiTsIM BikoM mo 18 pokiB (auB. po3min «JiTu»).

Cnocib 3acTOCyBaHHS

TabneTku muUMy4i npenapary ApCTH(beH® CJIi PO3YUHUTU Y CKIISHIII BOOHU,
po3MimiaTy i Bifpa3y BUIIUTHU.

PinmHa Moxke OyTH TPOXM KaJlaMyTHOIO i MaTH Ha MOBEPXHI IesIKi HEpO3UHUHEH]
YaCTUHKMU.

3a3BuUYay KOHTPOJIb €()eKTUBHOCTI ITPOBOAATE 3 pa3y Ha OeHb HIJITXOM BU3HAUYEHHS
pH ceui. [I71g 11b0TO0 BUKOPUCTOBYIOTH CTaHOaPTHI IHAMKAaTOPHI CMYyKKU, BKJIafeHl ¥
KOXKHY yIIaKOBKY. I[HIVKATOPHY OiSTHKY TECTOBOI CMY2KKH IIOTPiOHO HEHaLOBIrO
3aHYpUTH y cedy. KoJiip TeCT-CMYy2KKU IIOTIM IIOPIBHIOIOTH 3i IIKAJIO KOJIbOPiB
IPOTATOM 2 XBUJIWH, 3Ha4YeHHs PH 34UTYIOTE i 3aHOCATH Y KOHTPOJIBHUU KaJleHaap.

Himu.



EdexkTuBHicTh i 6e3MeKa 3aCTOCYyBaHHS IIpenaparTy AiTIM BUBYEHI HETOCTAaTHLO, TOMY
He PEeKOMEeHIYEThCS IPU3HavYaTy mpernapar ApC"rH(beH® oiTam (Bikom go 18 pokiB).

Ilepego3yBaHHs

[Tpu HOpManbHiM QYHKII1 HUPOK HebaXkKaHWM BIIJIUB IIpelapaTy Ha 3MiHy
¢disiomoriunmx napaMeTpiB 00MiHY pe4YOBUH HEe CIIOCTEPIra€ThCS Hi IIpU 3BUYAUHIN
PEKOMEHI0BaHiM O031, Hi IPU BUILINU, OCKIJIbKY BUBEOEHHS HAOJIUIIKOBUX JIYTiB
HUPKaMM € IPUPOOHUM MeXaHi3MOM peryJiloBaHHS KUCIOTHO-JIY2KHOTO OajaHCy B
oprasiami.

BepxHs Mexka giama3oHy Imoka3dHuKa pH cedi, 1110 3a3Ha4yeHUl BUIlle, He TIOBUHHA OyTH
IIepeBuiIlleHa IIPOTATOM OEKIJIBKOX OHIB, OCKIJIBKY BHACJIIOK ITIABUILIEHHS [TIOKa3HUKA
pH (pH dakTop >7,8) icHye BigmoBiAHO MiABUIIEHNI PU3UK KpHCcTasisalil ¢pocdarTis;
OKpiM TOTO, SIBHUM NTyKHUM MeTabOJIIYHUM CTAaTyC He € JOBrOCTPOKOBOIO ITPO0OJIEMOIO.

MoxnuBe nepego3yBaHHS MOXKHA KOPUT'yBaTHU LIJIIXOM 3MEHILEHHSA 003U IIpenapary.
Y pa3si HeoOXigHOCTI MOKHa BAATHUCS OO 3aXOMAiB JTiKyBaHHS MeTaOO0JIiYHOTO ajiKalo3y.

ITo0iuni edpexTH

[Tpu iHguBiOyanbHiN HETIEPEHOCUMOCTI OyOb-TKUX KOMIIOHEHTIB IperapaTy MOXKJIUBI
peaxiril rinepyyTauBOCTi. Y OesiKUX BUIIagKaX ITPUIOM TabJIeTOK MOXKe CIPUYNHATHU
IIJTYHKOBO-KHUIIIKOBI pO3Jjlafgy y CXUJIBHUX OO0 LbOro nalieHTiB. [IoBimomMiisgiocs mIpo
MMOSIBY BiIpUKKH, Iedil, 00JII0 y 2KMBOTi, METEOPU3MY, Aiapel, HyooTu, OJII0OBaHHS.

IToBigoMJIEHHS IIPO MifM03PIOBaHi MOOiUHiI peakiril

[ToBigoMIieHHS IIPO Mimo3pioBaHi MoOiUHi peaxiiil micss peecTpaitlii TiKapCbKOTro
3aco0y € BaxXJIUBOIO IIpolenypoio. Lle mae 3Mory npogoBKyBaTH KOHTPOJIIOBATU
CIIiBBigHOIIEHHS KOPUCTh/PU3UK IS LILOTO JIiKAapChKOT0 3aco0y. MenuyHi mpalliBHUKHN
IMOBUHHI MOBIAOMJITH MIPO yCi migo3pioBaHi mobiuHi peakiril y II1 «lepXaBHUU
ekcnepTHuM 11eHTPp MO3 YKpaiHu» Ta 3asIBHUKY depe3 popMy 3BOPOTHOTO 3B’ SI3KY
BeOcaiTy: https://kusum.ua/pharmacovigilance/.

TepMiH NpUIATHOCTI
2 POKH.
YMmoBHu 30epiranus

30epiraTtu B opuTriHanbHil yIIaKOBIIi ITpu TeMIrepaTypi He Butile 25 °C.



30epiraTty y HeIOCTYIIHOMY OJIsI OiTeM MicCIIi.
VYnakoBka

[To 20 TabrmeToOK MIUITy4YuX y TyOi, 1o 4 TyOM Y KapTOHHiN YyIIaKOBIIi 3 iIHAUKaTOPHUM
TarepoMm i KOHTPOJIbHUM KaJleHOgapeM.

KaTeropis Bignycky
bes penenra.
BupooHHK

Kycym Xentxkep IIBT JITH/

Kusum Healthcare Pvt Ltd.



