IHCTPYKIIA

IJIsI MEIHYHOT 0 3aCTOCYBaHHsI JIIKapCHLKOT0 3aC0o0y

APCTU®EH"®

(ARSTIFEN®)

Cknao:
0itoui peyosuHU: KUCJIOTa TMMOHHA 0e3BOMHA, HATPi0 nuTpar 0€3BOIHUM, KaJIilo TimpoKapOoHaT;

1 TabreTKa MiCTHTb: KACJIOTH TMMOHHOI 6e3BomHOi 1197 Mr, HaTpio nuTpaTy 6e3BogHOT0 835,5 MT,
KaJlito rigpokap6bonaTy 967,5 Mr;

O0ONOMIJCHI PeyoB8UHU: TAaKTO3U MOHorimpart, MaHiT (E 421), caxapyuH HaTpil0, apoMaTU3aTOP
«Powdarome JIumos [Tpemiym», KACI0Ta aguITiHOBa, ITOJTi€TUIEHTJIIKOJIb.

JIikapcbKa ¢popMa. TablneTKy MuIydi.

OcHosHi (¢isuko-xiMiyHi 81acmusocmi: KpyTili, II0CKi TabmeTku 3 packoro, Bif 6isoro mo Maiixke
6i710T0 KOJILOPY, 3 PiBHOIO ITOBEPXHEIO 3 000X OOKIB.

®apmakoTepaneBTHYHA rpyma. 3aco0u, 110 3aCTOCOBYIOTHCS /1T PO3YMHEHHS CEYOBHUX
koukpeMmeHTiB. Kog ATX G04B C.

®Papmako102iuHi 8 1acmueocmi.

®apmakoOuHamika.

Ipu po3unHeHHi munyuux Tabnetok ApcTudes® y BOMi yTBOPIOETHCS Kalilo-HaTPiio
rigponuTpaT Ta BUAINISETHCS BYTJIEKUCINY Ta3.

[Tpu 11bOMY YTBOPIOIOTHCS 3aJIMILIKOBI JTyKHi i0HU, SKi BUBOASATHCSI HUPKaAMU. TaKUM YHHOM
BimOyBa€ThCS MigBUINEHHS PiBHS MoKa3HMKa PH cedi (3a/mexHo Bifl HO3yBaHHS 3OiNCHIOETHCS il
HeHTpasisalisg abo ankamisaillis).

Lle 36inbiIye cTymiHb gucorianil Ta BOGHOYAC CTYIiHb PO3UMHEHHS CEY0BOI KUCTIOTH/IIUCTUHY.
[TigTBepAKEeHHS JIITOMi3y CEYOKUCINX KOHKPEMEHTIB BUKOHYETLCS PEHTTeHOIPaGiYHUM IIJITXOM.

[Ipu npuniomi npenapaTy NOCUIIOETHCSA BUNIIEHHS IATPATIB Ta 3HUKYETHCSA BUAUIEHHS KaJIbllilo 31
ceuero. [lignyXyBaHHS Cedi, 3pOCTaHHS BULIJIEHHS IUTPATIB Ta 3HUKEHHS BULIJIEHHS KaJIbLIil0
IPU3BOMUTH [0 3MEHIIEHHS Y Cedi KiIbKOCTi OKcasaTy KaJbIlilo, OCKiIbKH ¥ C1a0KOMY JTy2KHOMY



CepenoBUIIl IUTPAT YTBOPIOE CTiMKi KOMIIJIEKCHI CIIOJIYKY 3 KablieM. OKpiM TOTO, i0H IIUTPATYy CIIif
po3risigaTy K HaleheKTUBHIUY ¢isionoriynui iHTiGITOP YTBOPEHHS KPUCTATiB Ta HAKOITUYEHHS
okcasaTty Ta ¢hochaTy KambIlilo.

dapmakokiHemuxka.

Tlic/st ogHOIEHHOTro mpHioMy mpenapaTy Apctuder®, TaOIETOK MUITYYUX, BBEIeHa KilbKiCTh
HaTpilo 1 KaJjIilo BUBOAUTHCS 3 OPTraHi3My HUPKaMU IIPOTAroM 24 - 48 rogus. IIpu TpuBamoMmy
3aCTOCYBaHHI IpemnapaTy no0oBe BUBEEHHS Kalilo Ta HATPilo BigmoBimae mo60BOMY iX CIIOKHMBAHHIO.
Y kpoBi abo y cupoBaTIli KPOBi He CIIOCTEPiraloThCs iCTOTHI 3MiHU ra3iB KPOBi UM e1eKTporiTiB. Le
O3Hayae, 110 3aBASKY HUPKOBOMY PeryII0BaHHIO MifIyKyBaHHS KUCJIOTHO-IyKHUY OanaHC B
oprani3mi 30epiraeThcs, a HAKOIMYEHHS HATPIiIO i Kastiio pu HOpMasibHil QyHKIII HUPOK He
BimOyBa€eThCH.

KiiHiuHi XapaKTepHuCTHKH.
Iloka3zaunsa.

Apctuden® 3aCTOCOBYEThCS M1 TiKyBaHHA CeYoKaM' sHOI XBOPOOU 3 METO0:

- MiJTy>KyBaHHA CeyYi y MallleHTiB 3 ypaTHUMU KOHKPEMEHTaMU, IPX HasIBHOCTIL CYIIYTHIX
KaJbllieBUX KOHKPEMEHTIB a00 6e3 HUX;

- MeTa(iaKTUKHU KaJbI[iEBUX KOHKPEMEHTIB (3arnobiraHHs II0OBTOPHOMY YTBOPEHHIO
HOBUX KOHKPEMEHTIB Ta/a00 36iNmbIIeHHIO 3a/TUIITKOBUX (hParMeHTiB).

IIpomunoka3aHHs.
- [ligBuIieHa 4yTIUBICTh OO KOMIIOHEHTIB IIpernapary.
- HupkoBa HEIOCTATHICTE.

- [HdeKIil ceyoBUBITHUX NUISAXIB, CIpUUYNHEHI OaKTEpiIMH, SKi pO3KJIaflaloTh CEYOBUHY (PU3UK
YTBOPEHHS CTPYBITHUX KaM€eHiB).

- MeTaboTivHUH a1Kamos.

- EnisoguuyHa criagkoBa aguHaMis.

B3aemodina 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

HocnimKeHHS B3a€EMOIil BUKOHYBaIUCh TiTbKYU 11 HOpociuX. OgHOYaCHUY IPUMOM PEYOBUH, SIKi
MICTSTB IIUTPAT i a/IOMiHil, MOXKe CIPUYMHUTH MiIBUILIEHHS pe30opO1il anoMinio, ToMy
PEKOMEH[YeThCS NOTPUMYBATHCh IBOTOOUHHOI Iay3U MiX NpUAOMaMH TaKUX IIpelapariB Ta
ApcTuden®.

[IpemapaT OCUIIOE TEPANIEBTUYHY Hif0 aJIONyPHUHOIY.



Iesiki mikapchKi 3acobu, Ipr3HaYeHi s 3HUKEHHS apTepiallbHOT0 TUCKY (aHTaroHiCcTH
aNbIOCTEPOHY Ta iHIIi ceyorinHi 3aco0M 3 HU3BKUM BMICTOM KaJlito, Taki gK TpiaMTepeHH,
CIIiPOHOJIAKTOHHU Ta aminopumu), iHriéitopu AII®, capTranu, a TakKoX 3HeOOIIOBAJIbHI Ta
IPOTH3alalbHi JTiKapchKi 3aco0u (HeCTepOoimHi mpoTu3anaibHi 3acobu i mepudepuyHi
aHaNbreTUKN) MOXKYTh 3HUXKYBATH €KCKpPeIlilo KaJlifo, 10 CJIi[l BpaXOByBaTH IIPX OAHOYACHOMY
Npu3HaYeHHi ix i3 npemapaTtom Apctudern® (TiIBUINYEThCS PU3UK Tilepkasiemii). 3pocTanns
I03aKJIiTUHHOI KOHLIEHTpAaIlil KaJjlilo 3MeHIIY€ Ai€BiCTh CepPIeBUX IIIKO3U/IB, TOMI K 11 3HUXKEHHS
306inbIye epeKT apuTMOT€HHUX CEPIIEBUX TIIiKO3UIIB.

IIpy DOBrOTPHUBAIOMY 3aCTOCYBaHHI JIiKapchKoro 3acoby ApcTudeH® MoXK/IuBe HaKOIUYEHHS B
OpraHi3Mi XiHiAuHY y pa3i #0r0 0MHOYACHOI0 IPUHUOMY, a TaKOX 3HUXKEHHSA e(PeKTUBHOCTI
HiTpodypaHTOIHY (JIyzKHa peakllis CepefoBHUIIa), Casil[uIaTiB Ta IIpelapaTiB JIiTiio (MpUCKoOpeHe
BUBEIEHHS).

Oco06.1ueocmi 3acmocyeaHHsi.

CTOCOBHO CTaHiB, Ki CIPUYNHSAIOTh YTBOPEHHS C€YOBUX KOHKPEMEHTIB (HalpUKiaj, afeHoMa
IPUIIATOBUIHOI 3271031, CEYOKHUCITi KOHKPEMEHTH, TI0B’SI3aHi 3 MaJlirHOMOI0), CJIifl BXXUBATH 3aX0MiB
€TIOTPOMHOI Tepamil.

[Tpu po3uMHEHH] CEYOKUCINX KaMeHiB He CITif HomycKaTu 6araTogeHHOro HaiMipHOTO MigTyKyBaHHS
ceui (pH Bume 7,8) 3 ornany Ha MOXKJIUBY IOSBY ocamy GocdaTHUX CONel Ha IOBEPXHi CEYOKUCIOT0
KOHKPEMEHTY, 1[0 MOXKe IIepPelIKOAKaTHA UOoro IoAablIoMy PO34MHEHHI0. OKpiM TOTO,
MOBrOTPHBaINi i BUpaXKeHUN NyKHUM CTaH MeTab0i3My HebaKaHUIA.

[epen 3acTOoCyBaHHSIM HEOOXiogHO BU3HAUUTHU PiBeHb €JIEKTPOJIITIB y CUPOBATLIL KPOBI Ta
nepeBipuTH QyHKIiI0 HUPOK. [Ipu mifo3pi Ha HUPKOBO-KaHAbIIEBUY anua03 HeoOXinHO
JOOATKOBO KOHTPOIIIOBATH ITOKA3HUKKU KUCIIOTHO-TY2KHOT'O 6&J'IaHCY.

[TpoTsiroM JliKyBaHHS IIOTPiOHO perynsipHO IepeBipsATH MapaMeTpPH aHali3iB cedi Ta KPoBi.
CnenianbHy yBary Ciif MIPUIIATH KUCIOTHO-IYKHOMY OajiaHCy.

[TamieHTaM i3 ceplieBO0 HEIOCTATHICTIO CIIifl BpaXOBYyBaTH BIUIMB KaJliio Ha 30yaiuBicTs Miokappa: 1
TabneTka npenapaTy Apctuden® MicTuTh 380 Mr ioHIB Kamio a6o 9,7 MMOIb Kajliko, 10 MoXKe
BIIJIMBATH Ha e(DeKT CepLEeBUX I'TKO3UMIIB (IMigBUIIIEeHHS IT03aKIIiTUHHOI KOHIIEHTpAIlil KaJilo 3HUXKYE
OIi€BICTH TMIKO3UMIB, a 11 3HUKEHHS IIOCUIIOE aPUTMOTEHHY Iil0).

[MarienTaM i3 mopyieHHsIM 06MiHY CE40BOI KMCIIOTH IIPUIMOM IIperapaTy peKOMeHAYEThCS
TIOENHYBATH 3 aJIONyPHUHOJIOM.

OcobaM, gKi JOTPUMYIOTHCS Ai€TH, 10 00MeXKye IPUUOM HaTpilo, 30KpeMa IIpH TinepTeH3il,
HeoOXiHO BpaxOBYBaTH IIiABUILEHUN BMICT HATpil0 Y maHOMY JlikapchkoMmy 3aco0i (1 TabneTka
MicTuTh 220 Mr ioHiB HaTpio a6o 9,7 MMOIE HATpPiO, 1m0 Bigmosigae 0,57 r comi).

1 mumnyya Tabnetka mMictuth 9,7 MmMons (380 Mr) Kautito. Lle ciifg BpaxyBaTy IIpu JIiKyBaHHi Malli€HTIB
i3 mopymeHHAM QYHKIII HUPOK ab0 TUX, XTO 3aCTOCOBYE Mi€Ty 3 00MeKeHHSIM KaJlilo.

[Tig yac Tepamii mpenapaToM PEKOMEHYETHCS NOTPUMYBATUCS HU3bKOOIIKOBOI ieTH, TOOTO
0o0MeXKyBaTH BXKMBAHHS XapYOBUX IPOOYKTIiB, 6araTux Ha BMICT MypPHUHIB (HaIIpUKIIam, M’sICO,
KoBOACHi BUpoOU, HyTPOIIi TBAPUH, CAapAUHM), @ TaK0XK 00MeXKyBaTH BXKUBAHHS COJIi.



[ITomHs HeOoOXiAHO BUMUBATHU 2 - 3 JI PIGUHU y BUTJISAAL 9aio, GPYKTOBOTO COKY abo JIyKHOI
MiHepabHOI BOLIH.

[Ipemapar He MiCTHTh BYTJIEBO/IIB, TOMY MOr0 MOXKHa 3aCTOCOBYBATH [IJIs JIKYBaHHS XBOPUX Ha
IyKpoBu# miaberT.

TTamienTaM 3i Cepito3H0I0 IeYiHKOBO HETOCTATHICTIO i mpuiiMaTi ApcTides® TITbKY 3a YMOB
PEeTeIbHOI0 KOHTPOJIIO.

Ilo ckyamy mpernapaTy BXOOUTH JIAKTO3W MOHOTIAPAT. Y 3B’A3Ky 3 LIUM [IPU BCTaHOBJIEHH]
HEeIePEeHOCUMOCTI IesIKUX IyKPiB He0OXioHO TPOKOHCY/IbTYBATHUCS 3 JTiKapeM, IepIl HiXK NpUUMaTH el
JiKapChKUY 3acio.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.

[Tpu 3acToCcyBaHHI ITpemapary 3TifHO 3 iIHCTPYKIIi€I0 HETaTUBHOTO BILIMBY y Iepiofl BariTHOCTI abo
TONyBaHHS I'PYAAI0 He CIOCTePiraaocs.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi aBmompaHcnopmom abo iHwumu
MexaHiamamu.

He BnuBae.

Cnocib 3acmocyeaHHsi ma do3u.

OnrtuManbHa fo6oBa fo3a mpenapaty Apctuder”® BU3HAYa€ThCs iHAMBIAYaAIbHO IUIIXOM BU3HAUYEHHA
IIOKa3HWKa pH ceui.

T TiONVKVBaHHS cedi vV DallieHTiB i3 CeYOKUCIUMU ATHUMH) KOHKDEMEHTaMH.

Ins npodinakTUKU peluauBiB 3HaueHHsS pPH CBixkoi ceui Mae mepebyBaTu B Mexkax Big 6,2 1o 6,8.
Heo6xifHa mo6oBa no3a npenapaTy Apctuden® € iHAMBiIyanbHOW0 /I Pi3HUX Malli€HTIiB. 3a3BUYail
no6oBa mo3a CTaHOBUTH 3 munyyi TabmeTku. [Jo60Ba 03a MOMINSIETHCSA Ha TPU PiBHI pa3oBi m03H, sKi
IPUIMAaIOTHCS IPOTATOM OHSA. AKIo 3HaueHHs pH cedi HuXKYe 6,2, 103y HeoOxinHO 30inbmnTH. Taka
KOPEKIIis ToBUHHA OyTH 3p00jieHa 3a paxyHOK 30i/bIIeHHS BEYipHbOI 7031 [0 2, @ ¥ BUHSITKOBUX
BUIIQMIKax - 0o 3 muny4yux tabnetok. [Ipu nepepuilieHHi 3HaueHHs pH 6,8 mo3a noBruHHA OyTH
3MeHIIeHa. bakaHo MPOBOIUTH KOPEKIIiI0 03yBaHHS 3a PaXyHOK BeUipHbOI HO3H.

[71s1 po3YMHEHHS (XeMOJIITONi3y) CEYOKUCNUX (YpaTHUX) KOHKPEMEHTIB 3HaueHHs pH cedi TOBUHHO
Oytu mix 7,01 7,2.

19 MeTainakKTUKY KAJIbIIiEBUX KOHKPEMEHTIB Ta HiMJIy>KVBAHHS cedi v HaIieHTis i3
CEYOKMCIMMU KOHKPEMEHTaMH, IPY HAasABHOCTI CYNYTHIX KaJIbLiEBUX KOHKPEMEHTIB.

3uauenHs pH cBixkoi ceui Mmae 6yTu cKopurosaso f1o 6,8 - 7,4. [lo3a noBuHHa OyTH BU3HAYEHA Y
KOXKHOMY KOHKPETHOMY BUIIAQ[IKy [JIs HOCATHEHHS bOT0 Oiana30Hy 3HaueHb pH. 3a3Buyan 1e 3
munyy4i Tabnetku. [Tpu HeoOximHOCTI mo3a Moxke O6yTu 36inbieHa, ane B OiMbIIOCT BUNATKIB 5



MIAITYy9IUX TabIeToK OOCUTHB OJid NOCATHEHHSA pe3yanaTiB Y 3a3Ha49Ye€HOMY uiana30Hi 3HAa4Y€Hb pH

Ho6oBy mo3y 3 munmydi TabneTKu MoXKHa IpUUMAaTH IK Pa30BY BeUipHI0 703y a00 PO3MOAiNATH Ha TPU
PiBHi iHOMBiAYyanbHi 0034, 10 TPUUMAIOTECS IPOTATOM OHS. [Ipu GiNbII BUCOKUX [03aX MOIITEHO
npuiimaTty 1 mmmnyyy tabneTky BpaHiyi, 1 - B 06igHiit yac i 2 - 3 TabneTK BBeYEpi.

Apctudern® npoTUIOKa3aHu OiTAM BikKoM 1o 18 pokis (ouB. po3min «IiTu»).

Cnocib 3acTocyBaHHS

TabmeTku mumyyi mpemapaty ApcTudeH® cig po3uMHUTH Y CKIIAHI BOIHK, PO3MIIIATH i Binpasy
BUIIUTH.

PiguHa Moxe OyTH TPOXM KajlaMyTHOIO i MaTH Ha MOBEPXHi NesKi HepOo3UnHEeHi YaCTUHKW.

3a3BUYall KOHTPOJIb e(peKTUBHOCTI IPOBOASATH 3 pa3u Ha AeHb MUITXOM Bu3HadeHHS pH ceui. [Ins
IIbOTO BUKOPUCTOBYIOTh CTAHIAPTHI IHAUKATOPHI CMYKKH, BKJIafleHl y KOXKHY YIIaKOBKY. [HIUKATOPHY
OiJISTHKY TECTOBOI CMyKKM IIOTPiOHO HEHAMIOBIO 3aHYPUTH y ceuy. Komip TecT-cMyKKH mOTiM
IIOPIBHIOIOTH 3i IIKaJI010 KOJIbOPiB IPOTATOM 2 XBUJIKH, 3HaueHHS pH 34uTyIOTh i 3aHOCATH ¥
KOHTPOJIbHUY KaleHaap.

Himu.

EdekTuBHIiCTSH i 6e3MeKa 3aCTOCYBaHHS IIperapary AiTsSM BUBUEeHi HeJOCTaTHbO, TOMY He
PEKOMEH/YETLCS IpU3HavaTu npemnapat Apctuden® gitam (Bikom mo 18 pokis).

Ilepedo3yeanHsi.

[Tpu HOpManbHIN QYyHKIII HUPOK HebaXKaHUM BIJIUB IIpelnapaTty Ha 3MiHy (i3iooriyHux napameTpiB
00MiHy pe4YOBUH He CIIOCTEPiraeThCs Hi Mpu 3BUYaKHiM peKOMEHI0BaHiM 031, Hi pu BUIILIH,
OCKiJIbKY BUBE[IeHHS HAIJIUIIKOBUX JIYTiB HUPKAMU € IPUPOSHUM MeXaHi3MOM PeryJioBaHHSA
KMCJIOTHO-JTY2KHOTO OajlaHCy B OpraHi3Mi.

BepxHs Mexka miama3oHy noka3HuKa pH cedi, 1110 3a3HayeHuUN BuUllle, He MOBUHHA OyTH IepeBuIlleHa
IIPOTATOM [EKiTbKOX [JHIB, OCKIJIbKM BHACIIOK MifgBUINeHHS oKa3HuKa pH (pH dakTop >7,8) icHye
BiAITIOBigHO MiIBUILIEHUI PU3MK KpHUCTai3allil ¢pocdaTiB; OKpiM TOro, SBHUU TyKHUN MeTaOOiYHNM

CTaTyC He € IOBrOCTPOKOBOIO MTPOOIEMOIO.

MoxrBe epefo3yBaHHs MOXKHa KOPUTYBATH IIIIXOM 3MeHIIIeHHS [[03H IIpelaparty. Y pasi
HeoOXigHOCTi MOXKHA BAATHCS 0 3aXOMiB JIiKyBaHHS MeTa0OJIiYHOTO aJlKaioay.

ITobiuni peakuii.

[Tpu iHmuBimyanbHiN HemepeHOCHMOCTi OyIb-IKUX KOMIIOHEHTIB IIperapaTy MOXKJIMBI peakiril
rinepyyTnuBOCTi. Y mesgKux BUMaAKax MpuitoM TabIeTOK MOXKe CIPUUUHSATH IITYHKOBO-KHIITKOBI
PO3JIaiu Y CXUJIBHUX [0 LIbOTO MalieHTiB. [10BiqoMIIsIIOCS PO IOSIBY BiIpHXKKH, 1edil, 6010 y
JKMBOTI, METEOPU3MY, Aiapel, HyIOTH, OII0BaHHS.



[ToBigoMIIeHHS PO Mim03pioBaHi mo6iuHi peakirii

[ToBimoMIeHHS PO Migo3pioBaHi MOGiYHI peakil micyisg peecTpaliil 1ikapChbKOTo 3aco0y € BaXKIUBOIO
npouenyporo. Lle mae 3Mory IpofoBXKyBaTA KOHTPOJIIOBATYU CIiBBIAHOIIEHHS KOPUCTL/PU3UK OIS
IILOTO JTIKAPChKOTO 3aco0y. Menuy4Hi mpalliBHUKY [TOBUHHI ITOBIIOMISATH IIPO yCi Miffo3pioBaHi mob6iuHi
peaxkuii y [IT «[IepxkaBHUM eKcIIePTHUH 1eHTP MO3 YKpainu» Ta 3asgBHUKY Yepe3 HopMy
3BOPOTHOTO 3B’sI3Ky BeOcauTy: https://kusum.ua/pharmacovigilance/.

Tepmin npudamuocmi.

2 POKHU.

YMoBH 30epiraHHs.
30epiraTtu B OpuTiHaibHil yIAaKOBIi IpU TeMIepaTypi He Buile 25 °C.

30epiratu y HEJOCTYIIHOMY OJISI OiTel MicCIi.

YnakoBka.

[To 20 TabneTok mumyunx y TyOi, o 4 TyOM y KapTOHHIY yIaKOoBIi 3 iHAUKATOPHUM IIallepoM i
KOHTPOJILHUM KaJleHfapeM.

Kareropis Bigmycky.

bes penernra.

BupoOHHK.
Kycym Xentxkep [IBT JITH/

Kusum Healthcare Pvt Ltd.

Micue3HaxoIKeHHsI BUPOOHHKA Ta aijpeca MicCIsi MpoOBaIKeHHs HOro Tis/IbHOCTI.

[TmoT Ne M-3, [npop Cnemren Ikoromik 3oy, ®ens-1l, ITitamnyp, Hict. [Ixap, Mapxesa [Tpagem, [Tin
454774, Tagisa/

Plot No. M-3, Indore Special Economic Zone, Phase-II, Pithampur, Distt. Dhar, Madhya Pradesh, Pin
454774, India.


https://kusum.ua/pharmacovigilance/




