Cknapg,

Aito4i peyoBMHU: KUCNOTa IMMOHHA 6e3BoAHa, HaTPito LUTPaT 6e3BOAHMN, Kanito rigpokapboHar;

1 TabneTKa MiCTUTb: KUCNOTU TMMOHHOI 6e3B0aHOT 1197 mr, HaTpito uuTpaTy 6essoaHoro 835,5 mr,
Kanito rigpokapboHaty 967,5 mr;

OOMOMIKHi peYOBMHM: NAKTO3M MOHOriAPaT, MaHiT (E421), caxapuH HaTpito, apomaTmsaTop
«Powdarome JInmoH Mpemiym», KUCNOTa aguNiHOBA, NONIETUAEHTNIKONb.

NikapcbKka popma

TabneTku wunyuyi.

OcHOBHiI }i3MKo-XiMiYHi BNacTUBOCTI: KpyrAi, naocKiTabneTkn 3 packoto, Big 6inoro oo maike 6inoro
KONbOPY, 3 PiBHOI NOBEPXHED 3060X HOKIB.

dapmakoTepaneBTMYHa rpyna

3acobwu, Wo 3aCTOCOBYHOTLCA AJ151 PO3YMHEHHA CEHOBUX KOHKpeMeHTiB. Kog ATX GO4B C.

dPapmaKo0oriyHi BNACTMBOCTI

dapmakognHamika.

Mpy po3YMHEHHI WKNyuYnx TabneTok ApctndeH®y Boai yTBOPIOETLCA Kanito-HaTpilo rigpoumntpat 1a
BMAINAETLCA BYINIEKUCANN Tas.

Mpw LbOMY YTBOPIOHOTLCA 3a/IMLLIKOBI IYXKHi i0OHU, AKIi BUBOAATLCA HUPKaMK. TaKMM YNHOM BigOYBaETLCA
NiABULLEHHA PiBHA NOKasHMKa pH ceui (3a1€3KHO Big, A03yBaHHA 34i MICHIOETLCATT HEMTPanisauisaabo
ankanisauin).

Lle 36inblye cTyniHb AncoLiaLiiTa BOAHOYAC CTYNiHb PO3YMHEHHA CEYOBOTKMCAOTU/LUNCTUHY.
MNigTBepAKeHHA NITONI3Y CEHOKUCAUX KOHKPEMEHTiB BUKOHYETLCA PEHTreHOrpad iuHMM LUASXOM.

Mpun Nnpuitomi NpenapaTy NOCUIKOETLCA BUAINEHHA LUTPATIB Ta 3HUKYETLCA BUAIIEHHA KabLito 3i ceyeto.
Migny»KyBaHHA cevi, 3pOCTAHHA BUAINEHHA LMUTPaTiB Ta 3HUMKEHHA BUAINEHHA KanbL,ito NPU3BOAUTL A0
3MeHLUEHHA Y Ceui KiIbKOCTi OKcanaTy KanbLl,ito, OCKiZIbKM Yy clabKoMy NyKHOMY ce peA0BULLj UUMTpaT
YTBOPHOE CTiMKi KOMMNAEKCHI CMONYKM 3 KanbLieM. OKpimM TOro, ioH UMTpaTy C1if po3rnagaTu Ak
HanedeKTUBHIWMI di3ioNoriyHMIA iHriBiTOp yTBOPEHHS KPUCTANiB Ta HAKONWYEHHA OKcanaty Ta docdaty
KanbLito.



dPapmaKkoKiHeTHKa.

MNicns oaHoaeHHOro Nputomy npenapaTy ApctndeH®, TabneTok WKny4mx, BBeAeHa KifIbKiCTb HaTpito i
Kanito BUBOAMTBLCA 3 OPraHiamy HUPKamuM NpoTarom 24 - 48 roanH. Mpu Tpneanomy 3aCTOCyBaHHi
npenapaTty 4o6oBe BMBEAEHHA Kanito Ta HaTpito BiAnoBigae 4060BOMY iX CMOXKMBaHHIO. Y KpoBi abo y
CMPOBATL KPOBI HE CNOCTEPIratoTLCA ICTOTHI 3MiHM rasiB KPOBi UM eNeKTPOoNITiB. LLe 03HavaE, Wo 3aBaAKM
HUPKOBOMY PeryatoBaHHIO MigNyKyBaHHA KUCNOTHO-NYXHU 6anaHC B opraHiami 36epiraeTben, a
HaKOMMYEHHA HATPI 0 | KaNito NP HOPMaNbHIN GYHKLiTHUPOK He BiabyBaeTbCA.

[MToKa3aHHA

ApcTrdeH® 3aCTOCOBYETLCA A/1A NiKYBaHHA cCe4OKam’ AHOTXBOPO6UM 3 METOLO:

NigNy»KyBaHHA ceyiy NaLieHTIB 3 YPATHUMM KOHKPEMEHTAMM, NPU HAABHOCTI CYNYTHIX KanbLi€eBUX
KOHKpeMeHTIB abo 6e3 Hux;

MeTadiNAKTUKM KasbLLiEBUX KOHKPEMEHTIB (3anobiraHHA MOBTOPHOMY YyTBOPEHHIO HOBUX KOHKPEMEHTIB
Ta/a60 36iNblUEHHI0 3aTUWKOBUX GparmeHTiB).

MpoTunokasaHHA
MigBuLWEHa YyTAMBICTb 4O KOMNOHEHTIB Npenapary.
HupKoBa HegOCTaTHICTb.

IHbeKLUii ceyoBUBI AHWNX WNAXIB, CNPUYMHEHI BaKTepiaMM, AKI PO3KNaAa0Tb CEYOBUHY (PU3UK YTBOPEHHS
CTPYBITHUX KameHiB).

MeTaboniuyHuin ankanos.
EnizoanyHa cnagkoBa agMHamis.
B3aemogif 3 iHWMMM NiKapCbKMMM 3acobamm Ta iHLWI BUAW B3aemogii

JocnipKeHHA B3aeEMOji BUKOHYBaNUCh TiNbKM A4na gopocanx. OgHOYaCHUN MPUIAOM PEYOBWUH, AKI
MIiCTATb UMTPAT i aNIFOMIHIN, MOXKe CNPUYMHUTI NiABULLEHHSA pe30opbuii antomiHilo, TOMy peKOMeHAYETb
OOTPUMYBATUCh ABOTOAMHHOI Nay3n MiXK NpMMOMaMM TaKMX npenapaTiBTa ApctudeH®.

MpenapaT Nocuoe TepaneBTUYHY Aito aN0NyPUHONY.

[esAki nikapcbki 3acobu, NpM3HaYeHi 415 3HUKEHHA apTepiaNbHOro TUCKY (aHTaroHiCTM aNbAoCTEPOHY Ta
iHLWi cevoriHHi 3acO0bM 3 HU3bKMM BMIiCTOM Kanito, TaKi AK TpiamMTepeHu, CNipoOHOIAKTOHM Ta aminopugm),
iHri6iTopun AN, capTaHu, a TaKOXK 3He60110BaNbHI Ta NPOTU3aNanbHi liKapcbKi 3acobu (HecTe poiaHi
NnpoTu3ananbHi 3acobu i nepudepuryHi aHanbreTUKN) MOXKYTb 3HUKYBATU EKCKPEL,ito Kanito, Lo cig,
BpPaxoBYyBaTM NPU 0AHOYACHOMY NPU3HAUYeHHi iX i3 npenapatom ApctudeH® (NiaBULLYETLCS PUNK
rinepkaniemii). 3pocTaHHA N03aKNiTUHHOI KOHLEHTPALLii Kanito 3MeHLLYE Ai€BICTb CepLLEBMX FNiKO3UAIB,
TOAi K Tl 3HUKEHHA 36inbluye e beKT apUTMOre HHUX Ce PLEBUX MNiKO3UAjB.



Mpw AOBroTPMBaNOMY 3aCTOCYBaHHI NiKapCbKoro 3acoby ApctudeH® MmokanBe HaKoNUYeHHs B OpraHismi
XiHiAMHY Yy pa3i Moro 0AHOYaCHOro NPUIMOMY, a TAKOXK 3HUMNKEHHS e e KTUBHOCTI HITPpOodYypPaHTOIHY (Ny*KHa
peakKujis cepenoBumLa), caniunnatie Ta npenapariB NiTito (MpUckopeHe BUBE AEHHS).

OcobMBOCTI LLLOA0 3aCTOCYBaHHA

CTOCOBHO CTaHiB, AKi CNPUUNHAIOTb YTBOPEHHSA CEYOBUX KOHKPEMEHTIB (HanpuKknag, ageHoma
NPULLUTOBUAHOT3a/103U1, CEYOKUC/Ti KOHKPEMEHTU, NOB’ A3aHi 3 MalirTHOMOL0), CNif BXKMBATM 3aX04iB
eTioTponHoiTepanii.

Mpw PO3YMHEHHI CEYOKMCANX KAMEHIB He cnig gonycKkaT baraToaeHHOro HagMipPHOTO MigNyKyBaHHSA
cevi (pH Buwe 7,8) 3 ornagy Ha MOXKAMBY NosABY ocagy ¢ochaTHMX CONeli Ha MOBEPXHi CEYOKMCIOrO
KOHKPEMEHTY, L0 MOXKe NepeLLKoaKaTh MOro NoAanbllomMy po34ymMHeEHHI. OKpimM TOro, 4OBroTPUBANWNMA
BUPaXKEHWUIN NTYKHUI cTaH MeTabo/1i3My HebarKaHUN.

Mepen3acTocyBaHHAM He0bXigHO BU3HAUNTU PiBEHb €/1EKTPONITIBY CUPOBATLi KPOBi Ta NepeBipuTH
dYHKLito HMpPOK. Mpwn Nifo3pi Ha HUPKOBO-KAHaNbLEBNI aUnA03 HeOHXiAHO LOAATKOBO KOHTPOAOBATH
MOKA3HWKN KUCNOTHO-/TY»KHOTO BanaHcy.

MpoTarom nikyBaHHA NOTPiBGHO peryasapHO NepeBipaTU NapameTPM aHanisie cedi Ta Kposi. CneuianbHy
yBary cnignpuainatv KUCA0THO-NYKHOMY banaHcy.

MauieHTam i3 cepLEeBOO HEAOCTATHICTHO C/i 4 BPAaX0OBYBATU BNAMB Kanito Ha 36yanmeicTb Miokapaa: 1
TabneTkanpenapaty ApctudeH® mictntb 380 mr ioHiB Kanito abo 9,7 MMOJIb Kanito, O MOXe BNAnBaTh
Ha epeKT cepuUeBUX riko3nais (NiasuLLEHHA N03aKNITUHHOI KOHLEHTPAaLLii Kanito 3HUKYE Ai€BiCTb
rNiKO3UAiB, a il 3HUMKEHHA NOCUTIOE aPUTMOTEHHY 4jto).

MaujieHTam i3 nopyLeHHAM 06MiHY CEHOBOT KUCAOTU NPUMOM NpenapaTy peKOMEHAYETbCA NOEAHYBATU 3
aflonypuHOJIOM.

Ocobam, fKi AOTPMMYIOTbCA AiETH, LLLO 06 MEKYE MPUMOM HATPi 0, 30KpEeMa NpU rinepTeHsii, HeobxigHO
BPaxoBYyBaTM NiABULLEHMWIA BMiCT HaTpito y AaHOMY NiKapcbKomy 3acobi (1 TabneTka mictutb 220 mr ioHiB
HaTpito a60 9,7 Mmonb HaTpito, Wwo Bignosiaae 0,57 r coni).

1 wunyyatabnetka mictutb 9,7 Mmoab (380 mr) Kanito. Lle cnip BpaxyBaTv Npu NiKyBaHHI NaLieHTIB 3
nopyweHHAM QYHKLiTHUPOK abo TUX, XTO 3aCTOCOBYE Ai€TY 3 0OMeKeHHAM Kaito.



Migyac TepaniinpenapaTom peKoMeHAy€eTbCA A0TPUMYBATUCA HU3bKOBINKOBOI AieTH, TO6TO
06MeKyBaTy BXKMBaAHHSA Xap4yOBUX NPOAYKTiB, baraTmx Ha BMiCT NypuHiB (HanpuKnag, M’ aco, KoBbacHi
BMPOOMU, HYTPOLL TBAPUH, CApAMHM), @ TAKOXK 0OMEKYBATU BIKUBAHHA COI.

LULoaHs HeobxiaHo BUNMBATM 2 - 3 N1 PiAVHKU Yy BUTASAAj Yato, PPYKTOBOro COKY abo Ny*KHOi MiHe panbHoOi
BOOM.

MpenapaTt He MiCTUTb BYrneBoaiB, TOMY MOro MOXHA 3aCTOCOBYBATU 4/1A N1iKyBaHHA XBOPUX HA LlyKPOBUIA
piaber.

MauieHTam 3i cepMo3HOO NeYiHKOBOO HEAOCTATHICTIO cnianpuiimaTn ApcTnudeH® TinbKu 3a ymoB
peTeNbHOro KOHTPOIO.

[lo cknagy npenapary BXoAWTb 1aKTO3M MOHOTIApaT. Y 38"A3KY 3 UMM NP BCTAHOB/EHHI
HenepeHOCMMOCTI AeAKUX LYKPiB HE0BXigHO NPOKOHCYbTYBAaTUCA 3 1iKapem, NepLl HiX NpUimaTh uewn
NiKapcbKuit 3acib6.

3acTocyBaHHAY Nepioa BariTHOCTI abo roZlyBaHHA rpyaato.

Mpu 3acTocyBaHHi NpenaparTy 3riAHO 3 iIHCTPYKLi€0 HEraTUBHOTO BNAMBY Y Nepio BariTHOCTi abo
rofyBaHHA rpyAAto He crnocTepiranoce.

34aTHiCTb BNAIMBATU Ha WBWAKICTb peaKL,ii npy KepyBaHHI aBTOTPAHCNOPTOM abo iHLWMMM MexaHismamu.

He snaunBae.

Cnocib 3acTocyBaHHSA Ta 403U

OnTumanbHa foboBa go3a npenapaTy ApctudeH® BU3HaAYaeTbCA iHAMBIAyalbHO LWASXOM BUSHAYEHHA
NOKa3HKMKa pH ceui.

[naniany»KyBaHHS cediy NaLUieHTIB i3 CEHOKUCAMMM (YPATHUMM) KOHKPEMEHTAMU.

OnanpodinakTnku peunamsis 3HaueHHA pH cBiXKoi ceui mae nepebyBaTn B MeKax Bif 6,2 Ao 6,8.
HeobxiaHa gobosa go3a npenapaty ApctudeH® e iHaMBI AyanbHOW 415 Pi3HUX NaLieHTiB. 3a3BUYal
[060Ba A03a CTaHOBUTHL 3 WKNYyYi TabneTkU. [loboBa A03a NOAINAETLCA HA TPM PiBHI pa3oBi 403K, AKi
NPUMMAOTLCA NPOTAFOM AHA. AKLLO 3Ha4YeHHA pH cevi HUKYe 6,2, 103y HeE0bXiAHO 36inbwKNTKU. TaKa
KOpeKLU,if NoBMHHa 6yTn 3pob.eHa 3a paxyHOK 36inbLueHHA BEYiIPHbOI 403K A0 2, @ Y BUHATKOBUX



BMMagKax — 4o 3 Wuny4ymx Tabnetok. Mpu nepesuLLeHHi 3HayeHHs pH 6,8 go3a noBUHHA ByTH
3MeHLWeHa. barKaHo NPoOBOAMTMN KOPEKL,it0 403YBaHHA 32 PaxXyYHOK BEYipHbOI 403M.

[NA po34YnHEHHS (XeMoNiToNi3y) ceHoKUCNUX (YpaTHUX) KOHKPEMEHTIB 3HaYeHHSA pH cedi NOBUHHO ByTH
Mmixk7,0i7,2.

OnameTtadinakTUKM KanbLi€EBUX KOHKPEMEHTIB Ta NiA/1yKyBaHHSA ceviy NauieHTIB i3 ce4YoKMcAnmMmn
KOHKpPeMeHTaMM, NPU HAABHOCTI CYMYTHIX Ka/1bLLiEBUX KOHKPEMEHTIB.

3HaueHHs pH cBixKoi ceyi mae 6yTu ckopurosaHo Ao 6,8 - 7,4. [103a NOBMHHA 6YTU BU3HaUYeHa y KOXKHOMY
KOHKPEeTHOMY BUMNAAKY 415 4OCATHEHHA LbOTro Aiana3oHy 3HaveHb pH. 3a3Buyali ue 3 wunydi tabneTtku.
Mpyn HeobxiaHOCTI 4033 MoXKe 6yTM 36inblLeHa, ane B 6iNnblWOCTi BUNaAKiB 5 Wuny4ymnx Tabnetok 4ocuTb
ONA [OCATHEHHA pe3ynbTaTiBy 3a3Ha4yeHOMY Aiana3oHi 3HayeHb pH.

[o608By 803y 3 WKNyYi TabNeTKN MOXKHA NPUIAMATH IK Pa3oBY BEYipHIO 403y abo po3noaiiaTh Ha TPU
piBHi iHAMBIAYaNbHi 403, WO NPUIMaOTLCA NPOTATOM AHA. Mpu 6iNblL BUCOKMX A03aX AOLUi/IbHO
npunmaTn 1 wunnyyy TabneTky BpaHuji, 1— B obigHiMyaci 2 - 3 TabneTku BBEYEPI.

ApcTndeH® npoTnnokasaHun Aitam Bikom go 18 pokis (gus. po3ain «ditn»).

Cnocib 3acTocyBaHHSA

TabneTku wnnydi npenapaty ApctnudeH® cnig po3unHUTM Y CKNAHLI BoauW, PO3MilLaTU i Biapasy BUNUTH.

PigmHa moxke ByTM TPOXUW KanaMyTHOI i MaTW Ha NOBEPXHIi AeAKi HePO3UMHEHI YaCTUHKN,

3a3Buyait KOHTPOb ePEKTMBHOCTI NPOBOAATL 3 Pasmn Ha AeHb WAAXOM BU3HAYeHHA pH cevi. ns uboro
BMKOPMCTOBYIOTb CTAHAAPTHI iHAMKATOPHI CMYKKM, BKIAA,EHI Y KOXKHY YMAKOBKY. IHANKATOPHY AiNAHKY
TECTOBOi CMY}KKM NOTPiOHO HEHAAOBIO 3aHYPUTU Y ceyy. Konip TeCT-CMYKKM NOTiM NOPiBHIOOTH 3i
LUIKa1010 KOJIbOPiB NPOTAFOM 2 XBUAMH, 3HAYEHHSA pH 34UMTYIOTb | 3aHOCATb Y KOHTPOJIbHUI KaneHaap.

Litn.

EdeKTuBHICTb i 6e3neka3acTocyBaHHA Npenapary 4iTAM BUBYEHi HE 4OCTaTHLO, TOMY HE
peKomeHayeTbCA NpusHavaTh npenapat ApctudeH® gitam (Bikom ao 18 pokis).

MNepenosyBaHHA



Mpun HopManbHi GYHKLUITHUPOK He barkaHWI BNAMB NpenapaTy Ha 3MiHy ¢i3ionoriyHMx napameTpis
0bOMiHY peUYOBMH He CrocTe PiraeTbCa Hi NPUY 3BMYaliHI peKoOMeHA0BaHI A03i, Hi NPY BULLLIA, OCKiNbKK
BMBEAEeHHA HAA/ULLKOBUX NYTiB HUPKaMU € NPUPOAHUM MEXaHi3MOM pery/itoBaHHA KUCAOTHO-/TYXKHOTO
6anaHcy B opraHismi.

BepxHA meKa Ajana3oHy NoKasHMKa pH ceui, Wwo 3a3Ha4YeHU BULLLE, HE NOBMHHA ByTM nepeBuLLEeHa
NPOTArOM AIeKiNIbKOX AHIB, OCKiZIbKM BHACNi 40K NiABULLIEHHA NoKasHMKa pH (pH dakTop >7,8) icHye
BiAMOBIAHO NiABULLEHUI PU3UK KpUCTani3aLii docdaTiB; OKpPiM TOro, ABHUIA NYXKHUIA MeTaboniyHNiA
CTaTyC He € OBrOCTPOKOBOO NPobaeMolo.

Morknmse nepego3yBaHHA MOXKHA KOPUTYBaTU WNAXOM 3MEHLUEHHA A03M npenapary. Y pasi
HeobXigHOCTi MOXKHa BAATUCA A0 3aX0AiB NiKyBaHHSA MeTaboNiYHOro afikanosy.

MNobiuHi edekTn

Mpu iHAMBI AyanbHiN HenepeHoCcMMOCTi By Ab-AKMX KOMMNOHEHTIB NpenapaTy MOXAMBI peakuii
rinep4YyTAmMBoCTi. Y AeAKNX BUNAAKaX NPUIMOM TabeToK MoXKe CNPUUYNHATU LWAYHKOBO-KULWIKOBI po3iaam
Y CXMNbHUX 0 LbOTO NauieHTiB. MoBigomnanoca npo nossy BiAPUMKKM, Nedii, 60110 y *KUBOTI,
MeTeopusmy, aiapei, HyaoTn, 6AtoBaHHSA.

MoBigomneHHs Npo nigo3ptoBaHi NobiYHI peaKLil

MoBigomneHHA Npo nigo3ptoBaHi NObiYHI peakujinicns peecrtpauiinikapcbKoro 3acoby € BaxKMBOO
npoueAaypoto. Lle aAae 3mory NpoaoByKyBaTM KOHTPO/0BATHM CNiBBiAHOLWEHHA KOPUCTb/ PUBUK ANA LbOT0o
NikapcbKoro 3acoby. MeaunyHi npaL,iBHUKM NOBMHHI NOBIAOMAATM NPO YCi NifA03pHo BaHi NO6iIYHI peakLiiy
AN «[lepaBHM ekcnepTHUM ueHTp MO3 YKpaiHM» Ta 3asiBHUKY Yepes bopmy 3BOPOTHOIO 3B A3KY
BebcainTy: https://kusum.ua/pharmacovigilance/.

TepMmiH npuAaTHOCTI

2 pOKMu.

YmoBwu 36epiraHHA

36epiraTi B opuriHanbHih ynakoBLj npu TemnepatypiHe suwe 25 °C.

36epiraTny He4OCTyNHOMY ANA AiTeN micL,.

YnakoBKa

Mo 20 TabneToK WMny4mx y TyH6i, no 4 Ty6My KapTOHHI M yNaKoBLi 3iHAMKAaTOPHMM Nanepomi
KOHTPONbHUM KaneHZapeM.



Kateropis BignycKky

bes peuenrTa.

BMpob6HUMK

Kycym Xentxkep Net/1ta/

Kusum Healthcare Pvt Ltd.

Appeca

MnotNe M-3, IHaop Cnewen IkoHoMiK 3oyH, Peirs-Il, Mitamnyp, Aict. Axap, Maaxba Mpagew, MNiH
454774, \Hpia/

PlotNo. M-3, Indore Special EconomicZone, Phase-Il, Pithampur, Distt. Dhar, Madhya Pradesh, Pin
454774, India.



