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IHCTPYKIIA
JJIS1 MEIUYHOT0 3aCTOCYBAHHA JiKAPCHKOIo 3aco0y

APCTU®EH®
(ARSTIFEN®)

Cknao:

0itoui pewosuHy: KUCIOTa TMMOHHA 0€3BOJIHA, HATPIIO ITUTPAT OE3BOTHUM, KATIIO T1IpOKapOOHAT;

1 TabneTka MICTUTB: KUCJIOTH JJUMOHHO1 0e3B01HO1 1197 Mr, HaTpito ruTpaty 6e3BogHOTO 835,5 M,
KaJIiro rigpokapooHary 967,5 mr;

0onoMmidcHi peyoeuru: NakTo3u MoHoriapar, MmaHit (E 421), caxapun Harpito, apomaru3aTop
«Powdarome JIumon [Tpemiym», KUCITOTa aUTTIIHOBA, TIOTICTHIICHTTIKOITb.

Jlikapcbka ¢opma. TabneTku mumydi.
OcHosHi izuxo-ximiuni enacmugocmi: Kpyrii, TUIOCKI Ta0JIeTKH 3 (acKoro, Bl OLIOTO 10 Maixke
O1TOT0 KOJILOPY, 3 PIBHOIO MMOBEPXHEIO 3 000X OOKIB.

dapmakoTrepaneBTHYHA Tpyna. 3aco0H, IO 3aCTOCOBYIOTHCS [UIA PO3YMHEHHS CEUOBHMX
koHkpemeHTiB. Kog ATX G04B C.

Dapmakonoiuni enacmueocmi.

Dapmaroouramixa.

[Ipu pos3umHeHHi munydux Ttabnetok Apctuden® y BoOAi YTBOPIOETHCA —Kalilo-HATPIIO
T1IpOLUTPAT Ta BUALIAETHCS BYTJICKUCIU ra3.

IIpy 1pOMY YTBOPIOIOTHCS 3AJIMILIKOBI JIY’KHI 10HH, SIKI BUBOAATHCA HUPKaMU. TakuM 4YMHOM
BiI0yBa€ThCS MIIBHILEHHS PIBHS MOKa3HUKaA pH cedi (3aIe:KHO Bil 103yBaHHS 3I1HMCHIOETHCS 11
HeWTpaizallis abo ajkaizaiis).

Ile 30u1bLIye CTYMIHB AMCOIALIT Ta BOJAHOYAC CTYHIHb PO3YMHEHHS CEYOBOI KUCIOTH/LIUCTHHY.
[TinTBepIKEHHS JIITOJI3y CEYOKHCINX KOHKPEMEHTIB BUKOHYETHCSI PEHTT€HOTpA(DIYHUM ILIISIXOM.
[Tpu npuifomi npenapary MOCHITIOETHCS BUAUICHHS LIUTPATIB Ta 3HMKYETHCS BUAUICHHS KaJIbIIII0
31 ceuero. [TiuTy)xyBaHHs cedi, 3pOCTaHHs BUJUICHHS IUTPATIB Ta 3HWKEHHS BUJIUIEHHS KaJIbLIII0
MPU3BOIUTH JI0 3MEHILIEHHS Y ce4l KUTBKOCT1 OKCaJIaTy KaJbLlil0, OCKUTBKU y CIIA0KOMY JTYKHOMY
CepeIoBUIIll IUTPAT YTBOPIOE CTIMKI KOMIUIEKCHI CIIOJYKH 3 KajibIieM. OKpiM TOTO, 10H LIUTPATy
CIiI pO3rsAaTH K HaileeKTUBHILUK (i310JOTTYHUNA 1HTIOITOP YTBOPEHHS KpPHUCTATIB Ta
HAKOTMMYEHH OKcajiaTy Ta ¢ocdary Kajibllito.

Dapmaxoxinemuxa.

Ilicns oaHOAEHHOTO MpuiioMy TpenapaTy ApcTuden®, TabaeTok IUMYydHX, BBEAEHA KiUIbKICTh
HATPIlO 1 KaJilo BUBOJUTHCA 3 OpraHi3sMy HUpKaMu mpoTsrom 24 — 48 ronus. [Ipu TpuBamomy



3aCTOCYBaHHI Tperapary Jo0OBe BHUBEACHHS Kajlil0 Ta HATPil0 BiANOBimae m1000BOMY ix
CMOXHMBAHHIO. Y KpOBi a00 y CHPOBATIIi KPOBi HE CIIOCTEPIraloThCs ICTOTHI 3MiHM ra3iB KPOBi UM
enektpoitiB. Lle o3Havae, M0 3aBASKM HUPKOBOMY PETYJIIOBAHHIO IMIJUTY)KYBaHHS KHCJIOTHO-
Ty)KHUHA OajaHc B OpraHi3aMi 30€piraeTbcs, a HAKOMUYEHHS HATPIIO 1 KaIil0 MpH HOPMANbHIN
¢byHKLIT HIPOK HE BiOyBa€eThCS.

Kainiuni xapakrepucTuku.

Ilokazannusa.

Apctuden® 3acToCOBYyeThCS IS TIKYBAHHS CEYOKaM SHOT XBOPOOH 3 METOIO:

- MiATYy)KyBaHHS C€Yl Yy MAIi€HTIB 3 YPaTHUMH KOHKPEMEHTaMH, MpPH HAasBHOCTI CYITyTHIX
KaJIBI[IEBUX KOHKPEMEHTIB a00 0e3 HUX;

- MeTaUIaKTUKH KaJbLI€EBUX KOHKPEMEHTIB (3amoOiraHHsl MMOBTOPHOMY YTBOPEHHIO HOBUX
KOHKpPEMEHTIB Ta/a00 30UIbIIEHHIO 3aIMILIKOBUX ()PAarMEHTIB).

Ilpomunokazanns.

- IligBumeHa 9yTiauBICTh 10 KOMIIOHEHTIB MIpenapary.

- HupkoBa HeOCTaTHICTD.

- Indekmii ceuoBUBITHUX NUIAXIB, CIPUINHEH] OAKTEPIAMH, K1 PO3KJIAIal0Th CEUOBHHY (PU3HK
YTBOPEHHS CTPYBITHUX KaMEHIB).

- MeraboniuHuii ankanos.

- Emisoanuna cragkoBa aguHaMIA.

B3aemodia 3 inwumu nikapcoKumu 3acodoamu ma inuwii 6uou 3acmooiil.

JlocnimkeHHS B3a€MOJii BHUKOHYBAJIUCH TUTbKH 1 gopociux. OJHOYACHUUN TPHUHOM
pPEYOBUH, SKI MICTATH IUTPAT 1 adOMIHIA, MOXE CIPUYMHUTH MIABUINEHHS pPe30pOIrii
AIIOMIHII0, TOMY PEKOMEHAYETbCS AOTPUMYBATHCHh ABOTOJMHHOI May3u MDK MPUHOMaMH TakKHX
npenapartis Ta Apctuden®.

[IpenapaT nocuitoe TepaneBTUUHY 110 aTOMYPUHOIY.

Jlesiki mikapchki 3acoOM, TPU3HAUYEH1 IS 3HWIKEHHS apTepiaJbHOTO THCKY (QHTaroHICTH
aNbJOCTEPOHY Ta IHIII CEYOTiHHI 3aCO0M 3 HM3bKHM BMICTOM KaJilo, Taki sIK TpiaMTEpPEHH,
CHIPOHOJIAKTOHU Ta amutopuaM), iHri0iTopu AIlID, capranu, a Takox 3HEOOJIOBAILHI Ta
NpoTHU3anadbHl JIHKApChKi 3aco0M (HECTEpOigHI MpoTH3amalbHI 3acobm 1 mnepudepuyHi
aHAJIbIEeTHKN) MOXKYTh 3HI)KYBATH €KCKPEIiI0 Kallito, 10 CJiJ BpaXOBYBAaTU IPU OJHOYACHOMY
npu3HAdYeHHi iX i3 mpemapaToM Apctuden® (MiIBUIIyeThbCsS PH3UK Tilepkaiemii). 3pocTaHHs
MO3aKIITHHHOT KOHIIEHTpAIIil KaJIIF0 3MEHITYE JII€BICTh CEPIIEBUX IITIKO3UIIB, TOI SK il SHUKEHHS
30UTbIIYE €(PEeKT apUTMOTEHHUX CEPLIEBUX TIIIKO3H/IIB.

IIpu 1OBroTpUBANOMY 3aCTOCYBaHHi Jikapchkoro 3aco0y ApcTuden® MoxiIuBe HAaKOMUYEHHS
B OpraHi3Mi XiHIIMHY y pa3i HOro 0JHOYACHOTO MPUMOMY, a TaKOX 3HUKEHHS €(PEKTUBHOCTI
HiITpo(ypaHTOTHY (JTy’KHa peakilis CepeOBHILa), CATIIUIATIB Ta MpenapariB JiTii0 (IPUCKOPEHE
BHUBEJICHH ).

Ocoonuseocmi 3acmocyéanns.

CTOCOBHO CTaHiB, SIKI CHPUYMHSAIOTH YTBOPEHHS CEUYOBUX KOHKPEMEHTIB (HANpPUKIIAJ, aJeHoMa
MPULIUTOBUAHOI 3aJI031, CEYOKUCII KOHKPEMEHTH, IMOB’s3aHi 3 MalirHOMOIO), CIiJl BXXHMBAaTH
3ax0/1iB €TIOTPOIHOT TepaItii.

[Ipy po3uMHEHHI CEYOKHCIMX KaMEHIB He CIiJ JONYyCKaTH O0araToJICHHOTO HaJAMIPHOTO
nianyxyBaHHs cedi (pH Buie 7,8) 3 orysiagy Ha MOXKIIMBY HOsIBY ocany ¢ocdaTHux coyieil Ha
MOBEPXH1 CEYOKUCIOT0 KOHKPEMEHTY, 1110 MOKE MEPELIKOPKATH HOT0 MOJANBIIOMY PO3YHHEHHIO.
OxpiM TOro, TOBrOTPUBAIMHN 1 BUPAKEHUH TY>)KHUN CTaH MeTaloi3My HeOaKaHUH.

Ilepen 3acTocyBaHHSIM HEOOXITHO BHM3HAYMTU pPIBEHb EJEKTPOJITIB y CHpPOBATII KPOBI Ta
nepeBipuTH (yHKIiI0 HUPOK. [Ipy migo3pi Ha HUPKOBO-KAHAJIBLIEBHM aIun03 HE0OXiTHO
J0JJaTKOBO KOHTPOJIFOBATH MOKA3HUKU KUCIOTHO-JIY’KHOTO OaaHcy.



[IpoTsirom JiKyBaHHA TMOTPIOHO PETYIAPHO TMEPEBIPATH MapamMeTpH aHali3iB cedi Ta KPOBI.
CrenianpHy yBary ciiff IpUIUIATA KACIOTHO-IY>KHOMY OallaHCYy.

[TarieHTaM i3 cepIieBOr0 HEJOCTATHICTIO CITIJ BpaXOBYBATH BILTUB KaJIif0 Ha 30yNTMBICTh MiOKap/a:
1 Tabnerka npenapaty Apctuden® mictuth 380 Mr ioHIB Kasiro a60 9,7 MMOJIb KaJlito, 10 MOYXKE
BILUIMBATH Ha €(PEeKT cepleBHX TIIKO3UIB (MIABUIIECHHS MO3aKIITUHHOT KOHIEHTpAIll Kajito
3HWXKYE JIEBICTD TIIIKO3UIIB, a 1l 3HIKEHHS [TOCHIIIOE APUTMOTEHHY [IiI0).

[TamienTam 13 MOPYIICHHSAM OOMIHY CEYOBOi KHCJIOTH MPUHOM Mpenapary PeKOMEHIYEThCS
MOETHYBATH 3 AJIOIYPHUHOJIOM.

Ocobam, sIKi AOTPUMYIOTBCS TI€TH, IO OOMEXYe MPHIOM HATpPir0, 30KpeMa NpHU TilepTeHsii,
HEoOXiTHO BpaxOBYBaTH MiIBUIEHHUI BMICT HATPIO y JaHOMY JIikapchkoMy 3aco0i (1 Tabmerka
MicTuTh 220 Mr i0HIB HaTpito abo 9,7 MMOJIb HaTpiro, 110 Bimnosigae 0,57 T coui).

1 mmrmyya Tabnerka MicTuTh 9,7 Mmosb (380 Mmr) katito. Le ciin BpaxyBaTu nipu JIIKyBaHH1 MAIlI€EHTIB
13 mopyIeHHsIM (YHKIII{ HIPOK a00 THX, XTO 3aCTOCOBYE JI€TY 3 OOMEKEHHSIM Kaliko.

[lin yac Tepanii nmpenapaToM peKOMEHIYETHCS AOTPUMYBATUCA HU3bKOOLIKOBOI A1€TH, TOOTO
00MEXyBaTH BXKMBAHHS Xap4yOBHUX MPOJYKTIB, OaraTuX Ha BMICT MYPUHIB (HalpUKJIAJ, M sCO,
KoBOacH1 BUPOOH, HYyTPOIIl TBApUH, Cap/IMHH), & TAKOXK 0OMEKYBaTH B)KUBAHHS COJII.

[onus HEOOXiMHO BUMUBATH 2 — 3 J1 PIAMHU Y BUMISI1 Yalo, GPYKTOBOTO COKY abo0 Jy>KHOT
MIHEpaIHHOT BOJIH.

[Ipenapar He MICTHTH BYTJIEBOIiB, TOMY HOTO MOYKHA 3aCTOCOBYBATH ISl JTIKYBaHHS XBOPHX
Ha IIYKpOBHUH aia0er.

IMamieHTaM 3i Cepif03HOIO MEYiHKOBOI HEJOCTATHICTIO cif mpuiiMatu Apctuden® Tinpkn 3a
YMOB PETEIHHOTO KOHTPOJTIO.

Jlo cknmagy mpemapary BXOJWTH JaKTO3W MOHOTiApaT. Y 3B’S3Ky 3 IIMM TNPHU BCTAHOBIICHHI
HEMEePEHOCHUMOCTI JISTKUX ITyKpPIB HEOOX1THO TMPOKOHCY/IBTYBATHCS 3 JIIKApEM, MEpIT HDK MPHUHAMAaTH
1ei JIKapChKHii 3acio.

3acmocyearnns y nepioo eazimmocmi abo 200y8arHs 2pyooro.
I[Ipu 3actocyBaHHI Tpemapary 3rifHO 3 IHCTPYKII€I0 HETAaTHUBHOTO BIUIUBY Yy IEPiOa
BariTHOCTi ab0 TOyBaHHS TPYAIIO HE CIIOCTEPIraioch.

30amuicmv enausamu Ha WEUOKICMb peakyii npu Kepy8aHHi a8mMompaHcnopmom abo iHuuUMu
MEXAHIZMAMU.
He BrnmBae.

Cnocio 3acmocysannsa ma 003u.

OntuManeHa 7060Ba no3a npemapaty Apctudgen® BuzHauyaeTbcs IHAMBITYyalbHO IUISXOM
BH3Ha4YEHHs Moka3Huka pH ceui.

J1g mijuTy:KyBaHHS cedl V HNAL€HTIB 13 CEYOKUCIMMH (YPATHUMM ) KOHKpEMEHTAMH.

Jnis mpodinakTKK peunauBiB 3HaueHHs pH cBKOT ceui Mae mepedyBaTu B Mexax Bij 6,2 110 6,8.
HeoOxinna nmo6oBa no3a mpemnapaty ApCTI/IQ)eH® € IHAMBIAyaJIbHOIO JUISl PI3HUX IMAlli€HTIB.
3a3Buyail 100o0Ba /103a CTAaHOBUTH 3 mmmmny4i Tabnerku. JloboBa n03a MOAUISETHCS HA TPU PIBHI
pa3oBi J034, fAKI MpUIMAarOThCs TpoTsArom aHA. Skmo 3HadeHHs pH ceui Hipkue 6,2, n03y
HeoOXxiqHO 30utbmuTH. Taka KOpekiiss NMoBMHHa OyTu 3po0sieHa 3a paxyHOK 30UIbIIEHHS
BEUIPHBOI JI03U /10 2, a Y BUHIATKOBUX BUMAJAKaX — A0 3 mmmyyux tabnetok. [Ipu nepeBuieHH1
3HaueHHs pH 6,8 mo3a moBuHHA OyTH 3MeHIeHa. baxkaHO POBOAUTH KOPEKIIIIO JT03YBaHHS 3a
paxyHOK BE4IpHBOT JO3H.

Jlis po3unHEHHs (XeMOJITOJ3Y) CeYOKUCIUX (ypaTHMX) KOHKpPEMEHTIB 3HaueHHs pH ceui
MOBUHHO Oyt Mix 7,01 7,2.

g MeTadiTakTHMKM KaJdbLI€EBMX KOHKPEMEHTIB Ta MiMTY)KYBAHHS Ce€Yi VYV Mali€HTIB i3
CCYOKHCIIMMU KOHKPEMEHTaMH, IIPU HASIBHOCTI CYMYTHIX KaJlbI[IEBUX KOHKPEMEHTIB.

3nauenHs pH cBixkoi ceui Mmae OyTu ckopuroBaHo 10 6,8 - 7,4. Jlo3a moBuHHa OyTH BU3HAYCHA Y
KOXXHOMY KOHKPETHOMY BUTIAAKY JJIsl JOCSATHEHHS I[LOTO Aiana3oHy 3HadeHb pH. 3a3Buuaii me 3




mmmnydi Tabnetku. [lpu HeoOxigqHOCTI 103a MOXke OyTu 30UIbIIeHa, ae B OUIBIIOCTI BUMAAKIB 5
HIMITYYUX TaOJIETOK JOCUTH ISl JOCSTHEHHS Pe3y/IbTaTiB y 3a3Ha4eHOMY Jiana3oHi 3Ha4eHb pH.
Jlo60By 103y 3 mumyd4i TabaeTKH MOYKHA TPUHMATH SIK Pa30BY BEUipHIO 103y a00 pO3MOIUIATH Ha
TPU PiBHI IHIUBiAyaJbHI 103U, IO NPUHMAaIOTbCs MpoTAroM aHs. [Ipu OULIBII BHCOKHMX H03ax
JOUUIbHO MpuiiMaTu 1 munydy TabneTky Bpanii, | — B 00iaHii yac i 2 - 3 TabneTku BBEUepi.
Apctudpen® nporunokasanuii giram Bikom 10 18 pokis (auB. posain «JliTu»).

Cnocib 3acTocyBaHHS

Tabnerku mummydi npenapary Apctuden® choin po3YMHMTH y CKISHII BOAM, PO3MilIaTH i
BiJJpa3y BHUITUTH.

Pignna Moxe OyTu TpOXH KaJlaMyTHOIO 1 MaTH Ha MOBEPXHI IESKI HEPO3UYMHEHI YACTUHKH.
3a3Bu4ail KOHTPOJIb EPEKTUBHOCTI MPOBOIATH 3 pa3u HA JA€Hb IUIsIXOM Bu3HadeHHs pH ceui. [{ns
L[bOT'O BHKOPHUCTOBYIOTh CTaHJApTHI1 IHAMUKATOPHI CMYXKH, BKJIQJE€HI Yy KOXXHY YIAKOBKY.
[naukaTopHy AUISHKY TECTOBOI CMYXKH MOTPIOHO HEHAJOBro 3aHyputu y ceuy. Komip Tect-
CMYXKH TOTIM HOPIBHIOIOTH 31 IIKaJIOI0 KOJIBOPIB MPOTArOM 2 XBWIMH, 3HaYueHHS pH 3uuTyr0Th 1
3aHOCSTH y KOHTPOJBHUIA KaJeHaap.

imu.
EdextuBHicTh 1 Oe3mexka 3acTOCYBaHHS Npenapary [JITSM BHBYEHI HEJIOCTaTHbO, TOMY HeE
peKoMeHIyeThesl pu3Hadath npenapat Apctuden® niram (Bikom 10 18 pokis).

Ilepeoosyeanns.

IIpn HOpmanbHiI QyHKUI] HUPOK HeOaXKaHWW BIUIMB Mpenapary Ha 3MIHY (I310JI0TTUHHUX
napaMmeTpiB 0OMiHY peYOBHUH HE CIIOCTEPIraeThecs Hi MPH 3BUYAHIA peKOMEHI0BaHIi 1031, Hi IpU
BHININA, OCKUIbKM BHWBEICHHS HAUIMIIKOBUX JYriB HHUPKAMH € TPUPOJHHM MEXaHI3MOM
perysoBaHHs KHCIOTHO-JTY’)KHOTO 0ajaHCy B OpraHi3mi.

Bepxus mexa miamazony mokazHuka pH cewi, 1o 3a3HayeHW BUIE, HE IOBUHHA OYyTH
MEPEBUIIIEHA TIPOTATOM JEKUTBKOX JIHIB, OCKUIBKM BHACIIIOK MigBUIleHHs noka3znuka pH (pH
(daktop >7,8) iCHye BIAMOBIMHO MABUIEHUNA PU3UK KpucTamizaiii pocdari; okpiM TOTO, SIBHUN
JY’)KHAM METaOOIIYHHI CTaTyC HE € JJOBTOCTPOKOBOIO MPOOJIEMOIO.

MosxnuBe mepeno3yBaHHS MOKHAa KOPUTYBAaTH LUISIXOM 3MEHIICHHS 103U Mpemapary. Y pasi
HEOOX1THOCTI MOYKHA BAATHCS JIO 3aXO0/iB JIIKYBaHHS METa0O0JIIYHOTO aIKaIo3y.

Ilo6iuni peakuii.

[Ipu iHOMBiMyaJIbHIA HENEPEHOCHMOCTI OyIb-sSKUX KOMIIOHEHTIB Ipernapary MOXKJIMBI peakilii
rinepuyTIuBOCTI. Y AEAKUX BUIAJKAX MPUHOM TabJIETOK MOXKE COPUYMHITH IUTYHKOBO-KHIIIKOBI
po3Magu y CXWIBHHUX 10 LHOTO maiieHTiB. [ToBimomianocs mpo mosBY BiIPHIKKH, Medii, 6010 y
KHUBOTI, METEOPU3MY, Jiapei, HyJ0TH, OJIFOBaHHS.

[ToBimOMJICHHS PO MiMO3PIOBaH1 MOOIYHI peaKitii

[ToBimoMeHHs Mpo MifO3pIOBaHI MOOIYHI peakiii Micig peecTpaiii JIKapchbKOTO 3acoly €
BOXJIMBOIO Tmporeayporo. lle mae 3Mory mnpoioBKyBaTH KOHTPOJIOBATH CHIBBITHOIIECHHS
KOPHUCTB/PU3HK JIJIS LILOTO JIIKAPCHKOT0 3ac00y. MeauyuHi npaiiBHUKU MOBUHHI OBIIOMIISITH PO
yci nigo3proBani no6iuni peakuii y Il «/lepxkaBuuii ekcrieptauii uentp MO3 Vkpainu» Tta
3asiBHUKY 4epe3 popMy 3BOPOTHOTO 3B sI3Ky BeOcailTy: https://kusum.ua/pharmacovigilance/.

Tepmin npuoamnocmi.
2 poku.

YmoBu 30epiranns.
30epiratu B OpUTiHAJIBHIN yHakoBIi npu Temneparypi He Buie 25 °C.

30epiratu y HEIOCTYITHOMY JJIsl NITEH MiCIIi.

YnakoBka.


https://kusum.ua/pharmacovigilance/

ITo 20 Tabnerox mwuy4nx y TyOi, mo 4 TyOH y KapTOHHIN YMaKoBIi 3 iHAWKATOPHUM HarepoM i
KOHTPOJIbHUM KaJICHapeM.

Kareropis Bigmycky.
bes penenra.

Bupoonuk.
KYCYM XEJITXKEP IIBT JITJ/
KUSUM HEALTHCARE PVT LTD.

Micue3HaxoakeHHsI BHPOOHUKA Ta ajgpeca Micls NPOBaKeHHA HOro AiAIbHOCTI.

[Tnot Ne M-3, Ingop Cnemen Ikonomik 3oyn, @ei3-1I1, [Titamnyp, dict. Axap, Manxss [Ipagen:,
ITin 454774, Innis/

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

JlaTa ocTaHHBOIO Neperasmay.
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