IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

T'YTTAJIAKC® IIIKOCYJIb®AT

(GUTTALAX® PICOSULFAT)

CKknao:
ditoua pevyosuHa: HaTPilO MiKOCYNIb(aT, MOHOTIAPAT;
1 M1 MicTUTP HaTpilo miKoCcynbhaTy MOHOTiApaTy 7,5 MT;

donomidcHi pevosuHu: HaTpito 6eH3oat (E 211); copbiTy po3uuH, 110 He KpUCTami3yeThest (E
420); KuCcIoTa TMMOHHA, MOHOTiIpaT; HATPil0 UUTPAT, OUTigpaT; BOAA OYUIIeHa.

JIikapcbKa ¢popMa. Kparmi.

OcHosHi (pi3uko-ximiuHi 81acmugocmi: IPO30PUN PO3YUH, Bil 6€30apBHOTO [0 KOBTYBATOTO
3abapBieHHs ab0 37erka XK0OBTYBaTO-KOPUYHEBOT'O KOJIbOPY, [EI0 B'A3KUM PO3YUH 3 Maiixke
HEBITYYTHUM 3aIlaXOM.

dapMmakoTepaneBTHYHaA rpyna. KontaktHi npornocHi 3acobu. Kom ATX AOGA B08.

®Papmako102iuHi 8 1acmueocmi.

®apmakoOuHamika.

HaTpito mikocynedart, mitoga pedosuHa npenaparty I'YTTAJIAKC® IIIKOCYJIb®AT, €
ITPOHOCHUM 3ac000M MiCIIEBOI [iil TpiapHUIMETaHOBOI IPYIIH, KUH Iicisg 6aKTepiaTbHOTO
PO3LIENJIEHHS ¥ TOBCTiM KUILII CTUMYJIIIOE ii CTM30BY 000JIOHKY, IPUCKOPIOIOYHN
IIEePUCTANIbTUKY i CIPUSAI0YY HAaKOMMMYEHHIO BOOU Ta €JIEKTPOIITIB y IIPOCBITi TOBCTOI KUIIKH.
Pe3ynbTaToOM IIBOTO € CTUMYIALiSA AedeKallil, SMeHIIIEHHS YaCcy TPaH3UTY i IOM’ SIKIIIEHHS
KaJy.

Hartpito mikocynbdaT fi€ y TOBCTi#l KU i CTUMYIIIOE YV Hili 0€3M0CEpeHbO MPOIEC
eBakKyallil Kany. Y 3B’s3Ky 3 IIUM BiH € Hee(peKTUBHUM [JIS BIUIMBY Ha TPaBJIEHHS 4
BCMOKTYBAHHS KaJI0pi#t a0 OCHOBHUX MOXKHWBHUX PEYOBUH Y TOHKOMY KHUIIIEYHUKY.

Y paHOOMi30BaHOMY MOABIMHO-CIIIIIOMY OOCJIiAXKEHHI y ITapaje/IbHUX rpylax, B IKOMY B3SJIU
y4acTb 367 MalieHTiB 3 XPOHIYHUM 3all0pOM, LIOAEeHHEe 3aCTOCYBaHHA IIperapaTy



T'VTTAJIAKC® TIIKOCYJIb®AT npu3Beso [0 3Ha4yIoro 30iNbeHHs KiTbKOCTI YCIIlIHIX
aKTiB fedeKkallil Ha TUX/eHb Y MOPiBHSAHHI 3 n1aneb0, TOYWHAIYHY 3 EPIIOT0 TUXKHS
nikysanHs. [Tepesaru npenapary IYTTAJIAKC® TTIKOCYJIB®AT y nopiBHaHHi 3 mname6o
Oynu IpOmEeMOHCTPOBaHi MpoTAToM ycix 4 TuxkHiB nmikyBaHHs (p < 0,0001). V kinmi
OOCHiAKeHHS PiBHI KaJlilo B CHPOBaTIIi KPOBi 3anumIanucs He3MiHeHuMu (4,4 MM) i
3HaAXOMUNIUCSA ¥ Mexkax (isiomoriunol HopMmu (3,6 - 5,3 MM).

dapmakoKiHemuxka.

Ab6copbuis i po3nodia. Ilicnsa mepopanbHOr0 3aCTOCYBaHHS HaTPilo MiKOCyIb(haT AOCATaE
TOBCTOI KUIIKK 0e3 CyTTEBOI abCcopOIIii.

Biompancgpopmauisn. HaTpito mikocynbdhaT IepeTBOPIOETECSA Ha aKTUBHY CIIONYKY, SKa Ma€ MPOHOCHY
mito, — Oic-(m-rimpokcudenin)-mipupun-2-metan (BI'TIM) — missxoMm 6aKTepiaaTbHOTO POIIIENIEHHS Y
OUCTATbHOMY CEeIMEHTi KUIIeYHHUKY.

EnimiHauis. Tlicns KoHBepCil BCMOKTYETHCS Nullle HeBeNMKa 4yacTuHa BI'TIM. Ilicnsa nepopanbHOTO
npuiiomy 10 mr HaTpito nikocynbdaty 10,4% 3aranbHOl 403U BUBOOUTHCS Y BUTTISOL TIIOKYPOHIAY
BI'TIM 3 ceueto uepes 48 ron. Kpim toro, BI'TIM BUBOOUTHCS ¥ BUTTISAAL TIIOKYPOHIAY 3 2KOBYIO.

B3aemo38’ 130k midc papmakokiHemukoto i papmakoduHamikoro. ITogaTox [il 3a3BUYa
criocTepiraeTecs yepe3 6 - 12 roguH miciag IpuiioMy IIpenapary, 3ajleKHO Bif] BUBUIbHEHHS
aktuBHOro Metabority (BI'TIM). [IpoHoCcHUY eeKT IpeapaTy He KOPEJoe 3 PiBHAMYU aKTUBHOTO
MeTaboJIiTy y m1a3Mi KpoBi.

KitiHiuHi XapaKTepHuCTHKH.
Iloka3anusa.

3amopu abo0 BUIIAAKH, 1110 TOTPEOYIOTH MOJIeTeHHs gedeKarrii.

9K i inmi npoHocHi 3acobu, npenapat [YTTAJIAKC® ITIKOCYJIb®AT He CIif 3aCTOCOBYBaTH
monHs abo MPOTSATOM TPUBAJIKX MePiofiB yacy 6e3 MpoBeleHHs ITOBHOI AiarHOCTUYHOI
OIIIHKY A1 BCTAHOBIEHHS NPUYUHU 3aI0py.

IIpomunoka3aHHA.

* limepuyTnuBiCTb OO Aif04Y0i PEUOBHHH, iHIINX TpiapuMeTaHiB abo [0 Oymb-sIKOI 3 JOTIOMiKHUX
PEYOBHH IMpemapary.

* [TunaMmiyHa a00 MexaHiuHa KUIIKOBA HEITPOXigHICTh.
* TsXKi 3aXBOPIOBAHHS OPraHiB YePeBHOI MOPOXHUHY 3 60JILOBUM CHHIPOMOM Ta/abo 3

HiIBUIIEHHSIM TeMIePATypH Tina (HaIpPUKIIa[ alleHIUIUT), [0 MOXYTh CYIIPOBOIKYBATUCS HYIOTOIO
Ta OII0BAHHAM.



* T'ocTpi 3amasbHi 3aXBOPIOBAHHS KUIIEYHUKY.
* CunbpHe 3HEBOOHEHHS.

* PigkicHa craikoBa HeIIepPeHOCUMICTh OyIb-SIKOi 3 HOMTOMIXKHUX PEYOBHH IIperapaTy (OuB. PO3Min
«OCc06IUBOCTi 3aCTOCYBAHHS»).

[Tpemapar FYTTAHAKC® [TIKOCYJIbOAT He MoxHa mpuU3HAYaTH OiTSM BiKOM IO 4 POKiB.

IIpemapar TYTTAJIAKC® IIIKOCYJIb®AT He MOXHa 3aCTOCOBYBATH IMalli€HTaM 3 PifKiCHOIO
CIIagKOBOIO HEIIEPEHOCUMICTIO PPYKTO3H.

[Tpu craHax, gKi MOB'sI3aHi 3 IOPYIIEHHSAM BOJHOTO ¥ €JIEKTPOIITHOTO OanaHCy (Hampukiag, Ipu
TSKKOMY HOpYyIIeHHi GyHKLil Hupok), mpenapaT [YTTAJIAKC® IIIKOCYJIb®AT ciiif mpuiAMaTh
JIUIIE I MEeIUYHUM HarIsagoM.

B3aemodisn 3 iHwumu snikapceKumu 3acobamu ma iHwi eudu e3aemoditi.

OpHOYacHe 3aCTOCYBaHHS BEJIMKUX [[03 JIIKAPCHKOTO 3aCo0y TYTTAJIAKC® TIIKOCYJIB®AT Ta
IiypeTHKiB a0 KOPTUKOCTEPOIMiB MOXKe 30i/IbIINTH PU3UK IIOPYIIEHHS elIeKTPOJIiTHOTO 6anaHCy, 110
MOXKe MMPU3BECTH IO MigBUINEHHS YYTIMBOCTI OO CePIIeBUX TIiKO3UIiB.

OpHoYacHe 3aCTOCYyBaHHS 3 aHTUOIOTMKAMHU MOXKe T10C/1abIioBaTH IIPOHOCHY [Iil0 TiKapChKOro 3aco0y
T'YTTAJIAKC® TIIKOCYJIb®AT.

Oco6.1ueocmi 3acmocyeaHHsi.

Y mariieHTiB, sgKi CTpaXkgaloTh Ha XPOHIYHUY 3aI10p, CJIi BUKOHATU IIOBHY OiarHOCTUYHY
OLIIHKY Ta BCTQHOBUTU NIPUYUHY 3QI0OpY.

Tpusase i HagMipHe 3acTocyBanHs npenapaty [YTTAJIAKC® ITIKOCYJIb®AT moxe
IIPH3BECTH [I0 IIOPYIIEHb PITMHHOTO Ta eJeKTPOIITHOTO OamaHCy Ta 0 Timokamiemil.
I[IpunvHeHHs 3acTocyBaHHs npenapaty [YTTAJIAKC® ITIKOCYJIb®AT Moxke IpU3BECTH 10
TIIOHOBJIEHHS cuMnToMiB. dkmo npenapat I'YTTAJIAKC® ITIKOCYJIb®AT 3aCTOCOBYBAIU MIPY
XPOHIYHMX 3aropax MIPOTITOM TPUBAJIOT0 Yacy, Oymb-sKe ITOHOBJIEHHS CUMIITOMIB 3aIl0py
MOKe MaTH OiNibIll BUpaXKeHUM XapaKTep.

[ToBigoMIISITIOCS TIPO BUIIAAKM 3allaMOpPOYeHHS Ta/abo CHHKOTE, AKi y "aci 36iranucs i3
3aCTOCYBaHHSM HaTpilo mikocynbdarty. HasiBHa iH(popMallis BKa3ye Ha Te, 1110 3a3HadeHi
sBuIla Oynu o0yMOBIeHi cHHKOIe Tpu Aedekatlii (acouiioBanuM 3 peHoMeHOM BasnbcanbBu)
abo Ba3oBarajbHOIO BifilIOBiAII0 Ha Oilb y KUBOTI.

Lleit nmikapceku# 3aci6 mictuth mpubnu3no 450 Mr copbiTy Ha 1 My po34uHy (110 BifmoOBimae
npu6nu3no 600 Mr copOiTy Mpu 3acTOCYyBaHHI MaKCMMallbHOI pEKOMEHI0BaHoi 1000BOI 103U
st mopocnux). ITarieHTaMm i3 pigKicHOIO CIafikoBOIO MP00IeMOI0 HEeITePeHOCUMOCTi



dpykTO3H He ciif npuitMatu npenapaT [YTTAJIAKC® I[TIKOCYJIb®AT.

Lleit nmikapceku# 3aci6 mictuTh MeHIe 1 MMonb (abo 23 mr)/mo3y Hatpito. Crig 6yTu
00epexKHUM IIpY 3aCTOCYBaHHI MallieHTaM, sIKi 3aCTOCOBYIOTh HaTPii-KOHTPOJILOBAHY Hi€TY.

3acmocyeanns y nepiod eazimHocmi abo 200yeanHs 2pydoio.
Bazimuicmb

HanexHi KJTiHIYH] AOCTIOXKEHHA 3a Y4acCTIO0 BariTHUX KIHOK He ITPOBOAUIIUCS. OCTioXKEeHHS
Ha TBapVHAX IPONEMOHCTPYBaIU PEIIPOAYKTUBHY TOKCAYHICTE IIpenapaTy Ipu 3aCTOCYBaHHI
y mo6oBux fo3ax 10 Mr/kr i Bumie. 3 MipKyBaHb 6e3neku npenapat I'VTTAJIAKC®
[TIKOCYJIb®AT 110 MOXKJIMBOCTI HE CIIifi 3aCTOCOBYBATH IIif] YaC BariTHOCTI.

I'odyeaHHA 2py00to

KniniuHi gaHi moka3yoTs, 10 aHi aKTUBHUYN MeTabomiT 6ic-(maparimpokcudeHin)-mipunumn-2-
MetaH (BI'TIM), aHi #10T0 TTIIOKYPOHIOH HE eKCKPETYIOTLCS V TPyAHE MOJIOKO. 3 OTTISIAy Ha Iie
npenapaT [YTTAJIAKC® [TIKOCYJIb®AT Mo>KHa 3aCTOCOBYBATH IIif YaC TOMyBaHHS IPYALIO.

depmuabHicmMb

KmiHiuHi gocigKeHHS BINIUBY IpenapaTy Ha GepTUIbHICTh Y TI0OAeX He TPOBOIUINC.
IMocmimKeHHS Ha TBapyHAaX He IIPOIEeMOHCTPYBalIM HiIKOTO BIIJIUBY IIpenapary Ha
(hEepTUNbHICTE.

30damuicmsb eniueamu Ha weudKicmob peakuii npu KepyeaHHi asmompaHcnopmom a6o
iHwumMu mexaHizmamu.

2KopHux mocifKeHb BIIMBY IIpeNapaTy Ha 3MaTHICTh KepyBaTH TPAHCIOPTHUMU 3acobaMu
Ta [paloBaTy 3 iHIMMMU MeXaHi3MaMu He IPOBOJUIIOCS.

OpnHak malieHTiB Cif MOTePeIUTH PO MOXKIIMBICTh PO3BUTKY TaKUX HeOakKaHUX SIBUIL, K
3armaMopoYeHHs Ta/abo CUHKOIIe, BHACIiIOK Ba30oBarajabHOl peakilii (Hampukiag, Y BifMoBigb
Ha CIa3Mu y XKUBOTI). Y pa3i BUHUKHEHHS CIIa3MiB y KUBOTI AIlileHTaM CJIiJ] yHUKATH TaKUX
TIOTEHIINHO HeOe3MeUHNX BUMIB [isIIbHOCTI, IK KepyBaHHS TPAHCIIOPTHUMU 3acobfaMu abo
poboTa 3 iHIMKUMU MeXaHi3MaMu.

Cnoci6 3acmocyeaHHss ma do3u.

Ilo3ysanHsa. AKIO He TPU3HAYEHO iHIIE, J03a OJI JOPoCciaux cTaHOBUTEL 10 - 18 Kpamerns (110
Bignosimae 5 - 10 Mr HaTpito mikocynbdarty). [lo3a ois OiTed BiKOM Bif 4 POKiB CTAHOBUTH ) -
9 kparmerns (110 BigmoBigae 2,5 - 5 MI HaTpilo miKoCcyIbdary).

PekoMeHI0BaHO MOYMHATH 3 HaWHUXKYOI 703U. [103y MOKHaA KOPUTYBATH OO MaKCUMaJIbHOI



PEKOMEH0BaHOl1 f03HU A7 3a0e3nedeHHs peryasapHol gedekuil. He MoXXHa nepeBuIyBaTu
MaKCHMabHy 0000BY 03y, 0 CTAaHOBUTH 18 Kpamesnb A1 gopociux abo 9 Kpamenb s
aiTed BIKOM Bif 4 pOKiB.

IIpenapaT [YTTAJIAKC® ITIKOCYJIb®AT He c1ifi 32CTOCOBYBaTH IIOCTiNHO (1ofH:) a60o
IIPOTSTOM TPUBAJIUX IePiofiB yacy 0e3 BU3HAYEHHS IPUYUHY 3aI0py.

Cnoci6 3acmocysanHs. Ilepopanbauii mpuiioM. [Ipenapatr [YTTAJIAKC® I[TIKOCYJIb®AT
OaxkaHO mpuiiMaTu BBedepi. [I[penapaT MoXXHa MpuiiMaT pa3oM 3 piguHoI0 abo 6e3 Hel.
[Ticns 3acTocyBaHHS Kpallejlb BUIIOPOXKHEHHS KUIIEUYHUKY, SIK IIPABUIIO, BifOyBa€ThCS
npubnu3Ho yepes 10 - 12 ropus.

Himu.

[IpenapaT 3aCTOCOBYIOTH AiTSIM BIKOM Bif 4 POKIB TifIbKY 3a IpU3HAYEHHSIM JIiKaps.

Ilepedo3yeanHsi.

[Tepeno3yBaHHS MOXKe MIPU3BECTHU [0 PiTKUX BUIIOPOXKHEHS (Hiapei), crtla3MiB y )KMBOTI Ta KITiHIYHO
3HAQYYIIOl BTPATU PiAWHU, KaJliio Ta iHIIKUX eJIeKTPOJIiTiB.

[Ipu rocTpoMy Iepefio3yBaHHi HACTigKX MOXKYTh OyTH MiHiMi30BaHi ab0 YCYHYTI HIJITXOM
IIPUMYCOBOTO 0J1t0BaHHSA a00 MPOMUBAHHS IIIYHKA Yepe3 KOPOTKUY Yac MiC/Is NPUUoMy
mpemnapaTy. MoxXHa 3BaXKUTH OOIIILHICTh 3aMiCHOTO BBEJIEHHS PiIMHU Ta KOPEKIIil
€JIEKTPOJIITHOTO OanaHCy. MoxHa 3aCTOCOBYBATH MTPOTHCIIa3MaTHYHI 3aCO0H.

[ToBimoMIIsIIOCS IPO OKPEeMi BUIAOKHM imreMmii cin30B01 000JIOHKK TOBCTOT'O KUIIEYHUKY ITPU
3aCTOCyBaHHI 03 HaTpilo mikocynbdaTy, 3HaYHO OiNbIIKMX 3a 103U, PEKOMEHIOBaHi [7g TiKyBaHHS
3amnopy.

XpowiuHe nepefo3ysanHs npenapaty [YTTAJIAKC® I[TIKOCYJIB®AT (5K i iHIMX IPOHOCHUX 3aC06iB)
MOXKe MMPU3BOOUTH [0 XPOHIUHOI miapei, 600 B XKUBOTI, TiloKastieMii, BTOpUHHOTO
rinepanbgoCTEPOHI3MY Ta YTBOPEHHS KaMeHIB y HUPKax. [Ipy TpuBajioMy 3710BXKMBaHHI IPOHOCHUMU
3acob6aMu MTOBiIOMIISAIOCS IIPO ypaXKeHHsS HUPKOBUX KaHAaJIBI[iB, MeTabOIIYHUY ankano3 Ta M’ a30By
cnabKicTh y pe3ynbTaTi rinokamieMii.

ITob6iyuHi peakuii.

[ToGiyHi peakilii 3a3Ha4YeHO 3a YaCTOTOI BUHUKHEHHS: IyxKe 4acTo (= 1/10), wacto (= 1/100
- < 1/10), seuacto (= 1/1000 - < 1/100), pigko (= 1/10 000 - < 1/1000), myxe pigko
(< 1/10 000), yacToTa HeBioMa (JacTOTy He MOXKHA OLIHUTHA 3a BiIOMUMHU JaHUMHU).

3 6oky wkipu ma niOwKipHOi KAIMKOBUHU:

YacTOTa HeBigoMa: IMKipHi peakiii (aHTiOHeBPOTHYHHUM HAOPSIK, MeJUKaMeHTO3Ha



TOKCUKOJEPMisi, BUCATIaHHS, CBEPOiHHS).
3 6oky imyHHOI cucmemu:

YacTOTa HeBigoMa: alepriufi peakiiil.

3 60Ky Hepeosoi cucmemu:

HEeYacCTO: 3allaMOPOYEHHS;

YaCcTOTa HeBijoMa: CUHKOIIE.

HasiBHa iH(popMallis BKa3ye Ha Te, IO 3allaMOPOYeHHS Ta CHHKOIEe 00yMOBJIeHi Ba30BarajibHO
peaxiriero (HampuKiIaj, y BiIOBiAs Ha CIIa3Mu Y XKUBOTi abo medekarrioo) (IUB. TaKOXK PO3Mi
«0OCc06IMBOCTi 3aCTOCYBAHHS»).

3 60Ky WAYHKOBO-KUWKOB020 MPAKMY:

OyXkKe 4acTo: giapes;

YacTO: IUCKOM@OPT y KUBOTI, 0islb y KUBOTI, CITa3MU Y JKUBOTI;
HEeYacCTo: HyHooTa, OJII0BaHHS.

TpuBase Ta HagMipHe 3acTocyBaHHs npenapaty [YTTAJIAKC® ITIKOCYJIb®AT moxe
IIPHU3BECTH [I0 BTPATHU PiOWHU, KaJliio Ta iHIIUX eleKTPOoiTiB. [le Moxke 00yMOBUTH M’ SI30BY
cnabKicTh i MopyIIeHHs ceprieBol GYHKITI, 0COOIMBO MPYU OJHOYACHOMY 3aCTOCYBaHHI
Ipenapary T'VTTAJIAKC® TIIKOCYJIb®AT 3 miypeTukamu a6o
KOPTUKOCTEPOITaMH.

ITogidomaeHHs npo nido3prosaHi HebadxcaHi peakuji.

[ToBimoMIeHHS IIPO Migo3poBaHi MOOIYHI peakil Mic/ig 3aTBEePAXKEHHS JIIKapChKOTo 3acoby €
BaKJIMBOIO IPOIeAypo1o. Lle Jae 3MOry IpoAoBXKYyBaT MOHITOPUHT CIiBBIAHOIIEHHS KOPUCTh/PU3UK
IJIST DAHOTO JIiKapchKOro 3aco0y. MeouyHUX MpaliBHUKIB TPOCITE MOBITOMISATH IIPO YCi Mim0o3pioBaHi
nobiyHi peaknii y [lep:kaBHui ekcnepTHuit neHtp MO3 Ykpaiuu.

Tepmin npudamuocmi.

3 poku. BukopucraTy mpoTarom 12 MicsIliB micis mepuoro BigKpuTTsa dhiakoHa.

YMoBu 30epiranHsi.

30epiratu y HEJOCTYIIHOMY 151 miTe# MicIli mpu TeMiepaTypi He Buite 25 °C.

VYnaxoBka.



ITo 15 mn a6o 30 M1 y dakoHi; mo 1 prmakoHy y KapTOHHIN KOPOOITi.

Kareropis Bigmycky.

bes penernra.

BupOOHHUK.
IctityTo me Auxeni C.p.n., Itamis/

Istituto de Angeli S.r.1,, Italy.

Micie3HaxoaKeHHsI BAPOOHHKA Ta afipeca MicCIisi MPOBAI2KeHHsI HOT0 Tis/TbHOCTI.
Jlokamita Ilpynmi, 103/c - 50066 Peremnno (®nopentis), Itamis/

Localita Prulli n.103/c - 50066 Reggello (FI), Italy.

3asiBHHUK.

TOB «Omnenna Xenckea YkpaiHa», YKpaiHa.

Micne3HaxomKeHHs 3asiBHHKa Ta/ ad0 mpeacTaBHHKA 3asBHUKA.

Vkpaina, 01033, m. Kuis, Byn. 2Kunsinceka, 48-50A.



