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 npubnusno 450 Mr copbiTy (1o BigmoBigae nmpubnusuo 600
MT copbiTy IIpH 3aCTOCYBaHHI MaKCUMaJIbHOI peKOMeHI0BaHOo1 M0oO0BOI MO3U [IJIST JOPOCIIHX)
Ta 2 MT HaTpito 0eH30aTy Ha 1 MJT pO34YuUHY.



fAxio y Bac BcTaHOBIEHa HETIEPEHOCUMICTh IeSIKUX I[YKPiB, MPOKOHCYNIbTYUTECS 3 JIiKapeM,
IepIl HiXK IpUUMaTH el JIiKapchKui 3acio.

[TamieHTaMm i3 piiKiCHOIO CIIagKOBOIO MPO0JIEMOI0 HEIIEPEHOCUMOCTI (PPYKTO3M HE CITif
npuiiMaty npenapat IYTTAJIAKC® ITIKOCYJIb®AT.

Lle#t mikapcekui 3acib MictuTh MeHile 1 MMonb (abo 23 Mr)/mo3y Hatpito. Crig OyTu
o0epeXKHUM IIpU 3aCTOCYBaHHI MallieHTaM, IKi 3aCTOCOBYIOTh HaTPii-KOHTPOJIbOBAHY Hi€TY.

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.
BaeimHicmb

HanexHi KJTiHIYHI AOCITIIXKEeHHSA 3a Y4acCTIO0 BariTHUX KIHOK He ITPOBOAUIIUCS. [OCIIiIXKeHHsS
Ha TBapMHaX IIPOJEeMOHCTPYBaJI PENPOAYKTUBHY TOKCUYHICTD IIpernapaTy Ipu 3aCTOCYBaHHI
y no6oBux fo3ax 10 Mr/kr i Bumie. 3 MipKyBaHb Oe3neku npenapat I'VTTAJIAKC®
ITIKOCYJIb®AT 110 MOXKJIMBOCTI He CIIif 3aCTOCOBYBATH IIif] YaC BariTHOCTI.

I'ooysaHHs 2pydoro

Kniniuni jaHi mokas3yioTh, 110 aHi aKTUBHUM MeTaboiT Oic-(maparigpokcudenin)-mipugumn-2-
MeTaH (BI'TIM), aHi 10T0 TTIIOKYPOHIOY HE €KCKPETYITLCS Y TPyAHE MOJIOKO. 3 OTJIsAAy Ha Iie
npenapaT [YTTAJIAKC® ITIKOCYJIb®AT MoxkHa 3aCTOCOBYBATH IIij] YaC TOyBaHHS IPYAIO.

depmuabHicMb

KniniyHi gocnifKeHHs BIJIMBY IIpenapaTy Ha (PepTUIbHICTE Yy JTofeil He POBOAUINCS.
HocnigeHHS Ha TBapyUHaxX He IIPOLEeMOHCTPYBaJIU HiIKOr 0 BIIJIUBY IIpelapary Ha
(hEepPTUNbHICTE.

30amuicmb enaueamu Ha weudkKicmob peakuii npu KkepyeaHHi asmompaHcnopmom a6o
iHwumu mexaHizmamu.

Koguux mocigXKeHb BIIUBY NpenapaTy Ha 3[aTHICTh KepyBaTU TPAHCIOPTHUMH 3acobaMu
Ta MMpallloBaTH 3 IHIIMMHU MeXaHi3MaMM He IIPOBOAUIIOCS.

OpHaxk TallieHTiB CJlif IOTIepeauTH PO MOXKJIMBICTh PO3BUTKY TaKUX HeOakKaHUX SIBUIL, TK
3armaMopoYeHHs Ta/abo CUHKOIIEe, BHACIIMOK Ba30BarajabHOl peakilii (Hampukiaz, Y BilloBigb
Ha Crla3MHU y KMBOTi). Y pa3i BUHUKHEHHS CIIa3MiB Y KUBOTI MallieHTaM CJIif] yHUKATH TaKUX
IOTEHIIINHO HeOEe3MeYHNX BUIIB OiSIbHOCTI, IK KePYyBaHHS TPAHCIOPTHUMU 3acobamu abo
poboTa 3 iHIMMMK MeXaHi3MaMu.

Cnoci6b 3acmocyeaHHss ma do3u.

I[lo3yeaHHs. SKITO He TPU3HAYEHO iHIIIE, 03a OJIg JopoCcauX cTaHOBUTH 10 - 18 Kpamens (110



Bigmogimae 5 - 10 Mr HaTpito mikocynbdarty). [lo3a Ois AiTed BiKoM Bif 4 POKiB CTAHOBUTH ) -
9 kpamnerns (110 BigmoBigae 2,5 - 5 Mr HaTPilo mKOCyIbdary).

PekoMeHI0BaHO MOYMHATH 3 HAWHUXKYOI 703U. [103y MOKHA KOPUTYBATH 4O MaKCUMaJbHOI
PEKOMEH0BaHOI f03u [y 3a0e3nedeHHs peryaapHoi gedekuii. He MoXXHa nepeBulnyBaTu
MaKCHMabHy 0000BY 03y, III0 CTAHOBUTH 18 Kpamesnb i gopociux abo 9 Kpamenb s
OiTel BiKOM Bif 4 pPOKiB.

IIpenapat TYTTAJIAKC® ITIKOCYJIB®AT He cIifi 3aCTOCOBYBATH HOCTIMHO (IIOHHS) a6o
IIPOTSTOM TPUBAJIUX TepPiofdiB yacy 0e3 BU3HAYEHHS IPUYHUHU 3aII0pYy.

Cnoci6 3acmocysanHs. Ilepopanbauii npuiioM. [Ipenapatr [YTTAJIAKC® I[TIKOCYJIb®AT
OaxkaHO mpuiiMaTu BBeuepi. [I[penapaT MoXHa MpUiMaTH pa3oM 3 piguHoIo abo 6e3 Hel.
[Ticnst 3acTOoCyBaHHS Kparllejib BUTIOPOXHEHHS KUIIEUHUKY, SIK IIPABUIIO0, BiOyBa€ThCS
npubnu3Ho yepes 10 - 12 roguH.

Himu.

[IpenapaT 3aCTOCOBYIOTh OiTSAM BiKOM Bifi 4 POKIB TifIbKY 3a IPU3HAYEHHAM JliKaps.

Ilepedo3yeanHns.

[Tepeno3yBaHHS MOXKe ITPHU3BECTH [0 PiIKKUX BUIOPOXKHEHS (Oiapel), cria3miB y KUBOTI Ta KITiHIYHO
3HAUyIIol BTPATU PiguHHU, KaJIilo Ta iHIINX eJIeKTPOJIiTiB.

[Tpu rocTpoMy Iepeno3yBaHHi HACTigAKX MOXKYTh OyTH MiHiMi30BaHi ab0 YCYHYTI IIISXOM
IIPUMYCOBOTO O11t0BaHHSA a00 MPOMUBAHHS IIIYHKA Yepe3 KOPOTKUY Yac IIiC/Is pUioMy
npenapaTy. MoXHa 3BaXKUTH [OLIIBHICTh 3aMiCHOTO BBeIEHHS PigUHU Ta KOPEKIIil
eJIeKTPOJIiTHOTO GanaHCcy. MoxHa 3aCTOCOBYBATH MTPOTHUCIIA3MaTHYHI 3aCOGH.

[ToBimoOMIISIIOCS IPO OKPEeMi BUIAIKH imreMii cin30B01 000JI0HKK TOBCTOT'O KUIIIEYHUKY MTPU
3aCTOCYBaHHi 103 HATPito miKocynbdaTy, 3HaYHO OiNbIIKNX 3a 103U, PEKOMEHIOBaHi [ JTiKyBaHHS
3amopy.

XpoHiuHe nepeno3ysanHs npenapaty IYTTAJIAKC® ITIKOCYJIb®AT (siK i iHIIMX IPOHOCHHUX 3aC00iB)
MOXKe IIPHU3BOOUTH 10 XPOHIYHOI Aiapel, 600 B XKUBOTI, TilTOKasIieMii, BTOPUHHOTO
rinepanbOOCTEPOHI3MY Ta YTBOPEHHSI KaMeHiB y HUPKax. [Ipy TpuBasioMy 3710BXKHBaHHI IPOHOCHUMU
3acob6aMu MTOBiIOMIISIIIOCS IIPO ypaXKeHHsS HUPKOBUX KaHAJIBbIIB, MeTAaOOIIYHUY alkanio3 Ta M’ I30BY
cnabKicTh y pe3ynbTaTi rinokanmiemii.

ITo6iuHi peakuii.

[ToOiyHi peakilii 3a3Ha4€HO 3a YaCTOTOI BUHUKHEHHS: AyxKe dacTo (= 1/10), gacto (= 1/100
- < 1/10), mewacto (= 1/1000 - < 1/100), pigko (= 1/10 000 - < 1/1000), myxe pigko
(< 1/10 000), yactoTa HeBifoMa (4acTOTy HEe MOXKHA OL[IHUTHA 3a BiIOMUMU OaHUMU).



3 60Ky wkipu ma nidwKipHOi KAiMKOBUHU:

YacTOTa HeBigoMa: IKipHi peakiiil (aHTiOHeBPOTHYHHUM HAOPSIK, MeOJUKaMeHTO3Ha
TOKCUKOIEePMisi, BUCUTIAHHS, CBEPOiHHS).

3 boky imyHHOI cucmemu:

YyacToTa HeBifoMa: aJlepriuHi peaxkiii.
3 60Ky Hepsosoi cucmemu:

HeYyacTo: 3allaMOPOYEHHS;

YaCTOTa HeBijoMa: CHHKOIIE.

HasiBHa iHpopMallis BKa3ye Ha Te, II[0 3allaMOPOYeHHS Ta CHHKOIe 00yMOBJIeHi Ba30BaraibHOIO
peaxiiieo (Hampukiaf, y BiAMOBiAs Ha Clla3Mu Y XKUBOTi abo medekario) (IUB. TaKOXK PO3Mi
«OCco6IMBOCTi 3aCTOCYBAHHS»).

3 60Ky W.AYHKOBO-KUWKOB020 MPAKMY:

OyXKe 4acTo: Aiapes;

YacTO: MUCKOM@OPT V KUBOTi, Gislb Y KUBOTI, CITa3MU y KUBOTI;
HeYacTo: HyfnoTa, O/I0BaHHS.

TpuBase Ta HagMipHe 3acTocyBaHHs npenapaty IVTTAJIAKC® IIIKOCYJIb®AT moxe
IIPHM3BECTH [I0 BTPATHU PiAWHY, KaJliio Ta iHIIUX eIeKTPoiTiB. Lle Moxke 00yMOBUTH M’ I30BY
cnabKicCTh i MopyIIeHHs cepiieBol GYHKITI, 0COOIMBO MTPY OJHOYACHOMY 3aCTOCYBaHHI
npemnapary T'VTTAJIAKC® TIIKOCYJIb®AT 3 piypetukamu a6o
KOPTUKOCTEPOIfaMu.

ITogidomaeHHs npo nNi003pro8aHi HebadxcaHi peakujii.

[ToBimomeHHs PO Migo3pioBaHi MOGiYHI peakiii micyisg 3aTBepAXKEHHS JIiIKapChbKOro 3acoby €
BaXJIMBOIO IIPO1eaypoto. Lle fae 3Mory IpofgoBXKyBaT MOHITOPUHT CIIIBBIIHOIIEHHSA KOPUCTh/PU3UK
[JIST JAHOTO JIiKapchKOro 3aco0y. MeAu4yHUX MpaliBHUKIB TPOCATh MOBIIOMISATH IIPO YCi Mif03pioBaHi
no0iyHi peaknil y [lep:kaBHui ekcnepTHuil neHTp MO3 YKpaiHu.

Tepmin npudamHocmi.

3 poku. BukopucTtatu npoTaroM 12 micsIiB micis mepimoro BifKpUTTS (IakoHa.

YmMmoBH 30epiranssi.

30epiratu y HeJOCTYIIHOMY OIS giTel MicIli mpu TeMiiepaTypi He Buine 25 °C.



VYnaxoBka.

[To 15 mn abo 30 mn y dnakoHi; mo 1 ¢prakoHy Y KApTOHHIN KOpOoOIIi.

Kareropis Bignycky.

bes peunernra.

BupoOHUK.
IctityTo me Auxeni C.p.i., Itamnis/

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

Micie3HaxoIKeHHsI BUPOOHHKA Ta afipeca Miclisi IPOBaXKeHHS HOTr0 Tis/IbHOCTI.
Jlokamita Ilpynmi, 103/c - 50066 Peremnno (®nopentuis), Itamis/

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

3asABHHK.

TOB «Omenna Xenckea YkpaiHa», YKpailHa.

Micne3HaxomkKeHHs 3asiBHHKa Ta/ ad0 nmpeacTaBHHUKA 3asiBHHKA.

Ykpaina, 01033, m. Kuis, Byn. 2Kunsiaceka, 48-50A.



