IHCTPYKIIA
AJIS1 MEIUYHOI'0 32CTOCYBAHHS JIKAPCHKOIo 3ac00y

T'YTTAJTAKC® IIKOCYJIb®AT
(GUTTALAX® PICOSULFAT)

Cknao:

ofloua peyosuHa: HATPIIO MIKOCYIb(aT, MOHOTIAPAT;

1 MJI MICTHTB HaTpirO MiKOCyIb(haTy MOHOTIApATy 7,5 MT;

oonomigxcHi pewosunu: Hatpito 6enzoar (E 211); copbiry posuun, mo He kpuctanizyerscs (E
420); xucioTa TMMOHHA, MOHOTIIPAT; HATPIIO IIUTPAT, AUTIIPAT; BOIA OYHILEHA.

Jlikapcbka ¢opma. Kparuri.

OcHosHi ¢hizuxo-ximiuni éracmueocmi: TPO30PUN PO3YHH, BiJ 0€30apBHOTO /10 KOBTYBATOTO
3abapBJeHHs a00 3JIerka >KOBTYBAaTO-KOPUYHEBOTO KOJILOPY, ACUIO B’S3KHH PO3YMH 3 Maike
HEBIJUYTHUM 3aI1aX0OM.

dapmakorepaneBTHyHa rpyna. KontaktHi npoHocHi 3acoou. Kog ATX A06A BO0S.

Dapmakonoiuni enacmueocmi.

Dapmaroouramixa.

Harpito mikocymbgar, nmitoua pedosuHa mupemapaty [I'YTTAJIAKC® ITIKOCYJIb®AT, e
MIPOHOCHUM 3ac000M MicLeBOi [ii TpiapUJIMETaHOBOI TpYyNH, SKHHM IMicis OakTepiaabHOTO
PO3IMIETIEHHS Y TOBCTIHM KU CTUMYITIOE i CTU30BY 000JIOHKY, MPUCKOPIOIOYH MEPUCTAIBTUKY
1 COpHsIIOYM HAKOMHWYEHHIO BOJM Ta EJICKTPOJITIB y MPOCBITI TOBCTOI KUIIKU. Pe3ymbTaTom
IIBOTO € CTUMYJIALIIS AedeKaltii, SMEHIIIEHHS Yacy TPaH3UTY 1 MOM SAKIICHHS KaTy.

Harpiro nmikocynbdar ai€ y TOBCTIH KU 1 CTUMYJIIOE Y Hili O€3MM0CepeHbO MPOIIEC eBaKyaIlii
Kaimy. Y 3B’A3Ky 3 IUM BiH € Hee(eKTUBHUM ISl BIUIMBY Ha TPABJICHHS Y BCMOKTYBAHHS
KaJiopiit a00 OCHOBHHUX MOKUBHUX PEUYOBUH Y TOHKOMY KHUILIEUHHKY.

VY paHIOMi30BaHOMY MOJBIHHO-CIIIIIOMY JOCIIKEHHI y MapalelbHUX TPyMax, B SKOMY B3sUIA
yuyacth 367 maulieHTIB 3 XPOHIYHUM 3amOpoM, IIOJCHHE 3aCTOCYBAaHHS IIpernapary
I'YTTAJIAKC® TIIKOCVYJIb®AT mpusBeno [0 3HAYYIIOro 36UIbIICHHS KUTBKOCTI YCIIIIHHX
akTiB nedekarii Ha TWXKACHb Y MOPIBHSAHHI 3 TUIae0o0, MOYMHAIOUM 3 TEPIIOTO THXKHS
nikypanHs. Ilepesaru npenapary I'YTTAJIAKC® IMIKOCYJIb®AT y nopiBHsAHHI 3 miame6o
Oynu MPOJEMOHCTPOBaHI MPOTAroM Yycix 4 TwkHiB JikyBanHsa (p < 0,0001). V xiHmi
JOCIIJDKEHHST PIBHI Kalil0 B CHpPOBATIi KpoOBI 3anumaiucs He3MmiHeHumu (4,4 MM) i
3HAXOIMIHCS Y Mexkax (pizionoriynoi Hopmu (3,6 - 5,3 MM).

DapmakoKiHemuka.

Abcopbyis i posnodin. Ilicns nepopaibHOr0 3aCTOCYBAHHS HATPikO MIKOCYNb(aT JocATae TOBCTOT
KHIIKH 0e3 CyTTeBOT aOCcopOIIii.

biompancgopmayia. Hatpito mikocynbdaT HepeTBOPIOETbCS HA aKTUBHY CIOJNYKY, fKa Mae
MPOHOCHY  Hito, —  Oic-(m-rigpokcudenun)-nipuaui-2-metan  (bI'TIM) —  nusixom
0aKTepiaTbHOTO PO3MICTIIICHHS Y IUCTAIBHOMY CErMEHT1 KUIIIEYHHKY.

Eniminayin. Tlicna KoHBepcii BCMOKTYeTbcs Juiie HeBenuka wvactuHa bBITIM. Ilicas
nepopaibHoro npuiiomy 10 Mr Hatpito mikocyibdary 10,4% 3aranbHOi 03U BUBOJIUTHCS Y
Burisiai rmokypoHiny BI'TIM 3 ceueto uepe3 48 roa. Kpim toro, BI'TIM BUBOAWUTHCS Y BUTIIAIL
TJIIOKYPOHIY 3 KOBUIO.

Bzaemosze’azox  mixce papmaxokinemuroio i gapmaxoounamikoro. Ilodatox naii 3a3BUyaif
crioctepiraerbest uepe3 6 - 12 roauH micns MpUiloMy Tpernapary, 3ajJeXHO Bl BUBLIBHEHHS
aktuBHOro Mmertaboniry (BI'TIM). IIpoHocHuil edexkT mnpemapary He KOpENIO€ 3 PpIBHAMHU
aKTUBHOTO METa0OJITy y M1a3Mi KPOBI.



Kainiuni xapakrepucTuku.
Ilokazannusa.
3anopu ab0 BHUIAAKH, 10 TOTPEOYIOTH MOJETIEeHHs edeKartii.

Sk i inmri mponocHi 3aco6u, npenapar I'YTTAJTAKC® ITIKOCYJIb®AT He ci1if 3acTOCOBYBaTH
IOTHST 00 MPOTATOM TPHBAIMX TEPIOJIIB Yacy 0e3 MPOBEACHHS MOBHOI JIArHOCTUYHOI OIIHKH
JUTsl BCTAHOBJICHHS IIPUYHUHU 3a110DY.

Ilpomunokazanns.

* ['imepuyTnuBicTh 10 [Hil0Y0i PEYOBHWHHW, IHIIMX TpiapuiaMeTaHiB abo 10 Oyab-skoi 3
JOTIOMDKHHX PEYOBUH IpEnapary.

* lunamiuHa a60 MexaHIYHa KUIIKOBA HETIPOXIIHICTD.

* TspKkki 3aXBOPIOBAHHS OpraHiB YEpPEeBHOI MOPOXKHUHU 3 OOJBOBUM CHHAPOMOM Ta/abo 3
MIZBUIICHHSIM TeMIIepaTypu Tila (HampuKIIaJ amneHJULUT), 10 MOXYTh CYNPOBOIKYBATHUCS
HYJIOTOIO Ta OJIFOBaHHSIM.

* ['ocTpi 3anasibH1 3aXBOPIOBAHHS KUIIEYHUKY.

* CuJIbHE 3HEBOTHEHHS.

* PigkicHa crajgkoBa HEMEPEHOCHMICTh OY/b-AKO1 3 MOMOMDKHHMX PEYOBUH Tpenapary (IuB.
po3nut «OcoOIMBOCTI 3aCTOCYBAHHS).

MNpenapatr ['YTTAJIAKC® IIKOCYJIb®AT He MoxHA Npu3HAYATH AITAM Bikom 10 4
POKiB.

[pemapar 'YTTAJIAKC® IIIKOCYJIb®AT He MO’KHA 3aCTOCOBYBATH MAIli€HTaM 3 PiKiCHOIO
CHAJIKOBOIO HETIEPEHOCUMICTIO (PPYKTO3H.

[Ipu cranax, siki MOB'AI3aHi 3 MOPYIICHHSIM BOJHOTO 1 €JIEKTPOJITHOTO OanaHcy (HampuKiIaa, mpu
TSHKKOMY TIOpYIIeHHi ¢yHKIii Hupok), mpemapar I'YTTAJAKC® IMIKOCYJIB®AT crin
MPUAMATH JIWIIE i MEAWYHUM HaTJISIOM.

B3aemodia 3 inwmumu nikapcoKumu 3acodvamu ma inuwii 6uou 63acmooiil.

OpHOYacHe 3aCTOCYBaHHS BEIMKHX 7103 Jikapchkoro 3acoby I'YTTAJIAKC® ITIIKOCYJIb®AT
Ta AlypeTHKIB a00 KOPTHUKOCTEPOIMiB MOXE 30UIBIIUTA PHU3UK TOPYIICHHS EJIEKTPOJIITHOTO
OaJsiaHCy, 110 MOKE MPU3BECTH J0 MIBUILEHHS YyTIUBOCTI IO CEPLIEBUX TTIKO3HU/IIB.

OpHoyacHe 3aCTOCYBaHHS 3 aHTHOIOTHMKAMU MOXeE MOCIa0IIOBATU MPOHOCHY JAiI0 JIKapChbKOTO
3aco0y I'VTTAJIAKC®TIIKOCYJIb®AT.

Ocoonueocmi 3acmocyéanns.

VY marieHTis, sIKi CTpaXKJAI0Th HA XPOHIYHUH 3aI0p, CIil BAKOHATH MOBHY 1IarHOCTUYHY OIIHKY
Ta BCTAHOBHUTH MIPUYUHY 3a110pYy.

Tpusane i wHaamipHe 3acTocyBamHs mnpenapaTy [I'YTTAJIAKC® IIKOCYJIb®AT wmoxe
MPHU3BECTH 0 TNOPYUIEHb PIAUHHOTO Ta EJEKTPOIITHOTO OalaHCy Ta [0 TinokKamiemil.
[punuuenns 3acrocyBanns npenapatry ['YTTAJIAKC® ITIKOCYJIb®AT Moxe IPU3BECTH JI0
noHoBneHHs cumnToMis. Skio npenapar I'VTTAJIAKC® ITIKOCYJIb®AT 3acTocOBYBaH IpH
XPOHIYHMX 3aropax MpOTATOM TPUBAIOTO Yacy, Oy/b-sKe MOHOBJIEHHS CUMIITOMIB 3a1l0py MOXe
MaTH OUTbII BUPaKEHUI XapakTep.

[ToBimomisiocss Mpo BUNAAKM 3alaMOpOuYEHHs Ta/abo CHUHKome, sKi y waci 30iramucs i3
3aCTOCYBAaHHSAM HaTpito mikocynbdaty. HasBHa iHopmalis Bkazye Ha Te, 1110 3a3HauYCHI1 SBUINA
Oynmu oOymoBJeHI cuHKome mpu naedekanii (acouiioBanuMm 3 (enomeHom BanbcanbBu) abo
Ba30BarajbHOIO BIAMOBIAIIO HA OUTh Y KUBOTI.

Leit nikapcbkuit 3acid6 mictuTh mpubau3Ho 450 mr copOiry Ha | M po3uuHy (10 BiANOBinae
npubimzno 600 mMr copOiTy MmpH 3acTOCYBaHHI MaKCHMallbHOT PEKOMEHJ0BaHOi J1000BOi 103U
s popocnux). [amierTaM 13 pigKiCHOIO CHAJAKOBOIO MPOOIEMOI0 HETIEPEHOCUMOCTI (PPYKTO3U



He ciiz npuitmatu npenapat I'YTTAJIAKC® ITIKOCYJIb®AT.

3acmocysanns y nepiod eazimuocmi aoo 200y8anHs 2pyooro.

Bacimuicmo

HarnexHi KIiHIYHI JOCTI/DKEHHS 33 Y4acTIO BariTHUX JKIHOK HE mpoBoauiaucs. JocmimpkeHHs Ha
TBApHHAX TPOJEMOHCTPYBAINA PENPONYKTUBHY TOKCHUYHICTH Iperapary NpH 3acTOCYBaHHI Y
mo6oBux no3ax 10 wr/kr i Bume. 3 MipkyBaub Oesmeku mpemapar I'YTTAJIAKC®
[MIKOCYJIb®AT 110 MOKIJIMBOCTI HE CJIiJ] 3aCTOCOBYBATH ITiJl 4aC BAariTHOCTI.

T'ooysanus epyooro

KniniuHi faHi MOKa3ylOTh, MO aHI aKTMBHHUK MeTadoiiT Oic-(maparizpokcudeHin)-mipuani-2-
metaH (BI'TIM), aHi #Oro TIIOKYpOHIIM HE EKCKPETYIOThCS y TPYIHE MOJIOKO. 3 OTJISAY Ha Iie
npenapar I'YTTAJIAKC® ITIKOCYJIb®AT MokHa 3aCTOCOBYBATH ITiJ 4ac TOXyBAHHS IPYILIIO.
DepmunvHicmo

Kniniyai jgocnikeHHs BIUIMBY Mpenapary Ha (QEepTUIbHICTh y JIIoAed HE IMPOBOIMIINCA.
JlocmipkeHHsT Ha TBapUHAX HE MPOJEMOHCTPYBAIM HISKOTO BIUIMBY TIpenapaTry Ha
(hepTHIBHICTD.

30amuicmo eniueamu Ha WIGUOKICMb peakuyii npu KepyeamHi A6MoOmMpancnopmom aoo
IHWUMU MeXaHizMamu.

Komaux mociipkeHb BIUTMBY MpernapaTy Ha 3JaTHICTh KEpyBAaTH TPAHCIOPTHUMH 3aco0amu Ta
MPAIIOBATH 3 IHITMMHU MEXaHI3MaMH HE MPOBOIMIIOCS.

OnHak TMaIieHTIB CIIIA TMOMEPEAUTH TPO MOXKIIMUBICTh PO3BUTKY TAaKMX HEOAKAHUX SIBUII, SK
3armaMopoYeHHsl Ta/abo CHHKOIIE, BHACHIJOK Ba30oBarajibHOI peakiii (HampHuKiIaj, y BIANOBIIb Ha
CrasMH y >KMBOTI). Y pa3i BUHMKHEHHS CIIa3MiB y JKMBOTI TAIliEHTaM CJiJ YHUKATH TaKUX
MOTEHIIHHO HEOe3MEYHNX BHUIIB MISUTBHOCTI, SK KEPYBAaHHS TPAHCIOPTHHUMH 3acobamu abo
poboTa 3 IHITUMHA MEXaHI3MaMHU.

Cnocio 3acmocysannusa ma 003u.

Jlo3ysanns. SIKIO HE MPU3HAYEHO IHINIE, J03a JUIS JOopociuX cTaHoBUTh 10 - 18 kpanensb (1o
Bianosizae 5 - 10 Mr HaTpiro nmikocynbdary). Jlo3a mis aireld BikoMm Bif 4 poKiB CTAHOBUTH 5 - 9
Kpariens (110 BiamoBigae 2,5 - 5 Mr HaTpiro MiKocynbdarty).

PekoMeHnnoBaHO moymHATH 3 HaWHWXK4YO1 N03U. [[03y MOKHA KOpPHUTyBaTh IO MaKCHUMAaJIbHOT
pEeKOMEHI0BaHOT 103U i 3abe3nedeHHs peryispHoi nedekuii. He moxkHa nepeBuiryBaTu
MaKCHUMaJbHYy 1000BY 703y, 1[0 CTAHOBUTH 18 Kpameinb ajs qopociux abo 9 kpamenb A IiTeit
BIKOM BiJ 4 POKIB.

[Ipemapar ['YTTAJIAKC IIKOCYJIb®AT He ciim 3acTOCOBYBAaTH MOCTIMHO (miogHs) abo
MPOTATOM TPHUBAJIMX MEPIOJIiB Yacy 6e3 BUSHAYCHHS PUYHHHU 3a110PYy.

Cnoci6 3acmocysanns. Tlepopanenuii mpuitom. Ilpenapar I'YTTAJIAKC® IIKOCYJIb®AT
OaxxaHo npuiiMaty BBedepi. [Ipenapar MokHa mpuiiMaTu pa3oM 3 piauHOIO abo 6e3 Hei. [licis
3aCTOCYBaHHS Kparellb BUIIOPOKHEHHS KHUIIEYHUKY, SK MPaBHIIO, BiAOYBA€ThCS MPUOIUZHO
yepe3 10 - 12 roauH.

Mimu.

[Ipenapat 3aCTOCOBYIOTH JIITSM BIKOM Bifl 4 POKIB TUIbKH 3a MPU3HAUEHHM JIiKaps.

Ilepeoo3ysanna.

[lepeno3yBaHHs MOK€ MPU3BECTH N0 PIAKUX BHUIIOPOXKHEHb (Iiapei), cma3MiB y KUBOTI Ta
KJIIHIYHO 3HAYYIIOi BTPATH PiIMHU, KaJIIO Ta IHIINUX €JIeKTPOJIITIB.

IIpu roctpomy mnepeao3yBaHHI HACHiIKU MOXYTb OyTM MiHiIMi30BaHi ab0 yCyHYTi LUISIXOM
IpUMycoBOro OiroBaHHS a0O NPOMHUBAHHS LUIyHKAa uepe3 KOPOTKUHA dYac Micis Npuiomy
npemapaty. MoHa 3BaKHUTH JIONUIBHICTE 3aMICHOTO BBEACHHS PIOUHH Ta KOPEKIil



€JIEKTPOJIITHOTO Oanmancy. MoHa 3aCTOCOBYBATH MTPOTUCIIA3MATHYHI 3aCO0H.

[oBimomisiocss PO OKpeMi BUMAIKU imieMii CIM30BOT OOOJIOHKM TOBCTOTO KHUIIEYHUKY TPU
3aCTOCYBaHHI JI03 HATpil0 MiKOCylb(aTy, 3HAYHO OUTBIIMX 3a 103U, PEKOMEHIOBaHI IS
JIKyBaHHS 3a10py.

Xpowniune nepenosysanns npenapary I'VTTAJIAKC® [NIKOCYJIb®AT (sx i iHIIMX TPOHOCHUX
3ac00iB) MOXe TPU3BOJUTH IO XPOHIYHOI miapei, OOJIF0 B JKMUBOTI, TiMOKaIi€Mii, BTOPHHHOTO
rinepanbIOCTEPOHI3MY Ta YTBOPEHHS KaMeHIB y HHpKax. [Ipm TpuBamoMy 3II0BXHBaHHI
MPOHOCHUMH 3ac0o0aMH TMOBITOMIISUIOCS PO YPaXXeHHS HHUPKOBUX KaHAJBI[IB, METaOOJIYHUI
aJIKaJj03 Ta M’A30BY CIA0KICTh Y pe3yJbTaTi rimoKaieMii.

IH06iuni peakuii.

[To6iuHi peakirii 3a3HaY€HO 3a YACTOTOI BMHUKHEHHS: qyxke yacto (> 1/10), wacto (> 1/100 —
< 1/10), mevacro (> 1/1000 — < 1/100), pizko (> 1/10 000 — < 1/1000), ayxe piako (< 1/10 000),
4acToTa HEeB11oMa (4acTOTy HE MOXKHA OL[IHUTU 32 BIAOMUMHU JaHUMH).

3 60Ky wiKipu ma niOwWKIpHOi KIiMKOBUHU.

yacToTa HEBIAOMa: IIKIpHI peakuii (aHrOHEBpOTUYHUI  HAOpsK, MEIUKaMEHTO3Ha
TOKCHKOJIEpMisi, BUCUTIAHHS, CBEPOIHHS).

3 60Ky imyHHOI cucmemu:

4acToTa HEeB1IOMa: ajlepriyHi peakiiii.

3 b6oky Hepsosoi cucmemu:

HEYacTO: 3allaMOPOYCHHS;

4acToTa HEB1IOMa: CUHKOTIE.

HasiBHa iHoOpMalis Bkazye Ha Te, 10 3allaMOPOUYEHHS Ta CHHKOIIE 00YMOBJIEHI Ba30BarajibHOIO
peakiiero (HampuKIaz, y BIAMOBIAs HA Ca3MH y KMBOTI a00 medexarito) (IUB. TaKOX PO3ILT
«Oco0MMBOCTI 3aCTOCYBAHHSI»).

3 60Ky WAYHKOBO-KUUKOBO20 MPAKMY:

JTy’Ke 9acTo: Jiapes;

4acTo: TUCKOMQOPT Y )KUBOTI, OUTh Y )KMBOTI, CIIa3MHU Y KHBOTI,

HEYacCTO: HyJI0Ta, OJIOBaHHS.

TpuBane Ta HagMipHe 3actocyBaHHs mpemapary I'YTTAJIAKC® TIIKOCYJIb®AT wmoxe
MPU3BECTH 70 BTPATH PIAMHH, KaJI0 Ta IHIIUX €JIEKTpoJiTiB. Lle Moke 0OyMOBUTH M’S30BY
CnaOKIiCTh 1 TOpYIICHHS cepueBoi (QyHKIli, OCOOJMBO TpH OJHOYACHOMY 3aCTOCYBaHHI
npenapary I'YTTAJIAKC® MIKOCYJIb®AT 3 niyperuxkamu a6o
KOPTUKOCTEPOiTamMHu.

Tlogioomnenns npo niodo3proeari Hebadicamni peaxyii.

[ToBimoMieHHS Mpo MiAO3proBaHi MOOIYHI peakiii Micisi 3aTBEPHKEHHS JIKapChbKOTo 3aco0y €
BOXJIMBOIO mpoleayporo. lLle mgae 3Mory mpoJOBXKYBaTH MOHITOPUHT CHIBBITHOIICHHS
KOPHUCTB/PU3HK AJISl TAHOTO JIIKAPCHKOTO 3ac00y. MeANYHUX MpalliBHUKIB MPOCATH MOBIIOMIISITH
Mpo yci migo3proBaHi no6iuHi peakiii y lepxaBuuit ekcrieptauii neHtp MO3 Ykpainu.

Tepmin npuoammuocmi.
3 poku. Bukopucratu npotsarom 12 Mics1iB micist Meporo BiAKPUTTS (IiakoHa.

YmoBu 30epiranns.
30epiratu y HEIOCTYITHOMY JJIs AiTel Miclii mpu Temmneparypi He Buiie 25 °C.

YnakoBka.
ITo 15 mu a6o 30 mn y ¢nakoni; o 1 prakoHy y KapTOHHIH KOpOOIIi.

Kareropis Bigmycky.
bes penenra.



Bupo6nuxk.
Icriryro ne Amxeni C.p.i., Itamis/
Istituto de Angeli S.r.1., Italy.

Micue3HaxoakeHHsI BHPOOHUKA Ta ajpeca Micus POBA/KeHHS HOro AislJIbHOCTI.
Jlokaurita [Ipyimi, 103/c - 50066 Peremno (®nopenttist), ITamis/
Localita Prulli n.103/c — 50066 Reggello (FI), Italy.

3asiBHUK.
TOB «Omnemna Xenckea YkpaiHay, Ykpaina.

Micue3Haxo/:KeHHs 3aiBHMKA Ta/ 200 NpeICTABHUKA 3asiBHUKA.
Vkpaina, 01033, m. Kuis, Byn. XKXunsuceka, 48-50A.
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