IHCTPYKIIA
JJIS1 MEIUYHOT0 32CTOCYBAHHA JIIKAPCHKOI0 3aC00y

T'YTTAJIAKC® IIKOCYJb®AT
(GUTTALAX® PICOSULFAT)

Cknao:

Oiloua peyoguHa: HATPIIO MIKOCYIb(PAT, MOHOTIIPAT;

1 M1 MiCTHTB HATpitO TiKOCYIb(haTy MOHOTIApPATY 7,5 MT;

oonomixchi peyogurnu: HaTpito 6enszoar (E 211); copbity po3uuH, mo He kpucTam3yerbes (E 420);
KHCJIOTa JTUMOHHA, MOHOTIIpaT; HATPitO UTPAT, AUTIAPAT; BOJAA OYHUIIICHA.

Jlikapcbka ¢gopma. Kparri.

OcHosHi ¢hizuxo-ximiuni eracmuocmi: TPO3OPHA PO3YMH, BiJ 0€30apBHOTO 10 YKOBTYBATOTO
3abapBieHHs a0 3Jlerka >KOBTYBAaTO-KOPUYHEBOTO KOJBOPY, ACUIO B’S3KHHA PO3UMH 3 Maibke
HEBITUYTHUM 3aI1aXOM.

®apmakorepanesTuyHa rpyna. Konrakrai nporocHi 3acoou. Kox ATX AO06A BOS.

Dapmakonoziuni eracmusocmi.

Dapmarxoouramixa.

Harpito mikocynbgar, nmiroua peuosuna npemapary ['YTTAJIAKC® TIIKOCVIJIB®AT, e
MIPOHOCHUM 3ac000M MiCLIEBOi Jii TpiapuUIMETaHOBOi TpymH, SIKUK michs OakTepialbHOTO
PO3IIETUICHHS Y TOBCTIH KUIIII CTUMYIIIOE ii CIIM30BY OOOJIOHKY, TPUCKOPIOIOYN NEPUCTATBTHKY
1 CIPUSIFOYN HAKOITMYEHHIO BOJH Ta €JIEKTPOJIITIB Y MPOCBITI TOBCTOI KMIIKHU. Pe3ynbTaToM 1IbOro
€ CTUMYIIALIA AedeKkaii, 3SMEHIIIEHHS Yacy TPaH3UTY 1 MOM SKIICHHS Kay.

Hartpiro mikocynbdar Ai€ y TOBCTIM KUIII 1 CTUMYJIIOE Y Hiif Oe3mocepeiHbO MpoIlec eBaKyarlil
Kaiy. Y 3B’A3Ky 3 IIUM BiH € Hee()eKTUBHHUM JIJIs BIUTMBY Ha TPABJICHHS Y BCMOKTYBAHHS KaJIOPil
a00 OCHOBHUX MOKUBHUX PEYOBUH Y TOHKOMY KHILIECYHUKY.

VY paHa0Mi30BaHOMY THOJBIHHO-CIINIOMY JOCTIDKEHHI Y MapajelbHUX Tpynax, B SIKOMY B3sUIH
yyacTb 367 TmMalieHTIB 3 XPOHIYHMM 3alopoM, IIOJAEHHE 3acCTOCYBaHHA IHpenapary
T'VTTAJIAKC® TTIKOCYJIb®AT npusseno 10 3Ha4yHnIoro 301UIbINIEHHS KiTBKOCTI YCIIIHUX
aKTiB fe(eKallii Ha THKJEHb y OPIBHAHHI 3 I11a11€00, MOYNHAKYHU 3 TIEPIIOTro THXKH JIKyBaHHS.
[Tepearn mpenapary ['YTTAJIAKC® INIKOCYJIb®AT y nopieHsHHi 3 1mwiane6o Oyau
IIPOAEMOHCTPOBAHI MPOTATOM ycix 4 THKHIB JikyBaHHA (p < 0,0001). VY kiHIi ToCTiIKEHHS PiBHI
KaJlil0 B CHUpOBATILl KpoBI 3anumianucs He3MiHeHuMu (4,4 MM) 1 3HaxonuiMcs y Mexax
¢izionoriynoi HopmH (3,6 - 5,3 MM).

Dapmakokinemuxa.

Abcopoyis i poznodin. Ilicns nepopanbHOT0 3aCTOCYBaHHS HATPIIO MIKOCYIb(AT AOCATAE TOBCTOT
KHIIKU 0€3 CyTTE€BOI abcopOITii.

biompancgopmayia. Hatpito mikocynb(ar NepeTBOPIOETbCS Ha AaKTUBHY CIOJYKY, SIKa Mae
MIPOHOCHY Jit0, — Oic-(n-rizpokcudenin)-nmipuann-2-metan (BI' TIM) — nuisxom 6akTepiaibHOTO
PO3IIEIICHHS Y TUCTAIbHOMY CETMEHTI KMIIIEUHUKY.

Eniminayia. Tlicns xoHBepcii BCMOKTyeThes Jmine HeBenuka dwactuHa bBITIM. TIlicms
nepopanbHoro npuiiomy 10 mr Hatpito mikocyibdary 10,4% 3aranbHOi 103U BUBOIUTHCS Y
Bursii riokypoHiny BI'TIM 3 ceuero uepes3 48 ron. Kpim toro, BI'TIM BuBoIuTHECS y BUTIISAIL
TJIIOKYPOHIY 3 KOBUIO.

Bzaemoss’sazox mixnc apmaxoxinemuxoro i ¢papmaxoounamikoro. lTlodarox mii 3a3BUUait
criocTepiraeTbest uepe3 6 - 12 roguH micias mpuiloMy Ipenapary, 3aJIeXKHO BiJl BUBIJIbHEHHS
aktuBHOrO Metabomity (BI'TIM). [IponocHuit edekT npenapary He KOPEIIOE 3 PIBHIMH aKTUBHOTO
MeTa0oITy y IIa3Mi KPOBi.



KuiniuHi XapaKkTepucTHKH.
Ilokazanns.
3anopu ab0 BUNIAAKH, IO TOTPEOYIOTH MOJIETIIEHHS AedeKartii.

Sk i inmi nmponocHi 3aco6u, npenapar I'YTTAJIAKC® IIIKOCYJIb®AT He citii 3aCTOCOBYBATH
mOHST 200 MPOTATOM TPHUBAIUX TEPIOAIB Yacy 0e3 MPOBEACHHS MOBHOI MIarHOCTUYHOI OIIHKH
JUIs BCTAHOBJICHHS IPUYWHU 3a110pY.

Ilpomunokaszannus.

* ['inepuyTaAMBICTH 10 AiF0YOT PEUOBHHH, IHIINX TpiapruiIMeTaHiB a00 710 Oy1b-AKO1 3 JOMTOMIKHHUX
PEYOBHUH IIpernapary.

* lunamiuHa a60 MeXaHiIuYHA KUIITKOBA HETPOXITHICTb.

* Tspkki 3aXBOpPIOBAaHHS OpraHiB 4YEpPEeBHOI MOPOKHUHU 3 OOJIBOBUM CHHIPOMOM Ta/abo 3
MiABUILEHHSIM TEMIepaTypu Tina (HampUKiIa[g amneHJUINT), 0 MOXYTb CYNPOBOKYBATHUCS
HYJIOTOIO Ta OJFOBAHHSIM.

* ['ocTpi 3ananpHi 3aXBOPIOBAHHS KUIICYHHKY.

» CuibHE 3HEBOJHEHHSI.

* PinkicHa cmagkoBa HENEPEHOCHMICTh OyIb-iKOi 3 JONMOMIDKHHX PEUYOBHH Mpenapary (IuB.
po3ain «OcobIMBOCTI 3aCTOCYBAHHS).

Ipenapar IYTTAJIAKC® TIIKOCVYJIb®AT He MOKHA NPU3HAYATH AITAM BiKOM 10 4 POKiB.
[Ipenapar I'YTTAJIAKC® ITIKOCYJIb®AT He MOXHA 3aCTOCOBYBATH MALIEHTAM 3 PiIKICHOIO
CIaJIKOBOIO HEMIEPEHOCUMICTIO ()PYKTO3H.

[Tpu cTanax, AKi MOB'S3aH1 3 MOPYIICHHSM BOJHOTO i €JIEKTPOIITHOTO OallaHCy (HAIPUKIIAd, IPU
TSOKKOMY mopyinenHi (ynknii mupok), mpemapar ['VTTAJIAKC® IMKOCYJIb®AT crin
MPUAMATH JIMIIE ITi]] MEJUYHUM HaTJISIO0M.

B3aemooia 3 inwumu nikapcoKumu 3acovamu ma iHuii 6UOU 63aAcMO0IL.

OpHovacHe 3aCTOCYBaHHS BETUKUX J[03 JTIKAPCHKOT0 3aC00y I'YTTAJIAKC®IIIKOCYJIb®AT Ta
J1ypeTHKIB @00 KOPTUKOCTEPOi 1B MOKE 30UIBIIUTH PU3UK NOPYILIECHHS €JIEKTPOIITHOrO OajIaHcy,
1110 MOX€ MIPU3BECTH JI0 MiJBUILEHHS YyTJIUBOCTI JO CEPLUEBUX TTIKO3UIB.

OpHovacHe 3aCTOCYBaHHS 3 aHTMOIOTMKAMU MOXE MOCHIA0JI0BaTH MPOHOCHY IO JIIKAPCHKOTO
3aco0y I'VTTAJIAKC® IIIKOCYJIb®AT.

Ocoonueocmi 3acmocyganns.

VY naui€enTiB, K1 CTpaKJal0Th HAa XPOHIYHUHN 3a1op, CJiJl BUKOHATH MOBHY /11aTHOCTUYHY OIIIHKY
Ta BCTAHOBUTH MPUUUHY 3aI0PYy.

Tpusane i nagMipae 3actocyBanus npenapary [I'VTTAJIAKC® TIIKOCYJIb®AT wmoxe
MIPU3BECTH J0 MOPYIIEHb PIAMHHOTO Ta €JIEKTPOIITHOro OanaHcy Ta A0 rinokaniemii. [lpunuHenHs
3acrocyBanns npenapary ['YTTAJIAKC® IIKOCYJIb®AT moxke IpHU3BECTH 10 MOHOBICHHS
cumnromi. Skimo npenapar ['YTTAJIAKC® ITIKOCYJIb®AT 3acToCOBYBaIM NP XPOHIYHHUX
3aropax MmpoTsATOM TPUBAJIOTO Yacy, Oy/Ib-sIKe€ TTOHOBJICHHS] CHMIITOMIB 3aMl0py MOKE MaTH O1TbIII
BUPAXEHUN XapakTep.

[ToBimomisiocst Mpo BUNAAKKU 3allaMOpPOYEHHsI Ta/abo cuHKoOme, Aki y wyaci 30irammcs i3
3aCTOCYBaHHSIM HatTpito mikocyibhary. HasBHa iHdopmaliist Bka3ye Ha Te, 1110 3a3HAYCHI SBHUIIA
Oynu oOyMOBIEHI cuHKomle mpu nedekarii (acomiiioBanuM 3 ¢erHomeHoMm BanbcansBu) abo
Ba30BaraJibHOIO BIATMOBI IO HAa OUTb Y )KUBOTI.

Leit nikapchkuit 3aci®6 MicTUTh MpubINM3HO 450 Mr copOity Ha 1 M po3uuHy (110 BiANOBiIae
npuom3HO 600 Mr cOpOITY TPH 3aCTOCYBaHHI MaKCUMAaJIbHOT PEKOMEH0BAHOT T0O0BOI 103U ISt
nopocinux). [lamienTam i3 piAKICHOIO CMAJKOBOIO MPOOJIEMOI0 HEMEPEHOCUMOCTI (PPYKTO3U He
cin npuiimaru ipenapat ['VTTAJIAKC® IIIKOCYJIb®AT.



3acmocysanns y nepiod eazimuocmi adéo 200y8anus 2pyoor.

Bacimnicmeo

HaunexxHi KTiHIYHI TOCTIIPKEHHS 32 y4acTIO BariTHUX KIHOK HE IMpoBOIwIKCs. JlOCHiHKEHHS Ha
TBapUHAaX MPOJIEMOHCTPYBAIU DPENPOIYKTUBHY TOKCUYHICTH Mpenapary MHpU 3acTOCYBaHHI Y
noboBux josax 10 wmr/kr i Bumie. 3 wMipkyBamb 6esneku mpemapar ['YTTAJIAKC®
I[MNIKOCYJIb®AT 1mo MOKJIMBOCTI HE CJIiJ] 3aCTOCOBYBATH IIiJ] Yac BariTHOCTI.

Tooysanns 2pyoorw

Kiminiuai maHi moka3yroTh, IO aHI aKTMBHUN MeTaOoJiT Oic-(maparigpoxcudenin)-mipuam-2-
metaH (BI'TIM), ani #oro rIrOKypOHIAM HE €KCKPETYIOThCSA Yy TPYIHE MOJIOKO. 3 OTJIsAy Ha I
npenapat ['YTTAJIAKC® IIIKOCYJIb®AT MoHa 3aCTOCOBYBATH il 4ac rOJAyBaHHS IPYIIO.
DepmunvHicmo

Kuminiuai  gocimiJDKeHHS BIUIMBY MpernapaTty Ha (EepTUIBHICTh y JIOJEH HE MPOBOIMIIMCA.
JlocmipkeHHsT Ha TBapUHAX HE MPOJAEMOHCTPYBAJIM HIsIKOTO BIUIMBY IIpenapary Ha (pepTHIbHICTb.

30amuicms enaueamu Ha WIEUOKICMb peakuyii npu KepyeawHi A6MOMPAHCHOPMOM abo
IHWUMU MeXaHizmamu.

XKomHuX JOCHTIKEHBb BIUIMBY Iperapary Ha 3[JaTHICTh KEPyBaTH TPAHCIIOPTHUMHU 3acobaMu Ta
MpAIfOBATH 3 IHIIUMU MEXaHi3MaMH He IPOBOIUIOCS.

OpHak MaIieHTIB CIij MOMEPEANTH PO MOXKIMBICTh PO3BHTKY TaKMX HEOAKAHWX SIBUII, SIK
3armaMopoYeHHs Ta/abo CHHKOIE, BHACIIIOK Ba30BaraibHOI peakiii (Hanpukiaa, y BiANOBiAb HA
CrasMu y >KMBOTI). Y pa3i BUHUKHEHHS CIa3MiB Yy >KMBOTI TAI[IEHTaM CJiJl YHUKATH TaKUX
MOTEHIIIHO HeOe3MeUHNX BUIIB AiSUIBHOCTI, SIK KEpyBaHHS TPAHCIIOPTHUMU 3acobamu abo poboTa
3 IHIIUMU MEXaHI3MaMH.

Cnoci6 3acmocysannsa ma 0o3u.

Jo3yeanns. SIK1Io HE MPU3HAYEHO 1HIIE, 1032 Ui J0pociux cTtaHoBUTh 10 - 18 kpamens (1o
Bignosigae 5 - 10 mr Harpito nikocynbdary). Jo3a ans giteld BikoM Bif 4 poKiB CTAaHOBUTH S - 9
Kparnenb (10 Bianosigae 2,5 - 5 Mr HaTpito mikocynbdary).

PexomennoBaHO Mo4YMHATH 3 HaWHMKYOI 103H. Jl03y MOXHA KOPUTYBAaTH 10 MaKCHMAJIBHOI
PEKOMEHJ0BaHOI J103M AJs 3abe3nedeHHs peryisipHoi nedekuii. He MokHa nepeBuinyBatu
MaKCUMaJIbHy J00OBY 7103y, III0 CTAHOBUTH 18 Kparens st fopociaux abo 9 kpamnenb s JiTen
BiKOM BiJ 4 pOKiB.

[Mpenapar I'YTTAJIAKC TIIKOCVYJIb®AT He cimi 3aCTOCOBYBATH TOCTIMHO (mIoaHs) abo
MPOTATOM TPHUBAIIUX MEPi0JIiB Yyacy 6e3 BUZHAYCHHSI IPUYHHHU 3a10py.

Cnoci6 3acmocyeanns. Tlepopansanii npuiiom. IIpemapar ['VTTAJIAKC® HIKOCYJIb®AT
O6axaHo npuitmatu BBeuepi. [Ipenapar MoxHa mpuiiMaTH pa3oM 3 pinauHO abo 6e3 Hei. [licas
3aCTOCYBAaHHS KparieJib BUTIOPOKHEHHS KHILIEYHUKY, SIK PABHJIO, B1I0OYBA€THCS MPUOIM3HO Yepe3
10 - 12 roguH.

imu.

[IpenapaT 3aCTOCOBYIOTH JITSM BIKOM BiJl 4 pOKiB TUIbKH 32 PU3HAYEHHSM JIIKaps.

Ilepeoosysanna.

[lepeno3yBaHHs MoOKe TMPHU3BECTH 1O PIAKUX BUIIOPOXKHEHb (Iiapei), crma3MmiB y JKHMBOTI Ta
KJIIHIYHO 3HAYYIIO1 BTPATH PIAMHY, KAJIIO Ta IHIINX €JIEKTPOIIITIB.

[Ipn rocTpomy mnepeno3yBaHHI HACHIAKM MOXKYTh OyTHM MiHIMI30BaHI a00 yCYHYTI NIISXOM
IPUMYCOBOrO OJIfOBaHHA a00 MPOMHUBAHHA ILUIYHKa 4epe3 KOPOTKUH dYac MICis MpHiiomMy
npenapary. MoskHa 3BaXUTH JIOUUIBHICTh 3aMICHOTO BBEIEHHS pPIIUHH Ta KOPEKIi
eJIEKTPOIITHOrO OanaHcy. MojkHa 3aCTOCOBYBAaTH MPOTHUCIIA3MaTUYHI 3aCO0U.

[ToBigomMisocs mMpo OKpeMi BUIMAAKU 1meMii CIM30BOI OOOJIOHKM TOBCTOTO KHIIEYHUKY MpPU



3aCTOCYBaHHI 103 HATPII0 MKOCYIb(}aTy, 3HAYHO OUTBIIMX 3a JO3H, PEKOMEHIOBaHI s
JKyBaHHS 3a110py.

Xponiune nepenosysanns npenapaty I'VTTAJIAKC® IIIKOCYJIb®AT (5K i iHIIMX IPOHOCHHUX
3ac00iB) MOXE MPU3BOJUTH JO XPOHIUHOI Jdiapei, O0JIF0 B JKMUBOTI, TIMOKATiEMii, BTOPHHHOTO
rinepagbI0CTEPOHI3MY Ta YTBOPCHHS KaMeHIB y HUpKax. [Ipu TpuBaioMy 3JI0BXKHBaHHI
MPOHOCHUMH 3ac00aMH TMOBIIOMIISUIOCS MPO YPAXKEHHS HUPKOBUX KaHAIBIIB, MeTaOOIIYHHUNA
aJIKaja03 Ta M’sI30BY CJIA0KICTh y Pe3yibTaTi TiMOKaTieMii.

Io6iuni peaxuii.

[ToGiuHi peakirii 3a3HaUEHO 3a YaCTOTOK BHHHUKHEHHS: ayxe uacto (> 1/10), wacto (> 1/100 —
< 1/10), mewacro (> 1/1000 — < 1/100), piaxo (= 1/10 000 — < 1/1000), xysxe pigko (< 1/10 000),
9acToTa HeBiIoMa (YaCTOTY HE MOKHA OILIHUTH 32 BIJOMUMU JAHUMH).

3 60Ky wiKipu ma niOWKIpHOI KIIMKOBUHU.

yacToTa HeBiioMa: IIKIpHI peakuii (aHTIOHEBPOTHYHHMA  HAOpsAK, MeIWKaMEHTO3Ha
TOKCHKOJICpMisl, BACUIIAHHS, CBEPOIHHS).

3 60Ky iMyHHOI cucmemu:

4acTOTa HEB1JIOMa: aJIepTivHi peaKIlii.

3 60Ky HepBosoi cucmemu:

HEYacTO: 3a1IaMOPOYCHHS;

94acToTa HEBIIOMA: CHHKOIIE.

HasiBHa iH(opMariisi BKazye Ha Te, 10 3allaMOPOUYEHHS Ta CUHKOIIE 00YMOBJICHI Ba30BarajbHOIO
peakiiero (HapHUKIAJ, y BIAMOBIIL HA CIIa3MH Yy KUBOTI ab0 nedekarito) (IUB. TAaKOXK PO3ALT
«OCOOIMBOCTI 3aCTOCYBAHHS).

3 60Ky WLIYHKOBO-KUWKOB020 MPAKMY:

Jy’Ke 4acTo: Jiapes;

9acTo: JUCKOM(OPT y )KUBOTI, Oib Y )KHBOTI, CIIAa3MH y KHBOTI;

HEYacTo: HyJ0Ta, OJIOBaHHS.

TpuBane Tta uHaamipue 3acrocyBanns mnpenapary ['YTTAJIAKC® TTIIKOCYJIbOAT moxe
MPU3BECTH [0 BTPATH PIAMHU, KAl Ta 1HIIMX eJeKTpoliTiB. Lle Moxxe 00ymMOBHUTH M’S30BY
CJIa0KICTh 1 MOPYILIEHHS cepleBoi QYHKIIIT, 0COOIMBO MPU OJHOYACHOMY 3aCTOCYBaHHI penapary
I'VTTAJTAKC®TIIKOCYJIB®AT 3 aiypeTukamu ab0 KOPTUKOCTEPOITAMH.

Tlogioomnenns npo nioo3proeani Hebaxcami peaxyii.

IToBiomieHHsT PO MiJO3PIOBaHI MOOIYHI peakiii Mmicis 3aTBEp/PKEHHS JIKapChKOro 3acody €
BAXJMBOIO mponenyporo. lle nae 3Mory npoAoBKXKyBaTH MOHITOPUHT CIIBBIJIHOIIEHHS
KOPHUCTB/PU3HK AJI JAHOTO JIIKApChKOTo 3ac00y. MeanuHUX MpalliBHUKIB MPOCITHh MOBIIOMIISTH
IIpo yci Mio3proBaHi noOiuHi peakuii y [lepxxaBuuii excriepTauii neHtp MO3 Ykpainu.

Tepmin npuoammuocmi.
3 poku. Bukopucratu npotsirom 12 Mics1iB micis NepIIoro BiAKpUTTA GiakoHa.

YMoBH 30epiranus.
30epiratu y HEZJOCTYIIHOMY JUIsl IITeH MicIl pu Temnepatypi He Buiue 25 °C.

YnakoBka.
ITo 15 M a6o 30 mn y diakoni; mo 1 ¢akoHy y KapTOHHIH KOPOOITI.

Kareropis Binnmycky.
bes penenra.

Bupoonuk.
IctiTyTro ne Amxeni C.p.n., Itamis/



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

Micue3Haxoa:KeHHs1 BAPOOHUKA Ta ajJpeca Miclsi NPOBAJIKEHHS HOTro AisIbHOCTI.
Jlokauita [pymni 103/c - 50066 Peremno (®nopentis), Itamis/
Localita Prulli n.103/c - 50066 Reggello (FI), Italy.

3asiBHUK.
TOB «Canogi-ABenTic Ykpaina», Ykpaina.

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



