IHCTPYKUIA
JJISE MEIMYHOT0 3aCTOCYBAHHS JIIKAPChKOI0 3ac00y

MPOKTO-TJIIBEHOJI
(PROCTO-GLYVENOL®)

Cknao:

oiroui peuosunu: tribenoside, lidocaine hydrochloride;

100 r kpemy MICTUTh TPUOCHO3UIY 5 T, JIAOKATHY T1APOXIOPUIY 2 T;

OONOMIJCHI ~ peuouHy:  TIONIETHWJICHTIIIKOIIO  LETOCTEapWIOBU  edip, CHOUPT UETUIIOBHUH,
130MpONiIMaIbMITAT, OIS MiHepajbHa, METHJIIAPariIpoOKCUOeH30aT (E 218),
nponinmaparingpokcuoenzoar (E  216), copbity po3umn (E 420), xucmora cTeapuHOBa,
copOiTaHcTeapaT, BOJia OUMIICHA.

Jlikapcbka ¢popma. Kpem pexranbHui.
OchosHi @i3uko-ximiuni enacmueocmi: TOMOTEHHHM KpeM OLI0T0o KOJIbopy 31 cIa0KUM XapaKTepHUM
3aM1axoM.

®dapmakorepaneBTHYHa rpyna. [Ipenapatu ais jnikyBaHHS TeMOpPOIO Ta aHAIBHUX TPILIMH IS
micreBoro 3acrocyBanns, komOinamii. Kox ATX CO5A X03.

Dapmakonoziuni eracmueocmi.

Dapmaroouramixa.

TpuOeHo3ux HANCKHUTHh 0 3aco0iB JJISI MICIEBOTO JIKYBaHHS TeMOpOlo. TpuOeHOo3ua 3MeHIIye
MPOHUKHICTh KamuIApiB Ta MiABUILYE TOHYC CYAMH, Ma€ MPOTU3AmalbHI BIACTHBOCTI.
AHTaroHiCTU4HA JIisl Mperapary CHpsMOBaHA HA JIEAKI €HJOT€HHI PEYOBHMHH, IIO BiAIrPAIOTh POJb
MeAiaTopiB MpU PO3BUTKY 3arajeHHs 1 00I0.

JlizokaiH € MiCIIEeBUM aHECTETUKOM, 3aCTIOKOIO€ CBEPOIXK, IMeUiHHS Ta 011b, CIPUYUHEHI TEMOPOEM.
Dapmakokinemuxa.

Abcopbyia. CucteMHa 010J0CTYNHICTh TPUOEHO3UY IPU PEKTAJILHOMY BBEIE€HHI CTAHOBUTH JIUILIE
30 % Bix Ti€l, sika 6 gocsAranacs MpU 3aCTOCYBaHHI PEYOBHHHU MEPOPaAIbHO a00 BHYTPIIIHBOBEHHO.
bmuspko 2-20 % TpubeHO3uAy, 10 MICTUTHCS B PEKTAIBLHOMY KpeMi, abCOpOyeThCs depes MIKIpY.
MakcumasnabHa KOHLEHTpAllisl TPUOSHO3UAy Ta MeTaOoJITiB B IUIa3Mi JIOCATA€ThCS yepe3 2 TOJUHU
micist pekTaibHoro 3acrocyBanHsa 400 Mr TpuOeHO3UAY Ta CTAHOBUTH | MKI/MIL

JlinokaiH BiJjpa3y BCMOKTYETbCS 31 CIIM30BOI OOOJIOHKH, ajie TIOraHO BCMOKTYEThCS 3 HEYIIKOJKEHOT
HIKipy. BloJoCTynHICTh JiJI0KaiHy NpU PEKTalIbHOMY 3aCTOCYBaHHI CTaHOBHUTH MpuOim3Ho 50 %.
MakcumMasnbHa KOHIIEHTpaLlis Ji10KaiHy B IU1a3Mi JocaraeTbes yepes 112 XBUIUH Micist peKTalbHOTO
3actocyBanHs 300 mr siokainy Ta ctaHoBUTH 0,70 MKT/MIL.

Posnooin. JIlinokain siBHO 3B’s13aHUi 3 anbdal-KUCIUM IIIiKONPOTETHOM.

Memabonizm. B oprani3ami TpuOEHO3WJ aKTHUBHO MeTabomi3yeTbesa. JlimokaiH  IMIBUAKO
MeTaboMMi3y€eThCs B TIEHiHIIL.

Buseoennsn. Big 20 % mo 27 % no3u TpuOEHO3UAY, BBEACHOTO PEKTAIBLHO, BUBOJIUTHCA 3 CEUCHO Y
BUTIISAA1 META0OIIITIB.

MeTtabouitu migokainy Ta MeHie HiK 10 % He3MIHEHOTO JJIOKaiHy BUBOSATHCS 13 CEUCHO.

KutiHi4HI XapaKTepUCTUKH.
Ilokazanns.
Micuese J1iKyBaHHS 30BHIIIHBOTO Ta BHYTPIIIHHOTO F€MOPOIO.

Ilpomunoxazannus.
[TingBuIIeHa YyTIHUBICTh A0 OYAb-IKOTO KOMIIOHEHTA JIIKapChKOTro 3aco0y, B TOMY YHCII JI0 aMiTHUX

MICIIEBOAHECTE3YIOUUX MpernapaTiB.

B3aemodia 3 inmumu nikapcoKumu 3acodoamu ma inuwii 6UOU 3a€Mo0ii.



[TamienTam, $Ki NpUIMAOTh NPOTHAPUTMIUHI mpenapatd 1 kjacy — (HampuKiIaa, TOKaiHI,
MEKCWJICTHH) a0 1HIIN MICIIeBlI aHECTETUKH, CIIiJ] 3aCTOCOBYBATH JIIKAPChKUN 3aci0 3 00EpeXHICTIO,
OCKIUJIBKM ICHY€ PHU3MK BUHHKHEHHS CYKYINHHX CHUCTEMHHUX e(eKTiB uepe3 HasBHICTb JIiJOKaiHy.
[Hri6iTOpM MOHOAMIHOKCHAa31 MTOCHITFOIOTh MICIICBOAHAIITE3YIOUY JIIFO JIIIOKATHY.

Ocobueocmi 3acmocy8amnns.

Jlikapcbkuii  3aci® ciig  3acTOCOBYBaTH 3 OOEPEKHICTIO TAaIll€eHTaM 13 TSKKHMHU CEPIIEBOIO
HEIOCTATHICTIO, HUPKOBOIO HEJAOCTATHICTIO Ta IIEYiHKOBOIO HEOCTATHICTIO.

[TamieHTaM pPEeKOMEHIOBAHO 3BEPHYTUCS A0 JIIKAps, SIKIIO CTaH HE IMOKPALLyeTbCs MICHIS OJHOTO
THXKHS 3aCTOCYBaHHS a00 SIKINO 3’ ABUIUCS OYAb-Ki 1HII CHMIITOMH, III0 HE CIIOCTEPIraJIuCs paHilie,
3 METOI0 BUKJIIOYEHHSI 1HIIUX MOXJIMBUX IPUYUH LUX MOPYIIECHb.

OxpiM TOro, mpW JIKyBaHHI TeMOpPOIO JiKapchbkuM 3acobom IIpokTo-ImiBeHon mnoTpiOHO
JOTPUMYBATHUCh PEKOMEHJAIlN I0/I0 TIri€HH 3aJAHBOTO MPOXOAY, PYXJIUBOTO CIOCOOY KHUTTS Ta
3I0pPOBOTO XapuyBaHHs JJIs 3a0€31eYeHHs] BUTIOPO)KHEHB M’ K01 KOHCUCTEHII].

[TpokTo-I'miBeHON, KpeM pEeKTaIbHUMN, MICTUTh LETUJIOBUN CIUPT, KUK MOXKE CIIPUYUHSATH MIiCICBI
MIKipHI peakmii (HampuKIaa, KOHTAaKTHUHA JEpMaTHT), Ta METWINaparipokcudenszoar i
MPOMINapariipokCUOEH30aT, sIKI MOKYTh BUKJIMKATH aJepriyHi peakiii (MOKIHBO, YIIOBIIbHEH]).

B ynakoBky mikapchkoro 3aco0y BKJIQJICHO HACAIKy 3 JIATEKCY JUISl PEKTAIBHOTO BBEICHHS KPEMY.
JlaTexc MOXe BUKIIMKATH CEPUO3HI aJIeprivHi peakIlii.

Heo0xiHO yHUKATH KOHTAKTY JIIKAPCHKOTO 3ac00y 3 OUnMa.

Kpem He MOkHa KOBTATH.

3acmocysanns y nepioo eazimnocmi abo 200y8anus 2pyooio.

Bacimuicms ma 2odysanus epyooro.

He mnpoBoguimcs KOHTPOJIbOBaHI JOCHTIDKEHHS MO0 MOTEHUIMHUX e(deKTiB TpUOEHO3UIy Ta
JiI0OKaiHy y BariTHUX abo XIHOK, sIKi TOAYIOTh TPYIII0. 3 METOI0 MEPECTOPOTH PEKTAIbHUNA KpeM
[TpokTo-I'1iBE€HOM HE CI1i1 3aCTOCOBYBATH MPOTATOM MEPIIOTr0 TPUMECTPY BAariTHOCTI.

Jlikapchkuii 3aci0 MOKHA 3aCTOCOBYBATH 3 4-TO MICSIIS BariTHOCTI Ta JKIHKaM, SIKi TOJYIOTh TPY/IIIO,
3 IOTPUMaHHSM PEKOMEHJI0OBAHOTO JJO3YBaHH:, BPAXOBYIOUHM MOXJIMBUN PU3UK SIK JUIsL MaTepi, Tak i
JUTSL TUTUHH.

DepmunvHicmo.

JlocniakeHHs: OKa3yroTh, 1110 JIIJOKAaiH HE BIJIMBAE Ha (DEPTHIILHICTb.

Hemae nanux mpo noTeHuiiHui BB TpOEeHO3U Ty Ha (DEePTUIIBHICTS.

30ammuicms enaueamu Ha WEUOKICMb peakyii npu KepyeanHi agmompancnopmom ado inuumu
Mexaunizmamu.

3acrocyBanns [Ipokto-I'niBeHony He BIUIMBaE a0o BIJIMBA€ HE3HAUYHO HA 3JIaTHICTh KEpyBaTH
aBTOTPAHCIIOPTOM ab0 MpalloBaTH 3 IHIIMMU MEXaHI3MaMH.

Cnoci6 3acmocyeanns ma 003u.

3aCTOCOBYBATH PEKTAIBHO TOPOCIIUM.

Kpem pekrtanbHMII BBOAATH BpaHLl Ta BBEYEpl 10 3HUKHEHHsI rocTpux cuMmmnrtomis. Ilicas mporo
MOYKHa 3aCTOCOBYBATH KpeM OJMH pa3 Ha 100y. TpuBaiicTh JiKyBaHHS BH3HAYAE JIIKap 3aJI€KHO Bij
TSHKKOCTI 3aXBOPIOBAHHS.

[Tpu BHYTpIIIHIX reMOPOiJaJbHUX BY3J1aX KpPeM BBOAMUTH 3a JOMOMOIOK HAaCaJKH, sIKa BKJaJeHa
OKpeMO B YMaKOBKY Ta HarBUHYyeThCsi Ha TyOy. Hacaaka BKpuTa 3aXMCHOIO KPHILIEYKOIO, SIKY
HEOOXIJJHO 3HIMAaTH Nepesl KOXKHUM 3aCTOCYBAaHHSIM KpeMy.

30 r kpemy (1 Ty6a) moctaTHbO mpudaM3HO 11 2030 BBEICHB.

Himu.

He 3acTocoByBaTH HiTSIM, OCKIJIBKH JaHI IIOAO 3aCTOCYBaHHS JIIKapChbKOro 3aco0y B IIiif BiKOBIi
rpyni BiACYTHI.

Ilepeoo3ysanns.



Hemae nanux mono mnepeno3yBaHHs Jikapchkoro 3aco0y IIpokro-I'nmiBenon. He odikyeTbest
nepe103yBaHHs, SKIIO MPenapar 3aCTOCOBYETHCS BIAMOBITHO IO CXEMH JI03yBaHHS.

[Tig yac mocnmipKeHbp HA TBapWHAX MPH MEpel0o3yBaHHI JIiJOKaTHYy BiIMI4aBCs BILUTUB Ha LIEHTPAIbHY
HEPBOBY Ta CEPIICBO-CYIMHHY CHCTEMHU.

[Tpu BUnasKoOBOMY MpHUIIOMIi JIKapChKOTO 3ac00y BCepearHy HEOOXiIHO MIBHIKO MPOMUTH IILTYHOK
Ta 3BEPHYTHUCS 0 Jikaps. BiacyTHii cienudiyHuil aHTUIOT 110 JIiJOKaiHy.

Hoo6iuni peakuii.

PinkicHi moGiuHi peakirii, mpo sSKi MOBIIOMIISIIOCS TIiJ] Yac JIIKYBaHHS, — I1€ MICIIEB]1 peakIlii, Takl sK
nedinHs, Oi/1b, BUCHUII Ta CBEPOIXK, AKI MOXKYTh MOIIMPIOBATUCSA 32 MEXI Micus 3acTocyBaHHSA. OKpiM
ux HeOaxaHuX e(eKTiB, BBEJCHHS PeKTalIbHOTO Kpemy [IpokTo-I'iBeHon MOXKe BUKIIMKATU Y AYyXKe
piIKMX BUMagKax aHapUIAKTUYHY pEakIlilo, BKIIOYAIOYM TakKi CUMITOMH, SK HaOpsk KBinke Ta
HaOPsIK 00IUYYS.

Ilepenik nobiunux peaxyii.

[ToGiuni peakmii HaBeIeHI HWX4YE 3a KilacaMu cucteM 1 opraniB 3rimHo 3 MedDRA. Yactora
BUHUKHEHHS: ayXe "acto (> 1/10); wacro (> 1/100 no <1/10); meuacto (= 1/1000 go <1/100); piako
(= 1/10000 mo <1/1000); myxe pinko (<1/10000) abo HeBiIOMO (HEMOXJIMBO OLIHUTHU 32 HASBHUMHU
JaHUMH). Y MeXax KOXKHOI IPyNH 3a 4aCTOTOI0 MOOIUHI peakilii MoAal0ThCs Y MOPSAAKY 3MEHIICHHS
iX cepilo3HOCTI.

3 6oky imynnoi cucmemu

Jyxe pinko | Auadinakruuni peakrii

3 6oky cepys

Jyxe pigko ‘ Cep1ieBo-CyIMHHI PO3JIaaH

3 6oky ouxanvhoi cucmemu, opeanie 2pyonHoi KIimku i cepedoCmintsl

Jyxe pinko \ Bponxocnasm

3 Ooxy wiKipu i RiOWKIpHOI KLIMKOBUHU

Pinxo Kponup'sHka, KOHTaKTHHI 1epMaTUT

Hyxe pinko HaGpsk Ksinke

Yexknaounenns 3aeanvnozo xapaxmepy ma peaxyii' y micyi 3acmocy8anHs

Pinxo Biguyrts nuckoMopTy, Jerke mnediHHs, CBepOiK, BUCHI, OUIb y Micli
HaHECEHHS

Jyxe pinko HaGpsik o6snyus, rapsyka, reMopoifaibHi remoparii

BpaxoByroun Te, 1m0 JiJOKaiH MBHUJIKO a0COpOYETHCS 31 CIM30BOI OOOJIOHKH, MOKIIMBI TPOSBU
CUCTEMHOI Aii.

Tepmin npuoamnocmi.
3 pokwu.

YmoBu 30epiranus.

30epiraTy y HEIOCTYITHOMY JJIs 1iTEH MicCLii.

30epiratu npu Temrneparypi He Butie 25 °C.

Ynakoska. 1o 30 r kpemy y TyOi; mo 1 Ty0i y KOMIIIEKT] 3 HACAAKOKO y KAPTOHHIHM KOpOOI1Ii.

Kareropis Binnmycky. be3 penenra.

Bupoonuk.
Pexopnari Innactpia Ximika e @apmaceptika C.1.A.

Micue3naxo/a:keHHs1 BAPOOHMKA Ta HOro ajgpeca Micusi NpoBa/KeHHs TilIbHOCTI.
Bia M. Uisitram 1, 20148, Minan, ITamis.
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