IHCTPYKIIA
AJIS1 MEUYHOI 0 32CTOCYBAHHS JIIKAPCHKOIro 3aco0y

MMPOKTO-TJIIBEHOJI
(PROCTO-GLYVENOL)

Cknao:

oiroui pewosunu: tribenoside, lidocaine base;

1 cymo3uTtopiii Mmictuth TpubeHo3uay 400 mr, inokainy ocHoBu 40 Mr;

oonomiogicHi peuosunu. TBepaui xup Nel (Birenicon E 85), TBepmuii sxup N2 (Birencosr W35).

Jlikapcbka gopma. Cyrno3utopii peKTajibHi.
OcHosHI i3uKo-XiMIiuHI 61acmMU80Cmi:. JKOBTYBATO-OUTOTO KOJIBOPY TOPHEAONOAIOH] CYIMO3UTOPIi,
0e3 O0po3eH, MIUTBHI, He M sIKi, 371eTKa MACJISTHUCTI, 31 CJTAOKUM XapaKTEPHUM 3aIaxoM.

dapmakorepaneBTHYHA rpyna. [Ipenapatu ist JiKyBaHHS T€MOPOIO Ta aHAIbHUX TPILIUH IS
MICIIEBOTO 3acTocyBaHHs. [HII npenapartu, komoiHaiii. Kog ATX CO5SA XO03.

Dapmakonoiuni enacmueocmi.

Dapmaroouramixa.

TpubeHo3na HaNSKHUTh O 3aCO0IB IS MICIIEBOTO JIIKYBaHHS remMoporo. TpuOeHo3un 3MeHIrye
MPOHUKHICTh KamuIsApiB Ta MUIBUILYE TOHYC CYAWH, Ma€ MpOTHU3amnalbHl BIACTHBOCTI.
AHTaroHIiCTH4YHA [ MperapaTy CIpsMOBaHa Ha JIESKl €HJOTCHHI PEYOBUHH, IO BIJIrParOTh POJIb
MeIIaTOPIB TIPH PO3BUTKY 3alaJICHHS 1 00JTIO.

JlimokaiH € MIiCIIEBUM aHECTETHKOM, 3aCIOKOIO€ CBEPODK, MEUIHHS Ta OUTb, CIIPUYUHEHI TEMOPOEM.
DapmakoKkiHemuka.

Abcopoyia. CuctemHa 6100CTYIHICTh TPUOSHO3HY TTPH PEKTAITBHOMY BBEJICHH1 CTAHOBUTD JIMIIIC
30 % Bix Ti€i, sika 6 mocsATanacs Mpy 3aCTOCYBaHHI PEYOBUHHU MEPOPATHLHO a00 BHYTPIITHHOBEHHO.
MakcumanbHa KOHIIEHTpAIlisl TpUOSHO3HUIY Ta METaOOJITIB B IJIa3Mi IOCATAETHCS Yepe3 2 TOJAUHU
MICHsE peKTanbHOro 3acrocyBanHs 400 Mr TpuOeHO3UAY Ta CTAHOBUTH | MKI/MIL

Jlinoxain Bigpa3y BCMOKTYEThCS 31 CIM30BOi OOOJIOHKH, ajie TIOraHO BCMOKTYEThCA 3
HEYIIKO/PKEHOT MIKIpH. BIOJOCTYMHICTh JiAOKAIHY MPU PEKTAIbHOMY 3aCTOCYBAaHHI CTAaHOBUTh
npuosm3HO 50 %. MakcumanbHa KOHIEHTpAITis JTiI0KaiHy B TU1a3Mi JocsraeTbes yepes 112 xBuimH
icys peKTanbHOTO 3actocyBaHHs 300 Mmr nigokainy Ta ctaHoBUTH 0,70 MKT/MII.

Po3znooin. Jlinokain siBHO 3B’s13aHU# 3 anb(al -KHUCITUM TIIKOIIPOTEIHOM.

Memabonism. B opranismi TpubOeHO3uJ aKTUBHO MeTabonidyerbcs. JlimokaiH MIBHUIKO
MeTaboi3y€eThCs B MEYIHIII.

Buseoenns. Bin 20 % no 27 % no3u TpubEHO3UIY, BBEACHOIO PEKTAIBHO, BUBOJUTHCS 3 CEUCIO Y
BUTIAA] META0OJIITIB.

Mertabounitu ninokainy ta menmie Hix 10 % He3MiHEHOTO JiI0KaiHy BUBOASTHCS 13 CEUECHO.

Kuiniuni XapakTepucTHKH.
Ilokazannsa.
MicueBe JiKyBaHHS 30BHIUIHBOTO Ta BHYTPILIHBOTO F'E€MOPOIO.

Ilpomunokasanna.
[TigBumieHa 9yTaUBICTh A0 OYIb-sIKOTO KOMIOHEHTA JIKapChKOTO 3aC00y, B TOMY YHCIi 0 aMiTHUX

MICI[€BOAHECTE3YIOUUX MpEnaparis.

B3aemooia 3 inwiumu nikapcoKumu 3acooamu ma iHuii 6UOU 63acMo0ill.



[MamienTam, sKi OpUAMAOTh NPOTHAPUTMIUHI mpemapatd | kimacy  (HampuKiIaa, TOKaiHif,
MEKCHUJIETHH) 200 iHIIII MICIIeB1 aHECTETUKH, CIi/I 3aCTOCOBYBATH JIIKAPCHKUIA 3aCi0 3 00E€pPEKHICTIO,
OCKUIBKM I1CHY€ PU3UMK BHHHMKHEHHS CYKYIMHHMX CHUCTEeMHHUX €(EKTIB 4epe3 HasBHICTH JIJOKaiHy.
[HTiGiTOpH MOHOAMIHOKCH Ia3H MTOCUITIOIOTH MICIIEBOAHANTE3YI0UY IO JIiTOKaiHYy.

Ocobnueocmi 3acmocyans.

Jlikapcbkuii 3acid ciig 3acTOCOBYBAaTH 3 OOEPEKHICTIO TMAIIEHTaM 13 TSHKKAMHU CEPIICBOIO
HE/IOCTATHICTIO, HUPKOBOIO HEJAOCTATHICTIO Ta MIEYiHKOBOIO HETOCTATHICTIO.

[NamieaTaM peKOMEHJOBAHO 3BEPHYTHCS 10 JIKaps, SKIIO CTaH HE MOKPAIIYETHCS IICIS OJHOTO
THKHSI 3aCTOCYBaHHS a00 SKIIO 3 SBWIHMCA OyAb-iKi iHINI CHMIITOMH, IO HE CHOCTepiramucs
pasimie, 3 METOI0 BUKITIOYCHHS IHITUX MOYJIMBUX MPUYUH UX MOPYIICHb.

OxpiM TOro, mpu JIKyBaHHI TeMOpPOI0 JIIKapchkuM 3acoboM Ilpokro-I'miBeHon mnoTpidHO
JOTPUMYBATUCh PEKOMEHJAIIM 1I0A0 TIrl€HH 3aJHBOTO MPOXOJYy, PYXJHUBOTO CIOCOOY KHUTTS Ta
3JI0POBOTO Xap4uyBaHHS /IS 3a0€3MEYCHHST BUTIOPOKHEHb M IKOT KOHCHUCTEHITI.

Heo0xi1HO yHHUKAaTH KOHTAKTY JIIKAPCHKOTO 3ac00y 3 OUMMa.
Cyno3utopii He MO>KHA KOBTATH.

3acmocysanns y nepioo eazimuocmi a6o 200y8anHs 2pyooro.

Bacimuicms ma 2ooysanus epyooio.

He mnpoBoammucs KOHTPOJIBOBAHI MOCITIKEHHS IIOAO TMOTEHINMHUX €(eKTiB TpuOeHO3UIy Ta
JiI0KaiHy y BariTHUX abo KIHOK, SIKI TOJIYIOTh TPYAq0. 3 METOI0 IEepPeCcCTOpPOrd peKTallbHi
cyno3utopii [Ipokro-I'iBeHO HE CITiji 3aCTOCOBYBATH MPOTATOM MEPIIOTO TPUMECTPY BarirHOCTI.
Jlikapcpkuii 3aci0 MOJXHA 3aCTOCOBYBAaTH 3 4-TO MiCAIlsl BariTHOCTI Ta JKIHKaMm, SIKI TOAYIOThH
TPYAIIO, 3 AOTPUMAHHSIM PEKOMEHJOBAHOTO JO03yBaHHS, BPAaXOBYIOUM MOXJIMBHM pPU3HMK SIK IS
Marepi, Tak 1 A1 TUTHHU.

DepmunvHicmo.

JlocmiKeHHS TOKa3yI0Th, 1110 JIII0OKATH HE BILUTUBAE HA (DEPTHIIBHICTD.

Hemae nanux npo moTeHIIHHMN BIUTUB TPHOCHO3HUTY Ha (PePTUITBLHICTD.

30amuicmo énaueamu HA WEUOKICMb PeaKyii npu KepyeanHi aemompancnopmom ado inuumu
MexaHnizmamu.

3actocyBanHsa [Ipokro-I'niBeHony He BIUIMBae a00 BIUIMBA€ HE3HAYHO HA 3JATHICTh KepyBaTU
aBTOTPAHCIOPTOM a00 MPALIOBATH 3 IHIIUMU MeXaHI3MaMHU.

Cnocio 3acmocysannsa ma 003u.

3acTOCOBYBATH PEKTAJIBLHO JOPOCIUM.

ITo 1 pekTtambHOMY CYMO3UTOPII0 BBOJAATH BpPaHIll Ta BBeUepi 0 3HUKHEHHS FOCTPUX CHMIITOMIB.
[Ticns mporo M03y MOXHa 3MEHIIMTH A0 3acTocyBaHHs | cymo3utopis Ha n00y. TpuBamicts
JIKyBaHHS BU3HAYAE JIIKApP 3aJIEKHO BIJ TSHKKOCTI Eepediry 3aXBOPIOBAHHS.

Himu.

He 3acrocoByBaTH IiTAM, OCKUIBKHM JJaH1 IIOJI0 3aCTOCYBAaHHS JIIKAPChKOTO 3aco0y B Il BIKOBIH
TpyIi BiACYTHI.

Ilepeoo3ysanna.

Hemae panmx mono mnepeno3yBaHHs Jikapckkoro 3aco0y IIpokto-InmiBenon. He ouikyeThes
nepe103yBaHHsl, SKIIIO Mperapar 3aCTOCOBYEThCS BIIMOBIAHO O CXEMHU JJO3yBaHHS.

[Tig yac mocnimKeHb Ha TBaApUHAX MPH Mepeo3yBaHH1 JTiI0KaiHy BiIMi4aBcs BIUTMB Ha IICHTPAIbHY
HEPBOBY Ta CEPIIEBO-CYIMHHY CUCTEMHU.

[Tpu BUMaAKOBOMY IPUIOMI JTIKAPCHKOTO 3ac00y BCepeIMHY HEOOXiTHO MIBHAKO MPOMUTH IITYHOK
Ta 3BEpHYTHCA 10 Jikaps. BiacyTHiil cneuniyHui aHTUIOT A0 JiI0KaiHYy.



I06iuni peakuii.

PinkicHi mo06iuHi peakirii, mpo sKi MOBIIOMIISIIOCS 1T Yac JIIKYBaHHSI, — 1€ MICIIeB1 peakIii, Taki 5K
neviHHs, OlTb, BUCHI Ta CBEPODK, SIKI MOXKYTh IMOIIKUPIOBATHCA 32 MEXI Micls 3acTocyBaHHs. OKpiM
uXx HeOakaHUX e(DeKTiB, BBEICHHS PEKTAJIbHUX CYNo3UTOPiiB IIpokTo-I TiBEHOT MOXKE BUKIUKATH
y IyXe PIAKUX BUMAAKaX aHA(UIaKTHUHY peaKilifo, BKIOYAI0UU TaKi CHMITOMH, sIK HaOpsik KBiHke
Ta HAOPSK 00IMYYs.

Ilepenix nobiunux peakyiu.

[ToOiuni peakuii HaBeneHI HIKYE 3a KjacamMu cucteMm i opraniB 3rimHo 3 MedDRA. YacroTa
BHHHUKHEHHS: JTy)Ke gacto (> 1/10); gacto (> 1/100 mo <1/10); mewacto (> 1/1000 mo <1/100); pinko
(> 1/10000 mo <1/1000); myxe pigko (<1/10000); HEBiTOMO (HEMOKJIMBO OI[IHUTH 33 HASIBHUMHU
JaHUMH). Y MeXax KOXKHOI TPy 3a YaCTOTOI0 MOOIYHI peakilii MoJal0ThCs y HOPSAAKY 3MEHIICHHS
X cepHO3HOCTI.

3 60Ky imyHHOI cucmemu

Hyxe piako ‘ AnadinakTuuHi peakiii

3 boky cepys

Hyxe piako \ Cep1ieBo-CyIMHH1 pO3JaIl

3 60Ky ouxanvHol cucmemu, OpeaHie epyoOHoi KIimKU i cepedoCminHts

Jlyxe pigko ] bponxocnasm

3 60Ky wiKipu i NIOWKIPHOIL KIIMKOBUHU

Pigko Kponup’sgHKa, KOHTAKTHUHN 1€pPMATUT

Jlyxe pigko Habpsxk KBinke

Ycxknaounenns 3azanvnozo xapaxkmepy ma peakyii' y Micyi 3acmocy8antsi

Pinko BiguyTtTss nmuckomdopty, Jierke NediHHs, CBEpODK, BUCHI, OUTh y MicIli
3aCTOCYBAHHS

Jyxe piako Habpsik o6mmyysi, rapssuka, reMopoigaibHi reMoparii

BpaxoByroun Te, mo JigokaiH MIBHIKO a0COpPOYEThCSA 31 CIM30BOi OOOJIOHKH, MOJKIIMBI MPOSBU
CUCTEMHOI Jil.

Tepmin npuoammuocmi.
5 pokiB.

YMoBH 30epiraHus.
36epiratu npu Temnepatypi ve Buiie 30 °C.

30epiraT¥ y HEAOCTYITHOMY IS JITeH MicIii.

YnakoBka. Ilo 5 cymo3utopiiB B amoMiHieBid oJib3i, JTaMiHOBaHId TMOJIETHIEHOM Ta
MOJIIPOTIEHOM, TI0 2 OicTepu y KapTOHHIN KOPOOIIi.

Kareropis Binnycky. bes penenra.

BupooOnuxk.
Henbsdapm FOniar C.A.C.

Micue3HaxoakeHHsI BHPOOHUKA TA HOro aapeca Micusi NPOBaJKeHHsI AiAIbHOCTI.
26 pro ae ns Hlanens, 68330 FOniHT, paniris.
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