IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

COJITIATIEiH AKTUB

(SOLPADEINE ACTIVE)

Cknao:
Oitoui pevosuHu: TTapaleTaMo, Kodein;
1 Tabnetka mictuth 500 Mr napareramony, 65 Mr Kodeiny;

donomidcHi peuosuHu: copOit (E 420), caxapuH HaTpilo, HATpilo rifpokapOOHAT, MOBiMOH, HATPiIO
nmaypuicynabdaT, JUMEeTUKOH, KMCJIO0Ta IMMOHHa 0e3BogHa, HaTpPilo KapOoHAT 6e3BOTHNUN.

JIikapcbka ¢opma. TabneTKy MUY Yi.

OcHoBHi (pi3UKO-XIMIYHI 81aCcMUBOCMI: TITIOCKi 61/T0T0 KOIhOPY TabNEeTKH 3i CKOIIEHUMHU KPasiMH,
piBHi 3 ogHOro OOKY Ta 3 JTiHi€I0 PO3TIOMY 3 iHIIIOTO.

®dapMakoTepaneBTUYHa Irpyna.

Ananretuku Ta antumipetuku. Kog ATX NO2B Eb1.

®Papmako102iuHi 8 1acmueocmi.

dapmakoOuHamika.

[TapareTamor € aHaNTreTUKOM-aHTUIIipeTUKOM. EekT 6a3yeThcst Ha iHTiOyBaHHI cuHTE3Y
IIpOCTarlaHOuHIB ¥ eHTpanbHii HepBoBiu cucteMi (LIHC). briokyBaHHS cuHTEe3y IepudepruyHux
IIpOCTarJIaHOWHIB € He3HaYHUM, TOMY [1apaleTaMoJI YaCTKOBO iAXOAUTH [JIA MALi€HTIB, O SKUX
6710KyBaHHS NepupepUudHNX IPOCTarIaHOuHIB € HebaxkaHUM (HanpuKiiak, AJid MallieHTiB, y IKUX B
aHaMHe3i BifMidamach HITyHKOBO-KUIIIKOBa KPOBOTEYa).

Kodein 36imbinye eeKTUBHICTh aHanTe3il 3aBOsKY 30ymKyBambHOMY eekTy Ha LIHC, 1m0 Moxe
YCYBaTH fenpecito, sika 4aCTO CYIPOBOMKYE Oiflb.

dapmakoKiHemuxka.

[TapaiteTamMos1 Ta KodeiH IMBUIKO Ta MaiKe MOBHICTIO aOCOPOYIOTHCS Y IITYHKOBO-KHIIKOBOMY
TpakTi. PIBHOMIPHO PO3MOOiNse€ThCs MO BCiX piguHax opraHiaMy. 3B’sg3yBaHHs 3 OiTKaMu MJ1a3Mu



KPOBi € MiHiMa/IbHUM IIPY IPUAOMIi B TEPATIEBTUYHUX [03aX.

[Tapametamon Ta KogeiH MeTaboi3yI0ThCS ITIepeBaxkHO B MEYiHIl Ta BUNINSIIOTHCS i3 CeYel0 y
BUTIAA] IPOAYKTIB IIEPETBOPEHHS.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHA.

Binb cepenHboi Ta CUIBHOI iIHTEHCUBHOCTI (TOMOBHMUI 0inb, MirpeHs, M’'I130BO-CKeIeTHUM 0inb, 6inb y
M’s13ax, 3yOHu 0inb, Oinb micns BumaneHHs 3y0a Ta 3yOHUX mpolenyp, 0ilb y TOpiIi, nepioguyHuii
6ine mim Yac MeHCTpyallil), rapsg4ka Ta Oinb miciig BakKIMHaLlil, MigBUIeHa TeMIepaTypa Tina.

IIpomunoka3aHHA.

linepuyyTnuBiCTh IO MapaleTamMoiy, Kopeiny abo 0o Oyab-IKOro iHIIIOr0 KOMIIOHEHTA JIiIKapChKOTO
3aco0y B aHaMHe3i; TAXKKi NOpyIIeHHS (QyHKII MediHku Ta/abo HUPOK; BPOIXKEeHa
rinepbinipy6inemis; mediuut riroko30-6-pochaTaerinporeHasy; aaKkoroyi3M; 3aXBOPIOBAHHS KPOBI,
BUpaxKeHa aHeMis, IeMKOIeHis; CTaHU MigBUINEHOT0 30yIKEHHS, TOPYIIIEHHS CHY, eIiNerncis;
BUpaxKeHe MiIBUIIIeHHS apTepialbHOTO TUCKY, OpPraHiuHi 3aXBOPIOBAaHHS CEPLeBO-CYAUHHOI CUCTEMH,
y TOMY YMCIIi TSIXKKUH aTepOCKJIePO3, TSIKKa TinepToHiYHa XBopoOa; JeKoMIIeHCOBaHa ceplieBa
HEeJOCTaTHICTh, TOCTPHUY iH(hapKT MioKapaa, IapoKcu3MasbHa TaxXiKapmis, TiepTupeos, TOCTPUi
TIaHKPeaTHuT, TAXKKi popMu yKpoBOTO fiabeTy, rimaykoMa; Bik moHan 60 poxis.

He 3acTocoByBaTu pa3oMm 3 iHribitopamu MoHoaMiHOKcuma3u (MAQO) Ta mpoTSIroM 2 THXKHIB Mics
IPUNMHEHHS 3aCTOCyBaHHs iHTrib6iTopiB MAO.

[TpoTunokasaHo NallieHTaM, Ki IPUIAMalOTh TPULKKIIIUHI aHTUAenpecaHT abo 6eTa-6710KaTOPHU.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

[IIBupKiCcTh BCMOKTYBaHHS IIapalleTaMojy MoxKe 30ibIyBaTUCS IPU 3aCTOCYBaHHI METOKIIOMpaMiTy
Ta JOMIIEPUOOHY i 3MEHIITYBaTUCS IIPK 3aCTOCYyBaHHI X0JIeCTUPaMiHy. AHTUKOATryJISHTHUU e(peKT
BapdapuHy Ta iHIIKUX KyMapHHiB i3 MiABUIIEHHSAM PU3UKY KPOBOTEYl MOXKe IIOCUIUTUCS BHACIIIOK
TPUBAJIOTO PETYISIPHOTO 3aCTOCYBaHHA IlapalieTamMoiny. [IpuiioM pa3oBuUx 003 He NPOSIBIISE 3HAYHOTO
edekty. BapbiTypaTy 3MEHIIYIOTh XKapO3HUKYBaIbHUM eheKT mapaleTamMosy. AHTHCYIOMHi
npenapaTy (BKiIo4Yawuu GheHiToiH, 6apbiTypaT, KapbaMaseiH), Ki CTUMYITIOI0Th
aKTUBHICTh MiKPOCOMAaIbHUX (PePMEHTIB IEeYiHKH, MOXKYThb ITOCUIIOBAaTH TOKCUYHHUY BIIJIAB
IapaleTaMojly Ha [Ie4iHKY BHACJIIOOK ITiIBUILIEHHS CTYIIeHs IePEeTBOPEHHS IIpenapary Ha
rernaToToKCu4Hi Metabomnitu. [Ipy ogHOYaCHOMY 3aCTOCYBaHHI ITapalleTaMoIy i3
rernaTOTOKCUYHUMHU 3aco0aMu 30iIbIIyETHCSA TOKCUYHUN BILJIUB IIPeNapaTiB Ha MeYiHKY.
OpgHoYacHe 3aCTOCYBaHHS BUCOKUX 103 I1apaleTaMoily 3 i30Hia3ufoM MiiBUILYE PU3UK
PO3BUTKY relaTOTOKCHYHOTO CUHAPOMY. [lapaneTaMos 3HUXKY€E e(PeKTUBHICTh AiyPETHUKIB.

Crnim 3 00epexkHICTI0 3aCTOCOBYBATH MTapaleTaMoll OMHOYACHO 3 (IIyKIOKCAIMIIIHOM, OCKiJTbKH
OOHOYACHMH MMPUHOM acOIif0BABCS 3 META0OTIYHUM aIlMI030M 3 BUCOKMM aHIOHHUM IIPOMiXKKOM SIK



HACJIiIKOM IiporayTaMiHOBOTO allui03y, 0COOIMBO V MAIliEHTIB 3 (aKTOpaMu PU3UKY (IUB. PO3MiN
«OCc06IUBOCTi 3aCTOCYBAHHS»).

He 3dCTOCOBYBATH OOHOYACHO 3 aJIKOTOJIEM.

OpHovacHe 3acTocyBaHHS Ko(elny 3 inribitTopamu MAO MoxkKe CIPUYMHUTH HeOe3MeuHu miaiomM
aptepianpHOTO THCKY. Kodeln mocumioe edekT (mokpaimiye 6i0qoCTyMHICTh) aHANT e TUKIB-
AHTHUIIIPETHUKIB, MOTEHIII0E edEKTH MOXiTHUX KCAaHTUHY, anbda- Ta 6eTa-afpeHOMiIMETHKIB,
IICUXOCTHMYJTIOI0UMX 3aC00iB.

LlumeTuanH, TOPMOHAIbHI KOHTPALIEITUBHY, 130Hia3U[ TOCUITIOIOTE [Iif0 Kodeiny.

Kodein 3HMKYE eheKT OomioifHUX aHaNITeTUKIB, aHKCIOITHKIB, CHOINHUX i cemaTUBHUX 3aC00iB, €
aHTaroHicToM 3aco0iB 71 HAPKO3y Ta iHIIKX MpenapaTis, 110 TpurHiuyioTs [JHC, KOHKYpeHTHUM
aHTaroHicToM mnpemnapartiB ageHo3uny, ATO®. IIpu omHOYaCHOMY 3aCTOCYBaHHI KOGEIHY 3 eproraMiHOM
IIOKPAIIyETHCS BCMOKTYBaHHS €pProTaMiHy 3 TPaBHOTO TPaKTy, 3 TUPEOTPOIIHUMHU 3acofaMu -
HiABUINYETHCS TUPEOINHUM e(eKT.

Kodein Moxke mocunuTu BUBEOEHHS JIiTiI0 3 opraHiaMy. ToMy He peKOMEHYETHCS OOHOYACHE
3aCTOCyBaHHS JIiIKapChKOT0 3ac00y 3 IpenapaTaMH JIiTifo.

Oco06.1u8ocmi 3acmocyeaHHsi.

Jlikapcbkui 3acib MiCTUTB TapaleTamoJ, TOMY HOT0 He CJTiJ 3aCTOCOBYBaTH i3 iHIIMMMU IIpernapaTaMHy,
110 MICTATh IIapaleTamMoyl Ta 3aCTOCOBYIOTHCS, HAIIPUKIIAL, OJ19 3HUXKEHHS TeMIIePaTypH, TiKyBaHHS
007110, CUMIITOMIB I'PUIY Ta 3aCTyAu ab0 6e3coHHs. OgHOYaCHe 3aCTOCYBaHHS Pa30M 3 iHIIMMU
IIpenapaTamy, 110 MICTATH IIapareTaMo, MoXe [IPU3BEeCTH [0 [Iepefo3yBaHHs.

[Tepeqn 3acTOCYyBaHHSIM IIpenapaTy HeoOXimHO MOPaguTUCS 3 JTiKapeM, SKII0 BU 3aCTOCOBYETE
BapdapuH yu moniOHi IpenapaTH, IKi MalOTh aHTUKOAryISHTHUM edekT. CIlif BpaxoByBaTH, 110 ¥
XBOPUX 3 aJIKOTOIbHUMU HEIIMPOTUYHUMHU YPakKeHHSIMHU MTeYiHKY 30ibIIyETHCS PU3UK
renaToTOKCHUYHOI il mapaleTaMory.

[ToBimomIsiyiOCS IPO BUIIaAKXA MeTabOJiYHOTO allu03y 3 BUCOKUM aHiOHHUM ImpoMixkkoM (high anion
gap metabolic acidosis (HAGMA)) K HacnligKy DiporayTaMiHOBOTO alfif03y V HAlLi€HTIB 3 TIXKKUMU
3aXBOPIOBaHHSIMU, TAKUMU 5K TSIKKa HUPKOBA HEJOCTATHICTh Ta Celcuc, abo y nalieHTiB 3
He[OCTaTHIM XapuyyBaHHSM 4YM iHIIMMU [XKepenaMu AediluTy rIyTaTioHy (HalpUKilaf, XPOHIYHUN
asIKoT0J1i3M, Ceplio3He BHCHaXKeHHS OpraHi3My, aHOpPeKCis, HU3bKUM iHIeKC MacH Tifla abo cercuc),
SKi JTiKyBanucs IapaleTaMojioM y TepaleBTUYHIM 1031 TPOTIroM TpUBajoro nepiogy abo
koMOiHali€eto napateTamMoiy Ta Gryknokcanuniny. CuMnromaMyu MeTabo0JigyHOTO aluao3y € rIuboKe,
IIPUCKOPEHe YU YTPyOHEHe OUXaHHS, HynoTa, O6JII0BaHHS, BTpaTa alleTUTy. Ko € mifo3pa Ha
HAGMA K Hacnifok miporiyTaMiHOBOTO allufio3y, PEKOMEHAYEThCSA HETaHO IPUIIMHUTHU
3aCTOCYBaHHS IapaleTaMoy Ta IPOBOOUTH PeTeIbHUI MOHITOPUHT CTaHy NallieHTa. BuMipioBaHHS
PiBHS 5-0KCOMPOJIiHY B cedi Moxke OyTH KOPUCHUM AJis ineHTH}iKallil mipornyTaMiHOBOTO allufo3y K
ocHOBHOI TpuyuHA HAGMA y maIfi€HTiB 3 MHOXKXUHHUMY (HaKTOpaMU PU3UKY.

ZAKII0 CHMIITOMY He 3HUKAIOTh, He0OXiTHO 3BEPHYTUCA [0 JTiKaps.

[Tig yac nmikyBaHHS NpenapaToM He PEKOMEHAYEThCS BXKUBATU HaAMIpHY KiNlbKiCTh HAIOIB, 110
MiCTSITh KOo(eliH (TaKux SIK KaBa, Yail Ta HmeskKi inmri Hamol). Lle MoxKe IpU3BECTH [0 pobieMu 3i
CHOM, TPEMOPY, HEIIPHEMHOTO BiTUyTTs 3a TPYAHUHOIO Yepe3 CepleOUuTTs, HAalPyKEHOCTi,



OpPaTiBIUBOCTI.

[Tpu 3axBOPIOBaAHHSX NMEeYiHKM a00 HUPOK Iepef] 3aCTOCYBaHHSAM IpernapaTy MOTPiOHO opaguTUCs 3
nmikapeM. OOMeXeHHS 100 3aCTOCYBaHHS IIpenapaTy TaKMMU MallieHTaMy B IIEPIILY 4epry
00yMOBIIeHi BMiCTOM ITapareTamoiny. [IpemapaT Moxe BIUIMBATH Ha Pe3yJIbTaTé 1ab0paTOPHUX
[OCTiAKEeHb 00 BMICTy B KPOBI I'TIIOKO3U Ta C€4Y0BO1 KUCIIOTH.

[MamienTaM, SKi NPUIMalOTh aHANITETUKY KOXKEH [eHb IIPU apTpUTax JIeTKoi ¢hopMu, HeoOXimHO
IIPOKOHCYJIbTYBATHUCS 3 JIiIKapeM.

1 TabneTka mictuth 427 Mr HaTpito. Lle ciif BpaxoByBaTH MallieHTaM, SIKi JOTPUMYIOThCS Ai€TH 3
KOHTPOJILOBAaHUM BMiCTOM Hatpito. [Ipemapart MicTuTh copOiT y KinbkocTi 50 mr/Tab. ITarienTam 3
PigKiCHUMM CIlafKOBUMH (HhOpMaMU HeIlePeHOCUMOCTi GPYKTO3U He CIIif IpUiMaTH Iiei mpemnapar.

30epiraTu mpemnapar 103a I10JIeM 30pY [iTel Ta Y HeIOCTYITHOMY [Jis AiTe¥ MicIIi.

3acmocysaHHs y nepiod eazimHocmi abo 200y8aHHA 2py0010.

He pekxoMeHy€eThCS 3aCTOCOBYBATH y IIePiof BariTHOCTI, OCKiIbKY MiABUIIYETHCS PUUK
CIIOHTAHHOT'0 BUKU[HS, TIOB’SI3aHOTO i3 3aCTOCYBaHHAM KO(deIHy.

He pekoMeHOyeThCS 3aCTOCOBYBATH JIiKapChKul 3acib y mepion romyBaHHS IPYIIIO.
[TapaneTamor i KopelH MPOHUKAIOTh V TpyAHe MoIoKo. KodelH y TpygHOMY MOJIOIl MOXKe
MaTHu CTUMYJTIOIOUMH BIIJIUB HA HEMOBJIAT y MEPiOf TOAYBaHHS IPYAMIO, ajie 3HaYHOl
TOKCHYHOCTI He CIIOCTepiranaocs.

30amuicmb 8niugamu Ha weudKicmb peakuii npu kepysaHHi asmompaHcnopmom abo iHwumu
MexaHizmamu.

VIMOBIpHICTH BIIJIUBY MalXKe BilCyTHS.

Cnoci6d 3acmocyeaHHsi ma do3u.
[Ipenapat npu3HadYeHUN OJjid IepopabHOrO IPUNOMY.
He nepesuiysaT peKOMeHIOBaHy A03Y.

Crnip 3acToCcOByBaTH HaWHUKYY O3y IIpenapaTy, HeoOXiIHY [AJIsT OTPUMaHHS JIiKyBaJlIbHOTO e(EeKTY,
IIPOTATOM HAaMEHILIOI0 IPOMiXKKY 4dacy.

[HTEepBaI MiX IpHOMaMU Ma€ CTaHOBUTH He MeHIlle 4 TOOUH.

Ilopocaum, ocobam aimHv020 8iKy ma dimsam sikom 8i0 12 pokis: 1-2 TabneTku HEOOXiTHO
PO3YMHUTH Y IiBCTaKaHa Boau. [IpuiiMaTu KoxkHi 4-6 roguH 3a HeoOXximHicTIo. He ciipg npuiimatu
6inbire 8 TabneTok (4000 mr mapaneramony / 520 Mr Kodeiny) npoTarom 24 rogu.



Himu. He peKOMeHyeThCA 3aCTOCOBYBATH IiTAM BIKOM [0 12 POKIB.

Ilepedo3yeaHHsi.
Ilapauemamoun.

[Tepeno3yBaHHS MTapaneTaMoIy MOXKe CIPUYMHUTY IIeYiHKOBY HEJOCTATHICTD, 1[0 MOXKe IPU3BECTU
[0 BUHUKHEeHHS HeoOXigHOCTI TpaHCIIaHTallil medinku abo [0 neTanbHOro Hacuigky. CrocTepirascs
TOCTPHUY MMaHKPEeaTHUT, 3a3BUYall OMHOYACHO 3 MTOPYIIeHHIMHU QYHKIIiI TeYiHKY Ta
relaToOTOKCUYHICTIO. YpaXKeHHS MeUiHKU MOXKJIMBE V IOPOCIHNX, SKi NpuiHanu 6-8 r i Ginbie
mapaleTamoly, Ta y giTeH, o mpuiHsaau 6inbine 150 Mr/Kr macu Tina. V maiiieHTiB 3 ¢pakTopaMu
PU3HUKY [TpHuBasie NiKyBaHHS KapOaMa3zerinoM, ¢eHob6apbiToHOM, QPeHiTOIHOM, TPHMigOHOM,
pudamnIinmHOM, 3Bipo60€EM UM iHITUMU JIiIKapCEKUMU 3aco0aMu, 10 iHAYKYIOTh PepMeHTH NeYiHKY;
perynsipHuil IpUioM HaAMipHUX KiIbKOCTEH eTaHOIy; TNyTaTiOHOBa KaXeKcisd (po3nagu TpaBlIeHHS,
MyKoBiciumo3, BIJI-indexiis, romof, kaxekcis)] npuitoM 5 T abo 6inblre mapareTamMosy Moxke
IIPHU3BECTH 10 YPaXKEeHHS MeYiHKHU.

[Tpu nepeno3yBaHHI HeoOXigHa IBUAKA MeOUYHA HonoMora. JIikyBaHHS MOTPiGHO po3moyaTu
HerauHO. CJIif HOCTABUTH Ialli€eHTa Y JIIKapHIO, HaBiTh SKIIO BiICYTHI paHHI CUMIITOMU
nepeno3yBaHHS.

CuMIiToMu mepeno3yBaHHs y mepii 24 roguHu: 67igicTs, HygoTa, 60BaHHS, BTPaTa alleTUTY Ta
abmominanbHUM 6inb. [JOCBiA MOKa3ye, 110 KITiHIYHI CUMIITOMY YPaXKeHHS MeYiHKU CTAlOTh MTOMITHUMHU
3a3BU4ay yepes 24-48 roguH micns nepeno3yBaHHS Ta NOCATAIOTh MaKCUMyMy 3a3BA4Yau yepe3s 4-6
ni6. MoxXyTh BUHUKATH MOPYIIEHHS MeTab01i3My T/II0K03U Ta MeTabO0MiYHNM allig03.

CuMImToMu Iepefo3yBaHHS MOXKYTh He BioOpaxKaTu TAKKOCTi epefo3yBaHHS Yl PU3UKY YPaKeHHS
oprasiB. HeraiilHa Megu4Ha fonoMora € HeoOXifHOIO IIpY ITepefo3yBaHHi, HaBiTh K0 CUMITOMU
niepeno3yBaHHs He CIIOCTEPIralThCs. JKIN0 mepeno3yBaHHs MiATBEPAXKEHO ab0 TimbKu
IiM03PIOETHCS, TalliEHTa HeOOXiTHO MOCTABUTH [0 HAMOIHUKIOr0 MEAUYHOTO IIYHKTY, Ie HOMY
3MOXKYTh HaflaTH HEBiIKIagHy MeOUYHY OOIOMOTY Ta KBasidikoBaHe nikyBaHHS. Lle HeoOXigHO
3p0o0uTH, HABITh KO CHMIITOMH IIepefo3yBaHHS BiCYTHI Yepe3 PU3UK BiIKJIafleHOT0 YpaKeHHSs
neyvinku. CJiif pO3TJIsSHYTH JIiKyBaHHSI aKTUBOBAHUM BYTUIJIAM, SIKIO0 HaAMIPHY [03y IapaleTaMoiy
Oyno npuitHaTO y Mexkax 1 rogunu. KoHIeHTpallis mapaleTaMosly B IJla3Mi KpPOBi ITOBUHHA
BUMipIOBaTHUCS Yyepe3 4 roguHu abo misHimne micns npuiiomy (6inbIl paHHI KOHIIEHTPAILIII €
HefgocToBipHUMHM). JIiKyBaHHS N-alleTUIIIHCTEIHOM MOxKe OyTH 3aCTOCOBAHO IIPOTITOM 24 TOguH
IIiCJIs IPUMOMY ITapalleTaMoIly, ajie MaKCUMaJlbHUW 3aXUCHUN e()eKT HacTa€ IIPU KOro 3aCTOCYBaHHI
IpPOTATOM 8 rOAuH micns npuiiomMy. EQeKTUBHICTE aHTUOOTY Pi3KO 3HUKYETHCS IIICIIA LBOTO Yacy.
[Tpu HeOOXiMHOCTI NalliEHTy BHYTPIITHEOBEHHO BBOAATh N-alleTUIIHICTEIH, 3TifHO 3 peKOMEHI0BaHUM
no3yBaHHSAM. [Ipu BigcyTHOCTI 6/1t0BaHHST MOXKHA 3aCTOCYBaTH METIOHIH IIEpOpaIbHO SIK BifMOBIgHY
aJlbTEPHATHUBY Y BifaJleHUX palOHax [103a JikapHelo.

[Ipu TSXKKOMY OTPY€EHHI ITe4iHKOBa HEJOCTATHICTh MOXKe MIPOrpecyBaTH OO0 eHlledanomnarii,
KPOBOBUJIMBIB, TiIOTIiKeMil, KOMU Ta MaTH JIeTaJIbHUM HACIigoK. [0CTpa HUPKOBAa HEOOCTATHICTD 3
TOCTPUM HEKPO30M KaHaslblliB MOXKe IIPOSBISITUCS CUILHUM IIOIIEpeKOBUM 00jIeM, reMaTypi€lo,
IIPOTEIHYpi€lo i PO3BUHYTHCS HaBITH IPH BiICYTHOCTI TAXKKOTO ypakKeHHS MediHku. Big3Hadanacs
TaKOXK CeplieBa apuTMmis.

[Tpu TpuBasoMy 3aCTOCYBaHHi IpenapaTy y BeJIMKUX A03ax 3 00Ky OpraHiB KDOBOTBOPEHHS MOXKe
PO3BUHYTHUCS allyIaCTUYHA aHEMisl, TAHLIUTOIEHis, arpaHyIOLKUTO3, HEUTPOIIeHis, TeHKOIeHis,



TpomOouuTomneHis. [Ipy mpuiiomMi BenuKuX 003 3 00KY IIeHTPaIbHOI HEPBOBOI CUCTEMU MOXKJIUBE
3arraMOpPOYEHHS, ICUXOMOTOPHE 30yIKEeHHS i MOPYIIeHHs OpieHTallil; 3 60Ky CeY0BUOINIBHOI CHCTEMHU
— He(POTOKCUYHICTh (HUPKOBA KOJTiKa, iHTEepCTULiaTbHUYM HEPPUT, KAIliIAPHUN HEKPO3).

Kogein.

[Tepeno3yBaHHs KOGeIHy MOXKe CIPUUUHUTH OiNb B emiracTpasnbHid OinsHI, O1I0BaHHS, Aiypes,
IIPUCKOPEHE OUXaHHS, Taxikap/ilo YU CEepPLIEBY apUTMil0, BIJIUBATH Ha LIEHTPAJIbHY HEPBOBY CUCTEMY
(6e3coHHS, HECIIOKIiM, HEPBOBE 30YMKEHHS, XBUIIOBAHHS, TPUBOXKHICTh, 3allaMOPOYEHHS,
OpaTiBNIMUBICTh, CTaH aeKTy, TpeMop, cymoMu). KiTiHiuHO BazK/IMBi CUMIITOMU ITePef03yBaHHS
Ko(eIHOM IOB’g3aHi TaKOXK i3 CEPHO3HUM ypakeHHSIM [IeUiHKU ITapalleTaMOoJIoM, III0 MoXkKe
CIIOCTEpPIraTUCh IPU MPUMOMI TaKol KiIbKOCTi Ipemnapary, SKa BUKJIUKaE Tepefo3yBaHHSI KOPeiHoM.
CroenudiyHOro aHTUAOTY HEMAE, ajie MiATPUMYyBalbHi 3aX0[1, TaKi K 3aCTOCYBaHHS aHTAroOHiCTiB
OeTa-agpeHOPELeNTOPiB, MOXKYTh MOJIETIINTH KapaioTokcuuHui edext. HeoOXimHO TPOMUTH LITYHOK,
PEeKOMeHi0BaHa OKCUTeHOTepallisl, IIpy CygoMax - gia3denaMm. CUMITOMaTU4YHa Tepallid.

Hampito 2idpokapboHam.

Bucoki no3u HaTpito rigpokap0oHaTy MOXYTh CIPUYHUHUTHU TTOPYILIEHHS 3 O0KY IITYHKOBO-KUIIIKOBOTO
TPaKTYy, TakKi K BifpuxKKa i HyJoTa, a TAKOXK CIPUYMHUTH TilepHaTpieMito, TOMy HeOOXigHO
KOHTPOJIIOBATH €JIEKTPOJIiTHUYM OajlaHC Ta 3a0e3MeYnTH MallieHTaM BifiTIOBiHE JTiKyBaHHS.

ITobiuni peakuii.

[HdopmMmatliito mpo npuBefeHi HUKYe MoOiYHI peakirii 6y10 OTpUMaHO B IIPOIIECi TOCTMAaPKETHHTOBUX

crocTepexeHb. BoHa moBimoMseThCS HOOPOBIIBHO Ta OTPHMaHa Bif IOMyIALil MallieHTiB HeBimoMoi
YHUCEeJbHOCTI, TAKUM YMHOM 4YacTOTa HAaHUX MMOOIYHUX peaklliit € HeBioOMOIo, IIPOTe, HaiMOBipHillle,

BOHHU € pigkicHumu (< 1/10000).

[To0ivyHi peakirii, 00YMOBNIEHI ITapalleTaMOoJIOM
3 60Ky cucmemu kposi ma AimpamuuHoi cucmemu: TPOMOOITUTOIIEHIST, arPaHYIOLUTO3.

3 6oky imyHHOI cucmemu: aHa(dimaKCis, peakilil rimepYyTINBOCTI Ha IIKipi, BKIOYAIOUH Cepeq
iHIIKMX BUCUI Ha WIKipi, aHTioOHeBpPOTHYHUM HAOPSK, cuaapoM CTiBeHca - [[3KOHCOHa,
TOKCUYHUY ellifepMalbHUN HEKPOIi3.

3 60Ky duxaabHOI cucmemu, opaaHie 2py0HOi Kaimku ma cepedocmiHHsA: GPOHXOCIIa3M Y TMAIliEHTIB,
YYTIMBUX [I0 alleTHICAJIIIUIOBOI KMCJIOTH Ta [0 iHIIMX HECTEPOIMHUX IPOTU3aNabHUX 3aC00iB.

3 6oky eenamobisiapHoi cucmemu: TIOPYIIEHHS PYHKIIil TeYiHKY.

ITopyweHHs memaboai3amy ma Xapyy8aHHs: MeTaGOoiYHKIA aIUI03 3 BACOKUM aHIOHHUM
IpoMikKoM (4acTOTa HeBimoMa).

Onuc okpemux nobiuHUX peakuyi:
MeTabomiyHni anu03 3 BUCOKUM aHiIOHHUM IIPOMIiKKOM.

Bumapku MeTa00ivHOT0 alluI03y 3 BUCOKUM aHiIOHHUM IIPOMiXKKOM SIK HACIIIKY MipOorTyTaMiHOBOTO



alMIo3y CIOCTePiraaucs y NalieHTiB 3 pakTopaMu PpU3UKY, 5SIKi 3aCTOCOBYBAJIM IapaleTaMo (IuB.
po3min «Ocob6nauBoCTi 3acTOCyBaHHS»). [TipornyTaMiHOBUY alli03 MOXKe BUHUKATU BHACTIIOK
HU3bKOI'0 PiBHSA IJIyTaTiOHY y LIUX MAI[i€HTIB.

[To6iyHi peakirii, 06yMoBIeHi KobeiHoOM

3 60Ky yeHmpa/abHoi Hep8osoi cucmemu: 3allaMOPOYEHHS, TOJIOBHUY Oillb.

3 60Ky cepueso-cyouHHoOi cucmemu: IPUCKOPEHE CEPILIEOUTTS.

3 60Ky WAYHKOBO-KUWK0B8020 Mpakmy: ILITYHKOBO-KHAIIKOBUY PO3JIaf.

3 6oky ncuxiku: 6e3COHHS, HECITOKiii, TPUBOXKHICTh Ta OPATiBIUBICTh, HEPBO3HICTh.

[Ipy opHOYACHOMY IIpUUOMI IIperiapaTy B peKOMEeHO0BaHUX 403aX i3 MPOLYyKTaMy, 110 MICTATh
KodeilH, mipBuIlleHa fo3a Kodeiny, M0 BUHUKAE TaKUM YMHOM, MOXKe IIOCUIUTH Io0iuHi epekTH,
3yMOBJIEHI KOPeiHOM, TaKi K 3allaMOpOoYeHHs, MMifiBuIlleHa 30yAIuBiCTh, 0€3COHHS, HECIIOKIH,

TPUBOXKHICTh, PO3PATOBAHICTE, TOJOBHUH 06ifib, IOPYIIeHHS 3 00Ky IITYHKOBO-KHIIIKOBOTO TPAKTY i
IIPUCKOPEHEe CepleduTTs.

Tepmin npudamuocmi. 4 poku.

YmMmoBH 30epirannsi. 30epiratu npu Temnepatypi He Buiile 25 °C y HeJOCTYIIHOMY OJIs giTei MicIi
Ta 103a M0JIEM iXHBOTO 30Dy .

YnakoBka. [To 2 Ta6meTky y 6araTouapoBoMy CTPHII, 110 6 CTPHUIIIB Yy KapTOHHIi#M KopoOili; mo 4
tTabneTKy y 6araToiapoBOMy CTPHII, 10 3 CTPUIIK Y KapTOHHI#M KOPOOIIi.

Kareropis Bignmycky. bes peuenra.

BupoOHuUK.

Xaneow Aiipnenn Oaurapsan Jlimiten / Haleon Ireland Dungarvan Limited.

Micue3HaxoaKeHHs1 BHPOOHHKA Ta ajjpeca MicIsi MPoBadKeHHsI HOT0 TisIbHOCTI.

HoxOGpek, Jlichennens, [Janrapsan, X35 RY76, Ipmaugis / Knockbrack, Lisfennel, Dungarvan, X35
RY76, Ireland.






