IHCTPYKIIA

UL METHYHOI'0 3aCTOCYBaHHsI TIKaPCHKOT0 3aCO0y

COJITIATTIEiH AKTUB

(SOLPADEINE ACTIVE)

Cknao:
0itoui peuoBuHU: apaneTamo, Kodein;
1 TabneTka mictTuTh 500 Mr apareTamony, 65 Mr KoQeiny;

donomidicHi peuosuHu: copOit (E 420), caxapuH HaTpil0, HATpPilo riTpokapOoHaT, TOBIMOH,
HaTpiio Taypuicynbdar, JUMETUKOH, KICJI0Ta TMMOHHA 6e3BOfIHA, HAaTPil0 KapOoHAT
0e3BOIHUM.

JIikapcbka ¢opma. TabneTKy MIUIyYi.

OcHosHi (isuko-ximiuHi 81acmugocmi: TIOCKi 6i710r0 KONIbOPY TabJIeTKU 3i CKOIIEHUMU KpasiMH,
PiBHI 3 0fHOT0 OOKY Ta 3 JTiHi€l0 PO3JIOMY 3 iHIIIOTO.

QapMaKOTepaneBTHqHa rpyua.

Ananretuku Ta aHtunipetuku. Kog ATX N02B E51.

dapmakonoeiuHi 8 1acmueocmi.
®apmakoduHamika.

[TapalleTaMoJl € aHaNTeTUKOM-aHTUIIipeTUKOM. EdekT Oa3yeThcs Ha iHriOyBaHHI CUHTE3Y
IIpOCTarjaHAuHIB ¥ eHTpasbHid HepBoBil cucteMmi (LIHC). BrokyBaHHSI CUHTE3Y
nepuepruyHUX IPOCTArjJaHAVHIB € HE3HAUYHUM, TOMY ITapalleTaMoJI YaCTKOBO IigXOOUTh OIS
TAITi€HTIB, Iy STKUX OJI0KYBaHHS NepudepruyHuX MpoCcTarilaHauHiB € HeOaKaHUM
(Hampukiaf, Ojid MallieHTiB, y SIKUX B aHaMHe31 BifMidanach IIJIYHKOBO-KHIIIKOBa KPOBOTEYA).

Kodein 36inmbInye eeKTUBHICTh aHanTe3ii 3aBasiky 30ymKyBambHOMY edekTy Ha ITHC, 1110 Moxe
yCyBaTH AEIpPEeCiio, IKa YacTO CYTPOBOIXKYE Oiflb.

dapmakokiHemuxka.



[TapaiieTamos1 Ta Kodeil MBUAKO Ta MaiKe MOBHICTIO aOCOPOYIOTHCS Y IITYHKOBO-KHIIKOBOMY
TpakTi. PIBHOMIpHO pO3MOMiNsAeThCs 10 BCiX piguHax opraHiaMy. 3B’sg3yBaHHS 3 6iTKaMu I1J1a3Mu
KPOBi € MiHIMaJIbHUM IIPU [IPUMOMIi B TepalleBTUUYHUX J03aX.

[TaparieTamon Ta KopeiH MeTaboi3yI0ThCS ITIepeBakHO B MEYiHIl Ta BUNINSIIOTHCS i3 ceYelo y
BUTJIANL IPOLYKTIB IEPETBOPEHHS.

KniniuyHi xapaKTepHCTHKH.
Iloka3aHnHs.

Binb cepenHboi Ta CUIBHOL iIHTEHCUBHOCTI (TOIOBHMUIM 6inb, MirpeHs, M’'130BO-CKeIeTHUM 0inb, 6inb y
M’s13ax, 3yOHu Oinb, Oink micns BupmaneHHs 3y0a Ta 3yOHUX Ipolenyp, 0ilb y TopiIi, nepioguyHuii
6ine mim Yac MeHCTpYyallil), rapsg4ka Ta Oinb Mmicis BaKI[MHaLlil, MigBUINeHa TeMIepaTypa Tinla.

IIpomunoka3anns.

linepuyTnuBicTh KO MapaleTaMoiy, Kodeiny abo no Oyaob-gKOro iHIIIOr0 KOMIIOHEHTA JiIKapChKOT0
3aco0y B aHaMHe3i; TSXKKi nmopyuieHHs QyHKIII medinku Ta/abo HUPOK; BPOMXKEeHa
rinep6inipy6inemist; medinuT rioko30-6-hochaTaerigporeHasy; alKoroyi3M; 3aXBOpIOBaHHS KPOBI,
BHpaxKeHa aHeMis, JIeHKOIeHisT; CTaHU MigBUINEHOT0 30YIKEHHS, TOPYIIEHHs CHY, eIilemncis;
BUpaxeHe MiIBUIIeHHS apTepialbHOr0 TUCKY, OPraHiuHi 3aXBOPIOBAHHS CEPLEBO-CYOUHHOI CUCTEMH,
y TOMY YMCIIi TSIZKKUM aTePOCKIIePO3, TSIKKa rinepToHiyHa XBopoOa; HeKOMIIeHCOBaHa ceplieBa
He[OCTaTHICTh, TOCTPHUY iH(GaAPKT MioKapaa, IapoKCHu3MallbHa TaXiKapmis, TimepTUpeo3, TOCTPUU
IIaHKpeaTHuT, TSIXKKi GopMu IIyKpPOBOTO AiabeTy, rmaykoMa; Bik moHap 60 pokis.

He 3acTocoByBaTu pa3oM 3 inribiTopamu MoHoaMiHOKcHAa3u (MAQ) Ta MpOTATOM 2 TUXKHIB Mic/sa
IPUNMHEHHS 3aCTOCyBaHHS iHTi6iTopiB MAO.

[TpoTumoKa3aHo Nali€HTaM, SKi TpUUMaloTh TPUIUKIIYHI aHTUAeIpecanT abo 6eTa-010KaTOPH.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemodil.

[IIBuAKiCTh BCMOKTYBaHHS IIapalleTaMojy MoxKe 30ibIyBaTUCS IIPU 3aCTOCYBaHHI METOKIIOMpaMiTy
Ta JOMIIEPUOOHY i 3MEHIITyBaTUCS IIPK 3aCTOCYBaHHI X0IeCTUPaMiHy. AHTUKOATryJISHTHUU €(PeKT
Bap(apuHy Ta iHIMKUX KyMapXHiB i3 MigBUIIEHHSIM PU3UKY KPOBOTEYi MOXKe ITOCUIUTUCS BHACTITOK
TPUBAJIOTO PETYIAPHOT0 3aCTOCYyBaHHS IapaleTaMoiy. [IpuiioM pa30BUX 403 He MPOSABIIL€ 3HAYHOIO
eekTy. BapbiTypaTu 3MEeHIIYIOTh XKapO3HUXKYBaIbHIMN e(EeKT mapaneTamony. AHTUCYLOMHI
npemnapaTty (BKIo4aoyu ¢eHiToiH, OapbiTypaTu, KapbaMa3eliH), Ki CTUMYIIOIOTh aKTUBHICTh
MiKpOCOMabHUX (PEPMEHTIB MeUYiHKH, MOXKYTh IOCUJIIOBAaTY TOKCUYHUM BIJIMB ITapaleTaMosy Ha
TeYiHKy BHACJIIIOK MigBUILIEHHS CTYIIeHS [IePeTBOPEHHS IIperapaTy Ha relaTOTOKCUYHI MeTaboTiTH.
[Tpu ogHOYACHOMY 3aCTOCYBaHHi IIapareTaMoJy i3 remaTOTOKCUYHUMU 3aC06aMu 30iTbITYEThCS
TOKCUYHUU BILIUB IIpenapariB Ha nedinky. OgHOYacHe 3aCTOCYBaHHSI BUCOKHUX 03 lTapaleTaMoIly 3
130HIa3UOOM MifBULIYE PU3UK PO3BUTKY I'ellaTOTOKCUYHOr0 CUHAPOMY. [lapameraMorn 3HUXKy€e
e(peKTUBHICTH OiypeTUKiB.



Cnig 3 00epekHICTI0O 3aCTOCOBYBATH IapalleTaMoJl OMHOYACHO 3 (PIIYKIOKCAIUITiHOM, OCKiTbKHI
OTHOYACHUY IMPUIOM acoIlifoBaBCS 3 MeTAOOTIYHUM allMI030M 3 BUCOKUM aHIOHHUM ITPOMiKKOM SIK
HACJIiTKOM IipOTIyTaMiHOBOTO alli03y, 0COOIHUBO Y MAIli€HTiB 3 (aKTOpaMu PU3UKY (OUB. PO3Mi
«Oc06IMBOCTI 3aCTOCYBaHHS»).

He 3daCTOCOBYBATH OJHOYACHO 3 aJIKOT'OJIEM.

OmHoYacHe 3acToCyBaHHS Kodeiny 3 inribitopamu MAO MoxkKe CIPUYUHUTH HeOe3MeuHu migiom
aprepianpHOro TUCKY. Kodein mocumioe edekT (mokpaiye 6i0m0CTyHICTh) aHANT e TUKIB-
AHTUIIIPETHUKIB, IOTEHIliI0E eDEeKTH IOXiMHUX KCAaHTUHY, anbda- Ta 6eTa-aipeHOMIMETHKIB,
IICHXOCTHMYJTIOI0UMX 3aC00iB.

lIuMeTHOMH, TOPMOHA/IbHI KOHTPALIENITUBY, i30Hia3u/ MOCUIIOIOTh Oil0 KOeiny.

Kodein 3uMKYEe epeKT OMmioifHUX aHaITeTUKIB, aHKCiONMTUKIB, CHOMIMHMX i ceqaTuBHUX 3aco0iB, €
aHTaroHicToM 3aco0iB [iJis HApKO3y Ta iHIIUX IIperaparis, 1[0 NpurHiuyioTs [LIHC, KOHKYPEHTHUM
aHTaroHicToM mpemnapariB ageHo3uny, AT®. [Ipu ogHOYacHOMY 3aCTOCyBaHHI KOQeiHy 3 eproramMminoM
MTOKPAIIYEThCS BCMOKTYBAHHS €ProTaMiHy 3 TPABHOTO TPAKTY, 3 TUPEOTPOITHUMHU 3aco0aMu -
MiOBUIIYETHCSI TUPEOITHUYN €(EKT.

Kodein Moxke mOCUNIUTY BUBEIEHHS JIiTii0 3 opraHiamy. ToMy He PEKOMEHOYETLCS OMHOYACHE
3aCTOCYBaHHS JTiKapChKoro 3acofy 3 mpenapaTaMu JiTio.

Oco6 1ueocmi 3acmocyeaHHsi.

JlikapceKui 3acib MiCTUTD ITapaleTaMoll, TOMY XOT0 He CJIif] 3aCTOCOBYBATH i3 iHIMMMU IpellapaTaMy,
I10 MiCTATh IIapaleTaMoJyl Ta 3aCTOCOBYIOTHCS, HAIIPUKIAL, OJ19 3HUKEHHS TeMIIepaTypH, TiKyBaHHSI
007110, CUMIITOMIB T'PUIY Ta 3acTyau ab0 6e3coHHs. OgHOYaCHe 3aCTOCYBaHHS Pa30M 3 iHIIUMU
IIpenapaTaMy, 0 MICTATH IapareTaMoy, MOXe [IPU3BEeCTH [0 IIepefo3yBaHHs.

[Tepen 3acTOCYBaHHSIM IIpenapaTy HeoOXimHO MOPagUTUCS 3 JTiKapeM, SKII0 BU 3aCTOCOBYETE
BapdapuH yu moniOHi mMpenapaTH, SKi MalOTh aHTUKOATyNISHTHUM edekT. CIlifg BpaxoByBaTH, 110 Y
XBOPHX 3 aJIKOTOIbHUMY HELIMPOTUYHUMHU YPakKeHHSIMH MTeYiHKY 30ibIIyEThCS PU3UK
renaToTOKCUYHOI Iil mapaleTaMorny.

[ToBimoMIsANIOCS TIPO BUIIaAKXA MeTabOJIiYHOTO alluf03y 3 BUCOKUM aHiOHHUM mpoMixkkoM (high anion
gap metabolic acidosis (HAGMA)) siK HacCIigKy MiporIyTaMiHOBOTO allMA03y y Malli€HTIiB 3 TSIXKKUMU
3aXBOPIOBAHHSIMH, TAKUMH K TSKKa HUPKOBA HEJOCTATHICTh Ta CEICUc, abo y MallieHTiB 3
HeIOCTaTHIM XapuyBaHHSM 4YM iHIIMMU [XKepenaMu AediluTy IIyTaTioOHy (HalpUKiIaf, XPOHIYHUN
aNKoT0J1i3M, Cepio3He BUCHAaXKEeHHS OpraHi3aMy, aHOpeKCis, HU3bKUM iHIeKC MacH Tifla abo cercuc),
SKi JTiKyBanucs mapaleTaMojioM V TepaleBTUYHIM 1031 TPOTIroM TpuBajoro nepiogy abo
KoMOiHallieto apaleTaMoiy Ta GIyKmoKcanuiiny. CuMinToMaMu MeTaboIidHOro alifo3y € raubokKe,
IIPHUCKOPEHe UM YTPYNHEHe OUXaHHS, HymoTa, 6/1I0BaHHS, BTpaTa aleTUTy. fAKIIO € mimo3pa Ha
HAGMA K HacmigoK miporiayTaMiHOBOIO allui03y, PeKOMEHOYETLCSI HeTalHO IPUIUHUTYI
3aCTOCYBaHHS IIapaleTaMoily Ta IIPOBOSUTY PeTeIbHUI MOHITOPUHT CTaHy Hali€eHTa. BuMiproBaHHsS
PiBHS 5-0KCOMPOJIiHY B cedi Moxke OyTH KOPUCHUM AJis ineHTH]iKallil mipornyTaMiHOBOTO allufo3y SK
ocHOBHOI npuyuHA HAGMA y maIfieHTiB 3 MHOXKXUHHUMY (HaKTOpaMU PU3UKY.

ZKII0 CHMIITOMY He 3HUKAIOTh, HE0OXiIHO 3BEPHYTHUCS [0 JTiKaps.

[1ig 9ac nmikyBaHHS IIpenapaToM He PEKOMEHAYEThCS BXKUBATH HaMIipPHY KiNIbKiCTh HAIOIB, 110



MicTSITh KO(eliH (TaKux SIK KaBa, 4ai Ta HesiKi iHiri Hamol). Lle MoxKe IpU3BECTH [0 TpobiieMu 3i
CHOM, TPEMOPY, HETIPUEMHOT'0 BiTYyTTS 3a TPYIHUHO Yepe3 cepuebuTTs, HalpyKeHOCTi,
OPaTiBIHUBOCTI.

[Tpu 3aXBOPIOBAHHSX MEYiHKK a00 HUPOK Iepe[ 3aCTOCYBAHHSIM IperapaTy MOTPiOHO MopaguTUcs 3
nikapeMm. OOMeXeHHS 1010 3aCTOCYBaHHS ITperapaTy TaKUMH MallieHTaMu B IIEPIILY Yepry
0o0yMOBJIEHI BMiCTOM IapalieTaMoiy. [IpemapaT Moxke BIJIMBATH Ha pPe3y/bTaTH 1ab0paToOpHUX
MOCTiAKEeHb 10JI0 BMICTY B KPOBI T'JIIOKO3U Ta CEUY0BOI KUCIIOTH.

[TarmienTaM, SKi Ipu¥MalOTh aHAATETUKY KOXKEH JeHb TP apTPUTaX JIETKOl hopMu, He0OXimHO
IIPOKOHCYJIbTYBATHUCH 3 JIIKapeM.

1 tabnetka mictTuth 427 Mr HaTpito. Lle cmig BpaxoByBaTH MallieHTaM, SIKi JOTPUMYIOThCS TIETH 3
KOHTPOJIbOBAaHUM BMiCTOM Hatpito. [Ipemnapat MicTuTh copOiT y KinbkocTi 50 Mr/Tab. ITaiienTam 3
pigkicHUMM cIlagKoBUMU (HopMaMu HEIePeHOCUMOCTi GPYKTO3U HE CIIiJ MpUiMaTH 1e# mpemapar.

30epiratu mpenapar 1o3a I10JieM 30py HiTel Ta y HeHOCTYITHOMY [JiS AiTel MiCIIi.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py00to.

He pekOMeHOyeThCS 3aCTOCOBYBATH Y IePiof BariTHOCTI, OCKIJIbKY MiABUIIYETHCA PUIUK
CIIOHTAHHOT'O BUKUIHS, I0B’I3aHOr0 i3 3aCTOCYBaHHAM KO(DeiHy.

He pekoMeHOyeThCSI 3aCTOCOBYBATH JTiKapChKuUM 3acib y mepion romyBaHHS I'PYIIIO.
[Taparieramorn i KodeiH IPOHUKAIOTE y TPyAHEe Moioko. KodeiH y rpygHOMY MOJIOI MOXKe MaTh
CTUMYJIIOIOYMY BIJIMB HA HEMOBIIAT Yy NEPiog roOAyBaHHS TPYOAIO0, aje 3Ha4YHOl TOKCUYHOCTI
He CIIOCTepiranocs.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi aBmompaHcnopmom abo iHwumu
MexaHiamamu.

VIMOBIpHICTH BIIJIUBY MalKe BifCyTHS.

Cnocid 3acmocyeaHHst ma do3u.
[IpemapaT npru3HaYeHUN OJIs IePOPAIbHOIO IIPUKUOMY.
He nmepeBuiyBaTé peKOMEH0BaHy H03Y.

Cnip 3acTocoByBaTH HaWHUKYY O3y IIpenapaTy, HeoOXifIHy A OTPUMaHHS JIiKyBaJlIbHOTO e(eKTY,
IIPOTATOM HAaVMEHIIOI0 IPOMiXKKY 4dacy.

[HTepBan Mix MpuiioMaMy Ma€E CTaHOBUTU He MeHIle 4 TofuH.

[lopocaum, ocobam aimHbo20 8iKy ma dimam gikom 8i0 12 pokig: 1-2 TaGneTku HeoOXigHO
PO3UMHUTH Y MiBCTaKaHa Bofu. [IpuiiMaTy KoxkHi 4-6 roguH 3a HeoOximHicTio. He crip npuiimatu
6inbie 8 Tabnerox (4000 Mr napanertamony / 520 Mr KodeiHy) npoTaroM 24 rogus.



limu. He peKOMeHIYETHCST 3aCTOCOBYBATH [IiTSIM BiKOM 10 12 POKiB.

Ilepedo3yeanHsi.
Ilapauemamoun.

[Tepeno3yBaHHS MTapaleTaMoIy MOXe CIIPUYMHUTY ITeYiHKOBY HEJOCTATHICTD, 1[0 MOXKe ITPU3BECTHU
[0 BUHUKHEeHHS HeoOXigHOCTi TpaHCIIaHTalii mevyiHku abo [0 IeTanbHOro Hacuigky. CrocrepiraBcs
TOCTPUM MAaHKPEeaTuT, 3a3BU4all ONHOYACHO 3 MOPYIIEHHIMU (QYHKIIL IeYiHKN Ta
relnaTOTOKCUYHICTIO. YpaXKeHHs IeUiHKYA MOXKJIMBE ¥ HOPOCNIUX, SIKi MpuUHSIIU 6-8 r i Ginbime
napaleTamoily, Ta y giTeH, mo npuiHsaay 6inbine 150 Mr/Kr Macu Tina. YV maijieHTiB 3 ¢pakTopaMu
pU3UKY [TpuBasie NikyBaHHS KapOaMa3zeminoM, peHoO6apbiToHOM, PeHiTOIHOM, IPHUMigOHOM,
pudaminmHoM, 3Bipo60€EM UM iHITMMHU JTIKapCbKUMM 3aco0aMH, 110 iHOYKYIOTh PepMeHTH MeYiHKHY;
PEeTyIIpHUN IPUNOM HafIMipHUX KiJTbKOCTeH eTaHOy; TTyTaTiOHOBa KaxeKcis (po3nmafu TpaBleHHs,
MyKoBiciuno3s, BIJT-index1is, romof, kaxekcist)] nmpuitoM 5 T abo 6inbIre mapaleTamMosy Moxke
IIPU3BECTH 10 YPaXKEeHHS MeYiHKHU.

[Tpu nepeno3yBaHHi HeoOxigHa MIBUAKA MeIUYHa fAomoMora. JIikyBaHHS IOTPiOHO po3moyaTu
HerarHO. CJlig HOCTaBUTH MAli€HTa Yy JIIKapHIO, HaBiTh SKIIO BiICYTHI paHHI CUMIITOMHU
nmepeno3yBaHHS.

CuMmToMu nepeno3yBaHHd y nepii 24 roguHu: 67igicTs, HynoTa, 6710BaHHS, BTPaTa alleTUTY Ta
abmominanbHUM 6inb. [JOCBiA MOKa3ye, 110 KITiHIYHI CUMIITOMU YpaXkKeHHS MeYiHKU CTAlOTh MOMITHUMHU
3a3BuYan yepes 24-48 roguH micis nepeno3yBaHHS Ta HOCATal0Th MaKCUMyMy 3a3Buyail yepes 4-6
mi6. MoXyTh BUHUKATH MTOPYIIEHHS MeTa00Ii3My I'TIOKO3K Ta MeTabO0TiuHUHN allugos3.

CuMnTomMu Iepeno3yBaHHS MOXKYTh He BimoOpaXkaTu TAKKOCTI ITepeqo3yBaHHS UM PU3UKY YpaxKeHHS
opraxiB. HeraiiHa Megu4YHa [I0IIOMOra € He0OXigHO MpY MTepeno3yBaHHi, HaBiTh K0 CUMIITOMHU
1epeo3yBaHHs He CIIOCTepiraroThes. AKINO mepego3yBaHHs MigTBePaXKeHO a00 TimbKu
IiM03PIOETHCS, NallieHTa He0OXiTHO MOCTABUTH A0 HAMOIHUKIOr0 MEAUYHOTO IIYHKTY, Ie HOMY
3MOXKYTh HaflaTH HeBiIKIagHy MeOU4YHy OOIIOMOTY Ta KBasidikoBaHe nikyBaHHS. Lle HeoOXigHO
3p0o0uUTH, HABiTh KO CUMIITOMH IIepefo3yBaHHS BiICYTHI Yepe3 PU3UK BiIKJIafleHOT0 yPaXkeHHS
nevinku. Criig po3rsSHYTH JIiKyBaHHS aKTHBOBAHUM BYTI/ISM, SKIIO HaAMIpPHY 403y IIapaleTaMoIy
Oyno npuitHaTO y Mexkax 1 rogunu. KoHIeHTpallis mapaleTaMosy B IIJla3Mi KpPOBi ITOBUHHA
BUMipIoBaTUCS 4epe3 4 roguHu abo misHie micns npuiiomy (Oinbll paHHI KOHIIEHTpALii €
HefocToBipHUMHM). JIiKyBaHHS N-alleTUILIACTEIHOM MOXKe OyTH 3aCTOCOBAHO IPOTITOM 24 ToguH
icyIs IpUioMy IapaleTaMoJly, ajie MakKCHMalbHUM 3aXUCHUM e(PeKT HacTa€ IIPU KOT0 3aCTOCyBaHHi
IPOTSATOM 8 TOOUH Mics npuiiomy. EQeKTUBHICTb aHTUOOTY Pi3K0 3HUKYETHCS IiCIIS 1IbOTO Yacy.
[Tpu HeoOXimHOCTI HalliEHTY BHYTPIITHEOBEHHO BBOASTH N-alleTUIIMCTEIH, 3TifHO 3 PEKOMEHIOBAaHUM
mo3yBaHHSIM. [Ipu BigcyTHOCTI 6/1t0BaHHS MOXKHA 3aCTOCYBaTH METiOHIH ITepopasbHO SIK BiITOBiTHY
arbTEepPHATHUBY Y BiifjlaleHUX palioHax 103a JIiKapHelo.

[Ipu TSXKKOMY OTPY€EHHI ITe4iHKOBa HEJOCTATHICTh MOXKe IIPOrpecyBaTH OO0 eHledanomnari,
KPOBOBWJIMBIB, TillOT/IikKeMii, KOMU Ta MaTH JIeTaJlbHUHN HACTimoK. [0CTpa HUPKOBA HEOOCTATHICTH 3
TOCTPUM HEKPO30M KaHaslblliB MOXKe IIPOSIBIATUCS CUILHUM IIOIIEPEKOBUM 00JIeM, reMaTypi€lo,
IIPOTEIHYPi€l0 i PO3BUHYTHCS HaBITh IPH BiACYTHOCTI TAXKKOTO ypakKeHHS IediHku. Big3Hadanacs
TaKOX CeplieBa apUTMis.



[Tpu TpuBasioMy 3aCTOCYBaHHI ITpelaparty y BeJIUKUX [03aX 3 00Ky OpraHiB KPOBOTBOPEHHS MOXKe
PO3BUHYTHUCS amjacTA4YHa aHeMis, TaHLUTOIeHisd, arpaHy/IOLUTO3, HEUTPOIIEHis, TeUKOEeHis,
TpoMmbouuTomneHis. [Ipu mpuitoMi BeNMUKUX 003 3 00Ky LIeHTPaIbHOI HEPBOBOI CUCTEMH MOXKJIUBE
3araMOpPOYEeHHS, ICUXOMOTOPHE 30yIKeHHS i MOPYIIeHHs OpieHTallil; 3 60Ky CeYOBUOINBHOI CHCTEMU
— HePOTOKCHUYHICTh (HUPKOBA KOJiKa, iHTepCTUIlianbHUM HeDPUT, KaliTIpHUN HEKPO3).

KodgpeiH.

[Tepemo3yBaHHs KodeiHy MOXKe CIIPUUYMHUTH OiNb B emiracTpasnbHii ginsHIi, OM0BaHHS, Aiypes,
IIPUCKOPEHE OUXaHH, TaxXiKap/ilo YU CepLieBy apuTMilo, BIUIUBATU Ha LIEHTPAJIbHY HEPBOBY CUCTEMY
(6e3coHHS, HECTIOKIiM, HEPBOBE 30yAKEHHS, XBUIIOBaHHS, TPUBOXKHICTh, 3allaMOPOYEHHS,
IpaTiBIUBICTh, CTaH adekTy, TpeMop, cynoMmu). KniHigyHO BakJIMBI CUMITOMU IE€pE03yBaHHS
KO(eIHOM IOB’g3aHi TaKOXK i3 CEPHO3HUM ypakKeHHIM [IeUiHKU TapaleTaMojIoM, 0 MoXKe
CIIOCTEpPIraTUCh IPU IPUMOMI TaKOl KiIbKOCTI IIpemnapary, SKa BUKIUKA€E Tepefo3yBaHHI KOPelHOM.
CroenudiyHOro aHTUAOTY HEMaE, ajie MiATPUMYyBaIbHi 3aX0[H1, TaKi K 3aCTOCYBaHHS aHTaroOHiCTiB
OeTa-aipeHOPeIeNTOPiB, MOXKYTh MOJIETTIUTHA KapAioTOKCHYHUIM edeKT. HeoOXimHO MPOMUTH IITYHOK,
PEeKOMeHj0BaHa OKCUTeHOTepalis, Ipyu cyfoMax - fiadenaMm. CuMnToMaTudHa Tepanis.

Hampiro 2i0pokapboHam.

Bucoki no3u HaTpito rigpokap0oHATy MOXYTh CIPUYHUHUTH ITOPYILIEHHS 3 O0KY IIUTYHKOBO-KUIIIKOBOTO
TPaKTYy, TakKi K BifpuxKKa i HyJjoTa, a TAKOXK CIPUYMHUTH TillepHaTpieMiio, ToMy HEOOXigHO
KOHTPOJTIOBATH eJIEKTPOJIITHUY OanaHC Ta 3a0e3MeYuTH MallieHTaM BifllOBiAHE JTiKyBaHHS.

ITobiuni peakuii.

Indopmariito npo npuBeneHi HUXKYe M06iYHI peakiril 6ys10 OTPUMaHO B IPOIECi TOCTMapKEeTUHTOBUX

crocTepexeHb. BoHa MoBimoMs€ThCS HOOPOBIIBHO Ta OTPHMaHAa Bif MOMyJIALil maIieHTiB HeBimoMoi
YHUCEeJbHOCTI, TAKUM YMHOM 4YacTOTa JAaHUX MMOOIYHUX peakliiit € HeBimoMOI0, ITPOTe, HaiiMOBipHiIle,

BOHHU € pigkicHumu (< 1/10000).

[ToGiyHi peakiiii, 00YMOBJIEH] TapalleTaMOJIOM
3 6oky cucmemu kposi ma aimpamuuHoi cucmemu: TPOMOOITUTOTIEHIST, arPaHYIOLUTO3.

3 6oky imyHHOT cucmemu: aHadinakcis, peakilil rinep4yTAXBOCTI Ha IIKipi, BK/II0YalOUU CEpPeN
iHITTMX BUCHII Ha INIKipi, aHTioOHeBpOTHYHMUYM HAOpsK, cuHapoM CTiBeHca - [I3)KOHCOHa,
TOKCUYHUY elifepMasIbHUY HEKPOJIi3.

3 60Ky OuxaavHoi cucmemu, opeamis 2py0HoOT KaimKu ma cepedocminHs: OPOHXOCIIA3M Y
MAIliEHTIB, YYTIUBUX [0 alleTUJICAIIIMIIOBOl KUCIOTHY Ta OO iHIINX HECTEPOITHUX
IIPOTH3aMaIbHUX 3aC00iB.

3 6oky eenamobisiapHoi cucmemu: TIOPYIIEHHS PYHKIIil TeYiHKY.

ITopyweHHsa memaboaizmy ma xapdysaHHsA: MeTaOOJIiYHUN alliI03 3 BUCOKHM aHiOHHUM
IIPOMIXKKOM (4acToTa HEBimOMa).

Onuc okpemux nobiuHUX peakuyili:



MeTabomiyHu# au03 3 BUCOKUM aHiIOHHUM ITPOMiKKOM.

Bunagku MeTab0Ii4HOT0 aIl[iA03y 3 BUCOKMM aHIOHHUM IIPOMiKKOM SIK HaCJifIKy MiporyTaMiHOBOTO
alMIo3y CIOCTepPiraaucs y NalieHTiB 3 pakTopaMu pU3UKY, 5SIKi 3aCTOCOBYBAJIM IMapaleTaMon (IuB.
po3min «Ocob6uBOCTiI 3aCTOCyBaHHS»). [TipormyraMiHOBHUY allg03 MOXKe BUHUKATH BHACIIOOK
HU3bKOI'0 PiBHSA IJIyTaTiOHY y LIUX MAlli€HTIB.

[To6iyHi peakiii, 00yMoBIeHi KodeiHoM

3 60Ky ueHmpaabHoi Hep8osoi cucmemu: 3aTIaAMOPOYEHHSI, TOJIOBHUM Bifb.

3 60Ky cepueso-cyOuHHoOi cucmemu: IPUCKOPEeHEe CepPIeOUTTS.

3 60Ky WAYHKOBO-KUWKOB020 MPAKMY: MITYHKOBO-KUIIIKOBHUH PO3IIa/l.

3 60ky ncuxiku: 6€3COHHS, HECITOKil, TPUBOXKHICTD Ta [PATiBIUBICTh, HEPBO3HICTS.

[Ipu ogHOYACHOMY IIpUUOMI IpenapaTy B peKOMEHO0BaHUX 403aX i3 MPOLyKTaMH, 110 MICTATh
Ko(eiH, mipBuIleHa m03a Kodeiny, 110 BUHUKA€E TaKUM YMHOM, MOXKe ITOCUIUTH 00iuHi eheKTH,
3yMOBJIeHI KOQeiHOM, TaKi K 3allaMOPOYeHHs, MmigBuIlleHa 30ynIuBiCTh, 6€3COHHS, HECIIOKIH,

TPUBOXKHICTh, PO3IPATOBAHICTE, TOJIOBHUH Oifib, IOPYIIEHHS 3 60Ky IITYHKOBO-KHIITKOBOTO TPAKTY i
IIPHUCKOPEHE CepIeduTTs.

Tepmin npudamuocmi. 4 poku.

YMmoBu 306epiranns. 30epiratu npu TeMepaTypi He Buine 25 °C y HEOOCTYITHOMY [T OiTel
MICIIi Ta [103a [I0JIEM IXHBOTO 30DYy.

Ynakoska. [1o 2 TabrmeTku y 6araToIrapoBOMy CTPHUIIi, 10 6 CTPHUIIIB Y KapTOHHIN KOpoO1ii; 110
4 TabneTku y 6araToiapoBOMy CTPHII, 10 3 CTPUIK y KAPTOHHIN KOpOOIIi.

Kareropis Bignycky. bes perjernra.

BupoOHHK.

®amap A.B.E. AnToca nnanT / Famar A.V.E. Anthoussa plant.

I'makcoCwmitKmaitu [[aurapsat Jlimiten / GlaxoSmithKline Dungarvan Limited.

Micue3HaxoKeHHsI BHPOOHHKA Ta MOro ajJpeca MicCIsi IPOBaKeHHsI Tis/IbHOCTI.



Byn. Autocwu, 7, Autoca ATTiki, 15349, I'pewist / Anthoussa Avenue 7, Anthoussa Attiki, 15349,
Greece.

Hok6pek, [Jaurapsa#, rpadctso Yorepdopa, Ipnannis / Knockbrack, Dungarvan, Co. Waterford,
Ireland.



