IHCTPYKIIA

UL METHYHOI'0 3aCTOCYBaHHsI TIKaPCHKOT0 3aCO0y

ITAHATOJI EKCTPA

(PANADOL EXTRA)

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.

OcHogHi (pizuko-ximiuHi 81acmusocmi: IOCKi 0isi TabNETKH 31 CKOIIIEHNMHU KpassMH, PiBHi 3
ogHOTO OOKY Ta 3 JIiHi€I0 PO37IOMY 3 iHIIOTO.

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
(HampuKap Ojid MallieHTiB, y AKUX B aHaMHe31 BiqMidaach IMIJIyHKOBO-KUIIIKOBa KPOBOTEYA).

Kodein 30inbirye eheKTUBHICTb aHaTe3ii 3aBAsSKY 30yIKyBaabHOMY BIUTMBY Ha LIHC, 1110 Moxke
yCyBaTH AEIpPEeCiio, IKa YacTO CYTPOBOIXKYE Oiflb.

dapmakokiHemuxka.



[TapaiieTamos1 Ta Kodeil MBUAKO Ta MaiKe MOBHICTIO aOCOPOYIOTHCS Y IITYHKOBO-KHIIKOBOMY
TpakTi. [lapareTramMon piBHOMIpHO PO3MOAINSIETHCSA 10 BCiX piguHaX OpraHi3my, Woro 3B’A3yBaHHS 3
OinKkaMu 1J1a3MHU KPOBi € MiHiMaJIbHUM IIPU IPUHOMIi B TEPAIIEBTUYHUX [I03aX.

[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 mapalieTamMony, Kopeiny abo no 6yab-SKOTo iHIIIOro KOMIIOHEHTA IperapaTy B
aHaMHe3i; TSXKKi nopyueHHs QyHKILII mediHku Ta/abo HUPOK; BpofXKeHa rinepbinipydinemis; nedinut
TJII0K030-6-pochaTaerinporenasu; aJKoroisM; 3aXBOPIOBaHHS KPOBi, BUpaXKeHa aHeMid,
TIEeUKOIIeHisl; CTAHU MiABUILEHOTO 30yIKEeHHS, IOPYLIEHHS CHY, eIiNencis; BupaXxeHe MigBUIIeHHS
apTepianbHOTO TUCKY, OPTaHiuHi 3aXBOPIOBAHHS CEPLIEBO-CYIUHHOI CUCTEMH, Y TOMY YHCIIi TIXKKUM
aTepoCKIepo3, TSIXKKa rinmepToHiYHa XBOpo0a; JeKOMIIEHCOBaHa CepIieBa HelOCTaTHICTh, TOCTPUH
iHapkT MioKapaa, MmapoKcu3MaabHa TaxikKapmis, TiMepTUpeos, TOCTPUM IaHKpPeaTuT, TAXKKI popMu
IIyKpoBOro #iabeTy, rmaykoMa; Bik moHapn 60 pokis.

He 3acTocoByBaTu pa3oM 3 inribiTopamMmu MoHOaMiHOKcHma3u (MAQ) Ta MpOTAToM 2 TUXKHIB Mic/Isa
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
130HIa3UIOM MiABULIYE PU3UK PO3BUTKY I'ellaTOTOKCUYHOr0 CUHAPOMY. [lapaneraMorn 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.

OpHOYacHe 3acToCyBaHHS Kodeiny 3 inribitopamu MAO MoxKe CIPUYUHUTH HeOe3neuHe MiIBUIIeHHS
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.

[TpenapaT MiCTUTB ITapalleTaMoJI, TOMY MOT0 He CJIiff 3aCTOCOBYBATH 3 iHIIMMU IIperapaTaMu, II0
MICTSITh IIapalleTaMoJI, Ta 3aCTOCOBYIOThCS, HANIPUKJIIAM, [JIS 3HUKEHHS TEMIIePaTypH, JTiKyBaHHS
607110, CUMIITOMIB I'PUIY Ta 3acTyau abo 6e3coHHs. OmHOYaCHe 3aCTOCYBaHHS PA30M 3 iHIIUMHU
IpenapaTaMy, 0 MICTATh lTapaleTaMoJl, MOoXe IPU3BECTHU [0 Iepeno3yBaHHs. [lepeno3yBaHHSA
napaleTamosly MOXe CIPUYMHUTH NTeYiHKOBY HEJOCTaTHICTh, 1[0 MOXKe 00YMOBUTH HEOOXiHICTh
nepecagky MediHKy ab0 MPU3BECTU [0 JIeTaJIbHOTO0 HACITiKY.

[ToBimoMIsiNIOCS TIPO BUIIQAKXA MeTabOJiYHOTO allufi03y 3 BUCOKUM aHiOHHUM mpoMixkkoM (high anion
gap metabolic acidosis (HAGMA)) 4K HacJifgKy HiporiayTaMiHOBOTO aliifio3y y MAI[i€HTIB 3 TIKKAMU
3aXBOPIOBaHHSIMU, TAKUMU 5K TSIKKa HUPKOBA HEJOCTATHICTh Ta celcuc, abo y nalieHTiB 3
HeJOCTAaTHIM Xap4YyBaHHAM YU iHIMNMU AXKepelaMu OediluTy rIyTaTioHy (HallpUKiIal, XPOHIUHUN
aNIKOT0J1i3M, Cepio3He BHCHAXKEHHS OpraHi3aMy, aHOpPeKCis, HU3bKUM iHIeKC MacH Tifla abo cercuc),
SKi JTiKyBanucs mapaleTaMojioM V TepaleBTUYHIM 1031 TPOTIroM TpuBajoro nepiogy abo
KoMOiHallieto mapareTaMoiy Ta GIyKaoKcanuiiny. CuMinToMamMu MeTab0IivHOT0 aliifo3y € rauboKe,
IPUCKOpPeHe YU YyTPYOHEHe OUXaHHS, Hy4oTa, OI0BaHHS, BTpaTa alleTUTY. AKIIO € mifo3pa Ha
HAGMA K HacIigoK miporiayTaMiHOBOIO alli03y PeKOMEHIYETLCS HeTalHO IPUIUHUTYI
3aCTOCYBaHHS IIapaleTaMoily Ta IIPOBOOUTY PEeTeIbHUI MOHITOPUHT CTaHy mHali€eHTa. BuMiproBaHHS
PiBHS 5-0KCOMPOJIiHY B cedi Moxke OyTH KOPUCHUM AJis ineHTH]iKallii mipornyTaMiHOBOTO alluf03y SK
ocHOBHOI npuuyuHd HAGMA y maIfieHTiB 3 MHOXKHUHHUMY (HaKTOpaMU PU3UKY.

ZKII0 CHMIITOMY He 3HUKAIOTh, HEOOXiTHO 3BEPHYTUCS [0 JTiKaps.

[Tig 9ac nmikyBaHHS IIpenapaToM He PEKOMEHAYEThCS BXKUBATH HafMipPHY KiNIbKiCTh HAIOIB, 110
MicTSITh Ko(eiH (TakuX SIK KaBa, Yai Ta meskKi i Hamoil). [le MoxKe IpHU3BECTH [0 mpobieMu 3i
CHOM, TPEMOPY, HETIPHEMHOT0 BiTUyTTS 3a TPYAHUHOIO Yepe3 CcepleOuTTs, HalpyKeHOCTi,
OpPaTiBIUBOCTI.



[Tpu 3axBOPIOBaAHHSX NMEYiHKM a00 HUPOK Iepe]] 3aCTOCYBaHHSIM IpernapaTy MIOTPiOHO MOpaguTUCs 3
nikapeM. O6MexXeHHS 1100 3aCTOCYBaHHS MpenapaTy TAKUMU NalliEHTaM{ B MEPIITY YepTy
00yMoOBIIeHi BMicTOM maparietamony. Ciig BpaXoByBaTH, 1110 Y XBOPUX 3 alIKOTOIbHUMU
HELIMPOTUYHUMHU YPakeHHIMU MTeYiHKU 30iIbIIyEThCS PU3UK relaTOTOKCUYHOI il MapaleTaMoIy
IIpU nepeno3yBaHHi. [IpemapaT Moxke BIJIUBATU Ha pe3yibTaTH 1ab0paTOPHUX [OCTIgXKEHb 00
BMICTy B KPOBI I'/TFOKO3H Ta CE€40BOl KUCJIOTH.

[MamienTaM, SKi IPUIMalOTh aHANITETUKY KOXKEH [eHb IIPU apTpUTaXx JIeTKoi hopMu, HeoOXimHO
IIPOKOHCYJIbTYBATHUCS 3 JIiIKapeM.

1 TabneTtka mictuth 427 Mr Hatpito. Lle cnig BpaxoByBaTu nallieHTaM, SIKi JOTPUMYIOTHCS
OiETH 3 KOHTPOJIbOBAHMM BMiCTOM HaTpito. [Ipenmapat MiCcTUTh COpOIT y KinbkocTi 50
Mmr/TabseTKy. [TamieHTaM 3 pigKicCHUMY CITagKOBHMU (popMaMu HEIEPeHOCUMOCTi
(GPYKTO3H He CIIif MpuyMaTy Lied Ipenapar.

30epiraTu mpemnapar 1o3a I10JieM 30py [iTel Ta Y HeIOCTYITHOMY [Jis AiTel MicCIIi.

3acmocysaHHs y nepiod sazimHocmi abo 200yB8aHHs 2py00t0.

He pekoMeHQy€eThCA 3aCTOCOBYBATHU Y I1ePiof BariTHOCTI, OCKIIBKY MIABUIIYETHCA PUIUK
CIIOHTQHHOTO BUKM[IHS, IIOB’SI3aHOTO i3 3aCTOCYBaHHSIM KO(deiny.

He pekoMeHOyeThCA 3aCTOCOBYBATHU IIperapaT y [1epiof roAyBaHHs Ipynat0. ITapaneramornt i
Ko(eiH TPOHUKAIOTH ¥ rpyaHe MoIoko. KodelH y TpyZIHOMY MOJIOLI MOXKE MaTé CTUMYJTIOI0YUI
BIIJIUB HA HEMOBJIAT y NEPiOf TOAyBaHHS IPYAAI0, ajie 3HaYHOI TOKCUYHOCTI He
crocTepiranaocs.

30amHicmb eniueamu Ha weudKicms peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

VIMOBIipHICTh BIIJIUBY MalKe BilCyTHS.

Cnocid 3acmocyeaHHst ma 0o3u.
[IpenapaT npu3HAYEHUH OIS TEPOPATbHOTO TPUHOMY.
He mepeBuIlyBaTH PeKOMEHIOBAHY [103Y.

Cnip 3acToCOBYyBaTH HaWHUKYY NO3Y IIpenapaTy, HeoOXimHYy [T OTPUMaHHS JIiKyBaJlIbHOTO e(EKTY,
IIPOTATOM HAUMEHIIOI0 IPOMIXKKY 4acy.

[HTEepBa MiX IIpUMOMaMy Ma€E CTaHOBUTHU He MeHIle 4 rOquH.

ILlopocaum, ocobam nimHbo20 8iKy ma dimsm gikom 8i0 16 pokia: 1-2 TaGneTku HeOGXIgHO
PO3UMHUTH 3arajioM y IiB cTaKaHa Bofu. [IpuiiMaT KOxkHi 4-6 roguH 3a HeoOximHicTi0. He crin
npuiiMaTi Ginbine 8 Tabnerok (4000 Mr napaneramony/520 Mr Kodeiny) npoTarom 24 roguH.



Limsam sixom 8i0 12 do 15 pokis: 1 TabmeTKy He0OXiqHO PO3YMHUTH Y TiB CTaKaHa Bogu. [IpuiiMaTu
KOXKHi 4-6 roguH 3a HeoOximHicTIO (0o 4 pasiB Ha moOy). He cmig mpuiiMaTu 6inbine 4 Ta6netox (2000
MT TapaneTtamoiy/260 mr kodeiny) npotsrom 24 rogus. He ciig npuiimatu Ginbire 3 gi6 6e3
KOHCYJIbTallil 3 JIiKapeM.

Iimu. He peKOMEHOYETHCS 3aCTOCOBYBATH HiTSIM BikKOM 0 12 pOKiB.

Ilepedo3yeanns.
Ilapauemamoan.

[lepeno3yBaHHA ITapaleTaMoJly MOXe CIPUYUHUTY [IeYiHKOBY HEJOCTATHICTD, 1[0 MOXKe IPU3BECTU
mo HeoOXiMHOCTI TpaHCIUTaHTallil mevyinku a0o 1o jeTanbHOTo HacigKy. CrocTepiraBcs rocTpuii
IIaHKpeaTHUT, 3a3BUYail OMHOYACHO 3 NMOPYIIEHHSIMU (PYHKIIII MeYiHKY Ta renaTOTOKCHYHICTIO.
YpaxeHHS IIeUiHKKA MOXKJIMBE ¥ OPOCINX, SIKi MpUUHSIN 6-8 T i GinbIlle napalieTamMoiy, Ta y OiTeH,
mo npuiHanu 6inbine 150 Mr/kr Macu Tina. Y marfieHTiB 3 ¢pakTopaMy pU3UKYy (TpUBasie JTiKyBaHHS
kKapbama3zeninoM, heHobapOiToHOM, heHiTOIHOM, TPUMiTOHOM, pudaMIiuHOM, 3Bip060EM YU
iHImMMMY TiKapchKUME 3acobamuy, 1110 iHAYKYIOTh GepMeHTH MeYiHKY; PeTryaspHUN IPUHOM HagMipHUX
KiIbKOCTEH eTaHOJIy; IJIyTaTiOHOBa KaxXeKcCis (po3nagu TpaBieHHs, MyKoBicuumos, BlJI-indexkmis,
roJiofi, KaxeKcis)) mpuiiom 5 r abo Oinbllle mapaleTaMoly MOXKe IIPHU3BECTH N0 ypakKeHHS MeYiHKH.

[Tpu nepeno3yBaHHi HeoOxigHa MIBUAKA MeIUYHa fAomoMora. JIikyBaHHS IOTPiOHO pO3moYaTi
HerarHO. CJlig JOCTAaBUTH Malli€eHTa Yy JIIKapHIO, HaBiTh SKIIO BiICYTHI paHHI CUMIITOMHU
Iepeno3yBaHHs.

CuMmToMu nepeno3yBaHH4 y nepii 24 rogunu: 67igicTs, HynoTa, 610BaHHS, BTPaTa alleTUTY Ta
abpgominanbHUY O0ink. JJOCBix MOKA3yeE, IO KITiHIYHI CUMIITOMY YpaXKeHHS MeYiHKKA CTal0Th IOMITHUMH
3a3Buyau yepes 24-48 roguH micis nepeno3yBaHHS Ta JOCATal0Th MaKCUMyMy 3a3BU4ail yepes 4-6
ni6. MoXyTh BUHUKATH MTOPYILIEHHS MeTa001i3My I'/II0KO31 Ta MeTaboMiyHUY alluaos.

CuMmToMu mmepemo3yBaHHS MOXKYTh He BioOpaxKaTy TSKKOCTi Tepeqo3yBaHHS YK PU3UKY YPaKeHHS
opraniB. HeraiiHa Megu4Ha I0IOMOTa € He0OXigHO MpY ITepefo3yBaHHi, HaBiTh SKIO0 CUMIITOMU
nepeo3yBaHHs He CIIOCTepiraroThes. AKINO mepego3yBaHHs MigTBePAKeHO a0 TimbKu
Ii03PIOETHCS, NallieHTa He0OXiIHO JOCTaBUTH A0 HAaMOIHUKIOT0 MEAUYHOTO IYHKTY, Ie NOMY
3MOXYTb HaflaTH HEBIIKIa@HY MEOUYHY [OIIOMOTI'Y Ta KBaidikoBaHe nikyBaHHS. Lle HeoOXigHO
3po0uUTH, HABITH SKIIO CUMIITOMH ITePeno3yBaHHS BiICYTHi, Yepe3 PU3HUK BiIKIaJeHOT0 YPaKeHHs
nevinku. Criig po3rsHYTH JIIKyBaHHS aKTHBOBAHUM BYTI//IAIM, SKIO HaAMIPHY 403y IapaleTaMoIy
Oyno mpunHATO ¥ Mexkax 1 roguau. KoHIleHTpalliio mapaleTaMoy B IJla3Mi KpoBi moTpiOHO
BHMipIoBaTH Yepe3 4 rogrHu abo mi3Himie micns npuiioMy (pe3ynbTaTu Oilbll paHHIX BUMipIOBaHb
KOHIIEeHTPallil € HegocToBipHUMH). JIiKyBaHHS N-alleTUILIHCTEIHOM MOXKe OyTH 3aCTOCOBAHO
IPOTATOM 24 TOOWH IIiCIIs MPUIOMY MTapalleTaMoy, ale MaKCUMaIbHUM 3aXUCHUM e(PEeKT HacTa€ mpu
J0T0 3aCTOCYBaHHI IPOTATOM 8 TOOUH IMic/s nepeno3yBaHHs. E(QeKTUBHICTE aHTUIOTY Pi3KO
3HUKYETHCS IICIIS IBOT'0 Yacy. Y pa3i HeoOXimHOCTI malieHTy BHYTPIlIHbOBEHHO BBOASTH N-
alleTUIIMUCTEIH 3TigHO 3 peKOMEHJ0BaHUM J03YBAHHSM. 3@ YMOBH BiICyTHOCTi GJII0OBaHHS MOXKHa
3aCTOCYBaTU METIOHIH IepopasbHO SK BiAIIOBIAHY albTepPHATUBY Y BigfaleHUX palOHaxX I103a
JIIKapHel.

[Tpu TAKKOMY OTPy€EHHI IIeUiHKOBA HEOCTATHICTh MOXKe IIPOTrpPecyBaTH [0 eHIledanomnarii,



KPOBOBUIIMBIB, TillOTIiKeMii, KOMU Ta MaTH JIeTalbHUM HacCHinoK. [0CcTpa HUPKOBA HEOOCTATHICTD 3
TOCTPUM HEKPO30M KaHaJlblliB MOXKe IPOSIBIISITUCS CUIBHUM ITOTIEPEKOBUM 00jIeM, reMaTypi€eko,
IPOTEeIHYPi€l0 i pO3BUHYTUCS HaBIiTh IIPU BiICYTHOCTI TAXKKOTO ypaXKeHHs MeviHku. Bif3Havanacs
TaKOXK CepIieBa apuTMisd.

[Tpu TpuBasoMy 3aCTOCYBaHHI IIpenapaTy y BeJIMKUX [03aX 3 00Ky OpraHiB KDOBOTBOPEHHS MOXKe
PO3BUHYTHUCS alljlaCTAYHA aHEeMis, IaHIIUTOIEHis, arpaHyJIOUT03, HEUTPOIIEHis, TIeNKOIeHis,
TpoMmOouuTomneHis. [Ipy mpuioMi BeUKUX 003 3 00Ky LIeHTPaIbHOI HEPBOBOI CHCTEMHU MOXKJIBE
3araMOpOYeHHSs, ICUXOMOTOPHE 30yIKEeHHS i TOPYIIeHHs OpieHTallil; 3 00Ky CeYOBUAINBHOI CHCTEMHU
— He(p)POTOKCUYHICTE (HUPKOBA KOJIiKa, iIHTePCTUIliaIbHAY He(PUT, KaliIIpHUN HEKPO3).

Kogein.

[Tepeno3yBaHHsa KoGelHy MOXKe CIIPUUUHUTH OiNb B emiracTpasnbHii OinsHIi, O10BaHHS, Aiypes,
MIPUCKOPEHe OUXaHHS, Taxikapfilo YU CEepLeBy apuTMilo, BIIUBATH Ha LIEHTPAaJIbHY HEPBOBY CUCTEMY
(6e3coHHS, HECIIOKiM, HEPBOBE 30YIKEHHS, XBUIIOBAHHS, TPUBOXKHICTh, 3alIaMOPOYEHHS,
OpaTiBIUBICTh, CTaH aeKTy, TpeMop, cynoMu). KniHigYHO BaXK/IMBI CUMITOMU IE€PeN03yBaHHS
KO(eiHOM IOB’s13aHi TaKOXK i3 CepHO3HUM ypakKeHHSIM IIeYiHKY [TapaleTaMoJIoOM, L0 MOXe
CIIOCTEpIraTUCh IPU IIPUMOMI TaKol KiIbKOCTi ITpemnapary, SKa BUKJIMKae Iepefo3yBaHHsI KopeiHoM.
CrneuudiuHoro aHTHOOTY HEMAE, ajie MiATPUMYyBasIbHi 3aX00¥, TaKi K 3aCTOCYyBaHHS aHTarOHICTiB
OeTa-aipeHOPELIEITOPiB, MOXKYTh ITOJETIIUTHA KapAioTOKCUYHUY epeKT. HeoOXimHO MPOMUTH IINTYHOK,
pPeKoMeHj0BaHa OKCUTeHOTepallisl, IpX CyfoMax - giadenaM. CUMITOMaTU4YHa Tepallis.

Hampiro 2i0pokapboHam.

Bucoki no3u HaTpito rigpokap0oHaTy MOXKYTh COPUYMHUTH NOPYILIEHHS 3 O0KY IUIYHKOBO-KUIIKOBOTO
TPaKTY, TaKi K BigpukKKa i Hy[OTa, a TAKOXK CIPUYUHUTHU TillepHaTpieMito, ToMy HEOOXiTHO
KOHTPOJTIOBATH €JIEKTPOJIiTHUY 0aslaHC Ta 3a0e3MeYuTH MallieHTaM BifllOBigHe TiKyBaHHS.

ITo6iuni peakuii.

[HdopmMmatliito npo npuBefeHi HUKYe M0OiYHI peakiii 6y10 OTpUMaHO B IIPOLIECi TOCTMaPKETHHTOBUX
crocTepexkeHb. BoHa moBimoMseThCA HOOPOBIIBHO Ta OTPHMaHa Bif IOMYJIALil MallieHTiB HeBiTOMO1
YHCEJIbHOCTI, TAKUM YMHOM, YaCTOTa 3a3Ha4eHUX MOOIYHUX peaklliii € HEBIIOMOIO, IIPOTE,
HaliMoBipHille, BoHU € pigkicHuMu (< 1/10000).

[To6iyHi peaxiiii, 00YMOBJIEH] MapalieTaMoIOM
3 6oky cucmemu kposi ma nimgpamuuHoi cucmemu: TPOMOOIIUTOTIEHIST, arPaHYIOLUTO3.

3 6oky imyHHOI cucmemu: aHadimaKCis, peakilil rimepYyTINBOCTI Ha IIKipi, BKIOYAIOUYM Cepeq
iHIITMX BHCUII Ha IIKipi, aHTiOHeBPOTHUHUM HAOPSK, cuHapoM CriBeHca - [I:KOHCOHa,
TOKCUYHUU ellifiepMaJIbHUY HEKPOJIi3.

3 6oky OuxanvHoi cucmemu, op2aHia 2py0HOi Kaimku ma cepedocminHs: OPOHXOCIIA3M Y
MaI[i€HTIB, YYTIUBUX [0 alleTUJICAIIMAIOBOl KUCIOTHY Ta A0 iHIINX HECTEPOITHUX
IIPOTHU3aMNaIbHUX 3aC00biB.

3 6oky eenamobisiapHoi cucmemu: IOPYIIEHHS (PYHKIIil TEYiHKY.



ITopyweHHs memaboaizmy ma xapdyeaHHs: MeTabOJIiYHUY allifI03 3 BUCOKHUM aHiIOHHUM
IIPOMiKKOM (4acTOTa HeBigoMa).

Onuc okpemMux nobivyHuUX peakuit:

MeTabomiyHui au03 3 BUCOKUM aHiIOHHUM ITPOMIiKKOM.

Bunagku MeTaboIi4HOT0 aIl[iA03y 3 BUCOKMM aHIOHHUM IIPOMiKKOM SIK HACJIifIKy MipoTIyTaMiHOBOTO
alupao3y CIOCTepiraaucs y NalieHTiB 3 pakTopaMy PU3UKY, SKi 3aCTOCOBYBAJIU apaleTaMo (IuB.

po3min «Ocob6auBOCTI 3aCTOCyBaHHS»). [liporayTaMiHOBHUM allig03 MOXKe BUHUKATHU BHACIIIOK
HU3bKOT'0 PiBHSA IJIyTaTiOHY Y LIUX MAlli€HTiB.

[To6iuHi peakii, 06yMoBIeHi KodeiHoM

3 60Ky ueHmpasvHoi Hep8osoi cucmemu: 3allaMOPOYEHHS, TOTOBHUM OiNb.

3 60Ky cepueso-cy0uHHoOi cucmemu: TIPUCKOPEHE CepIeOUuTTS.

3 60Ky WAYyHK0B0-KUWKOB020 MPAKmMy: IMITyHKOBO-KUIIIKOBUI po3iaf,.

3 6oky ncuxiku: 6e3COHHS, HECIIOKil, TPUBOXKHICTb Ta APATiBIUBICTh, HEPBO3HICTE.

[Ipu ogHOYACHOMY IIpHUOMI IpenapaTy B peKOMeHJ0BaHUX 403ax i3 MPOOyKTaMH, 10 MiCTATh
KodelH, miaBuilleHa f03a Kodeiny, 0 BUHUKA€E TaKUM YMHOM, MOXKe IIOCUIUTH T00iuHi epekTH,

3yMOBJIEHI KOQeiHOM, TaKi K 0€3COHHS, HECIIOKIiM, TPUBOXKHICTh, PO3APAaTOBaHICTh, TOJIOBHUM OiNb,
TIOpYyLIeHHs 3 00KY IITYHKOBO-KUIIKOBOTO TPAKTY i MIPUCKOPEHE CepLeOuTTS.

Tepmin npuéamuocmi. 4 poxku.

YmoBH 30epirannsi. 306epiratu npu Temmepatypi He Buiile 25 °C y HeIOCTyITHOMY AJIS giTel
MICIIi Ta IT03a II0JIEM IXHBOTO 30DY.

YnakoBka. [10 2 TabneTky y 6araTorapoBoMy CTPUII, IT0 6 CTPHUIIIB y KapTOHHIW KOpoO1ii; Mo
4 TabneTku y 6araTomapoBOMy CTPHIIi, 10 3 CTPUIIK Y KAPTOHHIN KOPOOIIi.

Kareropis Bignycky. bes peiernra.

BupoOOHHUK.

®amap A.B.E. ArToca nimant/Famar A.V.E. Anthoussa plant.

I'makcoCmitKnaiiu [laurapsaH JlimiTen/GlaxoSmithKline Dungarvan Limited.



Micue3HaxoIKeHHsI BHPOOHHKA Ta MOro aJpeca MicIsi IPOBaKeHHsI Tisl/IbHOCTI.

Byn. Antocu, 7, AuToca AtTiki, 15349, I'peniss/Anthoussa Avenue 7, Anthoussa Attiki, 15349,
Greece.

HokOpek, [Tlaurapsa#, rpadctBo Yotepdopn, Ipnaupis/Knockbrack, Dungarvan, Co.
Waterford, Ireland.



