IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

INAHATIOJ

(PANADOL)

Cknao:
0itoua peyosuHA: mapaleTamolr;
1 TabneTka mictuth 500 Mr mapareTamony;

O0ONOMIJCHI PeYOBUHU: KPOXMaslb KYKYPYO3sTHUH, KPOXMaJlb IpeKeIaTHHI30BaHuM, TOBIOH, Kalio
copbaT, TalbK, KMCIIOTa CTEAPUHOBA, TiIPOMe03a, ITillepusT TPUAIETaT, BiCK KapHayOChHKUI.

JlikapcbKka (popma. TabneTKu, BKPUTI 000I0HKOIO.

OcHo8HI (pi3uko-ximiuHi 81acmusocmi: 0iOro KoIbopy TaONeTKH, BKPUTI 000I0HKOIO, 3 IIJIOCKUMHU
KpasMu, 3 TACHEHHSIM Y BUTJISIII TPUKYTHOTO JIOTOTHUIY 3 OMHOT0 OOKY Ta JIiHi€0 po3/oMy - 3
iH1IoTO.

®dapmakoTepaneBTHYHA rpyna. AHaITeTUKY Ta aHTUIIPETUKU. AHimigu. [TapameTamort.

Kong ATX N02B EO1.

®Papmako102iuHi 8 1acmueocmi.
®apmakoduHamika.

Tabnetku [TaHamos MiCTSATH IapalleTaMoJl - aHAJTEeTHK Ta aHTUIIPETHK (3HEOO I0BaTbHUY i
JKapo3HuXKyBanbHUM 3acib). EQekT 6a3yeTbcs Ha iHriOyBaHHI cuHTe3y mpocTarnaHguHi y LIHC.

dapmaxoKiHemuxka.

[TapareTamoJ MBUOKO i MalKe TIOBHICTIO agcopOyeThCs B ITYHKOBO-KUIITKOBOMY TPAKTI Ta
PO3MominsaeThcs B OiMbIIOCTI TKAHKUH OpraHi3aMy. 3B’g3yBaHHA IapaleTaMmoiy 3 6iikamMu I1a3Mu KPoBi
€ MiHiMaJIbHUM IIpU IPUKOMI B TepaneBTUYHUX [103aX.

[Taparneramos MeTab0mi3y€eThCs TepeBaXkHO B IEYiHIIi Ta BUAINSIETLCS i3 ceyelo Y BUTTIAML IPOAYKTiB
nepeTBopeHHs. CepefHil nepiof HamiBpo3naAy napaneTaMoily y Ija3Mi KpPoBi Micis mepopaibHoro
IPUHOMY CTaHOBUTH OJIM3BKO 2,3 TOOUHU.



KrinigHi XxapaKTepHCTHKH.
Iloka3zanus.

JIikyBaHHS MPOTSATOM HETPHUBAJIOTO Yacy T'OJIOBHOTO 60110, 3y6HOT0 605110, 60110 y M’s3aX,
MEHCTPYaJIbHOT0 00JII0, TOMipHOT0 00JII0 IIPX 0CTE0APTPUTAX, CUMIITOMIB TapsuKu Ta 600 Ipu
3aCTyAi Ta rpuii.

IIpomunokKa3aHHsi.

[TigBuIleHa YyTNIUBICThL 0 KOMIIOHEHTIB IIpenapary, TSXKKi mopyiieHHs QYHKIII nediHKy i/ab0 HUPOK,
BpOJKeHa rinepOinipybineMis, medinuT rinoko30-6-hochaTmerigporeHasu, ankoromiiay,
3axBOPIOBaHHS KpOBi, cuHapoM 2KunbOepa, BUpaXkeHa aHeMis, JelKomneHisd. Bik 1o 6 pokis.

B3aemodisn 3 iHwumu nikapceKumu 3acobamu ma iHwi eudu e3aemoditi.

[IBupKicTh BCMOKTYBaHHS IIapalieTaMojIy MoXKe 30ibIIyBaTUCS IIPU 3aCTOCYBaHHI METOKJIONMpaMiny
Ta JOMIIEPUOOHY i 3MEHIITyBaTUCS IIPU 3aCTOCYBaHHI X0lIeCTUPaMiHy. AHTUKOATyJISHTHUAN e(peKT
BaphaprHy Ta iHIINX KyMapHUHiB i3 MigBUIIEHHSIM PU3UKY KPOBOTEYi MOKe OyTH ITOCUIIEHUH TIPU
OIHOYAaCHOMY JOBrOTPHBAJIOMY 3aCTOCYBaHHI lTapaleTamMoiy. [lepioguuynuii IpuiioM HE Mae
3Ha4HOTO edeKTy. bapOiTypaTu 3MEeHIIYIOTh XKapO3HUKYBaIbHUAN e(eKT IapaleTamMory.

AHTHCYIOMHI ITpenapaTtu (BKo4aoun GeHiToiH, 6apOiTypaTu, Kapbamasernin), SKi CTUMYIIOIOTh
aKTUBHICTh MIKPOCOMAaJIbHUX ()EPMEHTIB IT€YiHKU, MOXYTh TIOCUTIOBATH TOKCUYHUM BIIJIUB
mapaleTamMosly Ha Ie4iHKy BHACIIOOK MiABUILEHHS CTYIeHs IIepeTBOPEeHHS IIpenaparTy Ha
remnaToTOKCHUYHi MeTabomitu. ITpy omHOYaCcHOMY 3aCTOCYBaHHI ITapaleTaMoy 3 renaTOTOKCUYHUMU
3acobamMu 30i/TbLIYETHCS TOKCUYHUY BIIJIUB IIpenapaTiB Ha nmevinky. OgHOYacHe 3aCTOCYBaHHS
BHCOKHX [103 ITapalleTaMoJly 3 i30Hia3ua0M IMiiBUINYE PU3UK PO3BUTKY relaTOTOKCUYHOTO CUHAPOMY.

[Tapaneramorn 3HUXKYE e(PEeKTUBHICTH OiypeTukiB. He 3acTOCOByBaTH OOHOYACHO 3 @JIKOTOJIEM.

Oco6.1ueocmi 3acmocyeaHHsi.

[IpemapaT MiCTHTh ITapalleTaMoJl, TOMY He CJIifi 3aCTOCOBYBATH MOT0 Pa30oM 3 iHIIMMU IIpernapaTaMy,
10 MICTSATH ITapaleTaMoJI Ta 3aCTOCOBYIOThCS, HAIIPUKIIaf, AJs 3HUXKEHHS TeMIepaTypH, TiKyBaHHS
007110, CUMIITOMIB I'PUIY Ta 3acTyau ab0 6e3coHHs. OgHOYaCHe 3aCTOCYBaHHS Pa30M 3 iHIIUMU
IIpeliapaTaMy, 110 MiCTSTh IIapaleTaMoJl, MOoXe IIpU3BECTU [0 epeno3yBanHs. [lepeno3yBanus
napaleTamosly MOXe CIPUYMHUTY TTeYiHKOBY HEJOCTATHICTh, 1[0 MOXKe IIPU3BECTU [0 HEOOXigHOCTI
mepecafky MeviHKu abo [0 JeTaJbHOTI0 HACIigKYy.

[Tpu 3axBOpIOBaAHHSX NMEeYiHKM ab0 HUPOK Iepef] 3aCTOCYBaHHSIM IpernapaTy MOTPiOHO MOpaguTUCs 3
JliKapeM.

Cnip BpaxoByBaTH, 110 B MAIli€HTIB i3 3aXBOPIOBAaHHAMU MeYiHKU 30iIbIIyETHCS PUIUK
renaToTOKCHUYHOI Iil mapaleTaMory.



3adikcoBaHO BUNAOKM MOPYIIEHHS (PYHKII] eYiHKY/ Me4iHKOBOI HEIOCTATHOCTI y Malli€HTiB, 110
MaJld 3HUKEHUH PiBeHb IIyTaTiOHy, HallpUKIIal, IPU CEPHO3HOMY BUCHaXKeHHI OpraHiaMy, aHOPEKCil,
HU3bKOMY iHIeKCi Macu Tifa, XpOHIYHOMY ayIKoToJIi3Mi abo Cemncuci.

Y nanieHTiB 31 3HUXKEHHAM PIBHA IJIyTaTiOHY IIPU IIPUUOMI TapaleTaMoly MiIBUIIYEThCSA PU3UK
BUHUKHEHHS MeTaboIiuHoro anuno3dy. CumnroMamMu MeTabOMiYHOTO aluio3y € TIu0oKe,
IIPUCKOPeHe YU YTPyOHEeHe OUXaHHS, HynoTa, OJII0BaHHS, BTpaTa aneTuTy. Ciig HeraiiHo 3BepHYTUCS
[0 JTiKaps y pa3i [I0sgBU LUX CUMIITOMIB.

ZKII0 CHMIITOMY He 3HUKAIOTh, CJIil 3BePHYTUCS [0 JliKaps. 3aHa[TO TPUBaJie 3aCTOCYyBaHHS 6e3
KOHTPOJTIO 3 00Ky Jlikaps Moxke OyTu HeOe3neuHuM.

JlikapceKui 3acib ciIifi 3aCTOCOBYBATH, JIUIIE KOJIH 1€ € IBHO HEOOXiTHUM.

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

3acmocysaHHs y nepiod eazimHocmi abo 200y8aHHA 2py0010.

4K i mpu 3acToCyBaHHI iHIMX TiKapchKUX 3aco6iB, mepen IPUIOMOM apaleTaMoiy y Iepiofn
BariTHOCTI CJIifl IPOKOHCYJIbTYBAaTUCA 3 JIiKapeM. BeJivka KijIbKiCTh JaHUX IIPO BariTHUX He BKa3ye Hi
Ha MaJib(popMaTUBHY, Hi Ha (peTo/HeOHATaIbHy TOKCUYHICTh. EMiieMionoriyHi JOCTiAXKEeHHS PO3BUTKY
HEPBOBOI CUCTEMH y [iTel, 5Ki MigfaBaiucs BHYTPIIHLOYTPOOHOMY BIINBY IlapalleTaMojly, He HaloTh
TIEPEKOHJIUBUX PE3YJIbTATIB. AKINO 1ie KIiHiuHO HeoOXiIHO, MapaleTamMoy MOXXHa BUKOPUCTOBYBaTH
il 9acC BariTHOCTI, ODHAK MOT0 CIIif 3aCTOCOBYBaTH Y HaHUXK Uil e(heKTUBHIN 031 IPOTATOM
HaMKOPOTIIOTO Yacy i 3 HaMMEHII0KH MOXKJIUBOIO YaCTOTOI.

[Tapanetamon BULIISETHCS Y TPYAHE MOJIOKO, ajie y KIiHIYHO He3HaYHUX KIJIbKOCTAX IIPU
3aCTOCyBaHHI y peKOMeHI0BaHUX fo3ax. HasBHi ony6ikoBaHi faHi He 3amepedyoTh MOKIIUBOCTI
IIPUIOMY IIpenapary IIifi 4ac rogyBaHHS I'PYALIO.

30amHicmb enaueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

He BnuBae.

Cnoci6 3acmocyeaHHsi ma do3u.
[IpenapaT npru3HaAUYEHUU [OJI1 IePOPAIbHOTO IPUIOMY.

He nepesuiiyyBatu peKoMeH0BaHy 0o3y. Ciifl 3aCTOCOBYBaTH HaWHUKUY 103y IIpenapary, HeoOxigHy
7SI TOCSITHEHHSI METH JTIIKyBaHHS.

Ilopocaum ma dimsam eikom 8i0 12 pokia: mo 1-2 TabmeTku 00 4 pasiB Ha mo0y (uepe3 4-6 romguH)
y pa3i HeoOXigHOCTi.

IHTepBaJ’I MixK HpI/II;IOMaMI/I CTAHOBUTDH HE MeHIIe 4 TOOuH.

He cnip nputimaTu Ginbie 8 tabmeTok (4000 Mr) mpoTtsiroM 24 TOguH.



Himsm (6-11 pokie): mo -1 Tabnetui 7o 4 pa3iB Ha fo0y (dYepe3 4-6 romuH) y pasi HeOOXiTHOCTI.
MaxkcuManbHUY TepMiH 3aCTOCYBaHHS [iTIM 6e3 KOHCYNIbTalii gikaps - 3 [Hi.
He cnig mpuiimatu Ginbime 4 m03 MPOTSTOM 24 TOOWH.

IHTepBaJ’I Mix HpPIfIOM&MPI CTAHOBUTH He MeHIIe 4 TOOUH.

Himu.

He pekomeHOyeTbCS 3aCTOCOBYBATH AiTSAM BIKOM 10 6 POKiB.

Ilepedo3yeanHns.

[Iepeno3yBaHHS IapaleTaMojly MOXe CIPUYUHATY [I€4iHKOBY HEOCTATHICTh, 110 MOXKE IIPU3BECTHU
Io HeoOXiMHOCTI mepecagky NediHKy abo [10 IeTaqbHOIo HacHiaKy. [loCcBig CBiqYUTS, 110 KITiHiYHi
O3HAKHU ypaxKeHHS IIeYiHKY IIiCId Tepefo3yBaHHs apaleTaMoioM 3 SBIAIThCS 3a3BAYal yepes
24-48 ropuH micns nepeno3yBaHHS Ta JOCATAlOTh MaKCUMyMy dyepe3 4-6 mil.

IcHye nigBUIEeHUN PU3UK OTPYEHHS TapalleTaMoJIOM, 30KpeMa, y HallieHTiB JIiITHBOTO BiKY, HiTeH,
TAITiEHTIB i3 3aXBOPIOBAHHSAMU MTEYiHKY, XPOHIYHUM alIKOT'0/Ti3MOM Ta XPOHIYHUM HEOITaHHIM.

CuMmToMu nepefo3yBaHHS B nepiii 24 roguHU: OIificTh, Hy#OoTa, OI0BaHHS, BTpaTa alleTUTy Ta
abmoMiHanbHMM 6iflb, TAKOXK MOXK/IMBE 0€3CUMIITOMHE IIPOTiKaHHS Iepef03yBaHHS.

[Tepeno3yBaHHA apaleTaMoiy IIpXd OMHOKPATHOMY 3aCTOCYBAHHS JOPOCIUMH ab0 JiTbMU MOXKe
BUK/IMKATH 000pPOTHUM ab0 He0OOPOTHIM HEKPO3 KIITHH IEUYiHKH, 10 MOXKe IPU3BOOUTH [0
TopyLIeHHsS MeTa001i3My TII0K03U, MeTa0o IiYHOT0 allia03y, rernaTole oI PHOI HEJOCTaTHOCTI,
eH1nedamonarii, KpOBOBUJIKBIB, TiMOTIIiKeMil, KOMM Ta MaTH JIeTaJbHUW HACIigoK. B ToX Xe 4ac,
CIIOCTEPIraeThCs MiABUINEHUN PiBeHb Ne4iHKOBUX TpaHcamiHal (AST, ALT), makTaTmerimporeHasu Ta
6inmipy0iHy, a TaKoXK piBHS MPOTPOMOiHY, 110 BigOyBaeThcs yepe3 12-48 roguH micis Ipunuomy.
YpaxeHHS NeYiHKY € UMOBIDHUM y JOPOCTIUX, IKi IPUMHANU OiNbIly, Hi2K pEKOMEHI0BaHO, KilTbKiCTh
mapalietTamosy. BBaxkaeThCs, 110 MigBUIIEHA KiTbKiCTh MeTa0oJIiTy mapaleTaMony (SKui 3a3Budai
HeUTpasi3yeThCs [Ai€l0 TNIyTaTiOHY IIPU 3aCTOCYBaHHI 3BUYAMHUX [03 ITapalieTaMojly) Heo00pOTHO
3B’SI3Y€THCSA 3 TKAHMHAMMU [IE€YiHKMU.

['ocTpa HUPKOBa HEAOCTATHICTD i3 TOCTPUM HEKPO30M KaHAaJIbLiB MOXKe IPOSBISTUCS CUIbHUM
IIoTIepeKoBUM 60j1eM, TreMaTypi€to, MPOTEiHypi€lo i PO3BUHYTUCH HABITh MPHU BiICYyTHOCTI TSIKKOTO
ypaxKeHHS IediHKH. Bif3Hayanuch TaKOXK ceplieBa apuTMis Ta TOCTPUU [TaHKPEaTHUT, 110 3a3BUYal
CYTIPOBOJIZKYBaBCS MOPYIIEHHSAMU (YHKIIil IeYiHKU Ta TelaTOTOKCUYHICTIO.

[Tpu TpuBasoMy 3aCTOCYBaHHI IIpelapaTy y BeJIMKUX [03aX 3 00Ky OpraHiB KDOBOTBOPEHHS MOXKe
PO3BUHYTHUCH allJlaCTUYHA aHEMisl, TAHIUTOIIEeHis, arpaHyJIOINTO3, HEUTPOIIEeHis, IeNKOIeHis,
TpoMOonuTOnEeHis. [Ipy mpuiioMi BeUKUX 103 3 O0KY IIeHTPaIbHOI HEPBOBOI CUCTEMHU MOKIIMBE
3allaMOPOYEeHHS, TICUXOMOTOPHE 30yIKeHHS i MOPYyIIEeHHS opieHTallil; 3 00Ky Ce4OBUAITbHOI CHCTEMU
— He(pPOTOKCHUYHICTh (HUPKOBA KOJIiKa, iHTepCTUITianbHUN HeDPUT, KaliTIpPHUN HEKPO3).

CuMmmntToMu MOXYTh OyTr 00MeKeHi HymoTo Ta 6/110BaHHSAM a0 MOXYTh He BimoOpaxKaTu TSKKOCTi
Iepeno3yBaHHs YK PU3UKY YPaKeHHS OpraHiB.



®akToOpaMu PU3UKY IEepefo3yBaHHs IapaleTaMoIy €:

- IOBTOCTPOKOBE JIiKyBaHHS KapOaMa3emniHnoM, ¢eHo0ap6iToHOM, GeHITOIHOM, TPUMiTOHOM,
pudamminmHOM, 3Bipo60€EM Ta iHIIMMHU ITpenapaTaMH, 1[0 IHAYKYIOTh CUHTE3 (PepPMEHTIB MeYiHKY;

- peryispHe 37I0BKHUBAHHS aJIKOT0JIeM;

- 3HUKEHHS PiBHA TNIyTaTiOHY, HAIIPUKJIIaM, IPY MTOPYIIEHHSIX XapuyBaHHs, TOJIOAYBaHHi,
BHCHaXXeHHi opraHiamy, kictosuomy ¢i6posi, BIJI.

[Tpu nepemo3yBaHHi HeoOXimHa MBUOKA MeIUYHA HomoMora. JIiKyBaHHS IPH Iepemo3yBaHHi a0o
HaBiTh MIPHU MiI03Pi Ha Iepemo3yBaHHs MOTPIOHO PO3MOYATH HETANHO, OIS YOro CJIif IOCTAaBUTHU
IalfieHTa y JikapHIO, HaBiTh AKIIO BiICYTHI paHHI CUMIITOMU IIepeN03yBaHHs, OCKIJIbKY YpakeHHS
IIeYiHKY MOXe PO3BUBATUCH He oapa3y. Crif BUMipoBaTH KOHILIEHTpPAIi0 ITapalleTaMoJly B IIJla3Mi
KpOBi yepe3 4 ropunu abo misHime micasg npuiioMy (0inbil paHHI KOHIIEHTPAIll € HEAOCTOBIPHUMHU).

Cnip po3TNgHyTH NTiKyBaHHS aKTHUBOBAaHUM BYTIJIIAM, SIKIIO HafiMipHa [I03a MapaleTaMoily OinbIie
150 mr/kr O6yna npuiHsATa ¥ Mexkax 1 roguau. Crif po3riasHyTH JTiKyBaHHS N-alleTUNLKACTeIHOM abo
MeTioHiHOM. TakoX He0oOXimHO 3[iMCHIOBATA CUMIITOMATHYHE JTIKyBaHHS.

ITo6iuni peakuii.

3 6oky cucmemu Kposi ma aimpamuyuroi cucmemu: (pigkicHi: < 1/10000) - TpoMOOLIUTOTIEHIS.
3 6oky imyHHOI cucmemu: (pigkicui: < 1/10000) - aradinakcis, peakiii rinepyyTIUBOCTi Ha IIKipi,
BKJIIOYal04YX BUCHII Ha LIKipi, aHTioegeMy, cuaapoM CTiBeHca - [I’)KOHCOHA Ta TOKCUYHUU

emigepManbHUM HEKPOITi3.

3 60Ky duxaabHOi cucmemu, opaaHie 2pydHoi kaimku ma cepedocmiHHA: (pigkicHi: < 1/10000) -
OpoHx0cCIa3M y MallieHTiB, YyTIUBUX OO alleTUJICAJTIIKAIIOBOI KUCIIOTH Ta [0 iHIINX HECTEPOIgHUX
IpoTHU3amaabHUX 3ac00iB.

3 6oky 2enamobiniapHoi cucmemu: (pigkicHi: < 1/10000) - mopymeHHsST GYHKINI MTEYiHKA.

TakoxX Miciis mpuioMy IIperaparis, 1[0 MiCTSAThH MTapalleTaMoJI, MOXKJIMBI TaKi Mo6iuHi peakiril:
mKipHUY cBepbixk, MynbTH(hOPMHA eKCyAaTHBHA epuTeMa, Hy[ioTa, 0ifib B emiracTpii, rimoriikemis,
ax [0 TirmoriaikeMiyHOI KOMHU, arpaHyJIoOIUTO3, aHeEMisI, CynbhremMoriobiHeMist i MeTreMoro0iHeMis

(miaHo3, 3aguInKa, 6inb y cepii), TeMoliTUYHa aHeMisl, CUHIII YU KPOBOTEYi, MigBUIIEHHS aKTHBHOCTI
e4iHKOBUX (DepPMEHTIB, SIK IIPaBuiio, 663 PO3BUTKY KOBTSHHUIIL.

Tepmin npudamHocmi.

5 pOKiB.

YMmoBH 30epirannsi.

30epiratu npu TeMiepaTypi He Buine 25 °C y HeJOCTYIIHOMY IJ1s HiTel MicIli Ta I03a IoJjieM IXHbBOTO



30py.

YnakoBka. ITo 12 TabneTok y 6micTepi, mo 1 6micTepy B KAapTOHHIM KopoOi1i; Mo 8 TabIeToK y
6rmictepi, mo 8 abo 12 GricTepiB y KapTOHHI KOPOOIIi.

KaTteropisa Bigmycky.

bes penernra.

BupoOHHKH.
1. F'makcoCwmitKnaviu [TanrapsaH Jlimiten, Ipmangis/GlaxoSmithKline Dungarvan Limited, Ireland.

2. CmitKnsain Biuem C.A., Icnianisi/SmithKline Beecham S.A., Spain.

Micue3HaxomKeHHs1 BAPOOHHKIB Ta IXHS aJpeca Miclisi MPOBaIXKeHHS Tisi/TbHOCTI.

1. HokOpek, [JanrapsaH, rpadctBo Yorepdopn, Ipmanmis/Knockbrack, Dungarvan, Co. Waterford,
Ireland.

2. Byn. pe Auagip, km 2.500, Ankana ge Enapec 28806 (Manpun), Icnanisa/Ctra. de Ajalvir, Km.
2.500, Alcala de Henares 28806 (Madrid), Spain.



