IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

ITAHATOJI

(PANADOL)

CKnao:
0itoua peyosuHdA: mapaleTamolt;
1 tabnetka mictuth 500 Mr mapareTamoIy;

OONOMINMCHI PEUOBUHU: KPOXMajlb KYKYPYI3SHUN, KPOXMAJlb IPeXKelaTUHI30BaHUH, TIOBIIOH, KaJliio
copbaT, TalbK, KUCJIOTa CTEAPUHOBA, TiIPOMeo3a, ITillepusl TpUaleTar, BiCK KapHayOChKU.

JIikapcbKa ¢opma. TabneTku, BKPUTi 060TI0HKOIO.

OcHosHi ¢izuko-xiMiyHi 8aacmusocmi: 6iToro Konbopy TabeTKH, BKPUTI 000I0HKOI0, 3 TIITIOCKUMU
KpasMu, 3 TUCHEHHSIM Y BUTJISAMI TPUKYTHOTO JIOTOTUIY 3 OMHOT0 OOKY Ta JIiHi€l0 po3/oMy - 3
iHIIO0TO.

dapMakoTepaneBTHYHA rpymna. AHAITETUKY Ta aHTUIipeTuKu. AHinmigu. [Tapamneramort.

Kom ATX N02B EO01.

®apmako102iuHi 8 1acmueocmi.
®apmakoduHamika.

Tabnetku [TaHamoa MiCTSATh IapalleTaMoJl - aHAJTEeTHK Ta aHTUIIPETUK (3HEOO I0BaTbHUM i
J)Kapo3HUXKYyBanbHUY 3aci0). EhekT 0a3yeThcs Ha inribyBaHHI cuHTe3y npocrariasnusis y LIHC.

dapmMaxkoKiHemuxka.

[TapareTamoJ IMBUAKO i MaliKe IIOBHICTIO agcopOyeThCs B ITYHKOBO-KUIITKOBOMY TPaKTI Ta
PO3MominsaeThcs B OiNMbIIOCTI TKAHKUH OpraHi3aMy. 3B’g3yBaHHA IapaleTaMmoiy 3 6iikamMu I1a3Mu KPoBi
€ MiHiMaJIbHUM IIpU IPUKOMI B TepaneBTUYHUX [103aX.

[Tapareramos MeTab0mi3y€eThCs TepeBaXkKHO B IEYiHIIi Ta BUAINMSIETLCS i3 ceyelo Y BUTTIAML TPOAYKTiB
nepeTBopeHHs. CepenHil nepion HamiBpo3naAy napaneTaMoily y Ija3Mi KpoBi Micis mepopaibHoro



IPUHOMY CTaHOBUTH OJIM3BKO 2,3 TOOUHMU.

KrinigHi xapaKTepHCTHKH.
IToka3zanus.

JIikyBaHHS POTSTOM HETPUBAJIOTO Yacy rojIoBHOro 6010, 3y0HOro 6010, 607110 V¥ M’s13aX,
MEHCTPYalbHOTO 00JTI0, IOMIPHOTO 00JII0 IPH OCTE0APTPUTAX, CHMIITOMIB rapss4yku Ta 60JTi0 mpu
3aCTyAi Ta Ipuii.

IIpomunoka3aHHA.

[TigBuiieHa YyTIUBICTL [O KOMIIOHEHTIB IIpenapary, TIKKi IopyIleHHs QYHKIIil IediHKY i/ab0 HUPOK,
BpO/KeHa rimepbinipybinemis, mediuT rimoko30-6-hocdaTmerimporeHasu, ajaKkoromiam,
3aXBOPIOBAHHS KPOBi, cuagpoM 2Kunrbepa, BUpaxkeHa aHeMis, JIeHKoneHis. Bik mo 6 pokis.

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

[IIBupKiCTh BCMOKTYBaHHS IIapalleTaMojIy MoxKe 36ibIyBaTUCS IPU 3aCTOCYBaHHI METOKJIOMpaMiny
Ta JOMIIEPHUOOHY i 3MEHIITYBAaTUCS IIPK 3aCTOCYBaHHI X0IeCTUPaMiHy. AHTUKOATyJISHTHUU e(peKT
BapdapuHy Ta iHIKUX KyMapHHiB i3 MigBUIIEHHSIM PU3UKY KPOBOTEUi MOxKe OyTH IIOCUJIEHUY TIpH
OIHOYaCHOMY [IOBrOTPHBAJIOMY 3aCTOCYyBaHHI Iapaueramony. [lepioguyHuil IpuiioM He Ma€
3Ha4yHOro edekTy. bapOiTypaTy 3MeHILIYIOTh XKapO3HUKYBaIbHUN e(eKT mapaleTamMoy.

AHTHCYIOMHI ITpenapaTu (BKIo4yaoouu PeHiToIH, OapOiTypaTH, Kapbamasemin), SKi CTUMYIIOIOTh
aKTHBHICTh MiKpOCOManbHUX (DEPMEHTIB TEYiHKM, MOXKYThb TOCUIIOBATU TOKCUYHUY BILJIUB
IapaleTaMoJly Ha IeYiHKy BHACJIIAOK MiIBUIIEHHS CTYIIeHs IIepeTBOPEeHHd IIpenaparTy Ha
remnaToTokcuyHi MetabosiTu. [Ipyu ogHOYacHOMY 3aCTOCYBaHHI ITapaleTaMoily 3 relaTOTOKCUYHUMU
3acob6aMu 30iNbLUIYETHCS TOKCUYHUM BIIJIUB IIpenapaTiB Ha nevinky. OgHoYacHe 3aCTOCYBaHHS
BHCOKUX [103 IlapaneTamMoly 3 i30Hia3Ug0M MiIBUIIYE PU3UK PO3BUTKY IellaTOTOKCUYHOTO CUHOPOMY.

[TapaueTamorn 3HMXKY€E e(EeKTUBHICTH AiypeTukiB. He 3aCTOCOByBaTH OJHOYACHO 3 aJIKOTOJIEM.

Oco06.1ue8ocmi 3acmocyeaHHsi.

[IpemapaT MiCTUTh ITapaleTaMoJl, TOMY He CJIifi 3aCTOCOBYBaTU MOT0 pa3oM 3 IHIIMMU IIpernapaTaMy,
II0 MiCTATH ITapalleTaMoJl Ta 3aCTOCOBYIOThCS, HAIPUKIIAL, AJI 3HUKEHHS TEMIIePaTypH, JIiKyBaHHS
007110, CUMIITOMIB T'PUILY Ta 3aCTyAu ab0 0e3coHHS. OgHOYaCHe 3aCTOCYBaHHS Pa30oM 3 iHIIKMU

IIperapaTaMy, 110 MiCTSTh [TapalleTaMoll, MoXKe [IPU3BECTH OO0 Iepeno3yBaHHs. [lepeno3yBaHHA
IapaleTaMojly MOXKe CIPUYMHUTU II€YiHKOBY HEJOCTATHICTS, 1110 MOXKE IIPU3BECTHU [0
HeoOXigHOCTI mepecafku MeviHKu a0o J0 JIeTaIbHOT0 HACTIAKY.

[Tpu 3axBOPIOBAHHSX MMEYiHKM a00 HUPOK Iepef] 3aCTOCYBaHHSIM IpernapaTy MOTPiOHO MopaguTUcCs 3
JIiKapeM.



Cmig BpaxoByBaTH, 110 B TAI€HTIB i3 3aXBOPIOBAHHSIMU IeYiHKY 30iIbIIYETHCS PUIUK
renaToTOKCHUYHOI Iil mapaleTaMory.

3adikcoBaHO BUNAOKM MOPYIIEHHS (PYHKII1 eYiHKY/ Me4iHKOBOI HEIOCTaTHOCTI y MAlli€HTiB, 110
MaJld 3HUKEHUH PiBeHb IIyTaTiOHy, HallpUKIIaj, IPU CEPHO3HOMY BUCHaKEHHI OpraHi3aMy, aHOPEKCil,
HU3bKOMY iHIeKCi MacH Tifla, XpOHIYHOMY ayIKoToi3Mi abo Ccemncuci.

Y nanieHTiB 31 3HUXKEHHAM PIBHA IJIyTaTiOHY IIPU IPUUOMI TapaleTaMoly MiIBUIIYEThCSA PU3UK
BUHUKHEHHS MeTaboIiuHoro anuno3dy. CumnroMamMu MeTabOMidYHOTO aluio3y € TIu00Ke,
IIPUCKOPeHe YU YTPyOHEeHe OUXaHHS, HynoTa, OJII0BaHHS, BTpaTa aneTuTy. Clig HeraiiHO 3BepHYTUCS
[0 JTiKaps y pa3i [I0sgBU LUX CUMIITOMIB.

ZKII0 CHMIITOMY He 3HUKAIOTh, CJIifl 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¥ MicCIIi.

3acmocysaHHs y nepiod eazimHocmi abo 200y8aHHA 2py0010.

4K i mpu 3acToCyBaHHI iHIMX TiKapchKUX 3acobiB, mepen MIPUIoMOM TapaleTaMosy y Iepiofn
BariTHOCTI CJIifl IPOKOHCYJIbTYBaTUCA 3 JIiIKapeM. Besvka KijIbKiCTh JaHUX IIPO BariTHUX He BKa3ye Hi
Ha MaJb(popMaTUBHY, Hi Ha (peTo/HeOHATaIbHy TOKCUYHICTh. EMiieMionoriuyHi JOCTiAXKEeHHS PO3BUTKY
HEPBOBOI CUCTEMH y [iTeH, SKi MigfaBalucs BHYTPIIHHOYTPOOHOMY BIIMBY IlapalleTaMojly, He HaloTh
TIEPEKOHJIUBUX PE3YJIbTATIB. AKIIO 1e KIiHiYHO HeoO0XiIHO, mapaleTaMoy MOXHa BUKOPUCTOBYBaTH
il 4acC BariTHOCTI, OOHAK MOr0 CJIif 3aCTOCOBYBaTH Y HaHUXK Uil e(heKTUBHIN 031 IPOTATOM
HaAMKOPOTIIOrO Yacy i 3 HaWMeHIII0I0 MOXKJIUBOI 4aCTOTOIO.

[TapaneTamosn BULIISETLCS Y TPYIHE MOJIOKO, ajie y KIiHIYHO He3HaYHUX KIJIbKOCTAX IIPU
3aCTOCyBaHHI y peKOMeHI0BaHUX fo3ax. HasBHi ony6rikoBaHi maHi He 3amepedyioTh MOXKIIUBOCTI
IPUUOMY IIpenapary IIifi 4ac rogyBaHHS I'PYALIIO.

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

He BnuBae.

Cnocib 3acmocysaHHsi ma 0o3u.
[IpenapaT mpU3HAYEHUM [IJIST TIEPOPATIBHOTO IPUHOMY.

He nepesuiiryBatu peKoMeH0BaHy 003y. Ciifl 3aCTOCOBYBaTH HaWHUXKYY 03y IIpenapary, HeoOxigHy
[JIsI BOCATHEHHS METH JIIKyBaHHA.

Ilopocaum ma dimsam 8ikom 8i0 12 pokia: mo 1-2 TabmeTku 00 4 pa3iB Ha m00y (uepe3 4-6 romguH)
y pa3i HeoOXigHOCTi.



[HTEepBa MiX mpUitOMaMK CTAHOBUTHL He MeHIIe 4 TOOuH.

He cnip nputimaTu Ginbie 8 TabmeTok (4000 Mr) mpoTsiroM 24 TOguH.

Limsam (6-11 pokie): o ¥2-1 tabmeTtui go 4 pasis Ha K00y (uepe3 4-6 rofrH) y pa3i HeoOXigHOCTI.
MaxkcuManbHUN TePMiH 3aCTOCYyBaHHS AiTSAM 0€3 KOHCYJIbTallii JTikaps - 3 mHi.

He cnig npuiimaTu Oinbie 4 mo3 mpoTsarom 24 TOOuH.

IHTepBaJ’I MiK HpI/IfIOMaMI/I CTAHOBUTDH He MeHIe 4 TOOuH.

Iimu.

He pekomeHOyeTbCS 3aCTOCOBYBATH OIiTAM BIKOM 10 6 POKIiB.

Ilepedo3yeanHs.

[Tepeno3yBaHHS mapaneTaMoiIy MOXe CIPUYMHATY Ie4iHKOBY HEIOCTaTHICTD, 10 MOXKe NIPU3BECTU
1o HeoOXiMHOCTI mepecagku MediHKy abo [0 JeTaabHOro Hachigky. [IoCBim CBigYuTh, 110 KTiHIYHi
O3HaKM ypaxXKeHHS [TeYiHKM MiC/ISA Iepefo3yBaHHs lTapalleTaMoIOM 3'ABIAI0THCS 3a3BUYall 4epes
24-48 roguH MicIIs Tepemo3yBaHHs Ta NOCITal0Th MAaKCUMyMy depes 4-6 mib.

IcHye mifBUILleHNY PU3UK OTPYEHHS MapalieTaMOJIoM, 30KpeMa, y HallieHTiB JIITHBOTO BiKY, AiTeH,
TAIliEHTIB i3 3aXBOPIOBAHHSAMU MTEYiHKH, XPOHIYHUM alIKOT0/Ti3MOM Ta XPOHIYHUM HEJOITaHHSIM.

CumnToMH Iepefo3yBaHHs B nepii 24 rogunu: OigicTs, HymoTa, 671I0BaHHS, BTpPaTa alleTUTy Ta
abmomiHanbHMIM 0iNlb, TAKOXK MOXKJTMBE O€3CUMIITOMHE NTPOTiKAHHS Nepefo3yBaHHS.

[Tepeno3yBaHHS MapalleTaMolly IIpY OMHOKPATHOMY 3aCTOCYBAHHS HOPOCTUMU abo JiTbMU MOXKe
BUKJIMKATHA 000pOTHUM ab60 HE0OOPOTHIN HEKPO3 KIIITUH MEYiHKY, 1[0 MOXKe MIPU3BOOUTH [0
NopyLIeHHsS MeTa001i3My TJII0K03H, MeTa00IiYHOT0 allia03y, rernaTole0IIPHOl HEOOCTaTHOCTI,
eHnedamonarii, KpOBOBUIIMBIB, TiloTiKeMil, KOMM Ta MaTH JIeTaJIbHUM HACIITOK. B ToM Xe 4ac,
CIIOCTEePIraeThCs MiABUILEHUN PiBEeHb Ne4iHKOBUX TpaHcamiHal (AST, ALT), makTaTmerimporeHasu Ta
6inipy0iHy, a TaKOXK piBHS NPOTPOMOiHY, 110 BigOyBaeThCcs yepe3 12-48 roguH micig Ipuuomy.
YpaxkeHHS NeYiHKKM € UMOBIDHUM y JOPOCNIUX, SKi MPUAHANK OiNbIly, Hi2K peKOMEHI0BAHO, KilbKiCTh
napaleTamoity. BBaxkaeThcs, 1110 MigBUIlleHa KiNTbKiCTh MeTaboIiTy mapaleTaMony (SKuit 3a3Budai
HeUTpani3yeThCs Oi€l0 TIyTaTiOHY IIPX 3aCTOCYBAaHHI 3BMYaWHUX [103 IapalieTaMoiy) Heo60poTHO
3B’A3Y€THCA 3 TKAHUHAMMU [I€YIHKMU.

I'ocTpa HUPKOBaA HEMOCTATHICTD i3 TOCTPUM HEKPO30M KaHalbIliB MOXKE NPOSIBIATUCS CUIIBHUM
1IoTIepeKoBUM 60j1eM, reMaTypi€to, IPOTEiHyPi€l0 i PO3BUHYTUCH HABiTh IIPH BiICYyTHOCTI TSIKKOTO
ypaXKeHHS NediHKu. Bif3Hayanuch TaKOXK CeplieBa apuTMisl Ta TOCTPUU ITaHKpeaTuT, 110 3a3BU4an
CYIIPOBOMIXKYBaBCS MOPYIIEHHSIMU (YHKIIII MEYiHKY Ta TeaTOTOKCUYHICTIO.

[Tpu TpuBasoMy 3aCTOCYBaHHI ITpemaparty y BeJIUKUX [03aX 3 00Ky OpraHiB KPOBOTBOPEHHS MOXKe
PO3BUHYTHUCH amnjacTU4YHa aHeMis, TaHIUTOIIEeHis, arpaHyI0LUTO3, HEUTPOIEHis, TeNKOIeHis,
TpoMmObouuTomneHis. [Ipu mpuitoMi BeNMUKUX 003 3 00Ky LIeHTPaIbHOI HEPBOBOI CUCTEMH MOXKJIUBE
3araMOpPOYEeHHS, ICUXOMOTOPHE 30yIKEeHHS i MOPYIIeHHs OpieHTallil; 3 60Ky CeYOBUOINBHOI CHCTEMU



— He()POTOKCUYHICTE (HUPKOBA KOJIiKa, iIHTePCTUIliaIbHAY He(PUT, KaliIIpHUN HEKPO3).

CuMmmtoMu MOXKYTh OyTu 00MekeHi HygoToko Ta 01i0BaHHSAM ab0 MOXKYTh He BimoOpaxKaTu TAKKOCTI
nepeno3yBaHHS YU PU3UKY ypaXKeHHS OpraHiB.

daxTopaMu pU3UKY I1epefo3yBaHHS I1apaleTaMoy €:

- OOBTOCTPOKOBE JIiKyBaHHS KapOaMa3emninoM, heHo0apOiToHOM, GeHITOIHOM, IPUMiTOHOM,
pudamninuHOM, 3Bip060EM Ta iHIIMMHU IIpenapaTaMi, 1[0 iHAYKYIOTh CUHTE3 (PePMEHTIB eYiHKY;

- peryinsapHe 3JI0BXKUBAHHA aJIKOTOJIEM;

- 3HMKEHHS PiBHA IJIyTaTiOHYy, HAIPUKIIaL, IPY MOPYIIEeHHSIX XapuyyBaHHs, TOJIOAYBaHHi,
BHCHaXKeHHi opraHiamy, kictosHomy ¢ibposi, BIJI.

[Tpu nepeno3yBaHHi HeoOximHa MIBUAKA MeIUYHa fomoMora. JIikyBaHHS IIPH IIepefo3yBaHHi abo
HaBiTh NIPHU TiI03Pi Ha Iepefo3yBaHHs IOTPiOHO PO3MOYaTH HEeTalHo, I YOTo CJIif IOCTaBUTH
IalfieHTa y JIiKapHIO, HaBITh AKINO BIICYTHI paHHI CUMIITOMHU [Iepef0o3yBaHHs, OCKIJILKY YpakeHHS
IIeYiHKU MOXKEe PO3BUBATUCH He oapa3y. Crif BUMipoBaTU KOHLIEHTpALi0 ITapalleTaMoly B IIJla3Mi
KpOBi yepe3 4 ropgunu abo miswime micas mpuiiomy (0inbil paHHI KOHIIEHTpPAIlil € HeIOCTOBIPHUMHU).

Crnig po3rnsgHyTH MiKyBaHHS aKTMBOBAHUM BYTIJUISIM, SKIIO HagMipHa [03a IapaueTamMoJy Oinblie
150 mr/xr Oyna mpuiHsATa ¥ Mexkax 1 roguau. Ciif po3riasHyTH IiKyBaHHS N-alleTUILIHACTEIHOM abo
MeTioHiHOM. TakoX He0oOXiHO 3[i¥CHIOBATH CUMIITOMATHYHE JTiKyBaHHS.

ITo6iuni peakuii.
3 6oky cucmemu Kposi ma aimpamuyuHoi cucmemu: (pigkicHi: < 1/10000) - TpoMOOLIUTONIEHIS.

3 6oky imyHHoi cucmemu: (pigkicHi: < 1/10000) - aHadinakcisi, peakiiii rimep4yTIUBOCTI Ha
IIKipi, BKIIOYAKYX BUCHUII Ha LIKipi, aHrioegeMy, cuHapoM CriBeHca - [I2KOHCOHa Ta
TOKCUYHUY elifjepMasIbHUU HEKPOJIi3.

3 60Ky duxanbHOI cucmemu, opaaHie 2pyoHoi Kkaimku ma cepedocmiHHA: (pigkicHi: < 1/10000) -
OpoHx0CIa3M y MallieHTiB, YyTIUBUX OO alleTUJICAJILKAIIOBOI KUCIIOTH Ta [0 iHIINX HECTEPOITHUX
IIpOTHU3amanbHUX 3aco0iB.

3 6oky 2enamobiaiapHoi cucmemu: (pigkicui: < 1/10000) - mopyuieHHS QYHKIIII TEYiHKH.
Takox micng mpuioMy IIpenaparis, 1[0 MiCTSAThH ITapalleTaMoJI, MOXKJIKBI Taki MoOiuHi peakiril:
IKipHUi cBepOixk, My IbTUGOPMHA eKCyJaTUBHa epuTeMa, HyoTa, 0inb B emiracTpii, rimornikemis,
ax [0 TimoriaikeMiyHOI KOMU, arpaHyJIOLUKUTO3, aHeMis, cynbdreMoriobineMis i MeTreMornobineMis

(miaHo3, 3amguInKa, 6inb y cepiii), TeMoliTu4YHa aHeMis, CUHIII Y¥ KPOBOTEYi, MiABUIIIEHHS aKTHBHOCTI
Ne4iHKOBUX (DepPMEHTIB, K IIpaBuiio, 6e3 pPO3BUTKY KOBTSIHHUILIL.

Tepmin npudamHocmi.

5 POKiB.



YmMmoBH 30epiranns.

36epiratu mpu TeMiepaTypi He Buine 25 °C y HeJOCTYIIHOMY [JIst HiTe# MicIli Ta mmo3a moJjieM iXHbBOTO
30Dy.

YnakoBka. ITo 12 Tabnetok y 6micTepi, mo 1 6micTepy B KapToHHi# Kopo6ii; o 8 TabneTok y
6rmictepi, mo 8 abo 12 GricTepiB y KapTOHHIM KOPOOIIi.

Kareropis Bigmycky.

bes penenra.

BupoOHHK.

I'makcoCwmitKnain [Taurapsas Jlimiten, Ipnanmis/GlaxoSmithKline Dungarvan Limited, Ireland.

Micne3HaxomKeHHsI BUPOOHHKA Ta aJipeca Miclsi IpoBaaXKeHHsI HOr'0 Jis/IbHOCTI.

HoxkOpek, [JanrapsaH, rpadpcTtBo Yorepdopm, Ipnanmis/Knockbrack, Dungarvan, Co. Waterford,
Ireland.



