Ckian

diroua peyos8uHa: mapaleTaMorr;

1 TabneTka mictuth 500 Mr mapaineTaMmory;

O0ONOMIJHICHI pedyo8UHU: KpOXMaJllb KYKYPYA3IHUM, KpoXMaJlb ITpexkKelaTUuHI30BaHUH,
MIOBiOOH, KaJlito copbarT, TalbK, KMCJIOTA CTeapUHOBA, TilIpoMesio3a, TIillepui
TpUaleTaT, BiCK KapHayOChKUIA.

JIikapcbKa ¢opMma

TabneTku, BKpUTi 000JI0HKOIO.

OcHoBHI (pi3uKo-xiMiuHi 81acmu8ocmi: 6ilIoTro KoJIbopy TabneTKH, BKPUTiI 000I0HKOIO,
3 IIJIOCKMMU KpasiMH, 3 TUCHEHHSAM Y BUTJISAAI TPUKYTHOTO JIOTOTUITY 3 OOHOTO OOKY Ta
JIIHIEI0 PO3JIOMY - 3 IHIIIOTO.

®dapMaKoTepaneBTHYHA rpymna
AHanretuku Ta aHTtumnipetuku. AHinigu. Ilapanertamorn. Kog ATX NO2B EO1.
dapMaKoauMHaMiKa

TabneTku [TaHamos MiCTSTh ITapalleTaMoOJl - aHaJITETUK Ta aHTUIIPETUK
(3HeboIoBaNIbHUY i 2Kapo3HuXKyBanbHUM 3aci6). EdpekT 6a3yeThcs Ha iHriOyBaHHI
CuHTe3y npocrarinauguHis y ITHC.

dapMaKOKiHeTHKa

[TapaleTaMon HIBUAKO i MalizKe IMOBHICTIO aficOPOYETHCS B IIITYHKOBO-KUIITKOBOMY
TPaKTi Ta PO3MOMiNA€ETHCA B OITBIIOCTI TKAHUH OpraHiaMy. 3B’I3yBaHHSA
rapaiieTaMoJy 3 6iTKkaMu I1J1a3MU KPOBi € MiHiMaJIbHUM ITPU IIPUKOMI B
TepaleBTUYHUX J03aX.

[TaparieTaMon MeTabO0JTi3yETHCSA EpPEBaXKHO B MEYiHIlI Ta BUOIJIIETHCS i3 ceUelo y
BUTJIAOI IPOAYKTIB IlepeTBOPeHHsA. CepenHiu mepion HaniBpo3nagy apaleTaMoiy Yy



I1J1a3Mi KPOBI ITic/IsT mepopanbHOr0 MPUHNOMY CTAHOBUTh OIU3BKO 2,3 TOOUHU.
IToka3zaHHsA

JIikyBaHHS MPOTSATOM HETPUBAJIOTO YacCy roJIOBHOTO 607110, 3yOHOT0 0010, 601110 Y
M’si3aX, MEHCTPYyaIbHOT'0O 000, MOMipHOT0 6010 IPU OCTE0APTPUTAX, CUMIITOMIB
rapssyku Ta OOJI0 MPU 3aCTy[i Ta I'PHUIIi.

ITporunnoka3aHHs

[TigBulleHa YyTJIMBICTh MO KOMIIOHEHTIB IIpemnaparTy, TSXKKi MOpPyIIeHHsS QYyHKITi1
Me4diHKM i/ab0 HUPOK, BpoAXKeHa rinep0binipybinemis, gediliuT rioKo30-6-
dbocharmerinporenasu, aakorosisM, 3aXBOPOBaHHA KPoBi, cuHapom 2Kunsbepa,
BUpaXKeHa aHeMis, JIeuKoIlleHisdg. Bik 1o 6 pokiB.

B3aeMogisi 3 iHIIHMH JTiKapCLKHMH 3aCO00aMH Ta iHIII BHIHM B3a€EMOIiH

[ITBuOKiCTh BCMOKTYBaHHS IlapalleTaMOoly MOKe 30iIbIIyBaTUCS IIPU 3aCTOCyBaHHI
METOKJIOIpaMifly Ta JOMIIEPUOOHY i 3MEHIITyBaTUCS IIPU 3aCTOCYBaHHi X0JIeCTUPaMiHYy.
AHTUKOarynssHTHUYN ePeKT BapdapuHy Ta iHIIUX KyMapHHIB i3 MiABUIIEHHIM PU3UKY
KPOBOTeYi MOKe OyTU ITOCUJIEHUM IIPXU OQHOYAaCHOMY JOBrOTPUBAJIOMY 3aCTOCYBaHHI
napatietamony. [lepioguuHuil IpuioM He Ma€ 3HaYHOTO edeKkTy. bapbiTypatu
3MEHIIYIOTh XKapO3HUXKYyBaJIbHUM e(PeKT mapaneTaMolry.

AuTHCyOOMHI npemnapaTtu (BKIo4aouu ¢peHiToiH, 6apbiTypaTtu, KapbaMasernin), ki
CTUMYJIIOIOTh aKTUBHICTh MiKpOCOMaJIbHUX (DEPMEHTIB IEeYiHKH, MOXKYTh IIOCUTIOBATU
TOKCUYHUU BIJIMB I1apalieTaMoJIy Ha IIe4iHKYy BHACJIIOOK MiABUIIeHHS CTyIIeHs
IIepeTBOPEHHS IIpelapaTy Ha remaTOTOKCHUYHI MeTabomniTu. IIpu ogHOYaCHOMY
3aCTOCyBaHHI apalleTaMoJly 3 TellaTOTOKCUYHUMHU 3aco0aMu 30iIbIIyETHCSA
TOKCUYHUU BIIJIUB IIpelapaTiB Ha nedinky. OgHO4YacCHe 3aCTOCYBaHHS BUCOKUX 03
apaneTaMoJly 3 i30Hia3UuaOoM IIiABUIIYE PU3UK PO3BUTKY I'elIaTOTOKCUYHOIO
CUHPOMY.

[TapameTtamMorn 3HUXKY€E epeKTUBHICTh OiypeTuKiB. He 3acTocoByBaTH OMHOYACHO 3
aJIKOTOJIEM.

Oco00/1UBOCTi 3aCTOCYBaHHSA

[IpemapaTt MiCTUTH IMapaleTaMoJI, TOMYy He CIIifl 3aCTOCOByBaTH MOT0 pa30oM 3 iHIIUMU
IIpenapaTaMu, 110 MICTATH IIapaleTaMoJI Ta 3aCTOCOBYIOTHCS, HAIIPUKIIAL, OJIS
3HUKEHHS TeMIepaTypH, JIiKyBaHHS 00110, CAMIITOMIB I'PUITY Ta 3acTynu abo
6e3conHsa. OmHOYacHe 3aCTOCYBaHHS pa30M 3 iHIIMMU IIpenapaTaMy, 110 MiCTSATh
apaneTaMoJi, MOXKe IIPU3BECTU A0 Nepeno3yBaHHA. [lepeno3yBaHHs ITapalneTaMoily



MOZK€e CIIPUYUHUTHU ITeYiHKOBY HEOCTATHICTh, IIJ0 MOXKe ITPU3BECTH A0 HEOOXimHOCTI
repecagky IediHKy abo J0 JeTarbHOTr0 HaCJigKy.

[Tpu 3aXxBOPIOBAHHAX MeYiHKKU a00 HUPOK IIepe[ 3aCTOCYBaHHSIM ITpelapaTy IOTPiOHO
IOpaguTUCS 3 JIIKapeM.

Cnig BpaxoByBaTH, IIIO B MAIi€EHTIB i3 3aXBOPIOBAHHSAMU MMEYiHKYU 30iJIbIIyETHCSI PU3UK
reraTOTOKCHUYHOI il ImapalieTaMoy.

3adikcoBaHO BUNaJKU NOPYLUIEeHHS QYHKIIi1 ITeYiHKNU/ TIe4YiHKOBOl HEJOCTAaTHOCTI y
Malli€eHTiB, 10 MaJjii 3HUXKEHUHU PiBeHb I'JIyTaTiOHY, HallpUKJIal, IPU CEPUO3HOMY
BHCHAX>XeHHi opraHi3My, aHOpPeKCii, HU3bKOMY iHI€KCi MacCH Tijla, XpOHiYHOMY
ankoroJi3mi abo cercuci.

Y nailieHTiB 31 3HUKEHHSIM PiBHA IJIyTaTiOHY IIPU NPUKUOMI MapaneTaMoly
MiOBUIIYETHCS PU3UK BUHUKHEHHS MeTabosiuHoro anumo3y. CuMnToMaMu
MeTabOIiYHOTr 0 aluno3y € rMuboKe, IPUCKOPEHE UM YTPYOHEHe OUXaHHS, Hy[oTa,
Os1roBaHHS, BTpaTa aneTtuty. Ciim HeraiiHO 3BEPHYTHUCS IO JIiKaps y pa3i mosiBU 1UX
CHUMIITOMIB.

AKITO CUMIITOMU HE 3HUKAIOTh, CJIi 3BEPHYTUCA [0 JIiKaps. 3aHaATO TpUBase
3acTocyBaHHs 6€3 KOHTPOJIIO 3 OOKY JIikaps MoxKe O0yTu HeOe3meUHUM.

JlikapchKu# 3acib ciii 3aCTOCOBYBATH, JIMIIIE KOJIHU 1€ € SBHO HEOOXimHUM.

30epiraTu mpemnapar 1mo3a IIoJeM 30py OiTel Ta Y HeOOCTYITHOMY [JIsI OiTel Miclii.

3maTHiICTHh BIUTMBATH HA HNIBHIKICTH Peakilil mpu KepyBaHHIi aBTOTPAaHCIIOPTOM
a0o0 iHmMMHu MexaHi3ZMaMHu

He Bunusae.
3acTocyBaHHSA y nepioa BariTHoCTi a00 romyBaHHs IPyaaio

Sk i mpm 3acTOoCyBaHHi iHIIKUX JTiIKAapChKUX 3aco0iB, ITepen IPUHOMOM IIapaleTaMoily V
repion BariTHOCTI CJIii MPOKOHCYJIbTYBATUCS 3 JIiKapeM. BenrKa KiIbKICTh JaHUX PO
BariTHUX He BKa3ye€ Hi Ha MalbpopMaTHUBHY, Hi Ha peTo/HeoHaTaIbHY TOKCUYHICTB.
EnigemionoriuyHi gociigKeHHS pO3BUTKY HEPBOBOI CUCTEMU Yy [OiTeM, AKi mimmaBanucs
BHYTPIIIHbOYTPOOHOMY BIIJIMBY ITapalleTaMOJy, He Oal0Th MEePEKOHIUBUX PE3YIIbTaTiB.
AxKIo 1e KiIiHiYHO HeoOXigHO, ITapalleTaMOoJI MOKHa BUKOPUCTOBYBATH ITifl Yac
BariTHOCTI, OOHAK MOTO0 CJIiJl 3aCTOCOBYBaTH y HaHUXKYil e(heKTUBHIN A03i IPOTATOM
HaUKOPOTIIOro Yacy i 3 HAUMEHIIIO MOXKJIUBOK 4aCTOTOIO.



[TapanieTaMon BUOUISAETECS Y TPYOHE MOJIOKO, ajle y K/IiHIYHO He3HAaYHUX KiJIbKOCTSIX
ITPY 3aCTOCYBaHHi ¥ peKOMeHI0BaHUX mo3ax. HasiBHI ony0OsikoBaHi maHi He
3alepevyrTh MOXKJIUBOCTIL IIPUUOMY IIperaparTy [Iiff 4Yac rogyBaHHS I'PYOALO.

Cnocibd 3acTrocyBaHHsI Ta JO3H

[IpemapaT npu3HAYEHUM OJI IePOPaIbHOTO IPUHOMY.

He nepeBuinyBaTu peKoMeHOoBaHy no3y. Ciiig 3aCTOCOBYBaTU HAUHUKYY OO3Y
npenaparty, HeoOXigHY OJis DOCATHEHHS METH JIiKyBaHHS.

Iopocaum ma dimsam sikom 8i0 12 pokia: o 1-2 TabneTku mo 4 pa3iB Ha mo0y (uepes
4-6 ToauH) y pa3i HeoOXigHOCTI.

IHTepBan MixK npuiioMaM¥U CTAHOBUTHL HE MeHIIe 4 TOOuH.
He crmig nmputimaTtu Ginbite 8 TabmeTok (4000 Mr) mpoTsirom 24 rOguH.

Hdimsam (6-11 pokis): mo Y%2-1 TabneTi go 4 pa3iB Ha Ho0y (dUepe3 4-6 roguH) y pasi
HeoOXimHOoCTi.

MakcuMaJibHUM TEPMiH 3aCTOCYBaHHS OiTAM 0e3 KOHCYJIbTallil Jlikaps - 3 mHi.
He cmig mputimaTtu Ginbirie 4 003 DPOTAroM 24 TOOuH.

IeTEepBan MixK npuioMaMy CTaHOBUTH He MeHIIe 4 TOOuH.
itk

He pekoMeHOyeTHCS 3aCTOCOBYBATU OITSAM BiKOM [0 6 POKIiB.
Ilepeno3yBaHHsA

[lepeno3yBaHHA apalleTaMOJly MOXe CIIPUYUHSATU IIe4YiHKOBY HEeOCTaTHICTS, 110
MO2Ke ITPU3BECTH A0 HeOoOXimHOCTI Iepecafku IMediHKu abo [0 JIeTaJlbHOr0 HaCIigKy.
IOCBIif CBIOYUTS, 110 KJIIHIYHI O3HaKU ypaXKeHH [IeYiHKHU IIiCJId Iepefo3yBaHHA
apaleTaMoJioM 3’SABJISSIOTHCS 3a3BU4Yau dyepes3 24-48 roOguH micisa nepengo3yBaHHS Ta
OOCSTal0Th MaKCUMyMy depe3 4-6 mio.

IcHye nigBUilleHUY PpU3UK OTPYEHHSA ITapaleTaMOoJIOM, 30KpeMa, Y MallleHTiB JIITHOT'O
BiKy, AiTeH, Malli€HTiB i3 3aXBOPIOBAaHHSIMH MEYiHKM, XPOHIYHMUM aJIKOT0JIi3MOM Ta
XPOHIYHUM HeNOIHaHHSIM.

CuMIITOMU IIepego3yBaHHs B meplii 24 roguuu: 6J1igicTs, HymoTa, 6J1I0BaHHS, BTpaTa
areTUTy Ta abmoMiHanbHUM 0iflb, TAKOXK MOKJIMBE 0€3CUMITOMHE IIPOTiKaHHS



mepeno3yBaHHS.

[Tepemo3yBaHHS MTapalleTaMOJIy IPY OOHOKPATHOMY 3aCTOCYBaHHS JopocauMu abo
OiThMHU MOXK€ BUKJIMKATH 000POTHUM ab0 HEOOOPOTHIM HEKPO3 KIIITUH IEeYiHKHU, 110
MO2Ke ITPU3BOAUTHU [0 MOPYILIEHHSI MeTab0J1i3aMy T'JTIOKO3U, MeTaboJIiYHOr0 alliuao3y,
reraTolesIoJISPHOI HeJOCTAaTHOCTI, eHIledasionaTii, KpOBOBUIUBIB, rinmoriaikeMii, KoMmu
Ta MaTH JieTaJIbHUM HACJiOoK. B TOU ke 4ac, CrloCTepiraeThCs MigBUILIEHUN PiBEHDb
nme4yiHKoBUX TpaHcaMmiHa3l (AST, ALT), nakTaTmerimporeHas3u Ta 0inmipybiHy, a TaKoXK
piBHS mpoTpoMOiHy, 1110 BimOyBaeThcs yepe3 12-48 roguH micnis nmpuomy. YpaxKeHHS
MMeYiHKY € UMOBIPHUM y IOPOCIUX, SIKi IMIPUNHSAIN Oifbllly, Hi2K peKOMEeHI0BaHO,
KiNbKiCTh MapalieTaMoJ1y. BBaxKa€eThcCs, 110 MigBUIllEHA KiTbKiCTh MeTabOoIiTy
rapauneTaMoily (AKUM 3a3BUYal HEUTPAII3YETHCS HOi€l0 I'IIyTaTiOHy IPU 3aCTOCYBaHHI
3BUYANHUX O03 MTapaleTaMoily) HeoOOPOTHO 3B’SI3YETHCS 3 TKAHUHAMU ITE€YiHKU.

['ocTpa HUPKOBa HEOOCTATHICTD i3 TOCTPUM HEKPO30M KaHaJIbIliB MOXKe IIPOSABIISATUCS
CUIbHUM II0IIepeKOBUM 00JIeM, TeMaTypPi€lo, MPOTEIHyPi€lo i pO3BUHYTUCH HABiTh TPHU
BIJCYTHOCTI TAXKKOTI'0 ypaXKeHHs IIevYiHKU. Bii3Hayanuce TaKOXK ceplieBa apuTMisd Ta
TOCTPHUY MMaHKPEaTHUT, 110 3a3BUYall CYIIPOBOAXKYBaBCS IMOPYIIEeHHIMHU (PYyHKITi1
IIEeYiHKM Ta relaTOTOKCUYHICTIO.

[Tpu TpuBasoMy 3aCTOCYBaHHI ITpemnapaTy y BEIUKUX Ho3axX 3 60Ky opraHiB
KPOBOTBOPEHHS MOXK€e PO3BUHYTUCH aljlaCTU4YHa aHeMis, HaHIIUTOIIEHis,
arpaHyJIOLMTO3, HEUTPOIEHisA, TeNKOIIeHis:, TpoMOouTOoINEeHis1. [1pu mpuiioMi BeTUKUxX
no3 3 00Ky IIeHTpabHOI HEPBOBOI CUCTEMU MOIKJIMBE 3allaMOPOYEHHS, IICUXOMOTOPHE
30ymKeHHS i MOpPYILIEeHHS Opi€eHTallil; 3 00Ky CE4OBUOIIbHOI CUCTEMU —
He(pPOTOKCUYHICTH (HMPKOBa KOJIiKa, iIHTepCTULliaIbHUY He(DPUT, KaIliJIIPHUN
HEKpPO3).

CuMInToMu MOXKYyTh OyTH 00MexKeHi HyoToI0 Ta 6/1I0BaHHSAM a00 MOXKYTh HE
BimoOpazkaTu TSIKKOCTI ITepeqo3yBaHHs YM PU3UKY YPaXKeHHS OpPraHiB.

dakTOpaMU PU3UKY IIepPEeN03yBaHHs MapaleTaMoJly €:

e TOBrOCTPOKOBE JIiKyBaHHSI KapOaMa3eniHoM, ¢peHoObapbiToHOM, PeHITOITHOM,
mpuMigoHoM, pudaMITiiuHOM, 3Bip0O0EM Ta iHIIMMU ITpenapaTaMH, 110
IHOYKYIOTh CUHTE3 (PepPMEHTIB IEYiHKY;

e peryJisipHe 3JI0BXKUBaHHSA aJIKOI0JIeM;

e 3HUJKEHHS PiBHA IJIyTaTiOHY, HaIPUKJIaf, IIPU IIOPYIIEHHSIX Xap4YyBaHHS,
roJIoyBaHHi, BUCHaXKeHHi opraHiamy, Kictro3uomy ¢idpo3zi, BIJI.

[Tpu mepeno3yBaHHi HeoOXigHa MIBUAKA MeAnW4YHa gonoMora. JIikyBaHHS IIpU
repeno3yBaHHI a00 HaBiTh IIPHU ITiZ03pi Ha Mepemo3yBaHHSA NOTPIOHO po3movyaTu
HerauHo, [JI YOro CJIi JOCTaBUTHU IIAllieHTa Y JIIKapHIO, HaBiTh SIKIIO BiACYTHI paHHI



CHUMIITOMHM IIeped0o3yBaHHsI, OCKIIbKM ypaxKeHHS IIe4YiHKK MOXKe PO3BHBATHUCh HE
ogpa3sy. Crig BUMiproBaTU KOHIIEHTpPAILlio ITapaleTaMOoJly B IIJIa3Mi KpoOBi yepes 4
roguHu abo ITi3HilIe mmicssa nputioMy (6isbll paHHI KOHIIEHTpPAllil € HeJOCTOBIpHUMMU).

Crtipg po3rJIgHYTH JIIKYBaHHA aKTUBOBaHUM BYT'/UIAM, AKIO HagMIipHAa A03a
napateTtaMoiy Oinbire 150 Mr/kr Oysa npuiiHaTa y Mexkax 1 roguau. Ciifg po3risaHyTH
nmikyBaHHS N-areTuniucteiHoM abo MeTioHiHOM. TakKoK HeoOXimHO 3OiliCHIOBATH
CHUMIITOMaTHUYHE JIIKyBaHHS.

IToOiuHi peakmii

3 60oky cucmemu Kkposi ma aimgpamuyuHoi cucmemu: (pigkicui: < 1/10000) -
TPOMOOIIUTOIEHI.

3 6oky imyHHOI cucmemu: (pigkicHi: < 1/10000) - a”Hadinmakcis, peakirii
rinepyyT/JMBOCTI Ha IIKipi, BKJII0YalOUYX BUCHUII Ha LIKipi, aHrioegeMy, CHHOPOM
CriBeHca - [I2)KOHCOHa Ta TOKCUYHUH elligfepMaibHUN HEKPOJIi3.

3 60Ky OuxasnbHOI cucmemu, op2aHie 2pyOHOI KAimKu ma cepedocmiHHA: (pigKicHi: <
1/10000) - 6poHxXOCIIa3M y Malli€HTiB, YyTIUBUX OO alleTHUICAJILMIOBOI KMCJIOTH Ta OO
IHIINX HECTEPOIOHUX ITPOTU3anaibHUX 3aco0biB.

3 60ky 2enamobiniapHoi cucmemu: (pigkicHi: < 1/10000) - mopyueHHS QyHKIIi1
IIEeYiHKHU.

TakoxX Imicis npuiioMy mperaparis, 110 MiCTSTh MapalleTaMoJI, MOXKJIMBI Taki ITo0iuHi
peakiril: mKipHuM cBepbixk, MynbTU(GOPMHA eKCyJaTuBHa epuTeMa, HyooTa, Oinb B
emiracTpil, rinornikeMis, ax [0 TiMmoriaikeMigyHOl KOMH, arpaHyJ/I0IIUTO3, aHEeMi,
cynbpremoriiobineMist i Mmerremornobinemis (11iaHo3, 3aguIlKa, O0inb y cepiii),
reMoOJIiTUYHA aHEeMist, CUHIII Y¥ KPOBOTeUi, [MiABUIIleHHSI aKTUBHOCTI I€YiHKOBUX
bepMeHTiB, sIK mpaBuio, 63 pO3BUTKY XKOBTSHUIII.

TepMiH NpHIAaTHOCTI
5 pOKiB.
VYMoBHM 30epiranas

30epiraTu nipu Temmnepartypi He Buiie 25 2C y HeIOCTYIIHOMY OJIsS OiTeM MicCIli Ta 1mo3a
1moJjieM IXHBOTO 30pYy.

YnakoBKa



ITo 12 TabneTok y OmicTepi, mo 1 6micTepy B KApTOHHIM KOPOOIIi.
KaTeropis Bignycky

be3s penernra.

BupooHHK

I'makcoCMmitKnaunJaurapsauJlimiten, Ipmargis/GlaxoSmithKlineDungarvanLimited,
Ireland.

CumitKnauubiuem C.A., Icnaniss/SmithKlineBeecham S.A., Spain.

Micue3Haxo/dKeHHsI BHPOOHHKA Ta HOro aJgpeca MicIisi IpoBaJaXKeHHsI
IisIIHLHOCTI

Hok0pek, [lanrapsaH, rpadctso Yorepdopa, Ipnanais/Knockbrack, Dungarvan, Co.
Waterford, Ireland.

Byn. gpe AuaBgip, km 2.500, Ankana ge Erapec 28806 (Manpun), Icnianisi/Ctra. de
Ajalvir, Km. 2.500, Alcala de Henares 28806 (Madrid), Spain.

[Ixepeso iHCTPYyKIIil

[HCTPYKIIito TiKapCchKOro 3aco0y B35ATO 3 odiIliiHOro gxkepena — JepKaBHOIO PEECTPY

JIiKapchKuX 3ac00iB YKpaiHu.
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