IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

ITAHATOJI EKCTPA

(PANADOL EXTRA)

Cknao:
ditoui pevyoguHu: 1 Tabnetka mictuTb 500 Mr mapaiieTamony Ta 65 Mr kodeiny;

O0ONOMINMCHI PeYOBUHU: KpoXMaJlb TPeKeNaTHHI30BaHUH, KPOXMajlb KYKYPYI3sSHUMH, TIOBIIOH, KaJliio
copbaT, Ta/lIbK, KKCJI0Ta CTEAPHHOBA, HATPiI0 KPOCKApMesi03a, TilmpoMeo3a, IJIiepos TpHaleTar.

JIikapcbKa ¢popMa. TabneTku, BKPUTI 060I0HKOIO.
OcHoagHi (pi3uKko-ximiuHi 81acmusocmi: 6imi TabneTKu KarcynomnomioHoi GopMu, BKPHUTI

000JI0HKO10, 3 TJIOCKUMHU KpPasiMU, 3 TUCHEHHSIM Y BUTJISIAI TPUKYTHOTO JIOTOTUIY Ta CUMBOJIA 3
omHOTO 60Ky i 663 TUCHEHHS 3 iHIIIOTO GOKY.

®dapMakKkoTepaneBTHUYHA Irpyna.

AHanreTUKY Ta aHTUIIIPETUKHU. [laparieTamor,
KoMOiHaIril 0e3 IICUX0JIEIITUKIB.

Kom ATX NO2B Eb51.

®Papmako102iuHi 8 1acmueocmi.
®apmakoduHamika.

[TaparieTamos € aHaNTeTUKOM-aHTUIIipeTUKOM. EdekT 6a3yeThcs Ha iHriOyBaHHI CUHTE3Y
npoctarnauguHis y LTHC. ITapaneramMon 4acTKOBO MiAXOOUTH [JId IAI€HTIB, IKAM IIPOTUIIOKa3aHi
CaJIIKnIaTH.

Kodein mie sk migcumioBady, 30inbiryoun eeKTUBHICTS [il TapalieTaMoy.



dapmakoKiHemuxka.

[TaparneTramor Ta KoeiH MBUAKO afcopOyIOThCS B IUIYHKOBO-KUIIKOBOMY TPaKTi Ta PO3MOMiNAIOTHCS
B OL/IBIIIOCTI TKAHWH OpraHi3My. 3B’sI3yBaHHS MlapalleTaMoily 3 OiTkaMu I1JIa3MH KPOBi € MiHIMaTbHUM
IIpY IPUIOMI B TepalleBTUYHUX J03aX.

[TapatieTamon Ta Kodein MeTaboTi3yI0ThCS MTepeBakKHO B IMEYiHIl Ta BUMINAIOTLCS i3 ceYelo y BUTTISATI
IIPOOYKTIB IEPETBOPEHHS.

KniniuyHi xapaKTepHCTHKH.
Iloka3aHnHs.

CuMmnToMaTuyHe JIiKyBaHHS 00JII0 Ta TMXOMAHKY IIOMipPHOI Ta CEPeqHbOI TSIKKOCTI, HAPUKJIA[,
T0JIOBHOTO 60JTI0, BKJTIOYA04M MirpeHs, 3y0OHOTr0 0010, HeBpaJril, peBMaTu4YHOoro 600,
MEeHCTPYyaJIbHUX 0OJIiB; {7 IOJIeTIIEHHS CUMIITOMIB 3aCTy[X Ta TpUIly, 6010 y TOpIi.

IIpomunoka3aHHs.

linepuyTnuBicTh KO mapaleTamMony, Kopeiny abo mo 6yab-SKOTo iHIIIOro KOMIIOHEHTA IperapaTy B
aHaMHe3i; TSXKKi OPYIIeHHS MTeYiHKY i/ab0 HUPOK; BpoAKeHa rinepbinipybinemis; gedinut
TJTII0K030-6-ochaTmerinporeHasu; ajJkorosisM; 3aXBOPIOBAHHS KPOBi, BUpaxKeHa aHeMis,
TIEUKOIIeHisl; CTaHU MiABUILEHOTO 30yIKEeHHS, IOPYLIEHHS CHY, eMiNencis; BupaXxeHe MigBUIIeHHS
apTepianbHOTO TUCKY, OPraHiuHi 3aXBOPIOBAHHS CEPLIEBO-CYIUHHOI CUCTEMHU, Y TOMY YMCJIi TIXKKUHI
aTepoCKIepo3, TSIXKKa rinmepToHiYHa XBOpo0a; JeKOMIIEHCOBaHa CepIieBa HeIOCTaTHICTh, TOCTPUHI
iHapkT MioKapaa, mapoKcu3MaabHa TaxikKapmis, TiMepTupeos, TOCTPUM TaHKpPeaTuT, TAXKKi popMu
IIyKpoBOro OiabeTy, rmaykoMa; Bik moHapn 60 pokis.

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

[TpoTumokasaHo NalieHTaM, SKi TpuiMaloTh TPUIUKIIYHI aHTUAeIpecanT abo 6eTa-0I0KaTOPH.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

[IIBupKiCcTh BCMOKTYBaHHS IIapalleTaMojIy MoxKe 30ibIIyBaTUCS IIPU 3aCTOCYBaHHI METOKJIOMpaMiTy
Ta JOMIIEPUOOHY i 3MEHIIYyBAaTUCS IIPX 3aCTOCYyBaHHI X0JIeCTUPaMiHy.

TpuBanuil ogHOYACHUI MPUKOM JIiIKapChKOTO 3ac0o0y 3 alleTUJICATIIUIOBOI0 KHCIIOTOI abo iHImKUMU
HECTePOigHUMH IPOTU3aNalbHUMU 3ac00aMu MOXKe ITPU3BECTH [I0 YPaXKEHHS HUPOK.

AHTUKOAryJngHTHUY e(peKT BapaprHy Ta iHIINX KyMapXHiB i3 MiABULIEeHHAM PU3UKY KPOBOTEUi
MOXKe ITOCUJIUTUCS BHACIIIAOK TPUBAJIOTO PEryJIsIPHOTrO 3aCTOCYBaHHA IapaueTramony. [Ipuiiom
Pa30BUX 103 He BUSBJISAE 3HAYHOT0 eekTy. bapOiTypaTi 3MeHINYIOTh )KapO3HUKYBaTbHUM ePeKT
mapalietamosy. AHTUCYOOMHI IpemnapaTH (BKo4yawoun GpeHiToiH, 6apbiTypaT, Kapbamasermin), ki
CTUMYJIIOIOTh aKTUBHICTh MiKPOCOMa/IbHUX (PEPMEHTIB IEYiHKY, MOXKYTh ITIOCUJIIOBAaTU TOKCUYHUU
BIIMB [1apalleTaMoJly Ha II1e4iHKy BHACJIIIOK IIiIBUIIIeHHS CTYIeHs IIepeTBOPEHH IIpernapaTy Ha



remnaToTOKCHYHi MeTabomitu. ITpy oMHOYaCHOMY 3aCTOCYBaHHI MMapaleTaMoy i3 remaToTOKCUYHUMU
3acob6aMy MOXKe ITiIBUIYBAaTHCh WMOBIPHICTh HAKOMUYEHHS ITapaleTaMoy, a TaK0XK 30iIbIIyeThCS
TOKCUYHUH BIIJIUB ITapaleTaMosy Ta IuX 3aco0iB Ha mediHky. OgHOYaCHe 3aCTOCYBaHHS BHCOKHX [103
IapaleTamosly 3 i30Hia3uaoM MifBUINYE PU3UK PO3BUTKY IeaTOTOKCUYHOIO CHHOPOMY.
[TapauieTamon 3HUXKY€E €(EKTUBHICTh AiypPETUKIB.

[TapalieTamorn migBUIy€E PiBHI alleTUICATIIUIOBOL KUCIIOTH Ta XJI0paM(peHiKOTy B IIJ1a3Mi KPOBi.
[TpoGeHenuy BIJIMBa€ Ha KOHIEHTPAIlil0 TapalleTaMoJly B IIJIa3Mi Ta 0T0 eKCKpeIliio.

[HpykTOpPU MiKpocoManbHUX PepMeHTiB neuinku (pudamminrH Ta heHobapbitan) 30ibLIYIOTH
TOKCHUYHICTh TIapaleTaMoJIy, OCKiJIbKY IIpH 1#oro 6ioTpaHcopMaliil yTBOPIOETHCS BelIuKa KilbKiCTh
TOKCUYHOT0 enokcupy. [TapaieTaMos MoXe 3HUKYBaTU 0i0JOCTYIIHICTh TaMOTPUIKUHY 3 MOXKINBUM
3HUKEHHSIM Horo eeKTy y 3B'sI3Ky 3 iMOBIpHOIO iHAYKIIi€t0 oro MeTabomizmy B nevinti. [Tpu
OTHOYACHOMY 3aCTOCYBaHHI IlapaneTaMoily Ta 3UAOBYIUHY IiABUIIYETLCS PU3UK PO3BUTKY
HEHTPOIIEHil.

Crnip 3 06epeXHiCTI0O 3aCTOCOBYBATH IapalieTaMojl OQHOYACHO 3 QIIYKIIOKCALIMITIHOM, OCKiTbKH
OIHOYACHMY IPHUHMOM acCoIlifoBaBCsS 3 MeTab0IiYHUM alliI030M 3 BUCOKHM aHiOHHUM IIPOMIiKKOM SK
HACJIigKOM IipOTJyTaMiHOBOTO allif03y, 0COOIMBO Y MAallieHTiB 3 (aKTopaMy PU3UKY (OUB. PO3MiN
«Oco0IMBOCTI 3aCTOCYBaHHS»).

He 3dCTOCOBYBATH OOJHOYACHO 3 aJIKOT'OJIEM.

OpHoyacHe 3acTocyBaHHS Kodeiny 3 inribitopamu MAO MoxkKe CIPUYMHUTH Hebe3neyHe MiIBUIIeHHS
aprepiansHOro TUCKY. Kodein mocumnioe edekT (mokpaiiye 6i0fOCTYNHICT) aHANTeTUKIB-
AHTUIIIPETHUKIB, IOTEHI[iI0E e(DEeKTH MOXiTHUX KCaHTUHY, anbda- Ta OeTa-afipeHOMIMETHKIB,
TICUXOCTUMYJTIOI0YUX 3aC00iB.

[uMeTUOWH, TOPMOHAIbHI KOHTPALIENTUBY, i30Hia3u/I MMOCUIIOIOTD Oito Koeiny.

Kodein 3uMKYE ePeKT OMioifHNX aHaITEeTUKIB, aHKCiONMiTUKIB, CHOMIMHMX i ceqaTuBHUX 3acobiB, €
aHTaroHiCTOM 3aco0iB [iJ1 HApKO3y Ta iHIINX IIpenaparis, 1[0 NpurHiuyioTs LIHC, KOHKYpEHTHUM
aHTaroHiCTOM IpemnapartiB ageHo3uHy, ATO®. [Ipu ogHOYaCcHOMY 3aCTOCYyBaHHI KOeiHy 3 eproraMinoM
TIOKpAIlyeThCSI BCMOKTyBaHHS eproTaMiny 3i IIIKT, 3 TupeoTponHuMYU 3aco0aMu - MiIBUIIYETHCS
TUPEOIOHUM e(PEeKT.

Kodeln Moxke IOCUIUTYA BUBEEHHS JIiTiI0 3 Opra”idaMy. ToMy He PEKOMEHAYEThCSA OQHOYACHE
3aCTOCYBaHHS JIiIKapChKOT0 3ac00y 3 IpernapaTaMH JIiTilo.

Oco6.1ueocmi 3acmocyeaHHsi.

[IpemapaT MiCTUTH ITapaleTaMoJl, TOMYy MOT0 He CJIifi 3aCTOCOBYBATH i3 IHIIMMMU IIperiapaTaMy, 1110
MICTSITh IIapalleTaMoJI, Ta 3aCTOCOBYIOThCS, HANIPUKJIIaA, AJIs 3HUKEHHS TeMIlepaTypH, JIiKyBaHHS
007110, CUMIITOMIB T'PUTLY Ta 3aCTyau abo 0e3coHHsS. OgHOYaCcHe 3aCTOCYBaHHS Pa3oM 3 iHIIKMU
IIperapaTaMy, 10 MiCTSTh [TapalleTaMoll, MoXKe [IPU3BEeCTH OO0 Iepeno3yBaHHs. [lepeno3yBaHHA
rapalleTaMojTy MOXe CIPUYMHUTY MTeYiHKOBY HEIOCTATHICTB, III0 MOXKe 00yMOBUTH
HeoOXigHICTh Mepecagky Mmedinku abo IPU3BECTH [0 JIeTaJIbHOTO HACTIAKY.

[Tpu 3axBOpIOBaHHAX Ie4YiHKM ab0 HUPOK IIepef 3aCTOCYBaHHSIM IIpenapaTty NOTPiObHO MOpafguTUCs 3
nikapeM. O6MexkeHHS 100 3aCTOCYBaHHS MpernapaTy TAKUMU HalliEHTaMU B MEPIITY YepTy



00yMOBJIeHi BMiCTOM ITaparietamMoiy. ¥ XBOPHUX, 1[0 MAIOTh 3aXBOPIOBAHHS MTEYiHKH,
30i/IBIIYETHCS PU3UK FeNaTOTOKCHYHOI il TapalieTaMoITy.

[Tig yac mikyBaHHS He MOXHa BXKUBATH aJIKOT0/IbHI Hamol. Y mo3ax Oinbie 6-8 T Ha moby
mapaleTamosl Moxe O0yTH TOKCUYHUM [JIs IeYiHKU, IPOTe HeTaTUBHUY BIIJIUB Ha IEUiHKY MOXKe
BUHUKATU U IIPM 3HAYHO MEHIINUX [03aX Y pa3i BXKUBaHHS aJIKOT0JII0, 3aCTOCYBaHHs IHAYKTOPIB
ne4iHKOBUX (HepMeHTiB abo iHIIKWX pedYoBUH, SIKi YUHSTh TOKCUYHUH BIIJIUB Ha MEYiHKY, a TAaKOXK
TaKWUU BIIJIUB BULIUY Y NAII€HTIB 3 HEIUPOTUYHUM aJIKOTOJIbHUM 3aXBOPIOBAHHSM IIe4iHKU. TpuBase
3aCTOCYBaHHS aJIKOTOJII0 3HAYHO IiABUINYE PU3UK PO3BUTKY relaTOTOKCHYHUX e(eKTiB
napalneTamoiy. Y NalieHTiB 3 MOPYLUIeHHSM (QYHKIII IeYiHKY, a TaKOXK y THX, XTO IPUIMaE BeJIUKi
103U ITapaleTaMoIy MIPOTATOM TPUBAJIOTO YacCy, PEKOMEHAYETHCS PETYIAPHO IIPOBOOUTH
GbyHKIiOHabHI Te4iHKOBI TPo0H.

[Tpu miKyBaHHI MepopaJbHUMH aHTUKOATY/ITHTAMH 3 ODHOYACHUM MIPUMOMOM BEJTUKUX 03
rapaleTamosy HeoOXimHUM KOHTPOJb IIPOTPOMOIHOBOTO Hacy.

[Tpenapat Moxe BITMBATH Ha pe3yJIbTaTU J1JaO0PATOPHUX JOCIiAXKEHD 11010 BMICTY B KPOBi I'/TIOKO3H1
Ta Ce4oBol KucnoTu. [TalieHTaM, SKi MPUKMalOTh aHANTeTHKY KOXKEeH NeHb ITPU apTPUTax JIerKoi
dbopmu, TIepeq 3aCTOCyBaHHSIM IpenapaTy [1aHamon EKcTpa He0OXimHO TPOKOHCYILTYBATUCS 3
JIiKapeM.

3adikcoBaHO BUIAOKY IOPYIIeHHS QYHKII MeYiHKy/ me4iHKOBOI HeOCTaTHOCTI y MallieHTiB, 110
MaJii 3HUKEeHUH pPiBeHb IIyTaTioHy, HallpUKIal, IIPU CEPHO3HOMY BUCHaXKeHHi opraHiaMy, aHOPeKCil,
HU3bKOMY iHIEKCi MacH Tifla, XpOHIYHOMY aIKOT0JIi3Mi ab0o Cemncuci.

Y nauieHTiB 3i 3HUKEHUM DPiBHEM IJIyTaTiOHy IPU NPUMOMI [TapaleTaMoIly IiIBUILYETbCS PUUK
BUHUKHEHHSI MeTabo/IiYHoro anuno3dy. CumnroMamMu MeTabOMidYHOTO alufo3y € TuboKe,
IIPUCKOPEHe YU YTPyOHEeHe [UXaHHd, HyfoTa, O/ioBaHHS, BTpaTa aneTuTy. Ciif HeraltHo 3BEPHYTUCS
[0 JTiKaps y pa3si 0sIBU LUX CUMIITOMIB.

SKII0 CUMIITOMHU He 3HUKAIOTh, He0OXiTHO 3BEPHYTHUCS [0 TiKaps.

[ToBigoMsiyiocs Mpo BUMIaAKU MeTa00IigHOr0 aluao3y 3 BUCOKMM aHIOHHUM MPoMixkKoM (high anion
gap metabolic acidosis (HAGMA)) K HacnigKy OiporayTaMiHOBOTO alfif03y V HALi€HTIB 3 TIXKKUMA
3aXBOPIOBAHHSAMHY, TAKUMH SK TSXKKa HUPKOBA HEJIOCTATHICTh Ta Cercuc, abo y MallieHTiB 3
He[OCTaTHIM XapuyBaHHSM 4YM iHIIMMU [XKepenaMu fediluTy rIyTaTioHy (HalpUKiiaf, XpPOHIYHUN
aJIKOT0J1i3M), SIKi JIiKyBaIuCs lapaneTaMoyIioM y TepalleBTUYHIN 4031 IPOTATrOM TPUBAJIOTO epiony
abo koMOiHalri€lo mapameTaMony Ta GayKIoKcauuminy. Akimo € migo3dpa Ha HAGMA siK HacCIimok
HipOTIyTaMiHOBOTO alluf03y, PEKOMEHAYEThCS HeralHO IPUNUHUTY 3aCTOCYBaHH [TapaleTaMoily Ta
IIPOBOOUTH PETeIbHUM MOHITOPUHT CTaHy MHali€eHTa. BuMipioBaHHS PiBHS 5-OKCOIPOJIiHY B Ce4i MOXe
OyTu KOpUCHUM [ imeHTUdiKalil miporayraMiHOBOTO anuao3y sK 0CHOBHOI mpuuuHu HAGMA y
MAI€HTIB 3 MHOXKUHHUMU (PaKTOpaMU PU3UKY.

[Tig 9ac nmikyBaHHS IIpenapaToM He PEKOMEHAYEThCS BXKUBATH HafMIpPHY KiJIbKiCTh HAIOIB, 110
MicTSITh Ko(eliH (Takux SIK KaBa, Yai Ta meski inmri Hamoil). Lle MoxKe IpHU3BECTH [0 pobieMu 3i
CHOM, TPEMOPY, HEIIPHEMHOTO BiTUyTTs 3a TPYOHUHOIO Yepe3 CepleOUuTTs, HAalPYKEHOCTi,
OPaTiBIUBOCTI.

30epiraTu mpemapar 1mo3a IoJeM 30py AiTel Ta y HEJOCTYITHOMY IJIsS HiTel MicIi.



3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py00io.

He pekoMeHnyeTECS 3aCTOCOBYBATH IIperapar y IIepiof BariTHOCTi, OCKUIBKY IMiIBUIIYETHCA PUUK
CIIOHTAHHOT'0 BUKU[HS, TIOB’SI3aHOT0 i3 3aCTOCYBaHHAM KO(DeIHy.

He pekoMeHOy€eThCS 3aCTOCOBYBATH IIpemnapar IIifi 4ac rogyBaHHs rpyanio. [Iapameramor i Kodelin
IIPOHUKAIOTE Y TPyIHE MOJIOKO, IIPOTe Yy KJIIHIYHO He3HauyILUX KiTbKOCTAX IIPU IPUKOMI B
pPeKOMeHI0BaHUX fo3aX. KodeiH y rpymHOMY MOJIOLI MOXKe BUSBIIATY CTUMY/IIOI0YNY BIIJIUB Ha
HEMOBJIAT Yy [IePiof rONyBaHHS IPYAAI0, ale 3HaYHOl TOKCUYHOCTI He CIIOCTepiranocs.

30amuicmb eniueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexXaHizMmamu.

VIMOBIpHICTH BIIJIUBY MalKe BilCyTHS.

Cnocib 3acmocyeaHHsa ma 003u.
[Tpenapar mpu3HayeHU OJ1s1 IePOPabHOTO 3aCTOCYBaHHS.
He nepeBuiyBat peKOMeHIOBaHy J03Y.

Crnip 3acTOCOBYBaTH HAaWHUKYY HO3Y IIpenapaTy, HeoOXiIHY [JIsT OTPUMaHHS JIiKyBaJIbHOTO e(eKTY,
IIPOTSITOM HaWMEHIIIOT0 MTPOMIXKKY dacy.

[aTepBan MixK NpuioMaMi Ma€ CTAHOBUATHU HEe MEHIIEe HiX 4 TOOVHU.

[lopocaum (8karuaryu AimHix nauienmia) ma dimsam sikom 8id 15 pokia: mo 1-2 TabneTku
KOXKHi 4-6 romuH 3a HeoOxinmHoCTi (omHa TabjieTKa — Mg NalieHTiB 3 Macoi 34-60 Kr, 2
Ta0JIETKH [JIS MAli€HTIB 3 Maco Oinbire 60 Kr).

He npuiimaTu 6inbie 8 tabnetok (4000 mMr maparietamony/520 Mr Kodeiny) npotsarom 24 roguH.

[Tpu moBrotpuBaniii Teparmii (6inbure 10 mHiB) HoOoBa M03a He IOBUHHA ITEPEBUIIYBATH 2,5 T
TapaneTaMoy.

MakcumarnbHa pa30Ba [03a CTaHOBUTH 1 I mapatieTamony (2 TabneTku).

Limsam eixom 12-15 pokia: 1 TabneTka mpu HeoOXimHOCTI, MaKcuMyM 6 pa3iB Ha 00y, 3 iHTEpBaIIOM
MiHiMyM 4-6 TOUH.

He npuiimaTu 6inbire 6 Tabnetok (3000 mMr mapareramony/390 r kodeiny) mpoTsarom 24 roguH.
MakcuMarnbHa pa3oBa 003a CTAaHOBUTE 1 TabeTKy.

Himu.

[IpenapaT He PEKOMEHAYETHCS AIiTAM BiKOM 0 12 pOKiB.



Ilepedo3yeanHs.
ITapauemamoan.

[lepeno3yBaHHS ITapalneTaMoIy MOXe CIPUYMHUTY [IeYiHKOBY HELOCTATHICTD, 1[0 MOXKe IPU3BECTU
1o HeoOXiMHOCTI TpaHCIUTaHTallil eYiHky abo 0o JeTanbHOro HachigKy. CrocTepiraBcs rocTpui
IaHKPeaTHUT, 3a3BU4ail OQHOYACHO 3 MOPYIIEeHHSAME QYHKII] IeYiHKYM Ta remaTOTOKCUYHICTIO.
YpaxeHHS IIeUiHKKA MOXKJIMBE ¥ HOPOCINX, SIKi MpUUHSIN 6-8 T i Ginbllle apalieTaMoiy, Ta y OiTeH,
mo npuiiHany 6ineiie 150 Mr/kr Macu Tina. Y maifieHTiB 3 ¢pakTopaMu puU3UKY (TpHBasie JTiKyBaHHS
kKapbamaseninoM, peHoOapbiToHOM, PeHiTOIHOM, IPUMigOHOM, prudaMIiIMHOM, 3Bipo60EM YU
iHIIMMU TiKapChbKUMU 3aco0aMy, 110 iHOYKYIOTh GEePMEHTH MEeYiHKY; PeTyIsIpHUN IPUioM HagMipHUX
KiJIbKOCTE! eTaHOJIy; TIyTaTioOHOBA KaXeKcCisl (po3nagy TpaBieHHs, MyKoBicuumos, BlJI-indexkmis,
roJiofi, Kaxekcis)) mpuiiom 5 r abo Oinblle MapaleTaMoy MoXe IIPU3BECTH N0 YpakKeHHS MeYiHKH.

[Tpu nepeno3yBaHHi HeoOximHa MIBUOKA MeIUYHA AomoMora. JIikyBaHHS MOTPiOHO po3moyaT
HerarHO. CJlig HOCTaBUTH Malli€HTa Yy JIIKapHIO, HaBiTh SKIIO BiICYTHI paHHI CUMIITOMHU
nepeno3yBaHHS.

CuMmmToMu nepeno3yBaHHs y nmepii 24 rogunu: 67igicTs, HygoTa, 610BaHHS, BTPaTa alleTUTY Ta
abmoMinanbHUM 6inb. [JOCBiA TOKa3ye, 110 KITiHIYHI CUMIITOMU YpakKeHHS MeYiHKU CTAlOTh MTOMIiTHUMH
3a3BuYan yepes 24-48 roguH micis nepefo3yBaHHS Ta HOCATal0Th MaKCUMyMy 3a3Bu4ail 4yepes 4-6
mi6. MoXyTh BUHUKATH MTOPYIIEHHS MeTa00Ii3My TIIOKO3K Ta MeTabomiyHul auugo3. IIpu TIXKKOMY
OTPY€EHHI IIe4iHKOBa HEOCTATHICTh MOXKe IIPOrpecyBaTH OO0 eHledanomnarii, KDOBOBUJIUBIB,
rirmormikeMii, KOMM Ta MaTH JeTalbHUK HACTIOOK. ['0CTpa HUPKOBA HEIOCTATHICTh 3 TOCTPUM
HEKPO30M KaHaJIbIliB MOXKe IIPOSIBIIATUCS CHUJIbHUM ITOIIEPeKOBUM 0oJieM, reMaTypi€io, MpoTeinypielo i
PO3BUHYTHUCSA HAaBITh IIPU BIACYTHOCTI TAXKKOr0 ypaXKeHH4 [Ie4iHKU. Bii3Havyanucs TakKoX ceplesa
apuTMis.

[Tpu TpuBasoMy 3aCTOCYBaHHI IpenapaTy y BeJIMKUX A03ax 3 00Ky OpraHiB KDOBOTBOPEHHS MOXKe
PO3BUHYTHUCS aljaCcTA4YHa aHeMis, TaHLUTOIeHis, arpaHy/IOLUTO3, HEUTPOIIEHis, TeUKOIeHis,
TpoMOonuTOnEeHis. [Ipy mpuiioMi BeTMKUX 103 3 O0KY IleHTPaIbHOI HEPBOBOI CUCTEMHU MOKJIMBE
3arraMOpPOYEeHHS, ICUXOMOTOPHE 30yIKEeHHS i TOPYIIeHHs OpieHTallil; 3 60Ky Ce4Y0BUOINBHOI CHCTEMU
— He(POTOKCHUYHICTh (HUPKOBA KOJiKa, iIHTepCTUIlianbHUM He(DPUT, KaliTIpHUN HEKPO3).

CuMmToMu mmepeno3yBaHHsS MOXYTh OyTu 00MeKeHi HygoToio Ta O/10BaHHSIM ab0 MOXKYTb He
BimoOpazkaTy TSKKOCTi IIepef03yBaHHs Ui PU3UKY YpaKeHHS opraHiB. HeraiiHa MefiliyHa [0IIOMOTa
€ HeoOXiIHOIO IIPU Iepefio3yBaHHi, HaBiTh SKIIO CHMIITOMH IIepefo3yBaHHS He CIIOCTEPIiraloThCs.
fAK110 mepeno3yBaHHs MigTBePAKeHOo abo TiNbKY IMiI03PIOETHCS, TallieHTa He0OXimHO MOCTAaBUTH [0
HaM6IMKIOr0 MEIUYHOT0 IYHKTY, Ie KoMy 3MOXKYTh HaJaTH HEBiOKIa@HYy MEOUYHY JOIIOMOI'Y Ta
KBasidikoBaHe NiKyBaHHS. Lle HeoOXimHO 3po0UTH, HABITH SIKIIO CHMIITOMH ITepPefo3yBaHHS BiICyTHi
yepe3 PU3UK BiOKIa[eHOro ypaXeHHs nedidku. Cliif po3r/igsHyTH JIiIKyBaHHS aKTUBOBAHUM BYTIIISIM,
SKIIO HagMipHY 003y IapalieTaMmony 0yio NpuiHATO ¥ Mexkax 1 roguau. KoHlleHTpallis
napaleTamMosly B IJIa3Mi KpPOBi TOBMHHA BUMIpIOBaTUCS Yyepe3 4 roguHu abo Mi3Hille micisa Ipuiomy
(6inpI paHHI KOHIIEHTpALil € HemocTOBipHUME). JIikyBaHHS N-alleTUIIUCTEIHOM MoXe 0yTH
3aCTOCOBAHO IIPOTATOM 24 TOAUH MiC/IA NIPUUOMY llapaleTaMoily, aje MaKCUMalbHUN 3aXUCHUN
eeKT HaCTa€ IpU MOT0 3aCTOCYBaHHI MPOTATOM 8 TOAUH Hicig npuiioMy. EGQeKTUBHICTE aHTUAOTY
Pi3K0 3HUKYETHCS MiCIIA I[OTO Hacy. [Ipu HeoOXimHOCTI MallieHTy BHYTPIlIHHOBEHHO BBOASATH N-
alleTUINUCTEIH, 3TifHO 3 peKOMEHO0BaHUM N03yBaHHSAM. [Ipu BigCyTHOCTI O/II0BaHHS MOXKHA
3aCTOCYyBaTHU METIOHIH MepopasbHO SK BiATIOBIOHY albTepPHATHBY V BilJaleHUX pailOHaxX I103a
JIIKapHEIO.

Kogein.



[Tepeno3yBaHHS KOpeIHY MOXKe CIIPUYMHUTH OiNlb B emiracTpanbHil ginsgHIl, 6/110BaHHS, [iypes,
MIPUCKOPEHE OUXaHHS, TaxiKapfilo YU CEepPLEBY apuUTMil0, BIJIUBATH Ha LIEHTPAJIbHY HEPBOBY CUCTEMY
(6e3coHHS, HECIIOKIiM, HEPBOBE 30YIKEHHS, XBUIIOBAaHHS, TPUBOXKHICTh, 3alIaMOPOYEHHS,
OpaTiBNIMUBICTh, CTaH aeKTy, TpeMop, cymoMu). KiTiHiuHO BazK/IMBi CUMIITOMY IePef03yBaHHS
Ko(eIHOM IOB’sg3aHi TaKOXK i3 CePHO3HUM ypakKeHHSIM MTeUiHKU IapalleTaMoJIoM, II0 MoXkKe
CIIOCTEpPIraTUCh IPU MPUMOMI TaKol KiIbKOCTi ITpemnapary, SKa BUKJIUKaEe epefo3yBaHHSI KOPeiHoM.
CroenudiyHOro aHTUAOTY HEMAE, ajie MiATPUMYyBalbHi 3aX0[1, TaKi K 3aCTOCYBaHHS aHTAroHiCTiB
OeTa-agpeHOPEeLeNTOPiB, MOXKYTh MOJIETIINTH KapaioTokcuuHuit epext. HeoOXimHO TPOMUTH LITYHOK,
PeKOoMeHj0BaHa OKCUT'eHOTepallisl, IIpX CygoMax - giadenaM. CUMITOMaTU4YHa Tepallis.

ITobiuni peakuii.

[HdopMmatliito mpo npuBeeHi HUKYe M0OiYHI peakirii 6y10 OTpUMaHO B IIPOIIECi TOCTMAPKETHHTOBUX
crocTepexeHb. BoHa moBimoMseThCA HOOPOBIIBHO Ta OTPHMaHa Bif IOMYyIALil MallieHTiB HeBimoMoi
YHUCEJIbHOCTI, TAKUM YMHOM 4YacTOTa HAaHUX MMOOIYHUX peakliiit € HeBiOMOIO, IPOTe, HAaWMOBIpHillle,
BOHU € pigkicHumu (< 1/10000).

[ToGiyHi peakilii, 00YMOBIEHI ITapalleTaMoJIOM

3 6oky cucmemu Kposi ma aimpamuyHoi cucmemu: TPOMOOLMTOIEHIsT, HEUTPOIIEeHis, TIeHKOIeHis,
arpaHyJIOLXTO3, IaHLIUTOIEHIs.

3 6oky imyHHOI cucmemu: aHadinakcisi, peakilil rimepyyTIUBOCTI Ha LIKipi, BKIIOYAOYU cepeq iHIIuX
BUCUII Ha IIKipi, aHTi0HEBPOTUYHUY HAOPSK, cuHapoM CTiBeHCa - [[2KOHCOHA, TOKCUYHUH
enifiepMaJbHUN HEKPOJIi3 1 TOCTpUM reHepasli3oBaHuil eK3aHTEMATO3HUU IyCTYIbO03.

3 60Ky duxaabHOI cucmemu, opaaHie 2py0Hoi Kaimku ma cepedocmiHHA: GPOHXOCIIa3M Y TAIliEHTIB,
YYTIUBUX [I0 AlleTHUJICAJIIIIMIIOBOI KMCIIOTH Ta M0 iHIIUX HECTEPOITHUX MPOTHU3AMaIbHUX 3aC00iB.

3 6oky eenamobiniapHoi cucmemu: opyIiIeHHs QYHKIII IeYiHKH, Te4iHKOBa HEIOCTATHICTh, HEKPO3
TIEeYiHKHU, JKOBTSIHULIS.

ITopyweHHs memaboai3amMy ma Xxapyy8aHHs: MeTaGOoiYHKIA aIUI03 3 BACOKUM aHIOHHUM
IIPOMiKKOM (4aCcToTa HeBifjoma).

Onuc okpemux nobiuHux peakuiu
MeTaboniyHui anuao3 3 BUCOKUM aHIOHHUM ITPOMiKKOM

Bumapku MeTa00mivHOT0 alUi03y 3 BUCOKUM aHiIOHHUM IIPOMiXKKOM $IK HACIIIKY MiporIyTaMiHOBOTO
alMIo3y CIOCTepiraaucs y Nali€eHTiB 3 pakKTopaMu PU3UKY, SKi 3aCTOCOBYBAJIU IMapaleTaMo (IuB.
po3min «Ocob6uBOCTI 3acTOCyBaHHS»). [TipormyTaMiHOBUM allig03 MOXKe BUHMKATH BHACIIIOK
HU3BKOTO PiBHA I'JIyTaTIOHY Y LIUX MALi€HTIB.

[ToGiyHi peakirii, 06yMoBIeHi KobeiHOM
3 60Ky ueHmpaabHOi Hep8oeoi cucmemMu: HEPBO3HICTh, 3alTAMOPOYEHHS.
3 60Ky cepueso-cyOuHHOI cucmeMu: IPUCKOPeHe CeprieObuTTs, HaOpPSIKHU.

3 60Ky WAYHK0BO-KUWKOB020 MpAKmy: IITyHKOBO-KUIIIKOBUIM po3naf, 6isb ¥ XKUBOTI, miapest, HyOTa,



OioBaHHS.
3 6oky ncuxiku: 6€3COHHS, HECIIOKii, TPUBOXKHICTh Ta APATiBIUBICT, HEPBO3HICTH.
3 6oky wkipu ma nidwKipHUX MKaHUH: cBepOixK, BUCUIIAHHS, MITIUBICTD, IyPIIypa, KPOIKB' THKA.

TakoxX micis mpuioMy IIperaparis, 1[0 MiCTATH MOAiOHI Aifo4i peyoBMHY, MOXKIIUBI Taki mobiuHi
peaxiiii: ronoBHuU O0inb, MynbTH(GOPMHA €KCYIaTHBHA epuTeMa, Iedis, 0ib B emiracrpii,
rinoryikeMis, ax [0 TimoriikeMigyHOI KOMU, aHeMis, cynbhreMornobineMis i MeTreMornodineMis
(miaHo03, 3amguinKa, 0isb y ceplli), TeMOJIiTUYHA aHeMis, CHHIII UM KPOBOTeYi, TaXikapmis, apuTMis,
TiIBUIIIEHHS apTepialbHOr0 TUCKY, MiIBUIIIEHHS aKTUBHOCTI ITeYiHKOBUX (EPMEHTIB, K mpaBuio, 6e3
PO3BUTKY KOBTSHHULII.

[Ipy opHOYACHOMY IIPpUUOMI IIpeapaTy B peKOMEeHJ0BaHUX N03aX i3 MPOLYyKTaMy, 110 MICTATh
KodeiH, mipBuilleHa no3a Kodeiny, M0 BUHUKAE TaKUM YUHOM, MOXKe IIOCUINTH 00iuHi epekTH,
3yMOBJIEHI KOPEiHOM.

Tepmin npudamHocmi. 4 poku.

YMoBH 30epiraHHsi.

30epiratu npu TeMiepartypi He Buile 25 2C y HeOOCTYIIHOMY AJ15 OiTel MicIli Ta I03a II0JIeM IX 30pY.

YnakoBka.

[To 12 TabneTok, BKpUTHUX 000710HKOIO, y O1ticTepi, mo 1 GyicTepy B KapTOHHIi#M KOPOOIIi.

KaTteropis Bigmycky. Bes pemernra.

BupoOHHUK.

I'nakcoCwmitKnavin [lanrapsas Jlimiten, Ipmanmis/GlaxoSmithKline Dungarvan Limited, Ireland.

Micne3HaxomKeHHsI BUPOOHHKA Ta MOT0 ajipeca MicCIlisi IPOBaIXKeHHSs Jisi/IbHOCTI.

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

IIpencTaBHHUK 3asiBHHKA I1.1.B.:
Komio6a H.O.



