IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

COJITIAIIEIH AKTUB

(SOLPADEINE ACTIVE)

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 ¢opma. TabneTku, BKPUTI 000JIOHKOIO.

OcHoagHi (pi3uKko-ximiuHi 81acmusocmi: 6imi TabneTKu KarcynomnomioHoi GopMu, BKPHUTI
000JIOHKOI0, 3 MIJIOCKUMY KPasiM#, 3 TUCHEHHSIM y BUTTISI TPUKYTHOT'O JIOTOTHUITY Ta CHMBOJIA 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
npoctarnauguHiB y ITHC. Yepe3 cnabke inribyBaHHS epudepryHUX IIPOCTarIaHANHIB, 30KpeMa y
[IUTYHKOBO-KUIIIKOBOMY TPaKTIi, lTaparneTaMoJl Y4aCTKOBO MigXOAUTh OJ1s Iali€HTiB, O SKUX
iHribyBaHHs mepudepryHUX IPOCTATIaHAUHIB € HeOaXKaHUM, HallpUKad KOJIM TPOTUIIOKa3aHi
caJlinunaTy.



Kodein mie sk migcumioBady, 30inbiryoun eeKTUBHICTS [il TapalieTaMony.
dapmakoKiHemuxka.

[Tapameramon Ta KodeiH MBUAKO afcopOyIOTHCS B MITYHKOBO-KUITKOBOMY TPaKTi T PO3NOMINAIOTECS
B OL/IBIIIOCTI TKAHWH OpraHi3My. 3B’sI3yBaHHS MTapalleTaMoily 3 GiTkaMu IJIa3MH KPOBi € MiHiMaTbHUM
IIpY IPUIOMI B TepalleBTUYHUX J03aX.

[Tapaneramor Ta Kopein MeTaboIi3yI0ThCS ITepeBaXkHO B IEUiHIli Ta BUAISIOTECS i3 ceyelo y BUTTIAMI
IIPOOYKTIB MEPETBOPEHHS.

KrinigHi xapaKTepHCTHKH.
Iloka3anus.

[Tpenapat YuHUTE IOMipHY 60/1€3aCIIOKININBY Ta XKapPO3HUKYBaIbHY [if0. [loKa3aHHIMY [T
3aCTOCYBaHHS € T'OJIOBHUY 0iflb, BKITIOYAOUK MirpeHs, 3yOHUM 6inb, HeBparii, peBMaTUYHUM Gifb,
nepiopuyHi 0011 y XKIiHOK; OJIs TIOJNETIIEeHHS CUMIITOMIB 3aCTyOH Ta rpumy, 000 y TOPII.

IIpomunoka3aHHs.

linepuyTnuBiCTh KO mapareTamony, Kopeiny abo mo Oyab-SKOTo iHIIIOro KOMIIOHEHTA MperapaTy B
aHaMHe3i; TSXKKi MOPYIIeHHS MeYiHKY i/ab0 HUPOK; BpoaKeHa rinepbinipybinemis; gedinut
TJTII0K030-6-¢pochaTmerinporeHasy; ajJKorosi3M; 3aXBOPIOBAHHS KPOBi, BUpaxKeHa aHeMis,
JIEMKOTIEHisT; CTaHU MiABUIIEHOT0 30yMKeHHS, TOPYLIEHHS CHY, eIiJIelCis; BUpaXeHe MiIBUIIEeHHS
apTepianbHOTO TUCKY, OPTaHiuHi 3aXBOPIOBAHHS CEPLIEBO-CYIUHHOI CUCTEMHU, Y TOMY YHUCIIi TIXKKUM
aTepoCKyepo3, TsXKKa rinepToHiyHa xBopoOa; JeKOMIIeHCOBaHa CeplieBa HEOOCTATHICTh, TOCTPUH
iHapkT MioKapma, MapoKcu3MaabHa TaxikKapmis, TiMepTUpeos, TOCTPUM IaHKPeaTuT, TAXKKi popMu
IIyKpoBoro fiabeTy, rmaykoMa; Bik moHap 60 pokis.

He 3acTocoByBaTu pa3oM 3 inribiTopamu MoHOaMiHOKcHma3u (MAQ) Ta MPOTATOM 2 TUXKHIB micis
IPUIIMHEHHS 3aCTOCyBaHHS iHribiTopis MAO.

[TpoTumoKa3aHo NaIi€HTaM, SKi IPUUMalOTh TPUITUKIIYHI aHTHAeIpecanTH abo 6eTa-610KaTopH.

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditii.

[IIBupKicTh BCMOKTYBaHHS IIapalleTaMojy MoxKe 36ibIyBaTUCS IIPU 3aCTOCYBaHHI METOKIIOMpaMiTy
Ta NOMIIEPUIOHY 1 3MEHIYBaTUCA IIPU 3aCTOCYBaHHI X0JIeCTUPaMiHYy.

TpuBanuil oqHOYACHUIM IPUIOM JIiIKapChKOTO 3ac0o0y 3 alleTUIICATIIUIIOBOI0 KUCIIOTOI abo iHmuUMM
HECTEPOITHMMHU MIPOTH3aNaJIbHUMU 3aco00aMy MOXKe ITPU3BECTH [0 YpakKeHHS HUPOK.

AHTUKOArynsgHTHUYN epeKT BapaprHy Ta iHIINX KyMapHXHIB i3 MigBUALIEeHHIM PU3UKY KPOBOTEUi
MOXKe ITOCUJIUTUCS BHACJIIOK TPUBAJIOTO PEryJIsipHOIr0 3aCTOCYBaHHA IapaleTramony. [TpuioM
pa30BUX 103 He BUABIISAE 3HAYHOT0 eekTy. bapbiTypaTu 3MeHINyI0Th )KapO3HUKYBaIbHUN ePeKT



napalieTamoiy. AHTUCYOOMHI IpernapaTH (BKIo4Yanoun QeHiToiH, 6apOiTypaTu, Kapbamasemin), aKi
CTUMYJTIOI0Th @KTUBHICTh MiKPOCOMa/IbHUX ()epPMEHTIB IeUiHKH, MOXKYTh IIOCUTIOBATA TOKCUIHUN
BIIJIUB IIapalleTaMoJjly Ha [IeYiHKY BHACJIIOK MiIBUIIEHHS CTYyIIeHs IIepeTBOPeHH IIpernaparTy Ha
rernaToTOKCUYHI MeTaboJiTu. [Ipy oqHOYAaCHOMY 3aCTOCYBaHHI IIapalleTaMoJy i3 remaTOTOKCHYHUMHU
3acob6aMu IMigBUIIYETHCSI KMOBIPHICTh HAKONMYEHHS ITapalleTaMoIly, a TaK0XK 30ilbIIyeThCs
TOKCUYHMH BIUIUB ITapaleTaMosly Ta IuX 3aco0iB Ha mediHKy. OgHOYaCHe 3aCTOCYBaHHS BHCOKUX 103
IapaleTamMosly 3 i30Hia3ugoM MifBUILYE PU3UK PO3BUTKY FeaTOTOKCUYHOI'O CUHIPOMY.
[Tapaneramorn 3HUXKYE €(PEKTUBHICTh OiyPETUKIB.

[TapalleTaMoJ MigBUIYE PiBHI alleTUICATIIMIIOBOI KUCIIOTH Ta XJTopaM(peHiKOy B II1a3Mi KpOBi.
[TpoGeHenuy BIJIMBAE Ha KOHIIEHTPAIIiIO TapaleTaMosly B IIJIa3Mi Ta H0T0 eKCKPeIIio.

[HgyKTOPH MiKpOocOoManbHUX (hepMeHTiB meuinku (pudammiuuy Ta perHobapbiTasm) 30iNbIIYIOTH
TOKCUYHICTH ITapaleTaMoly, OCKiIbKY IIpu #oro 6ioTpaHcdopMaliil yTBOPIOETLCSA BeJIMKa KilbKiCTh
TOKCUYHOTO enoKcuny. [TapaneraMosn Moxe 3HUKYBaTH 6i0JOCTYIHICTh TaAMOTPUIXKUHY, 3HUKYIOUH
TaKMM YMHOM 10T0 eeKT, ¥ 3B'sI3Ky 3 iMOBipHOIO iHTyKIIi€lo 1oro MeTabomi3My B nedinti. [1pu
OIHOYaCHOMY 3aCTOCYBaHHI ITapaneTaMoily Ta 3UOOBYAUHY MigBUIIYETHCSI PU3UK PO3BUTKY
HEUTPOIEHil.

He 3dCTOCOBYBATH OOJHOYACHO 3 aJIKOT'OJIEM.

OpHoyacHe 3acTocyBaHHS Kodeiny 3 inribitTopaMmu MAO MoxkKe CIPUYMHUTH HeOe3NeuHui miaiom
aprepiansHOro TUCKY. Kodein mocunioe edekT (mokpailye 6i0f0CTYNHICTh) aHANTe€TUKIB-
AHTHUIIPETHUKIB, MOTEHIIII0E eEKTH MOXiTHUX KCAaHTUHY, anbda- Ta 6eTa-aqpeHOMiIMETHKIB,
TICUXOCTUMYJTIOI0YUX 3aC00iB.

LluMeTHOWH, TOPMOHA/IbHI KOHTPALIEIITUBH, i30Hia3u I IIOCUITIOITH Iif0 KOheiHy.

Kodein 3unXKYye eeKT omioigHUX aHaNTeTUKIB, aHKCIOMITUKIB, CHOMIMHUX i ceJaTUBHUX 3aco0iB, €
aHTaroHicToM 3aco06iB 71 HAPKO3y Ta iHIIKX MpenapaTis, 1o TpurHiuyioTs [JHC, KOHKYpeHTHUM
aHTaroHiCTOM IpenapartiB ageHo3uHy, AT®. IIpu ogHOYaCcHOMY 3aCTOCYyBaHHI KOeiHy 3 eproTaMinoM
TIOKpaIllyeThCsI BCMOKTyBaHHS eproTaMiny 3i IIIKT, 3 TupeoTponHuMYU 3aco0aMu - MiIBUIYEThHCS
THPEOITHUY edeKT.

Kodeln MoxKe OCUIUTH BUBEEHHS JIiTiI0 3 Opra”idaMy. ToMy He PeKOMEHAYEThCSA OOHOYACHE
3aCTOCyBaHHS JIiIKapChKOT0 3ac00y 3 IpernapaTaMH JIiTilo.

Oco06.1ueocmi 3acmocye8aHHs1.

[IpenapaT MiCTUTh ITapalieTaMoJI, TOMy MOT0 He CJIiff 3aCTOCOBYBaTH 3 IHIIMMU IIperiapaTaMy, 110
MICTSITh IIapalleTaMOoJI Ta 3aCTOCOBYIOThCS, HAIIPUKJIIaZ, OJIs 3HUKEHHS TeMIlepaTypH, JIiKyBaHHS
007110, CUMIITOMIB IpUIY Ta 3acTyau abo 6e3coHHsi. OgHOYACHE 3aCTOCYBAHHS Pa30M 3 iHIIUMH
IpelapaTaMy, 110 MiCTSTh IapaleTaMoJyl, MOXKe IIPU3BECTH A0 nepeno3yBaHHs. [lepeqo3yBaHHsS
mapaleTamosly MOXe CIPUYMHUTH IeYiHKOBY HEJJOCTATHICTh, 1[0 MOXKe ITPU3BECTH 00YMOBUTHU
HeoOXiIHICTh Nepecaiky MevyiHku a00 MPU3BECTH [0 JeTaIbHOT0 HACTIAKY.

[Tpu 3axBOpIOBaHHAX Ie4YiHKK a0 HUPOK Iepef] 3aCTOCYBaHHSIM IIpenaparty NoTPibHO MOpPafguTUCS 3
nmikapeMm. O6MeKeHHS II0fI0 3aCTOCYBaHHS JIiIKapChKOT0 3aC00y TaKMM IalliEHTaM B IIePIIy Yepry
00yMOBJIEHI BMiCTOM ITapalieTaMoJIy. Y XBOPHX, III0 Mal0Th 3aXBOPIOBAHHS MEeYiHKM, 30iTbIIYETHCS
PU3UK renaTOTOKCUYHOI il TapaleTaMoIty.



[Tig yac mikyBaHHS He MOXHa BXKMBATH aJKOT0/IbHI Hamol. Y mo3ax Oinbie 6-8 T Ha moby
mapaleTamosl Moxe O0yTH TOKCUYHUM [JIs MedinKku. [IpoTe HeraTUBHUY BIIJIUB Ha IEYiHKY MOXKe
BUHUKATHU U IIpU 3HAYHO MEHIINX [03aX y Pa3i BXKUBaHHS aJKOTr0JIl0, 3aCTOCYBaHHSA iHAYKTOPiB
ne4iHKoBUX (hepMeHTiB abo iHIIUX PedYOBUH, SIKi YUHSTH TOKCUYHUY BIIUB Ha MEYiHKY, a TAKOXK y
IIaI[l€HTIB 3 HEIUPOTUYHUM aJIKOTOJIbHUM 3aXBOPIOBAHHAM I1e4YiHKU. TpuBaje 3aCTOCyBaHHSA
aJIKOT0JTI0 3HAYHO TMifIBUILYE PU3UK PO3BUTKY IellaTOTOKCUYHUX e(eKTiB IapaleTaMosy. Y mamieHTiB
3 MOPYLIeHHSIM (QYHKII ITeYiHKY, a TAKOXK Y TUX, XTO IIPUKMAE BeIUKi NO3U MapaleTaMOojIy IPOTSITOM
TPUBAJIOTO Yacy, PeKOMEHAYETHLCS PETYIIPHO ITPOBOAUTH (GYHKITIOHAJBHI TeYiHKOBI pobu.

[Ipu nikyBaHHI TepoOpaIbHUMHU aHTUKOAryJISHTaMH 3 OQHOYaCHUM IIPUKAOMOM BEIUKHUX [03
mapaleTamosy HeoOXigHUN KOHTPOJIb IIPOTPOMOIHOBOTO Hacy.

[Tpenapat Moxe BIIJTMBATH Ha PE3yNIbTAaTH JTA00PATOPHUX JOCIiAXKEHD 11010 BMICTY B KPOBi I'TIOKO3HU
Ta Ce40BOl KUCNOTHU. [larieHTaM, IKi IpUIMaiOTh aHAJITeTUKY KOXKEH JeHb IIPU apTPUTax JIerKol
dbopMu, nepen 3aCTOCyBaHHAM HEOOXiIHO MPOKOHCYIbTYBATUCS 3 JIKAPEM.

3adikcoBaHO BUIIAAKM IOPYIIEHHS (QYHKIII MeYiHKK/ Ie4iHKOBOI HEAOCTATHOCTI Y MAIli€HTIB, 1110
MaJii 3HMXKEHUY piBeHb ITyTaTiOHy, HAllPUKIIaL, IIPKA CEPHO3HOMY BHCHaXKEHHI OpraHi3aMy, aHOPEKCil,
HU3bKOMY iHIEKCi MacH Tifla, XpOHIYHOMY ayKoToJi3Mi abo Cemncuci.

Y nauieHTiB 31 3HUKEHHAM PiBHA IJIyTaTIOHY IIPU IPUUOMI ITapaneTaMoily MiiBUIIYETbCSA PUSUK
BUHUKHEHHS MeTabomiyHoro anumo3dy. CuMnToMaMu MeTaboIigyHOoro alunosy € riuboke,
IIPUCKOpeHe YU yTPyAHEeHe JUXaHHS, HyooTa, OI0BaHHS, BTpaTa aneTuty. Ciif HeraliHO 3BEPHYTHUCS
[0 NMiKaps y pa3si MOSBU LIUX CUMIITOMIB.

AKIII0 CUMIOTOMHU HEe 3HUKAIOTh, H606XUIHO 3BEPHYTHUCA OO HiKapﬂ.

[Tig yac nmikyBaHHS NpenapaToM He PEKOMEHAYEThCS BXKUBATU HaAMIPHY KiNlbKiCTh HaIOIB, 10
MicTSITh KO(elH (TaKux K KaBa, 4ai Ta HesKi iHiri Hamol). Lle MoxKe IpU3BECTH [0 TpobiieMu 3i
CHOM, TPEMOPY, HETIPUEMHOT'0 BiTYYTTS 3a TPYIHUHO Yepe3 cepuebuTTs, HalpyKeHOCTi,
OPaTiBIUBOCTI.

36epiraTu mpemnapar Io3a II0JIeM 30pY [iTe# Ta Y HeIOCTYITHOMY [JIs OiTe¥ MicIIi.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py0010.

He pekomeHOyeThCS 3aCTOCOBYBATU IIpenapaT y Nepiof BariTHOCTI, OCKIIBKY MifBUIIYETHCSA PU3UK
CIIOHTAHHOT'0 BUKUIHS, II0B’SI3aHOT0 i3 3aCTOCYBaHHAM KO(DeIHy.

He pekoMeHOyeThCS 3aCTOCOBYBATH JIiKapChKUi 3acib mif yac rogyBaHHs rpyanio. [lapaneramont i
KO(eiH MPOHUKAIOTh Y TPYAHE MOJIOKO, IIPOTE y KITIHIYHO HE3HAUYYIIUX KiIbKOCTAX (IIPU IPHUOMI B
PEeKOMeHI0BaHMUX f03ax). Kodeln y rpyIHOMY MOJIOLI MOXK€e BUSBISATH CTUMYJIIOIOUYNY BIIUB Ha
HEMOBJIAT Y IIepiof TOAyBaHHS TPYAAI0, ajle 3HaYHOI TOKCUYHOCTI He CIIoCTepiranocs.

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

BrnuB BifcyTHiN a60 € HE3HAYHUM.



Cnocib 3acmocygaHHs ma 003u.
[Tpenapar mpu3HayeHUU OJ1s1 IePOPaIbHOTO 3aCTOCYBaHHS.

Hopocaum ma dimsam ei0 12 pokie: mo 1-2 TabmeTKu KoxHi 4-6 TomKUH 3a HeoOxigHicTI0. He
npuiiMaTu Oinbine 8 Tabnerok (4000 mr nmapaneramony/ 520 Mr Kodeiny) mpoTaromM 24 romguH.

He mepeBuiyBaTé peKOMEHIOBaHY 03Y.

Crip 3aCTOCOBYBaTH HaMHUKYY 03y IIpenapaTy NPOTSAroM HalMEHIIIOr0 IPOMIXKKY 4acy, L0
HeoOXi[IHi 41 OTPUMaHHS JIiKyBaJabHOTO e(eKTy.

IHTepBaH Mix HpPIfIOM&MPI Ma€ CTAaHOBUTH He MeHIIe Hix 4 TOOVHU.

Himu.

[IpenapaT He peKOMEHOYETHCA OiTAM BiKOM 10 12 poKiB.

Ilepedo3yeanHs.
ITapauemamoan.

[lepeno3yBaHHA ITapaleTaMoly MOXKe CIPUYUHUTH II€YiHKOBY HEOCTATHICTB, 110 MOXKe BUMaraTu
nepecayiky ne4yinku abo MaTH JieTanbHUM KiHelb. CIiocTepiraBcs roCTpuil MaHKPeaTUT, 3a3BUYai
pa3oM 3 IOpPYyIIeHHAMH QYHKIIIl IeYiHKY Ta TelaTOTOKCUYHICTIO. YpaXkeHHS MeYiHKU MOXKJIUBE Y
IOPOCIHUX, SIKi TPUUHANHN 6-8 T i Oinbllle MapalieTaMoy, Ta y AiTel, 110 npuiiHsanu Ginbine 150 Mr/Kr
MacH Tina. Y maifieHTiB 3 (haKTopaMu pU3UKY (TpHBasie JiKyBaHHS KapOaMa3eliHoM,
benobapbiToHOM, (PeHITOIHOM, TPUMITOHOM, pHU(daMIiMHOM, 3Bip0O0EM UM IHITMMU JIiIKapChKUMU
3acob6amu, 110 iHAYKYI0Th GEPMEHTHU MEeUiHKY; PETYISPHUN IPUIHOM HagMipHUX KiTbKOCTEN €TaHOIY;
TIyTaTiOHOBA KaxXeKcis (po3nagu TpaBlieHHs, MyKoBiciunos, BlJI-indekiris, romon, Kaxekcis))
npuiioM 5 r abo Ginbllle mapaleTaMoily MoXkKe IIPU3BECTH [0 YPaKeHHS IMeUiHKHU.

[Tpu nepeno3yBaHHi HeoOXimHa MIBUOKA MeIUYHA AomoMora. JIikyBaHHS MOTPiOHO pO3moYaTu
HerarHO. CJlig HOCTaBUTH Malli€HTa Yy JIIKapHIO, HaBiTh SKIIO BiICYTHI paHHI CUMIITOMHU
nepeno3yBaHHSA.

CuMmToMu nepeno3yBaHHs y nmepii 24 rogunu: 67igicTs, HynoTa, 610BaHHS, BTPaTa alleTUTY Ta
abmominanbHUM 6inb. [JOCBiA MOKa3ye, 110 KITiHIYHI CUMIITOMU YpaXkKeHHS MeYiHKU CTAlOTh MOMIiTHUMHU
3a3BuYan yepes 24-48 roguH micis nepeno3yBaHHS Ta HOCATal0Th MaKCUMyMy 3a3Bu4ail 4yepes 4-6
mi6. MoXyTh BUHUKATH MTOPYIIEHHS MeTa00Ii3My TIIOKO3U Ta MeTabomiyHul auugo3. IIpu TIKKOMY
OTPY€EHHI IIe4iHKOBa HEJOCTATHICTh MOXKe IIPOrpecyBaTH OO0 eHledanomnarii, KDOBOBUJIUBIB,
rirmormikeMii, KOMM Ta MaTH JIeTalbHUK HACTiOOK. ['0CTpa HUPKOBA HEIOCTATHICTh 3 TOCTPUM
HEKPO30M KaHaJIbIliB MOXKe IIPOSIBIITUCS CHUJIbHUM ITOIIepeKOBUM 0oJieM, reMaTypi€io, poTeinypielo i
PO3BUHYTHUCSA HABITh IIPU BIACYTHOCTI TAXKKOr0 ypaXKeHH4 [Ie4iHKU. Bii3Havyanucs TakKoxX ceplesa
apuTMis.

HpI/I TPUBAIIOMY 3aCTOCYBaHHi IIpemnapary y BeIuKuX J03aX 3 60Ky Opl"aHiB KPOBOTBOPEHHSA MOXKe



PO3BHUHYTHUCS allJlaCTUYHA aHeMis, TaHIUTOIEHIs, arpaHyI0IUTO3, HEUTPOIIEHIs, TeUKOIEHis,
TpoMmbouuTomneHis. [Ipu mpuitoMi BeNMUKUX 003 3 00Ky LeHTPaIbHOI HEPBOBOi CUCTEMH MOXKJIUBE
3araMOpPOYEHHS, ICUXOMOTOPHE 30yIKEeHHS i MOPYIIeHHs OpieHTallil; 3 60Ky Ce4Y0BUOINBHOI CHCTEMU
— He(pPOTOKCHUYHICTh (HUPKOBA KOJIiKa, iIHTepCTUIianbHUN HeDPUT, KaliTIpHUN HEKPO3).

CuMnTOMH Iepefo3yBaHHS MOXYTh OyTH 00MeKeHi HyloTol0 Ta 6J1l0BaHHAM a00 MOXKYTh He
BimoOpazkaTy TSIKKOCTi Tepefo3yBaHHs Ui PU3UKY YpakKeHHs opraHiB. HeraiitHa MeiliyHa [IOIOMOTa
€ HeoOXiIHOIO IIpU Ilepefio3yBaHHi, HaBiTh SKIIO CUMIITOMH IIepefo3yBaHHS He CIIOCTEPiraloThCs.
Ao nmepeno3yBaHHS MiATBEPAKEHO ab0 HaBiTh Mig0O3PIOETHCS, MallieHTa He0OXiZHO JOCTAaBUTH HO
HaMOIMKYIOr0 MEIUYHOTO IMMYHKTY, Ie KoMy 3MOXKYTh HaJaTH HEBiOKIIa[HY MEIUYHY JOIIOMOIY Ta
kBanidikoBaHe nikyBaHHs. lle HeoOXimHO 3pOOUTH, HABITh KO CUMIITOMU II€PENO3yBaHHS BiICYTHI,
yepe3 PU3UK BiOKIa[EeHOr0 YIIKOOXEHHS Iedinku. CIlif po3rjisHyTH JIiIKyBaHHS aKTUBOBAHUM
BYTIJIISAM, SIKIO HAAMipHY 103y IapalieTaMoiy 0yio MpuiHATO y Mexkax 1 rogunu. KoHlleHTpalis
mapaleTamosly B IJIa3Mi KPOBi TOBMHHA BUMIpIOBaTUCS Yyepe3 4 roguHu abo Mi3Hille micisa mpuiomy
(GinbIn paHHI KOHIIEHTpAllil € HemocToBipHUME). JIiKyBaHHS N-alleTUIIIUCTEIHOM MOXKe OyTH
3aCTOCOBAHO IIPOTATOM 24 TOAUH MiC/IA NIPUNUOMY llapaleTaMoily, aje MaKCUMalbHUN 3aXUCHUN
epeKT HaCTa€ MpU KOT0 3aCTOCYBaHHI MPOTATOM 8 TOAUH Micysg npuiioMy. EGQeKTUBHICTE aHTUAOTY
Pi3K0 3HUKYETHCS MiCIIg I[LOTO Hacy. [Ipu HeoOXigHOCTI MallieHTy BHYTPIIIHHOBEHHO BBOASATH N-
alleTUINUCTEIH, 3TifHO 3 pEKOMEHI0BaHUM N03yBaHHSM. [Ipu BigCyTHOCTI O/II0BaHHS MOXKHA
3aCTOCYBaTH METIOHIH IepopasibHO SK BiAIIOBIAHY albTepPHATUBY Y BiffaleHUX palOHax I103a
JIIKapHEIO.

KogeiH.

[Tepeno3yBaHHsA KoGelHy MOXKe CIIPUUMHUTH OiNb B emiracTpasnbHii OinsHIi, O10BaHHS, Aiypes,
MIPUCKOPEHe OUXaHHS, Taxikapfilo YU CEepPLeBY apuTMilo, BIIUBATH Ha LIEHTPaJIbHY HEPBOBY CUCTEMY
(6e3coHHS, HECIIOKiH, HEPBOBE 30YIKEHHS, XBUTIOBAHHS, TPUBOKHICTh, 3alIaMOPOYEHHS,
OpaTiBNUBICTh, CTaH adeKTy, TpeMop, cymoMu). KiTiHiuHO BazK/IMBi CUMIITOMY NePef03yBaHHS
Ko(eiHy ITOB’g3aHi TAKOXK i3 CEpHO3HUM ypaKeHHSIM IeYiHKH IlapalleTaMoJioM, 0 MOXKe
CIIOCTEpPIraTUCh IPU BXKKBaHHI BEJIMKOI KiTbKOCTI npenapaty. CrenudpidyHOro aHTUAOTY HEMAE, ajie
iATPUMYBa/IbHi 3aX0[1, TaKi SIK 3aCTOCyBaHHS aHTaroHiCTiB 6eTa-aipeHOPEeIeNnTOPiB, MOXKYTh
MIOJIETIIUTH KapAioTOKCUYHUY epeKT. HeoOXimHO MPOMUTH IITYHOK, PEKOMEHIOBaHa
OKCHUTEeHOTeparlis, Ipu cyaoMax - fiasernaM. CuMnToMaTUu4yHa Teparis.

ITo6iuni peakuii.

Indopwmariito nmpo npuBefeHi HUXKYe M06IYHI peakiii 6y10 OTPUMaHO B IPOIECi TOCTMapKETUHTOBUX
crocTtepexkeHb. [JaHi Haal0ThCst HOOPOBIILHO Ta CTOCYIOTHCS IOMYJIALIL allieHTiB HEBiZOMOI
YHUCEIbHOCTI, TAKUM YMHOM YacTOTa IIMX MOOIYHUX PeakIliii € HeBimoMO0, CKOPIIIl 3a BCE BOHU €
pigkicaumu (< 1/10000).

[ToGiuyHi peakirii, 00YMOBIEH] ITapaleTaMOIOM:

3 6oky cucmemu Kposi ma aimpamuyHoi cucmemu: TPOMOOIIUTOIIEHIST, HEUTPOIIEHis,
JIEUKOIIEHis, arpaHyI0LXTO3, TIaHIIUTOIIEHIS.

3 6oky imyHHOT cucmemu: aHadinakcis, peakilil TinepuyTAXBOCTI Ha IIKipi, BKJII0Yal0OUX BUCHUII
Ha MIKipi, aHTi0OHeBPOTUYHUM HAOPSK, curgpoM CTiBeHca - [I2)KOHCOHA, TOKCUYHUU
elifiepMasibHUY HEKPOJIi3 i TOCTpUY reHepasli3oBaHUYM eK3aHTeMaTO3HUU IyCTY/Ib03.



3 60Ky duxaabHOi cucmemu, 2pyOHOI KAimKu ma cepedocmiHHs: OPOHXOCIIA3M y HAlli€HTiB, Yy TIUBUX
0 AlleTUJICAIIIIAIIOBOI KUCIOTH Ta [0 iHIIMX HECTEPOigHUX MPOTH3aaIbHUX 3ac0o0iB.

3 6oky eenamobisiapHoi cucmemu: IOPYIIEHHS QYHKIIil TeYiHKY, TeYiHKOBa HEJOCTATHICTB,
HEKPO3 IIeYiHKYU, KOBTSAHUIIS.

[To0iyHi peakirii, 00yMoBIeHi KOheIHOM:

3 60Ky ueHmpaavHOi Hep8oesoi cucmemu: HEPBO3HICTh, 3allaMOPOYEHHS.
3 60Ky cepueso-cy0uHHOi cucmemu: TIPUCKOPEHEe CepLeOUTTs, HaOPSKHU.

3 60Ky WAYHKOBO-KUWKOB020 Mpakmy: IIIYHKOBO-KUIITKOBUY po37af, 0inb y XKUBOTI, Aiapes,
HygoTa, O6II0BaHHS.

3 6oky ncuxiku: 6€3COHHS, HECIIOKii, TPUBOXKHICTh Ta APATiBIUBICT, HEPBO3HICTH.

3 60Ky wKipu ma nidwkipHux mkaHuH: cBepbixK, BUCUTIAHHS, TiTIUBICTh, IypPIypa,
KPOIIUB HKaA.

TakoxX micis mpuioMy IIperaparis, 1[0 MiCTATH MOAiIOHI Aifo4i peyoBUHY, MOXKIIMBI Taki mobiyHi
peaxtiii: ronoBHUM 0inb, MynbTH(HOPMHA €KCyIaTHBHA epuTeMa, Iedis, 0ib B emiracrpii,
rimoryikeMisi, ax [0 TimoriikeMiuyHOI KOMH, aHeMis, cynbhreMorinobineMis i MeTreMorino0iHeMis
(miaHo3, 3aguInKa, 6inb y cepIi), TeMoTiTHYHa aHeMisi, CHHIII YU KPOBOTEYi, Taxikapmist, apuTMmis,
IiABUINIEHHS apTepialbHOTO TUCKY, IiIBUIEHHS aKTUBHOCTI IIeYiHKOBUX ()epPMEHTIB, IK IIpaBuio, 6e3
PO3BUTKY KOBTSHULII.

[Ipu ogHOYacCHOMY IIpUKOMI IIpenapaTy B peKOMEeHA0BaHUX [03aX i3 IPOAYKTaMHu, [0 MICTATh

KodeiH, nmifBuieHa no3a Kodeiny, M0 BUHUKA€E TaKUM YUHOM, MOXKe ITOCUJIUTHY [T00iYHi edeKTyH,
3yMOBJIEHI KOPeiHOM.

Tepmin npudamuocmi. 4 Poxu.

YMoBH 30epiranHs.

36epiratu mpu TeMiepaTypi He Buine 25 °C y HeJOCTYIIHOMY s miTe# MicIli Ta mo3a IoJjieM iXHbBOTO
30py.

YnakoBka.

[To 12 TabneTok, BKpuTHUx 000710HKOI0, y G1ticTepi, mo 1 GricTepy B KapTOHHIM KOPOOIIi.

Kareropis Bignmycky. bes perenra.



BupoOHHK.

I'nakcoCwmitKnavin [TaurapsaHs Jlimiten, Ipmangisa/GlaxoSmithKline Dungarvan Limited, Ireland.

Micue3HaxoIKeHHsI BUPOOHHKA Ta MOr'0 ajJpeca MicCIlsi IPOBaIKeHHsI Tis/IbHOCTI.

Hox0pek, JanrapsaH, rpadpcTtBo Yorepdopn, Ipnanmis/Knockbrack, Dungarvan, Co. Waterford,
Ireland.



