TIHCTPYKIIIA

IJIs1 METUIHOT 0 3aCTOCYBaHHSI JTIKaPCHKOT0 3aCO0y

KO®EIH-BEH30AT HATPIIO

(COFFEINE-SODIUM BENZOATE)

Cknao:
ditoua pevyosuHa: KoeiH-6eH30aT HATPIIO;
1 TabneTka MicTuTh Kodeiny-6eH30aTy HaTpito (y nepepaxyHky Ha 100 % cyxy pedoBuny) - 200 mr;

0ONnoMidiIcHI peyo8UHU: TaKTO3W MOHOTIOPAT, IEeJIi0JI03a MiKPOKPUCTaliYHa, KPOXMallb KyKYPYA3SHUH,
IIOBIIOH, KaJbllil0 cTeapar.

Jlikapcbka ¢popma. TabneTku.

OcHosHi (pi3uko-xiMiyHi 81acmusocmi: TabneTKu Kpyriiol ¢opmu, 6ioro Konbpopy, 3 IMI0CKO0
IIOBEPXHEIO 31 CKOIIEHUMH KPasMHU i PUCKOIO.

(I)apMaKOTepal'IeBTI/I'-IHa rpyma.

[TcuxoCcTUMYNSATOPH, 3aC00U I 3aCTOCYBaHHS IIPU CUHAPOMi ITOPYIIEHHS YBaru Ta rilnepakTUBHOCTI
(ADHD), Ta HooTpomHi 3aco0u. IToxigui kcanTuny. Kogm ATX NO6B CO1.

dPapmakonoziuHi e1acmueocmi.
®apmakoduHamika.
Kodein-6eH30aT HATPil0 3aCTOCOBYETHCS NTEPEBAKHO SK CTUMYJIATOP IIeHTPaIbHOI HEPBOBOI CUCTEMH.

B ocHOBi MexaHi3My [il mpenapaTy NexuTh NpUrHideHHs KkodeinoMm hepMeHTy pochomiecTepasu, 10
IIPHU3BOIOUTH 10 HAKOMMUYEHHS BCEPEeAUHi KIIiTHH IUKIIIYHOTO afeH03nHMoHOobochaTy. OcTaHHIH
TIOCUJTIOE TTIiIKOTE€HOJIi3, CTUMYIII0€ MeTab0I1i3M B OpraHax i TKaHMHAX, BKIIIOYAl04y IIeHTPaIbHY
HEPBOBY CUCTeMYy Ta M's3u. BaXKIKMBOIO JTaHKOI0 Y MeXaHi3Mi CTUMYJIIOI0Y0ro eQeKkTy Ipemnapary €
3B'sI3yBaHHS KOQEiHy 3 MyPpUHOBUMU PELIETITOPaMHU MO3KY.

Kodein mocumnioe Ta perynoe npoiecu 30yaKeHHs Y KOpi FT'0JIOBHOTO MO3KY, IIOCUJIIOE TO3UTHUBHI
pedrekcu, miABUILYEe PYXOBY aKTHBHICTh. [laHi eeKTH € 00303a1eKHUMHU, CIIPUSIIOThH MigBUIIEHHIO
PO3yMOBOI1 Ta (pi3n9HOI Npare3naTHOCTI, 3MEHIIIEHHIO BTOMU Ta COHJIMBOCTI. Y HAATO BEJIMKUX [03axX
KOo(elH MOoxXKe IIPU3BECTU N0 BUCHAXKEHHS HEPBOBUX KJIiTHH.



[Tpemapat mocnabiiioe fifo CHOMIMHNUX | HADKOTUYHUX 3ac00iB, MigBUIye pedeKTOpHYy 30yIIuBICTh
CIIMHHOTO MO3KY, 30yXKYy€ OUXalIbHUM Ta CYIUHHOPYXOBUii LeHTpH. [1if BOIMBOM IpemapaTy
IIOCUJIIOETHCS CeplieBa AiAJIbHICTD, MiIBUIIYETHCSA YACTOTa CEPLIEBUX CKOPOYEHE.

[Tig BunmuBoM Kodeiny-6eH30aTy HAaTPil0 TPOXHU MTOCUTIOETHCS Aiype3 (TOJIOBHUM YHMHOM Yepes
3MeHIIeHHsT peaOcopOIlii elIeKTPOJIiTiB Y HUPKOBUX KaHAMBIISAX).

dapmakokiHemuxka.

[TpenapaT 0oOpe BCMOKTYETHLCS 3 TPABHOTO TPAKTY. PiIBHOMIpHO PO3MOMiNg€eThCst B OpraHiaMi. JIerko
IIPOHMKAE KPi3b remMaToeHuedamiynuit 6ap'ep. IIpoHuKae Kpi3h MIALEHTY Ta eKCKPETYEThCS Y TPYIHE
MOJIOKO. Y mporeci 6ioTparcdopmaliii miggaeTbCsa [EMETHITIOBAHHIO Ta OKUCIIeHH0. Ilepiof
HalliBBUBEJeHHS - 3-7 TOOUHU. BUIiNIEThCS 3 OpraHi3My 3 ceuelo Ta KajioM Y BUTJISAI MeTaboJIiTiB,
HeBeJlMKa JacTuHa (611u3bK0 8 %) - y He3MiHeHOMY BUTJISAML.

KniniuyHi xapaKTepHCTHKH.
Iloka3aHnHs.

[Hdexkuilini Ta iHII 3aXBOPIOBaHHS, 110 CYIIPOBOAXKYIOTHCS IPUTHIYeHHIM LIeHTPaIbHOI HEPBOBOIL
i ceplieBo-CyIUHHOI CUCTEM;

apTepiasibHa TiMOTEH3is;
ACTEHIYHUN CUHOPOM;

CIIa3M¥ CYOUH T'OJIOBHOTO MO3KY;
COHJIUBICTB;

MigBUIIEHHS PO3yMOBOI Ta (Pi3n4HOI mpane3maTHOCTI.

IIpomunoka3aHHs.

[TigBuIIeHa YyTNUBICTE M0 KodelHy, iHIMX MOXigHUX KCaHTUHIB (TeodiniH, Teobpomin) abo 1o
Oymb-IKOTO 3 KOMIIOHEHTIB IIpenapary;

migBHUIeHa 30y IINBICTE;
0e3COoHHS;
BUpaxeHe IMigBUIIEHHS apTepialbHOTO TUCKY, apTepiabHa rinepTeH3is;

OpraHiuHi 3aXBOPIOBAHHS CEPIIEBO-CYOUHHOI CUCTEeMH (Y T.4. TOCTPHUM iHGapKT MioKappa,
IapOKCH3MalbHa TaXikKaphis, aTepoCKIepo3);

r71ayKoMa;

BiK moHap 60 poKiB.



B3aemodin 3 iHnwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.
OmHovacHe 3aCTOCYBaHHS Kodeiny-0eH30aTy HATPIIO 3:

iHeibimopamu MAO, ¢pypa3osi0oHOM, NnpoKkapba3uHOM i cene2uniHoM - MOXKe CIIPUYUHUTHU
PO3BUTOK HeGE3MEeYHHUX CepPIIeBUX apUTMil ab0 BHPaKEHOTo MiIBUINEeHHS apTepiallbHOT'0 TUCKY;

6apbimypamamu, npumiGoHom, npomucy0OMHUMU AiKapcbKuMU 3acobamu (noxioHumu
eidaHmoiHy, 0coBIUBO (peHimoiHOM) - TTOCUTIeHHS MeTabo1i3My Ta 30ibIIeHHS KITipeHCY KOeiHy;

KemoKOHAa30/410M, OUCy1bpipamom, Lunpoda0Kkca,uHoM, HOPPYAOKCAUUHOM, eHOKCAUUHOM,
ninemiouH08010 KUC/10mMo0 - MOXKe CIPUYUHUTH YIIOBiIbHEHHS BUBE[IEHHS KoGeiny Ta 30inbeHHs
10r0 KOHIIeHTpallil B KPOBi;

UUMemuOuHOM, 20DMOHANbHUMU KOHMPAauenmueamu, i30Hia3udoM - IOCUIeHHs Iil Kodelny;

(h1yB8OKCaAMiHOM - iOBUILEHHS PiBHIO KO(eiHy y mna3Mi Kposi;

MeKCUu/emuHoM - 3HUXKEeHHS BUBefeHHS Kodelny Ha 50 %;

HiKomuHoM - 30iNblIIeHHS IIBUAKOCTI BUBeIeHHS Kodeiny;

Memokca/aeHoM - 3MeHIIIeHHS BUBeleHHSI KO(helHy 3 opraHi3My 3 MOXK/IMBUM IIOCUJIEHHSIM KOT0
e(eKTy Ta pO3BUTKOM TOKCUYHOI [ii;

K/103aniHOM - TiBUIIIEHHST KOHIIEHTPAllil KJI03aMiHy B KPOBi;

meoginiHOM Ta IHIIUMU KCAHMUHAMU - 3HUKEHHS KJIipeHCY JaHUX IpenaparTiB, 30inbIIeHHS
PU3UKY afUTUBHUX (papMaKOOUHaMIiYHUX i TOKCUYHUX €(PEKTiB;

B-adpeHob10kamopamu - MOKe ITPU3BOIUTH 0 B3a€EMHOT'0 MIPUTHIYEHHS T€PAeBTUYHUX
e(eKTiB;

mupeomponHuUMu 3acobamu - MigBHUIIEHHS TUPEOINHOTO ePEKTY;

ONioIOHUMU dHA/2eMUKAMU, AHKCIOAIMUKAaMu, CHOOIUHUMU [ ceOamusHUMU 3dcobaMu -
3HUXKEHHS ePEeKTYy MaHUX IIperaparis;

ImperapaTaMu /imito - 30iNbIIeHHS BUBEIeHH JIiTii0 3 cedelo;
[pernapaTaMy Ka/blito - 3HUXKEHHSI BCMOKTYBaHHS [TaHUX IIpernaparis;

cepuesumu 2/1iko3udamu - TPUCKOPEHHS BCMOKTYBaHHS, IIOCUJIEHHS [Iil Ta MigBUILIEHHS
TOKCUYHOCTI CepLEBUX TI'TiKO3UIB;

aHa/2emukaMmu-aHmunipemukamu - IOCUJIEHHS 1X eQeKTy;
ep20mamiHOM - TIOKpallleHHsI BCMOKTYBaHHS eproTaMiHa 3 TPaBHOTO TPaKTy;

noxiOHUMU KCAHMuHy, a- ma B-adpeHomiMemukamu, NCUXOCMUMYAYUMU 3acobamu -
IIOTEHIIIF0BaHHS 1X e(eKTiB.



Kodein € anTaronictom 3acobis 015 Hapko3y Ta iHIIUX npenapamis, W0 NPU2HiuyiomMs 4eHmMpPAaabHy
Hepeosy cucmemy, KOHKYPeHTHUM aHTaroHiCTOM npenapamie adeHo3uHy, AT®.

Harmoi Ta mikapchKi 3aco6u, 110 MiCTSATh KO(eiH, IPU CyMiCHOMY 3aCTOCyBaHHI 3 IIpernapaToM MOXKYTh
IPU3BECTH [0 HagMipHOI CTUMYJIAI] [IeHTPaJIbHOI HEPBOBOI CUCTEMHU. BHCOKI 031 KOhelHy MOXKYTh
CIIPUYUHSITY TPEMTiHHS i ceprieOuTTs. ITalieHTaM CIifl yHUKATH HaJIMipHOTO BXKMBAHHS Kasu abo
uarw.

Oco06.1ueocmi 3acmocyeaHHsi.

[Ipu 3acTocyBaHHI Ipenapary CIIif YHUKATH HaMIPHOTO BXXUBaHHSA KaBU, MIIIHOTO 4alo, 1HIIINUX
TOHI3yI0YUX HATOiB, aJIKOTOJII0 Ta JIIKaPChKUX 3ac00iB, 110 MiCTATH KOdeiH.

Y BUMagKy TPUBAJIOT0 3aCTOCYBAHHS ITpenapaTy MOXKJIMBUYN PO3BUTOK IICUXIYHOI 3aJIe2KHOCTI. Pi3ke
IPUNIMHEHHS TiKyBaHHS MIPU3BOAUTH [0 ITOCUIIEHHS TraJlbMyBaHHS IIEHTPaIbHOI HEPBOBOI CUCTEMU
(COHnUBICTD, mempecis).

[is mpemapaTy 3HaYHOIO MipOIO 3aJIe3KUTh Bil TUIY HEPBOBOI CUCTEMH Ta MOXKE IIPOSBIATUCS SIK
30ymKeHHSIM, TaK i raJIbMyBaHHSIM BUIIOI HEPBOBOI HisIBHOCTI.

Kodein Moxke cTaTy MPUYMHOI XUOHOTO MiIBUILIEHHST CEY0BOi KUCJIOTH Y KPOBI, 110 BU3HAYAETHCS
meTtonoM Bittner.

Kodeln Moxe migBuIlyBaTH PiBHI S5-TimpoKcHiHmOI01TOBOL KHCnoTu (5-HIAA), BaHinmimMurganesoi
kucnotu (VMA) Ta KaTexolaMiHiB y cedi, 1110 MOXKe MPU3BECTH 00 XUOHOIO3UTUBHUX PE3Y/IbTaTiB
OiarHOCTUKY (heOXPOMOIIUTOMHU Ta HEHPOOIaCTOMH.

3 06epekHICTIO 3aCTOCOBYBATH IIpelapar IallieHTaM 3 BUPa3K0BOIO XBOP00OOIo IITyHKa i
IBaHaLSTHIIAN0l KUIIKYA B aHaMHe3i.

[IpenapaT MiCTUTh akTO3y. [lamieHTam i3 pigKiCHUMU CIIafiKOBUMU (HOpMaMy HelepeHOCHMOCTI
rajlakTo3H, HeIOCTAaTHICTIO TaKTa3u abo CHHAPOMOM ManbabCopOIIii TTI0K03U-TalakKTO31 He CIIif
3aCTOCOBYBaTHU JaHUY IIpelapar.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py00i0.

[TpemapaT mMpOTUIIOKa3aHO 3aCTOCOBYBATH Y Iepiof BariTHOCTI abo rogyBaHHS I'PYALIIO.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi aamompaHcnopmom abo iHwumu
MexaHi3mamu.

Hoku He Oyne 3'sicoBaHa iHAMBiAyanbHa peakilid MallieHTa Ha IIpemapart, ClliJ yTPUMYBaTUCS Bif
KepyBaHHS aBTOTPAHCIOPTOM abo iHIMMMM MeXaHi3MaMu, BPax0oBYIOYH, 1110 ITif] Yac JIiKyBaHHS
MOXKYTh BUHUKHYTH 1106iuHi peakiiii 3 60Ky IleHTpalbHOl HEPBOBOI CUCTEMHU.

Cnocib 3acmocyeaHHsi ma do3u.



3aCTOCOBYBATH BHYTPIIIHLO 2-3 pa3u Ha 0o0y. Pa3zoBa mo3a mist mopocnux cTaHoBUTH 100-200 mr.
Bumia pa3oBa mo3a - 500 mr, Buia mo6oBa fo3a - 1 T.

Hitsim BikoMm Bif 12 pokiB mpu3HadaTty y m03i 100 Mr 2-3 pa3u Ha go0y.

Buria mo6oBa mo3a ong giteu - 500 mr.

Ilo3y npemnapaTy Ta Kypc JiKyBaHHS BCTaHOBIIIOE JIiKap iHOWBiAyaIbHO 3aJI€2KHO Bif] TSXKKOCTI
3aXBOPIOBaHHS Ta e()eKTUBHOCTI Tepairil.

Himu.

Kodein-6eH30aT HaTpilo y BUTTISAAL TaOIETOK HE PEKOMEHYETHCS 3aCTOCOBYBATH [iTSAM BiKOM [0
12 poxis.

ITepedo3yeaHHs.

Cumnmomu: raCcTpasris, aXuTalis, TPUBOXKHICTh, PyX0Be 3aHEIIOKOEHHS, CIIJIYTaHICTh CBIIOMOCTI,
menipiii, 3HeBOIHEHHS, TaxiKapmis, apuTMii, rineprepmis, 30i/IbIIIEHHS YaCTOTH CEYOBUITYCKaHHS,
rOJIOBHUY 0inb, MigBHUINleHa TaKTUIbHA ab0o 601b0Ba Yy TIUBICTh, TpeMOp ab0 M’sI30Bi IOCMUKYBaHHS;
HyZ#oTa Ta OI0BaHHS, iHOMI 3 [OMIllIKaM¥ KPOBi; A3BiH y ByXax, CyIOMHi Hamagu (IIpu TOCTPOMY
Iepeno3yBaHHI - TOHIKO-KJIOHIYHI CyooM™u).

JIiKyBaHHA: TPOMUBAHHS IITYHKA, TPU3HAYEHHS eHTEePOCOPOEHTIB, MiATPUMKa BeHTHUIIALIL JTeTeHiB i
OKCHTeHallis; Ip¥ CyJOMHUX HalafaxX - BHYTPIlTHbOBEHHO fia3emnaM, peHobapbitan abo ¢peHiToiH;
nigTpuMKa 6anaHCy pPimuHU Ta cojel; reMopianis. CrenugpiyHOro aHTUIOTY HeMae.

ITo6iuni peakuii.

Hepesosa cucmema: 30yIKeHHSsI, TPUBOXKHICTb, TPEMOP, 3aHEIIOKOEHHS, TOJIOBHUM Oillb,
3amaMOpOYeHHs, M'130Bi TOCMUKYBaHHS, CyIOMHi Hallagy, ITOCUJIeHHS pedeKCiB, TaxilmHoE,
0e3COHHS; IPU PAITOBIM BiIMiHi - IOCUIEHHS TaJIbMyBaHHS IIeHTPaIbHOI HEPBOBOI CUCTEMH 3
IIOSIBOIO BiAYYTTS MiABUIIEHOl BTOMJIIOBAHOCTI, COHJIMBOCTI, M'I30BOT0 HaAIPYyKEHHS, Jelpecil.

Cepueso-cyOuHHa cucmema: BifuyTTs TUCHEHHS YV I'PYOSX, BITUyTTs cepleOuTTs, TaXiKapmis,
apuTMil, MigBUILIEHHS apTepialbHOTO TUCKY.

TpasHull mpakm: HymoTa, OJIIOBAHHS, Miapesi, 3aTOCTPEHHS BUPa3KOBOi XBOPOOH.

CeuvosudinbHa cucmema: 30ibIIEHHS YaCTOTU CEYOBUNYCKAHHS, MiABUILIEHHS KITiDEHCY KPEaTUHiHy,
30i/IbIIIEHHS €KCKPeIlii HaTPilo Ta KaJbIIiio.

IMyHHa cucmema: MOXKIUBI IPOSIBY Peakilill TinepyyTIUBOCTi, y T.4. IIKIPHi BUCUIIaHHS, CBePOixXK,
KpomnuB'ssHKa, HaOpsk KBiHke, 6poHxocma3M, aHadpinakTHYHUN 0K, cuHOPoM CTiBeHca-II2KOHCOHA.

JlabopamopHi noka3Huku: MOXIUBe XubOHe MMiIBUILEHHS CeYOBOi KMCIOTH B KPOBI, 1110 BU3HAYAETHCS
MeTonoM Bittner, rimormikeMisi/rinepriikeMisi, He3HaYHe MiIBUINEHHS 5-TiIPOKCHIHIOIOIITOBOI



kucnotu (5-HIAA), Barininmurganesoi kucinotu (VMA) Ta KaTexonaMiHiB y cedi.

THwi: 3aKnafeHiCTh HOCA, IPYU TPHUBAJIOMYy 3aCTOCYBaHHI - 3HMKeHHS edeKTy KodeiHy, 110 0B’ I3aH0
3 YTBOPEHHSIM HOBUX aIeHO3MHOBUX PELENITOPiB, MeIUKaMEeHTO3Ha 3aJIeKHICTb.

IIogidoMaeHHA Npo nido3pro8dHi nobiyHi peakuii.

[ToBimomneHHs mpo mob6iuHi peakilil micis peecTpallii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HaYEHHS.
Lle mae 3MOry IPOBOAUTYU MOHITOPUHT CIIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IILOTO
JiKapCchKOro 3aco0y. MeguuHuM Ta (apMalleBTUYHUM IIpalliBHUKAM, a TAaKOX IallieHTaM abo ixHiM
3aKOHHUM IIpefCTaBHUKAM CJIifl MOBiJOMJIATH IIPO YCi BUMAAKHY Mif03pI0BaHUX O0IYHUX peaklii Ta
BifmcyTHOCTI epeKTHUBHOCTI iKapchKoro 3aco0y yepe3 ABTOMATH30BaHY iHGOpPMAaIliliHy cucTeMy 3
(dapMakoHarisAgy 3a nocuiaHHAM: https://aisf.dec.gov.ua.

mepmiH npudamHocmi. 4 poku.

YMoBu 30epiranHsi.
B opurinanbHii yIiakoBIi Ipu Temnepatypi He Buiie 25 °C.

36epiraté B HEOOCTYIIHOMY IJISI OiTeW MicIi.

YnakoBka.

[To 10 Tabnetox y GiicTepi, o 1 6micTepy y nauui; mo 10 TabneTok y 6micTepi.

Kareropisi Bignmycky. 3a pelemnToM.

BupoOHHUK.

[Ty6mniuHe akuioHEpHEe TOBapuCTBO «HaykoBo-BUpOoOHK YN LIeHTP «bopiiariBChbKuil XiMiKo-
(bapMareBTUYHIYN 3aBOM.

ToBapucTBO 3 00MEXKEHOI0 BiIMOBiTaNbHICTIO «ATpodhapm».

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOr'0 aJpeca MicCIsi IPOBaKeHHsI Tis/IbHOCTI.
Ykpaina, 03134, m. Kuis, Byn. Mupy, 17.

Vkpaina, 08200, KuiBcbka o6macts, M. Ipmins, Byn. LlenTpanbha, 113-A.



