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IHCTPYKIIA

IS MEAUYHOI'0 3aCTOCYBAHHSA Ipenmapary
BAKJIO®EH
(BACLOFEN)

Cknao:
diroya pewosuna: OakiodeH;

1 Tabierka micTuTh Oakmodeny 10 mr a6o 25 mr;
O00NOMIdHCHI ped08UHU. JTAKTO3W MOHOT1/IPAT, KPOXMab KyKypYI3SHHH, )KEJIaTHH, TATBK, MarHII0
creapar, ETHILECII0I03a.

Jlikapcbka ¢popma. Tabierku.

dapmakoTepaneBTHYHA rpyna. MiopeiaakcaHTH 3 LIEHTPAIbHUM MEXaHi3MOM [Iii.
Kon ATC MO03B XO01.

KuiniuHi XapakTepucTHKH.

Ilokazanna.

XpoHiuHa TsHKKA M’s130Ba CIIACTHYHICTD, KA BUHUKAE BHACIIOK TaKUX PO3JIAIIB, SIK PO3CISTHUI CKIIepo3 a0o
YaCTKOBMM TPaBMaTUYHUN PO3PUB CIIMHHOT'O MO3KY.

IIpomunoxazannsa. 1ligBuineHa yyTiuBicTh 10 OaknodeHy abo 10 Oy/ab-sIKOr0O KOMIIOHEHTa Mpernapary.
[TenTuna BUpa3koBa XBOpooOa.

Cnocio 3acmocyeanns ma 003u.
Ho3y baknodeny HeoOXiqHO MpU3HAYATH 1HAMBITYAJTBHO JIJI1 BUSHAYCHHS! HAMHMKYOI €PEKTHBHOI JI03H, sIKa
HE CIPUYMHIOE MOOTUYHHX e(EeKTiB.
[Ipenapar ciig npuitMaTi 3 DKero.
PexomeH10BaHi Taki CXeMH J103yBaHHS:
1 - 3-ii nenb — 5 mr (%2 Tabnerku no 10 mr) Tpudi Ha 100Yy;
4 - 6-i1 neap — 10 mr (1 Tabnerka) Tpuyi Ha 100Y;
7 - 9-i1 nens — 15 mr (1 2 tabnerku o 10 Mr) Tpuui Ha 100Y;
10 - 12-i1 nenp — 20 mr (2 Tabnetku 1o 10 Mr) Tpudi Ha 100y.
Y OUIBIIOCTI MAaIiEHTIB TEPaneBTUYHUI eeKT crocTepiraeThes MiCls 3aCTOCyBaHHs 1000Boi 103U 30-75 Mmr.
3a HEeoOX1THOCTI 703y MOYKHA 3 O0EPEXKHICTIO Ta MOCTYIIOBO IMiABUIIYBATH.
[TarienTam, sxi moTpeOyroTh BUIMX 103 npenapaty (75-100 mr Ha 100y), NMpU3HAYAOTH TAOJETKH MO 25 MT.
JloboBa mo3a mpemapaTy He noBMHHA mnepeBunnyBatd 100 mr. TpuBamicTe JIKyBaHHS 3aJ€KUTh B
KJIIHIYHOTO CTaHy IaIli€HTa.
JlikyBanus bakinodeHoM He CIil MPUMHUHSITH PANTOBO, OCKUTBKA MOXKYTh BUHUKHYTH TATIOIMHAIIT Ta MOXe
TOTIPIIATHCS CIACTUIHUHN CTaH.
llayienmu nimuboeco 6ix).
[MamienTam JMITHROTO BIKY J03Y MpemapaTy Tpeda MiJBHUIYBAaTH 3 0COOIIMBOIO 00EPEKHICTIO, OCKUTBKU PH3HK
BUHUKHEHHS Y HUX HeOa)KaHUX SIBUII BUIIUN, HDK y TIAIIIEHTIB MOJIOJIIOTO BIKY.
imu.
3BuyaiiHa 1000Ba 7032 npenapary cTaHoBUTh 0,75-2 MI/Kr Macu Tija.
PexoMmeHoBaHi Taki 103u:
Jitu Bikom  Bijx 12 micsimiB 1o 2 pokis:  10-20 mr Ha 100y;
BiZT 2 10 6 POKIB: 20-30 mr Ha n00y;
Bi 6 10 10 poxkiB: 30-60 mr Ha 1100y .
Hnst miteit crapme 10 pokiB mMakcuManbHa J000Ba 1103a CTAHOBUTH 2,5 MI/Kr macu Tuma. JlikyBaHHS
PO3MOYMHAIOTH 3 JO3H 5 MT, SIKy IPUIMaroTh JBi4i Ha 100Y.
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3a HEeoOXiTHOCTI J03y MOXKHAa OOEpeXHO 30UIBIIYBAaTH KOXKHI TPH [HI J0 OTPUMAaHHS ONTHMAaJIHHOTO
TEparneBTUYHOTO e(eKTy.
layienmu 3 nopyuwieHHAM QYHKYII HUPOK.
Jnst marfieHTiB 3 mopymieHHsSM — (YHKIIT HUPOK, a TaKOX JUIS TAIl€HTIB, siki TepeOyBalOTh Ha miajisl,
PEKOMEHIOBaHa J103a Mpernapary Mae OyTH 3HIKEHa JI0 5 Mr Ha J00y.

I 06iuni peakuii.

Haifvacrime no6ivyHi eheKTH BUHUKAIOTH ITICIIs parTOBOTO 30UIBIIEHHS JO3H MpenapaTy, NIpHiioMy BUCOKUX
7103 200 B TAIIEHTIB JIITHBOTO BIKY.

VY GaraThOX BUMAJKaXx IIi SIBUIIIA 3r0JIOM ITOCIA0IIOI0THCS Ta MUHAIOTH MICIS 3HWKEHHS T03H. Y pasi
cepiio3HUX HeOakaHUX SBUIIL JTIKYBaHHS HEOOX1THO TPUIIUHUTH.

ITin yac nikyBaHHs bakiio)eHOM CIIOCTEpIraroThCs Taki MOOIYHI €PEKTH:

I{eHTpasibHa HEpBOBA

cHucTeEMa
10-63% COHJIUBICTB

5-15% BEPTHUTO

4-12% HYJIOTa

1-11% CILUIYTaHICTh CBIIOMOCTI

4-8% TFOJIOBHHH O

2-7% 0e3cOoHHS

2-4% c1a0KICTh 1 BTOMA

pimKo: eopist, 30y ITUBICTE, JETIPecis, TATIONMHALI], TTapecTe3isi, OUTh 1

CITaOKICTh y M’s13aX, aTaKCisl, CyXiCThb Y pOTOBIii MOPOKHUHI, BUCHAXEHHS,

TPEMOp, aCTeHisl, MPUTHIYEHHS TUXaJIbHOI Ta CEPLIEBO-CYAUHHOT

CHUCTEMH, JIC30PIEHTAIIISl Y POCTOPI, 3aIIAMOPOYCHHSI, OJTIOBaHHS,

MOPYIIEHHS IPUCTOCOBAHOCTI, HIYHI )KaxH; HICTarM, 3HWKCHUH TOpIr

CYJIOM 1 BAHUKHCHHS HaIlaJy CyJ0M, OCOOJIMBO Y XBOPHX Ha CIICIICIIO;
CepueBo-cyanHHa

cucrema
0-9% apTepiajibHa TiOTeH31s
piako: JUCITHOE, TIPUCKOPEHE CepLeOnTTs, OUTh y TPYAHIN KIITII Ta
3HEIPUTOMHIHHS;
TpaBHa cucteMa
2-6% 3arop
pinko: AHOPEKCIs, MTOPYIICHHS CMaKy, OlIb Y )KMBOTI, JIiapes,

MMO3UTHBHI PE3yJIbTaTH TECTY Ha IPUXOBAHY KPOB Y (heKaisX;
CeuocraTeBa cuctema

2-6% 4acTi ITO3UBH J0 CEUOBHITY CKaHHS
piaKo: MHUMOBLIbHE CEYOBUITYCKaHHSI, 3aTPUMKa cedi, HIYHUH eHype3 Ta
remMaTypis, aHypis, IMIOTEHIIS, ITOPYIICHHS eIKYJIAIIT;
[Hm MOPYIIECHHS 30pY, TOPYIIEHHS CMaKy, BUCUTIaHHS, CBEpOIK, HAOPSK

IIMKOJIOTOK, HAaJIMIpHE MMOTOBUAUICHHS, 30UIBIIEHHS MAaCH TiNa, BLIIYTTS
3aKJIaJICHHS1 HOCA, 3MIHU PIBHS LyKPY KPOBI, 3MIHU B 010XIMIYHKX
MOKA3HUKAX, y JIESKUX MAalli€HTIB CIIOCTEPIraeThCs MOTIPIICHHS
CIIACTHYHOTO CTaHy (MapaioKcalibHa PEaKilis Ha Impenapar).

Ilepeoosysanns.

Cumnmomu. be3coHHs, BTpaTa CBIIOMOCTI, KOMa, IMOPYIIEHHS JUXaIbHOI (DYHKIIi, CIUTyTaHICTh CBIJJOMOCTI,
TaJIOIUHALIlT, TPUBOXKHICTh, MOPYIICHHS aKOMOJAIlii, BIICYTHICTh PeaKIlii 3paukiB, TIOTOHIS M’S3iB, KJIOHIYHI
cynomu, rimopediekcis abo apeduiekcis, cymoMu, MnepudepudHa Ba3oUIIATAIlisI, OpaguKapis, 3HUKEHHS
TeMIlepaTypu Tila, HYyIOTa, OJIFOBaHHS, iapesi, HaaMIpHE CIWHOBUIIJICHHS, WIABUIINCHHS PIBHA
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JITOTPOTEIIIB HU3bKOT IIMIILHOCTI, aJThI030PEIyKTa3! Ta TYKHOI (hocdarazu.
Jlikysauns. He icHye cnenudiqHOoro aHTHIOTY Oakiodeny.
SIkomora cKopille CJIiJi BUKJIMKATH OJI0BaHHs a00 3p0OMTH IPOMUBAHHS IIUTYHKA 1 TaTH aKTUBOBAHE BYTLIL.
V marrieHTiB, sIKi 3HAXOIATHCSA Y KOMI MICIIS 1HTYOaril, Ciifl 3a HE0OXIJHOCTI 3aCTOCOBYBATH COJIHOBI IIPOHOCHI
3acobu (uepe3 30H/).
[lamieHnTam 13 3yNMHKOIO JUXaHHS CNiA 3pOOUTH IUTYYHE JUXAHHS, a TaKOXK 3aCTOCYBaTH IpenapaTH Juisi
MiATPUMKH KPOBOOOITy.
J11s1 301bIIIeHHST BUBEIEHHS OaKIO(EeHy 3 OpraHi3mMy MpoBOISTH POPCOBAHUMN Aiypes.
[Tpu cynomax 3 00epexKHICTIO TPOBOSATH BHYTPIIIHLOBEHHE BBEICHHSI Jlla3enamy.
VY neskux Bumajakax (Ipy MEHII BUPAXKEHIN IHTOKCHKAIIIT) 3aCTOCOBYIOTH (DI30CTUTMiH.

3acmocysanns y nepioo eazimuocmi aoo 200y8anHs 2pyoor.

Baknoden mpoxoauTh Kpisk IUIAalleHTapHUN Oap’ep. Y 3B’s3Ky 3 BIICYTHICTIO JaHUX IIOAO 3aCTOCYBAaHHS
mpenapary B Iepiojl BariTHOCTI, B 11eH mepio bakinoden MokHa mpuiiMaTH Y pasi, KOJIM O4iKyBaHa KOPUCTh
JUISL MaTepi MEePEeBUIIye MOKIUBUM PU3UK IS 110/1a. bakiodeH BUALTSIETECS B TPyIHE MOJIOKO, TOMY TIif] 4ac
npuiioMy INpenapaTy He peKOMEHIYETbCS TOyBaTH JiTell rpy yIo.

Himu.
[Ipenapat 3acTOCOBYIOTH IS JTIKYBaHHS JIiTeH BiKOoM Bix 1 poky.

Ocobueocmi 3acmocysamnus.

[Tin yac nikyBaHHA bakiodeHOM MOXIHBE 3arOCTpEHHS MCUXOTUYHUX CHUHAPOMIB, IMM30(peHii, CyaoM Ta
CTaHIB JIe30pi€HTAli]l y 4aci 1 MpOCTOpi, TOMy TMAali€HTH MOBUHHI MepeOyBaTH il pEeTeNTbHUM MEIUYHUM
HAarJIsJ0M.

[licns panToBOro MPUNUHEHHS JIKyBaHHA NpPENapaToM MOXYTb PO3BUHYTHCS CTaHU TPUBOXKHOCTI Ta
CIUTyTaHOCTI CBIJOMOCTI, TaJIOIMHALIl, NICUX03, MaHIaKaJbHUA CHUHAPOM, MAapaHOsl Ta KOHBYJbCI(, MOXYTb
HOCHUJIMTHCA CHACTUYHI CUMIITOMM, TOMY 703y IperapaTy Ciif 3MEHIIyBaTH MOCTYNOBO MHPOTArom I-2
THXKHIB.

baknmoden BUBOAMTBCSA 13 ceuero, MEPEBaAXHO y HE3MiHEHIH ¢opMi, ToMy HOTo ciim 3 00epeKHICTIO
NpU3HAYaTH XBOPUM 3 TOPYIICHHSM HUPKOBOI (yHkii. Takum mamieHTam a03y HEOOXiTHO 3MEHIIHTH
3aJIeKHO B1Jl CTENIEHs MOPYILEHHS.

Cnig Oyt 0co0IMBO OOEpEKHMMHU il 4yac JiKyBaHHS bakiogeHOM mMalli€eHTiB JITHBOTO BIKYy — Yepes
IiIBUIIICHU I PU3UK BUHUKHEHHS HeOa)KaHUX SBHIIL.

[TamienTH, sIKi XBOpIIOTH Ha CMUICICII0 Ta SKAM TMOTPIOHE CYIyTHE JiKyBaHHsS bakiodeHoM, TOBHHHI
3HAXOAUTHCA M peTenbHUM KIiHIYHEM Ta EEIT KOHTposeM, OCKUIBKH CIOCTEpIraiucst BUIAIKA 3HIKCHHS
e(eKTUBHOCTI TPOTUCYIOMHOTO JIIKyBaHHsI Ta 3MiHHU y miarpami EEI.

Takox cmig 3 0OEpeXHICTIO NMPU3HAYATH Mpernapar MNalieHTaM, Yy SKUX MIATPUMAHHS BEPTUKAIBHOTO
MIOJIOXKEHHSI TLJ1a Ta PIBHOBArk abo 30UTbILIEHHSI pyXOBOTO J1ala30Hy 3aJI€KUTh B TOHYCY M SI31B.

OcobnmuBo o0epexkHO cmin 3acTocoByBath baknodeH maiieHTam, sKi OTPUMYIOTH aHTHUTINEPTEH3UBHE
JIKyBaHHsI, Y€Pe3 MOXKIIUBY B3a€MOIIIO JIIKAPCHKHUX 3aCO0IB.

[Tpenapat cimij o6epexHO MpU3HAYATH MALliEHTaM Micis 1HCYJbTY, 3 BUPA3KOO IUTyHKA Ta JBaHALSTUIIAIOL
KMILIKH, TUXAIHHOIO 400 IMEYIHKOBOIO HEIOCTATHICTIO.

[Ipenapar cmin obepeXHO MpU3HAYATH TAlllEHTaM 3 MiABUILEHUM TOHYCOM C(IHKTEpa CEYOBOTO MiXypa,
OCKUIBKM MO’K€ BUHUKHYTH 3aTPUMKa CEYl.

VY nesikux mamieHTiB, ski npuiiManu bakinoden, B cuposariii criocrepiranucs miasuiieHi pisHi AJIT, JI® abo
IIIOKO3U. PeKOoMeHy€eThCsl TPOBOAUTH JIA0OpATOPHI aHAJI3M, OCOOJIMBO Ui  MAIIEHTIB 3 IMOPYIICHHIM
(yHKLi Te4iHKY 1 XBOPUX Ha IIYKPOBUIl [Tia0eT.

bakinoden MicTUTh J1akTO3y, TOMY Mall€HTaM 13 PIAKICHUMU CIAJKOBUMHU MOPYIIEHHSIMH Yy BHUIJISII
HETEePeHOCUMOCTI TaJlaKTO3W, HEJOCTATHOCTI JAaKTO3M ab0 3 HEJAOCTaTHIM BCMOKTYBAHHSM TJIFOKO3H-
TaJIaKTO31 LN IpernapaT IpUNMaTh HE MOKHA.
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30amnicmo ennueamu Ha WEUOKICMb peakuii npu KepyeaHHi aemoOmpaHcnopmom aoéo pooomi 3

IHWUMU MeXaHiZMamu.

[1ig yac nmpuitoMy mpenapaTy MOXKYTh CIOCTEPIraTucsl CUMIITOMH, ITOB ’s3aH1 13 CEIaTUBHOIO JI€I0 TpenapaTy
Ta 3MEHIIECHHSAM  KOHIIGHTpamii yBard. Y [IbOMYy BHIQJKy MOXKE TMOTIPIIMTACH 3/aTHICTh KepyBaTH
TPAHCIIOPTHUMHU 3aCO0aMU Ta MEXaHI3MaMHU.

B3aemooia 3 inmumu nikapcokumu 3acobamu ma inwi euou 3acmooiil.

Crig moTpUMYBaTHUCh OCOOIHMBOI OOEPEKHOCTI MPH OJHOYACHOMY 3aCTOCYBaHHI mpemapary bakinoden 3
TaKUMH JIIKAPCHKUMHU 3ac00aMu:

npenaparu, siki BruBaroTh Ha [{THC: mocuneHHs cenaTuBHOT i

COJII JIITIFO: MOXKJIMBICTh MOCHJIEHHS TINEPKIHETUYHUX CUMIITOMIB;

TPUIMKIIIYHI aHTHUJCTIPECAHTH: MOXJIMBICTh TOCHJICHHS Jii OakinodeHy, 10 MPU3BOJUTH 10 3HAYHOTO
3HIKEHHS TOHYCY M I31B;

AHTUTIMEPTEH3UBHI TpemapaTd, B TOMY YHCII IHTIOITOPH aHTIOTCH3WHIIEPETBOPIOBAILHOTO (EPMEHTY,
JIypETUKIB: MOKITUBICTh MOCUJICHHSI TIMOTEH3UBHOI il (MOYKE BUHUKHYTH MOTpeda B PEryIIOBaHHI J031);
npenapaTi, 3aCTOCYBaHHS SIKUX MOKE MPHU3BECTH JO HUPKOBOI HEAOCTATHOCTI (Hampukiasn, 10ympodeH):
VIOBIIbHEHHS BUJUICHHS 0aKI0peHy MOKe MOCUIUTH TOKCUYHI €PeKTH;

JeBoJoNa, KapOifoma: y mMarieHTiB 3 XBopoOoro IlapkiHCOHa MOMXJIMBI MPOSBH CIUTYTaHOCTI CBIZJOMOCTI,
TaTIOIMHAITIT 130y UIUBICTH;

(heHTaHLT: TOJOBXKEHHSI 3HEOO0IFOBANILHOI il JeHTaH1ITY.

DapMaKoJIOTiYHi BJIaCTUBOCTI.

Dapmaxoounamixa.

baknoden — mpenapat, sKui 3HMKYyE HaIMIPHUH TOHYC CKEJIETHMX M 531B, CIPUYMHEHHH ypa)KeHHAMH
CIMHHOTO MO3Ky. baknodeHn npurhidye mkipHi pediaekcd 1 TOHyc M si3iB, aje TUIBKM HE3HA4YHOIO MipOr0
3MEHIITy€E aMILUTITYIy CyXOKHILHOTO pediekcy.

MexanisMm nii 6a3yeTbcss  WMOBIPHO Ha TINEPHOJSpH3aLil BUCXIAHUX HEPBIB 1 MPUTHIYEHHI MOHO- Ta
MOJIICHHANITHYHUX pedIIeKCiB Ha PiBHI CIIMHHOTO MO3KY.

Ockinbku baknodeH, yBeaeHuit y BUCOKiH /1031, MOke cipuuMHUTH npurHideHHs ¢yl [[HC, BBakaroTh,
110 TIpenapaT TaKoXK MOKE BIUIMBATH HA IIEHTPHU, PO3TAILIOBAHI CYNPACHiHAIBHO.

Dapmakoxinemuxa.

Bcvmoxkmyeanns

baknoden mBHuIKO 1 TPAKTUYHO MOBHICTIO BCMOKTYETHCS 31 IUTYHKOBO- KUIIIKOBOTO TPAKTY.

ITicnst BBeIeHHS BEJIMKOI 1O3M IIperapaTy BCMOKTYBAaHHS YIIOBUIBHIOEThCSL.

TepaneBTryHa KOHICHTpalist cTaHOBUTH 80-395 Hr/mir. MakcumabHi KOHIEHTpAITil (Cmax) (500-600 Hr/mi)
JOCATAIOTHCS Yepe3 2-3 TOAMHM TICIS MepOpaibHOTO NpPHIOMY, a KOHIIEHTpallis B 1mia3mi (6mm3eko 200
HI/MUT) 30epiraeTbesi MPOTATroM 8 TOIMH.

Po3znosciodorcenns

baknoden  posmopinseTbcs Mo OaraThOX TKAHWHAX, ajie JIUIIE HE3HaYHa YacTHUHA MPOXOAUTH Kpidb
remaroeHuedarigyHuii 6ap’ep.

bakmoden mpoxoauTs Kpizk MUIarieHTapHui 0ap’ep.

MiHiMaJbHI KUTBKOCTI HOTPAILISIIOTH Y TPYIHE MOJIOKO.

baknoden 3B’s3yeThes 3 OiTkaMu cupoBaTKu mpubdan3Ho Ha 30%.

Memabonizu

brmsbko 15% Bin npuifHATOT 703K TpenapaTy MeTadoIIi3y€eThCsl B MEUiHIII IUITIXOM JIe3aMiHyBaHHSI.
Buseoenns

[Nepion HaniBBUBECHHS CTAHOBUTH 2,5-4 TOIUHHU.

baknoden Ha 70-80% BUBOIUTHCS 13 ceuero y He3MiHEeHiH (opmi a00 y BUIIISAI METa0OMITIB, pelTa
BUUISETHCS 3 (PEKATISIMI.

[Ticis mepopaabHOTO 3aCTOCYBAaHHS MpenapaT Maif)ke IOBHICTIO BUBOUTHCS IMTPOTSTOM

72 TOIUH.
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dapManeBTHYHI XapaKTePUCTHKH.

OcnogHi izuko-ximiuni eracmugocmi:

tabsetku 10 Mr: Kpyrii, ABOOITYKII, OLIOTO KOJIBOPY, 3 PUCKOIO;
TaOJeTKU 25 MI: KpyIJli, ABOOIYKJI, O1710T0 KOJIBOPY.

Tepmin npuoammuocmi.
3 poku.

YmoBu 30epiranns.
30epiratd B HEJOCTYNHOMY JUIS JIITEH, CyXOMY Ta 3aXMIICHOMY BiJl CBITJIa MICII PU TEMIIEpaTypl HUXK4IE 25
oc

VYnakoska. [To 50 TabneTok y mominpomnisieHoBoMy ¢uakoHi. [To 1 ¢makoHy B KapTOHHIN KOpOOIi.

Kareropis Binnmycky.
3a perenTom.

BupooHuk.

dapmanestuunuii 3aBoj ,,Ilonsdapma” C. A., INonbira /
Pharmaceutical Works “Polpharma” S. A., Poland.

Abo:

Medana Pharma S.A., Poland.

Menana ®apma AxmionepHe ToBapuctso, [ombia.

Micue3HaxoaKeHHS .
ByJ. [lenpruinabeka, 19, 83-200 Craporapz I’ nanbcku, [Tomnbia /
19 Pelplinska Street, 83-200 Starogard Gdanski, Poland.
Ao0o: ByI. B. Jloketka 10, 98-200 Cepan3, [lomnbiia.
ul. W1 Lokietka 10, 98-200 Sieradz, Poland.
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