IHCTPYKLUIA
ANA MeMYHOr0 3aCTOCYBaHHSA NiKapCbKOro 3acoby

MIOPUKC®
(MYORIX®)

Cknag;

Aitoya pevosmHa: cyclobenzaprine hydrochloride;

1 kancynamictutb 15 Mr abo 30 Mr uMKIo6eH3anpuHy rigpoxnopuay;

AOMNOMI>KHI PeyoBMHK: LLyKop cthepryHmia, opadry clear Y S-1-7006, eTunuentonosa, gietundranar;
060/10HKa Kancynno 15 mr: 3anisa okcug YepBoHmnin (E 172), 3anisa okcug XoBTuid (E 172), TutaHy
niokeup (E 171), )enatuH, YopHuno 6nakutHe TekPrint™ SB-6018;

o6onoHka Karncyn no 30 mr: ®AC 6nakutHuin 2, ®AC 6nakuTHuiA 1, ®AC yepsoHuin 40, 4C
XOBTWIA 6, TTaHy giokeng (E 171), xxenatuH, YopHuno 6ine Opacode® S-1-7085.

JTikapcbKa thopma. Kancynum nposioHrosaHol Aii Teepai.

OCHOBHI (i3VKO-XiIMiYHI BNaCTUBOCTI:

Karcynm no 15 Mr: Hempo3opi, TBepAi XenaTMHOBI Kancy/niv 0paHXXeBo-KOPUYHEBOrO KOMbOpY, 3
HanmcoM «1002-15» Ha Kopnyci Ta Hanncom «EUR» Ha Kpuiueuui. BmicT kancyn — cqepuyHi
rpaHysnu Big, 6i10ro 4o XXOBTOro KOMbopy;

Karcynm no 30 Mr: Henpo3opi, TBEPAI YKeNaTUHOBI Kancyniv Ha Kopnyci TEMHO-CUHBOI0 KO/bOpY 3
Hanucom «1002-30» Ta Ha KpuLleyli YepBOHOro Kofbopy 3 Hanucom «EUR». BMICT Kancyn —
chepuyHi rpaHynv Big, 6171070 L0 XOBTOr0 KO/bopYy.

dapmakoTepaneBTUYHa rpyna. MiopenakcaHTu. IHLLI MiOpenakcaHTn LEeHTPaIbHOT Al
Kog ATX MO3B X08.

dapmMaKosoriyHi BnacTmBoCTI.

dapmakofMHamika.

LIMkno6eH3anpuH 3HIMae cnasm CKeNneTHUX M’A3iB /IOK&/IbHOTO MOXOMKEHHS, HEe Br/IMBAKOUM Ha
(hyHKUit0 M’513iB. He 6yno BUABNEHO epeKTUBHOCTI LMKI06eH3anprHy npyu M’S30BUX cnasmax, Lo
BUHUKNN BHACMIAOK 3aXBOPHOBaHHA LeHTpaibHOI HepBoBoi cuctemn (LLHC). Ha mopensx TBapuH
LUMKNO6eH3anpuH 3MeHWye abo YyCyBae TrinepakTUBHICTb CKeneTHMX M’a3iB.  3rigHo 3
LOKAIHIYHMMW [OCAIAKEHHAMUN LMKNOOEH3aNpUH He BM/IMBAE Ha HEPBOBO-M’S30BUIA CMHANC abo
6e3nocepeiHbO Ha CKeneTHi M’A3u. Taki [OCNI[KEHHS NOKa3ykTb, WO LMKNO6eH3anpuH fie Ha
LieHTpa/lbHY HEepBOBY CUCTEMY MEPEBaXXHO Ha PiBHI CTOBOypa ro/lOBHOM0 MO3KY, & He Ha PiBHiI
CNWHHOIO MO3KY, XO4a [0JaTKOBWI BM/IMB Ha OCTaHHIN MOXeE CMpuATK 3ara/ibHiil 34aTHOCTI
LMKNO6EH3anpuHY BUKINKATK penakcalito CKeneTHMX M’a3iB. [JOCBif MOKasye, WO pe3ynbTaToM
AiT UMKI06eH3anpriHy € 3MEeHLLEHHS TOHI3YH40i COMaTUYHOI MOTOPHOT aKTWBHOCTI BHAC/IAOK
BNMBY AK Ha ramma- (y), Tak i Ha anba- (a) MOTOHepoHW. PapmMakonorivyHi AOKMiHIYHI
LOCNIDKEHHS MPOLEMOHCTPYBA/IN CXOXKICTb MK e(eKTaMn LUKNO0GeH3anpuHy M CTPYKTYPHO
CNOPIAHEHNX TPUUMKNIYHUX aHTUAENPecaHTiB, B TOMY UYMUC/i aHTaroHi3M [0 pe3epniHy,
NoTeHUitOBaHHS il HopadpeHaniHy, CWAbHI NepudepiiHi Ta LeHTPafbHI  aHTUXONIHEPriYHi
eekTn, a TaKoX cefaTUBHUIA etheKT. LIMKno6eH3anpuH cnpuymHsae 36inblueHHs (Big cnabkoro fo
MOMIPHOr0 CTYMEHS) YacTOTU CEPLIEBMX CKOPOYEHb Y TBAPVIH.

dapmakoKiHe TuKa.

A6cop6Lis. Micns 3acTocyBaHHs OfHiEl 031 Nikapcbkoro 3acoby Miopukc® 15 mr a6o 30 mr y
3p0poBux  fo6posonbuiB (N = 15) nokasHUKN Cra, AUCq168n AUCH., 30iMbLLYBanmncA
NpubAn3HO nponopuinHo o3i Big 15 Ao 30 Mr. Yac AOCATHEHHS MakKCMMaslbHOT KOHLEHTpaLit
LmMKnobeH3anpuHy B nnasmi KpoBi (T yax) CTAHOBUTb 7 — 8 roguH Ans 060X L03yBaHb Npenapary.
JocnifmkeHHs BNAMBY NpuUinoMy XKi, MPoBeAeHe 3a y4acTo 3[40poBuX AobposonbuUiB (N = 15) i3
3aCTOCyBaHHAM ofHiei Ao3n npenapaTy Miopukc® 30 Mr, MPOAEMOHCTPYBaso CTATUCTUYHO



3Hauyllle 36iMbLIeHHS 6iogocTynHOCTi npenapaTy Miopukc® 30 Mr npu npuitomi 3 Txeto
MOPIBHAHO 3 NPMIOMOM HartLle. BigzHayanocs 30inbLUeHHs Mika KOHUEHTpaLil LMKNo6eH3anpuHy
B mnasMmi Ha 35 % (Cpay) i 30inblieHHs ekcnosuuii (AUCq 1egn, AUCq.0) Ha 20 % y
MpUCYTHOCTI XKi. MpoTe He 6yno Big3HAYeHO XOLHOrO BM/IMBY HA NOKA3HWK T, 400 Ha piBeHb
3a/1eKHOCTI  cepefiHbOT  KOHUEHTpauii  UMKNo6eH3anpuHy B  niasMi  KpoBi  Bifg  4acy.
LIMkno6eH3anpuH ynepLue BUSBASETLCSA B N1a3mi KpoBi Yepe3 1,5 rognmHu K npu npuinoMi 3 HKeto,
TakK i HaTLLe.

Y [OCNifKeHHI i3 3aCTOCYBaHHAM [eKibKoX 403 npenapaty Miopukc® 30 Mr oavH pas Ha feHb
NpoTArom 7 AHIiB y rpyni 340poBux Ao6pososblis (n = 35) crnocTepiranoca 2,5-kpatHe CTilike
NiABULLEHHS PIBHSA LUMKN0GEH3aNpyHY B Nia3Mi KPOBi.

MeTaboniam Ta BuBefeHHS. LiknobeH3anpuH eKCTEeHCUMBHO MeTaboni3yeTbCA Ta BUBOAUTHLCA 3
opraHi3aMy HMpKamu, Hacamnepes y BUrNa4i rioKypoHigis. Liutoxpomu P450 3A4, 1A2 i MeHLLO
mipoto 2D6 BMCTynatoThb nocepegHUkammn y N-AeMeTUNoBaHHI, 04HOMY 3 OKUC/THOBA/IbHUX LUNAXIB
meTtaboniamy UMKnobeHsanpuHy. [epiof HamiBBMBEAEHHA LMKI0OEH3anpyHy CTaHOBUTL 32
rognHn (gianasoH 8 — 37 roguH, n = 18); nnasmoBuin KnipeHc — 0,7 N/XB nicns 3aCTOCYBaHHA
ofHieT 103u npenapaTy Miopnkc®.

Oco6amBi rpynu nauieHTiB.

MauieHTn NiITHLOrO BiKy. Y nauieHTiB BiKOM MoHag 65 pokiB AUC UMKNo6eH3anpuHy B naasMi
KpoBi 36inbluyBanack Ha 40 %, a nepiof HamiBpo3nafy UMKI06eH3anpuHy B MasMi KpOBI
nofosxysasca f0 50 roguH nicns npuiioMy OAHIET 403K MpenapaTty MOPIBHAHO 3 MauieHTamu
BikOM Bif, 18 Ao 45 pokiB (32 rognHKn), xoua He 6yN0 BUABNEHO HIAIKUX MOMITHUX BiAMIHHOCTEN
MK MOKasHUKaMN Crgx Ta Tipax. PapMakoKiHETUYHI BNacTMBOCTI LMKNOBEeH3anpuHy nicns

BBE/IEHHS! IEKINIbKOX 103 NpenapaTy Miopukc® y natlieHTiB NiTHLOrO BiKY He OL|iHIOBa/IUCh.

MauieHTM 3 MEeYyiHKOBOKW  HeJOCTAaTHICTIO. Y  (PapMakOKIHETUYHOMY  AOCNILKEHHI
LMKNOBEH3aNPUHY HEranHoro BMBifIbHEHHSA Y 16 0Ci6 3 NeYiHKOBOK HelOCTaTHICTHO (15-
nerkoro, 1 — cepefjHLOro CTyrneHs 3a wWwkanor Yannga — M’10) 3HaveHHa Sk AUC, TaK i Cpgy 6yn

NpM6/M3HO B [jBa pas3n BULLMMMW 3a 3HAYEHHS, L0 CMOCTepIraicst B KOHTPO/bHIM rpyni 340p0BUX
A06p0BObLIB. PapMaKOKIHETUKA LMKI06EH3aNprHY Yy 0Cib 3 TAXKKOH NeYiHKOBOK HEAOCTATHICTHO
HeBigoma.

KniHiYHI XapaKTepuUCTUKMN.

MokasaHHA. YCYHeHHS M’A30BOro cnasmy, LWO CYMNPOBOMKYETbCA TFOCTPUMU  BONbOBUMU
BIZUYTTAMM 3 BOKY OMOPHO-PYXOBOTO anapary, K AOMOBHEHHS L0 PeXnMy 0OMeXXeHOT (i3nyHOT
aKTVBHOCTI Ta NiKyBa/bHOT (i3KynbTypu. [MOMINWEHHA NPOABASETLCA YCYHEHHAM M’A30BUX
CnasmiB Ta MOB’SI3aHNX 3 HMMMW O3HaK i CUMNTOMIB, a came: 600, MNiABWLLEHOT YyTAMBOCTI Ta
06MEXEeHHS pyxy.

MpoTunokasaHHs.
- Peakuii rinepuyTnmMBocTi A0 6yab-KOro KOMMOHEHTa npenapaTy, BKIOYarun aHainakTUYHi
peakLii, KponuB’aHKY, Habpak 06/m4yys Ta/abo A3MKa, cBepbDK. Y pasi mifo3py Ha PO3BUTOK

peakLiin rinepyyTA1BOCTI 3aCTOCYBaHHA npenapary Mioplec® CNi NPUNUHUTW.

- OfHoyvacHe 3acTOCyBaHHA 3 iHribiTopamm moHoamiHokcugasm (MAOQO) abo npotarom 14 fAHiB
nicna X BiAMIHW. Y nauieHTIB, AKIi OTpPUMYyBaM LUMKNOGEH3anpuH (abo CTPYKTYPHO MNOAiGHI
TPULUMKNIYHI aHTUAENPecaHTn) 04HOYacHo 3 iHriditopamm MAO, cnocTepirannca rinepnipeTnyHi
KpW3un, CyJOMU i CMepTb.

- Mig vac hasn BiAHOBNEHHA MICNA TOCTPOro iH(apKTy MiokapAa Ta 3a HasBHOCTI MOPYLUEHb
CepLeBoro puTMy Ta NPOBIAHOCTI, BK/OYatoun 6110Kaau, abo 3acTiliHOT cepLeBOol HeOCTaTHOCTI.

- inepTtmpeos.

B3aemogisi 3 iHLIMMK NiKapcbKMMK 3ac06aMu Ta iHLi BUAWN B3AaEMOSIA.

Matouu CTPYKTYPHY CXOXICTb 3 TPULIMKIIUHUMM aHTWAENpecaHTamm, nikapcbkuii 3acié Miopnkc®
MOXe BCTynatuM Yy Heb6e3neyHi [And XWATTA B3aemopgii 3 iHriitopamm MAO (guB. po3gin
«[MpOTUNOKa3aHHS»), MOXe MOCU/IKOBATU [it0 afIKoronto, 6apbiTypaTiB Ta iHWMX npenaparis, WO



npurHivyoTs LIHC, mMoxe nifBuLLyBaTV pUUK BUHUKHEHHS CYLOMHUX HanaziB y MauieHTIB, AKi
3aCTOCOBYIOTb Tpamafof, abo MoxXke 6/10KyBaTM aHTUMINEPTEH3MBHY [Ail0 TyaHeTUAUHY |
aHaIoriyHMX CNonyK.

Y NOCTMapKeTVHroBWIA Mepiog 3acTOCyBaHHA Mpenapary MoBiLOMASNOCA NPO  BUMNagKu
CEPOTOHIHOBOrO CMHAPOMY MpU  KOMOGIHOBAHOMY MNPUIAOMI  UMKNOGEH3aNpuHy 3  iHWKMK
npenapataMun, TakKuMU AK CENeKTWMBHI IHriBITOpn 3BOPOTHOro 3axornneHHsa cepoToHiHy (CI33C),
CeNIeKTUBHI IHriBITOPU 3BOPOTHOrO 3axOM/eHHA CepoTOHIHY Ta HopagpeHaniHy (CI33CH),
TpUUKMKNivyHi  aHTmaenpecaHTn (TLA), Tpamagon, OynpomnioH, MenepuauH, Bepanamin a6o
iHriéitopy MAO.

Oc06/1MBOCT I 3aCTOCYBaHHS.
O6Me>KeHHS 3aCTOCYBaHHS.

- Mpenapar Mioplec® CNif, 3aCTOCOBYBATW /INLLIE MPOTArOM KOPOTKOrO TepMiHY (40

2 — 3 TMXKHIB), OCKI/IbKN [OCTaTHIX [OKa3iB e()eKTUBHOCTI NpwW 3aCTOCYBaHHI Npenapary npoTsarom
OiflbLl TPMBAIOr0 Yacy HeMae i TOMy L0 M’S30BUIA CNasMm, acouiiioBaHWiA 3 roCTPUMK 60/1bOBUMU
BiAUYTTAMM 3 GOKY OMOPHO-PYXOBOr0 anapary, 34e6inbLIoro HeTPMBaIUiA, a cneumdgiyHa Tepanis
MPOTAroM AOBLLIOrO Nepiofy PifKo € BUMPaBAaHO0.

- He 6yno BMsBMIEHO e(heKTMBHOCTI 3aCTOCYBaHHSA npenapary Miopvn<c® A1 NiKYBaHHA M’A30BOT
CNacTUYHOCTI, MOB’A3aHOI 13 3aXBOPHOBAHHAMM TO/IOBHOIO UM CMMHHOrO MO3KY abo i3 AUTAYUM
LiepebpasibHUM napasiyem.

CepoTOHIHOBUIA CUHAPOM. PO3BMTOK MOTEHUINHO HEeGe3neyHoro A1 >XUTTA CepOTOHIHOBOMO
cuHApoMy OyB 3apeecTpoBaHWUiA MPU 3aCTOCYBaHHI LMKMN0OeH3anpuHy B KOMOIHaUil 3 iHWMMK
npenapatamu, Takummn sk CI33C, CI33CH, TUA, Tpamagon, 6ynponioH, MenepuanH, sepanamisn
a60 iHri6itopny MAO. OpfHouacHe 3acTocyBaHHs npenapaty Miopukc® 3 iHri6iTopamm MAO
NpoTUNoKasaHe (AUB. po3ain «poTunokasaHHs»). CUMNTOMU CEPOTOHIHOBOI0 CUHAPOMY MOXYTb
BK/KOYATW  3MIHM  MCUMXIYHOro CTaHy (Hanpwuknag, CnayTaHiCTb CBIAOMOCTI, axuTauito,
rafiroumHauit), nopylleHHs 3 OOKy BeretaTvBHOI HepBOBOI cuctemy (Taki fK, NigBuULLEHe
MOTOBUAINEHHSA, TaxikapAito, nabinbHICTb apTepiaibHOro TUCKY, rinepTepmito), HePBOBO-M'A30BI
MOPYLLEHHA (30KpeMa, TPemop, aTaKkcito, rineppediekcito, KMAOHYC, pUrigHictb M’a3iB) Ta/abo
LLITYHKOBO-KMLLIKOBI CUMNTOMY (Hanpuknag, HyaoTy, 61t0BaHHS, Aiapeto). AKLLO crocTepiraloTbes
3a3HaueHi BULle peakLii, HEOBXiAHO HeraiHO NPUNMHMTK Npuiiom npenapaty Miopukc® Ta
Oy Lb-AKMNX CYMYTHIX CEPOTOHIHEPTIYHMNX areHTIiB I po3MnoyaTy CUMNTOMATUYHE NIKYBaHHA. AKLLO
OflHOYacHe flikyBaHHs npenapatoM Miopukc® Ta iHLIMMM CEPOTOHIHEPriYHMMM NpenapaTamm
KMIHIYHO BUNpaBAaHe, PeKOMEHAYETLCA PeTe/lbHEe CMOCTEPEXEeHHS 3a CTaHOM MaLlieHTa, 0c06/MBO
Ha noyaTKy NiKyBaHHs abo npw 36iNbLUEHHI LO3W.

EdekTn, nogibHi TvM, WO BUHWKAKTbL MPY 3aCTOCYBaHHI TPULMKNIYHUX aHTULENpPecaHTIB.
LIMkno6eH3anpuH CTPYKTYPHO MOAIGHWIA [0 TPULMKNIYHUX aHTUAenpecaHTiB, Hanpuknag, Ao
aMmiTpUNTUAIHY Ta iminpaMiHy. Y pasi 3aCTOCyBaHHS TPULUMKAIYHUX aHTUAEenpecaHTIiB
MoBIZOMNANOCA NPO BUMAAKN BUHWKHEHHS apuTMIl, CMHYCOBOT Taxikapii, 30i/blUeHHs vacy
NnpoBeAeHHs 30YKEHHS B cepui, L0 BeAyTb A0 PO3BUTKY iH(hapKTy Miokapga Ta iHCynbTy (AuMB.
po3ain  «MpoTunokasaHHs»). [penapaT Miopukc® MoXe MocunoBaTh  Ait0  a/IKOrosio,
6apbiTypartiB Ta iHWMX Npenaparis, WO npurHivytoTs LIHC.

[eski 3 6inbll ceprio3HMX peakuin 3 6oky LHC, wo Bigmiyanmcb npu 3acTOCYyBaHHI
TPUUMKIIYHUX aHTWUAEnpecaHTiB, Oy Bif3HAyeHi B KOPOTKOCTPOKOBUX [OCNILXKEHHAX MNpu
3aCTOCyBaHHI LMKI06eH3anpyHy Npu iHWKX NoKasaHHAX, OKPIM M’A30BOr0 Crasmy, NnoB’f3aHoro 3
rocTpYMu MOPYLUEHHAMW 3 GOKY OMOPHO-PYXOBOro anaparty, i 34ebinblworo B Ao3ax, Aewo
BiNbLINX, aHIX Ti, WO PEKOMEHOBaHI /15 YCYHEHHS Cna3my CKefleTHUX M’A3iB. [1pn BUHUKHEHHI
KNiHIYHO 3HaYyWMX CcMMNTOMIB 3 60Ky LIHC 3acTocyBaHHs npenapaty Miopukc® cnig
MNPUMNUHUTHA.

MauieHTV NiTHLOTO BiKy. 3acTocyBaHHs npenapaty Miopukc® nauieHTaM NiTHLOTO BiKY He
PEKOMEHIYETHCA Yepe3 30i1bLLIEHHS PIBHA LMKI06eH3anpuHy B nnasmi Kposi Ha 40% i 30i/bLLEHHS
nepiogy HaniBBMBEAEHHS 3 MNa3mm Ha 56 % NOPIBHAHO 3 BIAMOBIAHVMMW NOKa3HWKaMU Y MaLieHTiB
MOJIOALLOrO BIKY.

MauieHT 3 MEYiHKOBOW HeAOCTATHICTIO. 3acTocyBaHHS npenapaTy Miopukc®  He



PEKOMEHAYETHCA NauieHTaM 3 JIerKUM, TMOMIPHUM ab0  TSXXKUM  CTYMEHEM  MeYiHKOBOI
Hef0CTaTHOCTI Yepe3 NiABULLEHHS B 2 pa3u PiBHA LMKI06eH3anpuHy B NiasMi KpoBi y NauieHTIB 3
MOPYLUEHHAM (DYHKLiMA NeYiHKM Nerkoro CTyneHs NOpiBHAHO 3 TakuM Yy 3[40pPOBMX J06POBOSbLIB
MicNa 3acToCyBaHHS LMKNOGEH3anpuHy Yy (DOPMi HEeramHoro BMBINIbHEHHSA | Yepe3 0OMEXEHHS
FHYYKOCTI [J03yBaHHA npenapary.

ATponiHonogi6Ha fis. Yepe3 HasBHiCTb aTponiHomnogi6Hoi Aii npenapaT Miopukc® cnig
3aCTOCOBYBaTU 3 0OEPEeXHICTI0 MauieHTam i3 3aTPUMKOKD CEYOBUMYCKaHHS B  aHamHesi,
3aKPUTOKYTOBOKO [/1TayKOMOK, MiABULLEHUM BHYTPILWHbO04YHUM TUCKOM Ta MauieHTam, AKi
NpuiAMatoTb aHTUXONIHEPTIYHI NpenapaTy.

3ane>KHiCTb. PapMakonoriyHa CXO0XICTb TPULMKAIYHMX NpenapaTiB 3yMOB/IOE BUHUKHEHHS
MEBHUX CUMMTOMIB BiMiHW MiC/s 3aCTOCYBaHHs npenapaty MiopuKc®, HaBiTb SIKLLIO MPO HUX HE
noBigoOMNAETbCA. PanTtoBa BigMiHa Mpenapaty Micns TPUBaIOro 3acTOCYBaHHS MOXE iHOAI
BUK/IMKATWU HY[OTY, rO/IOBHUIA GiNb Ta He3gyXaHHA. Lli cumnToMm He cBifyaTb MPO PO3BUTOK
3a/1eXKHOCTI.

3acTocyBaHHsA Y nepiog BariTHOCTI abo roflyBaHHs rpyaaro.

BariTHicTb

HasBHi faHi 3 NoBigOM/EHb MNP0 BUMAaAKN 3aCTOCYBaHHS LIMKNO6EH3aNpUHY MNif vac BariTHOCTI He
BU3HAYalOTb MOB'A3aHON0 3 3aCTOCYBaHHAM MnpenapaTy pU3nKy BUHUKHEHHS BXKKUX BPOMKEHUX
Bafl PO3BUTKY, BUKUAHSA ab0 HECNPUATAMBUX HacNiAKiB A1 maTepi abo nnogy.

Y WypiB BIiAMIYAIOCA 3HVDKEHHA MAcy Tifa LLYPEHAT Ta X BUXMBAHHA NPU 3aCTOCYBaHHI

>10 wmr/kr/goby [o3 umknobeHsanpuHy (Wo Bignosigae NpubaM3HO y =3 pasn 306i/bLUEHIiN
MaKCUMa/lbHIA  peKoMeH0BaHii fgobosiin po3i and nwoguHn (MRHD) 30 wmr/go6by) npwu
nepopaibHOMY 3aCTOCYBaHHI Nif Yac BariTHOCTI Ta flakTauil.

MpUOAN3HUIA PU3NK BUHUKHEHHS BaXKKUX BPOMKEHUX Baf PO3BUTKY Ta BUKUAHSA ANS 3a3HAYeHOl
nonynAuii HeBigoMuiA. Bci BariTHOCTI MalOTb (DOHOBUIA PU3MK BUHWKHEHHS BPOMKEHUX Baf
PO3BMTKY, BUKWAHIB ab0 IHWNX HECMIPUATANBUX HACNILKIB.

[aHi gocnig»keHb Ha TBapuHax

MoBigomneHb NPo No6iyHI eMopiodeTanbHi eeKT Nicns nepopasibHOro NPUoMy
LMKNO6eH3anpuHy MULLIAMW Ta KPOIMKaMU Nif Yac opraHoreHesy y fo3ax

20 mr/kr/po6y (BignosigHo B 3 Ta 15 pasiB 6inbLie MakcUMaibHOT PeKOMeH0BaHOT 4060BOT 403N
ong nmoauan (MRHD) B nepepaxyBaHHi Ha Mr/m2) He 6yno. TOKCMYHICTb [/ CaMKM, LIO
XapaKTepu3yBasiacsi 3HVDKEHHAM Macu Tifa, crnocTepiranacb TiflbKM Y MULLEA MNPU HaBULLIR
BUNPO6YBaHil fo3i 20 Mr/kr/gooy.

3MEHLUEHHSA Macu Tifla Ta BWMXKMBaHHA LLYPEHAT Oyno 3apeecTpoBaHO Y MNpeHaTa/lbHOMY Ta
MOCTHaTa/IbHOMY AOCNIIKEHHI, KOMW BariTHUX LWYpWLb NPOTArOM BariTHOCTI Ta fakrtayii nikysanu
LMKNobeH3anpuHOM nepopasibHo y ao3ax 10 ta 20 mr/kr /go6y (BignosigHo B 3 Ta 6 pasis GinbLue
MaKCUMMa/lbHOT PeKOMEeH40BaHOi 060801 031 418 noanHn (MRHD) B nepepaxyBaHHi Ha Mr/m2).
TOKCMYHICTb 419 CaMKW, L0 XapaKTepu3yBasiacs 3HWKEHHAM Macu Tina, crnocrepiranach TislbKu
Mpv HainBuWLLi BUNPOGYBaHii 1o3i 20 Mr/kr/goby.

["ofyBaHHA rpyaato

[JaHnx Wo0 HadgBHOCTI LMKNO6EH3anpuHy B MOJIOLL SIIOANHW Y/ TBapUHK, BNIMBY HA HEMOBNSA Mif
yac rpygHOro BWrofloBYBaHHA abo BM/IMBY Ha CeKpeuito MOoJsioka MaTip’to — He Mae. Cnig
BpaxoByBaTV KOPUCHICTb FPYyAHOr0 BUro4OBYBaHHS ANA 3[0POB'A Ta PO3BUTKY HEMOBMATU Ta
KNiHiYHY noTpeby maTtepi B LMKN0GEH3anpUHi, a TaKOX NOTEHLiINHO MOXMBI HECMIPUATAMBI NOAIT
Yy AUTUHW, fIKa FOAYETbCA TPYALI0, WO MOXYTb PO3BMHYTUCA Bif UMKNOGeH3anpuHy abo Bif
OCHOBHOIO CTaHy marepi.

34aTHICTb BNAMBATMW Ha LWBMAKICTb peakuii Npu KepyBaHHI aBTOTPAHCNOPTOM abo iHLWMMK
MexaHi3amamu. 3 06epeXKHICTIO 3aCTOCOBYBATW MauieHTam Mpu KepyBaHHI aBTOTPAHCMOPTOM abo
IHLWMW MeXaHi3MaMK NOKK He 6yae 06rpyHTOBaHO, LLO NiKyBaHHSA He Ma€ HeraTMBHO Br/IMBY Ha
MOXX/TMBICTb 3aiMaTUCA TaKOK AiSNIbHICTHO.



Cnioci6 3acTocyBaHHS Ta A03MW.

PekoMeH0BaHa f103a Ans gopocnnx — 15 mr (1 kancyna npenapaty Miopukc® 15 mr) 1 pa3s Ha
A06y. Oeski nauieHTU noTpebytoTb 36inblieHHA fo3n go 30 mr 1 pa3 Ha o6y (1 kancyna
npenapaty Miopukc® 30 mr a6o 2 kancynv npenapaty Miopukc® 15 mr).

MpenapaT NPMMatoThb LLOAHS NPUGIN3HO B OAUH i TOV caMuii vac.

3acTocyBaHHs npenapaty Miopnkc® 6Ginblie 2-3 TUXKHIB He PEKOMEHYETHCS.

MayieHnTV NiTHLOro BiKy (65 pokis i cTapwi). KniHiYHNX LOCNifKeHb 3aCTOCYBaHHA npenapary
Miopukc® Ljiii kaTeropii NaLieHTiB HeJoCTaTHLO. 3acToCyBaHHS npenapaTy Miopnkc® y nallieHTis
NITHLOTO BIKY HE PEKOMEHAYETHCH.

MauieHTX 3 MeYiHKOBOW HeAOCTATHICTIO. 3acTocyBaHHS npenapaTy Miopukc®  He
PEKOMEHAYETHCA NauieHTaM 3 JIerkuMm, MOMIPHUM ab0  TSXKKUM  CTYMNeHeM  MeYiHKOBOI
HefoCTaTHOCTI (auB. po3gin «OcobaMBOCTI 3aCTOCYBAHHSA).

AiTwn. KniHivHi gani wofo eeKTUBHOCTI | 6e3Mnekun 3aCToCyBaHHA NpenapaTty AN NikyBaHHSA fiTel
BiACYTHi, TOMy MiopuKc® He peKoMeHYEThCSA 3aCTOCOBYBATY B MeAiaTPUYHill NPaKTuL.

Nepeno3yBaHHA.

CumnToMM.

Y pifKnx BUnNagKax Bif nepefo3yBaHHA MOXe HACTYNUTU cMepTb. MPUInOM OAHOYACHO [eKiNbKoX
npenapaTis (BK/IOYAOUM a/IKOrO/lb) € MOLUMPEHUM SBULLEM MNPV HaBMUCHOMY Mepefo3yBaHHi
LIMKNO6EH3aNpUHOM.

Ockinbkn nigxoanM A0 NiKyBaHHA Mepefo3yBaHHA € CKMagHMMKM Ta MOXYTb 3MiHKOBATUCh,
PEKOMEH/O0BAHO NiKapK MPOKOHCY/IbTYBATUCh 3 TOKCWUKOMIOTOM [A/19 OTPUMAHHSA aKTyasibHOT
iH(opmaLii 3 Tepanii.

O3Hak/ Ta CUMMTOMM TOKCUYHOCTI MOXYTb LUBMAKO PO3BMBATMCA MiCNA MNepefo3yBaHHS
UMKNOGeH3anpuHy; OTXe, HEOOXiAHO AKOMOra LIBMALWIE rocniTanidyBatM nauieHTa Ans
CMOCTEPEXEHHS Y MeAMYHOMY 3aKaji.

Hali6inbll MOLWMPEHMMN CUMMTOMaMKN Mepefo3yBaHHS LMKNOOEH3anPUHOM € COHAMBICTb |
Taxikapgia. Jo MeHL 4acTuX NposiBiB Hanexartb TPemMop, 30yAKeHHS, KOMa, aTakcisl, apTepiasibHa
rinepTeHsis, HeBUpPa3He MOBJIEHHS, CMTYTaHICTb CBIZOMOCTI, 3anaMOPOYeHHs, Hy0Ta, 6/1H0BaHHSA
Ta ranoynHayii. o pigkiCHUX, ane NOTeHUINHO KPUTUYHWUX NPOSBIB Nepefo3yBaHHA Hanexarb:
3ynuHKa cepud, 6inb y rpyfsx, cepuesa apuTMis, TsXKa apTepiasibHa TrinoTeHsis, CyLoMM |
3N0AKICHUIA HelponenTUYHWin cuHapom. MopyweHHs Ha EKIT, 0co61uBo 3MiHWM BMCOTU a6o
WUPUHX  Komnnekcy QRS, €  KAIHIYHO  3HaYyLWMMKW  NOKasHMKamy  nepefo3yBaHHS
LMKNO6eH3anpMHOM. [HWI NOTEHUiHI Hacnigkn nepefo3yBaHHSA BK/OYatOTb Oy/b-AKi 3 03HaK,
3a3HayeHux y posgini «Mo6iuHi peakLii».

Mpn HaBMUCHOMY Nepefo3yBaHHI LIMKI06eH3anprHOM YacTUM € Oro 3aCTOCYBaHHA B MOEAHAHHI 3
[eKinbkoMa NiKapCbKMMu  3acobaMu, a TakoX 3 askoronem. [licnd  nepefo3yBaHHA
LMKNO6EH3aNPMHOM CUMMTOMU OTPYEHHS MOXYTb PO3BMBATUCH LUBUAKO, TOMY SKOMOra LUBUALLE
MOTPIGHMIA MOHITOPWHI CTaHy MalieHTa B ymoBax cTauioHapy. epefo3yBaHHs NiKapCbKoro
3aco6y Miopukc® pifKo MoXe NPU3BOAUTY A0 NETaNbHOTO HACNiaKY.

NikyBaHHs.

3aranbHe. [ns nonepemkeHHs BUHUKHEHHS PiAKICHWX, NPOTe NOTEHUIMHO KPUTUYHMX NPOSBIB,
onucaHux BULLE, Heo6XiAHO 3pobuTy EKT i HerainHoO po3noyvaTyt MOHITOPUHT CepLeBoi Ais/IbHOCTI.
MOTPIBHO TaKOX 3aXUCTUTU AUXaSbHI WAAXU NalieHTa, 3a6e3neunTi BHYTPILLHbOBEHHWIA AOCTYM
Ta po3noyaTun feKoHTaMiHauito WIyHKa. TakoX HeobXifHe CMOCTEPEXEHHS A/ BUSB/IEHHA O3HaK
npurHiveHHss LIHC abo awuxaHHs, rinoToHil, cepueBoi apuTMmii Ta/abo GNOKyBaHHS CepLieBOl
MPOBIAHOCTI, CyAoM. AKLWO B 6yAb-AKWMIA Yac NPOTArOM LbOro MNepiogy BWHUKHYTb O3HaKWu
OTPYEHHS, Oyfe NOTPi6He Po3LNpeHe crnocTepeXeHHA. MOHITOPUHI PiBHA npenapaty y KPoBi He
MOBMHEH BMNIMBATW Ha BefeHHA nauieHTa. [iani3, iMOBIpPHO, HEe(EKTUBHWUIA 4Yepe3 HU3bKY
KOHLIeHTpaLit0 npenapary B niasMi Kposi.

[ekoHTamiHayifd LWNYHKOBO-KULLKOBOrO TPaKTYy. YCiM nauieHTam, Yy AKMX NiJ03PHETLCA
nepefosyBaHHs  npenapatoM  Miopukc®,  Heo6XigHO  MpoBOAWMTM  AEKOHTaMiHaLilo
LUMYHKOBO-KMLLIKOBOrO TpakTy. BoOHa MOBMHHA BKIOYATVM MPOMUBAHHA LUMYHKA BENVKAMMU



o6’eMaMu  PiAMHM 3 NOAAbLIMM 3aCTOCYBaHHAM aKTMBOBAHOIO BYTi/NA. AKLWO CBIiLOMICTb
3aTbMapeHa, MoTPiGHO 3abe3neynTy MPOXIAHICTb AMXaNbHUX LWASXIB [0 NPOMMBAHHA LUMYHKA,
BUK/IMKaHHA 6N1I0BaHHA MPOTMMNOKa3aHe.

CepueBo-cyamnHHa cucTema. MakcumansHa TpusanicTe QRS y cTaHAapTHMX BigBefdeHHax 0,10
CeKyHAM MOXe OyTW HalKpawyM iHOUMKATOPOM TSXKKOCTI nepefo3yBaHHsA. [TignyXKyBaHHS
CUpoBaTKM KpoBi 0 piBHA pH 7,45 — 7,55 WNAXOM BHYTPILUHBOBEHHOIO BBEAEHHS GikapboHaTy
HaTpito i rinepBeHTMNALIT (Y pa3i NoTpe6u) NOTPIGHO NPOBOAUTM Y NaLiEHTIB 3 apuUTMieEto Ta/abo
po3wmpeHHaM Komnnekcy QRS. PiseHb pH > 7,60 a6o pCO, < 20 MM pT. CT. € HebaKaHUM.

ApuTMIT, WO He pearylTb Ha Tepanito 6ikapbOHATOM HATPIlO/TiNEePBEHTUNALIID, MOXYTb
BiZANOBIAAaTW Ha NiKyBaHHSA NliA0KaTHOM, 6peTuliyMoM abo (DeHITOTHOM. AHTHMAPUTMIYHI NpenapaTy
knacy 1A i 1C (Hanpwknag, XiHigvH, ansonipamif Ta NpokaiHamif) 3a3Buyali NPOTUMNOKa3aHi.
LIHC. MauieHtam 3 genpecieto LIHC pekomMeHAyeTbCA paHHs iHTY6aLis Yepe3 MOXK/IMBICTb Pi3KOro
noripweHHs ctady. CyfoMu noTpibHO KOHTPONHOBATK 3a LONOMOro 6eH3osiaseniHis abo y pasi
Hee(DeKTMBHOCTI OCTaHHIX 3a [AOMOMOrol iHWWMX MPOTUCYAOMHUX npenapaTiB (Hanpuknag,
(heHoGapbiTany, QeHiTOIHY). ®PI30CTUIMIH He PEKOMEHAOBaHWIA, 3a BUHSATKOM NiKyBaHHS
CUMNTOMIB, SIKi 3arpoXXytTb XUTTH Ta € HECNPUAHATAMBUMMK A0 iHWMX METOAIB NiKYBaHHS, i
NMLLe 38 YMOBM CTaLiOHapHOr0 NiKyBaHHS.

McuxiaTpuuHe cnocTepe>keHHs. OCKINbKA Nepefo3yBaHHA 4acTO € HaBMUCHWM, Ha eTani
BIZIHOB/IEHHSA MaLiEHT! MOXYTb NOBTOPHOBATM CNPO6Y camory6cTBa 3a LOMOMOrok iHLWKX 3ac00iB.
[N Takux nauieHTiB MoyXKe 6y TI A0LiNbHOK KOHCYNbTaLis ncuxiatpa.

JNikyBaHHA nepefosyBaHHs y AiTel. MpuHUMNN BefeHHs nepefo3yBaHHSA Yy AiTei Ta JopoCcinx
CX0Xi. JliKapro peKOMeH0BaHO 3BEPHYTUCA 40 TOKCUKO/OrA /11 CreLiafi3oBaHoro negiaTpyyHoro
NiKyBaHHS.

Mo6iyvHI peakuil.

HactynHi noGiyHi  peakuii  Oynn  3apeecTpoBaHi Yy  KAIHIYHUX  AOCHIMKeHHsX — abo
MOCTPEECTpaLiiHOMY  3aCTOCYBaHHI  npenapaty, UMKNO6GeH3anpuHy  HeramHoi  Aii abo
TPUUMKNIYHMX npenapaTiB. IHhopMaLis WOoA0 AesKUX peakuii nosigoMnsnacs Ao6poBiNibHO 3
HeBM3HAYeHNX PO3MIpIB MOMY ALiT, TOMY He 3aBX/M MOX/IMBO LOCTOBIPHO OLIHMTY iX 4acToTy abo
BCTaHOBUTW NPUYNHHO-HACNILKOBWIA 3B’A30K BMNIMBY NiKapCbKOro 3acoby.

Y nporpami MOCTPEECTPaLiinHOro CroCTEPEXEHHA LMKN06eH3anpuHy HeraHOro BUBI/IbHEHHS
HalyacTilWmMMM NOBIYHMMM peakLisiMh €: COHMMBICTb, CYXiCTb Y POTI i 3anaMOpO4YeHHs, a
NoGIYHUMK peakuisMK, WO BUHUKaM B 1 — 3 % naujieHTiB, €: BTOM/IHOBaHICTL/BTOMA, aCTeHis,
HyfoTa, 3anop, Aucnencis, HeNPUEMHUIN CMaK, NOMYTHIHHSA 30pY, FOMI0BHUI Biflb, HEPBO3HICTL i
CNJIyTaHICTb CBiJOMOCTI.

Hwkuye npefcTaBneHi MobiYHi peakuil, wo O6ynu 3agikcoBaHi Nif 4ac NOCTMAapKETUHIOBOro
3aCTOCYyBaHHSA  LMKI0OEH3anpuHy MPOMOHroBaHOT Aii  abo  UMKIo6eH3anpuHy — HeramHoro
BUBINIbHEHHS, Y KNIHIYHUX AOCMIAKEHHAX LMKN0OEH3anpuHY HeranHoro BUBINIbHEHHS (3
yactoTolo < 1 %) abo nifg 4ac MOCTMAapPKETMHIOBOr0 3aCTOCYBaHHA [HLUMX TPULMKNIYHUX
rnpenapaTis:

3ara/bHi po3naamn: HeNPUTOMHICTb, He3AY)XXaHHS, 6iNb Y rpyasx, HabpsiK.

3 60Ky cepLeBO-CYAMHHOT CUCTeMU: TaxiKapAis, apuTMmis, Basogunatalis, cepuedunTTs, apTepiaibHa
rinoTeHsis, apTepiasibHa rinepTeHsis, iHpapKT Miokapaa, 6/10kaja cepLeBoi NPoBIAHOCTI, IHCY/bT.
3 60Ky TpaBHOI cucTemun: ONtOBaHHS, aHOpeKcisd, Adiapes, 6inb Yy >XMBOTI, racTput, cnpara,
MeTeopu3M, HabpsaK A3MKa, MNOPYLUEHHA (YHKUIA NediHkM | pigKicHI BuNagku renaTtuty,
YOBTAHMLA Ta X0/1ecTas, napaniTMyHa KULLIKOBa HENPOXIAHICTb, 3MiHA KONbOPY A31Ka, CTOMATUT,
HabpSAK NPUBYLLHOT CIHHOT 3a/103M.

3 60Ky eHOOKPUHHOI CUCTEMW: CUHAPOM HeafeKBaTHOI CeKpeuil aHTUAIYPeTUYHOro rOpMOHY
(AADN).

3 60Ky KpoBi Ta NiMaTnyHOi cUCTEeMU: Nypnypa, NPUrHIYEHHS (YHKLUIA KiCTKOBOTO MO3KY,
NeKONeHis, e03MHOINISA, TPOMOOLMTOMNEHIS.

Peakuii rinepuyTnMBOCTI: aHa(iNakTUUYHUIA LLIOK, aHriOHEBPOTUYHUIA HabpPsK, CBEPOIXK, HAOPSK
06711448, KPOMWB’AHKa, BUCUMAHHS.

MeTaboniyHi, aniMeHTapHi Ta iMyHHI po3fagu: NiaBULLEHHS ab0 3HMXKEHHS PIBHA LYYKPY B KPOBI,
36i/bLUEHHS ab0 BTpaTa Macw Tina.



3 60Ky OMOPHO-PYXOBOTrO anapaTy Ta CnoayYHOT TKaHWHW: MicLeBa CnabkicTb M’A3iB, Mianris.

3 OOKy HEepBOBOI CUCTEMM Ta MCUXIKU: CYAOMHI Hanaaw, aTakcid, BepTUro, AusapTtpid, Tpemop,
apTepianbHa rinepTeHsis, CyaoMn, MOCMUKYBaHHA M’A3iB, Ae30pieHTauis, 6e3COHHS, MPUrHIYeHWi
HaCTpiil, He3BUYalHI BIiAYYTTA, TPUBOXHICTb, @KWUTaLif, MNCUX03, aHOMaNbHi AyMKM Ta
CHOBWAIHHA, rantouuHauii, 30ymMKeHiCTb, MapecTesid, [AMNAONIA, CEPOTOHIHOBUMA CUHAPOM,
3N0SAKICHUIA HEMPONENTUYHWIA CUHAPOM, 3HMXKEHHA abo NigBULLEHHSA Ni6if0, MOPYLUEHHA XOAW,
MapeHHs, arpecrBHa MoBefiHKa, MapaHos, nepudepnyHa HeliponaTis, napaniy benna, 3mMiHM Ha
enekTpoeHuedanorpadii (EEIN), ekcTpanipamigHi cumntTomu.

3 60Ky AMxaNbHOT CUCTEMU: 3a4MLLKa.

3 60Ky LUKipK Ta NigWKIPHAX TKaHWH: NITAMBICTL, (DOTOCEHCMOINI3alis, anoneyis.

3 60Ky OpraHis 4yTTS: aressif, LWYM Y ByXax.

3 060Ky HMPOK Ta CeyoBMBIAHMX LINAXIB: NIABULLEHHA Ta/abo 3MEHLUEHHS 4acToTu
CEYOBMMYCKAaHHSA, MOPYLUEHHS CEYOBMMYCKAaHHSA, AunaTtauis CeYOBMBILHWUX LINAXIB, IMMOTEHLS,
HabpsiK SIEHOK, FNHeKoMacTis, 30i/IbLUEHHS TPY/ei, ranakTopes.

TepMiH NpUAATHOCTI. 4 POKN.

YMoBWM 36epiraHHsA. 36epiratin npu Temnepatypi He BuLe 25 °C. 36epirati y HeAoCTyNHOMY Ans
aitein micy!

YnakoBKa. o 14 kancyny 6nictepi; no 1 65icTepy Yy KapTOHHI Kopobu,.
KaTeropis Bignycky. 3a peLenTom.

BupobHuk. Takega ®apma Cn. 3 0.0., Mosnblua/ TakedaPharma Sp. z 0.0., Poland.
MicLe3HaxopKeHHS BUPOOHMKa Ta 1oro agpeca mMicusa NpoBafpKeHHS JisNIbHOCTI.

Byn. Nosuupkoro KHasiecTea, 12, 99-420 Jlmwkosiue, Monbwa/ 12, Ksiestwa Lowickiego Str.,
99-420 Lyszkowice, Poland.



