IHCTPYKIIA

ST MeJUIHOTO 3aCTOCYBaHHs TKapChKOTro 3acofy

MIOPHUKC®
(MYORIX®)

Cxknad:

ditoua pevosuHa: cyclobenzaprine hydrochloride;

1 kancyrna mictutb 15 Mr a6o 30 MT IUKI06eH3aIpHHY TiIpPOXJIOPUAY;

donomidgicHi pevosuHu: nykop chepudnui, opadry clear YS-1-7006, etunmentonosa,
nietundranat;

o6orI0HKa Karcyn o 15 mr: 3anisa okcup yepBonuii (E 172), 3anisa okcup xosruit (E 172),
TuTany giokcup (E 171), xKenatuH, 4opHUiIO GlakuTHE TekPrint™ SB-6018;

o6Gornorka Karcyn 1o 30 mr: ®JIC GnakutHui 2, ®LIC Gnakuthui 1, ®IIC yepBonui 40, ®IC
KoBTHi 6, TuTaHy miokcun (E 171), xenaTus, 4opHuno 6ine Opacode® S-1-7085.

JlikapcbKa ¢opma. Kamncynu nponoHroBaHoi aii TBepai.

OcHoeHi (iduko-ximiuHi 8racmusocmi:

KarCy/u 110 15 MT: Hempo3opi, TBep/i KeJlaTHHOB] KAICy/i OpaHKeBO-KOPHYHEBOTO KOTIBOPY,
3 HarmucoM «1002-15» Ha Kopmyci Ta Harucom «EUR» Ha kpuimeuni. BmicT kancyn - chepudsi
TpaHyH Biff Gi710ro 10 KOBTOTO KOMBOPY;

Kancynu o 30 MI': HeIpo3opi, TBep/i XelaTHHOBI KalCyIu Ha KOPIyCi TeMHO-CUHBOTO
KOJIbOpY 3 HamucoM «1002-30» Ta Ha KpHIIEeYIi YepBOHOr0 KONbopy 3 HamucoM «EUR». Bmict
Karcysn - chepidHi rpaHy Bif 6i70ro o KOBTOr0 KOIBOPY.

PapMaKoTepaneBTHYHA rpyna. MioperakcaHTH. [HIIi MiopelTlaKCaHTH LEHTPaIbHOI Aii.
Ko ATX M03B X08.
®dap fn02iuHi 6.
DapmakoduHamika.
1uk100eH3aNpPUH 3HIMAE CIa3M CKeJIeTHUX M’3iB JIOKAJIbHOTO OXOM2KEHHS, He BITHBAIOYM
Ha QyHKIi0 M's13iB. He 6y10 BUsiBIeHO e)eKTHBHOCTI IUKII00€H3ANPHHY [IPH M’SI30BHX
crasMax, o BUHMKIIM BHACII/JOK 3aXBOPIOBAHHS LIEHTPabHOI HepBoBoi cuctemu (LIHC). Ha
MOJIe/IAX TBAPHH IUKI00eH3aNpPUH 3MeHIIye abo yCyBa€ rimepakTHBHICTh CKEJIETHUX M'A3iB.
3rigHo 3 MOKIIHIYHUME [OCTIIKeHHSIMHU IHKI06eH3aPHH He BIUIUBAE Ha HEPBOBO-M’SI30BHI
cuHarnc abo 6e3nocepefHbO Ha CKeNeTHi M'si3u. Taki [OCIiAKeHHs 0Ka3yoTh, 10
UK/I00EH3ANPHH i€ Ha LIEHTPasIbHy HEPBOBY CHCTEMY NEPEBAKHO Ha PiBHi CTOBOypa
TOJIOBHOTO MO3KY, a He Ha DiBHi CIIMHHOTO MO3KY, X04a I0[aTKOBHII BIUTHB Ha OCTaHHii MOKe
CIIPHSATH 3araibHiil 3MaTHOCTI UKI00EH3ANPHHY BUKIMKATH PETAKCALii0 CKeNeTHUX M'53iB.
JloCBI OKa3ye, 0 Pe3yIbTaToM Ail HMKI00eH3anpyHy € 3MEeHIIeHHS TOHI3y040l
COMaTHYHOI MOTOPHOI aKTHBHOCT] BHACIOK BIUTMBY K Ha raMMa- (y), Tak i Ha abda- (a)
MoToHe#poru. PapmMaKooriyHi [OKMHIYHI JOCTIKEHHs TPOIEeMOHCTPYBANIM CXOKICTh MizK
edeKTaMu UK HY i CTPYKTYPHO CIIOD], UX TPULUKITIYHUX aHTUNENIPECAHTIB, B
TOMY YHCIIi aHTarOHI3M [0 pe3epIiHy, HOTeHII0BaHHS Mlii HopaApeHaiHy, CHIbHI
nepudepiiiHi Ta MeHTpanbHi aHTUXONMIHEPrivHi epeKTH, a TAKOXK CelaTHBHUN edekT.
LIukno6GeH3anpUH CIPUYKHSE 30UIbIIEHHS (Bifl c1TaGKOro 0 MOMIPHOTO CTYIIEHs) YacTOTH
CepIIeBHX CKOPOYEHb Y TBAapHH.
DapmakokiHemuka.
A6copbuis. Tlicnst 3acTocyBaHHs OFHi€i 03K MikapchKoro 3acoby Miopukc® 15 Mr a6o 30 Mr y
3[0pOBHX A0GPoBoNbLiB (1 = 15) mokasHukH C,,,,, AUC, g, AUC,.. 36iIbIIyBanuCs NPUOIH3HO
TIPOTIOPIiAHO [03i Bzt 15 1o 30 Mr. Yac mocsTHEHHS MaKCHMalbHOI KOHIIEHTparii
LMKJI00eH3anpyHy B m1a3Mi Kposi (T,,,) CTaHOBUTE 7 - 8 TOAKH [Ist 060X A03yBaHb Ipenapary.
JocTifKeHHs BIVIUBY TPUAOMY iXi, IpOBefieHe 3a y4acTio 3M0POBUX JOGPOBOMIBLIB (n = 15) i3
3aCTOCyBaHHSAM OfHi€l J03H Ipemnapary Miopukc® 30 mr, TIPOEMOHCTPYBANIO CTaTUCTHYHO
3Hauye 36inbmenns 6iogocTynHocTi npenapaty Miopukc” 30 Mr npu mpuiiomi 3 ixeio
TOPiBHSHO 3 pHIIOMOM HaTIne. Bif3Havanocs 36inbleHHs MiKa KOHIEHTpail
nuKno6eH3anpuny B mnasmi Ha 35 % (C,,,) i 36imbmenns excnosuuil (AUC, 64, AUC,.) Ha 20
% y mpucyTHOCTi ixi. [TpoTe He GyIo Bif3HaYEHO XKOJHOTO BILUIMBY Ha [OKa3HUK T, a6o Ha
PpiBeHb 3aJI€KHOCTI CepeHbOI KOHLEHTPaLil IHKI00eH3aPHHY B IUIa3Mi KPOBI Bif 4acy.
1Iukno6GeH3anpyH yreple BUSBISEThCSA B IIa3Mi KPOBi Yepe3 1,5 rofuHy K IPH TpHitoMi 3
ixero, Tak i HaTIIe.
¥ pocrimKeHHi i3 3acTocyBaHHAM [EKiTbKOX 03 penapary Miopukc” 30 M OfuH pa3 Ha [eHb
npoTsroM 7 IHIB y TPyIi 3K0poBrX 706poBokLiB (n = 35) crocTepiramocs 2,5-KpaTHe CTiiike
IiIBHINEHHS PiBHS IUKI00EH3aNpPUHY B IIa3Mi KPOBi.
Memaboizm ma eusederHs. LINKIOGEH3aNPHH €KCTEHCUBHO METab0Mi3y€eThCS Ta BUBOMMTHCS
3 OpraHisMy HUpPKaMH, HacaMIepeq y BUTTIsAI ImokypoHrinis. Ilutoxpomu P450 3A4, 1A2 i
MeHIIOK Mipoxo 2D6 BUCTynaoTh nocepegHuKaMu y N-neMeTUoBaHH], OTHOMY 3
OKHCITIOBa/IbHHUX IIUISXiB MeTab0Ti3My IUK/I06EH: y. Tepion Harmi
LMKJI00€H3aNpUHY CTAHOBUTH 32 rOAUHH (HianasoH 8 - 37 rogus, n = 18); mn1a3MoBHil KITipeHC
- 0,7 n/XB micns 3acTOCYBaHHs ORHiel 03w mpenapaty Miopukc®.
Ocobausi epynu nayienmis.
Iauienmu aimHvo2o siky. Y namieHTiB BikoM moHan 65 pokiB AUC nuKI06eH3anpyuHy B I1a3Mi
KpoBi 36inbmyBanack Ha 40 %, a mepios HamiBpo3many NMKI06EH3aNPHHY B IIa3Mi KPOBi
MOMOBXKYBABCs 10 50 TOAUH MiC/Is IPHIIOMY OHi€] JO3H Mpernapaty MOPiBHSHO 3 MalieHTaMH
BiKoM Biff 18 o 45 pokiB (32 roguHy), X04a He GyJI0 BUSIBIIEHO HiSKMX IOMITHUX BifMiHHOCTEMH
Mix nokassukamu C,,, 1a T,,,. PapMaKoKiHETHYHI BIaCTHBOCTI UK/I00€H3APHUHY MiCIs
BBEJIeHHs AEKITbKOX 03 penapaty Miopukc® y nawieHTiB TiTHBOrO BiKy He OLIHIOBATHCH.
ITayi 3 i icmio. Y ¢ iHeTUYHOMY IOCTiIXKEeHH
IMKI06eH3aNpUHy HeraiHOro BUBIIbHEHHS y 16 0cib 3 me4iHKOBOIO HeJOCTaTHICTIO

(15 - nerkoro, 1 - cepeguboro cTyneHs 3a mkanowo Yainga - I1'10) 3HaUeHHS K
AUC, TaK i C,,, 6y npuGIU3HO B [Ba Pa3y BUIIMMHU 33 3HAYEHHS, 10 CIIOCTEpiramucs B
KOHTDOJIBHI# rpyIi 30poBHx K06poBobLiB. PapMakoKiHeTHKa IHKI0GeH3anpuHy y oci6 3
TSAXKKOIO NeYiHKOBOIO HEMIOCTAaTHICTIO HeBifoMa.

KniniuHi XapaKTepHCTHKH.

ITokazanus. YcyHeHHS M'S30BOTO CIIa3My, 10 CYIIPOBOMKYETHCSA TOCTPHUME GOTBOBUME
BiI4yTTsIME 3 GOKY OIIOPHO-DPYXOBOTO arapary, K IONOBHEHHS 10 PeKHMY 00MexKeHol
hisu4HOi aKTUBHOCTI Ta JTiKyBanbHOI Bi3KynbTypH. [ToMmiMueHHs MPOABIAETHCS YCYHEHHAM
M’sI30BHX CIIA3MiB Ta [OB’sI3aHKUX 3 HUMHU O3HAK | CHMITOMIB, a came: 600, MiABUIIEHOL
YYTIHBOCTI Ta OGMEKEHHS PYXY.



IIpomunoka3anms.

- Peaxkuii rinepuyTnuBocTi 10 6yAb-KOr0 KOMIIOHEHTa IIperapaTy, BKII0Yalyu aHadimakTHyHi
peaxuii, KpOmUB'THKY, HaGpsiK o6miy4st Ta/abo s3¥Ka, cBepOixk. ¥ pasi mino3py Ha PO3BUTOK
peaxiii rimepayTIHBOCTI 3aCTOCYBAHHS penapary Miopukc® CIIif IPHIHHATH.

- OgHOYacHe 3aCTOCYBaHHS 3 iHribiTopamu MoHoaMiHOKcuAasu (MAO) abo nporsrom 14 mHiB
micn ix BinMiHK. V malieHTiB, SKi OTpHMyBaIX UMKI0GeH3anpuH (a60 CTPYKTYPHO MOAiGHI
TPHUIVKITIYHI aHTH/IETIPECAHTH) OTHOYACHO 3 inriGitTopamu MAO, crocTepiramics
rinepnipeTHyHi KpU3K, CyOMH i CMEPTE.

- Ilig vac da3u BifHOBIEHHS Mic/s rocTporo iHdapKTy Miokapfa Ta 3a HasBHOCTI IIOPYLIEHb
cf 0 PUTMY Ta TIPOBi Ti, BKIMoyao4y 61okamy, abo 3acTiitHoi cepresoi
HEIOCTaTHOCTI.

- I'inepTupeos.

B3aemodis 3 iHwumu nikapcoKkumu 3acobamu ma iHui 6udu 83aemodiii.

Malo4u CTPYKTYPHY CXOXKICTb 3 TPHIMKIIIYHUMH aHTHAEIIPeCAHTaMH, TiKapChKUH 3aci6
Miopukc® Moxe BCTyIaTH y HeGe3eyuHi U1t XXKUTTS B3aeMoil 3 inriGiropamu MAO (nus.
po3pin «IIpoTHnoka3aHH»), MOXKe TTOCUITIOBATH [0 aJIKOToio, Gap6iTypaTiB Ta iHMmMX
npernaparis, 1o npurHivyiors [THC, Moxe MmifBHINyBaTH PUIUK BUHUKHEHHS CY[TOMHUX
HamajliB y MalieHTiB, AKi 3aCTOCOBYIOTh TpaMaoJ, abo Moxe 6I0KyBAaTH aHTUTiNePTEH3UBHY
Tifo TyaHeTHMHY | aHAJIOTiYHHUX CIIOJyK.

V nocTMapKeTHHIOBH Iepiofl 3aCTOCYBaHHs Mpernapary MOBiOMIANOCS PO BUMafKU
CEepOTOHIHOBOTO CHHAPOMY ITPX KOMGIHOBAaHOMY NIPHAOMI IIMK/I06€H3aNPHHY 3 iHITMMHI
mpenapaTaMu, TAKAMHU SIK CENeKTHBHI iHTi6iTOpH 3BOPOTHOTO 3axomneHHs cepoToHiny (CI33C),
CeNeKTHBHI iHTiIGiTOPH 3BOPOTHOTO 3aXOMIEHHs CEPOTOHIHY Ta HopaapeHaniny (CI33CH),
TPHUUMKIiYHi aHTHenpecanTH (TLIA), Tpamanon, GynpomnioH, MenepuiyuH, Bepanamin aGo
irriGitopu MAO.

Ocob.1ueocmi 3acmocyeaHHs1.

O6MmediceHHA 3aCTNOCYBAHHS.

- [Ipenapat Miopukc® CTTif 3aCTOCOBYBATH JHIIE TPOTATOM KOPOTKOTO TEPMIHY (0

2 - 3 TMXKHIB), OCKIZIbKM AOCTaTHIX [0Ka3iB eeKTHBHOCTI IPH 3aCTOCYBaHHi penapary
IPOTATOM GUIBII TPHBAJIOTO Yacy HeMa€ i ToMy 1o M’s30BHII CIIa3M, aCOLiHOBAHHUIL 3 TOCTPUMHU
GOMbOBMMH BiT4yTTSAMH 3 GOKY OMOPHO-PYXOBOTO aapary, 34eGilbioro HeTpHBaui, a
crnenudiyHa Tepanis IpoTAroM HOBIIOrO NEPiOAY PifKO € BUIPaBAaHOK.

- He 6y710 BusABIEHO ebeKTHBHOCTI 3aCTOCYBaHH MpenapaTy Miopukc® mst MKyBaHHS
M'sI30BOi CHIACTHYHOCTI, OB'I3aHOI i3 3aXBOPIOBAHHAMHU TOJIOBHOTO UM CIIMHHOIO MO3KY a6 i3
JUTSYHM LiepeOpabHIM NapaiveM.

CepomoiHosuli cuHOpoM. PO3BATOK MOTEHIIHHO HeGe3MeIHOTo IS XKUTTS CEPOTOHIHOBOTO
cuHppoMy GyB 3ape€eCTpOBAaHMUIA IIPH 3aCTOCYBAHHI LUKI00eH3anpPHUHy B KOMOIHAL] 3 iHIMME
npenapataMu, Takumi sk CI33C, CI33CH, TLIA, tpamanorn, GympomioH, Menepuay,
Beparawmin a6o inriéiropy MAO. OfHOYacHe 3aCTOCYBaHHs npenapaty Miopukc® 3
inriGiropamu MAO mpoTumioKa3aHe (AuB. po3fin «[IpoTumnokasaHHs»). CHMITOMHI
CEepOTOHIHOBOTO CHHIPOMY MOXKYTh BKITIOYATH 3MiHH NCHXiYHOTO CTaHy (HampuKiIaf,
CIIyTaHiCTh CBiOMOCTI, QKK TALl{I0, TA/IOLMHALI), IOPYIIeHHs 3 60Ky BereTaTHBHOI HEPBOBOL
CHCTeMH (TaKi SK, Tif[BUIIEHe TOTOBUAIIEHHS, TaXikap/iio, 1abinbHICTh apTepianbHOTO THCKY,
rineprepmiio), HepBOBO-M'130Bi IIOPYIIEHHS (30KpeMa, TPeMop, aTakciio, rineppednexcio,
KJIOHYC, PUTiHICTb M'5I3iB) Ta/ab0 IITyHKOBO-KHIIKOBI CHMITOMH (HallpHKIIafl, HYHOTY,
6moBaHHs, fiapero). SIKII0 CIIOCTEPiraloThCs 3a3HadeHi BUIIe peakiii, HeoOXigHO HeraiHO
MPUMHHUTH TpUiEOM Tipertapaty Miopukc® Ta Gymb-AKHX CyTyTHIX CEpOTOHIHEPTiTHHX areHTiB i
PO3I0YATH CUMITOMATHYHE JiKyBaHHs. SIKIN0 OHOYACHE JIiKyBaHHs IpenapaToM Miopukc®
Ta iHIIMMHK CepPOTOHIHEPriYHUMH NpenapaTaMy KIIiHiYHO BUTIpaBlaHe, PEeKOMEHAY€EThCS
peTesbHe CIIOCTEPEeKEHHS 3a CTAHOM MallieHTa, 0COGTMBO Ha MOYATKY NKyBaHHs: abo mpu
36iNblIeHH] 1031,

Edexmu, nodibHi mum, w,0 BUHUKAIOMb NPU 3CMOCYBAHHI MPUYUKAIYHUX aHmudenpecaxnmis.
LIukno6eH3anpuH CTPYKTYPHO MONIGHMUI 0 TPUIMKIIYHIX aHTHETPECAHTIB, HAIPUKIIAN, 0
aMITPUNTHINIHY Ta iMimpaMiHy. Y pasi 3acToCcyBaHHS TPULMKIIYHAX aHTHAENIPECAHTIB
MOBiIOMISATIOCS TIPO BUIIAAKH BUHHKHEHHS apuTMii, CHHyCoBOI Taxikapyii, 36inbmenHs dacy
IpoBefieHHs 30yIKEeHHs B CepIli, 10 BefyTh 0 PO3BUTKY iHhApKTy MioKap/a Ta iHCy/IbTy
(muB. po3nin «IIpoTunokasanHs»). [Tpenapat Miopukc® Moe MOCHITIOBATH IO AJKOTOJIIO,
6ap6iTypartiB Ta iHIKX penaparis, mo npurHivyoTs [THC.

Hesiki 3 6inbIn cepito3nux peakiii 3 6oy [THC, mo Bigmivamucs mpu 3acTocyBaHHi
TPHULHMKIIYHEX aHTHENPECaHTiB, Oy/IH Bif3HayeHi B KOPOTKOCTPOKOBHX AOCTIKEHHSX DK
3aCTOCyBaHHI HUKI00eH3aNpHHY DU IHIIKX TOKa3aHHSX, OKPIM M'S30BOT0 CIIa3My,
IOB’SI3aHOT0 3 TOCTPHMH TOPYLIEHHAMH 3 60Ky OIOPHO-PYX0BOTO anaparty, i 3neinbmoro B
no3ax, femo GUIbIINX, aHiX Ti, 0 peKOMEH/0BaHi A7Isl yCYHEHHs CIIa3My CKeJIeTHHX M's3iB.
Tpu BUHUKHEHH] KJTiHIYHO 3HAYYLIKX CUMITOMIB 3 GoKy LITHC 3acTocyBaHHS Ipemapary
Miopukc® crTin MpUMUHATH.

IMayienmu AimHbo20 8iky. 3acTocyBaHHs npenapaty Miopukc® nauieHTaM MiTHBOTO BiKy He
PEKOMEHAYETHCS Yepe3 301bIeH s PiBHS UK/I00eH3aIpUHY B I1a3Mi KpoBi Ha 40% i
30inbLIeHHs nepiofy HamiBBHBEAEHHS 3 N1a3Mu Ha 56 % MOPIBHAHO 3 BiANOBITHUME
NOKa3HMKaMH y NallieHTiB MOJIO/IIIOro BiKy.

Maui 3 i icmio. 3acTocysauHs npenapary Miopukc” He
PEKOMEH/YEThCS TALliEHTaM 3 JIETKUM, TIOMIiDHHM a60 TSKKHM CTYIIeHEeM Ie4iHKOBOI
HEJ0CTaTHOCTi Yepe3 MiABHUIIEHHS B 2 a3y PiBHS HUKI00€H3anpPHUHY B IIa3Mi KpoBi y
nanieHTiB 3 MOPyIeHHAM QYHKIi# MediHKU NerKoro CTyNeHs MOPIiBHAHO 3 TaKUM Y 3[0POBUX
0GPOBOJIBLIB IICIIs 3aCTOCYBaHHS IMKJIOGEH3apHHY y GOpMi HeraiiHOTo BUBUIbHEHHS i 4epe3
00MeXeHHs THYYKOCTi J03yBaHHs NIpenapary.

Amponinonodi6xa dis. Yepes HasgBHICTb aTponiHomoAiGHoI Aii npenapat Miopukc® crin
3aCTOCOBYBATH 3 00€PEKHICTIO MAIliEHTaM i3 3aTPUMKOI0 CEYOBUIYCKAHHS B aHAMHE3,
3aKPHUTOKYTOBOIO I7IaYKOMOIO, TiIBHIIEHHM BHYTPIlIHLOOYHUM THCKOM Ta Iali€HTaM, SKi
TPUIMAalOTh aHTHXOJIHEPTiuHi IpenapaTy.

3anedzcHicmb. ®apMaKoNoOriyHa CX0XKIiCTh TPHIMKITIYHHUX TIPeNapaTis 3yMOBITIOE BAHUKHEHHS
IIeBHHX CHMIITOMIB BiMiHH MICIIs 3aCTOCYBaHHs npenapaty Miopukc®, HaBiTh AKIIO PO HAX
He MOBifOMIsA€ThCSA. PanToBa BinMiHa mpenapary micys TPUBANIOTo 3aCTOCYBaHHS MOXe iHOmi
BHKJIMKATH HYJOTY, FOTIOBHHHA Gilb Ta He3fyxaHHs. Lli CHMITOMH He CBifYaTh IPO PO3BUTOK
3a/IeXKHOCTI.

3acmocyeatHs y nepiod 8azimiocmi a6o 200yeanHs 2pyddio.

Baeimuicmb

HasiBHi faHi 3 OBiZOMIIEHb PO BUMNAAKH 3aCTOCYBAHHS LUKI00EH3ANPHHY Ml Yac BaTiTHOCTI
He BU3HaYaloTh T0B'I3aHOT0 3 3aCTOCYBAHHSM IIPENapaTy PU3NKY BUHUKHEHHS BaskKKHX
BPOJKEHHX Bajl PO3BUTKY, BHKHAHS ab0 HECIPUSTIMBHX HACTINKIB [t MaTepi abo miony.

V wmiypis BigMiyanocs 3HUKEHHs MaCH Tijla IypPeHST Ta iX BUKUBAHHSI IPU 3aCTOCYBaHHI
=10 mr/kr/noby 03 nMKI06eH3anpHHY (110 BiAmoBifac MpuGIM3HO y =3 pa3u 36imbmIeHii
MaKCHMaJIbHiil peKOMeHI0BaHi# 7000Bii 1031 Ast moguau (MRHD) 30 mr/poGy) mpu
nepopanbHOMY 3aCTOCYBAHHI I 9ac BariTHOCTI Ta NaKTarii.

TIpu6TU3HHKI PU3NK BUHUKHEHHS BaXKKHX BDOJI’KEHHX Bajl PO3BUTKY Ta BUKUIHS [/
3a3HaveHoi momynsuii Hesigomuit. Bei BariTHOCTI MaloTh GOHOBUI PH3NK BUHUKHEHHS
BPOJIKEHHX Bajl PO3BUTKY, BUKHHIB a00 iHIIMX HECIPUATIMBHX HACIT/IKIB.

IaHi docaidacenb Ha meapuHax

Tlosimomers mpo mobiuni emGpiodeTansHi ehexTr mcis nepopasbHOro MpHitoMy
HUKI06eH3anpHHy MUIIAMK Ta KPOJIHKAMH Il YaC OpraHOreHesy y 103ax

20 mr/kr/mo6y (igmoBigHo B 3 Ta 15 pasiB Ginbine MakCHManbHOI peKOMEHI0BaHOI 1060Boi
no3u ans niopued (MRHD) B nepepaxyBaHHi Ha mr/M’) He 6y110. TOKCHYHICTb [JIsE CAMKH, L0
XapaKTepH3yBaJlacsl 3HMKEHHAM MacCH TiJla, CIIOCTepiranach TiTbKK y MHIIEH IPH HadBHITiH
BunpoOyBaHiit K03i 20 Mr/kr/moGy.

3MeHIIeHH s MaCH Tijla Ta BUKMBAHHS IIyPeHST GyJI0 3apPeeCTPOBAHO y IPEHaTaIbHOMY Ta
TOCTHATAIBHOMY JIOCTIi/IZKEHH], KOJIM BariTHUX IIyPHIb IPOTATOM BariTHOCTI Ta JTaKTail
JiKyBasy MUKI00eH3aNpUHOM IepopanbHo y mo3ax 10 Ta 20 Mr/kr /mody (sinmosigHo B 3 Ta 6
pasiB Ginblre MaKCHMaIbHOI peKOMEHI0BaHoI [060Boi Ko3u mns mopunu (MRHD) B
nepepaxysanHi Ha Mr/M’). TOKCHUHICTb /IS CAMKH, 110 XapaKTepH3yBanacs 3HUKEHHSM Mack
TiNa, cmocTepiranack TiNbKY MPH HaiBUIIi# BUPoOyBaHii f03i 20 Mr/Kr/moby.

T'odyeaHs 2pyddio

JlaHHX 00 HASBHOCTI LMKI0GEH3aNpHHY B MOJIOL TIONUHH Y¥ TBAPHUHH, BILUIMBY Ha HEMOBIIS
T 9ac TPyAHOTO BUTOOBYBaHHS ab0 BIJIMBY Ha CEKpeIilo MOJIOKa MaTip'io - He Mae. Crin
BpaxoByBaTH KOpHCHiCTb TPYOHOTO BUTOJOBYBAHHSA MU 3JZ[CIPOB‘SI Ta PO3BUTKY HEMOBJIATH Ta
KJIiHiYHy moTpeby MaTepi B IMKI0GEH3aIpHHi, @ TaK0XK MOTEHIIHHO MOXKIHB] HeCIIPUSTINB]
Topil y AUTHHH, KA TOAYETHCS TPYAAIO, IO MOXKYTh DO3BHHYTHCS Bifl UKI00eH3anpuHy abo
BiJl OCHOBHOrO CTaHy MaTepi.

3damuicmb 8nausamu Ha wWeuGKiCMb peakyii npu kepysanHi aBmompaxcnopmom abo iHwumu
MexaHizmamu. 3 06epPeKHICTIO 3aCTOCOBYBATH IALiEHTaM IPH KepyBaHHI aBTOTPAHCIOPTOM
a60 iHIIIMU MeXaHi3MaM# II0KH He Oye 06IDyHTOBAHO, 1O JIKYBaHHS He Ma€ HEraTHBHO
BIUIMBY HA MOXKIIMBICTh 3affMaTHCS TaKOI0 AifAMbHICTIO.



Cnoci6 3acmocyeanHst ma do3u.
PekomeHz0BaHa f03a M1 fopociux - 15 mr (1 kancyna npenapary Miopukc® 15 mr) 1 pas Ha
no6y. Iesiki nanienTy noTpe6yroTh 36inbmenHs no3u go 30 Mr 1 pa3 Ha o6y (1 kancyna
npenapaty Miopukc® 30 Mr a6o 2 kancynu npenapaty Miopukc® 15 mr).
TlpemapaT NpUAMAIOTh MOMHS TPUOITH3HO B OMMH i TOH caMuii Jac.
3acTocyBaHHS Ipenapary Miopuxkc” Ginbime 2-3 THXHIB He PEKOMEeHJYEThCS.
Iauienmu aimuvozo siky (65 pokie i cmapwi). KiisiYHHX HOCTiIKeHb 3aCTOCYBaHHS
npenapaty Miopukc” uiit KaTeropii naiieHTiB HeAOCTATHBO. 3aCTOCYBAHHS PEMApaTy
Miopukc” y MaLieHTiB TTHBOTO BiKY HE PEKOMEHAYETCS.

i 3 i icmio. 3acTocyBanHs npenapaTy Miopukc” He
PEKOMEH/YEThCS MAlliEHTaM 3 JIETKUM, TIOMIDHEM ab0 TSKKHM CTyIIeHEeM ediHKOBOI
He[OCTaTHOCTI (IuB. Po3Min «OCOBIHBOCTI 3aCTOCYBAHHS»).

Jimu. Kniniuni gani mopo epeKTuBHOCTI i Ge3meKH 3aCTOCyBaHHS NpenapaTy s JIKyBaHHS
niTeil BinCcyTHi, TOMY Miopuxkc”® He PEKOMEH[IyEThCS 3aCTOCOBYBATH B NeliaTPHYHIN NPAKTHIIL.

Ilepedo3yeanHs.
Cumnmomu.
V pigkux BUIajKax Bill Iepeo3yBaHHs MOXKe HaCTYIHTH CMeDTh. [IpuioM OIHOYacHO
NeKinbKOX NpenapaTiB (BKTI0Yalo4H alKoTolb) € MOIMPEHUM SBUIIEM NTPU HaBMHCHOMY
yBaHHI IUKJIC
OcKinbKy TigXOMH [0 NiKyBaHHS ePeo3yBaHHs € CKIIaJHUMH Ta MOXKYTh 3MiHIOBATHCE,
PEKOMEeH/I0BaHO JIKapio POKOHCY/IbTYBATHCh 3 TOKCUKOJIOTOM /ISl OTPUMaHHS aKTyabHOI
indopmaii 3 Tepamii.
O3HAKM Ta CHMITOMH TOKCHYHOCTi MOXKYTb IIBHAKO PO3BUBATHCS MICIIS IEPEIO3YBaHHS
LUKJI00€H3aNpPHHY; 0TXKe, HeoOXiAHO sIKoMora IIBUAILIE OCIiTali3yBaTy NallieHTa At
CIIOCTEPEKEHHS y MEJHYHOMY 3aKIafi.
Haii6inbIn nommupeHuMI CUMIITOMAaMH IIep YBAHHS LUKIIO0EH: € COHJIMBICTS i
Taxikapais. [lo MeHII YacTHX MPOSIBIB Ha/leXaTh TPEMOP, 30yMKEHHs, KOMa, aTakcis,
apTepiallbHa rilepTeH3is, HeBUPa3He MOB/IEHHS, CIUTyTaHICTh CBiTOMOCTI, 3aIlaMOPOYEHHS,
HyfoTa, OTI0BaHHS Ta ramonuHanii. [0 piAKiCHUX, ane MOTeHIiHHO KPUTHIHHX IPOSBIB
nepeno3yBaHHs HalexkKaTh: 3yMHKa cepls, Gib y TPYAAX, CeplieBa apuTMis, TAXKKa
aprepiabHa TimoTeH3is, CyoOMH i 3/110KiCHUI HelponenTUYHMi CUHApoM. TTopymeHHs Ha
EKT, oco6muBo 3MiHu BHCOTH abo mupuH#u KoMmekcy QRS, € KIiHiuHO 3HAUYmMUMA
MOKa3HMKAMHU TIepeio3yBaHHs IMKI00eH3anpUHOM. [HII MOTeHIiHHI HaC/TKy Iepefo3yBaHHs
BKJTIOYal0Th Gy/b-5iKi 3 03HAK, 3a3Ha4eHUX y po3gini «ITo6ivHi peakmii».
TIpu HaBMICHOMY TIepeN03yBaHHi IMKI00eH3aPHHOM YaCTHM € HOT0 3aCTOCYBaHHS B
MOEAHAHHI 3 eKiIbKOMa JTIKapCbKUMH 3ac00aMH, a TAKOXK 3 ankoroneM. ITicist
IIepef03yBaHHs LHKI0GeH3aIPHHOM CHMITOMH OTPYEHHS MOXKYTh PO3BHBATHCS IUBHAKO, TOMY
SIKOMOT'a LIBUALIE TOTPIGHNH MOHITOPUHT CTaHy Malli€HTa B yMOBax CTallioOHapy.
Tlepeno3yBaHHs TiKapCrKOro 3acoby Miopukc” Piko MoKe TPH3BOTHTH JI0 TETaTbHOTO
HaCTiaKy.
JlikyeaHHA.
3azanvHe. [I71st IONEPEKEHHS BUHUKHEHHS PiIKICHUX, TPOTE IOTEHIIHO KDUTHIHAX
IpOSIBiB, OMMCAHHKX BHIlle, HeoOXinHO 3po6uTy EKT i HeraitHo po3moyaTi MOHITOPHHT CepLeBol
misineHOCTI. [T0TPi6HO TaKOX 3aXMCTUTH AUXA/bHI LUIAXY MALi€HTa, 3a6e3neYnTu
BHYTPIITHLOBEHHUI TOCTYII Ta PO3MOYaTH AeKOHTaMiHaIii0 MUTyHKa. TakoX HeoOXinHe
CIIOCTepeKEeHH [Isl BUsIBIIEHHS 03HaK npurdivenHs LIHC abo auxaHHs, TinoToHii, cepiesoi
apuTMii Ta/a6o GI0KYBaHHS CepLeBol IPOBITHOCTI, CyoM. AKIIO B Gyb-AKUi Yac IPOTSroM
LBOTO TePiofly BUHUKHYTh O3HaKU OTPY€EHHs, Gye moTpi6He po3MmKpeHe CIoCTepeKeHHs.
MoHiTOpHUHT piBHS IpenapaTy y KpoBi He IOBUHEH BILTMBATH Ha BelleHHs namienTa. [lianis,
iMOBipHO, Hee(eKTHBHUI Yepe3 HU3bKY KOHIIEHTPALIIiIo Iperapary B I1a3Mi KpOBi.

MiHaUis WAYHKOBO- mpakmy. YciM nanienTam, y SKHX ifo3pI0EThC
nepeno3yBanHs npemnaparomM Miopukc”®, He0BXifHO TPOBOAMTH NEKOHTAMIHALI0 IITYHKOBO-
KHIIKOBOTO TPAKTy. BoHa MOBUHHA BK/IOYATH MPOMHUBAHHS MUTYHKA BETMKUMH 06’ €MaMu
PINUHH 3 OJAMBIIAM 3aCTOCYBAHHSIM aKTHBOBAHOrO BYTi/s. SIKIO CBIIOMICTh 3aThMapeHa,
10TpiGHO 3a6e3NMeYnTH IPOXINHICTh ANXaTbHUX MUIAXIB 10 TPOMHBAHHS IITYHKA, BUKITHKAHHS
6TI0BaHHS MPOTUIIOKA3AHE.

Cepuego-cyouHHa cucmema. MakcuMansHa TpuBaiicTs QRS y cTaHIapTHHX BilBEIEHHAX
0,10 cexyHmu Moxe GyTH HallKpaIlUM iHIMKAaTOPOM TSXKKOCTi Ilepefjo3yBaHHsI.
TligmyxyBasHs CHpOBaTKU Kposi 1o piBHs pH 7,45 - 7,55 msxom BHYTPIilIHEOBEHHOTO
BBeJleHHsI GikapOoHaTy HaTpilo i rimepBenTHIALii (y pasi moTpe6u) NOTPiGHO IPOBOAUTH Y
marieHTiB 3 apuTMi€lo Ta/abo po3mupeHHsSM Kommrekcy QRS. Pisens pH > 7,60 a6o pCO, < 20
MM PT. CT. € HebaxxaHuM. APHTMil, 10 He pearyrTh Ha Teparlilo GikapGoHaTOM
HaTpilo/rinepBeHTHIIALII0, MOXKYTh BilIOBIATH Ha JIIKyBaHHS JIiloKaiHOM, GpeTHIiyMOM a6o
tdeniToinom. AHTHApUTMIYHI TpenapaTy Knacy 1A i 1C (wanpuknap, Xidigus, nusomipamin Ta
npoxaiHamify) 3a3BUYail IPOTUIIOKA3AH].
IIHC. TauienTam 3 genpecieio [THC peKOMeHAYEThCS PaHHS iHTYOalis Yepe3 MOXKIIUBICTh
pisKoro moripmesss crany. CygoMi MOTPiGHO KOHTPOJIIOBATH 3a AOTOMOT0i0 GeH30/ia3eniHiB
a6o y pas3i Hee()eKTHBHOCTi OCTAHHIX 3a JOIIOMOTO0 iHIIMX IPOTUCYAOMHHUX IIPeNaparis
(sanpukiaj, Genobapbitany, Gpenitoiny). PisocTHrMiH He peKOMEHJOBaHHH, 3a BUHATKOM
NiKyBaHHS CUMITOMIB, fIKi 3arPOKYIOTh KHTTIO Ta € HECTIPHHHATIMBUMH [0 iHIINX METOMIB
JiKyBaHHS, i JMIIe 3a yMOBU CTalliOHAPHOTO JiKyBaHHS.
Hcuxi YHe cnoc A. OCKiNIbKH TIepeflo3yBaHHs JacTO € HABMHCHHM, Ha eTall
BiJHOBJIEHHS MaLi€HTH MOXKYTh IIOBTOPIOBATH CIIPOGH CaMOryGCTBa 3a ZOIOMOrO0 iHIIHX
3acofiB. [l TaKUX MallieHTiB MoxKe GYTH NOLINBHOI KOHCY/IbTAllis ICHXiaTpa.
JlikyeanHs nepedo3syearHa y Oimet. [I[pUHIMIY BeJIeHHS II€PeNo3yBaHHs y AiTed Ta HOPOCIHX
cxoxi. JTikapio peKOMeHJJ0BaHO 3BEPHYTHCS 10 TOKCHKOJIOTA JUIS CIeliai3oBaHoro
TeiaTPU9IHOro TiKyBaHHS.




Tob6iuni peakuii.
Hacrynni no6iuni peaxuii 6y/u 3apeecTpoBaHi y KJIiHIYHIX JOCITXKEHHAX a60
TOCTPeECTPALiHOMY 3aCTOCYBaHHI Ipernapary, IMKI00eH3anpuHy HeraiHoi Ail abo
TPUIMKITIYHUX Tpenapartis. Indopmaris momo aesKuxX peakiii mopinoMsIacs T06pPOBiNEHO 3
HeBH3HAYEHHX PO3MIPIB MOMyIIALI], TOMy He 3aBXK[H MOXKIIHBO JOCTOBIPHO OLIHKTH iX 4acToTy
200 BCTAHOBMTH NIPHYWHHO-HACIIKOBHII 3B'I30K BIIUBY JIKAapCHKOTO 3aCO0y.
Y mporpami oCTPeecTpaLifHOro ClOCTEePeKEHHS UK/I00eH3aPUHY HEraiHOr0 BUBUTbHEHHS
HailyacTiluMy MoGiYHUMHU PeaKIlisMH €: COHJIUBICTB, CYXiCTb y POTi i 3alIlaMOPOYeHHs, a
TMOGIYHUME PeaKIisSMH, 10 BUHUKaNK B 1 - 3 % MaIi€HTiB, €: BTOMTIOBaHICTH/BTOMA, acTeHis,
HyJIOTa, 3a10p, MUCTENCis, HeIPUEMHMH CMaK, IOMyTHIHHS 30Dy, TONOBHMH Gi/b, HEPBO3HICTh
i crryTaHicTh CBimOMOCTI.
Hmxye npencrasneni moGivsi peakiii, mo 6ymu 3adikcosaHi mig 9ac MOCTMapKETHHT 0BOTO
3aCTOCYBAHHS LIMKJIO0EH3AMPHHY IPOJIOHr0BaHoI Aii a60 LUKI00eH3aNpPHHY HETAHHOT0
BUBIIbHEHHS, Y KJIHIYHEX TOCIiIKEHHAX UKI00eH3aNPUHY HETaHHOr0 BUBITbHEHHS

(3 gacroToio < 1 %) aGo mix 9ac MOCTMapPKETHHIOBOTO 3aCTOCYBAHHS {HIIHX
TPUIMKITYHUX IIpenapaTis:
3azanvHi po31adu: HEIPUTOMHICTB, HEe3[y2KaHHs, OUIb y TpyAsX, HaOpsK.
3 6oky cepuyeeo-cyouHHoi cucmemu: Taxikappis, apuTMist, Ba30uIaTaNLis, CepLebuTTs,
apTepiaybHa TiOTeH3is, apTepiasibHa rinepreHsis, iHpapkT Miokapaa, 610kafa cepreBoi
TIPOBiAHOCTI, iHCY/IBT.
3 6oky mpasHoi cucmemu: GITIOBaHHS, aHOPEKCis, fiapest, GiMb y ZKUBOTI, FaCTPHUT, CIIpara,
MeTeopHu3M, HabpsIK A3UKa, MOpymeHHs QyHKIil NediHKy i piIKiCHI BUIAKy remaTuTy,
JKOBTSIHHIIA Ta X0/IeCTa3, MapasliTH4Ha KHIIKOBA HEIPOXiHICTh, 3MiHa KOJBOPY A3HKa,
CTOMAaTHT, HaGpPSAK MPHUBYIIHOI CTIMHHOI 3aJI03H.
3 oKy eHOOKpUHHOI cucmeMu: CHHIPOM HealeKBaTHOI CeKpelii aHTH/IiyPeTHYHOr0 TOPMOHY
(ALD).
3 Goky kposi ma aimpamuuroi cucmemu: TypIypa, IPUTHIYEHHs GYHKIi KiCTKOBOTO MO3KY,
TefiKoneHis, e03MHOMITiA, TPOMOOUUTONEHIs.
Peaxuii ezinepuymaueocmi: aHaGiTaKTUIHUH WIOK, aHTIOHEBPOTHYHUI HAaOPSK, CBepGiK,
HaOpsIK 06119451, KPONHB'THKA, BUCHIIAHHSL.
MemabGoaiyHi, animeHmapHi ma imyHHi po31adu: MBUILEHHS 00 3HUKEHHS PIBHS LYKPY B
KPpOBI, 36inbieHHs a60 BTpaTa MacH Tila.
3 60Ky 0nopHo-pyx08020 anapamy ma cnoay4Hoi MKaxHuHu: MicLesa CabKiCTh M'si3iB, Mianris.
3 Goky HepgoBoi cucmemu ma ncuxiku: CySOMHI HaIlafjy, aTaKcCist, BEPTUTO, JU3apTpis,
TpPeMop, apTepiabHa TilepTeHsis, CyoMH, TOCMHKYBaHHS M’'513iB, e30pieHTallis, Ge3CoHHs,
TIPUTHiYeHH# HACTPil, He3BMYalHi BiTYyTTs, TPUBOKHICTD, aXKHUTaIlis, ICHX03, aHOMAJIbHI
IYMKH Ta CHOBU[IHHS, TaIIOLHHALiI, 36YAKEHICTh, apecTe3is, AUIUIONIs, CEPOTOHIHOBUH
CHH[IPOM, 37I0SIKiCHHI HEHPONENTHYHAHA CHHAPOM, 3HIKeHHS abo mifBuImeHHs nibino,
TIOPYLIEHHST XO[{¥, MapeHHs, arp TIC inKa, mapaHos, mepudepuyHa Helfpomaris,
mapaniv Besta, 3Misu Ha enektpoetnedanorpadii (EET), ekcrpanipamifHi CHMOTOMH.
3 6oky QuxaabHoi cucmemu: 3afAIIKa.
3 6oky wkipu ma niOwKipHUX MKAHUH: TITIUBICT, HOTOCEHCHBINi3aLIis, anomewis.
3 Goky opeaHie yymms: areB3is, IyM y ByXax.
3 60Ky HUPOK Mma cev08uBiOHUX wsXie: MBHIIEHHS Ta/a60 3MEHIIEHHS YaCTOTH
CEYOBUITYCKAHHS, OPYIIEHHS CEeYOBUITYCKAHHS, WIaTallis Ce40BUBIHUX IUIIXIB, iMIOTEHI s,
HalOpsK S€Y0K, [iHEeKOMACTisl, 301/IbIIeH S IPY/€i, raTakTopes.

Tepmin npudamuocmi. 4 poku.

YmoBH 36epiranns. 36epiraTi mpu TeMnepartypi He Buie 25 °C. 36epiraTH y HeOCTYIIHOMY
ans pitedt mici!

¥YmaxoBka. ITo 14 kancyn y 6mictepi; o 1 6icTepy y kapToHHi# KOpoGIi.
Kareropis Bigmycky. 3a penentom.

Bupo6uuK. Opidapm Manydexyepinr [Tombuia Cri. 3.0.
Poland Sp. z.0.0., Poland.

, onbma/ Orifarm Manufacturing

Mi KEHHS Ta HOro ajipeca Micusi NPOBa/IKeHHs! Ais/TbHOCTI.
Byn. Jlosuipkoro Kusasiscta, 12, 99-420 JInmkosime, [Tomsma/ 12, Ksiestwa Lowickiego Str.,
99-420 Lyszkowice, Poland.



