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4.1. Nokazanust
- ApTepuanHa XnnepToHus;
- AHIMHa nekTopuc;
- CUHAPOM Ha XUNMEPKUHETUHHO cbpue (hbyHKUMOHANHW ChpAeYHW 3abonspaHus);
- TaxviaputMun
- IHTEHAMBHO nn NpoABIMKUTENHO neveHne cneg nHapKT Ha MMoKapAa v npegnaspaHe o1
NOBTOPEH WUHMAPKT;
- 3a npohunakTuka Ha murpeHa
4.2. lo3aMpoBKa 1 Ha4YMH Ha yriotpeba
HosaTta TpsAdBa ga ce onpejens UHAMBUMAYAITHO KaTo Ce B3EeMa MpefBvig No-cneymanHo
JecroTara Ha rynca unv pesynrara oT Ne4eHUeTo n He Tpsibea fa 6bfie npoMeHsHa, 0CBeH
Noj NeKapcKn KOHTPOJT.
AKO He & npefnncaHo Jpyro, NPenopPBLYBAT CE CREAHUTE LO3UPOBKUL
Bucoko kpreHo Hansizade (apmepuanta XUnepmeH3atsi)
1 Tabnetka Metoprolol Stada 50 segrbx 1Mnu ABa NbTU ZHEBHO UnK 1-2 TAbnNeTky BEAHBX
JHEeBHO. AKko e HeobxonuMo, iHeBHaTa A03a MoXe Aa Objhe yBenuueHa Ha 2 TabneTku gBa
BTU AHEBHO.
Koponapru apmepuannsu 3abonsasaHust
1 Tabnietka Metoprolol Stada 50 sefgHEX Unn gsa MmbT QHEBHO UMM 1-2 TabneTkn BegHLXK
JHeBHO. AKO e HeOBX0ZUMO, AHeBHaTa fo3a MOXe Aa Obje yBenndena Ha 2 TabneTkn gsa
NbTY GHEBHO.
XuneprunemudeH copdedeH cuHopom
1 Tabnetka Metoprolol Stada 50 BeagHbX MMM gBa NMbTH AHEBHO WM 1-2 TabneTku BEAHBXK
JHEBHO. AKo e Heobxopumo, gHeBHara fo3a moxe aa Obae yeenuyena npv cnegeHe Ha
KpBbBHOTO HanaraHe Ha 2 TabreTtku gBa nbTv SHEBHO.
Taxuapurmmuu
2 Tabnetku Metoprolol Stada 50 BegHBbX UK ABa METU AHEBHO.
ViHmet3susHo unu npodbiDKkumesiHo neyeHue Ha uxHgapkm Ha muokapda u npednassane om
noemopeH uHgapkm
Metoprolol Stada 50 ce uanon3sea npy NauMeHT, 3a KOMTO He € NPOTUBOMNOKA3aHo NeyeHne ¢
DeTabnokepu.
a) IHTeHsuBHo fleveHne
FMpy TeXKbK nHMAapKT Ha MMOKapaa neyeHneTo Tpsioea ga 3anouyHe BegHara crief npvemaqe
B BonHuuata ¢ 5 Mr MeTonponon TapTapaTr MHTPaBeHO3HO MpU HEMPEeKbCHAT KOHTPON Ha
EKI 1 kpbBHOTO HanArade. Ha nauweHT, KouTo noHecar pobpe nbpBara Conyc nHXeKUs
ce haBaT Ha WHTepBarnyM OT 2 MWHYTW JONBMHUTENHO 2 €AMHWYHKM JosM oT 5 Mmr
MHTPaBEHO3HO METONPONOCT TapTapaT 40 foCTUraxe Ha obwa [o3a oT 15 mr.
Mpu naymeHTHn, KOUTO noHecar fobpe oblara uMHTpaBeHo3Ha Josa (15 mr meTtonpornon
Taptapar), npes crnejsamre 48 yaca ce gaea Ha Bceku 6 vaca no 1 yabneTtka, aano4Banki
15 MUH. crigq nocriefHaTa uHXeKUMs.




Mpy NauMeHTH, KOMTO MOHACHT MO-Manko o7 15 Mr OT MHTPaBEHO3HWS METOMPONioN
Taprapar, oparHoTo riedeHue TpabBa pga 3anovHe BHUMaTenHo ¢ 1x25 mr meTtonponon
Taprapar.

6) Nopgavpxalya fosa

Cnep ToBa naumeHTUTE TPADBA Ha nony4asat nogabpXala posa ot 2 Tabnetkm Metoprolol
Stada 50 2 nbT fHeBHO. B chiiyyali, Ye CbpaeYHUAT pUTBbM MMM KPBBHOTO HalAraHe ce
HaManaT TOMKOBA, Y€ CE& HanoXW TepaneBTWYHa WHTEPBEHUMS WNW B CNyYaid Ha Apyrn
yenoxkHeHust, nevenueto ¢ Metoprolol Stada 60 Tpsbea fa cnpe HesabasHo.
lpocbunakmuyHO npomus mMuspera.

2 Tabnetkx Metoprolol Stada 50 BegHBbX UAM ABa NbTU AHEBHO.

Fipn naymeHT ¢ TEXKO HapylieHWe Ha 4YepHOAPOOHUTE (yHKLMM, erMMUHMPEHETO Ha
Metoprolol Stada 50 e 3abaseHo 1 nopaay ToBa 403MpOBKaTa TpsdBa 4a ce Hamanu.
TabneTkute TpAbBa Aa ce ruNTaT Lenu ¢ Marko Boja crief XpaHeHe. AKO He e NPeanncaHo
APYro, epHoxpatHata Aosa Ha Metoprolol Stada 50 tpsfea fa ce npuema cyTpuH, a
ABYKPatTHUTE — CYTPUH W BeYep.

Metoprolol Stada 50 moxxe ga ce genn. TabneTkara ce nocrass BbpXy TEbP/a MOBbPXHOCT C
pasgenuTenHus xned Harope. HatuchHeTe ¢ naneua oTrope u Tabnetkara Lye ce pasuynu Ha
ABe paBHW napueHLa.

Hsma orpainyenins 3a npoabIDKMTENHOCTTA Ha NeveHne.

Ako neueHueTo ¢ Metoprolol Stada 50 TpabGsa ga Obfie APEKLCHATO WAWM CMPSHO Chief
npoabipkuTenHa ynotpeba, nekapcyBoTo TpsAbBa fa ce Hamanssa MOCTENeHHo, 3aloTo
PASKOTO MPEKLCBAHE MOMe Aa JOBefe [0 CbpAcYHa UCXemusi ¢ ODOCTPSHE Ha aHrmHa
NEKTOPUC, MHAPKT Ha MUOKapAa UNu XUMepTEeH3Ns.

4.3. TipoTMBONOoKasaHns

Metoprolol Stada 50 He TpaGea ga ce nipunara npuv RaueHT cbe:

- CMYLLIEHWS B NPOBEXAAHETO Ha UMKRyncuTe oT atpusita ao sentpukynute (H v lli ctenen AV
- BRoK);

~ CUHYCOB CUHBPOM;

- CMYLLEHWR B MPOBEMAAHE Ha CbPAEYHUTE MMMYNCKM OT CUHYCOBWA Bb3en 4O artpuAta
(eucokocteneHeH SA - 6riok);

- LLUOK;

- IBHa CbPAEYHE HEJOCTaTHUHOCT (CnabocT Ha CbpASYHNS MYCKYII);

- Bpagukapgus (cbpaedeH putbm nog 50 yaapa B MUHYTA npesin 3ancusaHe Ha TepanuaTa)
- XUMNOTEH3Ust (CMCTONMMYHO KPBBHO HansiraHe no-HUCKO oT 90 MM XuBadeH CTunb);

- aumnposa;

- HanpegHana opma Ha CvyLLieHNA B NepudiepHaTa apTepuanta UMpKynagus;

- BpoxxocnacTuyxn 3abonasanna (Hanp. GpoHxuanta actma);

- efHoBpemeHHo nevenne ¢ MAO-uHxubutopy (¢ nakniovexue Ha MAO-B nHxubutopw)

- AoKasaHa CBbpXYyBCTBUTENHOCT KbM Metoprolol Stada 50 nnu apyru 6eTabnokepn

NHTpaBeHO3HO NPUNoKEeHNe Ha Karnl1eBy aHTaroHUCTy OT BepanaMurios unu AUnTrasemos
TUM MW APYIM MHTPEBEHOSHY aHTUaPUTMILIM (KaTo JU3cnupamMima) ca NpoTUBONOKa3aKsn npu
naumentn, rnexkysanm ¢ Metoprolol Stada 50 (oceen npw ycrnoBug Ha crneyguanHo
HabnwogeHue).

Maucksa ce crieyuaneH meduyuHcKu Had3op npu ynompebama Ha 1mosa nexapcmso pu

- NauWeHTW c NbpBa cTeneH AV-0nox,

- AnabeTuim ¢ nogyepTaHa HecTabUNHOCT Ha KOHUEHTPAaLMMTE Ha [TTI0KO3a B KPbBTa

- MauyeHTW, NOAFIOXEHW Ha CTpora AneTa 3a AbITU NEPUOAW OT BPEME N TaKWBA, NOASITKEHN
Ha TeXKW husudecky HaropapBanns (Nopaay PUCK OT TEXKM XUMOFTIMKEMUYHI KpU3n),

- naymeHtn ¢ deoxpomouuroma (Metoprolol Stada 50 npu Tesan cnyday moxe ga ce
M3Nori3aBa Camo Chel NpefBapuTEnHo fevyeHne ¢ anda-6nokepn),

- MauUueHT ¢ HamaneHa yHKUMs Ha Yephna gpod (BUWK ORNCaHUETO Ha A03NpoBKaTa)

Mpu naynexTn ¢ HacneacTeeHa obpemerneHocT GeTabnokepure Tpsadea ga ce ynoTpebsasar
camMo creg BHAMaTEHa NpeleHKa Ha ovaKsaHaTa rnonsa cripsamo NoTeHUNanHUTE PUCKOBE.



Betabnokepute moratr pga sacunaT MOAATIMBOCTTA KbM anepreHn W Texectra Ha
aHaduraktmyHute peakuun. MNMopagu Toea Te TpsbBa fa ce U3MNOM3BaT CamMo ako ca KpamHo
HeobxooumM npu  MAUWMEHTM C  [PEAPasNofiOKEeHWE KbM  TEXKM  peakumn Ha
CBPBXUYYBCTBUTENHOCT M Takuea, npuemMally crneuuduyHn aHTuanepryny nekapcrsa
(nopaayn puck o ripekoMepHn aHadunakTUYHU peaxkumnny.

4.4. CneumanHu NPOTUBONOKa3aHUA N CRELManHn npepynpexaeHus 3a ynotpeda
Hswma

MNpw BpemeHHOCT 1 NakTauus BWK T. 4.6.

4.5. flekapcTBEHU M APYTY B3aUMOAENCTEIS

Tpsibea ga ce uUMmaT fpeABW CcrieqHuTEe B3aumogencTeus mexgy Metoprolol Stada 50 w
4Py nexkapcTsa:

Korato ca npuemat egHoepemeHHo Metoprolol Stada 50 W wuHcynue unu  opanHu
anTuavabeTHX CPeacTea, eeKTHT Ha NOCMNSZHNTE MOXE fla C& 3aCUMN UNKM YABIDKU, KaTo
CUMMTOMUTE HE HaMmareHaTa KOHUEHTpauus Ha KpbBHata 3axap (XUNornmvkeMmsTa) U mo-
cneLmanHo yCKOPEH Nync (Taxukapgus) 1 TPEMOp Ce mMackupar uhin pasmvmear. 3aTtosa ce
W3UCKBa peaoBHO CrefeHe Ha KpbBHaTa 3axap.

EnHospemenHara ynotpeba Ha Metoprolol Stada 50 1 TPULMKITUMHM aHTUAENPECaHTY,
BGapbuTypary, theHoTruasuHu, rmuuepust TPUHUTPAT, [UYPETALIM, BE3OAVNATATOPY UK APy .
aHTWAEnpecaHT MOXe La AoBeje A0 CUMHO CrajaHe Ha KpbBHOTO Hansaraxe.
EnHospemenHo npuemaHe Ha Metoprolol Stada 50 ¢ kanumesu aHTaroHUCT OT poja Ha
HuthegunmMHa MoXxe fa npegusBuka Obpso cnagaHe Ha KPBBHOTO HanaraHe u B M30nnpaHu
CiyYaun —~ paseyiBaHe Ha CbhpaeyHa HefloCTaTbYHOCT.

KapavogenpecusHoto peincreue Ha Metoprolol Stada 50 n ToBa Ha aHTUapUTMUYHUTE
nekapcTea Morart ga ce Hacnioxar. [TauuenTn, npueMalyn egrospemenHo Metoprolol Stada
50 ¥ Kanuuesn aHTAroHWCTW OT TUM& Ha Bepanamuna wunu AWnThauemMa Wnn Lpyrm
aTHUapUTMWYHIA  cpefcTBa (kato Ausonvpamug) TpsioBa ga ©Objar  BHUMATENHO
Habnogasaxy, 3alI0TO CbLUECTBYBA PUCK OT XWNOTEH3Ws, Opagukapans wau Apyrv
CbPASYHY apuTMUMN.

Jabenexwka:

MHTpaBEHO3HOTO redYeHWe € KaruueBy aHTaroHMCTX OF TWNa Ha Bepanamuna Wunu
AunTramema u Apyrv WHTPaBeHO3HW artHUapuTMUYHW cpeactsa (Kato amaonuMpamup) e
NPOTMBONOKa3aHO Mpy NauuexTn, nekysaHu ¢ Metoprolol Stada 50 (oceeH npu pexvim Ha
WHTEH3NBHA TPWKA).

EaHoBpemernHOTO npunoxerne Ha Metoprolol Stada 50 n chbpaeYyHW rmvKosuan, pesepnmH,
anta-mMeTunaona, KNoHWAWH, ryaHdaumHd WnM KNOHWAWH MOXE 43 NpPeiusBUKa CUAHO
HamansaBaHe Ha CbpAeYHUSI pUTHM WNM 0 3abaBsiHE Ha MPOBEXBAHETO Ha CbpAe-HUTE
VMITYNCH,

BeHsanHoTo npexkbcBaHe Ha yrioTpefara Ha KIOHWAMHE NPV €AHOBPEMEHHO fleueHue C
Metoprolol Stada 50 moxe fa foeege A0 MPEKOMEPHO NOBULIEBAHE Ha KPBLBHOTO HansraHe.
lNopaau ToBa, KOraTo KNOHMAVHBT € BN NpuemaH egHoepemerHo ¢ Metoprolol Stada 50, He
TpsiOBa fa ce HpPeKbeosa, AOKATO MPUEMBT Ha MeTonposion He e 6un fnpeycTaHoBEeH HSKOMKO
AHU npean ToBa. EABa crnef ToBa KIOHMAMHBT Moe Aa Obhe NMOCTENeHHO HamanssBaH 4o
CMUPAHETO MY.

EpHoBpemeHHata ynoTpeba na Metoprolol Stada 50 ¢ HopappehanuH, agpeHanvH Wnu
APYTM cumnartoMmmmeTmuu (Hanp.enusally B CbCTaBa Ha MeKapCcTBeHW MPOAYKTW MPOTUB
KalLnuLa, Karnky 3a HOC MM 33 O4M), MOXE Aa npeAusBuKa 3HauuMTenHo yepernudasaHe Ha
KpbBHOTO Hansrane. [MaumeHTu, nekyeadu ¢ Metoprolol Stada 50 moraT ga pearvpar no-
cnabo Ha po3ata Ha agpeHanuH, U3non3BaHa ODMKHOBEHO 33 JiEYeHMEe Ha aneprnyHm
peakumi,

MAO-uHxnbuTopy He TpsabBa fga ce u3nonaBat epHoBpemeHHo ¢ Metoprolol Stada 50
nopany pucK oT NPeKOMEPHO YBENMYeHMEe Ha KPBBHOTO Harsiraxe,

MhpoMetaumHeT M pudamMnuuyHbT MOratT ga HamanaT aHTUXWNEePTEeH3MBHUS ediekT Ha
Metoprolol Stada 50.

HumetuinHbT MoXXe Aa NOBUMLLIM NasmeHarTa KkoHueHTpauus Ha Metoprolol Stada 50.
MeTonpononbT MOXe A& HAaMar eKCKpeUunsiTa Ha gpym MeauKamMeHT (Hanp. NMAoKanH).
EnHospemeHHata ynotpefa Ha Metoprolol Stada 50 n HapkoTuuw/aHanreTuyyM Moxe ga
NpeAn3BuKa CUITHO [OHWMX@BaHe Ha KPbBHOTO HansraHe. OTpuUaTenHWre WMHOTPOIMHKY
edeKT Ha Tesu nexapcTea MOrart A& Ce HacnoXar.



Heperomyckyrinata 6nokaga ¢ nepudepHi MYCKYIHW penakcaHT (Hanp. CYKUWHWIXOMuH
xanug, TyOOKypapuH) MoXe fa Obae 3acureHa oT NOTUCKaHeTo Ha DeTa-pelentopuTe oT
Metoprolol Stada 50.

Axo Metoprolol Stada 50 He Moxe aa Bbhe cnpAH npep npodepypw, Mauckeaww obula
aHecTeausa unn npegn ynorpebara Ha nepuepHn MyCKyniHU penakcaHTi, ajacTesnonorsT
Tpsibea Aa 6vae uHdopMupan 3a ynotpebdarta my.

4.6. bpemMeHHOCT U KbpMeHe

MeTonpononsT MOXe a ce W3nonssa no Bpeme Ha BpemenHocT (0cobeHo npea nbpeute 3
MEeCeLa) camMo NP CTPMKTHA MHAMKALMS M CaMO CRef BHUMaTenHa npeLleHka Ha ovakeaHaTa
flor3a CApsMOo NoTeHUManH1Te pyUCcKoBe.

Nma pokasaTtericTea, KOWTC HaBeXdaT Ha MWCBLNTa, Jve METONpoIiot Hamansasa
nraueHTapHaTa nepdysus 1 nopaayn ToBa MOXEe Aa HapyllW pacTexa Ha nnoaa.
Yrorpebara Ha ppyrm Gerabnokepw e Ouna cBbpaaHa ChC CrioHTaHeH aboprT,
npexaeBpeMeHHo paxaaHe K MHTpPaMmaToyHa CMBpPT Ha nropa. JleyeHueto ¢
meTonporion Tpabea Aa ce npekpatu 48-72 yaca npefuy npegnoniaraemara para Ha
pakaaHe, 3alloTo NeKapcTBOTO MOXE Ba Npefvasuka bpagukapans, XMNoToHWs K1
XWNOIMUKEMWST IPU HOBOPOZEHOTO., AKO TOBa HE € Bb3aMOXHO, HOBOpoAeHoTo Debe
TpsidBa fa ce Habniofasa BHAMATENHO Npes nepeuTe 48-72 Yaca cnej paxiaHeTo.
MeTonposnositT Ce EKCKPeTUpa Ypes MandMHOTO MISIKO B KOHLUEHTpUpaH Bng. Kepvaverara
Tpabea pa Obpar HabnwgasaHu 3a npusHauw Ha OGera-Gnokafa. KoaumyecrsoTo Ha
METOMNPOoN, AOETO € KbpMara Moxe fa Obfe HamareHo 4ypes KbpMeHe camo crief 3-4
Jaca cnej npuemase Ha ToBa NeKkapcTBo.

4.7. EdbeKkTi BbpPXY CMocoBHOCTTa 3a IwodupaHe n pabota ¢ MaluMHn

MNaymeHTy, ynoTpedbsasalim ToBa nekapcTso Tpabsa Aa Gbgat noj nocrosiHeH MEeAULMHCKK
Hansop. MHAMBUAYANHO pasnuyky peaxuun Morar fa MpoMeHsT BHUMaHWETO A0 Takasa
CTEMEH, Ye Aa Ce HapyLy crocoBHOCTTa 3a aKTMBHO Y4acTue B MbTHWMS Tpadvk, 3a paboTa
MalWuHKU unu 3a pabota BLpXy HecrabunHM nnowanky. ToBa BaXW B 3acuneHa Grened B
HAYanoTo Ha FIEYEHMNETO, NMPW YBENMYEHWE HA A03aTa UNK psiska NpomsaHa Ha NeqeHueTo,
KaKTo U Npu efHOBpEeMEHHa yroTpeba Ha ankoxon.

4.8. HexxenaHu nekapcTBeHn peakumm

OcobeHo npy 3anouBaHe Ha NeYeHWeTo € UMano eAMHMYHM CbOOLLEHMA 38 CMYLLEHWSA B
LUeHTpanHara HepBHa cucTema Karto YMopa, CBETOBBLPTEX, AEenpechs, CBETOBLPTEX,
o6bpKaHocT, riaBobonmne, MWINOTSBaHE, HOLWHW KOLMapu wunn HeobuyalHo 3acurieHa
AaKTMBHOCT H& ChHYBaHe, CMYLLIEHWUS B ChHS UMK XanounHaumn. Tesw CTpaHnyHn peakumm ca
0ONKHOBEHO MEKN U NPEXO4HU.

B penku cnyuan uma CbOBLYEHUS 38 CTOMALLHO-YPEBHN CHMMMTOMMW, B TOB& YMCIO rafeHe,
NOBPBLUAHE, KOPEMHN BOMnKY, 3areK UNn Anapust, KOMTO CblLo MMAT NMPEXOAEH XapaKkTep.
[oHsixora mMoxe fa HacTbMW 33aAyx Npu HaToBapBaHe, a Mo-psfKko - BpoHxocnasbm (BUWK
fipoTBONOKa3aHWS).

Yima eguHnyHy chobllerns 3a napecreany U YyBCTBO 3@ W3CTMBaHe Ha KpahHuuuMTe, a no-
PSAKO MYCKyFiHa criabocT vrm MycKyImHW Kpamrii.

Wmano e orgennn cbobLleHWss 3a YcuriBaHe Ha CUMNTOMMTE nNpWM HauneHTM ¢
VMHTEPMUTUPALLO HaKYLIBaHe vnu ¢ HapyweHo nepudepHo kpbeoobpaluerHne (BKITIOYUTENHO
naunueHT CbC CUMHAPOM Ha PelHo).

Umarno e papako cboOLLeHUs 38 NOHWKaBaHe Ha KPbBHOTO HansraHe HanpuMep Npu crasaHe
OT JIETHano fOSIOKEeHWe (OPTOCTaTUuHa XWITOTEH3WS), NOHAKOra cBbp3aHu cbhe 3aryba Ha
Cb3HaHWe, CWHKON, nannutauws, Opagukapius, CMyLIeHUs] B aTpUOBEHTPUKYrapHaTa
npoBoauMOcCT KN oboCTpsHE Ha CbpAeYHaTa HefOCTaTbYyHOCT C NEPUMEPHU OTOLM WK
AVCTHES NPY X3MYecKo younme,

[Tpy naumeHT C© aHrMHa nexkTopuc He moxe fAa 6bge MSKIIOYEeHO BMOLUaBaHE Ha
CTEHOKapAHNUTE NPUCTBMYK, HabMo4aBaHo B OTAENHW CnyYyan.

flaumentn ¢ BporxocnactudHa Gonect (ocobeHo Tesw ¢ obeTpykTMBHO 3abonssaHe Ha
AMXareniure NbuTULLE) MOoraT ga nosy4aTr cnupade Ha SuILaHeTo, 3alloTo TOBa MeKapcTBo
MOBULLIABE CBLAPOTUBNEHNETO Ha AUXaTenHuTe NbTuia.

Nmano e psako CboOLLEeHUs 3a& CYXOCT B YCTara, KOHIOKTMBUTM UNW  HamarneHa cib3Ha
cexkpelus (na ce MMa RpefBug APy NEUWEHTW, HOCELW KOHTEKTHU FNewn) W OTAenHW
ChOBLLUEHMS 38 CMYLUEHWS B 3PSHNETO.



Metoprolol Stada 50 moe ga mackupa CUMITOMUTE Ha TUPEOTOKCMKO3a.,

Vmano e psigko cbhoblueHns aa “oTkimouBaHe” Ha narteHteH fuaber unu BrowaBaHe Ha
nposseH Takbe. flauveHTn, cnasealy abcorioTHa JUeTa AbNbl NEPUOA OT BPEME N TE3MN,
MOAAOMEHN Ha ronisMo IM3MYECKO HanpeXeHve morar ga Mony4Yar XWIOIrMMKEMUS &Ko
ynotpebsear B cbljoTo Bpeme Metoprolol Stada 50. MpegynpeautenHuTe CUMRTOMU Ha
XunornukemuaTa (Mo-crieluarnHo Taxukapans v Tpemop) morat fa 6baaT mackvpaxn.

B nsonupasu cnydyan € nmano cboblieHrsa 3a HaMmaneHo nMbugo v umnoTtexuyuws. Mmano e
Chlljo usonupaHu CcbobleHMss 3a Koconag, HapylUeHue Ha cCcnyxa WM TUHUTYC,
HarnbNHABaHe, NMMHOCTHW MPoMeHN (HanpyMmep eMOoUMOoHanHa naburiHOCT, KpaTkoTpanHa
3aryba Ha nameTTa) TPOMDOLMTONEHUST UMM NEBKONEHNS, anepruyeH puHnT unu Gofiect Ha
lMempoHu.

Mmarno e B oTAernHW cryyan ChoBlUeH s 32 anepriuHy KOXHM peakUun (epuTtema, npypuiyc,
eK3aHTeM, CBETNOYYBCTBUTENHOCT).

INlevenuero ¢ Metoprolol Stada 50 moxe aa 6bae CBbLpP3aHO C paspuB Ha NUMMAHWA
metabonmabm. [okato obwmar xonecrepon obukHoseHo e ©wun Hopmanen, HDL-
XONecTeponbT € bun HaMarneH K nasMeHuTe TpUurnuuepnam ca dunu nosuLlieHy.
MpogerxutenHata ynotpeda Ha Metoprolol Stada 50 B usonupaHu cnyyam e Owuna
CBbp3BaHa ¢ apTponatna (3acarawja efHa Wk HAKONKO cTasu).

Mmano e otgenHn cboblieHns 3a nokaysaHe Ha cepymHuTe TpaHcamuuasm (GOT, GPT) unn
3a XenarTur.

Bertabnokepure Morat B UsonupaHu crydam Aa npoBOKMPAT WIW BrOLAT ncopuasuca uim
A nMpejusBuKaT ncopruasonogobHn KoxxHn obpuBm,

MNpepynpegutentn Genexxu:

Berabnokepure MoraT Aa 3acunat NOZATNMBOCTTE KbM anepreHn 1 TeXecrra Ha
aHadunakTMyHKTE  peakumn. (lauuMeHTM c  JaHHl 338  TeXKM  peakuud  Ha
CBPBXYYBCTBUTENHOCT WM TakvBa Ha crieyuinydHa uMmyHoTepanus/ieceHcnbunnsaums morar
fa MonyyaT fpekoMepHO CUNHY aHadunakTnyHK peaxkumm.

Tbl KaTo nauMeHTn ¢ Texka ObbpeuyHa HEAOCTATHLYHOCT B OTAENHM chyyau nofyyaear
BriollasaHe Ha 6b0peurata dyHkyua no sBpeme Ha neveHue ¢ GeTabnokepy, NeYeHNETO ¢
Metoprolol Stada 50 TpsibBa pa ce npugpyxaBa cbC cnieumanHo wabniogeHne Ha Tasu
OYHKLMA.

4.9, lNpepo3vpanHe

a) CumniTomm Ha MHTOKCHKaLUS

KnuHuuHata kapTuHa 3aBMCK OT CTeMNeHTa Ha WHTOKCWKaUWsl M Ce XapaKTepusupa rraBHo C
kapguosackyriapum W LHC-cumntomu. [pefosmpadHeto MOXEe Ja A0BESEe A0 Texka
XUrioteHsusn, Opagukapausi, [MpemMuWHasalla B CNWpaHe Ha CbpUETo, CbhpAeuHa
HEAOCTATBYHOCT W KapaunoreHex Wok. Apyri Nposen Ha npejo3snupaHeTo Morar Aa BKFIo4BaT
3aTpyAHeHUs Ha AULLEHETO, BPOHXOCNa3bM, MOBpBLLULAHE, 3aMbITISBAHE Ha Cb3HaHUETO U B
pefky cryJvay reHepanusvpaHu npunagbuy.

0) IlesseHne Ha MHTOKCUKaUUATa

B criyyauTe Ha npegosupaHe unM onacHo NajaHe Ha YecToTata Ha nynca U /Mnn KpbBHOTO
HansiraHe, ne4yeHWeTo ¢ MeTonporsior Tpsibaa Aa ce NpexkbLeHe.

Hapea ¢ obwmre mepku, KOWTO ce B3€MaT B Ha4yarioTo 3a OTCTPaHABaHe Ha NeKapcTBOTO,
TpAbBa ce criefAT XW3HeHWTe Oeries M ako € HeobXoAVMO, Aa ce KOpurvpar 4pes
WHTEH3UBHW rpwkn. Morat Aa ce U3nomnsear CrefHuTe aHTUaOoTI:

Amponuu: 0.5-2 mr nop chopmarta Ha nHTpaseHoseH 6osyc.
FmokazohR; MNepeoHadanto 1-10 Mr MHTPaseHo3Ho,
crieq ToBa 2-25 mMrfuac 4pes npogbimKUTENnHa
MHy3ns.

CumnaTtommMeTun B 3aBMCUMOCT OT TENECHOTO TErTOo K ASACTBUETO: goHamMuH, 5obyTamMmH,
n3onpeHanns, opLUNPeHanyH Unmn agpeHarnuH.

YcToumea Dpagnkapans U3nckea BPEMEHHO FieYeHUe CbC CbPAEUEH NENCMERKBD.

Mpw ©polxocniasbm TpsOBa fJa ce HasHadarT Geta-2 aroHWCTW MHXanauuoHHO  (vnn
WHTPaBEHO3HO aKo aepPo30sibT & HeedeKTUBEH), UNK UHTPEBEHO3HO aMUHOMNIKH.

3a neuyeHve Ha reHepanMaMpaHuTe NpUNagbuM Cce MpPEnopbyYBa HasHadvaesaHe GasHO
WHTPEBEHO3HO Ha gnasenam.

5. PapMaKonorMiHy CEoMCTEa

5.1. ®apmakonmHamM4yHy CBONCTBA



Meronpononet e cnab 6Griokep’ Ha nunodunHute DeTa-agpeHeprvyHK peuenTopu c
OTHOCUTENHA CEMNEKTUBHOCT KbM Beta-1 pelenTopurte, -NokanMsmupaiy rasHo B CbpAedHnd
Myckyn (kapAmocenekTvBHOCT). TOM HsiM& ChLUECTBEHa CUMMaTOMUMETUNYHA aKTUBHOCT, &
camo cnaba membpaHo-crabunnanpaya axkTnsHocCT. Karo yHKLMS Ha CUMNATUKOBUS TOHYC,
METONPOOITLT HamarnsBa CbpPAeYHUA PUTBM M CbPASYHWUS KOHTPaKTUIMTET, CKOpOCTTa Ha
nipoBexaaHe Ha AV-UMNyncy 1 akTMBHOCTTE Ha nfasmMeHus peHuH. MeTonposionsT Moxe Aa
TIOBULLA MN@BHO MYCKYNHWS TOHYC upe3 umHxubupaHe Ha OetaZ-pelieritopute. Tesu My
AelicTens  3a0aBaT nNPOBEXAAHETO HA CbpAEYHMTE  WUMMYNCW, Mo-CneuuanHo B
aTPNOBEHTPUKYNEPHUS Bbh3en WM MOHWKABAT ChHPASYHUS PUTBM W cunaTta Ha cbppaeqHata
KOHTPaKkuusi, KOETO Hawmansea pabotata Ha cbpueto. [lpym npogbrmxkuTenHa Tepanus
nepudepHoTO CBLNPOTUBIIEHNE OOMKHOBEHO OCTaBa HEMPOMEHEHO UK Hamarnsasa.

5.2. ®apMaKoKMHeTUKa

Cnep opanHo npueMaHe METONPOMOSibT ce abcopbupa nout HanbnHo (NpubnusmuTenHo
95%) B cTOMaLIHO-YPEBHUS TpakT. Bb3 ocHosa Ha nogueptaHus first-pass metabormsbm
HeroBata oblWa HanuyHocT € camo okono 50%. Bpemeto Ha Hail-BMCOKa MnasveHa
KOHUeHTpauvs € 1,5-2 vaca.

B cBbpaaHo ¢ NpoTeMHMTE CBCTOSHKWE Ce HammpaT oKono12%, a OTHOCWTEFHOTO HMBO Ha
pasnpocripaHeHne e 5.6 n/kr.

MeTonponosibT ce MeTabonusmpa NnoyTk HarbiiHO B YepHus Apob. [Isa OT TPUTE Hal-BaKHW
meTabonuty nokasear cnab Gera-6riokupaly eekT, HO Te HAMAT KNMMHWYHO 3HadeHue. Tbi
Karo creneHta Ha owoTpaHcdopMauvs € HamaneHa Npu Lupo3a Ha 4epHus apod, npw
TakMsa nauveHTu fNasMeHnTe KOHUEHTpauuM Ha HenpOMEHEeHMs METONPORON uarnexgar
3aBULUEHW.

Oxono 95% o7 meTonporiona u HeropuTe MeTabonuTi ca enmMuHEMpaT ypes 6xbpeyute K
okono 10% oT ToBa KONM4YECTBO CE OTKPMBAT B YPUHATA KaT0 HERPOMEHEHO IeKapcTBo.
[MeprogbT Ha nony-erMMUHaUus e 3.5 vaca.

5.3. MNpepxnUHUYHK RaHHIK 33 68300acHOCT

a) Ocmpa mokcudHoc

Bux 7. 12 Mepku npu HewWwwacTHH criyvan, GUMITOMM U aHTUROTH.

6) XporuyHa moKcuqdHocm

WscnepsaHnsTa 3a XPOHUYHO OTPaBsHE BbPXY PA3MYHA XMBOTUHCKWA BMAOBE HE MokassaTr
AaHHY 338 TOKCHUYHU eIeKTH, CBBP3aHU C NEKapcTBoTo.

8) MymaeeHeH u mymoponpedussuksauy, nomeHyuasn

WacnegBaHusTa 3a KaHUEpPOreHHOCT Mpy MiTbXOBE M MULLKM HE MOK&3BaT JaHHW 33 Takosa
AENCTBUE Ha METONPONOf.

MyTareHHMAT nOTEeHUWan Ha Mervoriponona He e ©Oun uwacnegeaH 3aabridoueHo. B
npoBefeHUTe AOCera TeCTOBE HAMA flaHHW 3a TakoBa SelicTBue.

2) PenpodykimueHa moKCUYHOCT

WscrneasanusiTa nNpu ABa XUBOTUHCKK BUAE (NNBbXOBE W 33WHKM) He MOCOYBAT [AaHHM 3a
TepaToreHH CBONCTBA Ha meTonponona. ipu xopa Hama faHHKu ganu e 6esonacHo ga ce
M3MNOM3Ba JIGKApCTBOTC [Mpe3 NbpPBOTO WM BTOPOTO TpuMeceune OT BpemeHHocTTa.
MetonpononsT € 6un ynotpeGaBaH npe3 nocnepHuTe 3 meceta oT OpeMeHHOCTTa npu
okorno 100 gBovikM Mahika-fnere jocera W HEMa HUTO efHo ChoOilleHue 33 HeOHaTanHw
yBpexaaHms.

MacrnienBanmsaTa BbPXY XOpa ca NoKasanu AaHHW 3a HapyleHa nrnaueHTapHa nepdysus,
AbIpKalia ce Ha metonponon. [Npy paxgaHeTo cepyMHUTE KOHLEHTPauuWM Ha MEeTonporosn
npu maikarta u 6ebeto ca cxoaHu. KoHUeHTpauuaTa Ha MeTONPOnos B KbpMarta & okoro 3
MbTWM NO-BMCOKa OT CEPYMHATa KOHUeHTpauust Ha Markarta. [ipu KbpMmadka, npuemara
AHesHa fo3a 200 Mr MeTorporion, NpubnusntenHo 225 pr ce eKCKpeTupa B NUTBP KbpMa.

6. dapmaleBTUYHMU AaHHKN

6.1. CnucLK Ha NOMOWHKTE BelecTBa

Croscarmellose sodium, lactose monchydrate, polyvinylpyrrolidone, magnesium stearate,
colloidal anhydrous silica, talcum.

6.2. PU3IUKO-XUMUYHHIT HECHLBMEGTUMOCTH

He ca nseecthun

6.3. CpoK Ha rogHoOGT

CpOKBT Ha rOAHOCT € 4 roAuHU

Ja He ce uanonsea cref UsTYaHe Ha farTara, oThevaTala BbpXy onakoBkata.



6.4. CnenuuariHi yCcnoBua Ha CbXpaHeHue

fa ce cbxpanssa npn Temneparypa nog 25°C.

6.5. [laHHM 32 onakoBKaTa

OpuwrmHsanHa onakoeka no 20, 50 unu 100 TabneTku.

6.6, lpenoptku npu yriotpeda

Hama

7. iMe appec Ha npuTexaTtens Ha pa3peHuero 3a ynotpeda
STADA Arzneimittel AG,

Stadastrasse 2-18,

61118 Bad Vilbel,

Germany

tel: 0049 6101 6030

fax: 0049 6101 603259

8. PerncrpadoHeH HoOMep

960 0 262

9. Mata Ha paspelwraBaHe 3a ynorpeba Ha nekapcTBeHUs MPOAYKT
01.11.1996 .

10 Aara Ha akTyanu3auusi Ha TeKcTa

Anpun 1998 .



