1. HUME HA JIEKAPCTBEHMA TIPOAYKT

U3NLAHWUTENHA ATEHUUA NO JIEKAPGTBATA
PROMEROL 50 mg film-coated tablets Kpamka xapakmepucmuxa Ha npogyxma - TouAomente 1

IMTPOMEPOJI 50 mg ¢punmupanu tabnerxku o
PROMEROL 100 mg film-coated tablets Kbu Pea. Ne 76&/&72/5 ........ orersisererersrnaans

TTIPOMEPOIJI 100 mg dunmupany TabneTku
ed P Paspewenue Na 5,7?/3' ,_/3 1 03 2010

.........................

2. KAqECTBEH u KOJIH‘IECTBEH CBLCTAB OQO6P9HU9 N avtevrereessieisenonn, Serteearinarsrarasssesseans senee

Beska ¢punmupana TabneTka ChAbpxkKa aKTHBHO BEILIECTBO METONPOJIONOB TapTapart (metoprolol
tartrate) 50 mg unu 100 mg.

[TomolwHH BellecTBa: 1aKTO3a MOHOXHAPAT U APYTH.

3a MBbAHMSA CITUCHK HA MOMOLUHUTE BELIECTBA, BUXKTE TOUKA 6. 1.

3. JIEKAPCTBEHA ®OPMA

®unmupana rabnerka

Dunmupanyu mabnemxu 50 mg

Kpbrnu, 1BoHHOM3MBKHANN TabNETKH C AEIUTESHA YePTa U KPEMABOPO30B LIBAT.
Dunmupanu mabnemru 100 mg

Kpbrau, gBofiHon3nmbkHanu TabieTKu ¢ G5t UBAT.

4. K/IMHAYHU JAHHH
4.1 TepaneBTHYHH HOKAZAHUS

e  JleyeHue Ha apTepHaliHa XUNEPTOHUSA (KaTO MOHOTEpANHs WIH B CbUYETaHHE C APYTH
AHTUXHNEPTEH3UBHH CPENCTRA).

e  JledeHue Ha aHruHa NEKTOPHC.

Konrtpon Ha kaMepHaTa yecToTa Npu HaJKaMepHU apUTMHH.

IpoabmkHTENHO NeUeHu e cliell chpaedeH HHPapKT (MpoduiakTHKa Ha PELUIUBUTE).
TupeoTokcuko3a — KaTo JOMBIHUTEIHO CPEACTBO B KOMIUIEKCHATA Teparnusl.
Ipodunaxryka Ha MUTpeHa.

4.2 Jlo3MpOBKa H HAYHH HA NPHJIOKEHHE

Ipunara ce nepopaiHo, KaTo TabNETKUTE Ce MPUEMAT HECXbBKAHH, C JOCTATHYHO KOJIMYECTBO BOAA.
Heobxonumo e no3ara aa ce THTpHUpa B 3aBUCUMOCT OT HHAMBUIYATHUTE HY>KAH Ha MALMEHTa, KaTo Cce
3arno4Ba ¢ HUCKa 033, KOSTO MOCTENEHHO ce NOBHIaBa 0 MOCTUraHe Ha eexTHBHA GeTa-6i1okana
(cbpaeuna yecrora B noko# noa 60 ynapa/MuHyTa).

Bn3pacTan

AprepyanHa XuneproHus
Hauanuara no3a e 50 mg enHoxparHo gHeBHO. [Ipyn HegocTaThueH OTTOBOP A0O3aTa MOXe J1a Obae
nosuitena Ao 100 mg. Ilpu nosedero nauneHTH AHeBHA Ao3a oT 100-200 mg, paznenena Ha 2 npuema,
€ JI0CTaTb4Ha 3a IOCTHraHe Ha TepaneBTH4eH edekr. [Ipu reo6xoaumoct [Ipomepon Moxe ja ce
npuiara B KOMOMHALMA C JUYPETHLIH HIIH APYTH CPEICTBA, MOHMKABAIH KPBBHOTO HajIsraHe.
AHruHa nexTopuc :
Hauanuara a03a € 50 mg OHCBHO. HpPI HCO6XO£(PIMOCT Aao3ara MOXKEe INMOCTCNCHHO Ja Ce I'IOBHLHH IIO
100-200 mg nHeBHO, pa3aenieHo Ha 2 npHeMa. ‘-

CbpaeyHu apuTMUH




Hauansa nosa no 50 mg 2 nbty aueBHo. ITpy HEOGXOANMOCT 103aTa MOKE /ia C€ TIOBHILH Mpe3
CEIMUYHH MHTEPBAJTU JO JOCTUTaHE Ha TEPaNeBTHYEH e(EKT.

[MpodunakTuka Ha peLUANBH ciie MUOKapaeH HH(apKT

Hoprbpxawa no3a 100 mg 2 mbTH JHEBHO B NPOABIKEHHE Ha 3 Mecelia.

Tupeorokcukosza

IIpu Taxukapanu obu4aiinata n1o3a e o 50 mg 4 ety AHeBHO. [Ipu AOCTHraHe Ha eyTHpPeOHIEeH
CTaTycC [103aTa c€ HaMaJIsABa MOCTENEHHO.

Ipodunaxrrka Ha MUrpeHa

ITo 100-200 mg qHeBHO, CyTpHH | Beuep.

IHanuentn Hag 65-roaumna Bb3pacT

Kaxro n npu ocTaHanuTe nauMeHTH, 103aTa Ha METONPOJION TPAOBA Aa ce ONpeaes MHAUBHIYAIHO, C
OrJie/l Bb3MOXKHA MOsBA HA OpaMKapAds M 3HAYHTETHO MOHIKABAHE HA apTEPUAIHOTO HAJIATAHE.
Ipy naumeHTH € Tex)Ka YepHOAPOOHA JUCHYHKIMS MOXKeE N1a € HEOOXOAUMO MOHHKABAHE HA [03aTa.
Jena

[Mopaan HEAOCTATHYEH KIMHHYEH OIUT 32 €(PeKTHBHOCT M 0€30MaCHOCT METOIPOJION HE € MOAXOIAI
3a JIeYEeHHe Ha Jeua.

4.3 IlpornBomokazanus

CBpBXYyBCTBUTEIHOCT KbM aKTUBHOTO BEILECTBO HJIM HAKOE OT MOMOLUHHTE BELLECTRA;
AV-6n0k 11 - III crenes;

HexoHTponupaHa chpae4Ha HEAOCTATHYHOCT;

H3spazena Gpaaukapaus — myic noa 50 yaapa/MuH npeay 3anovBaHe Ha IEYEHHETO,
Cungpom Ha 60JIHUS CHHYCOB Bb3€,

Texxxu Hapywenus Ha neprdepHOTO KpbBoOOpaleHue;

KapauoreneH wok;

XUNOTOHHS;

Mera6onuTHa aunno3a;

Meronposon He ce npunara rnpy1 HHGAPKT Ha MUOKapAa, YCI0XHeH ¢ Opagukapavs,
AV-61noxk I crenen, cucronna xunotonus (< 100 mm Hg) w/unu texxka cwpaedHa
HEOCTaThb4HOCT.

4.4 Cnennajnn npeaynpe:kIeHusi H NpeaNa3HH MEPKH IpH ynoTpeda

e  HasnauaBaHeTo Ha [B-GJToKepH NPH MALIMEHTH C HeJleKyBaHa KOHI'€CTHBHA ChpAEYHA
HEJOCTAaThYHOCT € HEXKENATETHO NTOPaJH NOTEHUHANIEH PHCK OT MOHWKABAHE HA MUOKApIHHS
KOHTPaKTUJINTET.

e [lopaau orpuuarenen apoMorporneH edekt B-6nokepure, BISTIOUUTETHO U METOMPOJION, TpAOBa
Jia ce Ha3HauaBaT ¢ BHMMaHue npu AV-6s0k | crernen.

e  Meronposon TpsaGBa fa ce Ha3HAYaBa W3KIIOYHUTETHO BHUMATETHO NPY NAaMEHTH ChC
CTeHOKapaus Ha Prinzmetal. B Te3u ciy4au B-6okepure Morar na noBUILAT 6pos H BPEMETPACHETO
Ha aHTHHO3HUTE MPHUCTBIIH.

e Ilpu nosiea Ha cumntomaruua 6pagukapauns (mysc nog 50-55 ynapa/MuH) u neprdepHu
LIMPKYJIATOPHU HAapYLUEHHS MO BpEME Ha JIeUCHHE C METOMNPOIION € HEOOXOAMMO HaMaNaBaHe Ha
Jo3aTa.

e  B-6Gnmoxepu TpsAGBa na ce mpunaraT ¢ 0co0eHO BHUMaHHe MPH NalMeHTH ¢ 00CTPYKTHBHH
GenoapoGHH 3a60/1BaHN, BRIIPEKH 110-C1ab0 u3pasenust edekT BbpXy OenonpobHara QyHKUMS,
CBBP3aHO C TAXHATA KapAHOCENeKTUBHOCT. [IpH HEOOXOAUMOCT OT JIEUEHHE Ha TAKHUBA MALIMEHTH C
Metonpoon TpsbBa Ja ce NpeJnucBar B-aApeHepruyHy aroHucTH. JleueHueTo ¢ MeTonpoJion Tpsabea
Zla ce MPOBEX1a C BEIMOXKHO HaH-HHCKaTa 1033 —~ 200 mg, Thi KATO KAPANOCETEKTHBHOCTTA. GO ..
3ana3Ba MpH JHEBHU A03M, Herpepumasamu 200 mg. T
e  [Ilpu maumeHTH Che 3aXapeH quabeT aHTHAHAOEeTHOTO JieueHHe TpsIOBa 1a ce c1>o6pa3uf
JIEYEHHETO C METOMPOJION — MOTEHLMAIEH PUCK OT XHIOIIHKEMHUs TOPaay MOTHCKAHE: Ha
CHMITaTHKYCOBHTE (PYHKLIVH. o




*  Ilpn naunenty ¢ yBpenena uepHoapoGHa hyHKLKs € HEOGXONHMMO KOPHIHPaHe Ha 103aTa nopaau
MeTabOoTM3NPAHETO HA METOTIPOJION B YEPHHS APOG.

e  Ilpu naumenTu c peoxpoMOLMTOM METONpPOION TPAGBA A Ce MPHJIAra CaMo ChbBMECTHO C anda-
afipeHepruyeH 6okep.

®  p-Gnokepute Morar 1a MacKMpaT HAKOM KIMHUYHH NPU3HALIA HA THPEOTOKCHMKO34, TIOPaf KOETO
METONpOsION TpsOBa fa ce Ha3HaYaBa C BHUMaHMe NPH MAUMEHTH ChC ChbMHEHHUE 32 THPEOTOKCHKO3a,
KaTo € HeOOX0AMMO MOHHTOPHPAHE Ha THPEOHMHATA U ChbPACYHA (YHKLIMH IIPU TAX.

e  Ilo Bb3MOXKHOCT TpabBa Na ce M30sArBa Ha3HaYaBaHe Ha B-GIOKEPH MPHU NALMEHTH C TIOBULIEH
PHCK KbM pa3BHTHE HA aHaQUIAKTHYHM PEaKLMH, Thif KaTO Te NPOTHYAT OCOBEHO TEKKO TPH
TIALMEHTH Ha JiedeHue ¢ B-6okepH. ITpu TakuBa nauueHTy ce HaGMOAaBa PE3UCTEHTHOCT KbM
HOPMaJIH{ 031 a[ipeHaHH.

e  Ilpu onepaTvBHH HHTEPBEHLIMH, NPOBEXKAHH Ha (OHA HA JIeYeHHUE C P-GIOKePH, BIITIOYHTENHO U
MeTOnpoon, € HeobxoauMo na ce u3bepe o6LL AHECTETUK ¢ HAM-HUCHK BH3MOXKEH OTPHLATENICH
HHOTpPOMNEH eeKT (XaJ0TaH/a30TeH OKCU).

¢  [lpu nauxenTH ¢ JaHHH 3a ncopuasuc B-Grokepy TpaGBa Aa ce MPUIAraT caMo CJie BHUMATE/HA
NPELEHKa Ha CbOTHOILEHHUETO [10J13a/PUCK.

e [lo Bpeme Ha JieueHHE ¢ METONPOJIOJ MALUMEHTHTE TPAOBA Ia ce HabIIOABAT BHUMATEIHO 3a
NOTEHUMAIHH HeXEeNaHK O4YHH peakumu. IIpu nossa Ha cyxoTa B ouMTe ¢ uin Ge3 KOXHHE 0OpUBU
(OKyJIyMyKOKYTaHEO3€H CHHAPOM) € HeOOXOQMMO IPEKbCBAHE HA JICYEHHETO.

®  Ps3ko npekpatssaHe Ha TepanusATa ¢ B-Gnokepu TpsGBa Aa ce u3barsa, 0co6EHO MPH NALMEHTH C
HCXeMU4Ha 6onecT Ha cbpleTo. JIeYeHHETO ¢ METONPOION Ce NPEKHCBA NOCTENEHHO 3a MEPHOJ Hajl
10 aHu, kaTo npe3 nocaeAHUTe 6 NHU ce Mpuema 103a ot 25 mg. [To BpeMe Ha HaMassBaHe Ha [03aTa
nauueHTta Tpsadea aa 6bae noj HaboAeHHE,

* TIlo Bpeme Ha leyeHHE ¢ METONPOJIOJ TEPANEBTHYHHMAT OTTOBOP KbM aapeHaIMH Moe Ja Oble
HaMmaJjieH B I03H, KOUTO HOPMaJIHO C€ YIIOTPeOBAaT 3a JieUeHHE Ha alleprU4HH peakuud. Makap u
MaJIKO BEPOATHO, MPUIAraHeTO Ha a[ipEHAIIHMH NIPY MALMEeHTH Ha JieueHue ¢ B-61oKkepH € Bb3MOXHO Ja
JloBeJie 10 MOBUIIABAHE HAa APTEPHATTHOTO HaJIAraHe u OpaauKapaus.

e  JlexapCTBEHUAT NPOAYKT ChAbPKA J1aKTO3a. [atHeHTH ¢ peaKy HACNEACTBEHH NPOGIeMH Ha
rajakTo3Ha HeMOHOCHMOCT, Lapp nakTa3zeH JehHLMT WIH ITIFOKO30-TaTaKTO3Ha ManaGcopOius He
Tps6Ba 1a MpHeMaT TOBa JISKApCTBO.

4.5 BsammopgeiicTBHe ¢ APYTH JIeKAPCTBEHH NPOAYKTH H APYru GopMH HA B3auMoIeiicTBHe

e Ilpu enHoBpeMeHHO NMPHIOKEHHE HA METONPOJION C JPYTH AHTHXHUIIEPTEH3UBHH JIEKAPCTBEHH
NPOIYKTH Ce HabrolaBa CHHEPTU3bM 10 OTHOLIEHME Ha apTepHAITHOTO Hansrase. KoM6uHupano
JISYEHHE OT TO3U THIT YECTO Ce MpPHUJIara ¢ orjie]] Mo-a06sp KOHTPO Ha aPTEPUATTHOTO HaNSraHe, HO €
HeoOX0AMMO TO Ja ce MPOBEX A MO KOHTPOJ MOPaJy Bb3MOXHA MOSABA HA XHUITOTOHHS.

e Ilopanu BAMSAHHETO Ha METOMPOJION BBPXY MEepUdEPHOTO KPHBOOOpaLieHHE € HEOOXOAUMO C
oco6eHo BHHMaHHE Jia Ce NpUIIara ¢ JIEKapcTBEHH MPOLYKTH, KOMTO MOTAT /1A Mpeau3BHKAT

nepudepeH Ch0B Cna3bM (EproTaMuH).

e  [lauveHTH Ha leyeHHEe C raHITHOOIOKEPH HITH OpyrH P-Onokepr (BKITIOYUTENHO KAMKH 32 O4H)
Tpa6Ba na Gbaar noa HabsoaeHue.

e  Meronponon He TpsAdBa ga ce npuiara eAHoBpeMeHHO ¢ MAO-A unxuburopu. [1pu

€IHOBpeMeHHO npHiokeHre ¢ MAO-B unxuburopu e Heo6xoAUMO 0cOOEHO BHUMaHHE U

HpOCEasBaHE HA NalHeHTa.

e [Ipu eaHoBpeMeHHa ynoTpeba Ha METONPONO U KaJIUMEBH aHTarOHUCTH, KaTo BepanaMul i
JUNTHA3EM, CE M3MCKBA BHUMATEIHO HaOIIOAEHHE Ha MALIMEHTHTE MOpajy PUCK OT XHUITOTOHUS H
6panvkapans. MHTpaBeHO3HOTO NPUIIOKEHHE HA KATLMEBH aHTarOHHUCTH, KaTO BepanaMuil 1

IOWIITHA3€M, € MPOTHBOMOKA3aHO MPH MALHEHTH, KOHTO Ca Ha JICYeHHE C METOIPOJION MOPajax PUCK OT
CBpAEYEH apecT (OCBEH NMPH HHTEH3WBHH ClTy4an). e .
e  Ilpu enHOBpPEMEHHO NPHIIOXKEHHE Ha METOMPOION C aMHOAAPOH, MponadeHOH K Apyriy




®  Meronponon aHTaroHusupa Pi-edekra Ha CUMNATHKOMUMETHYHHTE JIEKapCTBEHH NPOAYKTH, HO
BJIMse no-ciabo Ha OpoHXoaUIaTATOPHUS edeKT Ha P,-aroHUCTUTE B OGHUANHUTE TEpPaneBTHYHH
JIO3H.

*  llpu nauueHTH cbe 3axapeH 1MaGeT Ha JIeUeHUe C MHCY/IUH 1 NIepOPaHA aHTHAHAGETHY
NIEKapCTBa, MPUIATraHeTo Ha B-6I0Kkep MoXe 1a NOBEAE [0 3aCH/IBAHE HA XHITOTIMKEMHYHHS My
eQexT, Py KOETO CHMNTOMMTE Ha XHIIOMIHKEMHUS (0COGEHO TAXHKAPAMS U TPEMOp) MOTAT J1a ca
MacKHpPaHH.

e Ilpu enHoBpeMeHHO NpUIIOXKEHHE C HHAOMETALIMH H APYTH JIEKAPCTBEHH MPOLYKTH, HHXHOHTOPH
Ha NpoCTaraaHavHOBaTa CHHTE3a, aHTHXUNEPTEH3HBHUA €(eKT Ha METOIPOJION MOXKe Ja Gbie
HaMaJieH.

*  EnxoBpemeHHOTO mpunarale Ha METONPOIION CbC CHPAEUHH IITFOKO3MIM, PE3EPIIHH, HUTPATH,
KJIOHUIIMH MOBULIABA PUCKA OT Pa3BUTHE HA apTepUaiHa XHIOTOHHs, Gpaqukapaus, AV-6110k.
BB3MOXHO € ycunBaHe Ha OTpULIATE/IHHS HHOTPOTIEH eeKT B TE3H CyYau.

* Ilpu nauneHTH Ha NeueHHe C KIIOHHIMH U METOTIPOJION € Bh3MOYKHO EKCLIECUBHO MOBHILABAHE HA
apTepPHAIHOTO HaJIiraHe NpPH BHE3AIIHO NIPEKpaTsIBaHe Ha NpHeMa Ha KIOHUIHH. JleueHueTo ¢
KJIOHHIMH TPsiOBa 1a Ce NPEYCTaHOBH, CAMO aKO MPHIIOKEHHETO HA METOTIPONION € IPEKPATEHO
HAKOJIKO JTHH T10-PaHo.

®  EH3MMHM HHIYKTOpH, KaTO pHhaMITHIMH, MOXe Aa MOHWXKAT MIa3MeHaTa KOHLEHTpaLWus Ha
METOIPOJIOI.

e  Jlekapcrsa, unxuburopu Ha CYP2D6 kato: (yoKceTHH, TapOKCETHH HIIH 6ynponuoH,
THOPHAA3UH, XMHUJIMH, PUTOHABHP, AM(EHXUIPAMUH, XHAPOKCHXIOPOKBHH, XHHHH, TepOHHADUH,
LIMMETH/IMH, EPOPAITHH KOHTPALCTITUBK MOXKE J1a MOBULIAT [U1a3MEHaTa KOHUEHTPalua Ha
METOIPOJIOJ MPU €AHOBPEMEHHO NPUIIOKEHHME.

®  AJIKOXONBT HamMasABa eTMMHHHPAHETO Ha METOMPOJION.

®  Mertonposon MoXe ia HAPYLIH H3TBYBAHETO HA IMAOKAUH MPH €IHOBPEMEHHATA UM YIOTpeGa.

4.6 BpeMeHHOCT H KbpMEHe

Bpemennoct
Ipn 6pemennoct (ocobeno B | TPUMECTBP) METOTIPOJIOJ CE Ha3HAYABA CaMO [IPH CTPOTH [TOKa3aHHA,

KOraTo O4YaKBaHHWs TePaneBTHYEH €(EKT HaXBHILABA MOTEHLHMATHUS PUCK. AKO € HEOOXOAUMO
MPOBEXNAHE Ha IEYEHHE C METONPOITO, TO TpAbBa fa 6bae npekpareHo 48-72 vaca npeau
TNJIaHHPAHOTO paXKaaHe. AKO TOBA HE € Bb3MOXKHO, HOBOPOAEHHTE TPsiGBa BHUMATENIHO Aa 6baat
npocienasanu nepeuTe 48-72 vaca cien pakIaHeTo.

Krpmene

Meronponon ce nanbusa ¢ kppMaTa. YnorpeGara Ha METONPOION HE Ce MPENOPbYBa B NIEPOAA HA
KBbPMEHE.

4.7 EdexTn pbpXy cnioco6HOCTTa 32 mwodupane u padora ¢ MAIMMHA

ITIpomepon moxe na npeU3BHKa 3aMasHOCT, yMOPa, HAPYIIEHUS B 3PEHUETO, CHHIMBOCT, OCOGEHO B
HayajIoTO Ha JICYSHHETO M MPH MOBHIIABAHE HA A03aTa, KOETO U3UCKBa BHHMATETHOTO My TpUJlaraHe
npH WohbOPpH U ONIEPATOPH HA MALUKHH MPH TOYHA OLEHKA Ha 0/13a/PUCK.

4.8 Hexelanu JeKapCTBEHH PeaKIHH

Hexenahure nekapcTBeHu peakLM ca OMHCAHH [10-107Ty, KIaCHDULIMPaHH N0 OPraHU U CHCTEMH H 110
YecToTa. Hexenanure peakiMu ce K1aCHULUMPAT 0 YECTOTA 10 CIEAHMS HAYHH: MHOT'O YeCTH (>
1/10), yecTu (= 1/100 u <1/10), Heuectu (= 1/1 000 u <1/100), peaxu (= 1/10 000 u <1/1 000), MHOIO
penxu (<1/10 000) 1 ¢ Hen3BecTHa YecToTa (OT HATMYHUTE JJAHHU HE MOXeE J1a Obae HampaBeHa
OLIEHKA). e
Meronponon oGukHoBEHO ce noHacs no6pe. HexxenaHure nekapcTBEHY PEaKiMH, KaTo npaBuo, .
Morar Jia ce Ha0JII0AaBaT B HAYAJIOTO HAa Kypca Ha JIeUeHHe WIH Py NpHIaraHde Ha NPOXYKTA BBB
BHCOKH JIO3H. : 5




Br3moxuuTe HexxenaHn peakuun npu [IPUIIOKEHHE Ha METOMPOJION Ca CJEIHHMTE:

Hscnensanus: MHOro peiki — MOBHIIABAHE HA TEIECHOTO TEIJIO, MPOMSHA B CEPYMHUTE
TPaHCaMHHA3H.

ChbpAe4HY HAPYIIEHHS: YECTH — CUMIITOMATHYHA Opaaukapius; HeuecTH — HapyLIeHHe Ha aTpuo-
BEHTPHKY1apHaTa NPOBOANMOCT; PE/IKU — APUTMHH, NATUTALHH, o6ocTpsiHe Ha chpaeyHa
HE0CTaTBYHOCT; MHOT'O PEKH — NPEKOPANATHH GOJIKH.

Hapywenus Ha kppBra u tumbHata crctema: Muoro PeaKH — TpOMOOLIMTONIEHHS.

Hapywenus Ha HepBHaTa cicTeMa: yecTH — 3aMasHOCT, NIaBOOOJINE; PEAKH — MAPeCTe3HH,
HapylIeHUC Ha KOHLICHTPALMATA, COMHOJEHTHOCT WK He3ChHuUe.

Hapywenus ua ounre: muoro pemxu — HapyHICHHS B 3pEHHETO, HAMAJIEHO ChII300TAENSHE (TOBA
Tpa6Ba N1a ce UMa NpeaBMI, aKO Ce HOCHT KOHTAKTHH JICLUM) H/HTH KOHIOHKTHBHT.

Hapywenus Ha yxoto u naGupunra; Muoro peKy — 1yM B yLIMTE; NPH AO3H, IPEBHLIABALLM
NpPETIOpBYAHMTE — HAPYIIEHHUS B ClTyXa.

Pecnnpatophu, rpbauy u MenMacTHHATIHKM HAPYIIEHNS: YeCTH — 3alyX NPH yCUITHE, PEIKH —
GponxocnaseM (koiTo Moske Aa ce HaboaaBa TpH nauyeHTy 6e3 npeaxoxaauy o6cTpyKTHBHHI
3abonssanus Ha Genute APoGOBE); MHOTO PEIKH — PUHMTH.

CTOMAaWHO-YPEBHY HADYIEHHS: YECTH — rafieHe, NOBpBLIaHE, KOpeMHa 60/IKa; PEAKH — AHAPHS HITH
KOHCTHNAUKS, MHOrO PEIKHM — CyXOTa B YCTATA; C HEM3BECTHA YECTOTA — perponepuroneanta ¢putposa
(BpBb3kaTa ¢ ynorpeGara Ha METOMPOJION HE € NOKA3aHa Che CHTYPHOCT).

Hapywienus Ha koxara v nosixoxHara Thkas: PEAKH — KOXXHH OOPHBH (yPTHKApPHS, ICOPUA30ONON0GHH
M AMCTPOGHYHH KOXKHH JIE3HH); MHOTO PEIKH — hoToyyBCTBUTENHOCT, MOBHIIEHO MOTOOTAENAHE,
ajioneuusi, 060CTpsiHe Ha NCOPHA3HC.

Hapyiienus Ha MycKy/THO-CKeNeTHATA CHCTEMA H CheTHHUTEIHATA THKAK: PeNKH — MYCKYJTHH
KPaMITH; MHOTO peIKH — apTPHUTH.

CB0BH HapyIIIeHHs: YECTH — OPTOCTATHYHA XHIIOTOHHS (MOHAKOTa M CHHKOIT); PEAKH — OTOLH,
060CTpsHe Ha OMIaKBAHMATA NPH MAUUEHTH C nepudepHH pa3cTPOCTBA Ha KPbBOOGPALIEHHETO
(BKJIIOUHMTENHO ChC CHHAPOM Ha Raynaud); MHOTO PEAKH — raHTpeHa MPH NMALMEHTH C Mpe X0k AN
TEXKH NePUPEPHU LIMPKYJIATOPHU HAPYLICHHS.

O6wu HapyueHns 1 eekTH Ha MACTOTO HA IIPHIOKEHHE: YECTH — yMopa.

XenatoOunMapHy HAPYUICHHS: C HEM3BECTHA YECTOTA — XEMATHTH.

Hapywenns Ha penpoaykTuBHaTa cucTEMa: MHOTO PEAKH — HAPYUIEHU HA THOUI0TO H
TIOTEHTHOCTTA; € HEH3BECTHA YECTOTA - Peyronie’s disease (Bpb3kara ¢ ynorpebara Ha METOMNPOIION HE
€ I0Ka3aHa CbC CUTYPHOCT).

Hcuxu4Hy HAYIIEHUA: PEAKH — AeNpPecHs, KOMMAPH; MHOTO PEIKH —~ JIMYHOCTHU HapyIIEHUS
(POMEHITHBO HACTPOEHHE, IPEXOIHA AMHE3HS ), XANFOLMHALIMN,

IocTMapkeTHHIOB epron

Cnennnre HexenaHH JieKapcTBEHH peakLiy ca chobIIaBaHy 3a METOMNpOJIO cel 0no0peHue 3a
ynotrpeba: CbCTOSHHE Ha OGBPKAHOCT, NOBHLIABAHE HA TPUIITHLEPUANTE, NOHWKABAHE HA
JMponporenHuTe ¢ Hucka mrsTHoeT (HDL). Trit kato Te3u choblieHus ca oT nomynauys ¢
HEYCTaHOBeH Opoi U ca 0GEKT Ha pa3snUYHM ChITBTCTBALIH ¢axTopH, He € BB3MOXKHO AOCTOBEPHO
onpejelsHe Ha YecToTaTa.

4.9 TIlpego3upane

Cumnromu

Havanuute cumnromu Ha npenosnpate ce nossssar ot 20 MHHYTH 10 2 Yaca ciies NpHEMaHe Ha
METOMNPOJIO.

OcHoBHUTe CHMITOMH ca OT CTpaHa Ha ChbpaeYHO-ChaoBaTa 1 LIHC ccTeMa: XUNoToHH,
Opanukapaus, CTHraima 10 ChpAeUeH apecT, ChPAeYHA HEOCTATBUHOCT K KapIMOreHeH LIOK,
Bb3moxkHu ca saTpynHeHns B nuIIaHETo, GPOHXOCTIA3bM, HAPYLICHHS B Ch3HAHKMETO, MTOHIKOra
TeHEPATM3HPaHH I'bPUOBE. ~
Jleuenue .
CumnromatiuHo feyenne. HeOGXOMMMO e MOHUTOPHpaHE Ha KM3HEHHUTE TOKA3ATEIH 1 npu
HEOOXOAMMOCT CE KOPHTHPAT B YC/IOBHATA Ha HHTEH3MBHH OTIE/TCHUS.. Ipu Gpapuxapamsn. - =
HapyUICHHs B NPOBOAMMOCTTA € IOKA3aHO HHTPABEHO3HO GONLYCHO BBBEXIAHE HA ATPONUH Baosa., .




0,5-2 mg u/unu nocrassiHe Ha BpeMeHeH nekicmeikbp. [lpu pe3uctenTHa XMNIOTOHKS U ChpEHHA
HEN0CTaTLYHOCT C€ NpUiara NIIOKaroH HHTPaBeHO3HO B HaYasIHa fo3a 1-10 mg, nocneasana ot 103a
2-2,5 mg/h noa popma Ha NpoaBIKUTENHA KanenHa uHysus. [Ipy reHepanusupany rbpyoBe ce
npenopsusa 6aBHO HHTPABEHO3HO MpPUIAraHe Ha AUa3enaM.

5. ®APMAKOJIOTAYHY CBOMCTBA
S.1 dapmakoanHamMHU4YHH CBOiicTBa
®apmakoTepanesTuuHa rpyna: Kapanocenexrusuu B-6okepn, ATC kox: CO7AB02

Meronponon e kapavocenekrusen B-Giokep 63 BETpeLIHA CHMIIATUKOMUMETHYHA aKTHBHOCT H ChC
cnabo u3paseHo memOGpaHocTabHIM3KpaLo AeficTue. OKa3Ba AHTHXHIEPTEH3NBHO, AHTHAHTUHAIHO 1
aHTHapUTMU4HO NeHcTBHe. [ToHnkaBa chkpaTUMOCTTa M BE30GYAMMOCTTa Ha MHOKAP/1a, OHIKABa
MMHYTHHS CbpJeUeH 00eM U HamalsiBa NOTPEGHOCTHTE Ha MMOKapAa OT Kuc1opo. [ToHmkasa
HECTOTATa U KOHTPAKTHIIMTETA Ha ChPLIETO, CKOpOCcTTa Ha AV-npoBoanumoctTa. [1pu npunarase B
CPEIHH TEpaneBTUHU 034 OKa3Ba M0-C/1a00 N3paseHo BAMIHME BBpXY IaJKaTa MycKy/laTypa Ha
GpouxuTe H nepudepHUTE apTEpUH B CPaBHEHHE ¢ HeceNeKTHBHUTE P-Giokepy. [IpuTexasa
AHTUMUIPEHO3HA AKTHUBHOCT.

5.2 ®apmaxkokuHeTHUMH cBOlicTBa

Pesop6uns: Meronponon 6bp30 1 noutn meiuo (okoso 95%) ce pesopbupa B CTOMALIHO-YPEBHHA
TPaKT. MakcumanHa npasmeHa KOHLeHTpauus ce goctura cieq 1,5 - 2 h. Benencteue Ha MHTeH3MBEH
4epHOAPOGEH first-past MeTaboNM3bM GHOHATMYHOCTTA € 0KkoNo 50%. BHOHANMYHOCTTA Ce NOBUILABA,
aKO METONPOJIO Ce NpHeMa ¢ XpaHa.

Paznpenenenne: C nnasmennte npoteunu ce cBbp3Ba 10 10%. OGeMbT Ha pasnpe/eseHue € 5,5 I/kg.
MeraGoan3bm: MeTonposios NOYTH HAITBIHO ce MeTabOM3UPa B YePHUS APOG, IPETHMHO qpe3
UTOXpoM Pyso uzoensum 2D6 (CYP 2D6). Jlsa ot Tpute ocHOBHM MeTabomuTa nokasear cnabu Gera-
Omokupaiiy CBOHCTBA, KOUTO HE Ca OT KJIMHHYHO 3HAYCHHE.

Excxpennsi: MeTonposion u Herosute MeTaGoINTH Ce ENMMUHUPAT OCHOBHO upe3 Gu0permTe (10
95%). Bpeme Ha nonyxusor — 3,5 uaca.

5.3 Hpeakaannuuu nauun 3a 6e3onacHocT

TokcuuHOCT NP NPOABIKUTEIEH IPHEM

Wscnepsanusara Ha XpOHMYHA TOKCHYHOCT BBPXY Pa3HuHU BUAOBE )KHBOTHH He TIOKa3BaT JaHHH 32
TOKCHYHH €(EKTH, MPeTU3BUKAHHN OT METOIPOJIOI.

PenponyKTHBHA TOKCHYHOCT

Tokcukonoruunu npoyusaHys NpH MUIIKH, [UTBXOBE U 3alLM HE MOKA3BAT JAHHH 32 TEPATOrEHHOCT.
HsMa nanuv 3a BiowaBane Ha epTHIMTETA NIPH IUTHXOBE B OPATHH 103 Han 500 mg/kg.

Jlunceat naHHM 3a KapUMHOTEHeH e(beKT B OMUTH [PH MUIIKH H [LUTEXOBE, TPETHPAHH C METOMPOJION
21-24 meceua ¢ go3u 800 mg/kg.

6. PAPMAIIEBTUYHHN JAHHU

6.1 Cunucbk Ha NOMOIIHHUTE BellleCTBA

JlakTo3a MOHOXMAPAT, MUKPOKPHCTAITHA LIE/Ty/1038, MATHE3UER CTEAPAT, [IOBHIOH, KpOcKapMeénesd -
HaTpHii; CHNHLMEB JMOKCU], KONIOUIeH Ge3BO/IEH; TANIK; MONMBUHU/IOB aJIKOXOJM, YaCTHYHO *

XUAPOAH3HpaH; makporoma, E171, E172, .-

6.2 HecbBMecTHMOCTH




He ca ycranosenu.

6.3 Cpok na rogaocr

3 roauHu.

6.4 Croeunajsnu ycjioBHs HA CbXpaHeHHe

,ZIa CC ChbXpaHfABa B OpMIrHHaJIHATA OMNAKOBKA, HA 3alIUTEHO OT CBETIMHA MACTO, IPH TEMIIEpATypa MOx
25°C.

6.5 JlaHHM 32 OAKOBKaT2

10 dunmupanu tabnetku or 50 mg B 6uctep ot PVC/anyMunneso dbonwo. ITo 3 wiu 5 6aucrepa B
KapTOHEHA KyTHs, 3a€HO C JIHCTOBKA.

10 dunmupanu Tabnerkn or 100 mg B 6nuctep or PVC/anymunueso ¢onuo. ITo 2 nnu 3 Gauctepa B
KapTOHEHA KyTH$, 3a€JHO C JIUCTOBKA.

6.6 Cuenuannu npeana3nu MEpKH NPH H3XBBLPJISIHE H paboTa

Hsama cneunaniu u3uckBaHus.

7. NPUTEXATEJ HA PABPEHIEHHUETO 3A YIIOTPEBA
CODAPMA A1

ya. Mnuencko woce 16, 1220 Codus, Boarapus

8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

9. IATA HA ITBPBO PA3PEITIABAHE/TIOJHOBSIBAHE HA PASPEHNIEHUETO 3A
YIIOTPEBGA

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA
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