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OROBPEH
Nudopmanus 3a ynorpeba [ATA 04 98,96

Mouasn, npeau j2a 3aH09HeTe A2 YHOTPebaBaTe JIeKAPCTBEHH ! NPOAYKT, NPOYETETE BHHMATEIHO

BHGOPMALHITA 32 YHOTPeDA, Thif KaTO TA ChbPa BaKAA HHGopManus 3a Bac.

- 3amazeTe Tasy JHCTOBKa. Moxe GH MO-KBCHO HIE NOXENAETe Ja 1 IPOUeTeTe OTHOBO.,

- B cmyuaii, e WMare JOIBIHUTENHN BBIPOCH, Mons o0BpHETe ce KbM Barmus nexap Win
(hapmanesT.

- To3u nekapcTBEH MPOXYKT € Ipe/HcaH AuYHO 3a Bac 1 He Tpabea xa ro npenasare/
npeoTCTRIBaTe Ha TpeTH inua. Toll Moxe la NPHYMHHK Bpe/ia Ha APYTH X0pa, HE3aBHCAMO e
T& UMAT ChIATa KapTHHA Ha 3abonasaneTo karo Bac, )

Hudopmanuara 3a ynorpeba CpIbpika:

1. Kakeo npenctaBisisa Carvedigamma® 12,5 mg Filmtabletten 1 8 KaxBy cITydau ce gno*rpe6ﬂaa?

2. Kakeo Tps6Ba fa BMaTe TIpef BH NpeH Xa 3ancgHeTe npuema na Carvedigamma 12,5 mg
Filmtabletten?

3. Kak na npremare Carvedigamma® 12,5 mg Filmtabletten?

4, Kaxsu He)keNIaHH JeKAPCTREHH PEaKIHA ca BE3MOXKHH?

5 Kak Tpabpa Ja CEXpaHABaTeS Carvedigamma® 12,5 mg Filmtabletten?

Carvedigamma® 12,5 mg Filmtabletten
KapBe,I(HZMMQ® 12,5 mg duamrataerkn

INN: Carvedilol

AKTHBHO JelicTBaIIATa CHCTABKAXKE KapBeAHIIoN.
1 punmupana tabnerka ceAbpAxa 12,5 mg KapBeAuion.

TIoMompK BeniecTBA:

MBuKpOKpHCTATHA LIENYII03a, TAKTO36H MOHOXH/IPAT, KPOCIIOBH/OH, IOBH/IOH, BHCOKOTHCHEPCEH CHITHITHER
IBYOKHC, MATHEZHEB CTeapar, XUIpoMenosa, THTaHHeB ABYokHC (E 171), TpHeTHAIUTPAT, MAKPOTrOlL,
MOITHAEKCTPOo3a.

Carvedigamma® 12,5 mg Filmtabletten ce npennara s Tpy onakobk ¢ rio 30, 50 u 100 TabneTxn.

1. Kaxgo npencraBisBa Carvedigamma® 12,5 mg Filmtabletten B B KAKBH CJIy4aH ce

ynorpedsisa?

Carvedigamma® 12.5 mg Filmtabletten nprnamnesns KeM rpynaTa Ha HeceNneKTHBHHTE OeTa- u anda-1-
peltenTopay GlIOKEepH.

1.2, IlputekaTen Ha perycTpanyaTa

Woerwag Pharma GmbH&Co KG

Calwer Str.7

71034 Boeblingen

Tel.:07031/6204-0

Fax:07031/6204-27

e-mail: info{@woerwagpharma

IlpousBenexa ot:
Mauermann-Arzneimittel Franz Mauermann OHG

Heinrich-Knote-Strasse 2, 82343 Poecking
Germany

Artesan Pharma GmbH Co. KG




Wendland Str.1, 29439 Liichow
Germany

Specifar Pharmaceuticals
11 Venicelou st., 123 51 Athens
Greece

1.3. Carvedigamma® 12,5 meo Filmtabletien ce npunaraT npy:

- Ecennuannaa xuneptoHus (BUCOKO KPBBHO HalraHe 663 yCTaHOBUMA OPFaHMYHA IIPUYKHA)

- XpouuyHa craGHiIHa aHTHHA IIEKTOPYC (TOABSBAIO CE 4yBCTRO 33 CTATAHE B FHPAHUTE NPH HATOBAPBAHE)

- CBIIpOBOYIALIIO JIGHEeH e IIPH CPeIHO TEKKA A0 TeMKa cTabuiiHsHpana ChpAeTHa HexocTaTs4RoCT (cnaboct
Ha CHPRCYHHA MYCKYIT)

2. KakBo TpaGpa fa ¥MMate Ipex BUA Hpeiy Ja 3aI0YHeTe npreMa Ha Carvedigamma® 25

mg Filmtabletten?

2.1. Carvedigamma® 12,5 mg Filmtabletten se Tps6pa A2 ce Npunarar npu:
- CBPBXUYBCTBHTEIHOCT (AJIEPrus) KbM KapBeIHION WM KbM IIOMOLIHETE BeLIECTBA Ha Carvedigamma® 12,5
mg Filmtabletten;

- TEKKO ¥3pa3eHa CabocT Ha ChPASHHIA MycKy# (ChpaeyHa HepocraThuroct IV xinac no NYHA-
KnacH(pHKanHaTa 32 ChpAedHa HenocraThunocT cnopes New York Heart Association), 3a kosto e
HeoOXO0ANMO HHTPAREHO3HO HOBHIIABAHE MPOBOAMMOCTTA Ha ChPAGUHHS MycI(yJ'E.

- XpOHHYHA 00CTPYKTHBHA GOIecT ChC CTECHEHHE Ha Bpouxute (Bx. 2.2. " Cirydas npy KOMTO € HeobXoauMO
ocoGeHo BHHUMaHNE NpH NpHEM Ha Carvedrgamma 12,5 mg dunmvupan Tabnerkn);

- T&KKH CMYILIIGHHS Ha YepHORPOOHaTa QYHKIM.

- OpOHXHANIHA acTMA.

- CMyILEHMs B IPOBEXCEAHETO Ha BB30YIHITE CHIHAH B CHPLIETO MEXKIY NpeAchpAuaTa i kamepure (AV-
6ok or I unn Il cTenen);

- CYUTHO 326aBeH ChpAEUEH PUTHM (CHpAeYHa YecToTa <50 yapa 3a MHHYTa B ChCTOAHHE HA NOKOH);

- KapUOTE€HeH LIOK;

- CMHJPOM Ha CHHYCOBH: BB36] (CMYILICHHe Ha ChPISUHEA PHTHM BCICACTBHE CMyIlieHHe BBE (yHKIpATa Ha
CHHYCOBMS BB3e]], BKIIIOUMTEHO CMYIIEHHS B MPOBEKAAHETO Ha Bh30YyIHATE CHTHAH B CHPLIETO MEXKAY
CHHYCOBHA BBH3e]l H NpelchpauaTa [cuHyaTpuanes 6iok]);

- CHJIHO MIOHIDKEHO KPBBHO HalsArane (TeKKA XHUIIOTOHHS, CHCTONHYHO KPSBHO HalArane rox 85 mm Hg);

- HOMKHCEIBAHE HA KPEBTa (MeTaboNUTHA ana03a);

- AHI'HHA NIEKTOPHC, IOABSBANIA Ce B CHCTOSHEE Ha Nokoii (aHruna Ha TIpuHuMeran);

- HeJieKyBaH TyMOp Ha HanOr0peunaTa xule3a (eoxXpoMoLUTOM);

- TexkH nepudepHH CMYIIEHI B apTSPHAHUA KPBBOTOK;

- eAHOBPEMEHHO MHTPABEHOZHO JIeHEeHHE C BepanaMin WiH AHnTHaseM (Bxk 2.3, "B3auMOneHCTRrES C APYTH
JIeXapCTBEHK NPONYKTH" ).

2.2. OcoBero roasMo EHUMAaHKe npy Hpuem Ha Carvedigamig® 12,5 mg Filmtabletten e HeoSxomuMo &
CIIENHHUTE CITYYan

Vrazsanus, xoumo mpsabea Oa ce cvhHmo0asam HPU NAYUEHMY CbC CbPOLUHA HEOOCMambYHOCM
Carvedigamma® 12,5 mg Filmtabletten no npurHIMn TpAOBa Aa ce MPHIAra KaTO AONBIHEHHE KBM
muyperunyre, ACE-HHXuOHUTOPHTE, JUTHTAIHCOBHTE IIpENapatTy W/uid BasoRuIaTaropure. Tepanuara
TpAGBa /1a 3aNI0MHE e/]Ba TOraBa, KOraro Ha NanMenTa e HasHauena 0a3HcHa Tepans ¢pely ChpAeYHa
HENOCTaTBYHOCT OT NPE/H MOBeYe OT HeTHPH ceaMuL. IlanuenTuTe ¢ H3pa3ena cIabocT Ha ChpleuHHs
MycKyn (AekoMneHcaus) TpaOpa Aa 6bAaT cTaGHIKHPAaHK NPEY HAYaJIoTO Ha JiederHeTo. [launentHre ¢
TEKKA CHPASYHA HEIOCTATHYHOCT, COMECBH Ne(GHINT 1 XHIIOBOJIEMHS, TalIMEHTHTE B HANIPeHANA BE3PACT U
FIAIHEHTHTE C HUCKO 6a3uCHO KPHBHO HamsraHe TpaOsa fa 0pAaT HabmofaaHy B IPOJBDKEHHE HA OKOHG 2
yaca cfiefl IprieMa Ha MbPBaTa 1032 WIK NIPH NOBHIIABAaHE Ha A03HPOBKATA, THi KAaTO IpH TAX MOXKE Ja ce
IIOSBH CNaA B KPBBHOTO Halgraye (XMOOTOHHKA). IIpH XUIMOTOHKES, BCISACTBHE OT NPeKOMepHa Ba3oAHNaTaIRs
ce MBPBO Ce HAMAJLEBA 03372 Ha AUYpeTHKa. B caydJaii , e CHMITOMET He OT3BY4aBa MOKE /12 ¢e HaMallk
Ixo3arta Ha npennncanm ACE-umxuburop. B cnydaii, ye e HeoGX0IUMO MOXKe fia e OHIDKH J03aTa Ha
Carvedigamma® 12,5 mg unyu BpeMeHHO Zja ce NpeKscHe NpHeMa ii. Jlo3ara Ha kap Q@WHGJPHGBa Ja ce
MOBUIIABA, JOKATO HE CE¢ YCTAHOBH KOHTPOJ HAX CHMITOMHTE CBBP3aHH C BJIOLI ‘*6 %‘pnc ara
HEAOCTATHHHOCT WIH ¢ Ba30AHNATAlHATA, -*‘ 2




CMYIEHHATA B KPBBOCHAOAMBAHETO Ha CHPACUHHS MycKyJl (McxeMHuuna OORECT Ha CBPLETO) H
TeHepaJIN3HPaHH SaGOJ'IﬂBaHHH Ha CHIOBETE WY eceHiHanna Os0peyna HefOCTATEYHOCT, TIO BIUSHUE HA
TEPANHATa ¢ Carvedigamma® 12,5 mg ce nabmozapa 06paTrMo BIOmABaKE Ha G6peunata dyrxums. [py
NALHEHTH CbC ChPAEYHa HEAOCTATEYHOCT H C Te3H PUCKOBH (haKTOPH TpﬂGBa na ce Habnronasa Op0peunara
(hyHKIA 110 BpeMe Ha BEBEKIAHETO Ha JO3HPOBKATA Ha Carvedigamma® 12,5 mg. Tlpu u3pazeHo
BlIOIIaBaHe Ha GrOpedHaTa q;(gmxum TpabEa fa ce HaMaJTH A03aTa Ha KapBeXMIoNa HiIH Ja ce IIPeKbCHe
Tepanuata ¢ Carvedigamma™ 12,5 mg Filmtabletten.

Ilpu enHOBpEMEHHO NPHIKEHHE Ha Carvedigamna® 12,5 mg Filmtabletten i MAraTaMMCcOBH NpemapaTH
TpabBa Aa ce HMa Npe]] BHA, 96 KAKTO AUTHTAIMCOBHTE NIpENapaTy, Taka H KapReAWIONET YABIKABAT BPEMETO
HEeOoOXOAHMO 3a HPOBEeXKAAHE HA BB30YNHUTE CHTHAH MexIY NPeAChPAATa H KAMEPHTE B CHPLETO
(aTpuOBEHTPHKY/I4PHO BpeMe 3a peHacsHe Ha Bu30yaaanero). Biok 2.3, “BaaumonelcTsus ¢ Apyru
JIeKapCTBeHH NPOMYKTH”.

Hpyeu npedynpedunmennu YKazanusa OMHOCHO Carvedigamma® 12,5 mg Filmtabletten u 6ema-6roxepume
Ipr nanuesTH ¢ XpOHHYHA 060prKTHBHa GenonpobHa 60IecT, KOHTO He Ce JIEKYBAT ¢ MEAMKAMEHTH, He
Tpa0OBa fla ce npHjIara Carvediganma® 12,5 mg, Thi KaTO IOTEHURANHHTE PHCKOBE Ca [I0-TONEMH B
CpaBHEHHE ¢ [10713aTa OT NPUIKeHHeTo My. Tesu nauwents TpabBa craparento xa Opaat HabmonasaHy B
HAYANIOTO Ha TEpANTMATA U JIO BpeMe Ha NMOBHINARAHe HA Ao3ata. J{o3uTe KapBemuion TpAOBa Aa ce HaMaLIT,
aKO0 [0 BpeMe Ha JICYSHHEeTO ¢e MOABAT IPH3HAUM Ha cTecHABaHe Ha Oponxute (GpoHX006CTpYKIHSA).

Kapsenonon Moxxe ia IpHKpHE CHMITTOMY H MPH3HALIH Ha PA3KO MOHIDKaBaHe B HUBOTO Ha KPBLBHATA 3aXap
(octpa xunornuxkemud). Ipx nanyentn, KOHTO chaJ:[aT €AHOBPEMEHHO OT AuadbeT U chpAcHHa
HEZOCTATEMHOCT, IPUITATAHETO Ha Carvedlgamma 12,5 mg Moxe BpeMEHHO Jia ¢e CBBPXKE © BnomaBaHe Ha
CTOMHOCTHTE Ha KpbBHaTa 3axap. [Ipu manueHTH cbe 3axaped auadeT, KOHTO NpHeMaTt Carvedigamma® 12,5
mg, Tpa6Ba fa Ob/1aT MHOIO CTPHKTHO Hab0AaBaHH, IIOCPEACTBOM PE{OBHH IPOBEPKH Ha KPhBHATA 3aXap H
HAa aHTHANAGETHOTO JeueHue /BX. T.2.3.”B3auMoznelicTBUs ¢ OpYTH JeKapCTBEHH NPOEYKTH /.

Kapeenumon Mosxe fa IPHKPHE CHMITOMH H NIPU3HALM Ha IOBHIUEHA (DYHKIMA Ha OMMTOBHIHATA JUIe3a
(xunepTapeoza).

Carvedigamma® 12,5 mg Filmtabletten Moxe Ja NpHIMHA 3a6aBsiHe HA CHPACUHHA PATHM (GpaguKapIus).
AXo nyncoBaTa 4€CToTa IafHe NMod 55 yAapa B MHHYTa H HACTHIIAT CHMIATOMH, CBBP32HH ¢ OpaguKapaus,
J03ara Ha Kapeegiiosa Tpadea na 6n1e HamaneHa,

¥pu emHOBPEMEHHO NPHIaTaHe Ha Carvedigamma® 12,5 mg Filmtabletten ¢ kanueBH aHTATOHUCTH, KaTO
BepariaMi ¥ JUITHA3EM, WM KPYTH JEKapCTBERH NPOAYKTH 32 JICIHHE Ha CMYLICHHs B CBPIEYHHA PHTEM
(aHTHapUTMHYHY Nperapars), 0cobeHO aMHOKApOH, TpabBa na ce cieau kpeeHOTO Hansrane u EKT. Tpabea
Ia ce n304rBa eAHOBPEMEHHO HHTPaBSHO3HO NPWIoKeHHe /BK.T.2.3. "B3arMonelicTBIA ¢ IPYTH IeKapCTBEHH
OPORYKEH /.

EnHoBpeMeHHO npuarane Ha Carvedigamma® 12,5 mg Filmtabletten ¢ muMeTHARH TpAGRa [1a ce NPOREKIA
¢ ocobeHo BHMMaHKe, THH KaTo JCHCTBHETO HA KapBeWAo Moe fa Ob/ie 3acHiIeHo /BIDK T. 2.3.
”BaauMozeiicTBHA C APYTH IeKapCTBEHH NPOZYKTH /.

HpH NMAHCHTHTE, KOHUTO HOCAT KOHTAKTHH HCIH € BE3MOXKHO HAMaANABAHE HA CIB3HaTa TSUHOCT.

IIpu nanuenTs, KOUTO ¢4 NPOABABANIH NPEIH TOBA TEHKKH PeaKlMH Ha CBPBXYBCTBUTEIHOCT, KAKTO H IIPH
TalMEeHTH, TIOMI0KEHH Ha JeceHCHOWIM3aHIOHHa TePant ¢e IPeNopsYBa 0co0eHO BHUMaHHUE, Thi KaTo
Oera-OnoKepyTe MOTAT A2 YBEJIMYAT YYBCTBHTENHOCTT KBM CYOCTAHIIMH, KOHTO MOTAT A3 NPeAH3BHKAT
aneprus (aJepreHH), KaKTo M Ja YBEMYaT CHIIaTa Ha PeakiHaTa Ha CBPBXYUYBCTRHTEHOCT (aHadunakTHIHA
peaknus), Ipeanuceane Ha Carvedigamma® 12,5 mg Filmtabletten Dpy TaMMGHTH ¢ TICOPHA3KC TPORa Ja
ce W3BLPI ¢ 0co0eHO BHUMAaHME, Thil KaTo KOJKHATA peaKuys Moyke Aa ce 000CTpH.

B kadecTBOTO CH Ha Bazo[MiaTopeH OeTa-6J10Kep, € NO-MajiKO BEPOATHO Ja NPHYKHH BIIOHIaBaHe Ha
3a6onaBane Ha NepuepHITe KPHBOHOCHH ChIOBE B CPaBHEHHe ¢ KOHBeHUMOHanHuTe Geta-fnoxepy. Cruioro
BKH H 32 MAIHEHTH ChC CHAOBH KpaMIMM B 007acTTa Ha MPBCTHTE HA PHIETE M KPAKAT: N
(heroMeH), Bee mak & BB3MOXKHO BIIOLIABAHE Ha CHMITOMHTE.
Harmenra, kouro MeTabonu3Hpar 1no-6aBHO AeOPU30KBHH (JIEKapCTBEH IMPOXYKT TP
Haarane), TpA0Ba fa 6b1aT WaTeHo HaGMIoNaBaHy [pH 3all04BaHe Ha JIe4eHHEeTO.




Tl KaTO ce paznoiara caMo ¢ OrpaHuyeHH KIHHHYHH JaHHH, Carvedigamma® 12,5 mg Filmtabletten xe
Tpa6Ba A ce Ipuiara Ipy NalHeHTH ¢ NabHiHa WK opraHuyHa (BTOPHYHA XHMIIEPTOHHA), NOHIDKEHHE 0
¢raj Ha KPHBHOTO HAIATAHE NIPH MPOMAHA B TIOJIOKEHHETO Ha TANOTO (OPTOCTa3a), OCTPO BE3MAAHTENHO
3ab0/BaHe HA CHPLETO, XEMOAHHAMMHYHO aKTHEHA OOCTPYKLIS Ha CHPACYHATE KIIaNH HWIH Ha H3XOXHHUS
TPaKT Ha KaMepHTe, IIocNeAeH cTaaui Ha nepudiepHo apTepHaiHo 3a00A1BaHe, | TO NPH eAHOBPEMEHHO
JieUEHHE ¢ OTpeIeNIeHH TOHIDKABANY KPHBHOTO HANSTaHe IeKapeTBeHH poaykTH (andal-pelenTopHu
AHTArOHECTHY, HIH Ana2-peleTTOPHH aHTaroHHCTH).

Tt KaT0 KApBEeMHIIONET 320aB4 NPORESKAAHETO HA BE30YAHNTE HMITYJICH C CHPUETO (OTPHIATENHO
ApPOMOTPOIHO AcHCTRYE), TPAGBA a Gbie Ha3HAYMABAH ¢ 0CO0EHO BHUMAHME Ha nauueHTH ¢ AV-Gnox ot 1
CTEHEH.

IIo Bpeme Ha Hapko3a OeTa-0lIOKepHTe HaMandBaT ONTACHOCTTa OT ADMTMMH, HO MOTaT /1a IIOBHIIAT PHCKA OT
HaCTHIBAHE Ha XHTIOTOHKA. 3a10Ba Ce NpelophyBa BHUMAHNME NIPY H3NOJI3BaHe Ha OTIpE/e/IeHH aHeCTeTHIH H
Carvedi‘.t,ram)rml® 12,5 mg Filmtabletten. B no-Hopy #acnensanust obave ce ocousa, ue Gera-Onokepure
HaMaJIgBatT ChpledHa 2ab0NIeBaeMOCT NPH ONePaltyH M HaMaiasBaT Bh3MOMHOCTTA OT II0ABA HA YCIOXKHEHHS OT
CTpaHa Ha ChpAEYHO-CHIOBATA CHCTEMA.

Kaxro u npu mpyrete Oeta-6nokepH, Ie4eHHETO © Carvedigamma® 12,5 mg Filmtabletten ue 6usa ga 6pe
CIHpaHO BHe3anno. ToBa BaKH ¢ 0co0eHa CHIIA 33 INAliHEHTH ChC CMYHISHMS B Kp’LBOCHaﬁ)lSIBaHﬂTO Ha
chpAcuHKA Myckyl (McxeMHTHA GolecT Ha cppuero). TepanuaTa ¢ Carvediganuna® 12,5 mg tpafea na Guae
CIPSHA MIOCTENICHHO CTHIIKOBO B MPONBIDKSHHE HA JIBE CSAIMHIIH, HAND. YPe3 HaMallABaHe Ha AHEeBHaTA 033
HANONOBUHA HA BCEKH TPH JeHa. B CHINOTO BpeMe TpsOBa fia ce BEBSE 3aMECTHTESHA TEPaIHs, KOATO e
NpefOTBpaTH BlolIaBaHe Ha aHTHHA NEKTOPHC.

a) Hena n muanezxu mox 18 romunu

JaHHKTE OTHOCHO aKTHBHOCTTa I 6e301aCHOCTTa Ha KApBESAWIIONA B Ta3H BH3PacToBa IPYIia ¢a HEAOCTATLYHM.
3arosa Carvedigamma® 12,5 mg Filmtabletten TpaGba a ce NpuAaraT Npy Aelia K MIIRIEIKH CaMo ClIef
KOHCYATAUHA C JIeKap.

6) [auuenTu B HATIPENHANA BHIPACT
Io-Bb3pacTHuTe MalMEHTH MOTAT Ja HPOSBAT HOBKIIEHA UyBCTBHTEIHOCT KBM Carvedigamma® 12,5 mg

Filmtabletten u TpaOBa na Obkar HaOMOIABAHN PIKIHBO.

B) Bpemennoct
He ce npenopsypa ApHeM Ha Carvedlgamma 12,5 mg Filmtabletten mo BpeMe Ha OpeMeHHOCT.

Txit KaTO HE ca HA IHIE NOCTATHUHO JaHHHM 32 0e30NacHOCT MpH OPEMEHHH JKEHH H € BE3MOXKHO Ja Ce IIOABAT
YBPEXKAAIIM BLPXY IUI0OAa/HOBOPOASHOTO, Carw:|:lig.mmma® 12,5 mg Moike Ia ce ipusiara caMo, ako
MIOTEHLHANHATA 1107132 32 MaliKaTa HaABHIaBa MOTEHLIMAIHNS PHCK 3a IioAa/HoBopoaeHoTo. Jleyenuero
TpabBa Aa ce IpeKparTH 2-3 fieHa fper 04aKBaHaTa BaTa Ha paxaHe, AKO TOBA HE € BE3MOXHO, TO
HOBOPOAEHOTO ce HaOMIOAABA Ipe3 ALPRHTE 2-3 HeHa clej paKaaHeTO My.

r) Kzpmene
Tri KaTO KapBeRUNIONET CE U3NBLYBA B MAHUHHOTO MILIKO, IO BPEME Ha JICUCHHE C Carvedigamma® 12,5 mg

Filmtabletten MalikuTe He O1Ba 12 KEPMAT.

1) Bw3peticreiie PEpXY criocofHOCTTA 32 modupare 1 ofcmyxBaHe Ha MaIIFHY

Mooxe pa 6pae RaMalicHa KOHNEHTpAl Ha BHHMaHHETO, 0coDeHo B HAYanoTO Ha TepalliaTa H IpH
ycTaHoBsBaHe Ha Josuposkara. He e ussectHo Carvedigamma® 12,5 mg Filmtabletten xa nosmsea
cnocobHoCcTTa 32 ModupaHe U YIpaBIgBaHe Ha MaliHH, K0 Tepaliiara ¢ 1obpe KOHTPOoNHpaHa.

BakHH IpeXynpeIHTeIHA VKA3aHHUs OTHOCHO ONpejieey cherasky Ha Carvedigamma® 12,5 m
Filmtabletten.

Carvedlgamma 12,5 mg ceabpoKa KaTo HOMOIIHO BRIIECTBO TakTC3eH Monoxnnpar Arxonpu Bace
YCTAaHOBEHA HENOHOCHMOCT KBM JIaKT03a, TPAOBa fa npuemare Carvedlgamma 12,5 mg
JONBLIHETENHa KOHCYIITanus ¢ Bammy nexap.

2.3. DBzauMopeliCTBHA ¢ IPYIH JEKAPCTBEHH NPONYKIH



Monsi, urdpopMupaiite Banrus nexap wia dapMaleBT B ¢lydaid, ye npueMare Hid OTCKOPO CTe 3alOuHAIY A
mprieMare 1 JpYT AeKapcTBeH NPoAyKT. Tosa Baky CBILO H 34 JIEKAPCTBEHHTE IPOAYKTH, KOHTO He ce
H3MHCBAT IO pELETiTa.

Anuapummuvny cpeocmesa

ITpyn nauuerTH, KOUTO HpHeMaT Carved:gamma 12,5 mg Filmtabletten i aunTHazem, Bepanamu: /AN
amMHORApOH, ce HabIIomapaT eqMHUYHY Clydal Ha CMYIIeHHs B Bb30yHATa IPOBOAMMOCT, PALKO
HpUAPYKEHH OT HApYHIeHUsA B XeMOoAnHaMukara, Kakro npu apyru GeTa-61okepu, KOraTo eTHOBPEMEHHO ¢
HPHJIATAT M KaJHIEHBH AHTATOHUCTH OT THIA HA BepanaMul WM AWITHA3EM, ¢ 0coDeHo BHIMaHue TpabBa Aa
ce mpocieassaT KphLBHOTO Hanarane H EKT, Toii kKaTo e MOBHIIEH PHCKBT OT HapylleRHs Ha AV-
NPOBOAMMOCTTA B PHCKBT OT CIIMpaNe Ha ChpAeyHaTa AeitnocT /cuHepriteH edext/. Ilpu expnospeMeHHO
TIplaraHe Ha KapBeAYUION ¥ Ha aHTHAPHTMHEYHM [IPeNlapaTH O Kiac 1 ¥win aMHOFAPOH, NaUHEeHTET TpAbBa A2
6Lue BHAMAaTeNHO Habmronasas. Ipy nanuenTH, KOWTO ca MpHeMany aMHOKapoH, ce choblasa 3a
GpaApKapaus, CIMpane Ha ChPIETO H KaMEepHO MBXKAESHS, MAIKO ciie]] BPBeXIAIo fAedeHue ¢ HeTa-Bnokepu.
Ipu eaHOBpeMEHHA HHTPABEHO3HA TEPaNys ¢ aBTHAPATMHIM OT Kkiac Ja i I uma puCK OT cnHpase Ha
ChpaeuYHaTa NeHHOCT.

EAHOBpeMeHHO JieueHye H Pe3epiHH, TYaHEeTHAHH, MeTHIEONA, TyanhanuH (JIeKapCTBEH NPOAYKT
TNOHKABAL] KPHBHOTO HAIraHe) H MOHOAMHHOOKCHAA3HA HHXHONTOPH /¢ n3kmoyenne Ha MAO-B -
HHXHOUTOpH/, MOKe Ia JOBEAe NOMBIHHTEIHO JO Ciaj] Ha ChpieuHara yecTota. Ilpenoprusa ce
TIpOCNEAABaHe Ha XXHUIHCHOBAKHITS (l)}’HKI.IPIH.

Huxudponupudun

EapoepeMeHHOTO NpUiIaraHe Ha JUXHIAPONUPHAKH H Carvedigamma® 12,5 mg Filmtabletten Tps6ea 1a ce
mpocliefisea ¢ 0cobeHo BHUMAaHHe, Thif KaTo MMa croDINEH A 3a CIMPaHe Ha CHACUHATA ACHHOCT H CHIIHO
MIOHIKABaHe Ha KPBBHOTO HAIIAFaHe.

Humpamu
EnHOBpeMeHHOTO HpHilaraHe Ha HUTPATH U Carvedlgamma 12,5 mg Filmtabletten ronu fo zacuneno

XMIOTEH3HBHO AeHCTRHE,

Cupoeunu  amoxo3udu

TIpu egHOBpeMeHHO TIpUIIaraHe Ha Carvedlgamma 12,5 mg Filmtabletten 1 AUrokCHH NpH BHCOKO KPBBHO
Bansrase, ce HabIo/aBa yBeIMUeHHe HA AUIOKCHHOBOTO HEBO. [IpenopruBa ce HaboieHHe Ha ILIa3MEHKTE
KOHIIGHTpaLHH Ha AUTOKCHAA B HAYANIOTO Ha TePalHsATa, Clief] MPHKITIOUBAHEeTO H H NPH afaNTHPAHe Ha J03aTa
Ha Carvedigamma® 12,5 mg Filmtabletten.

Apyeu anmuxunepmonuunu cpeocmea

Carvedigamma® 12,5 mg Filmtabletten Moye fa nogcuny BE3NEHCTBHETO HA APYTH, €IHOBPEMEHHO
[pWIAraHy MeJUKAMEeHTH 34 MIOHMKABAHEe Ha KPBBHOTO HansAraHe (Hamnp. aigal-pelenTOPHH aHTarOHHCTH),
KAKTO W Ha JIEKapCTBeHH CPE/CTBA, YHETO CTPAHHYHO AeliCTBHE ¢ HaMaIsBaHe Ha KPBBHOTO HaNAraHe, Harp.
HAKOH YCIOKOABAIUH JiekapcTea (6apbutyparh, GeHOTHA3HH), JISKapeTBa 3a JICUEHHE Ha AeNpecHs
(TPULKNHYHA AHTHACTIPECAHTH), KAKTO H CHAOPA3LIHPABALIK JEKaPCTBEHH NPOAYKTH (BasOAUAATATOPH) U
AJIKOXOJ.

Lhuxnocnopun
EOHOBpeMEHHHSAT MPHEM C Carvedlgamma 12,5 mg Filmtabletten, Bozu 1o nosHIMasane

OIasMEenoTe HREBO Ha NHKIIOCTIOPHH, I'Ipenoprbtma C€ BHEMATECIIHO IIPOCISAABAHE KOHLICHTPAMUTE Ha
LHKI0CIIOPHH.

Aumuduabemni cpedcmea, GRIICUUMENHO UHCYIIUN.
Moske na GBpae noacuiIeH edexTa Ha XUOTTHKeMHYHEA €(heKT Ha HHCYJIHHA U OpaJIHUTE aHTHIHAOSTHH
cpepcrea. CHMITOMHTE HA XMIIOIIHKeMHs (CHIbKaBaHe HUBOTO Ha KPBBHATA 3aXap) Moxe fAa Opaar
mackupanm. Tlpn auabeTyiy e HANOKATENHO PEJOBHOTO HaGMIO/IEHHE Ha HUBOTQ HakKP’E'BHaT\a 3axap.

";‘.‘,‘“ i ean i
Knonudun. AKo ce NPHKIIOYBA KOMOHHHPAHO JIeYeHHEe C KapBeAHION H mo?ﬁrmu, Carvedigamni 12,5 mg
Tpsabea Aa 6bAe cipst HAKOIKO AeHa MpeH OCTENeHHOTO CTHIKOBO HaM aBape“ JigBaTa Ha KIOBNHa.
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Huxanayuonnu anecmemu. gn Hapxo3a TpaOBa Aa ce BHHMAaBAa 34 BB3MOKHO B3aHMHO 3aCHIBaHe HA
neitcrsuero na Carvediganuna® 12,5 mg 1 aHecTeTHKA BEPXY CEPACUHATA AEHHOCT (OTPHLIATENIHO
HHOPTOIIHO NeHCTBIE) H BBPXY NOHWKABAHETO HA KPLBHOTO HaLaraHe. 3aToBa, B clydyai Ha HeoOX0QMMOCT OT
Hapko3a, nH(opmupaiite Nekaps, ue IpHeMaTe Carvedigamma® 12,5 mg.

Hecmepouduu npomueoss3nanumeniy cCpedcmea, eCmpozesy i KOPIMUKoCmepouou.,
AHTHXHIIEPTEHIHBHOTO NeHCTRHME HA KapBeOWION HaMaliBa [Topajy 3apbiKka Ha BOIA ¥ HATPHIL.

Jexapcmeenu cpedcmsa, KOUMo UHOVHUPAM URU ROOMUCKAM eH3uUMHama cucmema yumoxpom P450.
TTauHenTH, IPHEMANIH JIEKAPCTREHH NPENApaTy, KOUTO HHAYHMPAT eH3IMHaTa cHeTeMa nuToxpoM P450
(uanp.pudaMnrH 1 6apSHTYpaTH), HAH 1 ITOTHCKAT (Hamp. MHMETHIUH, KeTOKOHAa30H, GuyokceTuH,
XaJIONepHAO0II, BEpanaMiI, EPHTPOMHLIHH) TpAOBa fa GbAaT Moy ¢Tporo HaGmoneHu e, ako ChIEBPEMEHHO
NIpHEMAT U Carvedigamma® 12,5 mg, T5it XaT0 CEpyMEHTE KOHIIEHTPALME Ha KAPBEJUIIONA MOFAT fIa 06
HaMAaJIST OT eH3UMHHTE MHIYKTODH ¥ JIa C¢ YBETHYAT OT eH3UMHHUTC HHXHONTODH.

Cumnamomumenityy ¢ apa-vumemudno u bema- Mmemuqno Ceiicmaite.
Ilpu enHOBPEMEHHO IpUEMane Ha Carvedlgamma 12,5 mg Filmtabletten ¢ TesH jieKapCTBeHH NPOTYKTH
CHILECTBYRA PHCK OT MMOBHINABAHE H3 KPHBHOTO HAILAIAHe K TexKa OpaguKapaus.

Epzomamun.
IIpH efHOBpEeMEHHO NIPHEMAHE Ha Carvediganma® 12,5 mg Filmtabletten c eproTamMuH HacTEIBA

3aCHIIBAHE Ha CHAOCBHBAINATO AeticTBHE (BA3OKOHCTPHKIHEA).

Mycxynnu penaxcanmu.
ITpH eRHOBPEMEHHO IpHeMaHe Ha Carvedigamma® 12,5 mg Filmtabletten ¢ MyCKyJHH peliakCaHTH Ce
32CHUIBA HEPBHO-MYCKYJIHUA GJIOK (3aCIUIBAaHE B YABMKARAHE HAa OTIYCKAIIOTO BE3AECHCTBHE BEPXY

MYCKYJIHTE).

3. Kak ma npueMate Carvedigamma® 12,5 mg Filmtabletten?
TIpuemaiire Carvedigamma® 12,5 mg BuHATH caMo CHIOPeA NIPSATHCaHneTo Ha Bammsa nexap. Moss,
ofbpHere ce KbM Bamis nexap i GapManesT B ciiyyaii, ye nmare konedanus.

3.1. Hauuy Ha npuioxeHue
3a nepopanto npuAoKkerie (TableTkH 3a NHexe).

TpyueMBbT Ha TaGIEeTKHTE MOXE Ja ce H3BBPIBa HE3aBHCHMO OT XPaHeHMATA ¢ JOCTATHYHO KONHYECTBO
TeuHoCT. Brnpeku ToBa Ha MALMEHTHTE CHC ChPAEUHA HEIOCTaTHYHOCT C€ TIPENOPEYBA 1A pHEMaT
TabNETKHTE C XpaHa, 3a J1a MOJKe KapBeWiiona fa ce pe3opbupa no-6aBHO H Ja ¢e Hamalk pHCKa OT chaf Ha
KPBRHOTO HaJIATaHe [IPH IIPOMAHA B MIONIOKEHHETO HA TANOTO(OPTOCTATHYHA XMIIOTOHHSA ).

Carvediganma® ce npejiara B 4HeTHPH KOHueHTpauﬂﬂ chAppamy dunMupasy Tabnetku no 3,125 mg,
6,25 mg, 12,5 mg, u 25 mg. Carvedxgamma 12,5 mg u 25 mg punMupask TabNeTKH ce MPOU3BEKAAT IOT
topMa Ha menmmu TablerTky.

3.2. B cmyuaii, ue Bamusar nexap He By e npennucan apyro, obnualinnTe NO3Y ¢a:

Ecenyuanna xunepmonus

Kapsenumonst MOXe A4 ce H3AOJI3Ba 32 JISYECHNE Ha BHCOKO KPBBHO HAIT4HE CAMOCTOATENHO, UITH B
koMOHHALINA ¢ APYFH JICKAPCTBEHH NPOAYKTH, NOHMKABAIH KPFEHOTO HaliraHe, 0CODEHHO ¢ THASHAHH
muyperuny. IlpenopsyBa ce qo3upane BJIHOKpaTHO IueeHo. [lpenopsunTeHaTa MaKCUMAIHA €AHOKPATHA
Joza € Ape QHAMApaHH TableTKH Carvedigamma® 12,5 mg (croTBeTCTBAA Ha 25 MI KApBEAMIION), 2
NpenophUBaHATA MAKCHMAIHA JHEBHA /1032 BB3JIM3a Ha UeTHPH (PHAMUpPaHH TaONeTKH Carvedigamma® 12,5
mg (CrOTBeTCTRAaINA Ha 50 MI KapBEIHION).
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Carvedlgamma 12,5 mg (cvoreercrBamia Ha 12,5 Mr xappeIWIoN BeAHEK THERH




mbpBHTe ABa AHu. CIel ToRa NEYeHHeTOo IPONBDKARA ¢ 103a OT ABe dwMHpanu Tabnerky Carvedigamma®

12,5 mg (chorBercTBaa Ha 25 Mr KapeelW/ioN) Beausx nHepHo. 1o ykasaHHe Ha nexaps, no3aTa Tp:a0sa fa
ce MOBHINIABA CTHIKOBO Ha HHTEPBANH ¢ NPOABDKUTEIHOCT OT ABE CEAMHIIH MIIH Ha HHTePBAIH ¢ MO-rofAMa
IpPOABIDKHTENHOCT. 32 Bame yiecHeHHe, [IpH NO-BHCOKATa JO3HPOBKA, Ce NpeAnaraT ¥ (hHAMHpaHH TaGneTKH
CBC CBOBPKAHHAE 25 M’ KapBeAMION.

HarvenTH B HANIpEAHANA BB3PACT; Hpenopmsana'ra HayajHa JI03a 34 JIeYeHue Ha BUCOKO KPbBHO HAJITaHe e
enHa GmiMHpana Tabnerka Carvedigamma® 12,5 mg (crotsercTsama Ha 12,5 Mr) Beamsx nuesso. Tazn
D034 MOXKE Jia ¢e OKaXe MOCTATHUHA H 3a IIOHATATHITHOTO JieueHue. IIpH HepocTaTsyHO AcHCTBHE K03aTa
MO3KE JI2 Ce YBEeJIMYH CTHIIKOBO Ha HHTEPBAJH C HPOABIDKUTENHOCT OT JBE CeAMULIH WIH Ha HHTePBaJIH ¢ No-
rongMa IpoaELKHTENHOCT, 3a Bame yiecHeHHe, P N0-BHCOKATA JO3MPOBKA, Ce NpelyUiaraT H (GUIMHpaHH
TalNeTKH CBC CHABPKAHME 25 Mr KapBeaUIIOI.

Xponuuna cmabuina GHZUHG NEKMOPUC

Brapacram: Hpenopmsana'ra HavallHa /1032 € ABa HETH JHERBHO N0 eqHa punMupaHa TabneTka
Carvedigamma® 12,5 mg (croTBercTBama Ha 12,5 MT KapBeION ABa IMHTH JHEEHO) B npom.n}xeﬂue Ha ABa
Jaun, Chex ToBa JIeUESHHETO [IPOABILKABA © 5034 OT ABe uIMHpaHK TabneTky Carvedigamma® 12,5 mg ABa
IIBTH EHEBHO (CHOTBETCTBANIA Ha 25 MI KapBeAWION ABa BTH AHEBHO). 3a Bame ynecHenue, npH no-
BHCOKaTa ZO3UPOBKa, Ce NpeiaraT 1 (hunMHpaHH TableTky ¢he ChIbpXKaHue 25 MI xapBeuion. B Tosu
ciyyali fekapaT MOXKe Aa TIOBHINABRA J{03aTa CTHIKOBO HA HHTEPBAIH C IPOALAKHTEIHOCT OT JIBE CEAMULIH
WIH Ha MHTEPBanH ¢ I0-ToNIMa npoxspruTenHocT. [IpernopsanTeinaTa MaxcHManHa JHesHa nosa e 100 Mmr,
pasfieNieHa B fipa ripueMa (IByKpaTeH queBeH mpuem). Ilpeqnarat ce H QrMupany TaGNeTKH ¢be
CBABPIKAHHE 25 MT XKapBeHio,

Hanwenty B8 HanpeaHana pe3pact: [penopryranaTa HAMANHA 032 © ARA TETH THEBHO N efHa GunMHpasa
tabnerka Carvedigamma® 12,5 mg (CHOTBETCTBAING Ha 12,5 MI' KapBeRuion g8a IBTH JHEBHO) B
HIpOABIDKEHME Ha 1Ba JHU. Ciien TORA JIGUSHHETO NPOAB/DKARA © 1038 OT JBe (PUIMHpAaHU TableTKu
Carvedigamma® 12,5 mg npa noTH OHEBHO (CHOTBETCTBAa Ha 25 Mr KapBeIuion Ysa METH AHEBHO). Tosa
CHOTBETCTRA HA [PETIOPRUBAHATA MAKCHMaliHa JHEBHa Jo3a. 3a Balle ynecHenne, npy No-BHCOKATA
IO3HPOBKA, Ce TpeAaaraT M (praMupany TableTKH Ch¢ ChABP/KaHKE 25 MI KapBERHIION.

Covpoeurna HedocmamvyHoCH

JleueHne Ha CPeHO TEMKKA KO TEXKKA ChPACUHA HENOCTATHYHOCT B JOIBIHEHHE KbM o0HualinaTa 6a3icHa
Tepamus ¢ Jayperniy, ACE-RHXHONTOpH, AUTUTANHMCOBH NPEeNapaTH #/WIH BasoRuIaTaTopH. [JalHeHTsT
TpsOBa A3 e KIHHHYHO cTabuien npH 3an04BaHe Ha Nevenueto (0e3 usMeHeHns B kiac 1o NYHA, Ge3
XOCTIMTanu3aiia N0 NPHIHHA Ha CHPIEYHA HEOCTATHYHOCT) 1 OasucHaTa Tepainis, 3anoyHaaa Hai-Manko 4
CeAMMLH NpeNH HadanoTo Ha TOBA JieueHHe, TpA0OBa A2 He e npomeHsHa. OCEeH TOBa NalMeHTHT TpAOBa fa
TI0KA3Ba HaMalleHa AeBOKaMepHa (pakiisa Ha H3TJIACKBAHe, ChHPICUHATA YecTOTa Tpa0Ra 1a BL3NIH3a Ha
noBeye oT 50 ynapa B MHHYTa, @ CHCTONHYHOTO KPBBHO HANSTraHe Aa ¢ [0-BUCOKO oT 85 mm Hg.

Hauanuara noza gB31M3a Ha 3,125 Mr xapBeAHIION J{BA HETH AHSBHO B NPOABIDKEHHE HA IBE CEAMHUIIH.
IIpennarat ce u ¢ruiMupany TabneTk# ChEBPIKAINM IO 3,125 Mr kapBegunon. B ciayyali, de HawanHarta 1034 ce
1IoHacs aobpe OT NallHeHTa, 103aTa Ha KapBeQMIIoNa MOXKe Jla ¢ MOBHINABA NIpe3 ABYCEIMUYHY HHTepBAIH
HITH HHTEPBAJM ¢ I0-ToJIAMa NPOJL/DKUTEIHOCT, IBPBO Ha /B2 TFTH JIHEBHO 1O Y2 (riMupana Tabnetka
Carvedigamma® 12,5 mg (croTBeTCTBAWIO Ha 6,25 Mr Kapsemmon JBa IIBTH JHEBHO), CJIS] TOBA Ha JBA TTETH
JHEBHO 10 enHa QrIMHpaHa TabieTka Carvedigamna® 12,5 mg (12,5 mMr KapBeHJIoN ABa IIETH JHEBHO) K
cTeN TOBA O ARa HBTH FHEBHO HO fABe (puiMHpany TadneTkn Carvedigamma® 12,5 mg (CLOTRETCTBAINH Ha
25 Mr xapBenuioN ABa IBTH AHERHO). 32 CEOTBETHHTE XO3UPOBKH C6 Npeiarar hHuiMHpaHH Tabneriu,
cBABpKaIH o 3,125 Mr, 6,25 Mr 1 25 mr kapeeaunon. Ipenopsusa ce npudmwkasade NO Haii-BHCOXATa
TONEpHpaHa OT HallHeHTa 034.

IIpenopruBaHaTa MAaKCHManHa 032 BB3NH3a HA ABa ITBTH JHEBHO N0 25 MT KapBeMHIION 32 NaliHEeHTH ¢
TEJIECHO TeTHO oA 85 KT ¥ iBa NBTH AHEBHO HC 50 MI kapBenyION IIPH MAllMEHTH ¢ TeIeCHa Maca Hafl 85 kr
IIPH YCIIOBHE, Ye HE € HaJHLe TeXKA ChpASYHA HeoCTaThYHOCT. 3a Bame ynecHene, IIPH 1I0-BUCOKATA
JIO3HPOBKA, Ce NPEIUIAraT M (miMHpaHu TableTiu ¢be ChABpXKanue 25 Mr kapsenunod. Ilopumasane Ha
Jl03aTa Ha Haj ABa NETH JHEBHO 1o 50 mr TpsORa Aa ce M3BBPILBA BHUMATEIHO ng{c@:p@gonen
JeKapCKH KOHTPOI. e 94’43\1\
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B nauano Ha Tepanysta, Wiy DPH IOBHINABAHE HA JO3HPOBKATA, MOXKE Ja ¢ MOABH NPEXONHO BIIOIIARAHE
CHMIITOMHTE Ha ChpAeUHA HeJOCTAaTBYHOCT, OCOOSHO IPH MALHEHTH ¢ TEeXKa Chp/IeYHa HeNOCTATHYHOCT
H/MJIH BHCOKOZO3MpaHa AHYpeTHYHA Tepanud. ToBa 00HKHOBEHO He H3HCKBA NPEKECBaHE Ha JIEYEHHETO, HO
Josata He TPAOBA a ce YOBUIABA, B HaUaNoTO Ha JIeUeHHETO, HiIK IIPH HOBMIIIABAHE Ha A03aTa, NalHeHTa
Tpa6Ba fa Obie HabmopaBan OT HHTEPHUCT MIIH Kapauonor. IIpefd BesKo HOBMIIEHHE Ha A03aTa TPsSOBa Ia ce
H3BBPHIBA HPErIen, ¢ OrJiell OTKPHBAaHe HA MOTEHIHATIHY CHMIITOMH Ha BIIOIIABAHE Ha ChpAevHaTa
HEJOCTATHYHOCT, WM CHMIITOMH HA NPEKOMEPHO ChACpAsHINpenye (Hamp. nposepka Ha: ObOpevunara
GyHKIIHS, TENECHOTO TerNo, KPBHOTO HANAraHe, CHPASYHATA HeCTOTa H CHpAEYHHA PUTHM). BioliaBaHe 1Mo
OTHOIXEHHE HA ChPASUHATE HEAOCTATHUHOCT MK 32/IPEIKKATA Ha TEUHOCTH Ce JISKYBa Ype3 MOBHIIABAHE
JUYpeTHYHHTE JI03W; A03aTa Ha KapReArnona He TpabBa Ja ce MOBHINaBa JOKATO He ce CTa0HAu3Hpa
KIHHHYHOTO ChCTOSHHE Ha nanuenTa. IIpy 3a0aBsse Ha ChPACYHIA PUTHEM I IIPH YABIBKARAHE BPEMETO 32
AV-niposoaumocT, TpaGBa NEPBO 12 e HPOKOHTPONIMpA INIASMEHOTO HUBO HA JHIOKCHHA. [JOHAKOTa €
HeoOxonuMa pefyKIUA B I034Ta Ha KapBeIrONa, HIIH BpeMEHHO IIPEKhCBaHe Ha IeHeHneTo. B Te3H ciyqan
CBILO € BB3MOKHO YCIEIHO Aa O'b/1e NPOABIUKEHO aaNTHPAHEeTO Ha JI03aTa Ha KapBelpIona.

B cnyuaii, ye TepanuaTa ¢ kapBeAWION € NPKECHATA 32 HHTEPBAJ I0-ABJIBE OT ABE CEAMHIM, IPOBEXKAHETO i
Tpa68a Ja ObHe BL3CTAHOBEHO ¢ 032 oT 3,125 Mr [Ba IreT AHEBHO H IOBUINABAHETO HA 03aTa Ja ce
H3BBPLIRA CTHIIKOBO, CHOOpPA3HO FOPHUTE NPENOPLKH.

bvbpeuna nedocmanvynocm
Ho3upoBkara TpabBa Aa ce onpeieNs HHAMBHAYAIHO NP BCEKH ITIALUEHT, BLIIPEKH Ye HiMa JaHHM Ja €
HeoOXOIHMO afianTHpaHe Ha [03aTa Ha KapBeXWIoNa pH MallienTH ¢ Ob0peyHa HeloCTaThHOCT.

ITayuenmu coc cpeono mesicko Hapyuienue Ha Yeprodpobuama Qynxyus
Moxe ma e HeobxoAHMO afanTHpaHe Ha 1034aTa.

IlpexparaBaHeTo NpUeMa HA Carvedigamma® 12,5 mg Filmtabletten, ocoGeno npu cepaeqro OONHH
IalMeHTH, TpAOBA Jla CTaRa ChC CTHIIKOBO HaMAABaHe Ha ,uosaTa KaKTo M Iipu Apyrute Gera-Onokepu (B
2.2.”0OcobeHo rofsMo BHAMAHHE NPH NpAeM Ha Carvedlgamma 12,5 mg Filmtabletten ¢ Heo0X0RUMO B
CIISOHHTE ClIyqau™).

Mons, rosopere ¢ Bamns sexap, ako uMare HabGmronerns, 4e feiicrarero Ha Carvedigamma® 12,5 mg
Filmtabletten e TBspRe cunHO, MIH TBEPAE cliabo.

3.3. Ako cTe NpHeNu no-rofasMo komuyectso Carvedigamma® 12,5 mg Filmtabletten, oTkoKoTO €
TpabBano:

Hpusnayu na cepexdosupane.

TIpu npepo3ApaHe MOIKE Aa ce CTHTHE AQ: CHIHO U3pazeHo NOHIKEHUe Ha KPLBHOTO Hansrane, 3a0apsne Ha
CBPIEYHHS PUTHM, ChPIEeYUHa HENOCTATEYHOCT, KapAHOreHeH LIOK H CIIHpaHe HA ChPAEYHATa JSHHOCT.
JOIBJIHUTETHO MOTAT Ja ¢e [IOABSAT 3aTpyNHEHUA B AUIIaHeTO, ClIa3sMK Ha OpoHXHTe, IOBpHIIaHe, 3aryda Ha
CB3HAaHHe ¥ [EpPYOBe.

Crewru Mepxu npu cepex003upane.

OcseH KIACHYECKHTE MEpKH, TpAOBa Ja ce npeAnpHeMe NpocieasBaHe H P HeoOXOMHMOCT KOPEKIMS Ha
JKU3HCHHTE HapaMeTpPH B 3BeHA 32 MHTCH3MBHH MEAMIHHCKH TPk, Morar ia ce NpoBe/iaT Cle{HATE

MOoOBPKAmie MCPDKH:

Amponun: 0,5 - 2 mg HHTpaBeHO3HO (32 OBNAASABAHE HA TeXKKA OpafgHKapIua).

I'moxazon: mepBoHadanuo 1 - 10 mg HHTpaBeBO3HO, cley TOB4, aKo € HeobXoaumMo, OapHa HHDY3UL oT 2 - 5
mg/ra gac (3a noanspikaHe QYHKLHUTE Ha CHPLIETO H KPhBOOOPBIIEHUETO).

Cumnamomumemuyy - B 3aBHCHMOCT OT THXHOTO JelicTBHe H TEINIOTO Ha MalueHTa: JoOyTaMHH,
H30TIPSHANTHH WM aApPEHanUH,

Axo npH CBPEXI03HUpaHe Hanuenasa nepudepHata Ba3o HaTalys, HeoOXoTUMO € fa ce Ha3Haul
HOpaypeHalliH WM eTiiedpud. Tpabea HenpekbeHATO Aa cé MOHUTOPHpa KPEBOOODEINEHHETO Ha NTALIHEHTA.

Tipm pedpaxrepra Ha Tepanus Opaguxapaua TpAOBa Aa ¢ TPHIIOKH neHCMeHKED,
HAaIveHTHT Tp20Ba Ja noeMe GeTa-cCUMNATOMHMETHIH /B aeposonsa (opma, akg

HENOCTATEYHO — HHTPABEHO3HO/, WIH TeODIIHH — HHTpaBeHo3Ho. [IpH repuos @
Iuasenam 1ofl popMarta Ha GaBHa HHTPABEHO3HA HEDKEKIMS,



KappenusonsT ce CBLp3Ba 3APABO C ITa3MEHHTE NPOTexHK. 3aT0Ba He MOsKe A2 OBe eNMUHIPaH
fIOCPEACTBOM KHaNH3a.

Basxcro yrasanue!

TIpu TexRKO NPERO3UpaHE C LOKOBA CHMIITOMATHKA, TIONBPKAMIOTO JiedeHHe TpA0Ba Aa OB/e NPOABIDKEHO
JOCTATEYHO JBITO, Thil KATO B TO3H CIIY9aii CMMHHIPAHETO H Ipepasnpeie/IieHHeTo Ha KapBeMIoia Moe
Ja ca 3a6apenn. IIpoABIDKUTENHOCTTA Ha JIEYSHHETO ChC ChOTBETHHTE JISKAPCTBEHH CPEACTRA 3ABUCH OT
TexecTTa Ha mpemosupaneto. IloanbpixalnoTo neyerne TpaOBa Ja IPOABIDKH OO0 OXOHYATETHOTO
cTa0MIM3HpaHe Ha NaNHUeHTa.

3.4. Koraro cte 3a0paBHii a IpUEMeTe Carvedigamma® 12,5 mg Filmtabletten:
AKO ¢cTe NpoIycHAIX XIpeJUIIHAA PHeM Ha 1033 OT NPOJYKTa, He B3eMaliTe ABOKHA H034, 8 IPONbIKABAHTE

114 criefiBaTe NpeanyucaHHaTa Ha npremMa (xakTo Bx e npexmican Bamuar nexap).

3.5, BoaaeficTera, B ciivuail Ha OpekscBaHe Ha JISUSHHETO © Carvedigamma® 12,5 me Filmtabletten:
Jleuenwmero ¢ Carvedigamma® 12,5 mg ro mpaBKio € ¢ ToJIAMa NPOBIHKHTENHOCT. IIpeKEcRane Ha JISUEHETO
WY NpOMAHa B AO3WpOBKaTa TpsABOa Aa cTaBa caMmo MO JIEKAPCKO Ha3HAYCHHE.

4, Kaxpy HexelaH¥ JEKapCTBEHH PEaKIUH ca Bh3MOXHE?
Carvedigamma® 12,5 mg Filmtabletten, KakTo BCHYKH JIEKapCTESHH IIPOYKTH, MOKe [ IPOSBH HEXKENaHH!

JICKapCTBEHH peaKklin.
Hp}l OLIEHABAHETO Ha HEKENAHHTE JICKAPCTRSHHE PeaKidH ca H3IOJI3BaHK OCHOBHO CIICIHHTE JaHH! 34
HECTOTATAa Ha NPOABICHHE!:

Mnoro yecto Yecro

Tlopeue ot 1 Ha 10 nexyBaHu malMeHTH TIo-manko ot equn na 10, Ho noBeye oT 1 Ha
100 mexyBany nmalHeHTH

CpaBHETETHO PAAKO Paako

ITo-manxo ot 1 Ha 100, Ho roeede ot 1 Ha 1000 Ho-manko ot 1 mra 1000, Ho nogedye ot 1 na

TICKYBaHU NALHEeHTH 10 000 nexysann nauyueHTH

Muoro paaxo

Tlo-manko ot 1 va 10 000 nexyBaHH ITAlHEHTH, SAHHEYHH CIYIAK

4.1, HexenaHu JeKkapcTBEHH PEakLHl
Te ce HabniomapaT Hail-peue B HAYaJIOTO HA TEPAIIMATA.

Hesicenanu aekapenieen pearkiii npu RAUUeHmL CoC cChpoeuna HEOOCHIAHTLYHOCHT
HPH KIHHHYHHA M3CJICIBAHUA NP HaHCeHTH ChC ChPASHUHA HEAOCTATRHHOCT Ca HaﬁJIIOI[aBaHIfI CIICOHHTS
HEXCIAHK PEaKHHH:

3abonseanus Ha kpvema U HA IUMPHAmMA cucmema
YecTo: Aeko HaManelue B Opod Ha TpomMGoiiuTHTE (TpOMOOITUTONEHHN ).

Obmana na eewjecmsama u XpanoCMunamenny CMyHeHus

MHOro 4ecTo: NOBHILEHUE B HABOTO HA KPHBHATA 3aXap [PH NALIHEHTH ¢5hC 3aXapeH KHadeT, OTOIM 1o
Kpakara H peuere (nepudepen enenm), ypennyapane obemMa Ha KPbBTa (XMISPBOJIEMILT), 3a/IPKKa Ha
TEYHOCTH.

3abonsgann Ha HEPBHAING CUCTNEMA
YecTo: CBETOBBPTEX.
Panko: KpaTKOBpeMeHHa 3ary6a Ha Ch3BaHHETO (CHHKOIM).

Ounu 3abonasanus
MHOFO 9ecTo: 3pHTENHH CMYIIISHHA.

Cvpoeunu 3abonnsanusn
Meuoro wecro: Otouu 1o Kpakata (efeMu Ha KpakaTa), 3abaBsHe Ha ChPACYHHA PHTE,
Psnxo: 3abassne Ha Bp30yAHATA IPOBOAMMOCT B chpreto (AV-6nok Ill-ra crenen
CBPAEYHATA HEEOCTATHUHOCT.



3abonasanun na Gvbpeyume ¥ NUKOYHUME NLINULLA
Panxo: Bromasake na 6s0peuHarTa QyHKIWA.

Cwoosu 3abongeana
MHOr0 4YecTo: CIiajl B KPEBHOTO HALIFAHE NPH NMPOMSAHA B MIONOXKEHHETO Ha TANOTO (OpTOCTATHYHA

XUIIOTOHHS),

Sabonrasanisi HO CMOMAUIHO-IPESHIUA MPARM
MHoro wecTo: rafieHe, AMapys, MOBPBIIAHE.
CpaBHMTENHO PIAKO: 3aliek.

3abonssanua Ha nOROGUME OP2AHYU U HA MIEHHAMA JChe3a
MHOrO YecTo: OTOK B 06/1aCTTa Ha reHuTaInuTe (eX1eM Ha FeHHTATHHTE).

Obwyu 3abonssanus

MHoro uecTo: TEKAHHM OTOLM (eieMu).

TIpu NALEEHTH C reHepaii3apasH CHAOBH 32605 19BaHNs W/ITH orpaHuyena O50pedHa GyHKUHS PAIKO ce
nosEABaT ocTpa 6s0peuna HEZOCTATHYHOCT U HapyiIeHus B Ob0pedHaTa QyHKIHH, KATO HEKENaHU
JIEKAPCTBEHM peakiuy, YecToTaTa Ha CTPAaHHYHHTE ASHCTBHA HE € B 3aBHCHMOCT OT [103aTa, ¢ M3K/IIOYEeHHe
CITy4auTe Ha! CBETOBBPTEIK, HAPYIUEHNS B 3peHHETO, 3a0aBiHe Ha CEPACYHH PUTHM H BAOIIABAHE HA
CHPACYHATA HEAOCTATHYHOCT.

B penxu cnydau moxxe na 6b/Ie HaMalleHa CBKPaTHTENHATA CHIIa Ha CHP/ICUHHA MYCKYJ NPH CIMpaHe Ha
JIEYEeHHETO.

Heoicenanu nexapcmeenu peakyy NPy RAYUEHMY C XUREPHIOHW U GH2UHA NEKMOPUC
[MpodhunsT HA CTPaHHYHHTE ACHCTBHA NPH MAMEHTH ¢ XUIISPTOHHA M aHIHHA IEKTOPHC MHOrO Hanonobssa
HA TO3H MpH NalMeHTH ChC ChpIeYHA HEJOCTATEYHOCT. Hexenanure JIeKapCTBEHH PEaKMK YiPH NALHEHTH C
[I0-BHUCOKO KPBBHO HAJSITAHE U aHTMHA AEKTOPHC Cce N0ABABaT MHOIO NO-PAIKO.

3abonssanun Ha KPLEMA U AUMPHANA CUCINEMA
Psazko: nexo Hamanenue B 6pod Ha TpoMmOoupuTHTe 1 Ha GesuTe KPEBHH Tena (TpoMbonuTOne us,
JIEBKOLUTONENYS).

Hapywenus 6 obmanama na eelyecmeamay Xpanocmunamenti CMyenus
YeeTo: noBHINEHKE HA CTOHHOCTHTE Ha JIMIIMAWTE B KPBBTA.
Psnxo: orony Ha prleTe U Kpakarta (lepHdepHH eaeMu).

Hewxuampuunu 3abonsganusn
Papxo: cMynIeHHs Ha ChHS, JeTIPeCHH.

Jabonasanun HA HEPEHAMA CUCIEMA:
MHOro 4ecTo: CBETOBBPTEX M IIaB000IHEe, 0COOSHO B HAYAJIOTO Ha JICYSHHETO.
Psyxo: MpaByuKade (Hapecre3nn), KpaTKOBpeMeHHa 3aryda Ha Ch3HaHHe, 0coOEHO B HAUAROTO HA IEHeHHETO.

Ouny 3ab0n38aHUS
MHOro 4ecTo: HaManeHo CHI30TCUYCHHE,
MHOTO paKO: 3PUTENHH CMYIHEHHA, OYHO HpasHeHe.

Covpdeunu 3abonsearns
MHoro gecto: 3afasaHe Ha CEpPACYHIA PUTEM (OpamuKapaui), ocobeHO B HAUAJIOTO Ha IeYEHHETO.

Cvoosu sabonssanus:

MHOTO 4eCTO: Clajl Ha KPBBHOTO HAJNAraHe NpH IPOMAHA B TIOJIOXKEHHETO Ha TANOTO (OpTOCTATHYHA
XHIOTOHHA), 0co0eH0 B HAYANIOTO Ha JISUEHHETO.

Papko: nepudepBH CMYIIEHHS B KPBBOOPOCSBAHETO.

3abonssanus nva duxamennume nomua, 0GRACHING HA 2POUME U MECUACTIUHYMA
YecTo: acCTMaTHYHH NPHCTHIH (ACTMATHYHA AUCIIHES) FPH MpeABapHTENHO obpe HEHTH.
Pspko: zsanymen Hoc,

3abonaeanus Ha CMOMAIUHO-YPESHUR MPAKM
Uecro: CBETOBBPTEK, CTOMAINHN DOJIKY, AHApHs.
Papxo: 3anek, nospriiase.
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Msoro panko: cyxoTa B ycTaTa.

3aboraganion Ha CREACHIHAMA MYCKYRATYPA Y CLeOUHUMESAHAMA KK
MHoro uecTo: GOJIKH B KpalHHIUTE.

Babonseanis wa GvOpeyume U NUKOUHUME NBRIUIYA
Panxo: Browmasane Ha Gh0peyunara byxuua.
Muoro pagko: CMyLIeHHd B YPHAHPAHETO.

3abonssanua na ROACGUME OP2GHI U HA MECHHAMA JHCRE3A
MHoro paaKo: UIMNOTEHTHOCT,

Obwgu 3abonasaniin
MHoro 4ecTo: ymopa, 0co0eHO B HaYaloTO Ha JICYSHHETO,

Jabopamopuy noxazamenu
Pa1xo: HOBHINEHH CTOMHOCTH HA YepHOAPOOHHTE NToKazaTeny (CepyMHH TpaHCAMMHASZH).

MHoro pafko KaTo Hekenany eKapCTREHH PeakliK ce ABSBAT: YyBCTBO 3a CTAraHe B I'bPAMTE (aHTHHA
[IEKTOPHC), CMYIUEHHs B IIPOBEXAAHETO Ha BE30YMHUTE HMITYNICH OT NPEACEPAMATA KbM Kamepute (AV-
BII0K), KaKTO M BIIOLLABAHE HA CUMIITOMHUTE YIPH NAUMEHTH ¢ NPEXOAHH (MHTEPMEAHEHTHH) HaKyLIBaHM,
fIopamu CMYINeHUS B KpeBocHabagBaneTo Ha kpakata (Claudicatio intermittens) unu ¢bAOBH KpaMIH B
ofacTTa Ha NPECTHTE HA PHIIETE M Ha KpakaTa ((peHoMeR Ha Peiino).

3abonssanis na KOHCAMA U HA ROOKOJCHATNA IMBKAH.
Psamko: KOXKHY peakiiuy, Halp. ATeprHyHE KOXHH 0OpUBH, YPTHKAPHA, CHpOEKU M peaKLH nofobH Ha
Lichen planus. Moxke fa ce rogBaT NCOPHATHYHE KOXKHH JIE3HH, 4 aKO Ca Ha JIMIE TaKuBa — Aa ¢ 000CTpaT.

Bera-6noxepure, 0coBeHO HeCeneKTHBHITE, MOTaT Ja IOBEAAT HapyIIeHHs IIIOKO3HMSA TONepaHc (AaTeHTeH
3axapen [maber) Jo 3axapHa GonecT (3axapeH AuabeT), a elHH Beue IPOoaBeH AHabeT MOKe Ja Ce BIIOUIH.
Moxke na 6bIe TOBAHAH KOHTPON'BT BHPXY KpbBHATa 3axap. [1o BpeMe Ha JieueHHe ¢ KapBeAMIIoN ca
BE3MOKHH, HO HE YECTO, AeKH HapyleHHs B CTOHHOCTHTE Ha IUIIOKO34Ta 110 BpeMe Ha JIEUeHHETO C
Carvedigamma® 12,5 mg Filmtabletten.

. 4.3. Mnopmupaiite Bamus nexap unu $papmanesr, B ciygall ye 3a0efexure HexeNnanH AeKapCTBEHN
peakuiH, KOHTO He ca 0TOeNA3aBH B JIHCTOBKATA.

5. Kak Tpsi6Ba na chxpausBarte Carvedigamma® 12,5 mg Filmtabletten?

JlexapcTBEHMAT MPOMYKT JIa C& CHXPaHsBa Ha HEIOCTHITHY 32 JISHA MeCTa.

He tpabea ma ynorpebapaTe NeKapeTBEHUs IPOAYKT ClIe] H3THYaHE CPOKa Ha FOTHOCT, OTOIIs3aH BEPXY
6ImeTepa WiH KapTOHEHATa ONaKOBKA,

YCHOBHJI Ha C'BXQ&HBHHG
Ja ce cexpansea oz 30° C!

Jla ce chxpansBa B OpHrHHAHHATA ONIAKOBKA, Ja ¢e [a3H OT CBeTiHHA!

AxTtyansocT Ha HHbOPMaUUATa
Maprt 2006
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