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1. HUME HA JIEKAPCTBEHUS ITPOAYKT

Kapaopurem 2,5 mg duamupann tadierku E " (& _NR- M8
Kardoritm 2,5 mg film-coated tablets 't_-‘jG/MA/MF . Z;Q/S—t/ /{‘““—‘)
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2. KAYECTBEH H KOJIMYECTBEH ChCTAB
Beska ¢gunmupana Tabnetka cabpika 2,5 mg duzonpononos pymapar (bisoprolol fumarate).
3a MBLIHUA COHUCBK HA MIOMOLIHHTE BELIECTBA BUKTE TOYKa 6. 1.

3; JJEKAPCTBEHA ®OPMA

Ounmupana rabnerka

Kapnoputem 2,5 mg ¢unmupanu tadneTku ca Oenu, Kpbriu, H3NbKHATH TabNeTKH, C JeTHTeIHa YepTa
OT eaHaTa cTpaHa. TabneTkara Moske aa ObJe pas/ieneHa Ha JIBe paBHH J03H.

4. KJIMHHYHU JAHHH
4.1 TepaneBTHYHH NOKA3AHHA

Jlevuenue Ha xunepronus

Jleuenue Ha ucxeMuuHa GonecT Ha chpLeTo (angina pectoris)

Jleuenne Ha ctabHnHa, XpOHUYHA ChpIEYHA HEJOCTATEYHOCT C HAMAIEHA CHCTONIHYHA
JleBoKkamepHa (yHKUHMA, KaTo gonbiHeHHe kbM ACE HHXHOUTOPH M IMYPETHLIM M/WITH ChpPAEYHH
rTIMKO3H/IM (32 JONMBIIHUTENHA HHpOpMaLUs, BIKTE Touka 5.1)

4.2 J03npoBKa H HAYHH Ha NPHJIOKEHHe

QO3HQOBK3
AEZMEQHG.’THC) XUNePMOHUA U UCXeMUYHA bonecm Ha Cbpyemo (dHeuHa HEKP’HOQHCJ

Bb3pacthu:

3a npeTe nokaszaHus go3aTa e 5 mg OM30MPonoNoB GyMapar BeAHBXK AHEBHO. AKO € HeOOXOAMMO, 103aTa
MoKe 1a ce yBenuid Ha 10 mg GuzonponionoB grymapar BeIHEX JHEBHO.

MakcuManHara npenopsunTeNnHa a03a € 20 mg BeAHbK JHEBHO.

Jlozara Tpabpa Ja ce ajanTHpa HHAMBHIYAITHO, CIIOPE/l YECTOTATA Ha MYyJICA H TepaneBTHYHHA ycIex.

Cmabwina XPOHUYHA, YMepeHda 00 mecKa C'dee‘JHG HeQoCMamvbyHOCm
Korarto ce 3anousa neyenre ¢ Gu3onponon, nauueHTure TpsdBa aa ca crabuimsupanu (6e3 NpossH Ha

0CTpa HEOCTATEYHOCT).

l'[penophl-ma CC JICKYBAlIHAT JICKap Jla MMa CBLOTBETHHA OINUT B JIEYEHHETO HA XPOHHYHA CHpPJICHHA
HENOCTATBYHOCT.

Jleuenuero Ha cTabMIIHA, XPOHMYHA ChPAEYHA HENOCTATbYHOCT ¢ OM3OMPONON M3HCKBA THTPALMOHHA
(haza: -
INpenopsunTennara go3a e 1,25 mg BeAHBK AHEBHO. B 3aBHCHMOCT OT WHIMBHIYalHA 0, M&éf:ﬂ% "N\

Ao3ata ce yBenuuasa Ha 2,5 mg, 3,75 mg, 5 mg, 7,5 mg u 10 mg BeHb& AHEBHO Mpe3 HH Rm‘offlmﬁ“ k
! ‘.&‘._:" ,‘. *&f




NOBeYe CeAMHLH. AKO YBCIIMYCHATA 1033 HC CC TIOHACA JIOG])G, JNCUCHHCTO MOXKE Oa NPOIbIIKH € Mo-
HHUCKa Oo03a.

MaxcumanHaTa penopbynTenHa fo3a ¢ 10 mg Huzonpononos ¢pyMapar eeausx AMeeHo. [To BpeMe Ha
THTPalHOHHaTa (a3sa ce Npenopb4pa NPOCIEAABAHE HA KHIHEHMTE MNOKasaTeNH (ChbpAECYEH DHTBHM,
KPBBHO HANATAHE), KAKTO M 33 IOARA HA CHMATOMU HA BIOIIABAHE HA ChPAEUHATA HENOCTATLYHOCT.

Ipomana na nevenuemo

AKO MaKkCHMaJHO NpenopbYBaHaTa [03a He ce ToHacA Aobpe, NEYEHHETO MOXKE Na NPOIBIKH C
NIOCTENEHHO HamansBalla fo3a. B crnyyail Ha npexonHo BroliaBaHe HA CHPAEYHATA HENOCTATHYHOCT, Ha
XHITOTOHHA WIH OpasHkapani, ce MpernophiBa NMpepasriekaale Ha J03aTa Ha CBITBTCTBALLIOTO JICYEHHE.
Moxe a ce Ha/oKN BpeMeHHO HaMaNABaHe Ha A03aTa HA GH30NMpOJION WK NPEyCTAHOBABAHE HA HETORNNA
npueM. Cnen crabwinsupade Ha ChCTOAHHETO Ha NALIMEHTA, MOXKE Ja C¢ TMPUCTRITH KbM MOXHOBABAHE HA
JICYEHHETO W/IUTH NIOBMIIABAHE A03aTa Ha GU3cnponort,

Ilpodvaxcumennocm Ha mepanusama

[To MpHHLMI 1eYeHHETO ¢ GU30MPONON e NPOABLIKHTENHO,

Jleuenuero ¢ Gu3onposion He TpAGBa Ia ce CIIHpa BHE3AMHO, Thil KATO TOBA MOXKeE Aa J0BEE 10 NPEXOAHO
BIIONIABAaHE Ha CHCTOAHHETO. OcobeHO NMPH NALHEHTH © UCXeMH4YHa GOoNecT Ha ChPLETO, ICYEHHETO He
Tpafiba fa ¢e npekpaTABa BHe3anHo. Ipenopryea ce NOCTENEHHO HAMAIABAaHE HA J03aTa.

Ilayueumu c 6vbpeuna wty vepHodpobna HeQOCHMamMBYHOCH
Apmepuanna xunepmonud u ucxeMuyuna 6oNecm Ha CoPYEMO (AHIUHA REKMOPUC)

Ilpy mauMeHTH C NIeKH HIM YMEPEHH HapyllleHusa Ha GbnOpevHaTa WM uepHOApoOHa (yHKUMA, TIO
NPHHUMN He € W3HCKBA ajaNTHpaHE Ha LojaTa. [Ipd mauueHTH ¢ Texkka GuOpedHa HETOCTATOUHOCT
{xpeaTHHHHOB KIMpbHC < 20 ml/min) ¥ NpH NaLMEHTH ¢ TEXKH HApYHIEHHA Ha YepHoapobHaTa QyKINs,
¢e NpenopLYBa JHeBHaTa A03a oT 10 mg 6u3onpononos dymapar aa He ce HaZBHILIABA,

OnuTHT OT NPHIOKEHHETO HA OU3OMPONION NPH MAUMEHTH Ha ObOpeuHa AHaNN3a € OrpaHHYEH; BLIIPEKH
TOBa HAMA JI0Ka3aTeNCTBO, He JO30BHA PEXHM TPAOEa 1a ¢ NPOMEHH.

Cmabunna, XpoHuwHa, YMEPERa 30 MeXCKA CopOeuHa HeOOCMAMBYHOCH

Hama wHdopmanms 3a ¢apMakOKHHETHKaTa Ha GHIONpPOAON NpH NALMEHTH ¢ XPOHMYHA CHLPAEUHA
HEIOCTAThYHOCT H HapylleHa G6r0peyHa win depHoapobHa ¢yukuua. [TopHIIaBaHeTo Ha fo3aTa B TE3H
Ciy4aH H3IHCKBA JOMBJIHHTCITHO BHHMAHHE,

Hayuenmu 8 crmapyecKkd 8v3pacm
He ce n3ucksa aJanTHpaHe Ha no3ara.

Heduampuvuna nonyiayus
Jluncea OMMT [IPH Jelid, 3aToBa HE c€ MpenopwnyBa ynotpe6Gata Ha GH3IONPONAON IPH MEAUATPUUHK

NAUHCHTH.

Hauun Ha IpHIoXeHHE

KapnoputeM TabneTKH fa ce mpHeMmaT CYTpHH, cbCc UM Ge3 XpaHa. Moke [a ce MOrABLIAT € Manko
Te4HOCT, Ge3 aa ce COLBKBAT.

4.3 IpoTHBONOKATAHHA

BH301’IPOHOJI € NIPOTHBOIIOKA3aH NP NALHEHTH C:




- ocTpa CBpACYHA HENOCTATBYHOCT MMM M0 BPEME HA €NH30AK Ha JAeKOMITEHCALHA Ha ChpaeuHa
HEAOCTATHYHOCT, M3MCKBALLN i.V. HHOTPOIHA TepanHs;
- KapAHOreHeH LIOK;
- AV 670k oT BTOpa MK TpeTa cTeneH (0e3 nelicMelxsp);
- CHHApOM Ha OONTHHA CHHYCOB BL3E;
- CHHOATpHaleH 60K,
- CHMMTOMATHYHA Opanmxapans;
- CHMTOMATHYHA XMITOTOHHA,
- Texkka GpOHXHANIHA acTMAa;
- Texka (opma Ha nepudepHoO apTepHaTHO OKITY3HBHO 3aGoNABaHe WIH CHHAPOM Ha PeiiHo;
- HenekysaH deoxpoMouuTom (Bix T. 4.4);
- MeTaboOJMTHA aUMO034.

Kapaopurem € npoTHBOMOKa3aH NPH NMALMEHTH ChC CBPBXUYBCTBHTEIHOCT KbM GHM3OMPONON HIH KBM
HAKOE OT NOMOLIHHTE BEINECTEa, H36poeHH B Touka 6.1,

4.4 CrennanHH NpeaynpexaeHnd H MPeANa3zHH MePKH npu ynotpeba

Jleuennero na crabwiHa, XpOHHYHA ChpAEYHa HENOCTATHUHOCT ¢ GH3omponon TpabBa Ja 3aModHe CBC
crnelyanysa THTpauHoHHa dasa.

OcpeH ako He € W3pHYHO TIOKa3aHo, NeYeHHETO ¢ GH30nponon He TpaOBa a ce NpeyCTaHOBABA BHE3AITHO,
ocofeHo NpH MaLHEHTH ¢ HeXeMiiHa §0llecT Ha ChpLETO, Thit KaTo TOBa MOXE Ja ZOBEAE A0 MPEXOAHO
BIOWABAHE Ha chpAe4HOTO 3abonsABaHe (BOk 1.4.2).

Bu3onponon Tpa6pa a ce NpiNara ¢ BHUMaHHE OPH MALMEHTH C XHASPTOHHA WIM aHIMHA [EKTOPUC TIPH
CBOBLTCTRALIA CHPASYHA HEJOCTATEHHOCT.

BPIBOl'lpOJ'lDJ’I 'rpﬁﬁaa Ja e npuHiara ¢ BHUMaHHE MpH.

- 3aXaped AHabeT, nokassail ronemy GUIyKTyalliH Ha HMBaTa Ha KPbBHATa 3axap. CHMIOTOMHTE Ha

XHMNOITTHKEMHSA (Hanp. TaXHKapAHA, ChplefHeHe WIK H3NOTABaHE) MOKE Aa C€ MACKHpAT;
- CTpOra JHeTa;

- o BpeMe Ha fAeceHcuOumusMpaima Tepanua. Iloaobso Ha octanamure [-Onokepu, Suzomponon
MOKE JIa [IOBHIIM KaKTO HYBCTBHTEIHOCTTA KBM aNepreHy, Taka H TeKeCTTa Ha aHadHIaKTHYHHATE
peakiuiH. JleueHHeTo ¢ enMHepPHH He BUHATH JIABA 0YAKBAHHS TEpaNeBTHYEH edeKT;

- AV 6ok OT ITLpBa CTEIeH;

- anruHa Ha Prinzmetal: Habmonaeanu ca cny4aH Ha KopoHapeH BasocnassM. Brnpeku BUcOKaTa cH
6eral-cenexTUBHOCT, IPX MALMMEHTHTE C aHTMHA Ha Prinzmetal, npuemainy Guaonposnon, He MOrart
Aa OBAa H3KIIOYEHH NMPHCTHIH Ha CTEHOKAPNT;

- nepadepHo aprepHanHo oOkny3uBHo 3afonseaHe. Moxke ga ce HabmomaBa 3acHiBaHe Ha
OTUTAKBaHHATA, 0¢OBEHO B HAYANOTO HA TEPANIHATA;

- o0lla aHecTe3us.

Hama TCPANEeBTHYCH OIIUT 32 NICYCHHE Ha ChpACYHA HEAOCTAaTHYHOCT € 6H30ﬂp01'|01! HpPH NAHUEHTH CBC
CNeOHUTE 3a00I9BAHNA WITH CHCTOAHMA,

- MHCYJIHHO-3aBHCHM 3axapeH auaber (tun 1);

- TEXKH HapyllleHHs Ha 656peunaTa GyHKUHS;

- TEKKW HapylIeHHA Ha YepHonpobHaTa §yHKIuA;
- PECTPHKTHBHA KapaHOMHOIIATHA,

- BpOAEHH ChPACUHH 3a0019BaHHA;




- XeMOJHHAMHYHO 3HAa4YHMO OPTaHHYHO 3a00NABaHE HA ChpPACYHUTE KIIAIH;
- HRGAPKT Ha MHOKaPAa NPe3 NOCNEAHKTE 3 Mecela.

KoMOHHalMATa Ba 6M30NpoNoN ¢ KaNMeBH aHTarOHHCTH OT IPyNaTa HAa BEpanaMil WIH AUATHAZEM, ¢
AHTHPHTMHYHH KNac | # aHTUXHMepTeH3HBHA IEKAPCTEEHH CPEACTBA HE ¢ MPENophYBa (BIKTE T. 4.5),

[TauMeHTH ¢ NcopHasHe HTH aHAMHe3a 3a [IcopHasKc TpAGRa Na npHeMat B-Gnokepu (wanp. 6u3onponon),
camo cre[l BHUMATeNHO DantaHCHpaHe Ha TOJ3HTE H PUCKOBETE.

Ha ¢oHa Ha neyerueTo c GH3ONIPONON, CHMITOMHTE Ha THPEOTOKCHKO3a MOXKeE Ja C& MACKHPAT.

Tpy nauveHTH © deoXpeMOLIMTOM GH30MPOIION ce pHara caMo cle anda-pernenTopya Snokana,

[lpy mauweHTH, nMoanokeHH Ha oflla aHeCTE3WA, aHECTE3HONOTBT TpAbBa ga Obie yBeAOMEH 3a J-
6nokanara. Ako e HeoOXoIMMO NpCYCTaHOBSBAHE HAa NedeHHeTo ¢ PB-Gnokep mpens XHpyprudHa
onepauns, To TpA6Ba Aa cTaHe NOCTENEHHO H Aa NpHIUTIOYH 48 Yyaca npeau aHecTe3nATa.

Berpekn 4e kapauocenextaBHute (Geral) Gera-OGmokepm MoraT ma mMar no-cnab edexT Bbpxy
6enogpobraTa QyHKIHA OTKONKOTO HECENeKTHBHHTE OcTa-GnokepH, KakTo BCHUKM Gera-Gmokepn
H3MOM3BAHETO WM CbINO TpAGBA Ja ce M30Arsa NMpH NaUMEeHTH ¢ OOCTPYKTHBHH 3a0nABaHMA Ha
AHXATENHWTE ITHTHILA, OCBEH aKo He CHIIECTBYBAT YOeAMTENHH KIMHWMHH MPHYHHH 3a yrotpebaTa M.
AKO TaKHBa IPM4MHH CBILECTBYBAT, KapAopHTEM MoKe Ia CE H3NONI3Ba ¢ HOBHIIEHO BHHMAHME,

[TpenopbuBa ce eRHOBPEMEHHO MPHIOKEHHE HAa GPOHXOAWTATHpAIlA TepanHa MpH OpPOHXMATHA acTMa
WM JPYTO XPOHHYHO OOCTPYKTHBHO 3ab0nABaHe, KOETO MOXE Ja NPHYWHH CHMIITOMH. TIoHAKOra, NpH
NAUUEHTH C aCTMA MOXKE Jla Ce ITOABH MOBHILIEHHE HAa PE3HCTEHTHOCTTA HA AMXATENHHTE TBTHINA, 3aTOBA
MOX€ Ja C€ HUIOXKH YBENWYaBaHE 03474 Ha [F2-CTUMYaHTHTE,

3a 3amouBaHe M MpeyCTAHOBABAHE Ha JieueHHe ¢ OHIOMpOnon e HeoOXoQUMO peloBHO HaGnwaeH#e. 3a
JO3UPOBKA M HAYHH Ha NPWIOKEHUe, BUKTe T. 4.2,

4.5. B3aumoaeficTBHE ¢ APYIH JeKapCTBEHH NPOAYKTH H APYrH $opMH Ha B3anMoaeiicTBHe

HenpenopsyuTenHy KOMGHHAIHH

Kanyuesu aumazonucmu om zpynama Ha 6epanamvt 4 8 NO-mMaaka CRIEner oM Zpynama Ha OWINUAa3em:
HETaTHBHO RITMAHHE HA KOHTPAKTHITHOCTTa H aTPHO-BEHTPHKYTADHATA NIPOBOAHMOCT.,

HHTpaBeHO3HOTO NPHIOKEHHE HA BeanaMun IpH MTALIHEHTH, IeKYBaH# ¢ B-GlokepH, Moxe fa A0BEE 10
TEKKA XHIIOTOHHS M aTPHOBEHTPHKYNapeH 6ok,

AnmuxunepmensusHu 1eKxapcmeenlt CpeOCmad ¢ YeHmpario deticmeue (HANP. KIOHUOUH, Memuidonda,
MOKCOHOOUH, PURLMEHUOUN):

EnHoBpeMenHaTa ynoTpefa ¢ aHTHXHIIEPTEH3HBHH NEKapCTBEHH CPEACTEA ¢ LEHTPANHO NEeHCTBHE MOXKE
Jla [oBene A0 HaMandBaHe Ha ChbpAEHHATa YECTOTa U KanauHuTeT, a B CIIEACTBHE — IO BA30JHIIaLHA.
BHe3anHoTo npeycTaHOBABAHE HA JICHCHHETO MOXE A2 YBENIMYH PHCKA OT ,,peGayH] XHIIEPTOHHA®,

Knac I anmuapummuvny nekapcmesenu npodykmu (Hanp. Ousonupamud, 1uooKaus, genumous;
¢hrexaunud, nponagpenon): eheKTHT BHPXY BPEMETO HA aTPHO-BEHTPHKYIAPHATA IPOBOJHMOCT MOXE 12
€€ NOTEHUMpA U A1a C& MOBUIUM HErATHBHHA HHOTPOTIEH edeKT.

Kom6iHanmny, kouTo Tpabea 43 ce M3MON3BAT ¢ BHUMAHHE
Kanyuesu anmazonucmu om uxudponupuounoe mun (nanp. nughedunun): EnHoBpeMeHHaTa ynotpeba
MoXe /13 yBeJTHYH PHCKA OT XHIIOTOHHSA, KAKTO M HE € UIKNIKIYEH M TI0-TONAM PHCK OT JONBIH
BIIOILABAHE HA BEHTPHKYNHATA (yHKUNA [IpH MAlIHEHTH ChC CHPACYHA HEIOCTATBUHOCT.




Kaac Il anmuapummuunu nexapcmeenu npodykmu (Hanp. amuodapon): e¢PeKTET BLPXY BPEMETO Ha
aTpHO-BEHTPHKYNAaPHATa MPOBOAUMOCT MOSKE 1A ¢e NOTeHLUpa.

Ilapacumnamuxomumemuriy nexapemeeny npooykmu: EnHoBpeMeHHaTa ynoTpeba Moxe Ja yBemun
BPEMETO Ha aTPHO-BEHTPHKYNIapHAaTa MPOBOAHMOCT, KAKTO H pHcka oT GpajlHkapams,

B-bnoxepu ¢ noxanno npunoxcenue (HARp. KANKU 30 ONY 3a AEUEHUe HA 21ayKOMa) MOTAT 12 3aCHIAT
edekra Ha 6Guacnponon.

Hucynun u nepopaniu anmuouabemuu nekapcmeeny npodykmu: 3aciiBaHe edeKTa Ha HaMansABaHe Ha
KpbBHATAa 3aXap; OokHpanere Ha f-anpeHopeLienTopHTE MOkKe A3 MAaCKHUpa CUMITTOMHTE Ha
XUMOTTTHKEMHUS.

Anecmemuyu: Hamanspate Ha pediexTopHaTa TAXHKAPAUA M NOBHIIABAHE HA PHCKA OT XHITOTOHHA
(noeeye WHQOpPMALHA 32 00LIA aHECTE3HA BHXK T. 4.4).

Huzumanucoeu 2ruxosudu: OcobeHo NpH yBeNHYaBaHe Ha BPEMETO Ha aTpHO-BEHTPUKYJIapHaTa
IIPOBOAMMOCT, C KOeTo ce 3a0aBs ChbpaedHHA PHTHM.

Hecmepouonu npomusosvsnanumennu cpedcmea (NSAID): Moxe Ia HaMaIAT XMIOTOHMYHAA edheKT Ha
6u3omnponon.

B-cumnamomumemuyy (nanp. usonpernanus, dofymamun). KoMOHHAUMATA ¢ GH30MPONION MoXe Ia
HaMaJH AcHCTBHETO H HA [IBETE CPEICTBA.

CumnamoMuMemuyy, aKmusupauiy Kakmo f3-, mara u o-adpexopeyenmopy; KOMOHHALIMATA C
Gn3onponon Moxe fa SoBeje 10 yBelHHaBaHe Ha KPbBHOTO Hangrane. CMATA ce, Ye TakoBa
B3aMMOZEHCTBHE ce MIONYYapa Mo-CKOPo ¢ HECENeKTHBHH B-Onokepu.

EnnospemeHnnara ynorpeba ¢ aHTHXMIEPTEH3HBHH NIEKapCTBEHH CPEACTRA, KAKTO H ¢ JPYFH IPOAYKTH,
KOUTO MMAT MOTEHLMAN 33 HAMANABAHE HAa KPbBHOTO HANAraHe (TPULIMKNHYHY AHTHACTPECAHTH,
6apbuTyparH, GeHOTHAZHHN) MOXKE 1A YBETH PUCKA OT XHINOTOHHA.

Kom6uHaln, kouTo Tpabea a ce o6MUCTAT:
MednokHH: NOBHLIEH PHCK OT OpagHKapIHA.

MAO-unxubumopu (¢ usknouenue wa MAO-B unxubumopu): 3aciieH XMNOTEH3HBEH edekT Ha -
GnokepUTe, HO CHIO TAKA H PHCK OT XHIIEPTOHUMHA KPH3a.

Puq’;mmuqun: BBE3MOKHO € ICKO HaMaJIABaHE Ha MMOJY)XHBOTA Ha 6H3OI'IPOJIOJI, nopaay KHOIYXKUHATaA Ha
‘IepHOJIpOGHHTC nexapcrso-me‘raﬁonmnpamn eH3nMu. OONKHOBEHO He € HeoOxomiMa mpoMAHa B
AO3HPOBKHTE.

Epzomamuroeu npouzeodnu: BlOLIaBaHe HA NEPHAEPHUTE LMPKYNATOPHH HAPYLICHNA.

4.6. PepTHAHTET, 6peMEHHOCT H KbpPMEHe

Bpemennoct
Bizonponon uMa dapMakonornyHu feiicTBHE, KOHTO MOTaT Aa MpeAH3BHKAT YEPEKIALUIM ePeKTH BLpXY
GpeMeHOCTTa W/MMM BBLPXY mIoAa/HOBOpoAeHoTo. [lo mpuunun, [B-aapeHopeuenTopHuTe OGnokepH
HaMaNABAT [HTaleHTHATAa nepd)ymn, KOATO MOXE Na C€ CBBPXE ChC 3abaBAHe Ha pacTeka, BhTPEMATOUYHA
CMBPT, abopT W NpexaespeMedHo paxkaHe. HexenaHure NekapCTBEHN peakuuu (HAamp. XUMOTIHKEMHA H
OpanMkapaus) MOraT Oa ce MOABAT NpH IUIoJa M HOBOPOAEHOTO. AKO e HeobXooMMO NedeHHe ¢ [-
aIpeHopeLIENTOPHH ONoKepH, 3a IpeaAno4HTaHe ca B]-CeeKTHBHH alpeHOpPELEeNTOPHH OIIOKEPH.

KapnoputbM He TpabBa Aa ce M3mo/13Ba MO BpeMé Ha OpeMEHHOCT, OCBEH aKO HE € M3PHYHO [10KAa3aHO.
AKO nedeHHeTo C 6H30Hp0.l'10.ﬂ C€ CYHTA 3a HCOGXO,IIHMO, TpﬂﬁBa Ha cE HaﬁmonaBa
IIAUEHTapHUA KPBBOTOK H pacTexa Ha mtofia. B cnyuaii Ha yBpexaawm edektd Bupxy 6
nnona, Tpiabsa na ce ofMucnM anTepHaTHBHO NedeHuwe. HoBoponeuwre TpaGBa na




cTpukTHO. CHMIITOMH Ha XMAOTIHMKeMHS M OpaauKapAHs, Mo NPUHLHI, c€ OYAKBAaT Mpe3 TEPBHTE TPH
IHH,

Kspmene
Hama nanHu namm GH3omposion ce eKckperdpa B KbpMaTa, KakTo M 3a Bh3melcTBHeTo Ha Suzomponon
BEpXY OebeTa. 3aToRa KEPMEHETO HE € NPEMOPBLUYMTENHO 10 BpeMe Ha NPUAMKEHHeTo Ha KapaopureM.

4.7. EdexTH BBpXY ciocobHocTTa 32 odupaHe H paboTa ¢ MAINHHHA

[Ipy npoytBaHe Ha NaLMEHTH C UCXeMHYHa Gonect Ha chplieTo, HH3ONPONON He BNOWABA crnocofHoCTTa
sa mwodpane. Bounpeku ToBa, Nopagy WHAMBMAYAHWTE pPasfiMKH B PEAKUMHTE KBM JIEKApCTBEHHA
NPONYKT, cnoccOHOCTTa 3a modHpaHe M paboTa ¢ MaluMHU Moxe da ce enowu. Tosa Tpabsa ga ce WMa
npeneuz, ocobeHo MpH 3aModBaHe HA TEPAMUATA W NIPH TIPOMAHA HA NEYEHHETO, KAKTO M IpH yrorpeba
Ha ANTKOXON.

4.8. HexenaHn JeKapcTBeHH pPeaKkIHH
[To-mony ca M3NGN2BaHH CNEAHUTE ONPSACTEHHA, KOUTO C& OTHACAT A0 YECTOTATA:

Yectu (=1/100 mo <1/10), Heuectn (>1/1,000 no <1/100) Peakn (>1/10,000 no <1/1,000), C HenzBecTHA
yecToTa (OT HAJTHYHUTE JAHHA He MOXe [a On/ie HanpaBeHa ollieHKa)

Hscnenpanus:
Penxu: yrenH4eHN TPUrIMLIEPUIH, yBeIHYeHH CTORHOCTH Ha YepHoapobHuTe enanMu (ALAT, ASAT)

Hapyuwiesns Ha ckpaednara neifHocT:

Mamoro uectH: GpanHkapoHa

YecTu: BNoOLIABaHE Ha CHILECTBYBAIlA ChPAEYHA HENOCTATHYHOCT
Heuectn: HapyweHHa Ha AV-IIpoBOJHMOCTTa

MHoro peaxu: 6onka B repasTe

HapyieHus Ha HepBHATA CHCTEMA;
YecTH: 3aMaiiBane*, rnasobonue*

Penxn: npunagbin

3puTesHH HAPYILCHHA:
Penxu: HaManeHo chiI3oTedeHHe (TpAOBa Aa ce HMa NpenBHA NPH NALMEHTH, H3MOM3BAIlH JEILH).

MHoro PEAKH ! KOHKOHKTHBHUT

Hapyuienns Ha nabupyHTa Ha BETPEINHOTO YXO M HA CIyXa:
Penku: orcnabpane Ha cnyxa

PecnupatopH#, rpbAHH ¥ MEAUACTHHANHY HADYILIEHHS:
HeuectH: 6poHXocnassm NpH NaluKeHTH ¢ OPOHXHATHA acTMa WM aHAMHE3a 3a 00CTPYKTHBO 3a60/aBaHe

Ha AMXaTETHUTE ITETHLIA
Penku: anepruvueH puHUT

CTOMalIlHO-'-lQCBHH Hapyiueﬂml:
YecTu: raacHe, NOBpPLILAHe, AHAPHA, KOHCTHNALNA

HapyiueHua Ha KOaTa U NOAKOKHUTE THKAHH:
Penku: peakuuu Ha CBPbXUYBCTBUTENHOCT KAaTO NPYPHUTYC, 3a4epBABaHe, 06puB




MHoro penku: B-OnokepuTe MOTaT Aa MPOBOKMpPAT WITH BNOMAT NICOPHA3HC WIH A3 HEAYLHPAT
ncopuasnc-nonober obpHB, anonenus

Hapyuienysa Ha omopHO-ABATaTENHHA aNapaT ¥ CheJHHUTENHATA ThKaH:
Heuecru: MYCKYJHa CJ'laGOCT, MYCKYJIHH CNa3iMH

Cp10BH HapYIIEHHSA:

YecTu: Yeelane 3a ¢Tya WM H3TPbNBaHe Ha KpaliHHLIMTeE, XMIIOTOHNA (0CoGEHO IPH MMAlIMEHTH ChC
CchpeYHa HEOCTATBYHOCT)

Heuectn: opTocTaTHYHA XHNOTOHUA

O61n HapymeHUs:
YecTu: ¥YMopa *, acTeHus

HapviueHns na yepHoapoOHaTa M X I1b4Ha GYHKIIHA:
Peaxn: xenmatur

Hapyuwienus Ha penpofyKTHBHATA CHCTEMd M TEPINTE:
Penkn: epexTiutHa IHCOYHKIASA

chxna; PUYHH HAPYIICHHA.
Heuecru: HapYLWICHHUA Ha ChHA, ASNpecHAa
Penxu: KOolIMapH, XajIKMIHHALHHA

* TesH CHMIITOMH ce TIPOABABAT 0COOEHO B HAYATOTO Ha evekueTo. OBHKHOBEHO ¢4 IEKH M YECTO
W3YE3BAT B paMKUTE Ha 1-2 ceaMHLIH.

CrobliapaHe Ha NOAO3UPAHH HEXENAHH PEAKIINH

CpobmapaHeTo Ha IOJO3MPAHH HEKENaHH PEAKLHHE cliell pa3pellapaHe 3a ynoTpeda Ha JeKkapCTBEHHA
npoaykr € paskHo. Topa No3Bo/ABa Ja NPOTBIKH HabNIOAEHHETO HA CHOTHOLIEHHETO NOA3a/PHCK 32
NEKAPCTBEHHA MPOAYKT. OT MEAMIMHCKUTE CTIELHATIMCTH Ce M3HCKBa Jla ChOOIIABAT BCAKA NOA03IMpaHa
HeXeNaHa peakuud AMpeKTHO Ha H3NbIHUTENHa areHuns no nekapcreata (MAJT):

yi. ,,JlamsaH I'pyes™ Ne8
1303Codwua

Ten. +359 2 8903417
en. noma: bda@bda.bg
yeGeaiit: www.bda.bg

4.9. Ipeno3upane

CuMnromMu
IIpu npenosupate (Hamp. OHeBHa Ao3a oT 15 mg Bmecto 7,5 mg) ca HaGmogapaHH TpeTa cremeH AV-
6nok, bpagukapnus H 3amaiiBaHe.

Haif-uecTiTe npHsHalM, OvaKBaHW NpM npeaosupade ¢ [B-Onokepu ca OpaguKapaws, XHIOTOHMA,
6poHxocnaseMm, OCTpa ChpAEYHA HENOCTATRYHOCT W XumormukeMuAa. Jlocera ca ¢hoGLIEHH HAKONIKO
cllyyas Ha npefosupaHe ¢ Guzornponon (Makcumym 2000 mg) Mpu NalMeHTH ¢ XHIEPTOHHA WHIH
CBPAEYHO-CHAOBO 3260149BaHe; BCHUKH MAIMEHTH Ca C€ Bh3CTAHOBWIH. =
Hma oblMpHa MHTEpUHIHBHIYalHa BapHaOUITHOCT B YYBCTBHTEIHOCTTA KbM €IMHHMY
6130MpoNoN K NalHEHTH CbC ChPASYHA HEAOCTATLYHOCT BEPOATHO CA MHOTO YYBCTEMT




Te3H MALMEHTH JIEYEHHETO 3aABILKHTENHO TpA6Ba J1a 3anoyHe C TIOCTENEHHO YBeNnHyapaHe Ha 103ara,
CBITIACHO CXEMATA, NOCOYEeHa B T. 4.2,

Jleuenue

Mo npuHUMI, ako HACTENM NPeNo3UpaHe, TepanuATa ¢ 6u3onponon TpadEa 4a ¢& CIOpe U Aa Ce MpoBede
CMOMAaraTeHo H CHMIITOMATHYHO NeueHHe.

OrpaHuyeHH AaHHA NpeAnonarar, ue GH30NPONON ce OTCTPaHABa TPYAHO Upes THANH3A,

basnpaiiky ce Ha ovakBaHuTe dapMakonorHyHH JeficTBUA U NMPENopBKYA 3a aApyrute B-Grnokepu, Tpabsa
Jla ce MMaT MpeABHI clieaHUTe 0OMIH MePKH, KOTaTo TOBA € KJIIWHHYHO 000CHOBaHO.

Bpaduxapous: WMHTpaBeHO3HO NPHIOKEHHE Ha AaTPOTMH, AKO OTFOBOPBT € HEaleKBaTeH, MOKe
NpeAnasiMBO Na e Nlajie H3OMPEHANUH HIH APYTO CPEelCTBO ¢ MOIHTHBHH XPOHOTPONHH cBoficTea. ITpn
HAKOH 00CTOATENCTBA MOXKE Ja € HeoOXOIMMO TPaHCBEHO3ZHO BHBEXAAHE Ha NeHCMEHKDP.

Xunomensun. TNPpHIOKEHHE Ha HHTPABCHO3HH TCYHOCTH H Ba3OTIPECOPH. HHTP&BCHOBCH IMHOKAroH Moxe
Aa € 0T noj3a.

AV-bnox (emopa u mpema cmenew): NauneHTHTe TpAGBa Aa GBOAT BHUMATENHO MOHWTODHPAHHW H
AeKYBaHH C H3OTIPEHANHH HH{(Y3HA MIH BEREKAAHE HA TPAHCBEHO3EH ChPACYEH NMEHCMENKBP.

Ocmpo enowasane Ha cvpdewHama HedocmamvyHocm: i.V. TIPHIOKEHHE HA NHYPETHIH, HHOTPOIMHK
CpeACTRA, BA3OAUNATUPALLH CPEICTBA.

Bpouxocnazem: Haznavyagar ce HpoHXORHNATOpHA TEPANUA KaTO HIONPEHAIHH, $2-CHMIATHKOMHMETHLH
W/UAH aMUHOPUITHH,

Xunozruxemus: HHTpaBeHO3HO NpUIOKEHHE Ha MIOKO3A.
5.  ®APMAKOJIO'HYHH CBOUCTBA
5.1 dPapMaxoIHHAMMYHH CBOHCTRA

(PapmakoTepaneBTHYHA rpyna: ceJieKTHReH [3-Ookep,
ATC koa: COTABO7

MexaHnsbM Ha fiefcTBHE

Busonponon (1-ceNeKTHBEH aAPEHOPELENTOpeH OJIOKUpAlll AreHT, MHIIEH OT BLTPELIHA CTMMYJIMPALLA
CHMMATHKOMMMETHYHA aKTHBHOCT H €3 choTBeTHA cTalHIH3Mpalla MeMOpaHHa aKTHBHOCT. [IpoaykThT
HMa MHOTO c1ab aHHHTET KBM J2-pelenNTopHTE Ha MMAAKHTE MYCKYJTH Ha DPOHXHTE M ChAOBETE, KAKTO H
P2-penentopuTe, CBLp3aHH ¢ MeTabONHTHATA perynauus. 3aToBa, o PHHIIKI, He ce ouaksa 6usonponon
Jia BNUAE HA AHXATENIHATA PEIUCTEHTHOCT H [J2-MeOHMBpaHHTe METaboNUTHH eeKTH.

f1-cenexTHBMOCTTa Ha GH30MPONON € W3BLH TEPANEBTHYHHTE N030BH MPAHHIIH.

0610 2647 mauneHTH ca BKTIOYeHH B npoydsaHeto CIBIS 1. 83% (n=2202) 6unu ot knac 111 va NYHA,
a 17% (n=445) — ot xnac IV na NYHA. Te ca umann cTabuiHa, CHMNTOMAaTHYHA, CUCTONHA ChpAEYHA
HEAOCTATHYHOCT ((pakumsa Ha usTnackeaHe < 35% Ha Gasa exokapauorpagms). OblaTa CMbPTHOCT €
6una namanena ot 17,3% no 11,8% (oTHocHTeNHO HamaneHHe oT 34%). OTYETEHO € HAMANEHHE HA
BHe3anhata ¢MBpTHOCT (3,6 % cnpamo 6,3 %, oTHoCHTenHo HamaneHue 44%) U Ha :
CllyvyauTe CbC CbpIAeYHa HENOCTATBYHOCT, M3IHMCKBALLM Xocmuranuzaimsa (12
OTHOCHTENHO HaManeHue 36%). Habnrogasano e u 3HauuTEIHO NONOGpeHMe Ha ¢yH
cnopes knacHdukammata Ha NYHA. B HayanoTo Ha Tepanuara W Mo BpeMe




6usonponon ca OTYETEHM CIyuaH Ha XOCMHTANM3aUMA, Mopaau nodea Ha Gpaaukapnus (0,53 %),
xunotonus {0,23%) u ocTpa aekomneHcauua (4,97%), HO Te He ca NO-YECTH, OTKOJIKOTO B miaueHo
rpynara (0%, 0,3% u 6,74%). BpeAar Ha daranHHTe H HHBATHIM3KPAIIH HHLHACHTH N0 BPEMe HA LANOTO
uscnensane ca 20 B rpynara c 6uszonponon u 15 B nnauebo rpynara.

B xinnuvnoTo npoyusane CIBIS I1I ca uscnenpann 1010 naunenrTa Ha Bu3pacT >635 ToZMHH, C Nleka 10
yMepeHa xpoHuuHa cepaeyHa HegocTarsuHocT (CHF; I wan 111 NYHA) v nsasa peHTpHKyTapHa dpakuuns
Ha u3ITRacKBaHe < 35%, kouTo He ca 6wnM nekyBanu npeau ¢ ACE-wnxuGuropu, B-Onoxepu n
aHTHOTEH3HH peuenTopHA Onokepu. Mscneasasero cpaBHsABa 0e30MacHOCTTA H eEKTHBHOCTTA Ha
bPBOHAYANHA MIECTMECEYHA MOHOTepanua ¢ 6uzonponon (TaprerHa Ao3a 10 mg BeAHBXK AHEBHO), KBM
KoATO ce npubasa ACE-uHxubutop eHananpun (tapretha ao3a 10 mg BeHBK AHEBHO) B NPOABIKEHHC
Ha ouie 6 Ao 24 mecella, ¢ IPOTHBOMONCKHATA MOCACIOBATENHOCT HA TEPBOHAYANHOTO JieueHne. Begka
rpyna ce cbeToH oT 505 nalmeHTa,

JBeTe cTpaTeruH ca ciAnoe CpaBHEHH, KaKTo MO OTHOLIEHHe Ha koMOuHMpanaTa obma kpaiiHa uen (o61ua
CMBPTHOCT HITH XOCTIHTANH3ALMA), TAKa H 110 OTHOWIEHHE HA BCCKM OT TE3H KOMIIOHEHTH MO oTAeAHo. OT
NeKyBaHUTe ManueHTH obiara KpaiiHa Len e nocThrHara npu 178 namuenTa (35,2%) ot rpynara,
NeKyBaHa NbpBo ¢ 6usonponon, cpewty 186 mamuenTa (36,8%) OT rpunaTta, NeKyBaHa TLPBO ©
EHANATIPHIL, KCETO TI0KA3Ba, Y€ NEYSHHETo 3an0YHano ¢ GH30Mpoon € cpaBHUMO Mo eeKTHBHOCT C
JIeYEHHETO, 3aM0YHANO ¢ eHananpul. ITpu mepeoHadanoHo tederue ¢ GU30Nponon ca NovHHaNH 65
MalKeHTa cpelly 73, TeKyBaHH ITbPBO C eHANTanpua (Mexayrpynoea pasnnka p=0,44) u 151 cpewy 157
XOCMHTaNN3HpaHy nauuenTa (p=0,66). bposAT Ha cepHo3HN M 00ILH HelKeNaHN JIEKAPCTBEHH PEaKIMHK €
nomobeH 2a ABeTe rPYNH. AHANMAET HA AAHHUTE 33 MBPBATA FOAHHA [0Ka3Ba HE3HAYHTENHA TEHAECHLIHA
KbM HaMalIABaHe Ha oDluaTa CMBPTHOCT Ha IpyIIaTa, IEKyBaHa mepeo ¢ Gusonponorn, ¢ 31% B cpaBHeHue
© Ta3W, JIeKyBaHa ITPBO ¢ eHasanpua. CTaTHCTHYECKH 3HAYHMOTO HAMANABAHE HA PHCKA OT BHE3ANHA
cMBpT © 46% (p=0,049) npe3 nepeata roJiHa, rMaBHe JOTIPHHACA 3a MO-g00paTa [peXHBAEMOCT Ha
rpynara, JieKyBaHa TbpBo ¢ Ousonposnoin. PesynraTHTe nokalsar, ue nopaaM cxoaHara 6e3omacHoOCT B
efHMKaCHOCT, IEYEHHETO Ha XPOHUYHA CBPAEYRA HSAGCTATRYHOCT MOXKE A3 3an0uHe WIH ¢ OH30mpono,
HNH ¢ eHananpmi. BUsonponon ceOIo Taka ce Npiiara 3a ieYeHHe Ha XUNEPTOHHA M CTCHOKapIHA.

Buzomnponon HAMa H3pa3eH HEraTUBEH HHOTPONEH edeKT.

Buzornponon gocTHra MakCHMAalHHA CH AHTHXHIEPTeH3MBeH edekT 3-4 vaca cliel NEPopancH OpueM.
EnuMHHALMOHHHAT My TIONYXKHBOT B Ma3MaTta oT [0-12 gaca ocurypasa Ha Gusonponon 24-yacosa
e(leKTHBHOCT, CJiel €THOJ030B JHEBEH MpPHEM.

MaxkcUManHuAT XHIIEPTEH3HBEH edeKT Ha OH3O0TIPONON MO NPHHLKN €& JOCTHIA Cliel 2 CeaAMHIIH.
HHTeH3MBHOTO NpHIOKEHHE TIPH MALIMEHTH ¢ KOpoHapHa 0OJIECT Ha ChplieTo De3 XPOHHYHA ChpJedHA
HENOCTaTbYHOCT, GM3CMPONON HaMalABa ChpAEYHATA YECTOTa M YAApHUa o0eM M [0 TakbB HauHH
NOHHXABA ChPACHHHA AeOUT M KHCToponHoTO norpeGnenne. IIpH XPOHHYHO NPIIGKEHNE, TEPBOHAYANO
NOBHIlIcHATa NepHdiepHa Pe3UCTEHTHOCT HaManARa. [TOTMCKAHETO HA AKTHBHOCTTA Ha N1a3MEHHA PEHHH,
C€ JUCKYTHpa KATO MEXaHM3bM HA ICHCTBHE, eXKall B OCHOBaTa HA aHTUXHNEPTEH3HBHNA edekT Ha [-
Onokepure.

Ypes Gnokamata Ha cbpAcyHHMTe [-peuenTopH  OH30OMPOION  MOTMCKA  OTTOBOpA  KBM
CHMIIaTHKOAJPEHEPrU4HATa aKTHBHOCT. TOBa Mpedy3BHKBR HAMACHUE HAa CHLPACYHATA 4YECTOTa H
KOHTPAaKTWIHTET H NOPaJH TOBa BOOH A0 HAMAICHHE Ha MUOKAPAHATA KOHCYMaLHA Ha KHCIOPOI, KOETO €
KENAH edeKT IIPH AHTHHA TEKTOPUC ¢ HaJIHYHA HCXeMHYHa HONeCT Ha CHPLETO.

5.2.  DapMaxoKHHeTHYHH CBOHCTBA
Abcopbuna

Bizonponon ce abcopGupa novt HanbiHo (>90%) OT racTpo-MHTECTHHANHUA Tpa
Mankusa edexT Ha first pass Ha yepHus apo6 — npuGnuzureno 10%, uma abeomor
okono 90% cnen nepopanHo NPUNGKEHHE.



Painpenenetne
O6embT Ha painpenenenne € 3.5 I/’kg. Cebp3aHeTo Ha GH30MpoNon ¢ NIaIMEHUTE NMPOTEHHH € OKONIO
30%.

MerabonuitM M eNMMHHHUDAHE
Busonpornon ce enMMHMHMpa 0T OpraHH3Ma upe3 JBa eKBHBANEHTHH MBTA Ha KIMpBHC: 50% ce

TpaHcOpMHPAT E HEAKTHBHH MeTaloNmuTH B depHHa Opod © exckpeums Ha MetabonuTHTE npes
onopenuTe. OcraHanute 50% ce ekcKpeTHpaT HempoMeHeHH npe3 Gnlpenute. 3aToBa MO NpMHUMN
OmM3onponon He M3HCKBAa afanTHpaHe Ha 103aTa NpHM TALMEHTH C YepHoApoOHH H  OB6pedHM
GYHKIMOHANTHY HapyILEHHA ¢ JIeKa A0 YMEpEHa TeXecT.

OBLIMAT KNHPBHC HA IpoayKTa e npubnuauTenHo 15 I’kg.

[TnasMeHMAT eTUMHHALKOHEH NomyxHBOT e 10-12 yaca.

[Tpu maumeHTH ¢ xpoHudHa chpieuHa HemoctaThuHocT (III craguii mo NYHA) niasMeHHTe HMBa Ha
OH30NpOIION ¢a MMO-BHCOKH H NEPHOART Ha TIONYKHBOT € YIBMAKEH B CPaBHEHUE ChC 3apark aobpoponuy.
MakcHMaTHaTa Na3MeHa KOHUSHTpauMA B crabniHo chetosume e 64 + 21 mg/ml npu nnesHa go3a ot 10
Mg ¥ NepHoasT Ha Nonypasnan € |7 + 5 yaca.

Junelnocr
BH‘.!O]'IpO.T[OJ'I HMa .I'IHHeﬁHa, BB3pacTOBO-HE3IABHCHMA KHHETHKA.

5.3. IpeakTHHHYHHE NaHHH 33 GezonacHocT

I'Ipe.uxnnﬁmﬂme JaHHH He M0Ka3BaT ocobeHa OMacHOCT Ha Xopa BB3 OCHOBA HAa KOHBCHLUHOHATHH
Npoy4YBaHNd HA €OHHHYHA M MHOTIOKpaTHa MO0O30BA TOKCHYHOCT, FCHOTOKCH‘-[HOC'T/MyTaFCHHOCT WIH
KapuHpOrcHHOCT.

Pen KU

B penponyKTHBHHTE TOKCHKOMIOIHYHH M3CTIEBAHKA GH30MPONON HAMA RNHAHUE BRPXY QepTUIMTETA HIH
BBpXY 00llaTa PENpoOIyKTHBHA CIIOCOOHOCT.

[Momobuo Ha Apyrn Gera-GnokepH, G¥30NPONO BBE BHCOKM H03H BOOM [0 TOKCHYHOCT KakTo IpH
MafikaTa (HamansaBa NpHEMaHETO HAa XpaHa M TEJNECHO TETNO), Taka ¥ Ha eMOpHoHA/IUToAa (yBenHyaBane
clydanTe Ha pe3opOiMA, HaMansfBaHe TETNOTO Ha TUIOAa, 3abaBiHe HAa PHZHYECKOTO MY Da3BUTHE), HO
HAMA TCPATOrcHeH edekT.

6. GOAPMAIEBTHYHH JAHHH
6.1. CINHCBLK Ha TOMOUIHHATE BEHIECTEA

Cudvpoicanue Ha mabremxama:
Muxpoxprcrantaa uemynosa PH102;
Kanumes xugporenpocdar, 6e3ponen;
[IpexenaTnHH3KpaHO LAPEBHYHO HHIHECTE;
TMoermoon K-30;

CHIHUMEB AMOKCHT, KONOUIEH, Ge3BoacH;
MarHezueB cTeapar.

R \d
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Dunmoao noxpumue Opadry White 02428361
XugpoxcunponunMeTUILeNyro3a; 2910;
Turanor auokeun (E171);

Tank.

6.2. HecnBMecTHMOCTH

Henpunoxumo.

6.3. Cpok Ha rognoct

2 roHHU

6.4. CneuHaJHH YCJOBHA HA CHXPaHeHHe

Ja ce coxpanasa nox 25°C B OpHTHHATHATA OMAKOBKA.
Jla ce cbxpaHiApa Ha MACTO HENOCTRITHO 34 Jela.

6.5. Bua ¥ ¢bALPKAHHE HA ONMAKOBKATA
[Ipospaunn PVC/PE/PVDC 6nuctepH MOKpHTH € allyMHHBEBO donHo.

Enuu 6mucrep chaspxka 10 6poa ¢punmupanu tabnerkn
Pasmep Ha onakoekara: 30 6poa ¢unMupaHk TabneTku (1 omakoska/ 3 Gnucrepa).

6.6. CneunajHH nNpeana3HH MepKH NPH HIXBLPJIAHE

Hama cneunaniy w3ncksaHuA.

Hen3non3paHUAT MPORYKT HAH OTHATBYHHTE MaTEPHAIR OT Hero TpAOBa fa ce U3XBLJIAT B
CHOTBETCTBHE C MECTHHTE M3HCKBAHHUA.

7. MPHTEXATEJ HA PASPEINIEHHETO 3A YIIOTPEBA

HOBEJI CAPMA EOOJT
6yn. “brnrapua” Nel09
Codmn 1404, Bearapus

8. HOMEP HA PAZPEIIEHHETO 3A YIIOTPEBA
PerncrpauroneH Ne 20210134

9. JAATA HA ITBPBO PAIPEUIABAHE/MOAHOBABAHE HA PAZPEIHIEHHETO 3A
YIIOTPEBA

Jata na mepeo paspemasane: 27.05.2021
Jlara Ha nocneaHo NOJHOBABAHE:

10. JAATA HA AKTYAJIN3HPAHE HA TEKCTA

09/2025




