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KapnopursMm 10 mg ¢ramapann Tabnerkn paspawpwe Ao N f §
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Besaxa ¢uimupana Tabnerka ceaspxa 10 mg 6usonpononos ¢ymapar (bisoprolol fumarate).
3a IMRTHHMS CITIHCHK HA IIOMOIHATE BELECTRA BIKTE TOUKa 6.1.

3. JEKAPCTBEHA ®OPMA

$unMupaHa TabneTka

KapgoputeM 10 mg puanvmpann TabneTky ca opalXeBH, KPhIIH, H3TbKHATH TaONeTKH, ¢ AeIHTCIHA
yepTa OT eaHara crpana. Tabnerkara Moxe Aa Obac paszeneHa Ha XBe paBHH 103H.

4. KJIVHWYHU JTAHHH

4.1 TepaneBTHUBE noKa3ZanAA

JleueHMe Ha XHUIIEPTOHHA
Jleuenue Ha HexeMu4Ha O0NIECT Ha CHPUETO (aHIHHA MCKTOPHC)

¢ Jleyenne Ha crabunna, XpoHWMHA ChpACHHA HEAOCTATHIHOCT ¢ HAMAJICHA CHCTONHIHA
NeBOKaMepHa PyHKIMSA, KaTo AoNbIHeHHe KbM ACE HHXHOMTOPH M NMYPETHINH H/HITH CHPACHHH
IJIUKO3MH (3a AOIMBAHMTEHA HR(OpMAlHS, BIDKTE TOUKa 5.1)

4.2 HO3HPOBKA H HAYHH HA NPHIOKeHHE

Jo3npoBka
Apmepuanua xunepmonun u ucxemuuna borecm Ha Cbpyemo (GH2uUHG NEKMODUC)
Bw3pacTHn:

3a aBeTe MoKa3aHMA 0zaTa € 5 mg GH3onpoionos pyMapar BeIHBK AHEBHO. AKO ¢ HeoOX0oauMo, fro3aTa
MOXe a ¢¢ YBelIHYH Ha 10 mg Ousonpononos ¢pyMapar BeAHbAK OTHEBHO.

Maxcumansiata fpenoprunTenHa 103a € 20 mg BeAHBK AHEBHO.

HJo3saTta Tpa6Ba Aa ce aganTrpa HHAHBHIYANHO, CIIOpE YECTOTATA Ha MyJICa H TepaneBTHYHHA yCIeX.

Cmabunna, xpoHUYHA, YMEPEHd 00 MENCKA CbPOEYHA HEOOCMAMbYHOCT
Koraro ce zanousa neuenue ¢ Susomponon, naimeHTTe TpaGea aa ca crabGmwisupasn (6¢3 nposBH Ha
OCTpa HEOOCTATHYHOCT).

IIpenoppuBa ce NEKyBalMAT JICKap A4 MMa CBHOTBETHHA ONHT B JICYCHHETO Ha XPOHHYHA ChpJEYHA
HEeNOCTATHLYHOCT. '

Jledennero Ha cTabwiHa, XpOHHYH2 CHpIEYHA HEAOCTATBYHOCT ¢ OWM30MpOnoN H3HCKBA THTPALIMOHHA
¢a3a:
IlpenoppunrenHara go3a € 1,25 mg BexHbx AHEBHO. B 3aBUCHMOCT OT HHAHBHAYA MOHOCHMOCT,




NOBEYE CceAMHUM. AKO YBeNM4YeHaTa 03a HE ce MmoHacd molOpe, NEYEHHETO MOXKE Ja NPOIXB/DKH ¢ Io-
HHUCKA JO34.

Makcumannara npenopreyresina go3a ¢ 10 mg 6m3onpononors gyMapar Beansx AHepHO. Ilo BpeMe Ha
THTPAallMOHHATa ()a3za ce NpENMOpPLYBA IPOCHENABAHE HA JXKH3HEHHTE MOKAa3aTeNd (ChbpACYECH PHTHM,
KPBBHO HaJIATaHe), KAKTO M 34 OSBA Ha CHMIITOMM HA BJIOIIABAHE HA ChpACYHATAa HETOCTATEIHOCT.

lpomana ua nevernuemo

AxXOo MaKCHMAaTHO IIpernoppYBAHATA J03a HE Cce TMOHacd J00pe, JeYCHHETO MOXE Ja MPOABIDKA C
NOCTENEHHO HaMaIABaIna A03a. B ciayvail Ha npexoaHo BAOLIGBAHE HA ChPACYHATA HEAOCTATHYHOCT, Ha
XMNOTOHHA WM Opajuxapani, ce NpenopbyuBa npepasriexaaHe Ha 103aTa Ha CHIIBTICTBALIOTO JIEYECHHE.
Mozke na ce HaJIOXKH BpeMeHHO HaMATIsBaHe Ha I034Ta Ha HU30npono Wil nNpeycTaHOBsIBaHe Ha HETOBHA
npHeM. Cnen crabunusnpane Ha ChCTOSHHETO HA MAITHEHTA, MOXKeE J1a ce NPUCTHIHN KbM NNOJHOBABAHE Ha
JeYEHHETO W/HITH OBUINABAHE /103aTa Ha OM30mpoIo.

IIpodwancumennocm na mepanusma

[1o NpHHIMI Ie4eHHETO ¢ OH30MPONION € MPOTBLILKHTENHO.

Jleuerueto ¢ bu3onposion He TpabBa fa ce CHHpa BHE3aMHO, Thil KATO TOBA MOXE Ja 10BEAE IO NPEXONHO
BJIOIIABaHE HA CHCTOAHHETO. OcoOeHO MpH MallMeHTH ¢ HCXeMHYHA HOJNECT Ha ChPLETO, ICYSHHETO He
TpsaOBa fa ce npekparsiea BHe3anHo. [IpernopbuBa ce NOCTENEHHO HaMAIABAaHE HA J03aTa.

Hayueumu ¢ bvbpeyna win yepnodpobua HedOCHAMbRHOCT!

Apmepuanna xunepmonus u ucxemuuHa 601eCm Ha CoPYemo (QH2UHa NeKMopuc)

[Ipy nmaunpeHTH ¢ JIEKH WIH yMepeHHd HapyieHHa Ha OnOpeuHara wm 4epHOApoOHa (yHKuMA, 0O
NPHHLIML HE ¢e M3HCKBa amairdpaHe Ha JAozara. [Ipum manmeHTH ¢ Texka HpOpedHa HEAOCTATHYHOCT
(kpeaTuHHHOB KIHPHHC < 20ml/min) 1 npH NnaMeHTH ¢ TEXKKH HApYLIeHHA Ha 9epHOApoOHaTa dyHKIm,
ce nmpenopbYba AHEeBHAaTa 1034 ot 10 mg Gu3onpononos (pyMapar Na He c€ HABHINABA,

OnHUThT OT NPUIOKEHUETO Ha OM3O0IIPOJION NMPH NMauMeHTH HA OBpOpeYHa AManu3a € orpaHHYeH; BHIPEKH
TOBa HAMAa IOKa3aTeJICTBO, 1€ NO30BHS PEXHUM TpAOBa Aa ce IPOMEHH.

Cmabunna, Xponuuna, yMepena 00 Mmexcka CoPOeYHa HeOOCMAMBYHOCT

Hsma umHQoOpMalia 3a ¢apMakOKUMHETHKATA Ha OH3OMPONOH MPH NAUHCHTH ¢ XPOHHYHA ChpACYHA
HEAOCTATHYHOCT H HapyineHa OuOpeuHa Wik yepHoaApoOHa ¢yHkumg. IloBHIIaBaHeTO HA n03aTa B TE3H
CIIy4YaH U3UCKBa JOITBIIHHTEIIHO BHUMAHHE.

layuenmu 6 cmapuecka ev3pacm
He ce usncksa anantupane Ha qo3aTa.

Ieguampuuna nonyrayiin
Jluncea oIMT npy Jena, 3aToBa HE ce€ NpenophuBa ynoTpedaTa Ha OHM30MpOJION MPH NEAHATPHYHM

NMalnHCHTH.

Hauun Ha npUioeHHe

KapaopureM Tabnetku ha ce mpHeMaT CYTPMH, ¢he WIH Ge3 xpaHa. Moxe ga ce Norinslar ¢ Manko
TEYHOCT, 0€3 Ja ce CALBKBAT.

4.3 IlpornBonokaszanns

bBusonpoion € mpoTHBONOKA3aH NPH NaLHEHTH C:
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- OCTpa CBhpAcYHA HEAOCTATBYHOCT WIH IO BpeMe Ha €NH304M Ha JEeKOMMNEHCAIus Ha ChpIACYHA
HEJOCTATBYHOCT, H3NCKBAIIH I V. HHOTPOITHA TEPaIH;
- KapaHOreHeH IIOK;
- AV Gnok ot BTOpa HITH TpeTa cTeneH (Oe3 neiicMeHKEp);
- CHHAPOM Ha DOJIHHA CHHYCOB Bb3en;
- CHHOAaTpHalleH ONOK;
- CHMNTOMaTHYHA SpaguKapIus;
- CHMITOMATHYHA XHIOTOHHS,
- Texka OpoHXMANHA acTMa;
- Texka GopMa Ha neprUGEpHO apTEPHATTHO OKTY3UBHO 3aDOoIBaHe Wi CHHAPOM Ha PeiHo;
- HenexyraH ¢eoxpoMOLUTOM (BHX T. 4.4);
- MeTaboNKUTHA auMAao3a.

KapaoputsM € NpOTHBOMOKA3aH MPH MAlMEHTH ChC CBPBXYYBCTBHTENHOCT KbM OHM30NPOJION HIH KbM
HAKOE OT MOMOLTHUTE BEINECTBA, U30poeHH B TouKa 6.1.

4.4 CoenHajJan BpeaynpeXAeHas H NPeAna3Hd MEePKH IpH ynoTpeda

JledyeHHeTO Ha cTabHIHA, XpOHHYHA ChpACYHA HEZOCTATHYHOCT ¢ OM3ONpoNon TpAOBa Aa 3aMOYHE CHC
clielHaIHA THTpAaLMOHHA da3a.

OCBEH aKo He € M3pHYHO [IOKa3aHo, JISUYEeHHETO ¢ OU30mponion He TpAOBa Aa ce NpeyCcTaHOBABA BHE3AIHO,
ocobeHo NpH NalueHTH ¢ HCXeMHYHa 6oNIecT Ha ChPLETO, ThH KaTo TOBa MOXE 11a AOBEAE 10 NPEXOAHO
BIIOIIABAHE HA CHPACYHOTO 3a00sgBane (BIXK T.4.2).

Busonponon Tpabea Aa ce mpunara ¢ BHUIMaHHe MPH NAIMEHTH ¢ XHMEPTOHUA WIH aHTMHA TIEKTOPHC MpH
CBITBTCTBAINA ChPACHHA HEAOCTATEYHOCT.

Buzonponon TpAdea Aa ce npunara ¢ BHUMaHHE MpPH:

- 3axapeH Aualer, NOKa3Ball rojleMH (AYKTyalid Ha HMBATA HA KpbBHATA 3axap. CMMNTOMHTE Ha

XMMOITIHKEMHAA (Hallp, TaXUKapAuA, ChpleOHeHe WM H3MOTABAHE) MOXKE Aa ¢ MaCKHpAT,;
- CTpOra AMera;

- IO BpeMe Ha AeceHCHOWTM3Hpaila Tepanud. IlogobHo Ha ocTapanure [3-GnokepH, Guzomponon
MOXe [a TOBHIIIH KaKTO YyBCTBHTEIHOCTTa KbM ATIEPTEHM, TAKA U TEKECTTa Ha aHa(HWIAKTHYHHUTE
peakuMH. Jleyenuero ¢ enmuHedpUH He BHHArH J]aBa OYaKBaHUA TepaneBTHUYEH eeKT;

- AV Gnok OT mppBa CTEneH;

- aHrdHa Ha Prinzmetal: HabmopaBaHu ca ciiydau Ha KOpOHapeH Ba3ocnazsM. BeIpeku BHCOKATa CH
Oeral-ceslekTHBHOCT, 1IpH NAUWEHTHTE ¢ aHrHHA Ha Prinzmetal, npreManiy 6K30IMPOIOI, HE MOTAT
Aia OpAAT H3KTIOYEHH OPHCTHIH HA CTCHOKAPAHA;

- nepuepHO apTepHATHO OKJIy3MBHO 3a0ondBame. Moxe na ce HaOmopasa 3acHIBaHe Ha
OIIAKBAHHATA, 0cOOEHO B HAHAJIOTO Ha TepalHuATa,

- o011ia anecTesus.

Hsma TepanesTHYEH ONMT 3a JIeueHHE Ha ChPAeYHA HEAOCTATHIHOCT ¢ OM30MPOITOI [IPH MaNUEHTH ChC
CIIETHHTe 3a0019BaHHA I CHCTOSHHUA:

- UHCYJIHH-3aBUCHM 3axapen guaber (Tun I);

- TEXKH HapyLIeHuA Ha Obp0OpedHaTa QyHKIMS;

- T€KKH HapylIeHHs Ha YepHOApoOHaTa (pyHKIIHS;
- PECTPHKTHBHA KAPIHOMHONATHA,

- BPOACHH ChpAeYHH 3a00ABaHHY;




- XeMOJWHAMHYHO 3HAYMMO OPraHu4YHO 3ab0/1BaHe Ha CHPACUHHUTE KIIAIH,
- ’HQAPKT Ha MUOKapJa Npe3 NOCIeIHATE 3 Mecelia.

KomOuHaupaTa Ha 6M30NpoNoN ¢ KallHEBH AHTArOHKUCTH OT IPymara Ha BepanaMil WIH AWITHA3EM, ¢
aHTMPHTMHYHY K1ac | M aHTHXUIIEpTEeH3NBHH JIEKaPCTECHH CPEACTBA HE CE MPENOPBYBA (BIKTE T. 4.5).

[TauHeHTH ¢ NcopHasKe WM AHAMHE3A 32 Mcopuasuc TpsbBa aa npueMar f-6okxepu (Hanp. 6u3zonponon),
caMo c/ieql BHHMaTeNNHo fanaHcHpaHse Ha NMOJ3HTE  PHCKOBETE.

Ha ¢ona Ha nedenueTo ¢ SH300poJIoN, CHMITOMHTE Ha THPEOTOKCHKO3a MOXKE [1a €€ MACKHPAT.

IIpu nampeHTH ¢ PeOXpOMOLIATOM OH3OIMPOJION Ce MpHiIara caMo ciiel alda-perenTopHa 6nokaza.

Ilpn naumMeHTH, NMONIOKEHH HAa OOlla aHECTe3Hs, aHeCTEe3HOIOrLT TpAOBa nga Owae yseAoMeH 3a P-
broxanara. Axe € HeoOXOAMMO INpeycTaHOBABaHE Ha JiedeHHeTO ¢ P-Ojokep mnpen XHpypruyla
onepanus, To TpsaOBa Ja cTaHe MoCTENeHHO K Aa NpHKMoYd 48 Jaca npeay aHeCTE3HATA.

Brunpekn ue kapamocenekTuBHuTe (Geral) 6Gera-Gnokepn Morar ga HMar no-cial edexT BupXy
6estogpobHaTa QYHKUMS OTKOJKOTO HECEICKTHBHHATE GeTa-6iA0KepH, KakTo BCHYKH OeTa-Oaoxepn
M3MO/I3BAHETO MM ChHINO TpaOBa fOa ce W30ArBa OpH TAUMEHTH ¢ OOCTPYKTHBHH 3aliiipaHuMs Ha
AMXATEHHTE MHTHIIA, OCBEH aKO HE CHINECTBYBAT YOCUTEHH KIHHHYHH MPHYHHH 3a ynotpebara HM.
AKO TaKHBa NPHYMHH CBILECTBYBAT, KapaOpHUTEM MOKE a CE M3MOJI3BA C MIOBHIIICHO BHHMAaHHE.

IIpenopbupa ce eTHOBPEMEHHO MPWIOKEHHE HA OPOMXOAUIATHPAINA TEpalHsa npH OpOoHXHanNHA acTMa
WIH APYTO XPOHHYHO OOCTPYKTHMBHO 3a00/idBaHe, KOETO MOXe Jia IPUYHHHM CUMITOMH. [loHAkora, npH
NalMEeHTH ¢ aCTMA MOXe Ja Ce NOABU MOBHIIEHHE HA PE3HCTEHTHOCTTA Ha AHUXATEIHHTE ITHTHINA, 3aTOBa
MOXKe 1a C¢ HaJIOKH yBeJIM4aBaHe 03aTa Ha P2-CTHMyJIaHTHTE,

3a 3anouBaHe ¥ MPEYCTAHOBABAHE HA JICUCHHE ¢ OM30Mponol ¢ HeobxoauMo pefoBHO Habmonenue. 3a
JO3HPOBKA H HAYMH HA NIPUWIOKEHHE, BIDKTE T. 4.2,

4.5. BianmopelcTBHE ¢ ApYyrH JeKAPCTBEHH NPOAYKTH H ApYTH GOpMHE HA B3IaEMOaeHcTBHE

KoMOWHAIIMK, KOWTO HE Ce MPEeNnophIBAT:

Kanyuesu anmazonucmu om zpynama 5a 6epanamuii it 8 NO-MAIKd CMENEH om 2pynama Ha OWIMuG3emM.
HECTATHBHO BIHAHUE Ha KOHTPAaKTHAHOCTTA H aTPHO-BEHTPHKYIapHaTa HPOBOIHMOCT.

HHTpaBeHO3HOTO NPHIOKEHHE Ha BepariaMiJl IpH NMAalHEHTH, JICKyBaHH ¢ f-OiokepH, MOXKe 1a A0BeIE N0
TEXKKA XHIIOTOHHUA H ATPHOBEHTPUKYJIapeH OJIOK.

Anmipcunepmensuenu 1eKapCmeenu Chedcmed ¢ YyeHmpanno oelicmaue (Hanp. KAORUOUH, MEMUNOOoNd,
MOKCOHOOUN, DWIMEHUOUH):

EnHoepeMeHHaTa ynotpeba ¢ aHTUXHIIEPTEH3MBHH JIEKAPCTBEHH CPEACTRA ¢ LIEHTPATHO JEHCTBHE MOJKE
Ja OBENE 1O HAMANIABAHE HA ChPIEYHATA YECTOTA H KANALMTET, a OTTaM — J0 BazoAWnauui. Brueszannoto
NPEYCTaHOBABAHE Ha JICYCHHETO MOXKE Ja YBEJIHYH PUCKa OT ,,pedayHa XHIIEPTOHHA .

Knac I anmuapummuvnu nexapcmseru npodykmu (Hanp. OU0Nupamuod, AIUOOKauH, eHumoun;
prexaunuo, nponagenon): ePekTHT BHPXY BPEMETO Ha aTPHO-BEHTPUKYJIapHATa MPOBOJIHMOCT MOXKE /1a
Ce NIOTCHIHPA W Ja C€ NOBHIIH HETAaTHBHUA HHOTPONEH eeKT.

KomOunaiyy, xouto TpabBa 1a ce U3NI0I3BAT ¢ BHUMAHHE
Kanyuesu anmazorucmu om ouxudponupudutios mun (nanp. nugpedunun); EnHorpeMennarta ynorpeba

MOXKE Jla YBEJIMYH PHCKA OT XUIIOTOHHA, KAKTO ¥ HE € M3K/IIOYEH M NIO-TO/IAM PHCK OT JAOIBIHUTEIIHO
BIIOIABAHE HA BEHTPHKYJIHATA PYHKIHA IPH NAIHMEHTH CEC CHPACYHA HENOCTATE




Knac Il anmuapummuynu nexapcmaenu npodyxmu (nanp. amuodapon): ebeKThT BbPXY BPEMETO Ha
aTPHO~BEHTPHKYJIAPHATA NPOBOAHMOCT MOXE a4 C€ NOTCHLIHpA.

HHapacummamuxomumemuunu nexapcmeenu npodyxmuy. EnHoOBpeMeHRaTa yroTpeda MoKe a YBe/IH4YH
BPEMETO HA aTPHO-BEHTPUKYJIApHATA MPOBOJMMOCT, KAKTO H PUCKa OT Opaaukapams.

B-6roxepu c aoxarno npunosicenue (Hanp. KANKU 30 04U 3d AYeRue HA 2HAyKoma) MOTaT A 3aCHIAT
edexra Ha Ousonpoon. |

Hucynun u nepopannu anmuduabemnu nexapcmeeny npooykmu: 3acHiBaHe ¢dekTa Ha HaMangBaHe Ha
KPBBHATA 3axap; OnokHpaHeTo Ha f-aqpeHOpEenenTOPHTE MOXKE Aa MACKHPa CHMITTOMHTE Ha
XUTOTTHKEMHA.

Arnecmemuyu: HaMansparne Ha pedieKTOpHaTa TAXHKAPAKA U IOBUIIABAHE HA PHCKA OT XMITOTOHHKS
(nopeye uH(popMalHd 3a ob1Ia aHeCTe3Hd BHXK T. 4.4).

Hueumanucosu 2nuxosudu. OcobeHO NpH yBEANYABAHE Ha BPEMETO Ha aTPHO-BEHTPHKYJIapHaTa
NPOBOAUMOCT, ¢ KOETO € 3a0aBg ChpAeYHUS PUTHM.

Hecmepouonu npomugoessnanumennu cpeocmsa (HCIIBC): Moxe fa HaMaIAT XMIIOTOHHYHHA eDEKT Ha
OH30npOITON.

B-cumnamomumemuyu (nanp. uzonpenariun, Oobymamun): KOMOHHAIHNATA ¢ OH3OMPONIOI MOXKE /1A
HaMaNH NEHCTBHETO H HA JIBETE CPEACTEA.

Cumnamomumemuyu, axmusupayu xaxmo B-, maxa u a-adpenopeyenmopu; KOMOHHAIMATA ¢
Ou3onponon MoXke Aa AOBeJE N0 YBeIHYaBaHe Ha KPEBHOTO HansAraHe. CMATa ce, 4€ TakoBa
B3aMMOJICHCTBHE Ce MONyYaBa IO-CKOPO ¢ HECEIEKTHBHH [3-Onokepn.

EnnorpeMeHHaTa ynotpeda ¢ aHTHXHIEPTEH3HBHH JIGKAPCTBEHH CPEICTBA, KAKTO H ¢ IPYTH NPOAYKTH,
KOHTO MMaT NMOTEHLMAN 34 HAMAIABaHe Ha KPHLBHOTO HAJIATAaHE (TPHUMK/IMUHH AHTHACNIPECAHTH,
OapOuTypaTH, eHOTHA3HHM) MOJKE 12 YBEJIH PHCKA OT XHIIOTOHHA.

KoMbuuaiiii, KouTo TpAbsa Aa ce GOMHCIAT:
MednoxuH: NOBHIIEH PHCK OT OpaauKapIus.

MAO-uuxubumopu (c uskmouenue na MAO-B unxubumopu): 3acyjIeH XUIIOTEH3UBEH eeKT Ha f3-
Oy0xepHTE, HO CHIIO TAKA H PHCK OT XHIIEPTOHHYHA KpPH3Aa.

Pughamnuyun: BE3MOXHO € JIEKO HAMAIIBAHE HA NOJMY>KHBOTA Ha GH30MpONoN, NOPajl MHAYKLMATA Ha
yepHOApoOHUTE JeKapcTRO-MeTabom3Hpaiy eH3uMi. QOHKHOBEHO He € HeoOXoauMa npoMaHa B

JIO3UPOBKHTE.

Epzomamunosu npouzeoOny:. BIOIIABAHE HA TIepHUGEPHATE LHPKYNATOPHH HapyllIEHHA.

4.6. DepraanTeT, OPEeMEHHOCT H KbPMEHE

bpemenHoCT
Busomnponon uma dapMakoaOrHYHE geiCTBHE, KOHTO MOraT Aa NpeAH3BHKAT YBPEXKAAH eDeKTH BPXY
OpeMEHOCTTa M/WIM BBPXY IUI0Ja/HOBOpoAcHOTO. [lo mpHHOMM, B-agpeHOpelUenTOpPHHTE OIOKEpH
HAMAJISABAT IIAUCHTHATA Niepdy3us, KOATO MOXKE J1a CE CBBPKE ChC 3a0aBgHe Ha pacTeXka, BbTpeMaTouHa
CMBPT, abOPT H MpexAeBpeMeHHO paxaaHe. HexenaHHTe MEKAPCTBEHH peakuMH (Hanp. XMIOITUKEMHUS U
OpagMkapZuA) Morat Ja ce MOABAT NPH IUIoAa M HOBOPOACHOTO. AKO e HeoOxomumo sedexue ¢ f-
aZpeHOpELIENITOpHY O/TOKepH, 3a MpeANoYnTaHe ca B1-CeJIeKTHBHH aIpEeHOPELICIITOPHH OITOKEPH.

Kapaopurem He TpabBa aa ce u3mon3Ba Mo BpeMe Ha OPEMEHHOCT, OCBEH 3KO HE € M3PHYHO [OKA3aHO.
AKoO nedeHHeTO ¢ OU30MPONION ce CUHTa 3a HeoOXoauMo, TpaORa Aa ce HabmoAaBa MATOYHOIUIAIICHTHHS
KPBBOTOK H pacTeka Ha mioaa. B ciyuaid Ha yRpexaaum €pekTi BpXy OpeMeHHOCTIE S :
Ja ce obmucan antepHatueHo nevende. HoropoaenuTe TpgOBa na ce HabmonaBa 78
Ha XMIIOTTIHKEMHs H GpafMKapAua, 10 NPUHLALN, Ce OYAKBAT NPes IThPBHTE TPH .S




KbpMmeHe
Hsma pannam panu OH30MpPONION ce €KCKpeTHpa B KbpPMaTa, KaKTo M 33 BB3ICHCTBHETO Ha OM30MpPONoN
BBpXY Oefera. 3aToBa KbpMEHETO He € MPENOPBHUMTENHO M0 BpEMe Ha IPHIokKEHHETO HA KapnopHTEM.

4.7. EdexTH BLpXy cnocobHOCTTA 32 mModupane 0 padoTa ¢ MAINAHE

[Ipu npoyuBaHe ¢ NalMEeHTH ¢ HCXeMHYHA OOMIeCT Ha CHLpLIETO OM30MPONON He BIOIIABA CNOCOOHOCTTA 34
modgHpaHe. Belipexu ToBa, mopaau MHAHMBHAYATHATE Pa3THKH B peaKLIMMTE KbM JICKAPCTBEHUS NMPOAYKT,
criocoOHOCTTa 3a miodHpaRe H paboTa ¢ MalIMHH MOXe Aa ce Biaomn. Topa TpsadOBa Ja ce HMa NPESABHI,
0coOEHO MpH 3an0YBaHe Ha TEPanMaTa M NIPH NPOMAHA HA JISUYSHHETO, KAKTO H NPH ynoTpeba Ha ajlkoXo.

4.8. Hexenann seKapCeTBeHH PEAKNHAE
Io-nomy ca H3NON3BaKHU CIIGAHUTE ONIPEAENEHMS, KOUTO ¢€ OTHACAT A0 YeCTOTaTa:

Yectn (=1/100 no <1/10), Hewectn (>1/1,000 no <1/100) Peaku (>>1/10,000 xo <1/1,000), ¢ Hen3BecTHA
4e€CTOTa (0T HATMYHHUTE JAHHK He MOke J1a Ob¢ HalpapeHa OLECHKA)

Hzcnienpanus:
Pefkn: yBenuvIeHH TPUTTHLEPHIH, YREIHYECHH CTOMHOCTH HA YepHoApoOHuTe em3uMu (ALAT, ASAT).

Hapyiienud Ha chpacuHATa JeHHOCT:
MHoro decty: Opaguxkapaus

YecTH: BAOIIABAHE HA CHUISCTRYBAINA CHPACYHA HEOCTATEYHOCT
Heyectu: Hapymenua na AV-npoBOqHMOCTTA.
MHoro peaxn: bonxa B repauTe

HapywieHus Ha HEpBHATa CHCTEMA:
Yecru: 3amatipane*, rinapobomme®

Penku: npunaabiiy.

3pUTENHH HAPVILICHHU
Penxu: HamaneHO cuazoreueHue (TpsOBa Aa ce ¥Ma NMpeNBH IPYH NAUHEHTH, H3MO3BALIM JICIIH).
MHOrO peiki: KOHFOHKTHBHT.

Hapynieuns Ha 1abHpUHTa Ha BHTPEITHOTO YXO M HA CIIYXa:
Penxu: orcinabsane Ha ciryxa.

Juxarentu, TPbAHNH H MEAMACTHHATHH HapyIIeHHA:
Heuectn: 6poHXocna3sM Npu nauueHTH ¢ OpoHXMaHa acTMa WK aHaMHe3a 3a 00CTPYKTHBO 3a001sBaHe

Ha JUXATEITHATE MBTHINA.
Penxu: aneprudeH puHHT.

CToMaillHO-YpEeBHH HAPYIIIEHHUSA:
Uectn: rageHe, NoBpbllaHe, THAPHS, KOHCTHTIALIUA.

HapylueHus Ha xokaTa B NOAKOMKHHTE ThKAHH:
PeaxH: peakuiMi Ha CBPbXYYBCTBUTEIHOCT KATO NIPYPUTYC, 3a4EpBABAHE, 00pUB

Muoro peaxu: B-6nokepure MoraT Aa MPOBOKKPAT M BIOINAT NICOPHA3ZHC HIIH Jia HHAYLHpAT
ncoprasuc-noiodbeH obpHe, aoneius.




Hapyluenus Ha onopHO-IBUTaTENHKS anapart ¥ CbeIMHHTENHATa ThKaH:

Heuectn: MyckynHa cnabocT, MyCKYJIHH CITa3MH.

CBA0BH HapYIICHHA:
YecTn: ycelniane 3a ¢Tyl WM K3TPHIIBAHE Ha KpafiHALTe, XHNOTOHHA (0CO0EHO NPH MALMEHTH ChC

ChbpAcYHa HEAOCTATHYHOCT);
Hedectn: opTOCTaTHYHA XHITOTOHMA.

OO1UH HapyIIeHHs:
YecTH: ymopa *, actenns.

Hapyiienus Ha yepHoAPOOHaTa W KTHYHAE HYHKIINA:

Penku:; xenaTwr.

HapyiieHHs Ha penpoayKTHBHATA CHCTEMAa H I'EPJIHTE:
Penxn: epexTHiHa ARCyHKITHS.

IICHXWATPHYHH HAPYINCHHUSA:
Heuectn: HapylieHHA Ha CHHA, ASHPECHA.

Peakn: kommapu, XamolHHALMH,

* Te3u CUMITOMH ce MpoABABaT 0cO0EHO B HAYAIOTO Ha JiedeHreTo. OOHKHOBEHO €a JIEKH H 4€CTO
H34e3BaT B paMKuTe Ha 1-2 ceaMuIn.

CpobliaBaHe HA NONO3UPAHH HEXEIIAHH PEeaKLUH

CroblaBageTo Ha MOAOIHPAHHE HEXKETaHH PEaKLHH ClIeR paspeliapaHe 3a ynorpeda Ha JieKapCTBEeHHs
(POAYKT € BaXHO. T0Ba NO3BONABA A3 MPONBIDKH HAOMIOACHHETO Ha CHOTHOLIEHHETO MOI3a/PHCK 34
feKapcTBEHUS NPOAYKT. OT MeIHIIMHCKHTE CTICLIHANKCTA c€ H3HCKBA Aa ChOOIIABAT BcAka NMOJO3HpaHa

HEXKCIAHA pCaKIiA JHPCKTHO 4Ype3:

HM3mbiHHTENHA areHIHA No jJekapcTeaTa (MAJL):
vi. ,,JJaman I'pyep” Ne 8

rp. Cogusa 1303,

Tea. +359 2 8903417

en. noma: bda@bda.bg

yebcaiiT: www.bda.bg

4.9. Ipenozmpane

CuMnroMu
[Ipn npepozupade (Hanp. nHeBHa a03a oT 15 mg BMecTo 7,5 mg) ca HaOmogaBasH TpeTa creneH AV-
Dnok, bpanukapaus v 3aMaiiBaHe.

Haii-yeCTHTe NpH3HALM, OYaKBaHM TIpH Npeno3mpaHe ¢ P-Onmokepu ca OpaaMKapAHs, XHIIOTOHHA,
OpoHXOCMa3bM, OCTpa CHPACYHA HEAOCTATRUHOCT M XHMOrMHKemua. Jlocera ca ChOOIIEHH HAKOIKO
coydas Ha mpeposHpane ¢ Gusomposnon (MakcumMyM 2000 mg) npy NaUHEHTH ¢ XHNEPTOHUA H/HIH
CBPAEUHO-CBA0BO 3a00ABaNe; BCHYKH NAIHEHTH ¢a ¢€ Bb3CTaHOBHIIH.

HMima oflMpHa UHATEpMHOMBMAYANHA BapHAGHIHOCT B YYBCTBHTEIHOCTTA KbM €IHHWYHA BUCOKA J03a
OHM30NpPONIO A NAIMEHTH ChC ChpASYHA HEJOCTATHYHOCT BEPOATHO Ca MHOTO YyBCTBHTE/IHH. 3aTOBA IIPH
TE€3H MAUHCHTH JICYEHHETO 3aRBJDKHTENIHO TpAOGBa A4 3amOvHE C ITOCTENEHHO YBEIMYaB
CBIIACHO CXE€MaTa, MOcCoUeHa B T. 4.2.




Jleuenue

[To npuHIMA, ako HACTHIIA NMpeJo3HpaHe, TepamuATa ¢ Guzonpoon TpabBa Aa ce cnpe H Ja ce TIPOBeae
CIIOMAraTe;THO H CUMIITTOMATHYHO JICYCHHE.

OrpaHM4eHn JaHHM npearionarar, 4ye SU30mposon ce OTCTPaHABa TPYAHO Ypes JHAIH3A.

Basupaiikn ce Ha OyaksaHuTe (AapMAKOIOTHYHM JCHCTBHA H NPEIOPHKH 33 Apyrute P-6mokepu, Tpabea
Ja c& HMAT NMpPEABHJ CICIHATE OO MEPKH, KOTaTO TOBa € KIIHHHHHO 000CHOBAHO.

bpaduxapous. WHTpPaBEeHOZHO NpPHIOKeHHE Ha AaTPONMH. AKO OTIOBOPHT € HEAJNCKBATEH, MOXe
fipesna3MBo Aa Ce Jaje H30IpeHaluH WK APYro CPeACTBO ¢ MO3HTHBHH XPOHOTpPONHH cBoiicTsa. [Ipn
HAKOU 00CTOATENICTBA MOKE Ja € HeOOXOAHMO TPAaHCBEHO3HO BhBeXKAaHe HA NEHCMeAKEp.

Xunomen3un: MPUIOKCHHE HA MHTPABEHO3HH TEYHOCTH U Basonpecopd. UHTpaBeHO3eH TIMIOKAroH MOXe
I1a € OT NoJn3a.

AV-baox (emopa u mpema cmenen). TalMeHTHTe TpAOBa Aa ObJAT BHMMATENHO MOHHTOPHPaHH H
JIEKYBaHH ¢ H30NPEHAIHH HH(Y34S Wi BbBEXKIaHe Ha TPAHCBEHO3EH ChpACYCH MCHCMEHKED.

Ocmpo enowasane Ha cepoewnama Heoocmamvynocm: i.v. TNPHWIOKEHHE HA JUYPETHLIM, WHOTPOTHH
CPEACTBA, Ba30AMIATHPALH CPEICTBA.

Bponxocnazem: HazHauasat ce OpoHXOAMIATOpHA Tepanus KaTO H3OMPEHAIHH, P2-CHMNaTHKOMHMETHIIH
H/HJIA aMHHOMHITHH.

Xunocnuxemus: IHTpaBeHO3HO NPHUIIOKEHHE HA IIOKO34.

5. ®APMAKOJIOTUYHH CBOMCTBA

3.1 @apuakonﬂnamnqnn CBOHCTBA

dapMakoTepaneBTUYHa rpyna: ceaektueeH B-6nokep, ATC koa: CO7 ABO7

MexaHH3bM Ha JCHCTBHE

busonponon Pl-cenexTHBeH aApeHOPELENTOPeH ONOKHpAI areHT, JHIICH OT BhTpeIllHa CTHMYJIHpaia
CHMINATAKOMHMMETHYHA aKTHRHOCT U Oe3 croTBeTHa cTabmimzupaina MeMOpaHHa akTMBHOCT. IIpoayKTsT
HMa MHOTO ¢1a0 ahHHUTET KbM B2-perienTopuTe Ha IMMaJKUTe MYyCKY/TH Ha GpOHXHTE H ChIAOBETE, KAKTO H
P2-peuenroprTe, CBBp3aHN ¢ MeTa0ONMTHATA PeryJiaLpi. 3aToBa, Mo MPHHLEAI, He ce 0vMakBa OH30MpoIoN
Ja BJIAAC HA AMXATEJTHATA PE3UCTEHTHOCT H B2-MeauBpaHuTe MeTabOIMTHH €QEKTH.

B1-ceneKTUBMOCTTa Ha OH30MPOJIO € H3BELH TEPANCBTHYHHTE JO30OBH IPAHHULIH.

O6wwo 2647 nauuenTy ca BkmoueH: B npoyusanero CIBIS I 83% (n=2202) 6w ot xiac IIl na NYHA,
a 17% (n=445) — ot xmac IV va NYHA. Te ca umManu cra6unHa, CAMITOMaTHYHA, CHCTOJIHA CHPACYHA
HEOCTATBYHOCT ((ppakuma Ha w3TiackeaHe < 35% Ha 0Oasa exokapamorpadms). OOiata CMBPTHOCT €
omna Hamanena or 17,3% no 11,8% (oTHocuTenHo HaMaleHHe oT 34%). OrueTeHO € HaMaJleHHE Ha
BHe3amHaTa cMBPTHOCT (3,6 % cnpamo 6,3 %, oTHOCHTENHO HamaneHue 44%) u HamaneH OpoH Ha
CIy4aWTe¢ CBbC ChLPACYHA HEAOCTATBYHOCT, H3HCKBAaluM Xocnuranusauus (12 % cpemy 17,6%,
OTHOCHTE/IHO HaManeHue 36%). HabmopaBaHo € U 3HaYUTENHO MOAOOpEeHHE Ha (PYHKIHOHATTHHSA CTaTycC
cnopen kiacHbukarmsata Ha NYHA. B Hauajioro Ha Tepanmmara H MO BPEME Ha THTPHUPAHETO Ha




rpynara (0%, 0,3% u 6,74%). Bposr Ha daTanH{Te H HHBATHAH3MPALIY HHIMAEHTH 110 BPpEMe Ha LIATIOTO
u3cneasade ca 20 B rpynara ¢ 6usonponon 1 15 B mwianebo rpynara.

B xnnHmyHoTO npoy4urane CIBIS IIT ca w3cnensany 1010 mammenTa Ha Bb3pacT >65 roJUHA, C JIEKa a0
yMepeHa XpoHHYHa chpaeuHa HegocTatbudocT (CHF; II mnm 111 NYHA) n napa BeHTpHKyIapHa (pakius
Ha m3TiackBaHe < 35%, kouto He ca Owmn Jnexkypauu npend ¢ ACE-unxuburopn, P-Onokepd H
aHTHOTEH3HH pelenTopHH Onokepu. MzcnenpaHero cpaBHABa 6€30MacHOCTTa H €(eKTHBHOCTTa Ha
NbPBOHAYAHA LIECTMeCeUHa MOHOTepanus ¢ Ou3onposon (TapreTHa aoza 10 mg BeAHEK JHEBHO), KbM
xoATO ce npubaea ACE-unxuburop eHanampun (TapretHa go3a 10 mg BeAHBK JHEBHO) B MPOAB/DKCHHE
Ha ome 6 10 24 Mecena, ¢ MPOTHBOIMOJIOKHATA NOC/ISAOBATEITHOCT Ha MLPBOHAYANHOTO JieueHue. Beska
rpyna ce ¢ueToH oT 505 manmenra.

JIBeTe CTpaTerHy ca Csmno CPpaBHEHH, KAKTO IO OTHOIIEHHe Ha koMOGHHMpaHaTa ob1na kpaiiHa uern (o0wa
CMBPTHOCT WIH XOCIIHTATH3ALKMA ), TAKA U MO OTHOIIEHHE HA BCEKH OT TE3H KOMIIOHEHTH M0 OTAETHO. OT
JieKyBaHHTE MalHEHTH o01aTa KpaiiHa Les € mocturHara npu 178 namyenra (35,2%) ot rpynara,
JleKyBaHa ITbpBO ¢ 6u3onponon, cpemy 186 nanuenta (36,8%) ot rpunara, IeKyBaHa ITBPBO C
CHAJIAMPHJI, KOCTO MOKA3Ba, Y€ JICUEHHETO 3aMOYHAN0 ¢ OH30MPOIION € CPABHHUMO 110 €(PEeKTHBHOCT ¢
JIEYeHHETO, 3aN04HA0 ¢ eHananpui. [Ipu mepBOHAYANIOHO JleueHHe ¢ GH30IIPONION ca NOYMHAIH 635
MalMeHTa cpelly 73, leKyBaHH MEPBO ¢ eHAnanpii (Mexayrpynosa pasnuka p=0,44) u 151 cpemy 157
XOCIHTAIM3ApaHH nauuenTa (p=0,66). bposar Ha cepHO3HH H O0LIM HEKEIAHH JICKAPCTBCHH PEaKLHK €
noao0eH 3a ABeTe rpymi. AHANHM3BT Ha JaHHHTE 33 IThPBATA TOJMHA NOKA3BA HE3HAYHTEHA TCHACHIHA
KbM HamajiaBaHe Ha o0IaTa CMBPTHOCT Ha rpYIIaTa, JieKyBaHa ITbpBo ¢ OH3omponon, ¢ 31% B cpaBHEHHE
C Ta3H, IEKYBaHA IbPBO ¢ cHaIanpuwiI. CTaATUCTHYECKH 3HAYMMOTO HAMaNdBaHe Ha pHCKA OT BHE3alHa
cMBpT ¢ 46% (p=0,049) npe3 nupsara roquHa, rIABHO JOTMPHHACH 32 MO-100paTa NPEKUBAEMOCT HA
rpynara, ieKyBaHa ITbpBO ¢ Ou3onposon. Pesyarature nokassar, Y€ NOpajgH cxoaHaTa 6€30MacHOCT H

e HKacCHOCT, JIEYEHHETO Ha XPOHHYHA CHPICYHA HEAOCTATHYHOCT MOXKe Ja 3allovHe WK ¢ OH30MposIon,
HIH ¢ eHananpui. basonponon ceiio Taka ce npunara 3a A¢4eHHE Ha XHMIEPTOHUSA H CTEHOKapIus.

br3onposon HAMa H3pazeH HeraTHBEH HHOTPOIIEH eeKT.

bu3onmponon NocTHra MakCHMManHHA CH AHTHXMIIEPTEH3UBEH €QiekT 3-4 4Yaca ciel MmepopancH TpHUeM.
EMMMHHAIMOHHHAT My NONY>KMBOT B miasMara or 10-12 uaca ocurypsaBa Ha Omsoriponon 24-dacoBa
e(heKTHBHOCT, CIEl €AHOLNO30B JHEREH [IPHEM.

MakcHMMaNHUAT XUNlepTeH3HBEH edeKT Ha OU30MpOaoa Mo NPUHUHN C€ AOCTHIa Cie 2 CEAMHITH.
HHTEeH3HBHOTO NMPHIOKEHHE IPH NMAlHEHTH ¢ KOpOHapHa OOolecT Ha ChpLeTO O3 XpOHHYHA ChpJeYHa
HEJOCTATEYHOCT, OM30MpPONON HaMajigBa CHPAEYHATA YeCTOTa M yZapHHMi OoOeM U IO TaKbhB HAYHH
NOHIDKAaBA CHPACYHHA AcOUT M KHCHOPOAHOTO noTpedbnenne. IIpH XpOHMYHO NPHIOKEHHE, ITBPBOHAYAIO
NOBHILICHATA NEPH(EpHa PEe3UCTEHTHOCT HAMAIABa. MexX Ty Ipyrure, MOTHCKAHEeTO HAa AKTHBHOCTTA HA
IUTa3MEHHA PEHHH, ©€ MOHCKYTHpa KaT0 MEXaHHM3BM Ha JIeHCTBHME, Jiexam B OCHOBATA HAa
AHTHXHIIEPTCH3UBHHA edeKT Ha B-6irokepuTe.

Upes Omoxazata Ha CBbpAevHHTE [-pelienTopr  OM3OMPONOJA MOTHCKA  OTrOBOpa  KbM
CHMIIATHKOANPECHEPruyHaTa AKTHBHOCT. T0Ba MpeAW3BHKBA HaMaJIcHHE Ha ChpAcYHATa 4YeCTOTa H
KOHTPAKTHIHTET H NOpaJH TOBAa BOJAH J0 HaMaJICHHE HA MHOKAPAHATA KOHCYMALIUA Ha KHCJIOPO, KOETO €
XKelaH e(PEKT NPH aHMMHA NEKTOPUC ¢ HAIMYHA HCXEMHYHA OONeCT Ha CHPIIETO.

5.2 PapMaKOKHHETHIHH CBOHCTBA

AOcopbuus
buzorponon ce abcopbupa mours HameaHO (>90%) OT raCTPOMHTECTHHAIHHMS TPAKT H IOpagd MHOIO
mankns ekt Ha first pass Ha depHHa Apod — mpubmmsmreno 10%, nma abcomoTHa GHOHATHYHOCT OT
ok0110 90% cnen nepopanHo NpUICKEHHE.




Paznpenencuue
O6eMsT Ha pasnpegenchue € 3.5 /kg. Cppp3anero Ha GH30ONPONON ¢ IIASMEHHTE MPOTEHHH € OKOJO

30%.

MeTabonH3bM H eTMMHHHpaHe
Bbuzomnposion ce enMMHHHpa OT OpraHH3Ma 4pe3 JABA EKBHBAICHTHH NMbTd Ha KIHMPBHC: 30% ce

TpaHC(OPMHPAT B HEAKTHBHM MeTaloNMTH B 4epHHA 1Rpob ¢ eKcKpelus Ha MeTabonuTUTE TIpe3s
6v0perre. Ocranamure 50% ce ekckpeTHpar HempoMeHeHH npe3 GpOpeuHTe. 3aTOBa MO TNPUHLMIL
OHzomponon He M3UCKBAa AJaNTHPAHE Ha J03aTa [pH NAlMEHTH ¢ 4YepHOApoOHH u ObOpeuHH
({YyHKIMOHATHH HapyHICHHUA C JIEKa [0 YMEPEHA TEXeCT.

ODdmuAT KIHPEHC Ha NpOoAYKTa ¢ npubamsnarenHo 15 kg,

IInazmMeHHAT eNMUMHHALIHOHEH NOMYKHBOT e 10-12 uaca.

IIpy manmenTH ¢ xpoHH4Ha chpreuHa HepoctaTbuHocT (III craamit no NYHA) nnasmendre HuBa Ha
GH30mIPOJION Ca NO-BHCOKH H MEPHOXBT HA NOMYKHBOT € YAB/DKEH B CpaBHEHHME ChC 3APaBH NOOPOBOIIIM.
MaxkcumanHaTa IiasMeHa KOHLEHTpAIHs B cTabWiHO cheTosgHEe € 64 + 21 mg/ml npn aueBHa no3a ot 10
mg u NeprUOABT Ha nonypasng e 17 £ 5 gaca.

JInHeHOCT
buzonposon ¥Ma NMMHeHHA, BL3pacTOBO-HE3aBHCHMA KMHETHKA.

5.3. IlpeaxnaunrvEH JaHEH 32 6e300aCHOCT

[IpeaxnuuuuBMTe AaHHM HE TOKA3BaT Oco0eHa OIMACHOCT Ha XOpa Bb3 OCHOBA Ha KOHBEHUIMOHA/IHH
NpOy4YBaHHA HA €IWHWYHA M MHOTOKPaTHAa JA030Ba& TOKCHMYHOCT, MEHOTOKCHYHOCT/MYTareHHOCT WIH
KAPLHPOTE€HHOCT.

Penponykumsa

B penpoayKTHBHHTE TOKCHKOJIOTHYHHE H3CJIeABAHKA OM30MPOIO/I HAMA BIHAHKE BEPXY QEepTHINTETa HITH
BBpXy 0011aTa pernpoXyKTHBHA CIIOCOGHOCT.

INogobro Ha Apyru Oera-Oiokepu, OUONpPONION BHB BHCOKH MO3H BOAM [0 TOKCHYHOCT KaKTO NpH
MaiKaTa (HaMajiiBa MPUEMAHEeTo Ha XpaHa M TEJIECHO TErNo), Taka H Ha eMOpHOHa/TUToNa (yBe/IHYaBaHe
ClIyuauTe Ha pe3opbiiusa, HaMajlaBaHE TErNIOTO HA IUI0Ja, 3a0aBiHe Ha (H3MUECKOTO MY PasBHTHE), HO
HAMA TepaTOreHeH e(eKT.

6. @ APMANEBTHYHHA JTAHHA

6.1. CnHCBK HA NOMOIMKEHATE BelleCTRA

Cwovporcanue na mabnemxama:
MukpokpucTtansa nenyniosa PH102;
Kannuer xuaporendocoar, 6e3soneH;
[IpexxenaTU3HpaHO LAPEBMYUHO HHIIIECTE;
floeunos K-30;

Cunmuumer JUOKCH], KOJNOHAEH, OE3B0ICH;
Marnezuer creapar.

Dunamoso noxpumue Sheffcoat Orange:
XHAPOKCHITPOTTHAMETHILETY 1034,
Turanos nuokcug (E171);




Tank;
XKt xeneseH okcux (E172).

6.2. HecnhBMECTHMOCTH

Henpunoxmmo.

6.3. Cpok na rogsocT

3 roauHn

6.4. CroennanHH yC/I0BHS HA ChXPAHEHHE

Ha ce cexpanasa nof 25°C B OpUrHHAJIBATA ONAKORKA.
Ja ce csXpaHsABa HA MACTO HEIOCTBHITHO 34 Jiela.

6.5. Bua n chabpxaHHe HA ONAKOBKATA
ITpozpagynu PVC/PE/PVDC GucTepy NOKPHTH ¢ AyMHHHEBO (HOITHO.

Eaun oamcrep ceappika 10 6posa punMupanu rabnetku
Pa3mep Ha onakoBkaTa: 30 6poa ¢puamupann Tabnetks (1 omakoska/ 3 Omucrepa).

6.6. CunensaJnH UpeaANa3HH MePKH HPH H3XBbPJISHE
Hama cnerppanHi H3UCKBaHKA.

Heuznon3paHUAT NpOAYKT WIH OTTIATBYHUTE MAaTEPHAIIH OT Hero TpabBa fa ce U3XBHPJIAT B
CBOTBETCTBHE ¢ MECTHMTE M3UCKBAHMA.

7. IIPUTEXXATEJL HA PASPEIIEHUETO 3A YIIOTPEBA

HOBEJI ®APMA EOO/J]
yi. ,,OKOIOBpBHCTEH BT Ne 36
Co¢ua 1415, Brnrapus

8. HOMEP HA PABPEIIEHHUETO 3A YIIOTPEBA
Peructpanpones Ne 20210091

9. JAATA HA ITbPBO PASPEHIABAHE/IIOAHOBABAHE HA PAZPEONIEHHAETO 3A
YIIOTPEBA

JlaTa Ha ITepBO paspeuiaBane: 14.04.2021
JlaTa Ha nocneaHo MOAHOBABAHE:

10. JAATA HA AKTYAJINZHPAHE HA TEKCTA

11/2023




