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2.  KAYECTBEH U KOJIMUECTBEH ChCTABLY900Ree e oo

Besika ¢punmupana tabnetka csabpka S mg ouzonposnolioB ¢pymapar (bisoprolol fumarate).
3a MbJIHUA CNIUCBK HAa MOMOLHUTE BELLECTBA BUXKTE TOUYKA 6. 1.

3. JIEKAPCTBEHA ®OPMA

duimMmupana TabneTka

KapaoputbMm 5 mg punmupanu t1abneTku ca xKbJITH, KPBIJIH, U3ITbKHAIM Ta0NIETKH, C JIEJIUTE/IHA YepTa OT
eJHara cTpaHa. TabneTkara Moxke Ja Ob/ie pa3/e/ieHa Ha [IBE paBHH JO3H.

4. KJUHUYHHU JAHHHU

4.1 TepaneBTHYHH MOKA3aHUA

e JleueHue Ha XUNIEPTOHMS

e Jleyenue Ha ucxeMHuyHa 6osiecT Ha chpueTo (angina pectoris)

e Jleuenue Ha cTabWIHA, XPOHUYHA CHPAEYHA HEJOCTATHBYHOCT C HAMAJIeHa CUCTOJIMYHA
neBokamepHa (pyHkKLMs, KaTo gonmbjIHeHHe KbM ACE MHXHOUTOPH M AUYPETHLIM W/ UK CbPACYHH
FMTMKO3M/IM (3a JONBJIHUTEIHA HH(POpMaLMs, BUXKTE ToUKa 5.1)

4.2 JIo3MpOBKa M HAYHH HA NMPHJIOKEHHE

Ho3upoBKka

Apmepuanua xunepmonusi U ucxemuyna boiecm Ha copyemo (aHeuHa NeKmopuc)

Bb3pacTHu:

3a ABeTe mMokazaHMs J103aTa € 5 mg OM30nposioioB hymMapar BeAHBXK AHEBHO. AKO € He0OXoanuMo, 103aTa
MOXe J1a ce yBeauuHr Ha 10 mg Ou3onposionoB pymapar BeIHbXK JHEBHO.

MakcumanHara npenopburTesHa 4o3a € 20 mg BeJIHbXK JJHEBHO.

Jlo3ara TpaOBa Aa ce aganTupa MHAMBHAYAJIHO, CIIOPE/] YECTOTATa Ha MyJica ¥ TeparneBTUYHUA yCnex.

Cmabunna, XpoHu4Ha, ymependa 00 meACKd CbpoeyHa HedoCcmambyHOCm
Koraro ce 3anouBa JjieyeHHe ¢ OM30Mpos10J1, NalMeHTuTe TpsaOBa Ja ca ctabuin3upanu (0e3 nposBH Ha
OCTpa HEJOCTATBYHOCT).

anHDpL'{BH CE JICKYBAUUAT JICKAp Ja HUMa CbOTBETHHA OIIMUT B JICHCHHUETO HA XPOHHYHA CbHp/ACHHA
HEJOCTATbYHOCT.

JleyenueTo Ha crabuiiHA, XpOHMYHA CbpAEYHA HEJOCTATHYHOCT ¢ OM30MpOJIOJ M3UCKBA THTpPALMOHHA
¢asa:

[lpenopbunTeHaTa go03a € 1,25 mg BeJHBXK JHEBHO. B 3aBUCMMOCT OT MHAMBUIYAJIHAT
J03aTa ce yBeJiMuaBa Ha 2,5 mg, 3,75 mg, S mg, 7.5 mg u 10 mg BeIHbXK AHEBHO IMpe3




noBeye ceAMHIH. AKO YBE/IHY€HATa O03a He ce¢ noHaca Aobpe, NeYeHHETO MOXKE Aa NPOABIDKHM C NO-
HUCKA A03a.

MakcuMankaTa npenopbsuTeNHa go3a e 10 mg O6usonpononoB dpymapar BeaHXK OHeBHO. [lo Bpeme Ha
TUTpALlHOHHATa (haza ce Mpenopb4Ba MPOCHCAsBAHEC HA KHIHCHUTE ITOKA3aTe/IH (CBPACHYEH DPHTHM,
KPBbBHO HaIATaHe), KAKTO U 3a MOABA Ha CHMNTOMH HA BIIOLIABAHE HA ChPAEYHATA HEAOCTATHYHOCT.

[Ipomsana na nevenuemo

AKO MaKcuMallHO MpenophyBaHaTa [A03a HE ce noHacs Aobpe, JEYEHHETO MOXE Ja TPOABIKH C
NMOCTENEHHO HaMadBaina no3a. B cayvail Ha npexoJHO BiiolUABAHE HA CBPACYHATA HEIOCTATHYHOCT, HA
XWIOTOHUS WK Opagvkapiaus, ce Npenopbuba NpepasriexiaHe Ha [03aTa Ha CHITETCTBAIIOTO JICYEHHE.
Moxe J1a ce HaJTOXH BpeMEHHO HaManaBaHe Ha Jo3ara Ha OH30NpOoNONT WM NMPEeYCTAHOBABAHE HA HETOBUA
npueM. Cnen ctabunusnpaHe Ha CHCTOAHUETO HA MALHEHTa, MOXE Aa C€ NMPHUCTHIM KbM NMOJHOBSABAHE Ha
NeyeHHeTo W/ UITH NIOBHINIABAHE J03aTa Ha ODM3onpoiol.

IIpodwnoxcumenrnocm va mepanuama

[To npuHLMO nedyenreTo ¢ 6GM30NPONION € NPOObLIKHTEIHO.

JlewenuneTo c 6n3onposon He TpadBa Ja ce cnupa BHE3AMHO, Thil KATO TOBA MOXKE 14 JOBEAE N0 NPEXOAHO
B/IOLIABaHE HA CBHCTOAHMETO. OCOOEHO NMpPH MAaUMEHTH € UcXeMUUYHA BOnecT Ha ChPLETO, JIEUEHUETO HE
TpAOBa Oa ce NpexparsaBa BHe3anHo. [I[penopbuBa ce nocTeNeRHO HaMaNgBaHe Ha J034aTa.

Iayuenmu ¢ 6vbpeyna unu yeprodpobra nedocmamvyHocm

Apmepuanua xunepmonua ¥ Ucxemuura bonecm Ha copyemo (anzusa nexmopuc)

[lpr nauMeHTH ¢ NIeKH KWIHW YMEpEHM HapylileHHWS Ha ObvOpeuHaTa WaM d9epHOApOOHA (QYHKLHA, He Ce
M3UCKBA aJlanTHpadHe Ha fo3ata. [Ipy nanuMeHTH ¢ Texkka ObOpeuHa HeaoCTATBYHOCT (KPEATUHHHOB
KNUPBLHC < 20ml/min) ¥ npa NaLyAeHTH € TEXKH HApYLIEHHA HA YepHOoApoOHaTa QyHKUMRA, Ce NIpenopb4Ba
AHeBHaTa no3a ot 10 mg 6usonpononos gpyMapart Ja He ¢€ HABHIIaBA.

ONMATHT OT NIPUIOKEHHETO HA OU3OMPOJIOT NpH MalHeHTH Ha ObOpevdHa IHaATH3a € OrpaHHuuYeH; BbIIpEKH
TOBA HAMA JIOKA3aTEIICTBO, Ye JO30BUA pexnM TpaOBa 1a ce TPpOMEHH.

Cmabunna, XpoHusHa, yMEPeHa 00 MENCKA CbPOCUHA HEQOCMaMbYHOCM

Hama undopMaius 3a ¢dapMakOKHHETHKaTa Ha OH30Mposon MNpH NauMeHTH ¢ XPOHWUHA CbpRcuHa
HEJOCTATLYHOCT U HapylleHa ObOpeuHa wnu yepHoapoOHa pyHkuus. [ToBHmaBaHeTo Ha g03aTa B TE3H
CTy4an U3IKNCKBA JOIThIHUTEIHO BHUMAHHE.

[layuenmu 6 cmapuecka gv3pacm
He ce nanuckpa anantHpate Ha J03aTa.

Heduampuuna nonyrayus
JlancBa omMT mpWM AeHa, 3aToBa HE ce NpenopbuBa yrnoTpedara Ha OM3ONMpPOJSON NpH IMEAHATPHYHH

NayHuCcHTH.

HauyuH Ha NpunoxeHue

KapaoputeM TabneTky Ja ce NMpHEMAaT CYTPHH, ¢bC MM Ge3 xpaHa. Moxe Aa ce MOTTBIIAT ¢ Malko
TeYHOCT, 6e3 71a ce CTHBKBAT.

4.3 IIporuBonokaszanns

Bu3zonponon e NpOTHBONMOKA3aH NPHU MALUEHTH C:




- OCTpa CbpJe4Ha HeAOCTATBbYHOCT WJIM MO BpPEME Ha €NHU30AM Ha NCKOMIMEHCallNs Ha ChbplcyHa
HEZOCTATHLYHOCT, N3UCKBALIH i.v. HHOTPOITHA Tepanus;
- KapAHoreHeH UOK;
- AV 0650k o1 BTOpa AU TpeTa cTeneH (0e3 nelicCMEHKLP);
- CUHJpOM Ha OOTHHUS CUHYCOB BB3EN;
- CHHoaTpuaseH 6oK;
- CHMIITOMaTH4YHA OpaJnKapaus;
- CUMNTOMaTHUYHA XUIOTOHHAS;
- Texka OpoHXHanHa acTMa;
- Texka dopma Ha nepuepHo apTepHaTHO OKITY3UBHO 3abonsBaHe HITH CHHAPOM Ha PefiHo;
- HeleKyBaH (pCOXpOMOINTOM (BHX T. 4.4);
- MeTtaboJiuTHA alua03a.

KapnopaTbm € NpOTHUBOTIOKA3aH TIPH TIALMEHTH ¢bC CBPLXYYBCTBHTETHOCT KbM OU3QMPOON HITH KbM
HAKOE OT NOMOUIHHTE BellecTea, U30poeHH B ToYka 6.1.

4.4 CrneunaJiHH OpeAyNpeKAeHHA H NPEANA3IHY MEPKH NIPH ynoTpeba

JleuenueTo Ha crabHIHA, XpOHNUYHA CBHPACUHA HEAOCTATBHHOCT ¢ Ou3onponon Tpabea aa 3anoyHe ChC
CrieliHaTHa TUTpAalLHOHHA da3a.

OcBeH aKko He e H3PUYIHO NOKa3aHo, IeueHUETo ¢ Hn3onmpooi He TpaOBa Aa ce NMpeyCcTaHOBsABA BHE3AITHO,
0co0eHO MPH NALHEHTH ¢ HCXeMudHA DoJiecT Ha CHpLETO, ThH KaTO TOBA MOXE J1a JOBEAE N0 MPEXOHO
BIOIIaBaHe Ha ChPACYHOTO 3abonasane (BUXK T.4.2).

busonponon Tpabsa aa ce npuiara ¢ BHUMAaHME NIPH NMALMEHTH ¢ XHNEPTOHHA UIIH aHrMHA NEKTOPHUC NpH
CBHITETCTBALLE ChPASYHA HEQOCTATLYHOCT.

Buzonposion Tpabea Aa ce npuiara ¢ BHUIMaHHe TIPH:

- 3axapeH auabert, mokaseaiy rojieMy GIyKTyalUHHd Ha HHBATA Ha KpbBHaTa 3axap. CHMIMTOMHTE Ha
XUTOTIMKEMHA (Hanp. Taxukapaus, cbpuebuene UM H3NOTABaHe) MOXKe a Ce MacKHpar,

- CTpOTa JHETA;

- 0 BpeMe Ha JAcceHcubunu3mpaina tepanus. [lonobHO Ha octaHanurte P-Onokepu, OGusonponon
MO2KE 2 MOBHLIN KAKTO YYBCTBUTEIHOCTTA KbM aNepreéHu, Taka U TEKECTTa Ha AHA(PUIAKTHYHKTE
peakiun. JleuenneTo ¢ enuHedpruH He BUHANM 1aBa OYAKBAHWA TEpANCBTUUYEH eeKT;

- AV Gn1oK OT ITepBa CTEleH;

- aHrnHa Ha Prinzmetal: Habnrogasanu ca cinydan Ha xOpOHapeH Ba3zocnasnM. BuipekH BUcokaTa CH
OeTtal-ceeKTHBHOCT, NPY NalUHeHTUTE ¢ aHrMHa Ha Prinzmetal, npueMaigu 6u3onponon, He Morar
Aa 6bRAT UIKTIOYEHH MTPHCTHITH HAa CTEHOKApAHA;

- mepudepHO apTepHATHO OKIY3UBHO 3alonsBaHe. Moxke na ce Habmogasa 3acuiiBade Ha
OINJIaKBaHUATA, 0COOEHO B HAYANIOTO HA TEpanHsaTa;

- 0011a aHecTe3 .

HsMa TepaneBTHUYEH OMUT 3a IEYEHUE HA CHPACUHA HEOCTATLYHOCT ¢ HH30NPONON NpH NALIMEHTH ChC
CIEIHUTE 3a001BaHHA WIH CHCTORHUA:

- HHCYJIMH-3aBHCHM 3axapeH auabert (tum [);

- TEXKH HapylleHna Ha Os0pevHaTa QyHKUMS;

- TEXKKH HapyLIeHNUA Ha YepHoapoOHaTa pyHKLHSA;
- PECTPHKTHUBHA KapANOMHUOTIATHA;

- BPOACHH CBpACYHH 3a00nsBanNs;




- XeMOAMHAMHAYHO 3HAUYUMO OpraHn4HO 3a00NsBaHe Ha CHbPASYHUTE KAy,
- UHApPKT Ha MHOKApAA Npe3 NnocleAHUTe 3 Mecela.

KoMb6nHaunaTa Ha OM30N0poNoN ¢ KANLMEBH aHTarOHACTH OT IpyIaTa Ha BepanaMui WK JUITHA3EM, ¢
AHTHPHUTMHYHY KJIAC | ¥ aHTHXHNIEPTEH3UBHH IEKAPCTBEHUW CPEACTBA HE Ce NpenopbuBa (BmkTe T, 4.5).

ITaupeHTH C NICOpHAa3HC HIIM aHAMHE3a 3a Ncopuaszkc TpsdBa aa nmpueMar B-0nokepu (Hanp. 6u3onponon),
caMo cnejl BHUMaTenHo fanaHcapaHe Ha NONM3HTE U PUCKOBETE.

Ha dona Ha nevyeHneTo ¢ 6U30NPONOS, CHMITOMHTE Ha THPEOTOKCHKO3a MOXKE /1a CE MacKHpar.

Ilpu nauueHTH ¢ PeoxpoMoLHTOM OU30NIPONION ce Mpuiara caMmo ciej anda-peuentopHa 6rokaza.

[lpy nmauuveHTH, NMOANOKEHW Ha 00lIAa aHeCcTe3Ws, aHecTe3HOJIOrbT TpaAdBa ga O6bAe yBeZOMeH 3a P-
Orokagata. AKo e HeoOXOAWMO TIpEyCTAHORABAHE HA JIEUEHHETO ¢ [P-Onoxep mnpeau XupyprudHa
onepaund, To TpsA0BA J1a CTaHE NMOCTENEHHO H 1A IPUKITIOYH 48 Yaca npeay aHECTE3NATA.,

Bbrpexu ue kapauocenekTuBHuTe (Oetal) Oeta-bnoxepw ™Morat ga umMar mo-cnad egekT BupPXY
GenoapobHata QYHKUHUA OTKOJIKOTO HeceNeKkTHBHUTe OeTa-Onoxepn, kakTo BCHYkW OeTa-Olokepu
H3MON3BAaHETO HM CBIIO TpAdBa Ja ce un30aArBa npu NagUeHTH ¢ OOCTPYKTHBHH 3a0nsABaHHs Ha
OMXaTeNHUTE ITbTHILA, OCBEH aKO He CHIRECTBYBAT YOeANTEeNHU KIMHUYHM NPHUYHHHU 3a ynortpebara uM.
AKO TaKWBa NPHYMHH CblIeCTBYBaT, KapaopuTbM MOXKe J1a ce H3MON3Ba ¢ NOBHILEHO BHHMAHHE.

IIpenopbuBa ce eAHOBPEMEHHO NpHIOXKeHHe Ha OpoHXoIunaTHpallla Tepanvsd nNpn OpoHXHATHA acTMa
WIIH pYro XpOHWYHO OOCTPYKTHBHO 3aD0NgBaHe, KOSTO MOXE [a NMPUYWHU CUMNTOMHU. TToHakora, nmpu
MALMEHTH C aCTMA MOXKE J1a ce MOSABH TOBHIICHHME HA PE3UCTEHTHOCTTA Ha AWXATENIHHUTE ITHTHIIA, 3aTOBA
MOXe [a ¢e HaJIOXKH YBeJIMYaBaHe J03aTa Ha [32-CTUMYNTAHTHUTE.

3a 3anouyBaHe K NMPEYCTAHOBABAHE HA JieUueHHe ¢ OM3oNposnon € HeodXoaMMo peloBHO HabmoaeHue. 3a
AO3HPOBKA W HAYMH HA NMPHIOXKEHHE, BIKTE T. 4.2.

4.5. BianmonelicTBHe ¢ APYTH JeKAPCTBEHH NMPOAYKTH H APYrH JOpMH HA B3aHMO/AelicTBYE

KoMOHHaluK, KOWTO HE ce NPEeNopbYBar:

Kanyueau anmazonucmu om zpynama Ha 6epanamwt ¥ 8 NO-MAKAa CMEnex Om 2pynama Ha OwWiMmuasem:
HEraTHBHO BIIUAHHE Ha KOHTPaKTUIIMTETA U aTpUO-BEHTPUKYNapHaTa MpoOBOIHMOCT.

MHTpaBeHO3HOTO NPUNIOKEHHE Ha BepanaMuIl NIpY talMeHTH, JeKyBaHHu ¢ B-Onokepu, Moxe a aosexae 70
TeXKa XUITOTOHAA U aTPUOBEHTPUKYIapen OIIOK.

Anmuxunepmen3ugru nexapcmeaen Cpeocmaa ¢ YeHmMpatHo oeucmeue (Hanp. KAOHUOUH, Memuloonda,
MOKCOHOOUH, DUIMEHUOUH)

EnHoBpeMeHHata ynoTpeba ¢ aHTUXHHepTEeH3UBHH NIEKAPCTBEHH CPEACTBA ¢ LIEHTPAITHO AEHCTBHE MOXKE
oa JoBeJe 10 HaMansgBaHe Ha ChPACYHATA 9ECTOTA YU KallalUTeT, a 0TTaM — 10 Basoanunauusa. BHe3amHoTo
MPEYCTAHOBABAHE HA JIEYEHHUETO MOMXKE 13 YBEITUYH PUCKA OT ,,pebayHl1 XHNepTOHUS",

Knac I anmuapummuyunu 1exapcmeenu npooykmu (Hanp. OU30RUPAMUO, NUOOKAUN, (PeHUMOUHN,
@rexaunuod, nponagheron): €ePeKTHT BbPXY BPEMETO Ha aTpHO-BEHTPHKYJIapHaTa NMPOBOAMMOCT MOXKE Jia
ce NOTeHUMpa U Aa ce NMOBHIUN HeraTUBHUA HHOTPONEH e(eKT.

KomOnHauwu, kOWTO TpsOBa [1a ce W3NOM3BAT ¢ BHUMAHHKE

Kanyueeu anmazornucmu om guxudponupudunoe mun (Hanp. Hugedunun): EaHoBpeMeHHaTa ynotpeba
MOJKE [1a YBETHYH PHUCKA OT XHITOTOHHA, KAKTO U HE € HU3KITIOYEH H MTO-TOJIAM PHCK OT JAOITBJIHHTEIHO
BNOIlIaBaHe Ha BEHTPHKYJTHATa PyHKIHA MpY MALHEHTH ChC ChbPAEYHA HeJOCTATbYHOCT.




Knac Il anmuapummunnu nexapcmeernu npodykmu (vanp. aMuodapon). eQeKTLT BhPXY BPEMETO Ha
aTpuO-BEHTPHUKYJIapHaTa NPOBOAHMOCT MOXKE a Ce MOTEHUHPA.

Tapacumnamuxomumemuunu Aexapcmeenu npodyxmu: EAHOBpeMEHHATa ynoTpeba MOXe [Aa YBEJHIH
BPEMETO HA aTPHO-BEeHTPHKYJIapHATA NPOBOJMMOCT, KAKTO U pUCKa OT Opagukapans.

B-6nokepu ¢ nokanHo npuaodicenue (Ranp. KaNKy 3a oYU 3d eYenue Ha 2AayKoma) MoTar Jia 3acHIIAT
edexTa Ha 6n3omnmposon.

Hreyaun u nepopannu anmuduabemnu rexapcmeeri npodyxkmu: 3acunpade edeKkTa Ha HaMansBaHe Ha
KpbBHaTa 3axap, ON0KMpaHeToO Ha f-agpeHOpeLenTOpUTe MOXeE J1a MACKHpa CHMIITOMHTE Ha
XUMOTITUKEMHUA.

Anecmemuyu: HamangsaHe Ha pediekTopHaTa TaXWKapAWA U NMORUIIABAHE HA PUCKA OT XATIOTOHHA
(nosede nHpOpMaLHA 3a 00LIA aHecTe3ns BHXK T. 4.4).

[ucumanucoeu anuxo3uou. OcobeHO TIpu yBe/IMYaBaHe HA BPEMETO Ha aTpPHO-BEHTPHKYTapHaTa
MPOBOJANMOCT, C KOETO ¢€ 3a0aBg CbpACUHHUSA PHTDHM.

Hecmepouodnu npomusoswvananumennu cpedocmea (HCTIBC): Moxe 1a HaMansT XUNMOTOHHYHHS eekT Ha
bwuzomnponorn.

B-cumnamomumemuyu (Hanp. uzonpexanur, codbymamvur); KoMOUHALMATA ¢ OU30TIPONON MOXKE Na
HaMaJli JIeACTBHETO H HA JIBETE CPEACTBA.

Cumnamomumemuyu, akmusupawju xaxkmo f3-, maxa u a-adperopeyenmopu;. KOMOMHALIUATA C
OH3OMpPONONT MOXe a JOBEIAE 10 YBETHYABAHE Ha KPBBHOTO Hansrane. CMATa ce, ue TaKOBa
B3aUMOIeCTBHE ¢e NMOJIydaBa MO-CKOPO C HeceNneKTUBHU B-0NToKkepH.

EnHoBpeMeHHaTa ynotpeda ¢ aHTHXHIEPTEH3WBHY JIEKAPCTBEHH CPeICTBA, KAKTO M C APYTH MPOIYKTH,
KOHTO MMAT NOTSHLHA 3a HAMAJIABAHE HA KPBBHOTO HaNAraHe (TPHUMKIHYHY aHTHACTIPECAHTH,
bapbuTypatH, GeHOTHA3HHK) MOKE fla YBEIU PUCKA OT XMIIOTOHMA.

Kom6unauuy, kouTo Tpsatsa fa ce 06MUCAST:
MednoxuH: nopuiieH puck ot Gpaguxapams.

MAQ-unxubumopu (c uzxmovenue Ha MAO-B unxubumopu): 3aCHIIEH XMIIOTEH3INBEH eexT Ha P-
OnokepuTe, HO CBHINO TAKAa M PUCK OT XHNEPTOHHIHA KPH3a.

Pugamnuyun: Bb3MOXKHO € JIEKO HaMalsgBaHe Ha ITONYXHBOTa Ha OU30TIpono, Nopaau HHAYKUMATA Ha
YepHOAPOOHHTE fiekapcTBO-MeTadonu3upaliy eH3nMu. OOMKHOBEHO He ¢ HeoOXoauma NpoMAHa B
NO3UPOBKHTE.

Epzomamunoeu npouszsodnu: BroilaBaHe Ha nNeprudepHATE HWPKYIATOPHH HapyUICHHS.
4.6. DepTHIANATET, OPEMEHHOCT H KHPMEHE

bpeMeHHOCT

buzonposion Ma GapMakoIOrH4Hy AECHCTBUE, KOUTO MOrat Ja NPeAU3BHKAT yBpeKAallHd eQEKTH BbpPXY
OpeMeHOCTTa /MM BBpPXYy mnoAa/HoBopoAeHoTo. Ilo npuHuun, P-aapeHopeuenTOpHUTE OJOKEPH
HaMalgaBaT MJaleHTHATa rnepdy3us, KosSTo MOXE 14 Ce CBbpXe Che 3a0aBsiHe Ha pacTexka, BETPEMaTOqyHa
CMBPT, a0OPT N NpexacBpeMeHHO pakaaHe. HexkenaHuTe NEKAPCTBEHK peakUMH (HAMp. XUMOTNHKEMUA U
Opaaukapanda) morat fa ce MoSBAT NMpH Nioga U HOBOPOAEHOTO. AKO € HEOoDXOOUMO JicueHne ¢ f3-
aJApeHopeUenTOpHA BIIoKepH, 3a NIpeOITOYUTaHE ca Pl-CEIEKTUBHU aIpeHOpeLenTOPHHU DiokepH.
KapzopuTbM He TpsabBa [a ce U3N0J3Ba 0 BpeMe Ha OpeMEHHOCT, OCBEH aKO HE € W3IPWYHO ITOKa3aHo.
AKo0 nedeHHETO ¢ OM3OTIPONON ce cuuTa 3a HeobxoanumMo, TpAGBa Aa ce HabmoJaBa MaTOYHOTNTALIEHTHUS
KPBBOTOK M pacTexka Ha rutofa. B cnyyal Ha yBpexaawy edekTH BbpXy OpeMEeHHOCTTA H I1oaa, Tpsadbsa
Ja ce obmucIH anTepHaTHBHO JeueHne. HoBopoaeHuTe Tpsabea aa ce HabmogaeaTt cTpukTHO. CUMATOMH
Ha XUNornikeMua u Opagukapaus, No NPUHUMIL, CE€ QYaKBAT NPE3 MbPBHUTE TPH OHH.




KbpMeHe
Hsma paHHM nanu OM30NpoNioN ce eKCKpeTHpa B KbpPMaTa, KakToO ¥ 3a Bb3JeCTBHETO Ha OMU30MpOosoN
BRLpXY O0cbeTa. 3aTOBA KBPMEHETO HE € NIPENOPBYUTEHO 0 BPEME HA TPHIOKEHHETO Ha KapAOpHTHM.

4.7. EdexTH BBpXY cnocobHoCcTTA 32 INOopHpaHe H paboTa ¢ MALLIMHH

Ipn npoyuBaHe ¢ NMAaLHEHTH C HCXeMUYHa BonecT Ha cbpueTo 6M30NPOJION He BlOLIABa CIOCOOHOCTTA 34
wodupare. Bonpeku ToBa, NOpaAH HHAUBHAYATHATE PAINKHN B peakliMHTE KbM JIEKAPCTBEHHA NPORYKT,
criocoOHOCTTa 3a WodupaHe W pabora ¢ MallHHKU MoXe J1a ce BiowH. ToBa TpabBa na ce UMa NpeaBuz,
ocobeHo NpH 3aroyBaHe Ha TEpanUAaTa v 1ipy APOMSIHA Ha JIEYEHUETO, KaKTo H NpH yrioTpeda Ha ankoxo:n.

4.8. HexenanH JeKapCTBEeHH PeaKIHH
[To-gony ca U3MON3BaHH CIEAHUTE ONPEACNEHNA, KOUTO C€ OTHACAT A0 YECTOTaTa:

Yectn (>1/100 o <1/10), Hewectn (>1/1,000 no <1/100) Peaxu (>1/10,000 no <1/1,000), c HeuspecTHa
yecToTa (OT HATHYHHTE JaHHK HE MOXKe fa ObJe HanpaBeHa OLEHKA)

M3cneBaHus.
Penku: yBeIHUEHH TPUTTHLUEPUAH, YBETHYEHH CTORHOCTH Ha yepHoAapobHuTe eH3uMu (ALAT, ASAT).

Hapymenus Ha chpledyHara JeHHOCT:

Muoro decTH: Opagukapaus

YecTH: BIOWIABaHe HA CBLIECTRYBAINA ChpAeiHA HEAOCTATBYHOCT
HeuecTu: HapymmeHus Ha A V-NIpOBOAKMOCTTA.

MHoro peaky: 001ka B repaAHUTE

HapymeHus Ha HEPBHATA CHCTEMA:
YecTH: 3amailisane®, rmapobonue*
Penku: npunagbL.

3pHUTEIHY HADYIIICHHUA;
Penku: HamaneHo cha3zoTedeHue (Tpabea Aa ¢e uMa NMpeaBu MpHU NaLMEHTH, W3MON3BallH JIELH ).

MHoro pegku: KOHIOHKTHBHT.

HapviieHHs Ha JaOHPHHTA HA BLTPEUTHOTO YXO M Ha CllyXa:
Penxu: oTcnabBane Ha clyXa.

AuxaTte/IHU, rpbAHNA U MEOHACTHHANHHN HAPYUICHAS;

HeyecTH: 6poHXoCna3zbM IIpH NALMEHTH ¢ OpOHXHATHA aCTMa WK aHaMHes3a 3a 00CTpYKTHBO 3abonsasake
Ha NHXaTeNHUTE MbTHILA.

Peaku: anepraueH pHHUT.

CToMalIHO-4YpEeBHH HapYLIEHUA:
Yectn: raaeHe, NOBpBILAHE, UAPHS, KOHCTHITAL{MA.

HapyineHHs Ha KOXXaTa ¥ NOJAKOXKHUTE ThKAHU:

Penku: peaxUUWH Ha CBPBXYYBCTBHTE/IHOCT KaTo NMPYPHUTYC, 3aUepBABaHE, OOPHB

MHoro peaku: B-Onokepute Morart Ja NpOBOKHPAT HITHA BAOLLIAT ACOPHA3NC WK Ja HHIYUMpAT
ncopuasuc-noaobeH 0GpuB, anoneuns.




HapyuieHus Ha OropHO-ABUraTe/HUA anapaT 4 CbeIMHATENHATA ThKaH:
HeuecTu: MycKyJaHa c1adoCT, MyCKYJIHH Cia3MH.

CBOOBHM HADYIICHUS:
YecTH: ycelllarne 3a CTYA WM H3TPBIIBAHE HA KpaiHUIATE, XUITOTOHNS (0CODEHO NPH MALHEHTH ChC

ChpJiCTHAa HEIIOCT&TB'-IHOCT);
HeuecTy: OpPTOCTAaTHHYHa XHITOTOHHA.

OO0uIH HapyUIeHHUR:
HecTu: ymMopa *, acTeHuH.

Hapyinenus na gepHoapobHaTa ¥ »Ib4HA QYHKUNA:
Penxyn: xenatur.

HapyineHus Ha penpoAYKTHBHATA CHCTEMA U CbPIUTE:
Penxu: epexTHIHA JACHYHKITHA.

[IcUuXHaTpUUHN HADYLIICHUS:
HeuecTn: Hapy1lueHHUs Ha ChHsl, JeMpecns.
Penku: xoliMapH, XaTfOLWHALHH.

¥ Teanm cuMnIITOMH CE IPOABABAT 0COOEHO B HAYANOTO Ha JiedeHUeTo. OOGHMKHOBEHO ca JIEKH ¥ Y€CTO
“34e3BaT B paMKHTE Ha 1-2 ceAMHULIH.

CrobinaBane Ha NOoAO3VMpaHH HEXKENAHY peakLny
CeobuiaBaHeTo Ha NOJO3NPAHH HEXKENAHH Peakliuu clie]] pa3pellaBaHe 3a ynorpeda Ha ekapCTBeHuUs

NPOOYKT € RakHO. ToBa no3BoJisBa Aa NPOSb/DKY HaOMIOAEHNETO Ha CHOTHOIIEHUETO MONI3a/prck 3a
NEKapCTBEHNUA MPOAYKT. OT MEANIMHCKHTE CIICLIMATIUCTH C€ H3UCKBA Aa choOLIABAT BCAKa MOAO3HpaHa

HeXXejlaHa peaKUns JUPEKTHO Ypes3:

HamenauTtenna arenuns no nekapereara (MAJD):
yi. Jdamsau I'pyes* Ne 8

rp. Codua 1303,

Tesa. +359 2 8903417

en. noua; bda@bda.bg
yebcaltT: www.bda.bg

4.9. IIpenozupane

CuMiroMu
ITpn npenosupane (Hamp. OHEBHA Jo3a oT 15 mg BMecTto 7,5 mg) ca HabnoxaBaKM TpeTa CTeneH AV-
b1oK, OpaxuKapausa U 3aMaiBaHe.

Half-yecTUTe npu3HAIM, OYaKBAHW IIpH npeago3vpaHe ¢ P-OmokepH ca OpanukapAus, XHIIOTOHHA,
OpoHXOCMAa3bM, OCTPa ChpIEeUHA HEAOCTATBYHOCT M XUNoraukemusa. Jlocera ca CBHOOIIEHH HAKOMKO
ciydyas Ha npeno3dpane ¢ 6uzonponon (MakcumyM 2000 mg) npd MauMEeHTH ¢ XUNEPTOHHSA W/HWNH
CbpAEYHO-CBHA0BO 3a00/sBaHe; BCHYKH MALMEHTH Ca C€ Bb3CTAHOBUJIH.

VMIma obminpHa MHTEpUHAMWBHAYANHA BApHAOHIHOCT B YYBCTBHUTEIIHOCTTA KBM €IWHHMYHA BHCOKA Jl03a
O6M30NMPONON M MAUHEHTH CBC ChPAeUHA HEAOCTATHYHOCT BEPOATHO ca MHOTO YYBCTBHTETHHU. 3aTOBa MpH
Te3d MNALUCHTH JICUCHHETO 3aTBIDKUTEIIHO TPpAOBA Ja 3anoyHe ¢ IMOCTENEHHO yBeNYaBaHe Ha J03aTa,
CBI/IACHO CXemarta, NocoucHa B T. 4.2.
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Jleyenue

[To IPUHIKII, aKO HACTBIIM NpeJo3upane, TepanuaTa ¢ 6u3onposion Tpabea Ja ce cripe U Aa ce mposeje
CNIOMaraTeJIHO M CHMITTOMATHYHO JIEHEHHE.

OrpaHuuedH JAHHU Npernoiarar, ye OM3onponon ce OTCTpaHaBa TPYAHO Upe3 AWasu3a.

Basupaiiky ce Ha oyakBaHNTe (papMaKOJIOMHIHH JeHCTBUA U TIPETIOPBKHM 3a Apyrute fJ-Osokepn, Tpadea
13 C& UMaT TIpeABH] ClIefHUTEe 00N MEePKH, KOTaro TOBA € KIIMHUYHO 000CHOBAHO.

Bpaouxapous: WHTPaBEHO3HO TMPUAOKEHHWE HAa aTpPOMHH. AKO OTrOBOPBLT € HeEaleKBaTeH, MOXe
NpeANa3NiuBo Aa ¢e O[S W30NPECHAINH WU APYTrO CPEeACTBO C MO3UTHBHH XPOHOTPOIIHU cBoMcTBa. IlpH
HAKOH 0OCTOATENNCTRE MOXE J1a € HeoOX0ANMO TPAHCBEHO3HO REBEKAaHE HAa NeHCMel kD).

Xunomen3ua:. IPHNOXKEHUE HA UHTPABEHO3HH TEYHOCTH M Ba3oNpecopH. MIHTpaBeHO3EH IIIOKAroH MoXe
7la € OT noJj3a.

AV-brox (smopa u mpema cmenen). NAUMEHTHTEe TpabBa na O6bpJaT BHHMATENHO MOHHTOPHPAHH H
NEKYBaHM ¢ H30MPeHaIIMH MH(Y3Hs MK BbBEX1aHe Ha TPAHCBEHO3EH ChpAeUeH NneAcMeAKbP.

Ocmpo erowasane Ha cvpoewHama Hedocmamvysocm: I.V. NPUIIOKEHHE HA JUYPETHLH, HHOTPONHMU
CpeJCTBa, Ba30AMIATHPALLH CPEACTBA.

Bponxocnazem: Haznauagat ce 6poHXoqunaTopHa Tepanus KaTo W3ONpeHANNH, B2-CUMIaTHKOMHUMETHLIH
W/WITH aMUHOQHITHH.

Xunoznuxemus: VIHTpaBeHO3HO NMPHIOXKECHNE HA INKOKO03a.

5. @®APMAKOJIOTMYHHU CBOHCTBA

3.1 dapMaKkoAHHAMHYHH CBOHCTBA

dapMakoTepaneBTHUHA IPYIIA: CENIEKTHBEH B-ﬁﬁm{ep, ATC xonm: CO7 ABO7

MexaHH3bM Ha ieACTBHE

buzonponon Bl-cenekTHBEH afpeHopelenTopeH ONokUpall areHT, JULIEH OT BhTpelllHa CTHMYyNHpaila
CUMIMATHKOMHMMETHYHA aKTHBHOCT U Oe3 cboTBeTHA crabunusupaila MemOpaHHa akTHBHOCT. [IpoaykThT
HMa MHoro cnab aduHuTeT KM B2-pelienTopUTe Ha r1aKUTe MYCKYJTH Ha OpOHXUTE H CBIOBETE, KAKTO U
B2-peuenTopuTe, CRBbp3aHy ¢ MeTaboONMNTHATA peryiauus. 3aTora, No NPUHLMI, HE c& O4aKBa OU30NPONoN
71a BIIHAe Ha JUXATeJIHATa PE3UCTEHTHOCT U P2-MeAUMpPaHNTE METabOITMTHH e(eKTH.

B1-cenexkTHBMOCTTA Ha OM3OMPONION € U3BbH TEPANEBTHIHUTE JO30BH IPaHULH.

O61o 2647 naigerTy ca BkmodeHH B npoyusaneto CIBIS 11. 83% (n=2202) 6unu ot kaac [Il Ha NYHA,
a 17% (n=445) — ot knac IV va NYHA. Te ca umanu ¢ctabunHa, CHMNITOMaTA4YHA, CHCTONHA ChpJEYHa
HeJOCTAaTLYHOCT ((ppaxuns Ha u3TnackBaHe < 35% na 0aza exokapauorpagdus). OOLAaTA CMBPTHOCT €
bnna HamaneHa ot 17,3% a0 11,8% (otHocutenHo HamaneHHe OT 34%). OTUETEHO € HAMAJIEHHE Ha
BHe3anmHaTta c¢MBpTHOCT (3,6 % cnpamo 6,3 %, oTHocHTenHo HaManleHue 44%) u HamaneH Opodt Ha
CAYYauTe cCbC CBpACYHA HEAOCTATHYHOCT, MINCKBRAIQH Xocnutanm3auus (12 % cpeury 17,6%,
oTHOCHTETHO HaManeHue 36%). HabmoapaHo e ¥ 3HaUHTEHO noaocdpeHne Ha PyHKUHOHATHUA CTaTYC
criopel] knacugukauuatTa Ha NYHA. B Hayanoro Ha TepanHaTa MW 1O BPEME HA THTPHPAHETO Ha
OM30NpONOT ca OTYETEHHW Cllydan Ha XOCIMTAaNu3alMsA, rnopagd nosea Ha Opagunkapaus (0,53 %),
xunoteHsua (0,23%) u ocrpa nekomneHcauus (4,97%), HO Te He ca MO-YeCTH, OTKOJKOTO B mnnauebo




rpyriata (0%, 0,3% u 6,74%). bpoar Ha daranHuTe H UHBATUAHIKPpALLY UWHLUACHTH MO BpEME HA HANOTO
u3ciaenpaHe ca 20 B rpynarta ¢ 6uzonponon ¥ 15 B nnauedo rpynara.

B knnangyHoTo npoyuBaHe CIBIS Il ca macnegsann 1010 rauuenTta Ha BB3pacT =65 roguHH, ¢ JieKa 10
yMepeHa XxpoHndHa cbpaedHa HegoctareyHocT (CHF; 11 wau 111 NYHA) ¥ nasa BeHTpHKYTHA (pakiius
Ha H3TnackBaHe < 35%, konto He ca Ounu nekyesaHn npead ¢ ACE-uaxuburopn, P-6nokepn
aHTHOTEH3HH pelenTopHH Oyokepn. MscneaBaHeTo cpaBHsABa 0€30mMacHOCTTa K €(EKTHMBHOCTTA Ha
MbpBOHAYAIHA LUECTMECEYHA MOHOTEepanud ¢ Ou3onposon (TapretHa ao3a 10 mg BeHDbXK OHEBHO), KbM
kosaTo ce npubaps ACE-unxubutop eHananpua {taprerHa nosa 10 mg BeAHBX AHEBHO) B NPOAbIIXKECHUE
Ha olle 6 10 24 Mecena, ¢ IMPOTHBROITOJIOXKHATA TIOCICIOBATE/IHOCT Ha ITbPBOHAYANTHOTO NedyeHHe. Besaka
rpymna ce ¢scTou oT 305 nanuenTa.

JIBeTe CTpaTeruy ca CAAIo CpaBHEHH, KAKTO N0 OTHOLIEHHWE HAa KOMOUHWpaHaTa ob1a kpalina uen (ob1ua
CMBPTHOCT MJIH XOCTIMTATM3ALIHA ), TAKA U N0 OTHOLIEHHWE HA BCEKH OT T€3X KOMIIOHEHTH Mo oTaenHo. Ot
JeKYBaHHWTE NanueHTH 00IaTa kpaitHa uen e nocturHara npy 178 nauuenra (35,2%) ot rpynara,
JleKyBaHa IepBO ¢ 6usonponon, cpewy 186 nauneHTa (36,8%) OT rpunara, JeKyBsaHa ITbpBO C
¢HaTaNpHII, KOETO MMOKa3Ba, Ye JICYEHUETO 3aMOYHANO ¢ OH3OMPOION € CPaBHUMO MO e(heKTUBHOCT ¢
NeyeHHeTo, 3anovdano ¢ edananpun. [Ipy mepBoHavanoHo gedyeHre ¢ OU30NposIoN ¢a NoOYUHaNK 65
naileHTa cpelly 73, JIEKYBaHU ITBPBO ¢ eHananpui (Mexayrpynosa paznuka p=0,44) nu 151 cpewy 157
xocnuranuiupaHu naumeHTa (p=0,66). bpoAT Ha cepHo3HN W O0LLUH HEXETTAHH IEKAPCTBEHU PEAKLIUK €
nofo0eH 3a ABETE rpynu. AHANH3bT Ha JAHHNUTE 3a IThpBaTa roJVHa NoKa3Ba He3HAUMTETHA TEHAEHIINA
KbM HaMallsBaHe Ha ofI1[aTa CMBPTHOCT HA IpyIiara, eKkybaHa ITbpBo ¢ 6uzonponorn, ¢ 31% B cpaBHeHUe
C Ta3¥, NeKyBaHa ITbPBO C eHananpui. CTaTUCTHYECKH 3HAYHMOTO HAMAIABAaHe Ha pUcKa OT BHE3arHa
cMEpT ¢ 46% (p=0,049) npez mbpBaTa roauHa, r1aBHO JOMPHHACH 3a No-A00paTa NpeXHBsAeMOCT Ha
rpynara, leKyBaHa mbpBo ¢ OH3omnponon. PesyntaTute 1noxassar, Y€ NopaiaH cxonHata 0e30nacHoCT U
ePHKACHOCT, ICUYEHHETO HAa XPOHNYHA ChPACUHA HEJOCTATLYHOCT MOXE J1a 3all0YHE UK ¢ DH30MpOIIod,
WA ¢ €HaNanpui. bu3onponon CeIk0 TaKa ce NpUara 3a ieYeHUe Ha XUNEPTOHUA U CTEHOKapAuA.

Busomnponon HsMa U3pa3eH HETaTHBEH HHOTPOIECH EEKT.

Buzonponon gocTHra MakCMMATHHUA CH aHTHXMIEpPTEH3MBEH edekT 3-4 gaca cnex nepopaseH TpHEM.
EnHMUHALMOHHUAT My TIONY:KMBOT B niasMata oT 10-12 vaca ocurypsea Ha Ousonponon 24-yacosa
e(peKTUBHOCT, CJie[] €THOA030B JHEBEH IIPHEM,. |

MaxcCHMaNHUAT XHIIEPTEH3UBEH edeKT Ha OH30MPOIo No NPHHLNI ce AOCTHTA el 2 CeIMULIN.
HHTEeH3UBHOTO NPUIOXKEHUE NPU MALUCHTH ¢ KOpOHapHa 00JIeCT Ha ChpLETO 0e3 XpOHWYHA ChpAeqHA
HEJOCTAaThUHOCT, OH30MpOJioNl HaManfgBa ChpAEYHATA 4YECTOTa M yAapHHd 00eM M [0 TaKbB HAuHH
NOHWXKABa CHPASUHUA AeONT M KUCIOPOOHOTO noTpebneHue. IIpH XpOHHYHO NMPHUNOKEHHE, THPBOHAYANO
NoBHINEHATa nepudepHa pe3UCTEHTHOCT HaMansaBa. [ToTHCKaHETO Ha AKTHBHOCTTA Ha THTa3MEHHUA PEHHH,
ce AUCKYTHpA KaTO MEXaHU3bM Ha JeHCTBHE, JieXxall B OCHOBATa Ha aHTHXHIMEPTEH3WBHUA e(eKkT Ha [3-
OnoxepuTe.

UYpes ©Onokamata Ha  cbpaeuHuTe  f-peuenropH  OHM30ONpOSION  MOTHCKA  OTTOBOpa  KBM
CUMNATHKOAAPECHEPrHYHATA aKTHBHOCT. ToBa nNpeAH3BHMKBa HaMal€HHE Ha CbpACYHATA YecToTa U
KOHTPAKTWIKTET H MOpaJX TOBA BOAM 0 HaMalicHHe Ha MUOKApJIHaTa KOHCYMaLMs Ha KHCIIOPO/, KOETO €
KenaH epexT NpH aHrMHa NEKTOPHC C HANTMYHA NCXEMHUYHA DONECT Ha ChPLETO.

5.2. dapMaKOKHHETHYHH CBOHCTEA

Abcopbuus

buzonponon ce abcopbnpa nouty HameaHO (>90%) OT racTPOMHTECTHHANIHHUA TPakKT U MOPagd MHOTO
mankus edext Ha first pass Ha gepHusa apob — npubnusuteno 10%, nMa abcomoTHa OHOHATHYHOCT OT
oxono 90% cnen nepopaHO NPHIOKEHHE.




Pasnpenenexne
O6emMbT Ha pasnpenenceHue € 3.5 |I/kg. Cebpp3Banero Ha OM30NpONOA ¢ NNA3MEHUTE NMPOTEHHH € OKOMO
30%.

MeTabonn3sM U eTUMUHHPAHE
Bu3omnponon ce eJIMMHHMpa OT OpraHW3Ma 4pe3 JABa eKBUBANCHTHM MOBbTA Ha KIHpbHC: 50% ce

TpaHchopMupaT B HeakTUBHM MeTaboauTH B 4YepHUA Ipod ¢ eKCKpelMA Ha MeTaboJIUTHTE npes
Onbpennre. Octananute 50% ce ekckpeTupaT HenpoMeHeHu mpe3 OnOpeuuTe. 3aToBa MO NPHMHUMUN
Ouzonponon He H3MCKBa aJanTHpaHe Ha Jo3aTa NpM MNalMeHTH ¢ 4YepHoApoOHM U OBOpeuHH
GYHKUHMOHANHA HAPYLIEHHA C JIEKa J0 YMEpPEeHa TEKECT.

O6UHAT KTHPBHC Ha MpoAyKTa € npubnusurenyo 15 I/kg.

IMnasMeHUAT eNUMHHALKOHEH TONYKHBOT € 10-12 yaca.

[lpn mamneHTH ¢ XpOHHYHA ChpAeyHa HeaocTaTbuyHOCT (III cragmit mo NYHA) nnaiMenuTe HuBa Ha
On3onponos ca rno-BUCOKH U NIEPHOABT Ha NOAYXUBOT € YIbIAKEH B CPABHEHUE ChC 34paBH AOOpOBOIIIA.
MakcuManHaTta njasMeHa KOHLUEHTpalluA B cTabHUTHO cheToAHME € 64 = 21 mg/ml npu 1(HeBHA ao03a ot 10
mg W NepvoaAsT Ha noaypasnag e 17 + 5 yaca.

JIudeliHOCT
bBusomponon uMa nNUHelHa, Bh3pacTOBO-HE3aBUCHMa KHHETHKA.

5.3. IIpeaAkIHHHUYHH JAHHH 33 0€30MACHOCT

[TpenxknuaueHUTE AaHHKM HE NOKaszBaT ocobeHa OMAacHOCT HAa XOpa Bb3 OCHOBA Ha KOHBCHUKCHAIHH
NpOy4BaHUA Ha €JQWHHYHA W MHOTOKparTHa N030Ba TOKCHYHOCT, I'€HOTOKCHYHOCT/MYTAar€éHHOCT HJIH
KapLUHpPOreHHOCT. N

Penpoaykiiusg

B penpoJYKTHBHUTE TOKCHKONOTWYHH H3CNeABAHWA OH30IPOON HAMA BTHAHUE BLPXY (PepTHAWTETA WIH
BBpPXY o0laTa penpoAyKTHBHA CNIOCOOHOCT..

[Togobuo Ha apyrn bera-6nokepu, Ou3onponon BBB BHCOKH JO3H BOAH A0 TOKCHYHOCT KaKTO TIpH
Malikata (HaMalisBa NMPHEMaHETO Ha XpaHa M TeNeCHO TErNo), Taka U Ha eMOpHoHAa/ToAa (YBENM4YaBaHe
CIYYanTe Ha pe3opOlius, HamMansBaHe TErNIOTO Ha mnoja, 3abaBaHe Ha PUINUECKOTO My pa3BHTHE), HO
HfiIMa TepaToreHeH eeKT.

6. OAPMAIIEBTHUYHH II,AHHH
6.1. CnHCeBK HA NOMOIIHHTE BellecTRA

Cvovpoicanue Ha mabremxama.
Mukpokpucransa yemynosa PH102;
Kanuues xuaporeHgocdar, Oe3soneH;
[IpexxenaTHHKH3IUPAHO LapEBUYHO HUILIECTE;
[ToBupoH K-30;

CunuumneB JHOKCHI, KONOHIEH, 6e3BOIEH;
Marnesnes creapar

Dunmoso noxpumue Sheffcoat HS Yellow:
XHAPOKCHTIPONTWIMETHIILIENTY JTI034;
XUIPOKCHOPOIMWILETY 034,

Tutanos qnoxcua (E171);




Tank;
Xunt xkeneszeH okcua (E172).

6.2. HecuBMecTHMOCTH

Henpunoxumo.

6.3. Cpox Ha rogaocTt

3 roauHu

6.4. CnenuaiHu ycnoBHs HA ChXpaHeHHe

Ha ce cpxpaHaBa noj 25°C B OpyrHHajIHaTa ONaKQBKa.
Ja ce cuxpaHaBa Ha MACTO HEJOCTHITHO 3a Jela.

6.5. Bua#u chILpXaHHE HA ONAKOBKATA
IMpo3paanu PVC/PE/PVDC OnucTepH NOKpHTH ¢ aTyMHHHEBO (OJTHO.

Enun 6iancTep coappxka 10 6pos punmupanu tabnetTku
Pa3mep na onakoskara: 30 6post ¢punmupanu tabnetku (1 onakoBka/ 3 6nKctepa).

6.6. CrhnenmaiHH NpeanazHH MEPKH NPH H3XBLPJIAHE
HsMa cnienyaliHi U3HCKBaHNA.

Hen3noa3sepaHWAT MPOAYKT WM OTNATLYHUTE MAaTepHAM OT Hero TpAabBa Ja ce HIXBBPIAT B
CHOTBETCTBHE ¢ MECTHHTE HIUCKBAHUA.

7. IPUTEXATEJI HA PAJPEIIEHHETO 3A YITIOTPEBA

HOBEJI DPAPMA EQO/]
Ooyn. “bbarapusa” Nel09

Codus 1404, benrapus
8. HOMEP HA PA3ZPEIIEHHUETO 3A YIIOTPEBA

PerncrpaunoneH Ne 20210090

9. JATA HA ITBPBO PAIPEHIABAHE/TIOJHOBSsBAHE HA PASPEINIEHHUETO 3A
YIIOTPEBA

Hata Ha mbpeo paspewasane: 14.04.2021
JlaTa Ha mocneHO TMOJHOBABAHE:!

10. JATA HA AKTYAJIMIUPAHE HA TEKCTA

08/2025




