KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. UME HA JIEKAPCTBEHUA ITPOAYKT

Kapaopursm 10 mg puiaMHpaHH TalJIeTKH 6 XY 3

Kardoritm 10 mg film-coated tablets 19 -05-

4 KAYECTBEH U KOJIHYECTBEH CBhCTAB

Bcesika ¢punmupana tabnerka cbabpxka 10 mg 6usonposnonos ¢pymapar (bisoprolol fumarate).
3a MbJIHUA CMUCBHK HA MOMOLHUTE BellleCTBa BHKTE TOYKa 6.1.

3. JIEKAPCTBEHA ®OPMA

PdunmMupana tadbneTka

Kapaoputsem 10 mg dpuimMupanu TabneTku ca opaHkKeBH, KPBIUIH, U3ITbKHAIK Ta0JIETKH, C AEJTUTE/IHA
yepTa OT eiHaTa cTpaHa. TabneTkata Moxe J1a Objie pa3JeseHa Ha IB€ paBHH JI03H.

4. KJIUHUYHH JAHHHA

4.1 TepaneBTHYHH NOKA3AHUA

e JleueHue Ha XUNEPTOHUS
e JleyeHue HA UCXeMHUYHA OOJIECT HA CBPLETO (AHTMHA NMEKTOPUC)

e JleyeHue HaA cTaOMIIHA, XPOHUYHA Chp/I€YHA HEJI0OCTATBYHOCT C HAMaJIeHA CUCTOJIMYHA
NeBOKaMepHa (pyHKILUA, KaTo JonmbjiHeHHE KbM ACE MHXUOMTOPH M IHYPETHLIA W/ WA CbPJIEYHH
rMUAKO3UAM (3a JOITbJIHUTEIHA MH(pOpMALUs, BUXKTE TO4YKa S.1)

4.2 JI03HpPOBKA H HAYHH HA NPHJIOKEHHE

Jo3upoBka

Apmepuanna xunepmoHus U ucxemMuyHa boecm Ha cvpuemo (aH2una neKmopuc)

Bb3pacTHu:

3a aBeTe nokaszaHHs J03aTta € 5 mg OU30mposiosioB pymMapat BEAHBXK JHEBHO. AKO € He0OX0UMO, /103aTa
MOe 1a ce yBesmuMd Ha 10 mg Ou3onposionoB pymMapar BeAHBXK JHEBHO.

MakcumaliHara npenopbuMresina Jo03a € 20 mg BEIHbXK JHEBHO.

Jlo3ara Tps0OBa ja ce ajantupa UHIAMBHUIYAJIHO, CIIOpEe/] YecToTaTra Ha NnyJjica U TepareBTHYHUS YCIex.

Cmabuina, XpoHUYHA, yMepeHa 00 meicka cbpoeyHda HedocmamvyHocm
Koraro ce 3anoyBa nedeHne ¢ OM30mposiosl, nanueHTuTe TpAdBa na ca ctaduiamsupanu (06e3 nposBu Ha
OCTpa HEZOCTATHYHOCT).

anHUP'L'-IBEl CC JICKYBAIIHUAT JICKAp Jd HMMad CHOTBETHHA OIIMT B JICHCHHUCTO HAa XPOHHYHA CHPIACYHA
HEAOCTATBYHOCT.

JleueHneTo Ha crtabuiiHa, XpOHHYHA CBpJEYHA HEAOCTATBYHOCT C OM30MPOsIOJ M3UCKBA THTpPALlMOHHA
(pasa:
I IpenmopwunTennara j103a € 1,25 mg BeAHBXK JHEBHO. B 3aBHCHMOCT OT MHAMBHyaiHAaTa MOHOCHUMOCT,

J03ara ce yBeJmdana Ha 2,5 mg, 3,75 mg, Smg, 7.5 mg u 10 mg BeAHbX JHEBHO NMPe3 UHTEPBAI OT 2 MJIH .



noBeye CEAMHIH. AKO yBelIMUeHaTa J03a He ce NoHacd Aobpe, NEYEHHETO MOXE Aa NPOALIDKH C NO-
HHCKA J103a.

MakcumaiHaTa npernophuTelHa xo3a € 10 mg 6uzonpononos ¢gyMapaTt BeAHEK AHeBHO. Ilo BpeMe Ha
THTPAUHOHHATa (ha3a ce MNpenophYIBa NPOCNEHIBaHE Ha XH3HCHHTE TOKa3aTeNlH (ChbpAEYEH PHTHM,
KPBBHO HaJiATaHe), KAKTO U 3a [0ABA Ha CHMITTOMH Ha BJIOIIABAHE HA ChpAcYHATA HEAOCTATHYIHOCT.

Ipomana na neveruemo
AKO MaxcHMajHO NpEeNnopbYBaHATA [03a He ce IoHacs JodOpe, NeyeHHETO MOXKe Ja NPOTBIKH C

NIOCTENEeHHO HaMalsBama Ao03a. B cnygait Ha mpexogHo BAOIMABAHE Ha ChpPACYHATA HEAOCTATBYHOCT, Ha
XHIIOTOHHA HITH Opagwukapays, ce Npenophusa NMpepasriiexkIaHe Ha J03aTa Ha CHITHTCTRANOTO JICYEHHE.
Moxe Ia ce HaTOXXH BPEMEHHO HaMallfABaHe Ha J03aTa Ha OU30MpoioN UK MpeycTAHOBABAHE HA HETOBUS
npueM. Cnen cTabMIH3Hpane Ha ChbCTOAHHETO Ha MalMeHTa, MoXe J1a C€ MPUCTHITH KbM NOJHOBABAHE Ha
Nled9eHHeTo W/ HIH NOBHIIABAHE A03aTa Ha fu3onponon.

IIpoovwcumennocm na mepanuama

[lo npuHUHMN e4eHAETO ¢ OH30TIPONO € NPOALIKHTENHO.

JleuenueTo ¢ 6U3onponon He TpsaOBa Jia ce clidpa BRE3anHo, Thil KaTo TOBa MOXKeE a JoBeAe 10 NMPEXCAHO
BlIOLIABaHe Ha ChCTOAHMETO. OcoOEHO MpH NAUMEHTH C HCXeMHYHA OONECT Ha CHPLETO, JICYECHHETO HE
TpA6Ba Oa ce npekpaTaBa BHe3anHo. [Ipenoprusa ce NOCTENeHHO HaMAlITBaHe Ha J03aTa.

Ilayuenmu ¢ bvbpeuna wiu 4epHoOpPobHa HedgcmamyyHocm
Apmepuanna xunepmorus u ucxemuuna bonecm Ha copyemo (aHcuna Nexmopuc)

[Ipn nanueHTH ¢ NeKH WIH YMepeHH HapylleHHs Ha OnOpeunHara wnu depHOApoOHa QYHKUMA, MO
NpMHUMN HE C€ H3KMCKBA afanTHpaHe Ha fgo3ara. [Ipn nmaugueHTH ¢ Texka OpOpedyHa HEZOCTATHYHOCT
(KpeaTHHHHOB KIHPBHC < 20ml/min) ¥ npu nlaliHeHTH ¢ TeKKK HAPYLUCHHA Ha YEPHOJpobHaTa QyHkuus,
ce mpenoprYBa fHeBHara fo3a ot 10 mg 6usonpononos gymMapar Aa He ce HaABHIIABA.

ONHTHT OT NPUIOKEHHUETO Ha OM30Mposion NMpH NalHeHTH Ha OB6pedHa quanusa e orpaHndeH; BRIIPEKH
TOBA HAMA JOKAa3aTeJICTBO, Ye JOIOBHUA pexckuM Tpa0Ba a ce MpOMEHH.

Cmabunna, XpOHUYRA, yMepeHa 60 meiCKd ChPOeYHa HedOCMaMmbyYHOCM

Hama wadopmamma 3a ¢dapMakOKMHETHKaTa Ha OM30Nponon NpH NallMeHTH ¢ XpOHHYHA ChpAedHa
HEJOCTAThYHOCT M HapyineHa 6bp0pevwHa Win YepHoapobHa dyukuus. TlosHinasaHeTo Ha fo3aTa B Te3H
ciy4Yyad U3NCKBA JOMbAHUTENHO BHHMAaHHE.

Hayuenmu 6 cmapyecka gv3pacm
He ce n3uckBa ananTupaHe Ha J03aTa.

Ileduampuuna nonyrayus
JIunicea OmMHT MpPH Jelia, 3aTOoBAa HE Ce IMpernopbuBa ynorpebara Ha Ouzonposnon npu NeAMATPHUHH

TTALUHCHTH.

HauwnH Ha NpHIOKEHHE

KapnopereM TabneTkH fa ce nmpueMaT CYTpHH, ¢bC MMM 0e3 Xpana. Moxe Ja ce MOrmsIaT ¢ Maiko
TeqdHOCT, 6e3 Aa ce cTHBKBAT.

4.3 HpoTHRONOKAa3AHHS

BH30MMposioN € NPOTHBONOKA3aH NPH NAILACHTH C:




-~ OCTpa ChpA€4Ha HEAOCTATBYHOCT WUNIH IO BpEME HA E€NMU30AM Ha JCKOMIICHCAIMA Ha ChplcyHa
HEAOCTATBYHOCT, U3UCKBAILHN {.v. UHOTPOITHA Tepanus,
- KapAHOTeHEeH IIOK;
- AV G50k oT BTOpa WK TpeTa cTeneH (be3 neficMeixnp);
- CHHApPOM Ha OOJHHMA CHHYCOB BE3€l;
- CHHoarpuaneH 6nok;
- CHMITTOMATHYHA Opaguxapaus,
- CHMITTOMATHYHA XMIIOTOHHS;
- Texka OpoHXHaIHa acTMa;
- Texka ¢dopma Ha nepudepHO apTePHAITHO OKITY3HBHO 3ab0onsBaHe Wi CHHIPOM Ha PeifHo;
- HeJleKyBaH (peOXpOMOLMTOM (BHX T. 4.4);
- MerabonuTHa aLMao3a.

KapaopuTsM € NPOTHBOIIOKA3aH MPH MAIHUEHTH ChC CBPBXTYBCTBHUTENHOCT KbM OH20MpPOJNION MK KbM
HAKOE OT TIOMOLIHHTE BelecTBa, H3bpoenn B Touka 6.1.

4.4 CnenHaJHH npeaynpekAeHHA H npeanasHy MepKH npa ynorpeba

JleueHHeTO Ha cTabMNHA, XpOHMYHA ChbpAeYHA HEAOCTATHYHOCT ¢ Ou3onponon TpadBa a 3ano4HE CBC
CTiel{MallHa THTpauHoHHa dasa.

OCBeH aKo He € U3PHIHO NOKa3aHo, NedeHrHeTo ¢ 6H3onponon He TpAORa J1a ce NpeyCTaHORABA BHE3aITHO,
ocobeno MpyH naHenTH ¢ HeXeMHYHA 60NlecT Ha CBPLUETO, THH KaTO TOBA MOXE Oa JOBEJE 10 MPEXOJHO
BROIDaBaHe Ha chpAcTHOTO 3abonasane (BHxk T.4.2).

buzonponon Tpadpa na ce npunara ¢ BHUMaHHe NPH NalMeHTH ¢ XHIIEPTOHNUA WIH AHFMHA NEKTOPHUC TPH
CBLITPTCTBALLA ChPACUHA HEAOCTATHUHOCT.

busonponon Tpabsa na ce npuiara ¢ BHHMaHHe TIpH:

- 3axapen auaber, mokaseam roneMu ¢UIyKTyalud Ha HMBAaTa Ha KpbBHaATa 3axap. CHMIITOMHTE Ha
XHMOTIMKeMHst (Hanp. TaXHKapaus, CbplieOueHe HiIH H3NOTABAHE) MOXKE Ja C& MaCKHpar,

- CTpOTa QHETA;

- M0 BpeMe Ha JAeceHcHOwm3upama Tepanud. IlogobHo Ha ocTtananute P-6nokepw, 6u3onpomnon
MOJKe /1a MOBHIIM KakTO YYBCTBHTENMHOCTTA KbM ANEPreHH, Taka M TeXecTTa Ha aHapHIIAKTHYHHTE

peakiiuu. JleweHHeTO ¢ enUHE(PPUH HE BUHATH 1aBa OYAKBAHHA TepaleBTHYEH eeKT;
- AV 6510k oT mThpBa CTeneH;

- anrrHa Ha Prinzmetal: Habmoaasanu ca cirydan Ha KopoHapeH BazocnaseM. BeIpekn BUHCOKATA CH
betal-celeKTHBHOCT, MPH NAUHEHTHTE ¢ aHTHHa Ha Prinzmetal, mpueMamgu 6usonposon, He Morar
na OpJaT W3KIMOYEHH IPHCTHITH HA CTEHOKAPIHS;

- mepudepHO apTepHalHO OKIY3HMBHO 3afonaeaHe. Moxe na ce Habmoaasa 3acHNBaHE Ha
OINaKBaHUATA, OCOOEHO B HAYAIOTO Ha TEPAIIHATA;

- ob111a anecTesud.

Hsama TepaneBTHYEH ONNT 32 JieYeHHE Ha ChpJeYHa HEAOCTATEYHOCT ¢ OH30NMPONON NPpH NALMEHTH ChC
clleaunTe 3a00IBaHHA UM ChCTOSHUS:

- HHCYJTHH-3aBUCHM 3axapeH guabet (Tum 1);

- TSXKKHU RapylueHus Ha 6p6pedHaTa QyHKIHA;

- T¢XXKH HapylleHHd Ha depHoapoOHaTa GpyHKIMA;
- PECTPHKTUBHA KapAHOMHONATHS;

- BpOZeHH ChpAeYHH 3a00N1BaHUA;




- XeMOJHHAMHYHO 3HaYHMO OPraHU4YHO 3a00JISBaHE HA CHPACYHHUTE KIIAMNY;
- HHGAPKT HA MHOKapAa Npe3 MOCHeqHUTE 3 Mecella.

KomOuHanmsaTa Ha 6U30MposioN ¢ KANIIHEBH aHTArOHHCTH OT IpYTiaTa Ha BepanaMHil WIH JUITHA3EM, C
aHTHPHTMHTHH KJIac | H aHTHXHTIEPTEH3NBHH JIEKAPCTBEHH CPECTBA HE CE Npenopwhusa (BIXKTE T. 4.5).

[TalMeHTH C ICOPAA3HC /T aHAMHe3a 3a IIcoprasnc TpadBa Ja npuemar B-0nokepu (Hanp. Ousonponon),
caMo cliell BHUMaTelHO OanaHCHpaHe Ha [ON3UTEe U PUCKOBETE.

Ha ¢oHa Ha neveHHeTO ¢ OU30MpONON, CHMITOMHTE HA THPEOTOKCHKO3a MOXE /1a C€ MacKHpar.

[Tpx naumerTH ¢ (peoXpoMOLIMTOM OH30MPOIION ce Ipufiara camo cref anda-penentopHa bnokana.

[Ipn nanMeHTH, TONIOKEHM Ha oflla aHecTe3ud, aHecTe3HoNOorsT TpabBa na 6ple yBeoMeH 3a -
Onoxagara. AKo ¢ HeoOX0IMMO TIpeyCTaHOBABaHe Ha nedeHueTo ¢ B-Omokep mpemm XHpYyprudHa
onepanus, To TpAOBa Ha cTaHe NOCTENeHHO U 1a NPUKMoYX 48 yaca Npen aHecTe3ndTa.

Boeripexn de kapauocenekTHBHuTe (Oetal) Gera-Onokepu mMoraT Oa MMaT mo-ciaab edekr BBPXY
OenompobHara ¢yHKIMS OTKOJKOTO HeceNneKTHBHUTE OeTa-OnmokepW, KakTO BCHYKH Oera-bDiokepu
H3NOJI3BAHETO MM CHINO TpaAOBa Za ce u30ArBa mMpH NalMEeHTH ¢ OOCTPYKTHBHH 3abnsBaHHs Ha
JIMXATENIHNATE MbTHILA, OCBEH aKO He CBIleCTBYBAT yOSAHTENIHA KIMHMYHM [IPHYHMHH 3a ynorpebara HM.
AKO TaKkuBa NPHYHHHM CHIIECTBYBAT, KapAOPHTBM MOXE Ja C€ H3M0Ji3Ba C MOBHLICHO BHHMAHHUE,

IpemopbuBa ce efHOBPEMEHRHO NPHJIOXKEHHe Ha OpoRXoaMnaTHpalma Teparnus NpH OpoHxXHanHa acTMa
WM APYTO XPOHMYHO OOCTPYKTHBHO 3a00/1aBaHe, KOETO MOXKe Aa NpUYMHHW cHMITOMH. [loHskora, npy
MalHEHTH ¢ aCTMa MOJXE Ja Ce TTOABH MOBUNICHHE HAa PE3UCTEHTHOCTTA HA JHXATEHUTE ITHTHINA, 3aTOBA
MOJXeE [1a C¢ HaNOXXM YBEeNWUaBaHe J03aTa Ha f2-CTHMYylIaHTHTE.

3a 3amouBaHe W IIPEYCTAHOBABAHE Ha JieueHHe ¢ Om3onpornon ¢ HeoOXoaUMO penoBHO HabmoneHHe. 3a
JA03UPOBKA H HAYUH Ha MPHA0KECHHE, BHXKTE T, 4.2.

4.5. BsamMogelicTBHE C APYTH JeKaPCTBEHH NPOAYKTH H ApyTrH GopMH Ha B3aHMoAelicTBHE

KoMOnHaIiH, KOUTO HE ce IpenophIBAaT:
Kanyueeu anmazonucmu om zpynama Ha eepanamiiii 4 @ no-Manka cmenex om 2pynama Ha OwWimuasem.

HEraTUBHO RITHAHME Ha KOHTPAKTHJIHOCTTA H aTpHO-BEHTPHKYJIapHaTa MPOBOAMMOCT.
HHTpaBeHO3HOTO NPHIOKEHHE HA BepanaMu TIpH NaUHeHTH, JIEKYBaHH ¢ B-O1okepH, Moxke n1a AoBeae 10
TEXKKA XHIIOTOHAA M ATPHOBCHTPUKYNapeH Ook.

Aumuxunepmensusnu lexapcmeenu Cpeocmad ¢ YeHMPAnKo deticmeue (Hanp. KNOKUOUH, Memuloona,
MOKCOHOOUH, DUTMEHUOUN).

ExnospeMennara yrorpeda ¢ aHTUXHIIEPTEH3HBHH NeKapCTBEHH CPEACTBA C HEHTPATHO AeHCTBHE MOXKE
7a JOBele 10 HaMaiaBaHe Ha ChPASYHATA 9ECTOTA M KalalHWTET, @ OTTaM — A0 BaloJuauus. BuezanHoTo
IIPEyCTRHOBABAHE Ha JICUCHNETO MOKE JIa YBEJIMIH PHCKA OT ,,pcOayH/ XHNEPTOHHUA .

Knac I anmuapummuvnu rexapcmeeru npooykmu (Hanp. Ousocnupamuod, 1udoxaus, Genumoun,
dnexaurnuo, nponaghenon): epeKTbT BbPXY BPEMETO HA aTPHO-BEHTPHKYIapHaTa NPOBOAUMOCT MOXE a
C€ NMOTEHUHUPA K A3 C€ MTOBHUIH HEraTHBHMA HHOTPOMNEH e(dekT.

KoMOMHAIINY, KOHTO TPAOBA [a c€ H3MOM3BAT ¢ BHHMAHUE
Kanyuesu anmazonucmu om ouxudponupuduroe mun (nanp. nugeounun): ENHOBpeMeHHATa ynoTpeba

MOK€E Ja YBEJIHWTH PHCKAE OT XKHIIOTOHHA, KAKTO H HC € H3KITIOYMEH H [TO-IrOJIAM pHCK OT JONTBJIHHTCNIHO
BJIOIIABAHC Ha BEHTPHKYJIHaATa C]JYHKIIHH HPH NAIHCHTH ChC ChPACTYHa HCNOCTATBYHOCT.
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Knac III anmuapummuunu nexapemeeru npooykmu (Hanp. amuooapon). epeKThT BbPXy BPEMETO Ha
aTpHO-BEHTPHKYNapHAaTa MPOBOAHMOCT MOXeE Jia Ce MOTCHLHPA,

Hapacumnamuxomumemuinu nexapcmsenu npooykxmu. ExXHOBpeMeHHaTa ynoTpeba Moxe Aa yBEITHIH
BpPEMETO Ha aTPHO-BEHTPAKYNIapHATa IIPOBOAUMOCT, KaKTO M PHCKa OT Opanrkap/us.

B-bnoxepu ¢ AoKanKO NPUNONCERUE (HAND. KANKU 3a OYU 34 IEHEeHUE HA 21ayKomMa) MoraT Ja 3acCHisT
edexra Ha 6U30IpONOI.

Hucynun u nepopansiu anmuouabemnu 1exapcmeeru npodyxmu: 3aCWIBaHe e(eKTa Ha HAMANIIBAHE Ha
KpbBHATA 3aXap; 6/I0KNpaHeTo Ha f-aApeHOpeLEenTOPUTE MOXKE Ja MACKMPA CHMIITOMMTE Ha
XUTIOTJINKEMHAS, |

Anecmemuyu: Hamansgrane Ha pedieKTOpHATa TAXUKAPAAA U NOBUINABAHE Ha PUCKA OT XHITOTOHUS
(toreue nHGoOpMana 3a 00I0a aHecTe3NA BHXK T. 4.4).

Hueumanucoeu anuxosudu: OcobeHo NMpH yBeMUaBaHe Ha BPEMETO Ha aTpUO-BEHTPHKYIapHaTa
TIPOBOAUMOCT, C KOETO ce 3a0aBd CbpACUHHA PUTDHM.

Hecmepouonu npomusosvananumennu cpedcmsea (HCIIBC): Moxe na HAMANAT XUNOTOHHYHHMA edeKT Ha
bu3ompornorn.

B-cumnamomumemuyu (nanp. uzonpenanus, cobymamur): koMOMHALMATA ¢ OU30MPONON MOKE Ja
HaManHd AeHCTBHETO U Ha ABETE CPelCTBA.

CumnamomMumemuyy, GKmusupawyy kakmo -, maxa u a-aoperopeyenmopu: KOMOMHALIHATA C
Om3omponon MoXe Ia JoBeAe A0 YBeNHYaBaHe Ha KPBBHOTO Hansirade, CMsTa ce, 4e TaKoRa
B3aHMOIeHCTRIE ce MoTydaBa MO-CKOPO ¢ HeceJIeKTHBHY B-OMoKepH.

EnHoBpeMeHHaTa yrioTpeba ¢ aHTUXUIIEPTEHIHBHY JIEKAPCTBECHH CPEACTRA, KAKTO U ¢ ApYI'H NPOAYKTH,
KOHTO MMAaT NMOTEHIHAT 3a HaMaNABaHe Ha KphBHOTO HanArane (TPHLMKIHIHN aHTHACTIPECAHTH,
6apObuTypaTH, peHOTHA3HHH) MOXKE Ja YBE/IH PHCKA OT XHIIOTOHHA.

KoMOnHalMi, KOHTO Tpia0Ba aa ce oOMHCIAT:
MednokdH: NOBHIEH PUCK OT OpagHKapHs.

MAO-unxubumopu (¢ uzxnovenue va MAO-B unxubumopu): 3acuNecH XUNIOTCH3ABEH e(eKT Ha f-
OnoxepHTe, HO CHUIO TaKa H PHCK OT XMIIEPTOHHIHA KpH3a.

Pughamnuyun: BKIMOXKHO € NleK0 HaMalsBaHe Ha TIONY>KHBOTa Ha GH30Mponon, nopagd HHIYKLUATA HA
YepHOAPOOGHHUTE NekapcTBO-MeTab0NM3npalny ensamMi. OOAKHOBEHO He € HeoOXoquMa NMPOMSHA B
NO3UPOBKHTE.

Epzomamunosu npouseoonu. BNomasaHe Ha repHdepHHTE UPKYJTATOPHH HAPYIHEHHSA,

4.6. DepTRIAHATET, OPEMEHHOCT H KEPMEHE

bpeMeHHOCT
Busomnponon uMma ¢apMakoIOrHIHH AeiCTBHE, KONTO MOTaT Jia MPEAN3IBUKAT YBpeXaalnd eeKTH BbPXY

OpeMeHOCTTAa W/HMIAKM BBPXY IUIoAa/HoBopodeHoTo. Ilo npuHUMN, P-aapeHopeLenTopHHTEe ONOKEpH
HaMalIABaT IJIaleHTHaTa nepdy3us, KOATO MOKE Aa Ce CBBpXe ChC 3a0aBsHE HA pacTeka, BETPEMATOUHA
CMBPT, a0OpT U NpexaeBpeMeHHO paxkaaHe. HexxenaHHTe NEKAPCTBCHH peakiun (Hanp. XMNormMKeMHs U
OpagHkapAHa) MOTAaT Ja Cé MOABAT MNpPH [UIoda M HOBOPOHNEHOTO. AKO e Heobxoaumo jnedeHue ¢ P-
aZipeHOpelenTOpAE 6J1oKepH, 3a npeANoMHTaHe ca B1-CENeKTHBHH aJpeHOpELETOpHH BII0KepH.

KapnoputeM He TpsabBa [1a ce H3INOI3Ba MO BpeMe Ha OpeMEHHOCT, OCBEH ako Hé € HIpHYHO MOKa3aHo.
Ako nedeHueTo ¢ GH3OMpOJION ce cumMTa 3a HeoOxoaumo, Tpabsa Ka ce HabmogaBa MaTOYHOIUIALICHTHHA
KPBBOTOK H pacTexa Ha mioja. B cimyqall Ha yBpexaany edekTH BppXy OpeMEHHOCTTA H TLTOAQ, TpAOBa




KLpMeHe |
HsaMa nanAm Jamm OGA30Mpolion ce eXCKpeTHpa B KbpMaTa, KaKTO M 3a BB3AeHCTBHETO Ha OM3onposon

BHpXy Oebeta. 3aToBa KbpMeHeTO HE € NMPENOPHINTEIHO [0 BPEME HA ITPATOXECHNETO Ha KapAOpHTEM.
4.7. EdexTn BBpIy cnocobHocTTa 38 mopupane H pabora ¢ MAIIHHH

[Tpn npoyusaHe ¢ NalMeHTH ¢ HCXeMH4Ha GoiecT Ha chpUETO OH30NPONION HE BlIOLIABaA CIIOCOOHOCTTA 3a
wwodupane. Bpnpekn ToBa, Opaau HHAUBUYANHHTE pPasiiiKH B peakKUHHTE KbM JIEKapCTBEHMS NMPOAYKT,
criocoOHOCTTA 3a modupaHe W paboTa ¢ MallIMHU MOXE Ja ce oM. Tosa Tpabea a ce WMa MpeABKI,
ocobeHO NpH 3aMo9YBanHe Ha TEPAITHATa M ITPH ITPOMAHA Ha JICYCHHETO, KakTo M NpH yroTpeba Ha ankoxo.

4.8. HexelaHH JeKApCTBEHH PEAKIAH
[To-zosy ca H3MION3BaHH CNCAHATE ONPEACNCHHA, KOMTO CE OTHACAT KO HecToTaTa:

Yectu (>1/100 no <1/10), Heuectu (=1/1,000 mo <1/100) Peaxn (>1/10,000 no <1/1,000), ¢ nenzpecTHa
gecToTa (OT HUTMYHHMTE JAHHH He MOXKe aa ObJie HalpaBeHa OLieHKa)

HzcnenpaHus:
Penky: yBeTHYESHH TPUTITALEPHAN, YBETHIECHH CTORHOCTH Ha YepHOApoOHHTe eH3uMH (ALAT, ASAT).

ICHUA Ha CbDJEeTHATA JeHHOCT:
MHoro gectu: Opagukapaus
YecTu: BolnaBaHe Ha ChIICCTBYBAINA ChbpACYHA HEAOCTATEYIHOCT
HedecTH: HapylueHns Ha AV-IIpOBOAHMOCTTA.
MHoro peaxky: 0onka B I'bpAMTE

Hapymesud Ha HepBHATa cCHCTEMA:
YecTH: 3amaiiBane®, rmasobonue™

Penku: npunagxeiiy,

3pHTENHA HADYIICHHA:
Penxu: HaManeHo cbizoTedeHHe (TpAOBa Aa ce MMa MpeABH NPH NALMEHTH, H3NON3BAIH JIEIIH).

MHoro PEAKH. KOHIOHKTHBHT.

Hapymenud Ha JaOupUHTa Ha BRTPEITHOTO YXO W HA CIYXa:
Penxu: oTciabBane Ha ciTyXa.

Huxarenny, rpybIHA ¥ MEJMACTHHANHY HapYINCHAA:

Heuecn: 6poHxocnassM NpH MalHeHTH ¢ OpOHXMaTHA acTMa MJTH aHaMHe3a 33 06¢TpykTUBO 3aboaBaHe
Ha JMXaTeJIHHTE ITHTHINA.
Penxn: anepruyeH puHHT.

CToMalHO-YpEeBHH HApYLIEHHS:
YecTn: raaene, mospolllaHe, AHAPHA, KOHCTHITALIHA.

HapymeHnus Ha K0XKaTa ¥ NOIKOXKHATE THKAHH:
Penxn: peakiu Ha CBpPBXYYBCTBHTEIHOCT KaTO MPYPHTYC, 3a9epBABaHe, OOpHB

MBHoro peaxu: B-OnokepHre MOTaT Aa ITPOBOKHMPAT WIH BROIHAT NICOPHA3ZHC WITH a HHAYLHPAT
TIcopHa3uc-noAobeH 0OpUB, aloNeLHs.




HapyineHns Ha QNOPHO-IBHIATEIHUA anapaT H ChEAWHHTEIHATA ThKaH:
HedecT: MycKynHa ciabocT, MyCKYNHU cnasMy.

CbI0BY HAPYIOCHHUHA;
YecTH: ycellaHe 3a Ty WIK H3TPBIIBAHE Ha KpaWHHIKTE, XATOTOHASA (OCODCHO NpH MALMEHTH ChC

ChpACTHA HE.IIOCTEITB‘IHOCT);
HevecTtH: OpPTOCTATHYHA XHIIOTOHHA.

OO0LIK HADYIHEHHA:
YecTH: yMopa *, acTeHHS.

Hapymenns Ha 9epHOAPOOHATA M KITHYHA QyHKIHA:
Peaxn: xenatur.

HapyIineHHs Ha penpoAyKTHBHATA CHCTEMA H CBPANTE:
Pemxn: epexranda quchyHKIMA.

[IcHXWaTPUYHHU HAPYILICHHA:
HeuecTH: HApYLIEHHA HA CBHHS, JENPECHS.

Penxu: KollIMapH, XaOLUHMHAIHH.

* Teau cUMIITOMHU ce NPOABABAT 0CODEHO B HAYaNOTO Ha leueHHeTo. OOWKHOBEHO Ca IEKH ¥ 9eCTO
H349€3BaT B pPAMKHTE Ha 1-2 ceaMHIIn,

Cro aHe HA NOJ3UpaHy HEXENaHH peakLHH

Cpo0inaBaneTo Ha MOSO3MPaHHA HEXEIIAHN peaKUHH Clie]] pa3peliasaHe 3a ynorpefa Ha nekapcTBeHN
MPOAYKT € BaxHO. TOBa NO3BONABRA Aa NPOIB/DKH HAOMIOAEHUETO HA CHOTHOMEHHETO ITON3a/PHCK 34
JIEKAPCTREHHA NpoayKT. OT MEQULIMHCKUTE CIIEMATHCTH C6 M3HCKBA Ja ¢ho0IaBaT Besgka Mog03HpaHa

HEXKeJIaHa peakLys JUPEKTHO Ypes3:

H3msnARTENTHA areHuus o Jekapersarta (MAJI):
yi. ,,Jlamsan ['pyes” Ne 8

rp. Cogusa 1303,

Ten. +359 2 8903417

en. noma: bda@bda.bg
yebcaitt: www.bda.bg

4.9, IIpeno3upane

CHMITTOMH

ITpr mpenosupaHe (Harp. QHeBHA 1o3a oT 15 mg BMecTo 7,5 mg) ca HabmonaBanu TpeTa cTeneH AV-
010k, 6pagukapius U 3amalfBage.

Hajf-gecTdTe nNpH3HAlM, OYaKBaHW MNpH npeno3upaHe ¢ P-Onokepu ca Opaguxapana, XHIIOTOHHA,
OpoHXocnazbM, OCTpa ChbpAeHHa HEZOCTAThYHOCT H XHnorinnkeMus. Jlocera ca CBHOOIIEHH HAKOIKO
ciyyas Ha npeposupaHe ¢ Omzonponon (makcumyM 2000 mg) npu nNayUeHTH ¢ XHIEPTOHHUA W/HMIH
ChPACYHO-CBA0BO 3a00NaBaHe; BCHYKH NAaLAEHTH Ca C€ Bb3CTAHOBHIIH,

HAMma o0IIHpHA HHTEPHHAMBHAYANHA BapHaOHIHOCT B YYBCTBUTEITHOCTTA KBM CAHHHYHA BHCOKA R034
OM30MPONION B MALMEHTH CBC ChPACYHA HEJOCTATHEYHOCT BEPOATHO CA MHOI'0 JYBCTBHTE/IHH. 3aTORA ITpH
Te3H MAIMCHTH JICYCHHETO 3aJb/DKHTENTHO TpAOBa Na 3amo4He ¢ IOCTENCHHO yBETHUaBaHE HA N03aTa,
CHITIACHO CXE€MAaTa, [TocoueHa B T. 4.2. /’{"’r N _'"ff'w..;n_
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JledeHHe

[To npuHIMN, ak0 HACTBIIH NMpeAO3UPaHe, TepanuaTa ¢ Gu3onponon TpAdBa Aa ce cnpe H Aa ce NpoBeje
CIIOMAraTeJTHO U CHMITTOMaTH4YHO JIeUeHHe.

OrpaHndeHH JaHHHN NMPeaNoarart, 4¢ 6M30nponon ce OTCTPAaHNRa TPYAHO 9pe3 JHANH3A.

Basupaiixi ce Ha ouakBaHHTe (GapMaKoJIOTHIHH ACHCTBHA ¥ MpenopbkH 3a Apyrurte B-6moxepw, Tpabsa
Ia ce HMAaT TIPeABHA CNeJHATe 00IH MEPKH, KOTaTo TOBA € KITHHHIHO 000CHOBAHO.

Bpaouxapoud: HWHTPABEHO3HO NPHIOXKCHHE HA AaTpolHH. AKO OTTOBOPBT € HEaJeKBAaTCH, MOXeE
Npeana3ifBo Ja ce Jane M30MpeHATHH WIH ApyTo CpeJCTBO C NMO3HTHBHH XPOHOTPOIIHH CBOHCTBA. [IpH
HSIKOH OOCTOATENICTBA MOXE J1a € HeOOX0AMMO TPaHCBEHO3HO BHBEXKIIaHE HA NEHCMEHKED.

AXUNOMER3UR: NPHIOXECHHE HA HHTPABCHO3HH TCYHOCTH M Ba3OITPECOPH. HHTpaBEHDBEH rMOKaroH Moxe
Aa € OT II0JI3a.

AV-bnox (emopa u mpema cmenex). TlalMeHTHTe TpAOGRa na ObAAT BHUMATENIHO MOHHTOpHpaHH H
JIEKYBaHH C H30NpPEeHATHH HHQY3HS MM BbREXKIAHE Ha TPAHCBEHO3EH ChpJcUYeH neicMelKknp.

Ocmpo enowasane Ha cobpoexnama HedocmamuvyxHocm: iv. NPHIOKEHHE Ha NHYPETHLUH, HHOTPOITHH
CpPEACTBa, Ba3oUIaTHpallN CpeJICTHa.

Bpouxocnazem: HazHauasat ce OpOHXOQMIATOpHA TEPANHA KaTO H3ONPEeHAINH, B2-CHMIIAaTAKOMHMETHIIH
H/HITH aMHHOQUITHH.

Xunoznuxemus: IHTpaBeHO3HO TPUIIOKEHHE Ha ITIOKO3a.
5. @®APMAKOJIOr'MYHH CBOUCTBA
5.1 ®apMakKoAHHAMHYHH CROHCTRA

dapMmakoTepaneBTHIHA Ipyna: cenextuBed [-6nokep, ATC xon: CO7 ABO7

MexaHu3bM Ha JeHCTBHE
busonponon Pl-cenextuseH agpeHopelucnroped Onokupall areHT, NHIIEH OT BbTPELIHA CTHMYJIHpaLla

CHMIIATHKOMHMETHYHA aKTHBHOCT M 6e3 ChOoTBeTHA crabmnnsupaiiia MeMOpaHHa aKTHBHOCT. IIpooyKTHT
nMa MHOTO c11ab apuHATET KBM B2-pelienToOpHUTE Ha TIAIKHTe MYCKY/IH Ha OpOHXHMTE H CHAOBETE, KAKTO U
B2-penenTopuTe, CBBp3aHy ¢ MeTaDOJIIMTHATA perynaupa. 3aToBa, o NPHHIHMN, HEe ¢¢ 0YakBa OH3ONPOION
Aa BIINAE Ha AUXATEIHATA Pe3NCTEHTHOCT N [$2-MeJHHUpaHUTE MeTabOMHTHH ePEKTH.

B1-cenekTHBMOCTTa Ha OM30ITPONION € H3RBH TEPANEBTHIHNTE JO30BH IPaHULMN.

O6u1o 2647 nauuenTH ca sKJjioveHn B npoyusaneto CIBIS 1L 83% (n=2202) 6unu ot xnac I na NYHA,
a 17% (n=445) — ot xnac 1V va NYHA. Te ca umanu crabunHa, CUMIITOMATHYHA, CUCTONIHA ChpAEYHA
HeJocTaTeHHOCT (Ppaxkimsa Ha usTHackBaHe < 35% Ha 6aza exokapauorpagus). ObuiaTa CMBPTHOCT €
Oonna Hamanesa ot 17,3% no 11,8% (oTHocHTenHo HamaleHne OT 34%). OTyeTeHO € HaMalleHMe Ha
BHe3anmHaTa CMBPTHOCT (3,6 % cnpaMo 6,3 %, oTHOCHUTenHO HamaleHWe 44%) u HamaneH Opok Ha
CIyuauTe CbC CHpPACYHA HEJOCTATHYHOCT, W3HCKBAIQH Xocrwranu3aius (12 % cpemy 17,6%,
OTHOCHTENHO HaManeHHne 36%). HabmoaasaHo € ¥ 3HauMTE/HO noRoOpeHne Ha QYHKLAOHAIHASA CTaTyC
ciopen knacupukanmatra Ha NYHA. B HayamoTo Ha TepanusTa W TO BpeMe Ha THTPHPAHCTO Ha
OH30MpoONON ca OTUETEHH CydaH Ha XOCHUTANHM3auMia, nopany nossa Ha Opamukapans (0,53 %),
xunoteHsud (0,23%) u octpa AckomneHncauusa (4,97%), HO Te He ca NO-4ECTH, mcmm'rfq ‘
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rpynata (0%, 0,3% u 6,74%). bposaT Ha daTanHuTEe U MHBANUIM3INPAIIH HHIIHICHTH II0 BpeMe Ha LAIO0TO
nicneApaHe ca 20 B rpynara ¢ 6u3omnposnon u 15 B mnayebo rpynara.

B xmargAoTo npoyusane CIBIS III ca uscnegrann 1010 manueHTa Ha BB3pacT 205 roquHH, ¢ Jieka 10
yMepeHa XpoHnTHa cepaedHa HegocTathurocT (CHF; [T wm 11l NYHA) u nsBa ReHTpHKynapHa (pakius
Ha M3TnackBaHe < 35%, xouto He ca Owmu nexkyBanu npean ¢ ACE-nnxuburopu, B-Onokepu u
aHTMOTEH3HH peuenTopan Onokepu. Hicnempanero cpaBHsBa 6e30macHoCTTa U edeKTHBHOCTTA Ha
NbpBOHAYANIHA lIIECTMECEeMHa MOHOoTepanus ¢ Ou3onposnon (TapreTHa no3a 10 mg BeaHBbXK AHEBHO), KBM
kosaTo ce npubass ACE-unxubutop eHananpun (tapretHa nosa 10 mg BeIHbX QHEBHO) B MPOABKEHHE
Ha ome 6 5o 24 Mecelia, C MPOTHBOTIONOKHATA NMOCIICAOBATENHOCT HA MBEPBOHAYATHOTO NledeHre, Beska
rpyna ce ¢heTom oT S05 naupenra.

JIBeTe cTpaTerny ca CJISNO CpaBHEHH, KaKTo [0 OTHOIIeHHe Ha koMOMHHpaHara o6ma kpaiina wen (obma
CMBPTHOCT HUIM XOCTIHTATH3AlKA), TaKa H 110 OTHOIDEHHE Ha BCEKH OT Te3H KOMIIOHEHTH M0 OTAEHHO. OT
NeKyBaHHTE MAHEHTH 00mIaTa KpaitHa 1en e mocTurHara npy 178 nmauueHTa (35,2%) ot rpynara,
NeKyBaHa IrLpBo ¢ Gusonponon, cpelry 186 naimenTta (36,8%) ot rpunara, 1eKyBaHa IrspBo ¢

eHaNANnpHII, KOETO MTOKA3Ba, Y€ JIeUeHHETO 3anouHaNo ¢ OU30NPOoN € CPaBHUMO 10 ¢PEKTHBHOCT C
NIedeHNETO, 3aII0YHANO ¢ eHananpwi. [Ipy mepBoHAYANIOHO JIeUeHHE ¢ BH30MPOIION ca NOYHHAMK 65
nalHeHTa cpelry 73, NeKyBaHH NMbpBO ¢ eHananpui (Mexayrpynosa painuka p=0,44) u 151 cpemty 157
xocnuranuzupann nauenta (p=0,66). bpoAT Ha ceproO3HM M OOLUM HEXKENaHH JIEKAPCTBEHH PEaKLIMH €
nnoxobeH 3a ABeTe rPynmHu. AHAJH3BT Ha JARHWTE 3a ITbPBATAa roiHHAa MOKAa3Ba HE3HATHTETHA TEHACHIIHA
KBM HaMalsgBaHe Ha o0lara CMLPTHOCT HA TPYTIaTa, JeKyBaHa IrbpBo ¢ Ousonponon, ¢ 31% 8 cpaBHeHHE
C Ta3H, JJeKyBaHa ITbPBO ¢ eHananpril, CTaTRCTUYECKA 3HATNMOTO HaMalIABaHe Ha PUCKA OT BHE3AITHA
cMBPT ¢ 46% (p=0,049) npe3 mepBaTa rOAHHA, IABHO JOMPHHACH 33 NO-A00paTa NMpeXHBAEMOCT Ha
rpynara, eKkysana mspBo ¢ 6n3onponon. Pesynrature noka3sar, 9e Nopany cxogHara 0€30MacHOCT H
e()HKACHOCT, IeYCHHETO Ha XPOHHIHA ChpAeYHA HEJOCTATEIHOCT MOXKE ia 3arno4He Wiy ¢ Susomnponon,
WM ¢ eHananpwi. bu3onponon CHUIC Taka ce nprara 3a JjeYeHue Ha XHIEPTOHNA H CTEHOXapAaus.

bu3omnponon HAMa N3pa3eH HEraTHBCH HHOTPOINCH €(EKT.,

Buzonponon JocTHra MakCHMAalIHHS CH aHTHXMNepTeH3nseH edekT 3-4 qaca ciel HepopasicH MpHEM.
EnmaMUHamMOHHHAT MY MOMYKHMBOT B miasMata oT 10-12 ugaca ocurypssa Ha Ouzornponon 24-4yacoba
ePEKTHBHOCT, Cliel e THOA030B JHEBEH MPHEM.

MakCHMaTHHAT XHNepTeH3UBEH eeKT Ha ON30MpoIIo 1o MIPHHIKIT C& JOCTHIa ciiel 2 CeqMULIH.
MHTEeH3MBHOTO NPHIOKEHHE NPH NAlLMeHTH ¢ KopoHapHa fonecT Ha ChplieTo 6e3 XpoHHYHA ChbpAeqHa
HEeOCTaTBYHOCT, OM30MPONON HaMmanABa ChpPAEYHATAa YECTOTa W ylapHHs o0eM B NO TAKhB HauMH
MOHWKABA ChPACYHUA NeOUT U KKucnopoaHoTo noTpednexnue. [Ipy XpOHUUYHO NPHUIOKEHHE, IThPBOHAYATIO
NOBHINEeHATa nepudepHa Pe3UCTEHTHOCT Hamansasa. Mexay JApyrure, NOTHCKAHETO HA aKTHBHOCTTA Ha
IUTa3MEeHH peHHH, ceé JHCKYTHpA KaTo MeXaHHW3bM Ha [JeHcTBHEe, §eXall B OCHOBaTa Ha
aHTHXHMTICPTeH3UBHIA edekT Ha B-Onokepure.

Upes Onokamata Ha CHpHCHYHHTEe  [-peuenropd  OHM3OMPONON  MOTHCKA  OTroBOpa  KBM
CHMIIaTRKOaJpeHEepriIHaTa AKTUBHOCT. ToBa NpeaN3BHKBA HaMaleHHE Ha CHpJAEYHATA 9eCTOTa H
KOHTPAKTH/IUTET X NOpaaH TOBA BOJH A0 HAMAJICHHC HAa MHOKAPAHATA KOHCYMALHA Ha KHCIOpOH, KOETO €
XenaH edekT MpH aHruHa NeKTOpPUC ¢ HAIMYHAa HCXEMKHYHA DoNecT Ha ChpLETO.

5.2. DapMaAKOKHHETHYHH CBONCTBA

AbcopOmms

Busonponon ce abcopbupa nmoaTH HAMBIHO (>90%) OT racTpOMHTECTHHAIHHA TPaKT M TOpajH MHOIO
Mankus edekT Ha first pass Ha depHns qpobd — npubnarsnteno 10%, uma abcomorHa OHOHATUTHOCT OT

okono 90% cnea nepopasHo NMpUIOKCHHE. /"/—\\ N



PasnpeneneHue
O6GeMbT Ha pasmpeneneHne € 3.5 I/’kg. Cebp3BaHeTo Ha OM3ONPONON C Ia3MEHUTE MPOTEHHH € OKOJIO

30%.

MeTtabonuzbM ¥ eTHMHUHHPAHE

bmionponon ce eNHMHHHMpPA OT OpPraHH3Ma 49pe3 [Ba CKBHBAJICHTHH ITBTA Ha KIHPBHC: 50% ce
TpaHc(opMApaT B HeakTABHH MeTabonurn B depHms Apob c exckpeuuis Ha MetabomuTHTE mpes
0u6peuuTe. Octanannte 50% ce exckperMpaT HenpoMeHeHM npe3 O6nOpeuuTe. 3aroBa MO NMPHHIMI
OM30mpONION He M3MCKBA ajJallTHpaHe Ha [03aTa [IpH MAUHWEHTH ¢ 4YepHoApoOHM H OvlpevHn
GYHKIIMOHATHHY HApPYIHEHHS ¢ JTeKa [0 YMepeHa TeXKecT.

OO0IIHAT KTHPBHC Ha MpoAyKTa ¢ npubansurenso 15 l’kg.

[Ina3sMeHHST eTMMHHALIMOHEH NTOMYXHBOT ¢ 10-12 gaca.

IIpu mamdeRTH ¢ XpOHHYHA cbhpAedHa HeaoctaThMHOCT (Il cTtamuit mo NYHA) nnasMeHuTe HHBa Ha
OGH30NPpONON ca NO-BUCOKH H MEPHOILT HA NOTYKHBOT € YALIDKCH B CPaBHCHHE ChbC 34paBH n0OpoBOIIK.
MaxcuManHata ImiasMeHa KOHOEHATpalus B cTa0nnHo cecToguue e 64 + 21 mg/ml npu gHeBHa fn03a ot 10
mg 1 nepuoabT Ha noaypasiig ¢ 17 = 5 yaca.

JIuHe#igocT
buzonponon uMa THHeRHa, B3pacTOBO-HE3aBHCHMA KHHETHKA.

53. IIpeakwaAunyn JaHHH 3a Ge3onacHoOCT

Hpe,ulcnmqme JAaHHH HE MNOoKa3BaT ocoDeHa OmacHOCT Ha X0pa B3 OCHOBa Ha KOHBCHIIHOHAIHH
npovyiBaHMa Ha CAHHHMYHa H MHOINOKpatHa 1030Ba TOKCHYHOCT, re HOTOKCHYIHOCT/ MYTarcHHOCT HJH
KapilHpOr€HHOCT.

Penpoaykuns
B penpoAyKTHBHHWTE TOKCHKOIOIHYHHN U3CNeABaHus OHU301IponoN HAMA BIMSIHHE BbPXY PepTHINATETA HIH

BBpXY 00MIaTa penpoAyXTHEHA CIOCOOHOCT.

ITonobno Ha apyrr Oera-6noxepu, OH3ONPONON BEB BHCOKH J03H BOAM A0 TOKCHYHOCT KaKTO NpH
MalikaTa (HaMansBa IpHEMAHETO Ha XpaHa W TeJleCHO Terjio), Taka U Ha eMOpHoHa/rinofa (yBenudaBaHe
CIIY4aHTe Ha pe3opbums, HamMausBaHe TErnoTO Ha Mnopa, 3abaBsHe Ha PUIHIECKOTO MY pa3BHTHE), HO
HSMa TEPATOTCHEH edeKT.

6. GAPMAIIEBTHYHHA JAHHHU
6.1. CoHAchLK HA NOMOIIHHTE BellleCTRA

Ceovpxcanue na mabaemxama.
Mukpoxpuctartsa uenynosa PH102;
Kanuues xunporesdocdar, 6e3poacH;
[IpexenaTU3SHpPaHO UAPEBUYHO HHULLIECTE;
[Tounaon K-30;

CHimiueB QUOKCHA, KOJTOHJICH, Oe3BOIEH;
Marsne3ueB cTeapar.

Dwuimoso noxpumue Sheffcoat Orange:
XHApOKCHTIPOMAIMETHILIECITY1033; S wig
Tutanos guokcug (E171); f N il




Tank;
Xzt xenezex oxenp (E172).

6.2. HechBMecTHMOCTH

HenpuioxuMmo.

6.3. Cpox na rogroct

3 rogUHU

6.4. CpnennajgHH yCIOBHHA Ha CHXpaHeHHE

Ha ce coxpanaBa nof 25°C B OpHIrHHAITHATA ONIAKOBKA.
Ja ce cbXpaHABa Ha MACTO HEJIOCTHITHO 3a JICHa.

6.5. Bra H chAbLpKAHHE HS OMMAKOBKATA
ITpospaunu PVC/PE/PVDC GnucTtepy NOKPHTH ¢ ATYMHHHERO (POITHO.

Emue 6uctep chabpika 10 6poa dpunmupanu TabneTku
Pasmep Ha onakoBxaTa: 30 Opos dunmupann tabnetku (1 onaxoska/ 3 6nucTepa).

6.6. CrnenmajyHn MpeANaIHH MEPKH MPH H3XBHPJAAHE
Hama cnienyanHi U3HCKBaHHA.

Hen3roN3BaHAAT NOpOAXYKT WIH OTNaTbYHUTE MATCPUATH OT Hero TpabBa Aa ce HIXBBLPIAT B
CBOTBETCTBHE C MECTHUTE H3IHCKBAHMHA.

7. IMMPHTEXATEJ HA PAZPEILIEHHETOQ 3A YIIOTPEBA

HOBEJI ®PAPMA EOO/J]
Oyn.”bearapns” Nel(09
Codua 1404, brarapus

8. HOMEP HA PAZPEHIEHHETO 3A YIIOTPEBA

Perrctpamuonex Ne 20210091

9. HATA HA ITBPBO PASPEIMIABAHE/TMOJHOBABAHE HA PAZPEINIEHHETO 3A
YIOOTPEBA

JlaTa Ha TeEpBO pazpeluasaHe: 14.04.2021
HaTta Ha nocieqHO NOAHOBABAHE:

10. HAATA HA AKTYAJNINIUPAHE HA TEKCTA

01/2025




