KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA



1. UME HA JIEKAPCTBEHMUS ITPOAYKT

AOR 15 /9%

Kapaopursm 2,5 mg puamupanu tabjieTku L
Kardoritm 2,5 mg film-coated tablets 6 YY £/ 19 -05- 2075

Z KAYECTBEH U KOJIMYMECTBEH CBCTAB
Besika duiiMupana tabnetka ceabpxka 2,5 mg ouszonponosnos ¢gymapar (bisoprolol fumarate).
3a MbJIHKUA CIIMCBK HA MOMOLHMTE BelllecTBa BHIKTE Touka 6. 1.

3. JIEKAPCTBEHA ®OPMA

Dunmupana TabneTka

Kapnoputem 2,5 mg ¢puaMupanu TabneTku ca 6esu, Kpbriid, U3ITbKHAIM TabNIETKH, ¢ JIeJIUTE]IHA YepTa
OT e/lHaTa cTpaHa. TabneTkara Moxke Aa Obje pa3jie/ieHa Ha JBE paBHM JI03H.

4. KJIHHAYHHU JAHHHA

4.1 TepaneBTHYHH NMOKa3aHHUA

e JleueHUe HA XUIIEPTOHUSA
e JleueHne Ha ncxeMH4Ha 00JiecT Ha ChpLETO (angina pectoris)

e JleueHue Ha cTaOMIIHA, XPOHUYHA CHP/I€YHA HEJOCTATBYHOCT C HaMaJieHa CUCTOIMYHA
TIeBOKaMepHa yHKIMsA, KaTo JonmbiHeHHe KkbM ACE MHXHOMTOPH M ANMYpeTHLIM M/WIIH ChpACYHH
FNIMKO3UM (3a JOMBJIHUTEIHA HHpOpMaIUs, BUXKTE Tovka 5.1)

4.2 Jlo3MpoBKa M HAYHH HA NPHJIOKEHHE

Lo3npoBka

Apmepuania xunepmorus u ucxemuyHa bonecm Ha cvpyemo (aH2una NeKmopuc)

Bb3pacTHH:

3a nBete nokazaHus Jo3aTa € S mg 6U30npososIoB hyMapaT BeIHBX JIHEBHO. AKO € HeoOX0quMo, J103aTa
MO>Ke J1a ce yBesindM Ha 10 mg Ou3onposionoB pymapar BeJHbXK JHEBHO.

MakcumaiiHara npenopbuMTesita Jo3a € 20 mg BeIHbX JHEBHO.

Jlo3aTta TpsOBa 1a ce azanTHpa UHAMBUYANTHO, CIIOPE/] YecToTaTa Ha NyJica U TeparneBTHYHHUS yChex.

Cmabuina, XxpoHuuHa, ymepena 00 mexicka CbpoeiHa HedocmamvyHoCcm
Koraro ce 3ano4Ba jiedeHne ¢ OM30Mposos, naiMeHTuTe TpsAbBa Aa ca ctadwiusnpanu (6e3 mposBu Ha
OCTpa HEJOCTATBhYHOCT).

anﬂ(}p'hqBE CC JICKYBALUHUAT JICKAp Oa UMa CBbOTBETHHUSA OIMUT B JICYEHHETO Ha XPOHHUYHA CHp/ECvHa
HEJOCTATBbYHOCT.

JleueHneTo Ha cTabMJIHA, XpOHHYHA CbpAECYHA HEAOCTATBYHOCT C OM30MPOJIOJ M3UCKBA THUTpAIIMOHHA
daza:

IlperoppunTennara go3a € 1,25 mg BeAHBX JHEBHO. B 3aBUCHMOCT OT WHIMBHUIyaJIHATA MOHOCHMOCT,
Ji03aTa ce yBeau4ana Ha 2,5 mg, 3,75 mg, S mg, 7,5 mg u 10 mg BeAHbK AHEBHO Mpe3 HHTEPBAJ OT 2 WIIH

R ——

T

P gF %
/ . T B .
."'f . e N . Ny 2
i % -J_.. - L
. L \ "".\
F { l:""' I',u. ".'
- * . o -‘.;_. 1..I;
Es o Ay e b = W
I T . % -._, IIr r f,
N
1 ' -
N o jr'l .'f
r“f* * < rr
' ."'r



nmoBeye ceOMHULHN. AKO YBCJIHYCHaTa 103a HC CC [IOHACH 1106[)6, JICHCHHETO MOXKEC Ja NpOoAbLILDKH C [10-
HHCKA 103a.

MakcumanHara npenopsuntenHa ao3a € 10 mg 6usonpononor ¢gymapar segnsk IHeBHO. 1o BpeMe Ha
TATpAUHOHHATa (a3a c€ TMPErnopbYBa NPOCIEAdBaHE HA KUSHEHHTE MokazarelH (ChbpAEYeH PHTEM,
KPBBHO HaNATaHe), KAKTO Y 3a NMOSBA Ha CUMITTOMM HA BJIOUIABAHE HA CHP/JCYHATA HEJOCTATHYHOCT.

ITpomana Ha nevernuemo

AKO MaKCHMalHO NpenopbuBaHaTa 1033 He ce noHacs aolpe, yeuyeHHWeTO MOXe Ha NPOALIDKH C
MOCTENIEHHO HAMANABAa Jo3a. B ciydall Ha npexodHo BNolIaBaHe Ha ChpJeYHATA HEAOCTATHYHOCT, Ha
XUIIOTOHHA WK Dpaankapauda, ce NpenopruBa NpepasriiexkJaHe Ha J03aTa HA ChITBTCTBAINOTO JICUEHHE.
Moke aa ce HaloXW BpeMEHHO HaMangBaHe Ha Ao3aTa Ha OM30Ipono WK MpeyCTaHOBAIBAHE HA HEMOBMA
npueM. Cren cTabHNM3npaHe Ha CBCTOAHMETO Ha MalMeHTa, MOXKE Ja ¢e MPUCTHIIH KbM MMOJHOBABAaHE Ha
JeyeHUeTO WHJIIH NOBHIIaBaHe fo3aTa Ha On3onpornont.

IIpodvnsxcumennocm Ha mepanuama

[1lo npyHUMI NTeYeHNETO ¢ ON30NPONOoI € MPOAbAKHUTENHO.,

JledenueTo ¢ 6u3onponon He TpsaGBa Aa ce cnupa BHe3aNHO, Thit KATO TOBA MOXKE Aa AOBee N0 NPEXOAHO
BJIOLIABAHE Ha CBHCTOAHUETO. OCOOEHO NpH MaUUEHTH ¢ UCXeMH4YHA O0onecT Ha ChLPLETO, JIEUEHUETO He
TpsOBa fa ce npekpaTaBa BHe3anHo. [Ipenopnyra ce MOCTENEHHO HaMallaBaHe Ha Jo3ara.

Hayuenmu ¢ 6vbpeura unu 4eprHodpobHa HedOCMambYHOCH

Apmepuanna xunepmonua u ucxemMuuHa Gorecm Ha cvpyemo (aH2uHa NeKMopuc)

Ilpn nauueHTH Cc JE€KH WIN YMepeHH HapyluleHHsa Ha OnOpeunara unm uepHoapoOHa (YHKUMA, MO
NPHHUMIT HE C€ M3NCKBA ajanTHpaHe Ha no3arta. Ilpn nauMeHTH ¢ Texka OBOpeyHa HENOCTATOMHOCT
(kpeaTHHMHOB KNHPBHC < 20 ml/min) u npy nayHeHTy ¢ TeKKH HapyLIEeHNs Ha YepHoapobnara Gyxuud,
ce nperopbyBa JHEBHATa no3a oT 10 mg 6nzonponosyioB pymapar Aa He ce HaJBHINABA.

OnuTsT OT NPHAOKEHHETO Ha Ou3oNposon Npy NauMeHTH Ha OB0pedHa auann3a e orpaHHveH; BhIIPEKH
TOBA HAMA JA0KA3aTEJICTBO, Ue JO30BUS PeXHUM TpsAOBa f1a ce NpOMEHH.

Cmabunna, xporuyHa, YMepPena 00 medxicka CbpoeuHa HedoCmamvyHOCM

Hsama undopmaumsa 3a ¢apMakokuHeTdkata Ha OW30NpONON NMPH MAUMEHTH C XPOHHHMHA ChpJEYHa
HEAOCTAThUYHOCT U HapylleHa 6bOpevHa nian yepHoapoOHa ¢dyHkuus. [ToBMlIABaHEeTO Ha J03aTa B TE3H
CNy4YaH U3NCKBA AOMTbJIHHTEIHO BHHMAHUE.

Hayuenmu 6 cmapyecka sv3pacm
He ce n3nckBa afjariTHpaHe Ha Ao3aTa.

lleduagmpuyra nonyaayus
Jluncea ONMMT nNpM Jela, 3aToBa HE ce NpenopvyBa ynoTpebara Ha OM3OMPONON MPH NEIHATPHUHH
MayMEHTH.

HauyuH Ha NpUNoKeHHE

KapaopnTeM TabneTKH Ja ce NMpHEMAT CYTPHH, ChC MIH 0e3 XpaHa. MoxXe J1a ce MOTTBILAT ¢ MAJKO
TeqyHOCT, Oe3 a ce CObBKBAT.

4.3 IIporueonokasaHus

BH30I’IPOHUH C [IPOTHBONOKA3aH IIPH MalnuEHTH C:
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- OCTpa CbpAevYHa HEJOCTATbYHOCT MM N0 BPEME HA €Nu30AM Ha ACKOMIICHCALMA Ha CbpledyHa
HEJOCTATBhYHOCT, U3HCKBALLH i.V. HHOTPONHA TEpanms;
- KapIHOTEHEH LIOK;
- AV 610k oT BTOpa WK TpeTa cTeneH (0e3 melcMelkbp);
- CHHApPOM Ha DOTHUA CHHYCOR BB3€T,;
- CHHoaTrpuaneH 670k;
- CUMTOMAaTH4Ha Opagukapams;
- CHMTOMAaTHYHA XWUIIOTOHHS;
- TexXKa OpOHXHAIHA aCTMa;
- Texka dopma Ha nepudepHO apTepHATHO OKITY3UBHO 3a00nABaHe UIH CHHAPOM Ha PefiHo;
- HeNeKyBaH (PeoXpOMOUHTOM (BHX T. 4.4);
- MetabonuTHAa auKI03a.

KapaopuTbM € NMpOTHBONOKAa3aH NpU MAUMEHTH CbC CBPBXYYBCTBHUTENHOCT KbM OM30MPONION HIM KbM
HAKOE OT NMOMOHIHUTE BelllecTBa, N3bpoenu B Touka 6.1,

4.4 Crnenuanuu npeagynpexjieHud ¥ NpeaAnazHH MepPKH NPH yroTpeba

JleueHneTo Ha cTabunHa, XpOHUYHA ChpAcYHA HEJOCTATLYHOCT ¢ Guzonponon Tpadea fa 3anovHe CbC
CIIeLIHaJIHa TUTpaLHOHHA (aza.

OcBeH ako He € M3PUYHO NOKAa3aHo, JIEHEHHETO ¢ OU3ONpPOosIoN He TpaOBa Aa ce NMpeyCcTaHoBABA BHE3AIHO,
ocobeHO NpH NAlHEeHTH ¢ HCXeMUUHa D0JTeCT Ha CBPLETO, Thil KaTO TOBA MOXE A HOBEAE 10 IPEXOIHO
BIIOILIABAHE HA ChPACUYHOTO 3abonsABane (BNX 1.4.2).

busonponon TpabBa na ce npujara ¢ BHHMaHHWE NpH NALMUEHTH ¢ XUNEPTOHUS UJIM aHTHHA NMEKTOPHC MpPH
CBITbTCTBALLA ChbPJAEYHA HEXOCTATHLYHOCT.

busonponon Tpsadea Aa ce Npunaara ¢ BHUMaHHE MPH:

- 3axapeH AuabeT, nokassall rojleMH QUyKTyalliM HA HUBAaTa Ha KpbBHaTa 3axap. CUMITOMHUTE Ha

XWIIOTITUKEMHS (Hanp, TaxuKapaus, CbpileOUeHe UK H3TIOTABAHE) MOXE [1a ¢ce MacKHpar;
- CTpora anera;

- 10 BpeMe Ha AeceHcHOunuiupaumia tepanus. IHogobHo Ha octaHaiuTe B-Onokepn, Guzomnponon
MOXE [1a [TOBULLM KAKTO YYBCTBUTE/IHOCTTAa KbM afiepreHut, Taka ¥ TEXECTTa Ha aHa(HUNAKTHYHHUTE
peakuiun. JledeHueTo ¢ envHedpuH HE BHHATK AdBa O4YaKBaHHA TepaneBTHYEH e(eKT;

- AV 610K OT ITEpPBaA CTEIEH;

- anrvHa Ha Prinzmetal: Habmronasanu ca ciyvan Ha KOpOHapeH Ba3ocna3sM. Bhlpexd BHCOKATa CH
beTtal-cenekTHBHOCT, MPH NAUMMEHTHTE C @aHTHWHA Ha Prinzmetal, npueMaigu Ou30mponosn, He MOTAT
na 6baa H3KTIOUYEHH MPUCTHITH Ha CTEHOKAPAUA;

- epudepHo aprepuanHo OKTY3WBHO 3abonsasaHe. Moxe na ce Habmonasa 3acunBaHe Ha
OlNlaKBaHHUATa, 0COOCHO B HAYaNIOTO HA TepanuATa;

- 06LIa aHecTE3UA.

Hsama TEPANCBTHHYCH OIHAT 34 ICHCHHE HA CbpJACUYHA HEAOCTATBYHOCT C GHBDHPGHOH APH NMALHCHTH CBC
CIeqHHUTE 3a00NABaAHUA HUITH CHCTOAHHA:

- HHCYJIHHO-3aBUCHM 3axapeH auaber (tun I);

- TEXXKH HapyueHus Ha On0peuHaTa QyHKIUUA;

- TEXKH HapyLI€HUs Ha YepHOoApoOHaTa PyHKIUS;
- pECTPUKTUBHA KAPAUOMHONATHS;

- BpOJEHH CbPAEYHH 3a00NABaHUH;
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- XEMOJNHAMUYHO 3HAYMMO OpraHH4HO 3a00J11BaHE Ha CHPACYHHUTE KIIANH,
- HHAPKT HAa MHOKAapJAa npe3 NOCNeAHUTE 3 MeceLla.

KoMOHHauusTa Ha 6M30MpoNION ¢ KAILHMERH AHTAMOHUCTH OT MPyNnaTa Ha BepanaMHuIl UK JHITTHA3EM, ¢
AHTUPUTMUYHY KJ1ac | ¥ aHTUXUNEPTEHIURHY JICKAPCTBEHHU CPELCTRA HE CE MPENOPBYBA (BIXKTE T. 4.5).

[TauMeHTH ¢ TICOpHA3HUC WIIH aHaMHe3a 3a NCOpHa3uC TpAOBa na npueMar B-onokepu (Hanp. Ouszonpomnon),
caMo ¢Jie BHUMAaTeNHO GanaHcupaHe Ha NOJI3UTE N PUCKOBETE.

Ha ¢ona Ha neyeHueTo ¢ GU30NPOIONA, CHMIITOMHTE HAa TUPEOTOKCUKO3a MOXKE Jla Ce MAacKHpar.

ITpu nanmenTH ¢ PeoxpoMolIHTOM OHUIOITPONON ce IPHIara caMo ciell anda-petentopHa dnokaza.

[Ipn nmaiWeHTH, TIOMTOXKEHW Ha OOlIa aHCCTE3HA, AaHECTE3HONOrLT TpAOBA 1a OBAC YBEJOMEeH 3a [-
Onoxamata. AKO € He0OXOOMMO TpeycTaHOBABAHE Ha JeuYeHUETo ¢ P-Oiokep Tpean XHUpyprHYHA
onepaums, To TpAORA a CTaHE NOCTENEHHO U /12 MPUKITIOUN 48 yaca npeu aHeCTE3UATA.

BbnpekH 4e kapavocenckTUBHUTE (Detal) Oerta-Onokepn Morat ga wMar mo-cnab edext BBPXY
OenonpoOHaTa (yHKUMS OTKONKOTO HecenekTMBHHUTe OeTa-Onokepn, kaxrto BcHYKHM Oeta-Onokepu
M3MOI3BAHETO MM CbINO TpAOBa Aa ce u3baArsa IpU TMAUWCHTH ¢ OOCTPYKTHBHM 3abjiBaHns Ha
AUXATETHUTE MbTHLIA, OCBEH aKO HE CHLLUISCTBYBAT YOSAMTETHH KNMHUYHMA NPHYUHM 3a ynorpebara um.
AKO TaKkyBa NpHYUHM ChllecTBYBaT, KapnopuThM MOXeE J1a C€ H3MO0JI3Ba C NIOBHILEHO BHUMAaHHE.

[TpenoppuBa ce¢ eAHOBPEMEHHO TIPHIOKEeHWEe Ha OpoHXoOWnaTHpalla Tepanus npu G6poHXHaATHa acTMa
WK JIPyTO XPOHHYHO 0OCTPYKTHUBHO 3a0omsBaHe, KoeTo MOXKe a MpHYHHH cHMNTOMH. TToHnskora, npH
MalHeHTH ¢ aCTMa MOXe Ja ce MMOABH MOBHINEHHE Ha PE3UCTEHTHOCTTA Ha JHXATEJIHHTE IThTHIIA, 3aTOBRA
MOXKe I3 Ce HAJIOXKH yBeJiHdaBaHe Jo3aTa Ha [2-CTHMYIIaHTHTE.

3a 3arnoyBaHe U NpPEYCTAHOBABAHE Ha JevyeHHe ¢ OH30MPosIon e HeobxoanMo peloBHO HabmoaeHue. 3a
JO3HPOBKA H HAYMH Ha NIPHUIIOKEHHUE, BHXKTE T. 4.2.

4.5, BiaumMogeiicTBHE ¢ JPYrd JEeKAPCTBEHH NPOAYKTH H APYTH GOPMH HE B3aHMOeiiCTRHE

Henpenops4UTETHH KOMOUHALIHA

Kanyuesu anmazonucmu om zpynama Ha 8epanamill ¥ 8 RO-MAIKA CIMENER OM 2pynama Ha OUImudasem:
HEraTUBHO BIIUHUE HA KOHTPAKTHTHOCTTA U aTPHO-BEHTPHKYIApHATA NPOBOIMMOCT.

HMHTpaBeHO3HOTO NPHIOKEHHE HA BeallaMU NPH NAMEHTH, JIEKYBaHH ¢ P-OnokepH, Moxe Ila noBeAe A0
Te)XKa XMIIOTOHHA U aTPUOBEHTpUKYNapeH 6ok,

Anmuxunepmen3usHu 1eKAPCMeEeH U CPeoCmea ¢ YeHmpaiHo Oeticmaue (Hanp. K1GHUOUH, MeEMIIOoNQ,
MOKCOHOOUH, DWIMEHUOUN):

ExHoBpeMeHHaTa yrioTpeba ¢ aHTHXMNEPTCH3UBHH JIEKAPCTREHH CPEACTBA C LICHTPANHO AcACTBHE MOXeE
o4 JOBEAE A0 HaMassiBaHe Ha ChpAEYHATA YECTOTA ¥ KalaLKTET, a B CNSACTBHE — 10 Ba30OAHIALNA.
BHe3anHOTO NMpeyCTaHOBABAHE Ha JICYEHNETO MOXKE 1a YBENHUH PHCKaA OT ,,pe0ayHa XHNepTOHUA™.

Knac I anmuapummunnu nexapemeenu Npooykmu (Hanp. Ou3onupamuc, RUOOKAUH, (DeHUmouH,
Paexaunud, nponagenon). ePeKTHT BbPXY BPEMETO Ha aTPHO-BEHTPUKYJIapHATA NPOBOAMMOCT MOXKE 1a
ce MOTEHLMPA 4 J1a ce [TIOBUALIN HEraTHBHUAA WHOTPONEH €(EeKT.

KoMbuHauuy, kouTo TpabBa a ce W3Moa3BaT ¢ BHUMaHHE

Kanyuesu anmazonucmu om ouxuoponupuouros mun (nanp. nugeounun): EnHoBpemMeHHara ynotpeda
MOJKE Ja YBEMHYH PHCKA OT XUTNOTOHHUA, KAKTO U HE € U3KIIOUEH U MO-TOJIAM PUCK OT JOMTBIHATEITHO
BIIOINABAHE HA BEHTPUKYJIHATA QYHKUUA NPH NMALHEHTH CBC ChPAeTHA HEJOCTATHYHOCT.




Knac I anmuapummusru nexapcmeenu npooykmu (ranp. amuodapor). ¢PekTbT BbhPXY BPEMETO Ha
aTpHUO-BEHTPUKYIApHATA IPOBOANMOCT MOJXKE Ja Ce NIOTEHLHpaA.

llapacumnamuxomumemuunu rexapcmeenu npodyxmu:. ETHOBpeMeHHaTa ynorpeda MoXe Ja YBETUYH
BpEMETO Ha aTPpUO-BEHTPHKYNapHaTa MpOBOAUMOCT, KaKTO U pUcka oT Opaguxapaus.

P-broxepu ¢ ROKAIHO RPURONCERUE (HaNp. KANKU 3a OYU 34 ledenue Ha 2AayKoMa) MOTAT a 3aCHITAT
etpexTa Ha OHU3ONPOIION.

Hucynun u nepopannu anmuoduabemnu rexapecmeenu npooykmu. 3aCUNIBaHe eeKTa Ha HAMANABAHE Ha
KpbBHATa 3axap; OOKHpaHETO Ha PB-apeHOpeuenTOPHTE MOXE Aa Mackupa CHMNTOMMTE Ha
XUNOTTHKEMHUA.

Anecmemuyu: Hamansipane Ha pe@JieKTOpHATa TaXHKapAWA ¥ NMOBUIDABAHE Ha PUCKA OT XMITOTOHHA
(moBeue HHGOPMALIHA 32 00IIa aHecTe3HA BUXK T. 4.4).

Hueumanucosu 2nuxo3udu: OcobeHO NpH YBEIMYABAHE HA BPEMETO HAa aTPHO-BEHTPHKYJlapHaTa
NIPOBOAHMOCT, ¢ KOETO ce 3a0aBsl CbpACYHHSA PUTHM.

Hecmepouonu npomugosvsnarumennu cpedcmea (NSAID): MOxe Ja HaMansaT XUNOTOHHYHUSA €(EKT Ha
6uzonponon.

B-cumnamomumemuyu (nanp. uzonpenanun, oobymamur): KomOHHaLMATa ¢ OU30NPONOA MOXKE [a
HaMaJu JeACTBUETO H Ha 1BETE CPEACTRA.

Cumnamomumemuy, akmusupaiyu kaxmo f3-, maxa u a-aoperopeyenmopu. KOMOMHALNATA C
buzornponon Moxe Ja /10Belie 10 YREJIHYaBaHE HA KPBLBHOTO Hajsrane, CMATa ce, ge TakoBa
B3aMMOeHCTBHE Ce TTOJTy9aBa No-CKOpo © HeceJeKTHBHY B-0mokepH.

EqHoBpeMeHHaTa ynoTpeba ¢ aHTUXHIIEPTEH3WBHH JIEKAPCTBEHHU CPEeACTBA, KAKTO H ¢ IPYTH NPOIYKTH,
KOWTO MMAT MOTEHIHAN 33 HAMANTABAHE HA KPBBHOTO HaNAraHe (TPULMKINYHHA AHTHACTIPECAHTH,
BapbuTypaTH, GEHOTHA3UHI) MOXE 1a YBEJH PHCKa OT XHIIOTOHHS.

KomOnHauny, kouTo TpaOBa 1a ce OOMUCIAT:
Me@dnokuH: NOBHLIEH pHCK OT OpaguKapIus.

MAO-unxubumopu (c usxmouenue na MAO-B unxubumopu): 3aCUIeH XMIIOTEH3UBEH edeKT Ha -
OnokepuTe, HO CBHIIO TAKa U PUCK OT XUNEPTOHUYHA KpH3a.

Pughamnuyun: BLIMOXKHO € JIEKO HaMallgiBaHE Ha MOJIYKUBOTa Ha OU30NpoNnof, nopaigy HHAYKUUATA HA
YepHOAPOOHHTE JiekapcTBO-MeTabonusnpainy eH3MMH. OOGUKHOBEHO He € HeoOXoanMa npoMsaHa B
HO3HPOBRKHTE.

Ep2omamuroeu npouzaodxu; RIoOIaBaHe HA NepH(epHUTES LUPKYTATOPHHY HAPYLICHHA.
4.6. DeprTuanter, 6peMEeRHOCT H KhPMeEHE

BpeMeHHOCT

buszonponon uMa papMakoNnOrHyHu NeHCTBHE, KOMTO MOTAT Ja NpeAU3BHKAT YBpexIallH €eKTH BbPXY
OpeMeHocTTa W/MINKH BBLPXY NNOAA/HOBOpoAcHOTO. Il0o npuHUMn, P-aapeHopeuentopHuTe OGnokepu
HaMansaBaT IalleHTHaTa nepdy3nd, KOATO MOXE Ja ce CBbpKe CbC 3abaBsHe HA pacTeka, BbTPEeMaTo4Ha
CMBPT, a00PT U NpexIeBpeMEHHO paxaHe. HexkenaHuTe NeKapCcTBEHH peakiiuy (Hamp. XUIOrJHKeMHs U
Opanukapaus) MOTaT [a ce NOABAT TNpH ToJa W HOBOPOJAEHOTO. AKO € HeoOXoAMMO JieyeHue ¢ [-
aapeHOpeleNnTOPHH ONoKepH, 3a NMPEeaNnoUUTaHe ca Bl-ceMeKTHRHH afpeHOPELENTOPHA OTOKEPH.
KapaoputbM He TpsOBa Aa ce W3NON3Ba MO BpeMe HAa OPEMEHHOCT, OCBEH aKO HE € H3PHYHO TTOKa3aHo.
Axo nedeHHeTOo ¢ OW3ornponon ce cyWta 3a Heobxoaumo, TpadBa na ce HabGmogasa MAaTOYHO-
nnaleHTapHUd KpbBOTOK M pacTexka Ha nnoJa. B cimyuai Ha yepexcaaty edektn BopXy OpeMeHHOCTTa H
mioaa, Tpabea Ja ce oOMHMCIM antepHaTHBHO leveHue. HosoponeHute Tpabsa na ce nabmopaeat




CTPUKTHO. CHMIITOMH Ha XHNOTNMKeMHS ¥ OpaJvKapAuA, O NPHHLMII, CE€ OYAKBAT Mpe3 MbPBUTE TPH
IHH.

KbpMeHe
HsaMa ganHH Janu OU3ONposion ce eKCKpeTHpa B KbpMara, KakTo M 33 BRb3AeHCTBUETO Ha OH3omnponon
BEPXY OebeTa. 3aTOBa KBPMEHETO HE € MIPENOPBYHTEITHO T10 BpeMe Ha TIPHIIOKEHHETO Ha KapnopHUTEM.

4.7. Edextn BLpXYy cnocobHocTTa 332 ModHpaHe H pabora ¢ MAIIHHHA

[Tpn npoyuyBaHe Ha MALUHEHTH ¢ HCXEMHUYHA OONECT Ha CHpLETO, OU30NPONo He BioLIaBa cnocobHOCTTA
3a wogupade. Benpeku# ToBa, Mopaju UHAWBHIAYANHHTE pa3iMK¥ B peaklUUTe KbM JI€KapCTBEHHH
NMPOAYKT, cnocobHoCTTa 32 modupane ¥ paboTa ¢ MAITMHY MOXke a ce BiaowH. Tosa TpabBa na ce uMa
MpeABH, OCOOCHO TPY 3almoYBaHe Ha TEPANMATA M IPH NPOMSHA HaA JICHEHHETO, KaKTO W npy ynoTpeba
Ha aJIKOXOJI.

4.8. HekenaHu JexapCTBEHH peakiln
[Mo-gony ca ¥3MoN3BaHU CNEAHMTE ONpeeNeHNs, KOUTO ce OTHACAT A0 YeCTOTaTa:

Yectu (=1/100 go <1/10), Hedectn (=1/1,000 no <1/100) Peaxu (>1/10,000 no <1/1,000), C HenzBecTHa
4eCTOTa (OT HAJIMYHUTE JaHHH He MOXe 1a ObJe HanpaBeHa OLIEHKA)

H3cnenpaHus:
Penku: yseTHUeHH TPHIITHLIEPUIH, YBEJTHYEHHU CTOHHOCTH Ha uepHOoApoOHNTEe eH3uMH (ALAT, ASAT)

HapyuuieHus Ha chpaeyHaTa JeHHOCT:
MHoro vecTd: Opaankapaus

YecTH: BAoLIaBaKe Ha CHIIECTBYBALNA CHPACYHA HEJOCTATHYHOCT
HedecTH: HapyweHHs Ha AV-TIpoBOINMOCTTA
Muoro pegku: 6onka B rbpANTE

Hapymenus Ha HepBHAaTa CHCTEMA:
YecTn: samatiBane®, rnmapobomue*
Penxu: npunagbLy

3pUTENHHU HapyLICHHUA:
Pegkn: namaneHo chi3oTedeHne (TpabBa ga ce MMa NpeaBHa NTPH MALMEHTH, H3MON3BALIH JTEIH).

MHoro peaxu: KOHIOHKTUBUT

HapyiieHus Ha nabUpHHTA Ha BLTPEUIHOTO YXO M Ha clyxa:
Penxu: orcnabBaHe Ha ciiyxa

PecnupaTopHH, rpbAHH ¥ MEAHACTHUHAIIHY HAPYUICHUS:

HeuecTn: OpoHxocna3sM Mpu NnauudeHTH ¢ OpoHxualiHa actMa UK aHaMHe3a 3a 00CTpYKTHBO 3abonsaBaHe
Ha JUXATETHUTE TBbTHLLA

Penxu. anepruyeH puHHT

CroMaliHO-4peBHH HapYUIESHHSA:
YecTH: raaeHe, MOBpPBUIAHE, THAPHS, KOHCTHITALIKA

HapyiiieHns Ha KO)aTa Y NONKOXKHHTE ThKAHU:
Penku: peakiiy Ha CBpBLXYYBCTBUTENIHOCT KATO NPYPUTYC, 3auepBABaHe, 0OpUB
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MHoro peaku: p-Onokepute MoraTt Aa NpOBOKMPAT MNH BJCILAT NCOPHA3NC HIIM 12 MHAY LIHpAT
coprasnc-nogobeH oOpue, anoneuus

HapyineHHs Ha OTIOPHO-NBHIATETHHA ANapaT i cCheJHHUTETHATA ThKAH:
HewecTu: MyckyiHa ¢tabocT, MyCKYJTHH CTIIa3MH

CBI0BH HAPYIIECHHA:
HecTn: Yceulane 3a CTyq WM N3TPLIBaHE Ha KpalHULMTE, XUNIOTOHUA (0cOOEHO NpH NalHEeHTH ChC

ChpAcUHA HEAOCTAaTEYHOCT)
HeuecTH: OpTOCTaTHYHA XHUTIOTOHUS

Q01111 HApYIICHNS:
Yecti: YMopa *, acTeHus

Hapyinenus Ha yepHoApoOHAaTa M XITb4YHA PYHKIN:

Penxku: xenatur

HHE!HIEHHH Ha PCNPpOAYKTHBHATA CHCTEMA H I'BPAHTE:

Peaku: epekTUNHA JUChYHKUHA

[IcHXMaTpHYHH HAPYIICHUS:
HedecTH: HapyIEHUS HA CBHHS, ACTIPECHA
Penxu: kommapH, XamomAHALIHHA

* Te3an cHMIITOMH C€ NPOABABAT OCOOEHO B HAYAJIOTO Ha JiedeHHeTo. OOHMKHOBEHO Ca JIEKH H 4eCTo
H3Ye3BaT B paMKHTE Ha |-2 ce AMHLIH.

CrofmagaHe Ha MOAO3WPAHK HEXKEIAHH peaKI[HH
Cpo61aBaHeTo Ha OAO3UPAHU HeXeNaH! peaKLHH Clie]] pa3pelasaHe 3a yrnoTpeba Ha jieKkapcTBeHHs

NPOAYKT € BaKHO. ToBa Mo3BOJIABA 12 NMPOXBIKH HaOMOAEHHETO Ha CHOTHOINEHHETO NOM3a/pHCK 34
JIEKApCTBEHHA MPOAYKT. OT MEAHUMHCKUTE CIICLMATHCTH C€ H3UCKBA Ja ¢boOImaBar BcAKa MOJ03HpaHa
HeXXeNlaHa peakina JHpEKTHO Ha VlsmeinHuTenHa areHus no nexapcreata (MAJID:

yi. ,,JamsiH ['pyeB* Nog
1303Codus

Ten. +359 2 8903417
en1. nowa: bda@bda.bg

yebcalit: www.bda.bg
4.9. IIpego3zupane

CuMnromy

ITpn npenosupaHe (Hanp. AHeBHa Ao3a OT 15 mg BMecTo 7,5 mg) ca HaOnwonaBaHyu Tpeta cTeneH AV-
610k, Opanukapous U 3amaliBane.

Hal-gecTuTe nNpH3HALH, O4YaKBaHW TIpH TIpeRo3upaHe ¢ B-Onokepn ca OpagukapaAud, XHUMTOTOHHA,
OpoHxocnaibeM, ocTpa ChpPASYHA HEAOCTAaTRYHOCT M XHNOrmukeMus, Jlocera ca cBHOOLIEHM HAKOIKO
Clly4as Ha mnpeno3upane ¢ Ousonponon (MakcumyM 2000 mg) npu NMaMEHTH C XHNEPTOHHA W/WIH
ChPACYHO-ChA0BO 3a00NSBaHE; BCHUKH NALMEHTH Ca C& Bh3CTaHOBHIIH.

Mma obuvpHa WHTEpHHAMBHAYANHA BapHaGHIHOCT B YWYBCTBHTENHOCTTA KbM E€0H [YHA--BRCEKA 1034
GH30MpoNoN 1 MAUMERTH CbC ChPAEYHA HEAOCTATEYHOCT BEPOATHO Ca MHOTO YYBGTBHTE M. 3aTpBa IpH
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Te€3H MaluUeHTH JICYCHUETO 3alb/DKHUTENHO TpaOBa Ja 3anouHe ¢ NOCTENEeHHO YBenW4apaHe Ha J03ara,
CLINIACHO cXeMata, nocoueHa B T. 4.2.

Jleuenue

[To npuHLKII, aKO HACTHIIA NIpejio3NpaHe, TepanuaTa ¢ Ouzomponon TpabBa a ce CIIpe H Jia ce Mposeje
CrioMaraTe/THO ¥ CUMITTOMATHYHO JICYEHHE.

OrpanudeHH JaHHU TIperonarar, 4e OH30npoNnon ce OTCTPAHABA TPYAHO Ype3 AHATH3A.

basupaiku ce Ha odakBaHHTe GapMakoJIOrHYHH ACHCTBUA H NPENOPBKH 3a Apyrate P-6nokepu, Tpsabpa
Oa ce uMaT npeapnj clieaHute o6y MepKn, KoraTo ToBa e KIHHHYHO 000CHOBaHO.

bpaouxapous: WHTPABEHO3HO TNPHUIOXKEHHE HA ATPONHH. AKO OTrOBOPBT ¢ HEANECKBaTEH, MOXeE
Tpeanas3ivBo Ja ce Zaje H3OMPEHAIHH MK APYro cpeCTBO C MO3WTHBHHU XPOHOTPOIMHHN CBOWCTRA. IlpH
HAKOH 0OCTOATENCTBA MOXKeE J1a € HeoOX0AMMO TPAHCBEHO3HO BhBEXaHe Ha NeAcMeKbp.

Xunomen3ua. NIPUNOXKEHNAE HA UHTPAaBEHO3HH TEYHOCTHU M Ba3omnpecopH. UHTpaBeHoO3eH MnokaroH Moxe
Jla e OT nonsa.

AV-bnox (emopa u mpema cmenex): naueHTATE TpAOBa na OBRAT BHUMATENHO MOHMTOPUPAHN W
NIEKYBAHH C W3ONPEHANKHH WH(PY3HA WK BbBRCKIAHE HA TPAHCBEHO3EH ChpaeueH neficMekKnp.

Ocmpo srowiasare Ha cvpoevHama HeooCcmambvbyHOCM:. 1.V. TPUNOKEHHE HA JWNYPETHIIHK, WHOTPOMHH
CpeAcCTBa, Ba3OANIATHPALIU CpedCTRA.

bpounxocnazem: HazHauaeat ce 6poHXOAMNATOPHA TEpanus KaTo H3oMpeHalHH, [$2-CHMIIaTHKOMHUMETHLIH
W/UNY aMUHOPHIKH.

XunoziuxemMus: HHTpaBEEHUBHG ITIPHIOKEHHUE HA TIIFOKO3A.
5. GOAPMAKOJOI'NMYHHU CBOUCTBA
5.1 dapmaxogHHAMHUIYHH cBONHCTBA

dapMakoTEepaneBTHYHaA I'pyna: ceJleKTUBEH [-Onoxep,
ATC kopn: COTABO7

Mexanu3sM Ha elicTBue

busotiponon Pl-celeKTHBEH aJpeHopelenTopeH ONoKupall areHT, TUUIEH OT BBTpeliHa CTHMYITHpala
CHMITATHKOMHMETHYHA aKTHBHOCT W Oe3 ChOoTBeTHA cTabMiIn3npalna MeMOpaHHa aKTHBHOCT. [IpOayKTET
MMa MHOTO cnab ahHHHTET KBM B2-pelienTopUTe Ha IMIaAKUTE MYCKYIH Ha 6pOHXHTE U CBAOBETE, KAKTO M
p2-peuenTopure, CBBpP3aHH ¢ MeTabOIMTHATA perynanus. 3aTosa, 1o MPUHLHKII, He ce o4aKkBa OH30mposIoI
Ja BJIMsie Ha JUXAaTeNnHaTa pe3UCTEHTHOCT K f2-MeauupaHuTe MeTabONUTHH edekTH.

Pl-cenekTHBMOCTTa Ha OU30MPOAOI € U3BbH TepaneBTHYHHUTE J030BH IPAHHUILH.

O61o 2647 nauneHTH ca BnoueHH B npoy4raHeTo CIBIS I1. 83% (n=2202) 6unu ot knac 111 Ha NYHA,
a 17% (n=445) — ot knac IV sa NYHA. Te ca mmanmm ctabuiHa, CHMIITOMAaTHYHA, CHCTOTHA ChpJcYHa
HeJIoCTaThYHOCT ((Pppakumsi Ha u3TnackBaHe < 35% Ha Gaza exoxapauorpagwms). OOmara CMLPTHOCT €
Ouna namanena ot 17,3% mo 11,8% (oTHocuTeTHO HaManeHue oT 34%). OTueTeHO € HaMaJleHUe Ha
BHE3amHaTa CMBPTHOCT (3,6 % cnpsamo 6,3 %, oTHOCHTENHO HaManeHue 44%) n Hamaned Opoit Ha
CiydaHTe ChC CbpHAcYHA HEOOCTATBUHOCT, H3UCKBAIIM Xocnutanu3zauMa (12 % cpemy 17,6%,

OTHOCHTENHO HamaneHue 36%). Habnionasano e ¥ 3nauuTenHo noaobpenre Ha GyHKLHOL g CTaTyc
cnope], knacHiukauuatra Ha NYHA. B HauanoTo Ha TepanuaTa W MO BpeMe Ha,’ﬁi:rpa
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OU30NpONON ¢a OTYETEHH Cly4yad Ha XOCNUTanW3auda, nopagd nossa Ha Opanukapads (0,53 %),
xunotoHua (0,23%) n ocrpa mekomneHcauus (4,97%), HO Te He ¢a MO-4€CTH, OTKOJKOTO B nAnaiebo
rpymnata (0%, 0,3% u 6,74%). bpoAT Ha ¢aTtanHNTE 1 HHBATTMAMINPALH NHUWACHTH IO BpeME Ha LFI0TO
nicneasaHe ca 20 B rpymnara ¢ 6uzornponon u 15 B nnauebo rpynara.

B wmmnanuHoTo npoyusane CIBIS III ca u3cnenranu 1010 mayueHTa Ha Bb3pacT =65 rofgnHy, ¢ neka 1o
yMepeHa xpoHnuHa cbpaedHa HeaoctaTbyHocT (CHF; I wnm 111 NYHA) u naBa BeHTpukynapHa dppaxuus
Ha MW3TnackBaHe < 35%, kouto He ca Owin nexkyBaHn npeau ¢ ACE-uuxubwutopu, B-Onoxepnm u
aHCHOTEH3HH peuenTopan Onokepu. HicneasaHeto cpaBHABa 0€30MacHOCTTA H €(PEKTHBHOCTTA Ha
MBEPBOHAYANIHA LICCTMECedHa MOHOTepanus ¢ 6U3onposaon (tapretHa ao3a 10 mg BeJHbX JHEBHO), KbM
koaTo ce npubasd ACE-uHXuOHTOp eHananpun (TapreTtha go3a 10 mg BeAHBK AHEBHO) B MPOIBDKEHHE
Ha olle 6 n0 24 Mecela, ¢ MPOTHBOTIOJOKHATA NMOCAEAOBATETHOCT Ha MBPBOHAYANTHOTO NeueHue. Beaka
rpyma ce ChCeToM OT S05 mauuenTa.

JiBeTe cTpaTeruu ca cisino CpaBHEHH, KAKTO MO OTHOLIEHHE Ha KoMOWHHpaHaTa o01ua kpaiina uen (o01na
CMBPTHOCT HUJIH XOCIIUTATU3ALIUA), TaKA U N0 OTHOLICHHE Ha BCEKH OT T€3U KOMITOHEHTH MO OTAECNTHO. OT
JIEKYBaHHTE NMalUeHTH obluara kpaiiHa 1ien e mocTurHara npu 178 manuenTa (35,2%) ot rpynara,
neKyBaHa mpp8so ¢ OH3onponon, cpewry 186 naunenra (36,8%) ot rpunara, nexyBaHa ITbpBO C

eHaanpull, KOETO MOKa3Ba, ve JeYEeHHETO 3arnoMHano ¢ G6U30MNpoNoa ¢ CpaBHUMO 10 eheKTHBHOCT €
A€YEHHETO, 3aro4yHano c eHananpuin. [ipn mepeoHayanoHo neueHue ¢ 6U30NpoNON ca NOYUHaNM 65
MalHeHTa cpeIny 73, NeKyBaHH ITLPRO ¢ cHANANpUN (MeXXayrpymnora pasnuka p=0,44) u 151 cpewgy 157
XOCTATANU3UpAHH nauMerTa (p=0,66). bpoaT Ha cepHO3HH U 061N HeXeJlaH!U JIEKAPCTBEHH PEAKIHH €
mogo0€EH 32 ABETE IrpyNH. AHANMIbT Ha JAHHWTE 33 ITbPBATa rOJWHA NTOKAa3Ba HE3HAYUTENIHA TEHACHI[HA
KM HaMallsiBaHe Ha 001aTa CMLPTHOCT Ha TPYIaTa, leKyBaHa ITbpBo ¢ O13omnponon, ¢ 31% B cpaBHeHHe
C Ta3H, JIEKYBaHa ITbPBO ¢ cHananpua. CTaTUCTHYECKH 3HAYHMOTO HaMalsaBaHEe Ha pUCKa OT BHE3allHa
cMBpT ¢ 46% (p=0,049) npe3 mbpBaTa roguHa, rNaBHO JONpUHACA 3a No-Ao0dpaTa nNpeKUBAEeMOCT Ha
rpynara, JIeKyBaHa MbpBo ¢ Ousonponon. Pesynrarure riokassar, ue nopagy cxoaHara 6€30nacHOCT H
e(PHUKACHOCT, JICYEHHETO HAa XPOHUYHA ChbpJICYHA HEAOCTATBIHOCT MOXE JIa 3aM09He HITH ¢ Ousonponon,
WIH C eHANANpHJl. bU3onponon ¢bIo Taka ce MpUIara 3a jieueHue Ha XUIIEPTOHUA M CTEHOKApIAHA.

buzonponon HAMA H3pa3eH HEraTUBEH UHOTPOTIEH edexT.

busonposnon ZOCTHra MakCHMAITHUA CH aHTUXHIEPTEH3UBEH edekT 3-4 4waca ciejl NepopasicH TMPHEM.
EmuMuHalMoHHUAT MY MonyxuBoT B IasMara or 10-12 yaca ocurypssa Ha OGusornponon 24-dacoBa
e(peKTHBHOCT, CNEZ €AHOA030B JJTHEBECH NPUEM.

MakcHMaNHUAT XUNepTeH3UBeH edekT Ha O30 poaon nNo NpUHHKI ce AOCTAra cliell 2 CeAMULH.
HMHTEH3NBHOTO TPUIOKECHNE MPH MAlLAEHTA C KOPOHapHa 0OJieCT Ha ChpLETO 0€3 XpOHHYHA CbpAEYHa
HeZOCTaTHLIHOCT, OU30NpoNos HaMangBa ChpAEYHATA YECTOTa M YAapHWsA o0eM U 1o TakbB Ha4YMH
NOHMXABA CHPACTHNA XeOUT M KUCTOPOAHOTO noTpebnenre. TIpn XpOHUYHO TIPUNIOXKEHNE, ITHPBOHAYANO
NoBHINECHATA NepHPepHa pe3NCTEHTHOCT HaMasABa. [lOTHCKaHEeTO Ha aKTUBHOCTTA Ha NMa3MEHHUS PEHHH,
ce IMCKYTHpa KAaTO MEX4HH3bM Ha ACHCTBHE, JIeXalll B OCHOBaTa HA aHTHXHIIEPTEH3UBHUA e(ieKT Ha f3-
brokepnTe.

Upes ©Onokamata Ha cbpaevyuure  B-peuentopd  OU30NpOSoN  MOTHCKA  OTFOBOpa  KbM
CHUMNaTnKoaJpeHepriudaTa akTHBHOCT. ToBa MpeAU3BHKBA HaMaleHHE Ha CbplecyHATaA 4ecToTa H
KOHTPAKTHIIMTET U NOpaiy TOBA BOAM 0 HAMAJICHHE HAa MHOKAapOHATa KOHCYMallMa Ha KHCROPOJ, KOETO €
)KeNnaH edeKT NPH aHT'MHa MEKTOPAC ¢ HATMYHA HCXEMHMYHA D0NECT Ha ChPLETO.

5.2. (apMakOKHHeTHYHH cBO#HCTBa

A6copbius
busonponon ce abcopdbupa noutd HambAHO (>90%) OT racTpO-MHTECTHHAIHHA TPAKT M NMOpPAgH MHOTO

MaJikus edekT Ha first pass na yepHus apo6 — npubausuteno 10%, nma abcomoTHa QUQHAAKYHOCT OT

okoJio 90% cnen nepopanHo NpUIoKeHHe. T T
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PasnpeaeneHune
ObeMbT Ha pasmpenencHue € 3.5 l/’kg. Cebp3BaHeTo Ha GU3ONIPONON ¢ MIA3MEHMTE MPOTEHHH € OKOJIO
30%.

MeTaboau3bM U eTHMHHHDAHE
buszonponon ce envMMHHHpa OT OpraHHM3Ma upe3 [Ba CKBHBAJIEHTHH MOBTA Ha KHpBbHC: 50% ce

TpaHCOpMHpaT B HeaKTHBHM MeTabonuTd B uvepHus Apod c exkckpeuus Ha MeTabONUTHTE [pes
6sbpeunTe. OcTaHanute 50% ce ekcKkpeTMpaT HeENMpoMeHeHM npe3 OvbOpenuTe. 3aToBa MO MPUHLMIT
Ouzonponon HE H3IKUCKBA ajarnTHUPAaHE Ha [O03aTa NpH MALMEHTH C YepHOApPOOHH U O6BOpedHH
GYHKIMOHATHY HapYUIEHWS C JIeKa A0 YMepeHa TEXKeCT.

O61usT KIUPBHC Ha IpoayKTa ¢ npubnusurendo 15 1/kg.

[1na3sMeHHAT eTMMHHALMOHEH NOYXUBOT e 1(3-12 Jaca.

[Ipn maiiMeHTH ¢ XpOHHU4YHA cbpiaevHa HegoctaTb4HOCT (Il craguit mo NYHA) nnmasmeHnTe HHBa Ha
On30nponon ca No-BUCOKH ¥ NEPUOILT Ha MOMYXUBOT € YOLJDKEH B CpaBHCHHE ChC 3ApaBy 106poBOLA.
MakcHmanHaTa fiila3MeHa KOHLIEHTpauus B cTabUNHO chbeTodHME € 64 = 21 mg/ml npu aHeBHa no3a ot 10
mg U NepHOOLT Ha nonypasnajg e 17 £ 5 vaca.

JInHelHOCT
bu3zonponon HMa HHeNHa, Bb3pacTOBO-HE3aBHCHMAa KHHETHKA.

3.3. IpeaKNMHHYHH JaHAH 32 GesonmacHocT

[MpeAknHNUUHUTE J3aHHW HE MOKa3BaT ocoDeHa OMNAacHOCT Ha XOpa Bb3 OCHOBA Ha KOHBEHLHOHAIHH
NpOyYBaHWs Ha €JAWHHYHA M MHOTOKpPaTHa J1030BA TOKCHYHOCT, TeéHOTOKCHYHOCT/MYTAT€HHOCT WIIH
KapLHPOTEHHOCT.

PenpoOyKuus
B penpoyKTHBHUTE TOKCUKONOTHIHH U3cnelBaHug OM3OMNPONoN HAMa BIUSHHE BBEPXY (hepTHINTETA WIH

BbPXY 00IaTa pernpoayKTHBHA CIIOCOOHOCT.
[lonobno Ha Apyru Oeta-6nokepwn, OM30MpPONON BBB BHCOKH MO3H BOAM A0 TOKCHYHOCT KakTO HpH
MaiikaTta (HaMandaBa MPHEMAHETO HA XpaHa M TeNEeCHO TEerno), Taka U Ha eMOpuoHa/mnopa (yBenHyaBaHe

CIyyauTe Ha pe3opOums, HaMansaBaHe TErJoTO Ha nuoja, 3abaBsiHe Ha QHU3IMYECKOTO MY pa3BHTHE), HO
HAMA TepaToreHeH e(eKT.

6. PAPMANEBTHYHH JAHHH
6.1. Cnuchk Ha HOMOLIHHTE BellecTBAa

Cwovporcarue Ha mabaemxama.
MuxkpokpucranHa uenynosza PH102;
Kanmiues xusaporendocdar, 6e380/eH;
[IpexenaTHHU3INPAHO LAPEBHYHO HULIIECTE;
TMTosugox K-30;

CunuuueB QUOKCHI, KONOUAeH, 6S3ROMCH;
MarsesueB cTeapar.
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Dunmoso nokpumue Opadry White 02428361 :
XAOpOKCHIIPONMUAMETHILEaYo3a; 2910;
Trntanos qHokcHa (E171);

Tank.
6.2. HeCchBMECTHMOCTH
Henpuioxumo.

6.3. Cpok Ha rogHocr
2 TOAWHH
6.4. CrnenyaaHH YCJI0BHA Ha ChXpaHeHHe

Ha ce cbXpaHsaBa nof 25°C B oOpHIrHHaIHATA OTAKOBKaA.
Ja ce ChXpaHABa HAa MACTO HEOCTHITHO 3a Jena.

6.5. Bua M chALPXKaHME Ha ONIAKOBKATA
[Ipospauun PVC/PE/PVDC 6nucTepy NokpuTh ¢ afyMHHHEBO (ONTHO,

Enun Onuctep cuabpxa 10 6pos dunmupann 1abieTkn
PaszMep Ha onakoBkarta: 30 6poa dunmMupann Tabnetkn (1 onakoska/ 3 61aHcTepa).

6.6. CrenMajiHu NpeaNa3IHH MEPKH NPH HIXBLDJIAHE
HaMa crieManHu H3HCKBAHNA.

Hen3non3BaHUAT NPOAYKT WK OTNIATLYHITE MAaTEePHATH OT Hero TpAGBa Za ce H3IXBLPIAT B
CBHOTBETCTBHE C MECTHHTE H3HCKBAHMSI.

7. IIPHTEXATEJI HA PABPEILIEHHUETO 3A YIIOTPEBA

HOBEJI PAPMA EOO/
6yn. “buarapus” Nel(9
Codmsa 1404, buarapus

8. HOMEP HA PAZPEINIEHHETO 3A YIIOTPEBA
Peructpauuonen Ne 20210134

9. HJATA HA II'bPBO PASPEHIABAHE/IIOTHOBABAHE HA PAZPEIHEHHETO 3A
YIIOTPEBA

Hata Ha TEPBRO paspelnarade: 27.05.2021
10. HATA HA AKTYAJIN3UPAHE HA TEKCTA

01/2025




