KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA
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. WMEHA JEKAPCTBEHHS IPOAVKT FRA G2y 1708 2|]2L|5.

Kapaopursm 2,5 mg puamupanu TadjieTKH
Kardoritm 2,5 mg film-coated tablets

2. KAYECTBEH U KOJIUYECTBEH CbCTAB

Besika puiimupana Tabnetka cbabpka 2,5 mg ouzonpolioioB pymapar (bisoprolol fumarate).
3a MbJIHUA CNIUCHK HA MOMOLIHMTE BELIECTBA BUIKTE TOYKA 6. 1.

3. JIEKAPCTBEHA ®OPMA

dunmupana rabinerka

Kapaoputbm 2,5 mg ¢puamupanu TabneTku ca 0esn, KpbIriiv, H3MbKHAIHU TA0NETKH, C JICJIMTEIHA YepTa
OT eaHara cTpaHa. Tabnetrkara Moxe /1a Obje pa3jie/ieHa Ha J1BE PaBHH J103H.

4. KJIMHHUYHHU JAHHHU

4.1 TepaneBTHYHH NOKA3aHHUSHA

e JleyeHue HA XUNEPTOHUS

e Jleyenune Ha ucxeMHryHa 0osieCT Ha CbpLETO (angina pectoris)

e Jleyenue Ha cTabuiHa, XpOHMYHA Cbhp/leYHA HEAOCTATHYHOCT C HAMaJieHa CUCTOIMYHA
lIeBOKamMepHa QyHKUMU, KaTo aonbiHeHue KbM ACE HHXHOMTOPU M JUYPETHULIH U/HUIIK ChPJICYHH
FIMKO3HM/IM (3a 10MTbJIHUTEIHA HH(pOPMaLIMS, BUXKTE ToUuKa 5.1)

4.2 JI0O3HpOBKA H HAYHH HA NPHJIOKEHHE

Jo3upoBKa

Apmepuaina xunepmonus U UCXemMuyHa 0ojaecm Ha Cbpyemo (an2una nekmopuc)

Bb3pacTHu:

3a aBere nokaszaHus aosara € S mg OM30MnpoJ10JI0B (pymMapaT BEJAHBK AHEBHO. AKO € He0OX0AUMO, Jl03aTa
MoOKe aa ce yBeaunuu Ha 10 mg Ou3onposionoB pymapar BeIHBK JHEBHO.

MakcumanHara npenopbyuTesiHa 103a € 20 mg BeAHBXK JAHEBHO.

Jlo3ara TpsiOBa ja ce aganTupa HHAUBHAYAJHO, CIIOPE/ HeCTOTaTa Ha MyJica U TeparneBTHYHUSA YCIeX.

Cmabuina, XpoHuuna, ymepena 00 meickda Cbpoeynd HeooCmambyHoCm
Koraro ce 3anouysa JieyeHue ¢ OM30MpoJio, naludeHTuTe TpsadBa jaa ca ctabunuszupanu (0e3 nposiBM Ha
OCTpa HEJIOCTATHLYHOCT).

anﬂﬁp'b'-lBa CC JICKYBAWMUAT JICKAP Jda HMd CbOTBCTHHA OINHUT B JICHCHHUCTO HA XPOHHWYHA CbpJACHHA
HCAOCTATBYHOCT.

Jleyennero Ha crabuaHa, XPOHMYHA CbpJIeYHA HEAOCTATBYHOCT ¢ OM30MpPOJI0J HW3UCKBA TUTPALLHOHHA
¢a3a:
[IpenopbuuTennara ao3a € 1.25 mg BeAHbK JAHEBHO. B 3aBUCMMOCT OT MHIAMBHUIYAJPSAE
ao3ara ce yBeauuana Ha 2,5 mg. 3.75 mg, S mg, 7.5 mg u 10 mg BeaAHBbK JHEBHO NpeFA




noBeue CeAMUiM. AKO yBENMUeHaTa [03a He ce NoHacs ao0pe, NeYeHHEeTo MOXKE Aa NMPOABMKH € NOo-
HHCKa J034.

MakcumManHara npenopbryuTenta go3a € 10 mg 6uszonpononos dpymapar BegHbk aAHeBHO. [lo Bpeme Ha
THTpPALHOHHATa (pasa ce npenopbuBa MNPOCHEAfBAHE HA JKUIHEHHMTE NoOKazaTend (CbpJACUYEH DHTBHM,
KPBBHO HAJISAraHe), KaKro W 3a NosgBa Ha CUMITOMY Ha BJIOLIABAHE HA ChbpAeYHaTa HEAOCTATHbYHOCT.

IIpomana na newenuemo

AKO MEKCUMalHO MpenopbyBaHaTa MA03a He Ce noHacs Ao0pe, jJeYeHHETO MOXEe Ja MPOABIKH C
MOCTENMEHHO HaMaNsABalia fo3a. B cay4ali Ha npexoAHO BIOLIABAHE HA ChpAEYHATa HEJOCTATHYHOCT, HA
XHIIOTOHHS UJIM Opajiukapaus, ce NpenopbyBa NMpepas3rnex/aHe Ha A03aTa Ha CLIbLTCTBAULOTO JIEHYEHHE.
Moxe aa ce HanoXKKW BPEMEHHO HamansBaHe Ha 103aTa Ha OW30MPONION HIH NPEYCTAHOBSIBAHE HA HErOBHUS
npueM. Cnea cTaOMNHM3IHpaHe HA CbCTOSHHUETO Ha MalMEeHTa, MOXE Ja C€ MPUCTBIH KbM MOAHOBABAHE Ha
Jle4eHneTo W/ UK NMoBHLIaBaHe A03aTa Ha 6u3onponod.

Ipodvadxxcumennocm va mepanusma

[lo npuHUMO neyeHueTo ¢ 6U30NponoN € NPOABIKHTENHO.

Jleyenuero ¢ Gusonposion He TPOBa 1a ce cnvpa BHE3aNnHoO, Thil KATO TOBA MOXE Aa AOBEJE A0 NPEXOAHO
B/IOLLIABAHE HA CHCTOAHHETO. UCOOEHO MPH MALMEHTH C UCXEMHYHA OONECT HA CbPUETO, JEYEHHETO HE
TpsOBa aa ce npekparaBa BHe3anHo. [Ipenopbusa ce nMocTeneHHo HaMalgBaHe Ha J03aTa.

Tlayuenmu ¢ Gvbpeura uwi YepHodpPOOHA HEQOCMUMBUHOCH

Apmepuanna xunepmonus u ucxemuuna borecm Ha Copyemo (aHZUHA NEKMOPUC)

[Ipy nauueHTd C neknm MiaM yMepeHH HapyuleHWs Ha OnOpeuHata unu depHoapoOHa (yHKUMS, NO
NMPHHUMIT HE C€ HW3MCKBA aaantHpaHe Ha noszara. [Ipy maumeHTH ¢ Texka OBLOpeuHa HeNOCTATOYHOCT
(kpeatuHrHOB KIHPBHC < 20 ml/min) » npy naudeHT# C TEXKW HapyLUEHHA HA YepHOAPOOHaTa dyKuus,
Ce npenopbyBa AHEeBHATA Jo3a oT 10 mg Ou3zonpononos GpyMapar aa He ce HaJBHLIIaBa.

OnuTbT OT NPUAOKEHHETO HA OM3ONPOION NPH NAaLUEHTH Ha ObOpeyYHa AHanu3a e orpaHHuEeH; BbNpPEKH
TOBA HAMa& JOKA3aTeNCTBO, Y€ A030BUA PEXUM TpAOBA Aa Ce MPOMEHH,

Cmaburha, XpoHUYHA, YMEPEHa 00 MeXCKA CbpPOeUHa HeOOCMAaNbYHOCM

Hama uHdopmauus 3a dapmakokdHeTHKaTa Ha OM30MPONON MpM NALKEHTH C XPOHHMYHA ChpIE4HA
HEeJOCTATBYHOCT W HapylueHa ObOpeyHa uan yepHoapobHa dyHkuus. [ToBmiuasaneTo Ha n03aTta B TE3M
CNy4aHu M3UCKBA JOIbJIHUTENHO BHUHMAHHE.

Hayuenmu 6 cmapyecka ew3pacm
He ce u3nckBa aganTvpaHe Ha go3aTa.

Hleduampuuna nonynayus
JIuncea onur Npu Aeua, 3aToBa HE Cce npenopb4Ba ynorpebara HA OW3OMpoION MPUH NEAHATPHYHH
MAaLHEHTH.

HauuH Ha npuaoxkeHue

KapaoputbM TabneTku fa ce npuemaT CyTpHH, ¢bC WAW Oe3 xpaHa. Moke Ja ce mornbluaT ¢ MaJiKo
TeYHoCT, He3 na ce CALBKBAT.

4.3 IIpoTruBONOKa3aHUA

BHBDHPOJIGII C [IPOTHBONOKA3adH MPH MAalUCHTH C:




- OCTpa CbpAEYHA HEAOCTATBUYHOCT WK MO BpPEME Ha €MU30AM HA ACKOMIEHCAUUsA Ha CbpAcvHa
HEJOCTAaTbYHOCT, H3UCKBALLH 1.V. HHOTPOMHA TEpanus;
- KapAHOTEHEeH LIOK;
- AV bnox ot BTOpa WNH TpeTa crenek (6e3 neHcMerkbp);
- CHHAPOM Ha OOHNS CHHYCOB BB3€EN;
- CHHOAaTpHaneH ONoK;
- CHMTOMAaru4Ha OpajukKapaus;
- CMMTOMAaTHYHA XHNOTOHHA;
- Texka OpoHXuanHa acTMma;
- Texka opMa Ha nepndepHO apTEPUATHO OKIIY3NBHO 3aD0IsIBaHe UMK CUHAPOM Ha Peiino;
- HeneKkyBaH (PeoXpoMOLMTOM (BUXK T. 4.4);
- MeTaboJNuTHA aluuao3a.

KapinopuTbM € MpOTHBOMOKA3aH MPH NALKEHTH CbC CBPBLXUYBCTBUTENHOCT KbM OU3OMPONOA UIH KBM
HAKOE OT NMOMOILHHUTE BelIecTBa, H30poeHH B To4ka 6.1,

4.4 CneunajHu npenynpexieHHs 4 NpeAna3ZHH MEePKH NpH ynorpeda

JleuenneTo Ha crTabunHa, XpOHHUHA ChPASYHA HEAOCTATBYHOCT ¢ OW3onponon TpadBa na 3anovHe CbC
creuManHa TUTPAUMOHHA ¢a3a.

OcBeH ako He € H3PHUHO NOKa3aHo, JedyeHHeTo ¢ buzonponon He TpabBa Ja ce npeycTaHOBABA BHE3aNHO,
0CODEHO NMPU MAaLMEHTH C HCXeMHUYHA 00NeCT Ha ChPLETO, Th KaTO TOBA MOXE Aa JOBEAC A0 NPEXOIHO
BAOLIABAHE HA CbPACUHOTO 3ab0naBane (BHX T.4.2).

buzonponon TpsdBa aa ce nprnara ¢ BHUMAaHHUe 1PH MalHeHTH ¢ XHIIEPTOHUSA HIIW aHIMMHA NIEKTOPHC NIPH
CBLITBTCTBALLA ChPAEYHA HEAOCTATbYHOCT.

buzonpoaon TpsadBa Aa ce npunara ¢ BHHMaHHe [pH.

- 3axapeH auader, mokaszpail roaeMu QyKTyallMd Ha HMBATA Ha KpbBHaTa 3axap. CUMOTOMUTE Ha
XUMOTJAUKEMHA (HAMp. Taxukapauf, cbplUeOUEeHEe UM HU3MOTARAHE) MOXKE Jia ¢€ Mackupar; Oera
OnokepuTe MOrat ACMBAHMUTENIHO Ja NOBHILIAT PHCKA OT TEXKa XHUNOTNKMKEMHH, KOrato ce
M3NOJI3BAT €AHOBPEMEHHO CbC CyNoHUNYpeliHM npou3BoAHH. [lauuenTuTe ¢ auabet TpabBa na
6bJaT NocLBETBAHHU Aa NpocnefsBaT BHMMAaTe/lHO HUBATa Ha KpbBHATA IIKOKO03a (BX. Touka 4.5).

- CTpora A4eTa;

- MO BpeMe Ha AeceHcubunuaupaula tepanua. [lonobHo Ha ocrananute B-Onoxepu, Gu3onposon
MOKE 1a NOBULUH KAKTO YYBCTBHTEJHOCTTA KbM alIepreHu, Taka ¥ TexXecTra Ha aHaduNakTHYHHTE
peakuuHu. JIedeHHEeTO ¢ enuHedpUH HEe BUHArK JaBa ouakBaHUS TepaneBTUHEH edeKT;

- AV 650K OT TbpBa CTENEH;

- aHrvHa Ha Prinzmetal: HabmopaeaHu ca cnyvyau Ha KOpoHapeH Ba3ocnasbM. Benpeku Bucokarta cH
OeTal-cenekTHBHOCT, MpPH NALUHEHTUTE C aHriHa Ha Prinzmetal, npueMaiuy 6M3onponon, He Morar
Aa 6bAa M3KITIOYEHHU NMPUCTLIH HA CTEHOKAPAMS;

- nepudepHo apTepuanHo OKay3uBHO 3abongBaHe. Moxe aa ce Habniogaea 3acH/IBAHE Ha
OIJIAKBAHUATA, OCOOEHO B HAYAIOTO HA TePanuATa;

- 001112 aHecTe3us.

Hama TepaneBTHYEH OIMUT 34 IeYEHUE Ha ChPJeYHA HEJOCTAThHYHOCT C OU30NPOAON NPH MALHEHTH ChC
creHuTe 3a00N9BaHUA UIH CBCTOAHUR,

- HHCYNIMHO-3aBUCUM 3axaped nuaber (tun I);
- TEXKKH HapylleHus Ha ObOpedHaTa PyHKLMS;




- TEAKKH HApYyLIEHUS HA YepHoApoOHaTa GyHKUNS;

- PECTPUKTHBHA KapAKOMHONATHH;

- BPOACHH CbpAacHHH 3abonaBaHuA;

- XEMOJAHHAMHYHO 3HAYMMO OPraHHYHO 3a00naBaHe HA CHbPASHHUTE KIallu;
- UH(papKT HA MUCKaAp/a NPE3 NOCNERHUTE 3 MeceLa.

KombunauuaTa Ha OH30nponon ¢ KaaluHeBH aHTArOHUCTHU OT I'PYNaTa Ha BEpanaMHi UK ANTHA3EM, C
AHTUPUTMHYHM KJIac | 1 aHTUXHMEPTEHIUBHH JIEKAPCTBEHH CPEACTRA HE CE MPENOPBUBRA ( BUKTE T. 4.3).

[TanMeHTH ¢ NCOpHA3KC KW aHaMHe3a 3a ncoprasuc Tpadea Ja npuemart B-6nokepu (Hanp. Gusonponon),
CaMo c¢Jiej] BHUMATENHO DanaHCcHpaHe Ha NON3UTE H PUCKOBETE.,

Ha ¢oHa Ha neueHneTo ¢ OU30NpoONioN, CHMNTOMUTE Ha THPEOTOKCHKO3a MOXKE Aa C€ MacKupar.

[Ipn naumenT ¢ heoxpoMourTOM DH30NPOJIO ce Apuaara camo cien anda-peuentopHa onokana.

[lpy naumeHTH, NOANOXKEHW Ha 00Lla aHECTE3WHA, aHeCcTe3noNornT TpAabOBa na Obae yseaoMed 3a [3-
Onokaaara. AKo € HeoOXOJAMMO MPEYCTAaHOBABAHE Ha JeyeHdheTo ¢ [-Onokep npead XUpypruuHa
onepauus, To TpAOBa Aa CTaHe NOCTENEHHO W Aa NPHKIIIOUK 48 yaca npeay aHeCTE3HATA.

Bbnpekyt ue kapauocenektnBHutTe (Oetal) Oera-Osmokepn MoraT aa vuMaTr no-cnab edekt BBPXY
OcnoapobHaTta (yHKLUMS OTKOJKOTO HECENCKTHBHUTE OeTa-0/iokepH, KakTO BCHUYKM Oerta-Onokepu
W3NOJ3BaHETO HM CbILO TpaOBa JAa ce u30Arsa npv nNalKMEHTH C OOCTPYKTHBHH 3abisABaHHA Ha
AMXaTEeNHUTE MbTHLLA, OCBEH aKO HE ChLUECTBYBAT yOeAUTENHH KIMHUYHY NIPHYKHHU 3a ynoTpebara UM,
AKO TakiBa MPUUKMHH CbUIECTBYBAT, KapAopMTbM MOXKE Aa ce U3MON3Ba ¢ MOBHUIEHO BHHMaHKe.

[IpenopbuBa ce €JHOBPEMEHHO NPUNOXKEHUE HA OpoHXoaMNaTHpalla Tepanus npd OpOHXHATHA acTMa
WM APYrO XPOHHYHO OOCTPYKTUBHO 3aD0NsBaHe, KOETO MOXE Ad NPUYUHM cUMNTOMHU, TloHsAKora, mpu
MAl{KEHTH C aCTMa MOXKe [ia C& NOSABHU MOBULLIEHHE HA PE3UCTEHTHOCTTA HA NKXATENHUTE MbTUINA, 3aTORA
MOXE 1a CE€ HANOXH yBENHYaBaHe Ao3aTa Ha f2-CTUMYNAHTUTE.

3a 3ano4YBaHE H MPEYCTAHOBABaHEe Ha /ieyeHUe ¢ OU30oMponon e HeoOXoaAUMO pepoBHO Habniopexue. 3a
NO3HPOBKA U HAYHH HA NPHIOKEHHE, BUKTE T. 4.2,

4.5, B3aHMOZeHCTBHE ¢ APYTH JEKAPCTBEHH NPOAYKTH H ApYrH GopmMH Ha B3auMoaeiHcTBHE

HenpenopbyuTendy KOMOUHAHY
Kanyuesu anmazonucmu om cpynama Ha 6epanamiull i 8 NO-MaIKA CIMENex om ZpYRAMa Ha OUImuasem.

HEraTUBHO BIIMSHHUE HA KOHTPAKTHIHOCTTA K aTPUO-BEHTPUKYIapHaTa MPOBOAHMOCT.
NUnTpaBeHO3HOTO NPUIOKEHHE HA BEaaMHIT NPH NTALIHEHTH, NEeKyBaHu ¢ B-Onokepu, MoXe Ja JoBeae 10
TEXKKa XHIIOTOHHSA K aTPHOBSHTPHKY.Iaper 610K,

Anmuxunepmen3ugHu 1eKApCMBERU CPEOCMEd C YEHMPURHO OeUcmeue (Kanp. KIOKUOUH, Memuioona,
MOKCOHOOUH, DUIMEHUOUN):

EnHoBpemeHHaTa ynotpeda ¢ aHTUXUNEPTEH3UBHY 1EKAPCTBEHHU CPEACTBA C UEHTPATHO AEHCTBHE MOXKE
Jla AoBelie N0 HaMaligdBaHe HAa CbpJeYHAaTa YeCTOTa M KanauuTeT, a B CNEACTBHE — A0 BazOAHIALIUA.
Bre3anHOTO NpeyCcTaHOBRBAHE HA JIEYEHHETO MOXE 1A YBEJIMYHM PHUCKA OT ,,peDayHa XMNepTOHUA .

Knac I anmuapummuynu rexapecmeenu npooykmu (Hanp. Ou30NUpamug, 1u00KauH, (eHumoun,

rexaunuo, nponagencn). ePeKTbT BbPXY BPEMETO Ha aTPUO-BEHTPHUKYNapHaTa MPOBOANMOCT MOXE 1a
CE MOTEHUUPA U AA C€ NMOBULIN HEraTHBHUA HHOTPONEH €(eKT.

KomOuHaumu, kKouto Tpabea na ce W3non3BaT ¢ BHUMAHUE




Karyuesu anmazonucmu om ouxudponupudurnog mun (nanp. nugeounun): EaHoBpeMeHHaTa ynorpebda
MOX€ J1a YBEIUYH PUCKE OT XUMOTOHHSA, KAKTO U HE € U3IKJTIOYEH W MO-TONAM PHCK OT AOIMMBAHUTENHO
BNOLUABAHE HA BEHTPUKYJHATA (PYHKLUMUA NPH NALKUEHTH CbhC ChpAEYHA HEAOCTATHYHOCT.

Kaac LI aymuapummuynu rexapcmeenu npooykmu (Hanp. amuooapor): €peKTbT BbPXY BPEMETO Ha
aTPUO-BEHTPUKYNAPHATA MPOBOAUMOCT MOXE Aa Ce MOTEHLMpa.

Ilapacumnamuxomumemuyrnu rexapcmeeru npooykmu: EfHOBpeMeHHaTa ynoTpeda MoXe Ja yBelHYH
BPEMETO Ha aTPHO-BEHTPUKYIapHATA NPOBOAHMOCT, KAKTO K PHCKa OT Opaaukapaus.

[-OnoKxepu ¢ TOKQANO NPUROJCERUE (HAND. KANKU 3 OYU 30 A€YEeHUE HA 21AYKOMA) MOTAT Ja 3acCHIIAT
edexTa Ha OU3OMPONO.

Hucynun u nepoparnu anmuoduabemnu rexapemaeru npooyxmu: 3acUNIBaHe e(peKTa Ha HaMa/IaBaHe Ha
KpbBHATAa 3axap; CbIIbTCTBALLOTO NPHAOKEHHE Ha DeTa Ba0kepH CbC CyIPOHNNYpPEHHN MPOU3BOAHH
MOXE 1a MOBUILK PHCKA OT TEXKKA XUMOTIHKEMUR;00KHPAHETO Ha B-aapeHOpeLenTOPHTE MOXKeE A4
MACKHpa CUMIITOMUTE HA XUMTOTTHKEMUA (BX. TOUKa 4.4).

Anecmemuyu: Hamansapane Ha pednekTopHaTa TaXMKapAHs H NOBHILABAHE HA PHCKA OT XHUIIOTOHHUS
(noBeue MHbopMaLus 3a 001a aHeCTE3Hs BUXK T, 4.4).

Hueumanucosu cruxosuou: OcobeHo Npy ysennyaBaHe Ha BPEMETO HAa aTPHO-BEHTPUKYJIAPHATA
IPOBOAMMOCT, C KOETO ¢¢ 320388 ChbpACHHHS PHTDHM.

Hecmepouonu npomusgosevnanumenru cpedcmea (NSAID): Moxe Aa HaManaT XHNOTOHUYHHA edeKT Ha
Ouzonponod.

B-cumnamomumemuyu (nanp. uzonpenaius, 0obymavun). xomObukauuata ¢ OH30NpPoONOT MOXe Ja
HaManK AeHCTBUETO U HA IBETE CPEIACTRA.

Cumnamomumemuyu, akmusupawju xakmo -, maxa u a-adpernopeyenmopu: KoMOHHaLUATa C
Ouzonposion MOXe Ja JOBEAE /10 YBC/IMYaBaHe HA KPbBHOTO HansraHe. CMsATa ce, ue TakoBa
B3aHMOJACHCTBHE CE NONYUasa f10-CKOPO C HECENEKTUBHHU [(-On0oKepH.

EanoBpemMeHHaTa ynorpeba ¢ aHTUXUNEPTEH3UBHU NEKAPCTBEHH CPEACTBA, KAKTO M C APYTH NPOAYKTH,
KOWTO MUMAT NOTEHLHAN 338 HAMaNABaHE HA KPbBHOTO HaNAraHe (TPULIMKIHYHY AHTHASNIPECAHTH,
OapbuTypaTti, PEHOTHA3ZUHH) MOXE Na YBEJIH PUCKA OT XHITOTOHMA,

Kombunauum, KOUTO TpaOBa na ce oOMHUCHAT!
MednokuH: NOBULISH PUCK OT OpaauKkapaua.

MAO-unxubumopu (¢ usxmovenue na MAQO-B unxubumopu): 3aCHJIEH XHIOTEH3INBEH edeKT Ha -
OJIOKEPHUTE, HO CBIIO TAKa U PUCK OT XUTIEPTOHHUHA KpH3a.

Pugamnuyun: Bb3MOXKHO € IEKO HaMaIABaHe Ha MONMYKHBOTA Ha GH3ONPONONR, NOpajd WHAYKLHITA Ha
4YEPHOAPOOHHTE /IEKapCTBO-MeTab0Uu3Mpalln eH3UMH. OOUKHOBEHO HE € HeoOX0AUMa NPOMAHA B
RO3UPOBKHTE.

Epzomamurosu npou3eo0Hu: BIOLIABAHE Ha MepUPEPHUTE LUPKYNATOPHH HAPYLUEHUS.
4.6. @epTHIIHTET, OPEMEHHOCT H KbpMEHe

bpemeHHOCT

busonponon vma papmMakoJOrHuHK AeHCTBHE, KOMTO MOraT Ja NpeAX3BUKAT YBPEXAaLIH e(heKTH BhPXY
OpeMeHOCTTa W/HIH BbpXy naoaa/HosopoaeHoto. [lo npuHuun, B-agpeHopeuentopHuTe ONOKEPH
HaManABaT NhaleHTHaTa Nepdy3us, KOATO MOXeE [1a ce CBbpKe CbC 3a0aBfHe HA pacToeyke R
CMBPT, adOPT H NpEXIAEBPEMEHHO pakaaHe. HexenanuTe nekapctaeHu peakuni (HAMR, W
Opaaukapius) MOrar aa ce NOsABAT NpPpH NNOAA U HOBOPOAEHOTO. AKO € Hecy@% | .
aApeHOpeLenTOpHH ONOKEpPH, 3a npeanounTaHe ca Bl-cenekTHBHH anpeHopelen TP OGS
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KapnopureM He TpsaDOBa Aa ce M3No03Ba NO Bpeme HA OPEMEHHOCT, OCBEH aKO He € H3PUYHO MOKa3aHo.
Axo JjeyeHueTo ¢ Ousonposon ce cuuTa 3a HeoOxomumo, TpabBa ga ce HaOmOZaBa MaTo4HO-
MIaLeHTapHUA KPbBOTOK M pacTexa Ha nnoja. B cnyuail Ha yBpexaawu edekTn BbpXy OpeMEeHHOCTTa
nnoaa, Tpabsa na ce obOMHciIM antepHaTuBHO neueHHe. Hosopozenwute TpabBa aa ce Habnioaasart
CTPUKTHO. CHMIITOMH Ha XHMOrIHKEMUA M Opaadkapaus, NO NPUHLHKN, C€ OMaKBaT Mpe3 NbPBUTE TPH
JIHH.

KbupmMmeHe
Hsama maHHM nanu OM30Npoaos ce eKckpeTHpa B KbpPMaTa, KakTO K 3a Bb3ACHCTBHETO HAa OU30NPONO
BbpXy Oebera. 3aT0Ba KbPMEHETO HE € MPENOPBLUYUTENHO NO BpeMe HA NpuaokeHHeTo Ha Kapaoputbm.

4.7. E¢exTH BupXy cniocoOHOCTTA 32 iHodHpaHe # paboTa ¢ MaAlIUHH

[lpu npoyuBaHe Ha NAUUEHTH C HCXEeMUYHA DonecT Ha CbpUETO, OU30MPONON HE BIIOLIABA CNOCOOHOCTTA
3a wodupane. Brnpekn ToBa, nopaay WHAMBHUAYANHUTE Pa3iHKH B PEAKLIMHTE KbM JeKapCTBEHMS
NPORYKT, cnocobHocTTa 3a modupade U pabora ¢ MallMHH MOXe Ja ce BaollH. ToBa TpabBa aa ce uMma
MpeABUA, OCOOEHO NpH 3aMoyYBaHe Ha TepanusATa W NPU NPOMAHA HA JIEYEHHETO, KaKTO W NpH ynotpeba
Ha aJIKOXOJ.

4.8. HexenanH AeKAPCTBCHH pPeaKuUHH
[lo-nony ca u3non3Bany CleaHUTE ONPEACTICHUS, KOMTO C€ OTHACKT A0 4eCTOTaTa!

Yectn (=1/100 oo <1/10), Heuectu (>1/1,000 no <1/100) Peaxu (>1/10,000 no <1/1,000), C HenssecTHa
YeCTOTa (OT HAJTMYHHTE HAHHHU He MOXxe n1a Obje HanpaeeHa OLEeHKa)

HUscneapanua:
Peakn: yBequyeHU TPUINIHLEPHAH, YBENHUEHU CTORHOCTH Ha yepHoapoOHnuTe er3uMid (ALAT, ASAT)

HapyuieHus Ha ChpAeHHATa N¢HHOCT:

Muoro uectu: Opagukapans

HecTu: BlIOLIABAHE HA CHLUIECCTBYBALLA ChbPASCYHA HEROCTATHYHOCT
HeuecTn: napyuieHus Ha AV-npoBoAMMOCTTa

MHoro peaku: 00Nka B rbpAKTE

HapyiieHus Ha HEPBHATA CUCTEMA!
YecTu: 3amaiiBaue™®, rnapobonuc*

Penky: npunagbLH

3pUTenHN HApYLIEHNS:
Peaku: HamaneHo cbazoTeucHue (TpadBa Aa ce nMa NpeaBHA MPH MAUNEHTH, H3NO0I3BALIH Jieln).
MHOTro peaku: KOHKHKTHBHT

HapynieHus Ha nabUpHHTa Ha BHTPELIHOTO YXO W Ha cayXxa:
Peakn: orcnabBaHe Ha chyxa

PecnupaTopHH, rPbAHN U MEAMACTHHAIHW HAPYILIEHWU:
HeuecTu: OpoHxocnassm Mpy NayueHTH ¢ OpOHXHAHA acTMa WM aHaMHe3a 33 00CTPYKTUYE
HA RHXATEJTHUTE MIbTHLLA
Penku: anepruueH puHUT

QQJIABAHC

CTOMAWHO-4YPEBHH HAPYLLEHUS:



Uecty: raaeue, MNoBpblilaHe, AMapHs, KOHCTHALUS

HapyuieHus Ha KOKATa U NOAKOKHUTE ThKAHH:

Penxu: peakliiv Ha CBPbX4YBCTBUTEIHOCT KATO NPYPUTYC, 3a4E€pRABAHE, 0OpHB

MHoro peaxu: -010xkepHTe MOrar ia MPOROKHMPAT WJIH BIIOLIAT NCOPHA3UC WIIH Ja HHAYLHPAT
COPHAZUC-TTIOA00EH ODPUB, ANONMELHS

HapyuieHus Ha OOpHO-ABUIraTENHUS Arapar ¥ CheAUHUTENHATA ThKAH:
HeuecTu: MycKynna ¢1abocT, MYCKYJHH CIIa3MH

CbA0BH HAPYIIEHUS:;

HecTH: Ycellane 3a CTyJ UM U3TPBIBAHE HA KPaHHUUMTE, XUNOTOHHUA (0COOESHO NPpU NALIMEHTH CbC
ChpAeYHA HEAOCTATHUHOCT)

HevecTu: opToCcTaTHUYHA XUNOTOHUA

OO0uix HapyLIeHus:
Hectu: Ymopa *, acteHus

Hapyuienusd Ha 4epHOApoOHATa U KAbYHA (HYHKLINA:

Penxy: xenaturt

HapyliieHus Ha penpoAYKTUBHATA CUCTEMA U CbPAUTE:
Peaku: epexrunna aHCPYHKLMA

[[CHXMATPHUUHH HAPYLICHHS:
HeuecTH: HapyLICHUS HA CbHA, ASMPECHA
Peaku: xommapu, xamouuHaluu

* Te3u cuMNTOMH C€ MpOABABAT OCOOEHO B HAYANOTO Ha JieyeHHeTo. OOHKHOBEHO €a JIEKH U YeCTo
M34e3BaT B paMkuTe HA 1-2 ceaMHLU.

CpobuiaBaHe Ha MOAO3UPAHM HEXKENAHH PEaKIIMH
Cb00LaBaHeTO Ha MOJO3HPaHK HEXENAHH peakLMi Clie] paspeliaBaHe 3a ynorpeda Ha NEKapCTBeHHUS

NPOAYKT € BaXHO. ToBa N03Bo/sABa A2 NPOABLIKHU HabMIOACHUETO HAa CBOTHOLUEHUETO NOJI3a/PHUCK 34
JIEKAPCTBEHHA NPOAYKT. OT MEAHLMHCKUTE CIICHHANUCTH Ce U3MCKBA Ja CbOOWIABAT BCAKA MOAO3MPAHA
HeXeNlaHa peakUHa AMpeKTHO Ha M3anbiHuTenHa areHuus nmo Jekapcrsara (MAJD):

yi. ,,JlamaH ['pyes Ne§
1303Codus
Ten. +359 2 8903417

en. nowa: bda@bda.bg
yebcaiiT: www.bda.bg

4.9. ITpeaosupane

CUMOTOMH
[lpu mpenosupane (Hanp. gHeBHa ao3a oT 15 mg Bmecto 7,5 mg) ca HaOmo0maBaHH TpeTa cTeneH AV-
Onok, Opaaukapaus U 3aMaiiBaHe.

Hali-yecTuTe npusHaud, o4akBaHM npu npeaosupaHe ¢ P-Onokepu ca Opaauxapangd/x
OpoHXxoCcna3bM, OCTpa CbpAeYHA HEAOCTATbYHOCT M xunornuxkemus. Jocera ca C'bo

JonuliHegy,




ciydasg Ha mnpenosnpaHe ¢ Ousonpoiaon (MakcuMyM 2000 mg) npy nauMeHTH ¢ XHNEPTOHWUA W/uiid
ChPACYHO-CbAORO 3200/5%BaHE; BCHHKHU MAIHEHTH Ca CE€ Bh3CTAHOBMIIH.

MmMa obwupHa MHTepHHAMBUMAYANHA BapHaOWIHOCT B YYBCTBUTEJNHOCTTA KbM €IWHHYHA BHUCOKA 1034
OM30IPOJION U NMALMEHTH ChC ChpAEYHA HEJOCTATBYHOCT BEPOATHO ¢4 MHOTO YyBCTBUTENHM. 3aTOBA [TPH
T€3H MAIMEHTH JICYECHHUETO 3aQbDKUTENHO TpabBa Aa 3amo4yHe ¢ MOCTENEHHO yBelMYaBaHE HA [103aTa,
CBMIACHQ CXEMATa, MOCOYEeHAa B T. 4.2,

Jleuenue

[lo npuHumIl, aKk0 HACTBIHN NMPEAO3UpaHe, TepanusaTa ¢ Ouzonponon TpsOBa ga ce cnpe U 1a ce NPOBEME
CIIOMAraTenHo ¥ CUMITOMATHYHO JIeYeHHE.

OrpaHH4eHH JaHHH NpPeAnoJarar, e OU30IpoNon ce OTCTPaHABa TPYIHO Upe3 AHalu3a.

basupaiiky ce Ha o4aKkBaHHTE GapMaKONOrM4YHM ACHCTBHMS M NMpEnopbku 3a Apyrute P-GnokepH, TpsOBa
Ja & UMAT NMpeaByA CNeIHUTE ODLIH MEPKH, KOTaTO TOBA € KIHHUMHO 000CHOBAHO.

bpaduxapous: HHTPABEHO3HO INPUJIOXKEHHWE Ha AaTponuH. AKO OTIOBOPBT € HEaNeKBATEH, MOXE
MpeAnas3inBoO Ja Ce Aane W3OMPEHAINHH HIIH APYTo CPe/CTBO C NO3UTHBHU XPOHOTPONHH CBOMcTRA. [1pH
HAKOH OOCTOATENCTBA MOXKE Ja € HeOOX0AUMO TPAaHCBEHO3HO BbBEXAAHE HA NEHCMENKDD.

Xunomen3us: NPUNOKEHHEe HA HHTPABEHO3HW TEYHOCTH W Bazomnpecopu. MHTpaBeHo3€eH rIiokaroH Moxe
Jla € OT noJj3a.

AV-brox (emopa u mpema cmenen). nauueHTuTe TpAOBAa Ja ObIAT BHUMATENHO MOHMTODHPAHH U
JIEKYBAaHH ¢ H30TIPEHAIMH HH(Y3HUA WM BbBEXKAAaHE HA TPAHCBEHO3EH ChPACUEH NnelicMeRKbp.

Ocmpo enowiasane na cvpdeunama HedocmamuvyHocm: i.v. NPUIMKEHHEe Ha AUYPETHLH, WHOTPOIHH
CPEACTBA, BasOAUJIATHPAIH CPEACTBRA.

bponxocnaszem: HaznayaBar ce OpOHXOUNATOPHA TepalHUs KaTO H30MpPEeHANlH, B2-CHMNATHKOMUMETHLIA
W/WNH aMHHOQUIIHH.

Xunozauxemusi: IHTPaBEHO3HO NIPHAOKEHHE HA INTHOKO34.
5. ®OAPMAKOJOTHYHHU CBOUCTBA
5.1 ®apMaKkoIHHAMHYHH CBOHCTRA

PapMaKoTepaneBTH4YHA rpyna:; CeNeKTHBEH B-010Kep,
ATC xon: CO7TABO7

MexaHu3zbM Ha JEHCTBHE

buzonponon f31-cenextuBed ajpeHopeuenTopeH GJ0OKMpall areHT, JHLIEH OT BLTPELUHA CTHMYJMpalia
CHMNATHKOMUMETHYHA aKTHBHOCT U €3 ChOTBETHA cTabuNM3Mpaiia MeMOpaHHa aKTHBHOCT. [IpoayKTET
HMMa MHOTO ¢1a0 aQHHUTET KbM [32-peLenTopuTe Ha IIaJIKUTE MYCKYJIM HA ODOHXHMTE U CbAOBETE, KAKTO U
B2-peuenTopuTe, CBbP3aHH ¢ MeTA0ONMTHATA peryaauus. 3aToBa, Mo MPUHLKI, He Ce 04aKBa GU30MPONO
1A BIMAEC HA AXXATENIHATA PE3UCTEHTHOCT U 32-MeAHMPaHUTE MeTabOIHTHH edeKTH.

P1-cenekTHBMOCTTa HAa OU3OMPONION € U3BBH TEPANEBTHYHHUTE 1030BH MPAHHLH.

HEIOCTAThYHOCT ((pakuusa Ha U3TnackBaHe < 35% Ha Oa3za exokapauorpadus
ouna HamaneHa ot 17,3% ao 11,8% (otHocutenHo Hamaneuue oT 34%).



BHe3anHata cCMBpPTHOCT (3,6 % cnpamo 6,3 %, oTHOocHTenHo HamaneHne 44%) U HamaneH Opoil Ha
CIy4anTe CbC CbpPA€YHA HEAOCTATbYHOCT, H3HMCKBAWK xocnutanusauua (12 % cpeuy 17,6%,
OTHOCHTENHO Hamanenue 36%). HabnionasaHo € U 3HAUMTENHO NoAoOpeHHe Ha (yHKLUWOHANIHUS CTATYC
ciopen knacupukauuatra Ha NYHA. B Hauanoto Ha TepanuaTa ¥ No BpeMe Ha TUTPHPAHETO Ha
OU30MpONOS Ca OTUYETEHH Cly4Yad Ha XOCMUTaau3aillus, fnopaad nossa Ha Opaaukapaua (0,53 %),
xunotoHus (0,23%) u octpa mexomneHcauunsa (4,97%), HO Te He ca MO-YECTH, OTKOJIKOTO B IJauedo
rpynara (0%, 0,3% u 6,74%). bposat Ha daranHuTe H UHBANWAM3KUPALUN HHUHAEHTH MO BpeMe Ha UAI0TO
uscnenBaxe ca 20 B rpynara ¢ Ousonponon v 15 B nnauebo rpynara.

B knunnuHoTO npoyusane CIBIS I ca n3cneasanu 1010 nauuenTa Ha Bb3pacTt =65 roJuHR, ¢ Jieka A0
ymMepeHa XpoHHYHa cbpaedna HepoctaTb4HOCT (CHEF; 1 wan 11l NYHA) u naea Bentpuxynapra ¢ppaxuus
Ha H3TnackBaHe < 35%, koMTO He ca Ounn nexyBaHu npeau ¢ ACE-unxuburopu, B-6nokepu u
aHrMOTEH3HH pelenTopHH Onokepd. H3icneasaHeto cpaBHaABa OeszomacHocTTa M €PEKTHBHOCTTA Ha
MbpBOHAUYaHA LIECTMECEHHAa MOHOTepanus ¢ duzonponon (TapretHa no3a 10 mg BeaAHDBXK RHEBHO), KbM
kosito ce npudbass ACE-unxubutop eHananpun (tapretHa fo3a 10 mg BegHBX AHEBHO) B MPOABIIKEHHUE
Ha owe 6 10 24 Meceua, ¢ MPOTUBONOOXKHATA NMOCACAOBATEIHOCT Ha MbPBOHAYAIHOTO JieueHHe. Beska
rpymna ce ¢bCTOU OT S05 nauueHra.

JIBETE CTPATErHH Ca CNIATIO CPABHEHH, KAKTO N0 OTHOLUEHNE Ha kOMOMHUMpaHaTa ob1ua kpaiina uen (obuia
CMBPTHOCT WJIH XOCMUTANH3ALMUA ), TRKA U NO OTHOUICHUE HA BCEKH OT TE€3H KOMITOHEHTH NO OTACNHO. OT
IEKy BAaHHTE NALUHEHTH obulaTa kpaiiHa uen e nocrarydara npu 178 nauunenra (35,2%) ot rpynara,

IEKy BaHa mbpBo ¢ Ou3onponon, cpewy 186 nauuenTa (36,8%) oT rpunara, nekyBaHa MbLpBO C
€HaJIANpuJl, KOETO NOKA3Ba, Y€ JICYEHUETO 3aN0YHANO ¢ OU30NPONIOA € CPaBHUMO MO e(eKTHBHOCT C
JISYEHHETO, 3an04Hao ¢ eHananpun. [lpu mbpBoHAYANIOHO NeveHUe ¢ OM30MPOJIOS ca MOYUHANH 65
NaLMeHTA CpeLly 73, N1eKyBaHK ITbPBO ¢ eHananpui (Mexayrpynosa pasnuka p=0,44) u 151 cpewy 157
XOCNHTANH3NPpaHH nauuenTa (p=0,66). bpoaT Ha CEPHO3HHU H OOLLH HEKENAHH TEKAPCTBEHH PEaKLUH €
noaoOeH 3a ABETE rpynu. AHATH3IbLT Ha AAHHUTE 3a MbPBATa 'OAXHA MOKAa3Ba HE3HAUMUTENIHA TEHAEH LN
KbM HAMAaJIABAaHE Ha oOl1aTa CMBPTHOCT HA rpynaTa, JIEKyBaHa nbpeo ¢ Ouzonponon, ¢ 31% B cpaBHEHHUE
C Ta3H, /ICKyBaHa 'bpBO ¢ eHananpui. CTaTUCTHYECKH 3HAUHMOTO HAMaJIABAHE HA PUCKA OT BHE3aMHA
cMBpT € 46% (p=0,049) npe3 nbpBaTa roguHa, rnagHO JONpUHaca 3a no-aodpara NpexHBAEMOCT Ha
rpynara, neKkybaHa nbpBo ¢ Ou3onpono. PesynraTute nokasear, ue nopaau cxoaHara 6ezonacHocT U
e(rKacHOCT, JEYEHHETO HAa XPOHHUYHA ChpEYHA HEJOCTATHYHOCT MOXE /1A 3aNnOYHE MITH ¢ Ou3onponod,
WITH ¢ eHananpu/l. buzonponon chilo Taka ce npuiara 3a JIeHEeHWE Ha XUNEPTOHUA U CTEHOKApAMA.

busonponon HAMa U3pa3eH HeraTUBEH HHOTPONEH e(eKT.

bH30MpONON KOCTHra MakCHMANHUS CH AHTHXHIEpTEH3HBEH edekT 3-4 uaca clieq nepopancH MPHEM.
EnMMHHAUHOHHHAT MY nonyxuBoT B mnasMara oT 10-12 yaca ocurypssa Ha Gu3onponon 24-yacoea
e(PeKTHBHOCT, Cllel €AHOA030B AHEBEH NPHEM.

MakcUMaNHHAT XUNEPTEH3UBEH ePeKT Ha OU30NPOIOS MO NPHHUHKO C€ TOCTHTa el 2 CEAMHMLIH.
MHTEH3UBHOTO NMPUIOKEHUE TIPH NALMEHTH C KOpPOHapHa OonecT Ha ChpLETO 6e3 XPOHHHHA ChbpAEYHA
HEAOCTAaTbYHOCT, OM30MNponon HaManfsBa CbpAEYHATA 4HECTOTa M YAapHUst O00eM W MO TakbB HAYMH
NOHKHXKaBa CbpAeYHHE AeOUT H KucnopoaHoTo noTpebnenue. IpH XpoHUYHO NPUNOKEHHE, MBPBOHAYAO
MOBHIIIEHATA NEepH(pepHa PE3NCTEHTHOCT HaManaBa. [TOTUCKaHETO Ha aKTUBHOCTTA HA NIA3MEHHS PEHUH,
CE QHCKYTHpa KaTo MEXaHU3bM Ha NEHCTBME, JI€KAll B OCHOBATa HA aHTHXHNECPTECH3UBHHA €(eKT Ha P-
bnokepure.

Upes oOnokagata Ha  cbpaeuHuTe  [(-peuentopu  OW30NpONION  ROTHCKA  OTIOBOPa  KbM
CHMNAaTHKOAJPEHEPrHMHaTa aKTMBHOCT. ToBa nNpeaU3BMKBAa HaMaleHHE HA Cbp/JAEYHATA YecToTd H
KOHTPaKTHJIHWTET W NOPadd TOBA BOAM 10 HaMaJICHHE HA MMOKApAHATa KOHCYMALUMA HA KHCAOPO/, KOETO €
KeNaH ePeKT NPH aHMMHA NEKTOPUC C HAJIHYHA HCXeMHUYHA DONECT HAa ChPLETO.

5.2. PapMAKOKHHETHIHH CBOHCTBA




Abcopbiins

buszonpoaon ce abcopbupa nodrn HanbaHo (>90%) OT racTpo-HHTECTUHANHUA TPAKT U MOPAZH MHOTO
Mankua edekt Ha first pass Ha yepHus apob — npubauzuteno 10%, uma abconwTHa GHOHANUYHOCT OT
okono 90% cinea nepopaiHo NPUTOKEHHE.

PasnpeacneHue
ObembT Ha pasnpenenenue € 3.5 I/kg. Cebp3sanero Ha OM30ONPONON € NNA3MEHUTE MPOTEHHH € OKOJIO
30%.

MeTaboan3bM U €JIMMUHHKPAHE

buzonpoaon ce elMMHHHpA OT OpraHuiMa 4Ype3 ABa E€KBHBAJIEHTHH NbTH HA IKJIHpbHC: 50% ce
TpaHCGOPMHpAT B HEAKTUBHU MeTaboMUTH B 4epHUA Jpod ¢ eKcKpeuus Ha metabofuTHTEe npes
owbpeunte. OctaHanute 50% ce eKCKpETHPAT HenpoMeHEHW npe3 OwOpeunTe. 3aTOBa [0 MPHHLUI
Ouzonponon He H3KCKBa ajanTHpaHe HA J03aTa NOPH NAUMEHTH ¢ udepHoapobHH u ObOpeuHy
(QYHKUMOHANHHY HapyLIEHHA C JieKa 10 yMepeHa TeXeCT.

OO0wmnAT KNMPLHC HA NpoaykTa € npudausurento 15 l/kg.

[InazmeHusT enMMUHALHOHEH noayXHBoT e 10-12 uaca,

[Ipn nmanueHTH ¢ XpoHH4YHa cbpieuHa HepoctaTbyHOCT (III craauii no NYHA) nnasmeHnTe uuBa Ha
OH30MposoN ca Mo-BUCOKK H MEPHOABLT HA NOJTYXKHBOT € YABIDKEH B CpaBHEHHE CbC 3/IpaBH 10OpOBOJILIH.
MakcuManHata ninasMeHa KOHUEHTpauua B cTabunHo ¢bherosiuue € 64 + 21 mg/ml npu aHeBHa no3a ot 10
Mg KU NepHoabT Ha nonypasnaj ¢ 17 £ 5 vaca.

JINHEHHOCT
bu3onponon uMa AMHelna, Bb3pactToBO-HE3aBUCHMA KHHETHKA.

S.3. IIpeankIHHHYHE JaHHHA 32 Oe30macHOCT

[lpeAKNTMHHYHUTE AaHHH He NOKa3BaT ocobDeHa OnMnacHOCT Ha XOpa Bb3 OCHOBA HAa KOHBEHUMOHAHH
MPOy4YBaHHA HAa €AMHMYHA M MHOMOKpaTHa A030Ba TOKCUYHOCT, MEHOTOKCHYHOCT/MYTareéHHOCT MU
KapLMpPOTr€HHOCT.,

Penpoayxiius

B penpoayKTHUBHHTE TOKCHKOJIOMHUHHU H3CNEeABAHUA OM30MPONON HAMA BIHAHHE BbPXY PepTHANHTETA HIH
BbpXy o0LIaTa penpoayKTHUBHA CNOCOOHOCT.

[TonobHo Ha apyrd Oera-Gaokepn, Gu3oNposaoa BLB BUCOKH JN03H BOAH A0 TOKCHMHOCT KAaKTO [1PH
MaliKaTa (HamansBa TPUEMAHETO HAa XPaHa M TENECHO Terno), Taka W Ha emMOpHoHa/moAa (yBenHyaBaHe
ClyyaHuTe Ha pe3opOLMA, HAMaNABaHE TErNoTO Ha MioAa, 3adapsHe Ha (PU3UYECKOTO MY Pa3BHUTHE), HO
HAMA TEPATOreHeH edeKT.

6. OAPMALEBTHYHH JAHHH

6.1. CHHCBLK HA NOMOIIHHTE BeIIeCTBA

Cwovpoicanue na mabaemxama:
MukpokpucTanHa uenynosa PH102;
Kanuues xuaporeddocdar, 6e380/€H;
ITpexenaTHHU3NPaHO LAPEBHYHO HUUIECTE;
[TosngoH K-30;

CunHuMeB AMOKCHA, KONOKW/1eH, 0e3B0aeH;




Marube3ues cTeapar.

DPunimoso noxkpumue Opadry White 02428361
XHAPOKCUHNPONUAMETHILENYNO3a; 2910;
Tutanos auokcun (E171);

Tank.
6.2. HecbLbBMECTHMOCTH
Henpunoxumo.

6.3. Cpok Ha rogHoCT
2 TOAUHH
6.4. CneuranHH YCIOBHS HA CbXPaHeHHE

Ha ce cbxpanasa nox 25°C B opuryHanHara onakoBKa.
Jla ce cbxpaHsBa Ha MACTO HEIOCTBITHO 3a ASLa.

6.5. BHA ¥ CHLALPKAHHE HA ONAKOBKATA
[Mpospauny PVC/PE/PVDC Gauctepu nokpuTH ¢ atyMUHHEBO (onHo.

Eanu Oauctep cvaspxa 10 6pos dbunamupanun tadbnerku
Pasmep Ha onakoskaTta: 30 Opos ¢punamupanu tabnetkn (1 onakoska/ 3 6ancTepa).

6.6. CnensajHy npeana3Hi MEPKH NPH H3XBLPJIAHE
HAaMa crneudanHu “3UCKBAHUA.

Heu3non3saHHAT NPOAYKT HIIH OTNaAbYHUTE MaTEpHaIH OT Hero TpsabBa fa ce U3XBLPIAT B
CbOTBETCTBHE C MECTHHUTE HIUCKBAHHA.

7. ITPUTEXATEJ HA PAZPEHIEHHUETO 3A YIIOTPEBA

HOBEJI ®APMA EOO/]
Oyn. “bbarapua” Nel 09
Codus 1404, bwarapus

8. HOMEP HA PAZPELLIEHHETO 3A YIIOTPEBA

Perncrpauuonen Ne 20210134

9. JAATA HA ITBPBO PAZPELLIABAHE/TIOAJHOBABAHE HA PABPEILIEHUETO 3A
YIIOTPEBA

Harta Ha nbpBO paspeluaBane:; 27.05.2021
10. HATA HA AKTYAJIN3UPAHE HA TEKCTA

08/2026




