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Kapaopursm 10 mg puamupanu tabieTku ! Faspewetiue Nt
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2. KAYECTBEH M KOJIMMECTBEH vt:m:”mnlﬁ’£ R

Beska gpunmupana Tabnerka ceaspxka 10 mg 6usonpononos ¢pymapar (bisoprolol fumarate).

3a MbJIHUA CIMUCHK HAa MOMOILIHUTE BELIIECTBA BUXKTE TOUKa 6.1.
3, JEKAPCTBEHA ©®OPMA

dunMupaxa Tabnerka

KapnopureM 10 mg ¢punmupanu TablieTKH ca OpaHKeBH, KPbIJIM, U3NbKHAIH Ta0JIETKH, C Je/IUTe/IHa
yepra OT eaHara crpaHa. Tabnerkara Moxe na Obae pa3aeneHa Ha 1Be paBHH J103H.

4. K/IMHHUYHHU JAHHH

4.1 TepaneBTHYHH NOKA3aHHUS

e JleyeHHe Ha XHUMEPTOHHUSA

e JleyeHue Ha ucxeMH4Ha 00JIECT HA CHPLETO (aHIMHA NEKTOPHUC)

¢ JleyeHue Ha ctabWiHa, XpOHMYHA Chp/IEYHA HEJOCTATHYHOCT C HAaMaJieHa CUCTOJINYHA
JiIeBOKaMepHa (pyHKLHsA, KaTo AonblIHeHHE KbM ACE HHXMOUTOPH M IMYpETHLIM W/ UIH ChPAEYHH
[JIMKO3UAM (3a AOITBJIHUTEIHA HHPOpMaLIMA, BUXKTE To4Ka 5.1)

4.2 J03HpOBKAa H HAYHH HA NPHJIOKeHHEe

Jo3upoBka
Apmepuanua xunepmonus u ucxeMuyHa borecm Ha cvpyemo (aH2uHa neKmopuc)

B®3pacThu:
3a ABeTe nokasaHus ao03aTta € 5 mg OM30MpoosioB pymapaT BeAHBXK JHEBHO. AKO € He0OX0aUMO, 103aTa

MOXe 11a ce yBear4u Ha 10 mg 6uzonponosioB pyMapar BeJHBXK JHEBHO.
MakcumanHara npenopbuYMTeNnHa 103a € 20 mg BeIHBXK JHEBHO.
Jlo3ara TpsOBa na ce aganTupa MHAMBHYAJTHO, CIIOPE/l YECTOTATa Ha IyJica U TepaneBTUYHHA YCIieX.

Cmabuina, XpoHuYHAa, YMEPEeHa 00 MelCKd CbPOeYHa HeQOCMAamvYHOCMm
KoraTo ce 3anousa sieyeHue ¢ OM30Mpoon, NalMeHTUTe TpAOBa Aa ca crabunusupanm (6€3 nposBH Ha
OCTpa HEAOCTATBYHOCT).

npﬂﬂ{)p'l::‘-lﬂﬂ CC JICKYBALUUAT JICKAp Aa HMAa CBOTBETHHA OIIMT B JICHCHHETO Ha XpPOHH4YHA CbpJACYHA
HENOCTATBbYHOCT.

JleueHneTro Ha cTaOMIIHA, XpOHHYHA CbpPJAEYHA HEAOCTAaTHLYHOCT C OU30MPOJIOS W3MCKBA THTPALMOHHA
¢a3sa:
[Tpenopkunrennara nosa e 1,25 mg BeHBX AHEBHO. B 3aBUCHMOCT OT MHAMBHIyalHaTa MOHOCHMOCT,

Jlo3aTa ce yBeNnu4aBa Ha 2,5 mg, 3,75 mg, 5 mg, 7,5 mg u 10 mg BeAHBXK AHEBHO MPe3 UHTEPBAJI OT KAL
™
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noBeYe ceAMHIIM. AKO YBENH4YeHaTa /1032 He ce MOoHaca Ao0pe, JICUHCHNETO MOXKE Ja MPOXLIIKH C Mo-
HHMCKA J03a.

MaxkcHManHaTa npenopbuyTenHa ao3a ¢ 10 mg O6usonponono ¢pymapar Beanbk AHeBHO. Ilo BpeMe Ha
TUTpalMOHHATa (a3za ce npenopwsuBa NpOCAeNABAHE Ha XXH3IHEHWUTE TMOKA3aTeNH (CHhPACYCH DHTHM,
KPBBHO HAATaHe), KAKTO H 34 [T0OABA HA CHMITTOMH Ha BJIOILABAHE Ha ChpPAEYHATa HEAOCTATHUHOCT.

I[Ipomsna na nevenuemo

AKO MaKCHMAaNHO IMpenophuBaHaTa 1032 HE ce¢ MOoHace Jaobpe, NedeHHEeTO MOXE A3 NPOTbIDKH C
NOCTENneHHO HaMalgBalna ao3a. B ciayyail Ha Npexo/iHO BIOLIABAHE HAa ChPAEYHATA HEAOCTATHYHOCT, HA
XHITOTOHHA WIH OpaJHKapAHA, C€ MPenophYBa MpepasrieKiane Ha J03aTa HA ChITBTCTBAIMOTO NEYECHHE.
Moxe a ce HaOXH BpEMEHHO HaMaJIABaHE Ha A03aTa Ha OU30MpONON HITH ITPeYCTAaHOBABAHE Ha HETOBUA
npueM. Cnex crabuwnuzupane Ha ChCTOSHUETO HA NMAIMEHTa, MOXE J1a C€ IPUCTHNH KbM [TOAHOBABAHE Ha
JIeYE€HHETO ¥/WITH NMOBHIIABAHE 03aTa Ha Hu3onponon.

TIpodwaocumennocm na mepanusma

[To nprHIMN AevYeHHeTo ¢ OU30NPONOI € MPOABIDKHTENHO.

JIedueHueTo ¢ Gusonponon He TpAOBa a ce CIMpa BHE3AIMHO, Thil KaTO TOBa MOXE J1a IOBEAE A0 NMPEXCAHO
BIIOIIABAHE Ha ChCTOAHMETO. Oco0eHO NpH NALMEHTH ¢ HCXeMHUUHa 80ecT Ha ChPLUETO, JICHEHHETO HE
TpAOBa A4 ce NpekpaTABa BHe3armHo. [IpenopsyBa ce NoCTeNeHHO HAMAIABAHE Ha 103aTa.

Hayuenmu ¢ 6v6peyna unu yepHodpobHa HedocmamyyHocm

Apmepuanna xunepmoHua u ucxeMuyHa boaecm Ha copyemo (aH2uHa NEXMopUc)

[Ipn nauMeHTH ¢ JIeKH WIH YMEPEHH HapyllleHHA Ha OnOpevnata wnu depHOoApoOHa (QYHKUMA, MO
NPpUHLMAII HE C€ M3UCKBa aJanTHpaHe Ha fAo3aTta. Ilpy maupeHTH C Texka OBpOpevHa HemoCTaThYHOCT
(KpeaTHHHUHOB KIMPBHC < 20ml/min) U NpH NaLMEHTH ¢ TEKKH HapyLWIEHKA Ha YepHOApoOHaTa QyHKLMA,
ce MpenopryBa JHEBHATA A03a oT 10 mg OM30MpONoNoB (pyMapar Aa He ce HAJABHILABA.

ONHUTHT OT MPWIOKEHHUETO HA OH3OMPONO/ NPH NMALMEHTH Ha OBLOpeyHa Ananm3a ¢ OrpaHHYeH; BBIIPEKH
TOBa HAMA JIOKA3aTENICTBO, Y€ JIO30BUA PEXUM TpIOBa 1a ce MPOMEeHH.

Cmabunna, XpoHuuHa, YMepera 00 medcKd CbpPOeuHa HeGoCMamvyHOCm

Hsama uHpoOpMaliua 3a ¢apMakOKHHETHKAaTa Ha OM3OMpONoa NpH HALMEHTH ¢ XPOHWYHA ChpIevHa
HEAOCTAaThYHOCT U HapyleHa 6p0OpedHa win uepHoaApoOHa dyHkuma. [TopumapaHeTo Ha 703aTa B TE3H
CTyYaH M3HCKBA JIOITBIIHUTEIHO BHUMAaHUE,

HHHHEHPH U 8 cmapUiecka ev3pacm
He ce u3ncksa aJAITTHPAHC HA Jd03aTa.

Ileduampuuna nonyaayus
Jluncea ONUT NpU Aella, 3aroBa HE C€ MNpenopbuBa ynorpedara Ha Ou3onposon npH HNeAUaTPHYHM
MalMeHTH.

Ha4yne Ha NpUIOXKEHHE

KapmoputbM TabneTku na ce npMeMaT CYTPHH, CbC MM Oe3 xpana. Moxe na ce mOTIBINAT ¢ MAIKO
Te4YHOCT, 6¢e3 na ce CABBKBAT.

4.3 IIpoTHBONOKAIAHHNA

bH30NPOION € IPOTHBONOKA3AH NPH MALMEHTH ¢:




-  OCTpa CBHPACYHA HEAOCTATHYHOCT WIH MO BpPeMe HAa €MH30AH Ha JAEKOMIICHCALMA Ha ChpAe4YHa
HEAOCTATHLYHOCT, H3UCKBALIY /. V. HHOTPOMHA Tepalis,
- KapAHOTeHEeH IOK;
- AV 0nok oT BTOpa WU TpeTa cTeneH (6e3 neAcMelKep);
- CHHApOM Ha OOJIHHA CHHYCOB Bb3en;
- CHHOATpHalIeH BJoK;
- CHUMIITOMAaTUYHa OpafHKapaus;
- CHUMHATOMATHYHA XUTIOTOHHA,
- TeXKa OpOHXRaNHa acTMa,
- TeXKa hopMa Ha nepHPepHO APTEPHATHO OKNY3HBHO 3a001ABaHe WIH CHHAPOM Ha Pelino;

- HeJleKyBaH GeOXpOMOLMTOM (BHX T. 4.4);
- MeTabonuTHA alMOo3a.

KapnopdrsM € NPOTHBOIIOKA3aH IMPH MNALMEHTH ChC CBPBXYYBCTBHTENHOCT KbM OH30MpPOION HAM KBM
HAKOE OT MOMOLIHHATE BEILECCTBa, H30poeHH B TOYKa 6.1,

4.4 CnenvanHu npeaynpexaeHns H Npeana3HH MEPKR NpHa ynorpeda

JleueHMeTo Ha cTabHNHA, XpOHMYHA CHPACYHA HEOOCTATRYHOCT ¢ OWsonponon tpabGBa Aa 3amoyHe ChC
CrieliHaNHa TUTPaLHOHHA da3a.

OcBeH ako He € H3pHYHO MOKAa3aHo, JIedeHHeTo ¢ On3onponon He TpabBa na ce NpeyCTaHOBABAa BHE3AIHO,
0cO0€HO NPH MALMEHTH ¢ HCXeMHYHa OONECT Ha ChpPUETO, ThH KaTo TOBa MOXKE Ja AOBeNe A0 NMPEeXonaHo
BMOIIABAHE HA CBPAEUYHOTO 3300naBaHe (BUx T.4.2).

buzonponon Tpabea na ce mpunara ¢ BHHMaHHE MPY MALMEHTH ¢ XUNEPTOHUA WX aHTHHA NIEKTOPHC MPH
CBITBTCTBALLA ChPAEYHA HEAOCTATHYHOCT.

Buzonposon TpaOBa na ce npHiara ¢ BHHMaHHe [1PH:

- 3axapeH AuabeT, noxa3pail roneMyd PayKTyalldy Ha HUBaTa Ha KphBHaTa 3axap. CHMNTOMHTE Ha

XHNOTTHKEMHUA (Hallp. TAXUKapAKA, ChbpLicOHeHe WM M3NOTABAHE) MOXKE /13 C€ MaCKHpAT;
- ¢Tpora aHera;

- Mo BpeMe Ha acceHcHOMmM3npamia repanud. Ilogobuo Ha ocraHanure B-Onokepn, 6Guzonponon
MOX€ Na MOBHINKM KAaKTO YYBCTBHUTEIIHOCTTA KBM &IEPIeHH, TaKa U TEKECTTa Ha aHAQHIAKTHUHUTE
peakiiMi. JleyeHHeTo ¢ eMYHEQPHUH HE BUHAM 1aBa OYAKBAHUA TEPAINeBTHYEH e(eKT;

- AV 010K OT TbpBa CTEIIEH;

- aHrdHa Ha Prinzmetal: Habmonasanu ca cnyuyad Ha KOpOHapeH Ba3ocnassM. Berpekn BHcokaTa cu
OeTal-CeneXTHBHOCT, NPH NMAUNEHTHUTE C aHruHa Ha Prinzmetal, npueMamy 6M30MpoNon, He MOrarT
Ja OBAAT M3KIOMEHH MIPHCTHIIH HA CTEHOKAPAHA,

- nepudepHO apTepuanHo OKIY3HMBHO 3abonamsane. Moxe nma ce HaOmozapa 3acHnIBaHE Ha
OfUTAKBAHUATA, 0COOEHO B HAYANOTO HA TEPAITHATA,

- 0fl111a aHeCcTe3us.

HHHE TC]JHI'IGBTH‘-IEH OIIAT 34 NCHCHHE Ha C‘Bp,[lﬁ‘l}iﬂ HCHOCTATBYHOCT C 6]:[301'1])0]10.11 l'!pH I[MalHEeHTH ChC
ClIeZIHUTe 3a00JIABAHHA HIH CHCTOAHHUA:

- MHCYJIMH-3aBHCHUM 3axapeH aunaber (tun 1);

- TeXKH HapyleHus Ha 0n0peyHara PpyHKIMS;

- TE&XKH HapylUCHNA Ha YepHOAPOOHATA (BYHKIIMA;

- PECTPHMKTHBHA KapAHOMHONATHA; A AR
- BPOJAEHH ChpACYHU 3a009BAHNA; S
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- XeMOAMHAMWYHO 3HAYHMO OPraiuJHO 3abonABaHe Ha ChPACYHHTE KJIANH,
- MHQAPKT Ha MHOKAp/AA TIpe3 MoclIeAHUTE 3 Mecela.

KombrHauuaTa Ha OM30N0ponosn ¢ KalUKeBH aHTArOHHCTH OT IPYTIATa Ha BepanaMi WIH JUIITHA3EM, C
AHTUPHTMUYHH KJTac | 1 aHTUXHIIEPTEH3MBHY JIEKAPCTBEHH CPEJICTBA HE CE NpenophyBa (BIDKTe T. 4.5).

[MauueHTH ¢ IICOPHA3NC NITH aHAMHE3a 32 ncopuasuc Tpiadea ga npuemart B-6iokepu (Hanp. Guzonponon),
CaMo ¢liel BHUMATETHO SanaHCHpaHe Ha MOJIZHTE M PHCKOBETE.

Ha ¢oHa Ha nedyenneto ¢ OH30MposioN, CHMIITOMHTE HA TUPEOTOKCHKO03a MOXe J1a Ce MacKHpar.

[Tpn naumeHTH ¢ PeoxpoMouToM OSHIOMPOIION ce MPHIAra camo ciea anda-peLienropHa 610Kaza.

[Ipy mauMeHTH, MOIONKEHM Ha O0Ia aHECTe3nsd, aHeCTEe3HONOrLT TpAbBa na Omae ymenoMeH 3a [B-
bnokanata. Ako e¢ HeoOXOAMMO IIPEYyCTAaHOBABAHE Ha JieueHHeTo ¢ [-Onokep mpeaM XupypruyHa
onepaius, To TpaOBa [a cTaHe NOCTENEHHO U Ja MPHKTIOYH 48 Yaca npeay aHeCTE3UATA.

Bonpexn ue KapauocenekTHBHHTE (Geral) Oera-Omokepm Morar na MMar mo-cnal edekT BBPXY
benoapobHaTa QYHKIMA OTKOJNKOTO HECeleKTHBHHTE Oera-OnmokepH, KakTo BCHMKH OeTa-0nokepH
H3NOM3BAHETO MM ChIIO TPAOBa Aa ce w3bArsa npM raupeHTM ¢ oOCTPYKTMBHM 3abnsBaHus Ha
AMXATEJHATE ITbTHILUA, OCBEH aKO He CHILECTBYBAT YOCAMTEIHM KIMHWYHH NPHYKHH 3a ynorpebaTta HM.
AKO TakHBa NIPHIHHHU CLIIECTRYBAT, KapAOpHTBEM MOXKe J1a ce M3I0I3Ba ¢ NOBHAIIEHO BHHMaHHE.,

[Ipenopbupa ce eAHOBPCMEHHO MPIIOKEHHE HAa OpoHXoAWNTaTHpalla Tepanmua NpH OpoHXHalHa acTMa
MAH JIpYro XpOHHYHO oOCTPYKTHBHO 3a00J14BaHEe, KOETO MOXE Ja NpHYMHM cHMNTOMH. [loHsakora, mpu
NAlMEHTH ¢ aCTMa MOXKE Ja ce ITOABH NMOBHIICHHE HA PE3UCTCHTHOCTTA Ha JAMXATeNHHTE ITbTHIIA, 3aTOBA
MOXe 1a C€ HAJIOXH YBeIH4YaBaHe /103aTa Ha B2-CTUMYJIAHTHTE.

3a 3anouBaHe H IIPEYCTAHOBABAHE Ha JieueHHe ¢ Ou3omponon e HeobxoauMo penoBHO Habmonenue. 3a
NO3HPOBKA H HAYHH Ha NIPHITOKEHHE, BUXKTE T. 4.2.

4.5. BianMoaeHcTBHE ¢ APYTH JeKAPCTBEHH NPOAYKTH H APYrH (JopMH HA B3aRMoJelcTBHe

KoMOHUHAlIHKM, KOUTO HE C¢ MpernophyBarT;

Kanyuesu anmazonucmu om 2pynama HG 8epanaml U 8 NO-MAIKa CMeEneH Om 2pynama Ha OWIMuazem:
HEraTUBHO BIIMAHHE HAa KOHTPAKTWIHOCTTA ¥ aTPUO-BEHTPHKYJIApHATA NPOBOAHMOCT.

HMHTpaBeHO3HOTO NIPIWIOXKEHHUE HA BEpanaMul MpH NauMeHTH, IeKyBaHH ¢ 3-0nokepH, Moxe Ja jJioBene a0
T€Ka XHITOTOHUA M aTPHOBEHTPHKYJIApeH OJIOK.

Aumixunepmen3ueru 1eKapcmeer Cpeocmea ¢ YeHMpanKHo delicmeue (Hanp. KAOHUOUH, Memuroond,
MOKCOHGOUH, PUIMEHUOUN)'

EaHoBpeMeHHaTa yrioTpeba ¢ aHTMXHIIEPTEH3HBHH JIEKApPCTBEHH CPEACTBA C LIEHTPATHO AeHCTBHE MOXKeE
Ja OOBEE 0 HaMagBaHE HA ChPACYHATA MeCTOTA M KalalMTeT, a OTTaM — [0 Basoawiauus. BHe3anHoTo
NpeyCTaHOBABAHE Ha JICYEHHETO MOXKE 13 YBEAHWYH PHCKA OT ,,pebayHyl XUNepTOHHS*,

Knac I anmuapummuurnu nexapcmsenu npoodykmu (Hanp. QusonupamMuo, TU0oOKauH, peHumoun,
grexaurud, nponagenor): eeKTLT BbPXY BPEMETO HA aTPHO-BEHTPHKYNApHATa MPOBOJUMOCT MOXe A2
ce MTOTEHLHPa H 1A C€ NOBUIIM HETATHBHUA HHOTPONEH €(QeKT.

KoMOMHallHH, KONTO TPAOBa Z1a C& H3NON3BAT ¢ BHUMAHHE
Kanyuesu aumazonucmu om ouxudponupuduroe mun (Hanp. Hugedunur): ExnospeMeHnHara ynotpeba
MOXE Jla YBEJIUYH PUCKA OT XHMNOTOHUA, KAKTO H HE € U3K/IIOYEH M NO-TOMAM PHCK OT JOMTBIHUTENHO

BAOLIABAHE HA BCHTPHUKY/THATA PYHKLMA MPU NALMEHTH CBC ChpAeYHA HEAOCTATHYHOCT.




Knac Il anmuapummuwnu nexapcmeetu npooykmu (Hanp. amuodapor).: epeKTbT BbPXY BpeMETO Ha
aTpHO-BEHTPHKYIapHaTa MPOBOAUMOCT MOX¢E A C¢ MOTEHLIHpa.

Ilapacumnamurxomumemuunu nexapecmeenu npodykmuy. ENHOBpeMeHHATa YIIOTpeba MoXe 1a YBEIHHH
BPECMETO Ha aTPHO-BECHTPUKYIApHATa MPOROANMOCT, KAKTO M pUCKa OT GpaauKapaMA.

B-6noxepu ¢ noxanrHo npunoCerue (Hanp. KANKU 3a oYY 34 leHenue Ha 21ayKomMa) MOTaT 1A 3aCHIIAT
edexTa Ha HH3OMpPOJION.

Hucynun u nepopannu anmuouabemnu nexapcmeaenu npooykmu: 3acijiBaHe edekra Ha HaMalsgBaHe Ha
KpBbBHATa 3axap; ONOKHpaHeTo Ha B-anpeHOpeUcITOPUTE MOXKE 1a MACKHPA CHMITTOMHTE Ha
XHIOTJIHKEMHA.

Anecmemuyu. HaMansasane Ha peduieKTopHaTa TaXMKap/usa U TTOBHLIABAHE HA PUCKA OT XHIIOTOHHMS
(noseye HHpopMaUMA 32 001112 aHecTe3Hsa BUK T. 4.4).

Huzumanucoseu znuxosuou: OCOOEHO IPH YBEIHIAaBaHE HA BPEMETO Ha aTpHO-BEHTPUKYJIapHaTa
MPOBOAMMOCT, C KOETO c¢ 3a0aBs ChbpACYHHA PHTEM.

Hecmepouonu npomusosvsnanumennu cpedocmea (HCTIBC): Moxe na HaMansaT XMNOTOHMYHHUSA edekT Ha
duzonponon.

B-cumnamomumemuyu (nanp. usonperanur, dobymamur): KoMOHHALIHMATA ¢ OHM30NPONIOA MOXKE Jia
HaMaNnH AeHCTBHETO U Ha ABETE CpeacTBha.

Cumnamomumemuyu, axmusupauju kakmo -, maxa u a-aopernopeyenmopu. KOMOMHALINATA C
Ouzonponon Moxe fa AoBeae A0 YBEIWYaBaHe HA KPbBHOTO Hanarane, CMATa ce, ue TakoBa
B3aWMOACHCTBHE ce TOTY4YaBa NMO-CKOPO ¢ HECENIEKTHBHM B-Onokepn.

EnHopeMeHHaTa yroTpeba ¢ aHTHXMNIEPTEH3UBHH JICKAPCTBEHU CPEICTBA, KAKTO M C IPYTH NMPOXYKTH,
KOHTO HMAT NMOTEHLMAN 3a HAMAIMBAHE HAa KPBBHOTO HAAraHe (TPHLMKIHYHHA aHTHICNIPECAHTH,
6apbuTypaTi, PeHOTHA3HHM) MOXKE J1a YBEH PUCKA OT XHNOTOHHA.

KomOuHaLMH, XouTO TpAOBRa fAa c€ OOMUCHAT:
MednoxuH: NOBULIEH PHCK OT OpaaHKapaud.

MAO-unxubumopu (c usxmouenue va MAQO-B unxubumopu). 3aciiieH XMNoTeH3uBeH edekT Ha -
OnokepuTe, HO CHILO TaKa M PHUCK OT XHIIEPTOHHYHA KPH3a.

Pugpamnuyun: BB3MOXKHO € JIEKO HAMAJIABAHE Ha NOMYXHUBOTA Ha OH3oNposion, Nopany HHAYKLUHATA HA
yepHOIPOOHHTE JIekapcTBO-MeTabonuznpamy eH3uMH. OOMKHOBEHO He € HeobXxoauMa IMpoMsaHa B
RO3UPOBKHTE.

Epzomamunosu npouzeodnu: BIoilaBaHe Ha nepupepHUTE IUPKYJIATOPHY HApyINEeHUS.

4.6. DeprTHAHTET, HPEMEHHOCT H KbpPMEHE

bpeMeHHOCT
Busonponon uMa GapMaKkoIOrH4HH AeHCTBHE, KOHTO MOraT fa MpeIH3BUKAT YBPEXIALUH e(eKTH BhpXY

OpeMeHOCTTa WHMIH BbPXy mnoAa/HoBopoaeHoTo. Ilo mpuHuMn, B-agpeHopeuenTOpHUTE GIIOKEpH
HaMaJsBaT IUIAlCHTHATa Nepdys3HA, KOATO MOXE Ja C€ CBBbpXKe Che 3abaBiaHe Ha pacTeka, BBTPEMATOUHA
CMBPT, abopT ¥ npexaeBpeMEHHO paxkaaHe. HexenaHure leKapcTBEHH peaklidH (HAITp. XHIIONTHKEMHS H
OpanvkapAnsa) MOTaT Aa ce MOABAT NpH IUIOAA H HOBOPOJCHOTO. AKO € HeodXoauMo jieyeHHe ¢ [B-
aApeHOPELICTTTOPHH OJIOKEpH, 3a NpeanoyuTaHe ca 1-ceJIeKTUBHH alpeHOPELIENITOPHH OnoKepH.

KapnopuTeM He TpAdBa Oa ¢e W3Noj3Ba Mo BpeMe Ha OpEeMEHHOCT, OCBEH aKO He € W3IpHYHO MOKa3aHo.
AKO nedeHneTo ¢ SM30MpoNIon ce cYMTa 3a HeoOxoaumMo, TpadBa na ce Habmonasa MaTOYHOIUTALEHTHUS
KPBBOTOK H pacTeka Ha mnoaa. B cmyuall Ha yBpexaaluy edexTd BbpXy OpeMeHHOCTTa U noaa, Tpabsa
Aa ce oOMHCIH anTepHaTHBHO JeueHue. Hosopoaenure Tpabea na ce HabmonaBar crpukTHO. CuM
Ha XMINOTJIMKEMHUA H OpaauKkapans, NO NPUHIHN, C& 0YAKBAT Npe3 IbPBHTE TPH AHH. *




KspMmene
HsMa pganHM nanu OM30NpONoN ce eKCKpeTHpa B KbpMaTa, KakTo M 32 Bh3ficHCTBHETO Ha OM3omponon

BBPXY 0cheTa. 3aTOBa KBPMEHETO HE € NMPENoPbYUTENHO 10 BpeMe Ha NMPHIOKEHHETO Ha KapaopHTEM.
4.7. EdeKTH BbpXy cniocobHOCTTA 32 modHpaHe H padoTa ¢ MAIIHHH

[Ipn npoyyRaHe ¢ NAKEHTH ¢ HCXEMHYH2 HOJIECT Ha ChpLIETO OM3ONPONON He BioIaBa cnocobHoOCTTA 32

mwogupane. Brrpeku Toea, Mopajn MHHIMBHAYATHHUTE PA3/IMKU B PEaKLMMTE KbM JICKAPCTBEHHA [TPOAYKT,
cnocoOHOCTTa 32 Wodupane u padora ¢ MaKHY MOXE [a ce BIOIH, ToBa TpAOGBa Ja ce WMa IpeABH,
0co0eHO NMpH 3arovBaHe Ha TEPANUATA H ITPH NIPOMAHA HA NICYEHUETO, KaKTO ¥ NpH ynoTpeda Ha ankoxorn.

4.8. HexensHu JeKapcTBeHNR peaKlUHH
[To-goy ca U3NOM3IBAHH CNEQHUTE ONPEAEIEHHA, KOUTO C€ OTHACAT [0 YeCTOTaTa;

Yectrt (=1/100 no <1/10), Heuectu (>1/1,000 no <1/100) Peaxu (>1/10,000 no <1/1,000), ¢ HewsBecTHa
yecTOTa (OT HUIMYHUTE IaHHYU HE MOXKE J1a Oblle HAaNpaBeHa OLIEHKa)

HacneraHHA:
Penxy: yBenuieHu TPHIMTHMLIEPHIM, YBETHYCHH CTOHHOCTH Ha YepHOAPOoOHHTE eH3uMu (ALAT, ASAT).

HapylueHus Ha ChpASYHATA ACHHOCT:

MHoro dyecTH: Spaaukapaus

YecTH: BIOLIABAHE HA CHINECTRYBALA ChPASUHA HEAOCTATBUHOCT
Heuecty: HapylieHHs Ha AV-MPOoBOAUMOCTTA.

MHoro peaxu: 605xa B repanTe

HapyieHHs Ha HEPBHATA CHCTEMa:
YecTH: 3aMaiiBane*, rnasobonue*

Penxu: mpumagbiiy.

SPHUTE/IHH HAPYIICHHA:
Penxu: HamaneHo ceisoreyeHue (TpaOBa Ja ce UMa NPeaBU NpH NALMEHTH, H3TTON3BANIH JIELIH).

MHoro PCAKH. KOHKOHKTHBHT.

Hapymenus Ha JabUpHHTa HA BETPEIIHOTO YXO M HAa CIyXa:

Penxu: orcnabBane Ha ciyxa.

JlUXaTenHH, IPbAHA B MEANACTHHANTHN HADYUICHMUS:
HeuecTH: OpoHXOCna3pM MpH NMaLMEHTH ¢ OpOHXHANHA aCTMa WK aHaMHe3a 3a 00CTPYKTHBO 3abonAesane

Ha DUXATEHUTE IThTHILA.
Peaxu: anepruvyeH puHMT.

CToMallIHO-YPEBHH HADYIIICHHUA:
Yecrn: raaeHe, NoBphIaHe, ANAPHUA, KOHCTHIIALUAL

HapyuieHus Ha K0XaTa U NOAKOKHUTE ThKaHU:
Penky: peakuuy Ha CBPBEXYYBCTBHTE/IHOCT KaTo NIPYPUTYC, 3aUepBABaHe, 0OpHB

Mmoro peaxy: B-610xkepure Morar fia MPOBOKHPAT WIH BIOILAT NMCOPHA3ZHC WIK a HHAYLIHPAT
ncopHazHc-noaoHeH oOpuB, anomneuu.




HapyiieHus Ha ONOPHO-ABUTATE/IHUA anapaT U ChbEAHHHUTETHATA ThKAaH:
Heuectn: MyckynHa cnabocT, MyCKYJTHH CIIa3MH.

CpO0BH HapYHICHHS !
YecTH: yceluane 3a CTYD WIH M3TPBIIBAHE HA KpallHuImMTE, XHNOTOHHA (0CO0EHO NPH NaLMEHTH CBC

ChPAEYHA HEAOCTATLYHOCT);
Heuecru: oprocraTHYHa XMIIOTOHHA.

O6um HapYLUIECHHA:
YecTH: yMopa *, acTeHn.

HapviieHus Ha YepHO HaTa M XKIbYHA :
Peaxu; XenaTur.,

HapynieHus Ha penpoJyKTHBHATA CUCTEMA H FhpPAUTE:
Peaxu: epekTinHa auchyHKImA.

[TcuxuaTpyUyHU HapYIIEHUA:
HeuecTH: HapylIeHHA Ha CHHA, ASIPeCHS.

Penku: KOLIMapH, XalnrIlnHalliA.

* Tean cUMITTOMM ce NPOABABAT 0COOEHO B Ha4aNOTO Ha neveHHeTo. OOHKHOBEHO ca IEKH W 9eCTO
HU3YE3BAT B PAMKHUTE Ha 1-2 ceaMHIN.

Crobiiasane Ha MONO3HPAHU HEXKEIIAHH PEAKLIUY
Crobmasasero Ha MOJO3UPAHH HEXENNaHH peaKlMH Cliell pa3peliaBaHe 3a ynoTpefa Ha jiekapCTBeHHA

NPOXYKT € BaKHO. ToBa NO3BONABA Aa MPOAL/IKH HAOMIOAEHHETO KA CHOTHOIMEHUETO MON3a/PHCK 32
NIEKapCTBEHHA NPOAYKT. OT MEAMIIMHCKUTE CNECLMATHCTH C€ U3MCKBA Ja cbofmiaBaT BCAKA NMOA03HpaHa

HeXXeJlaHa peakuysa AHPEKTHO Ypes:

HanbnHuTenRa areHuus no nexapersara (MAJl):
yn. ,.Jkamas ['pyes* Ne 8

rp. Cogua 1303,

Ten. +359 2 8903417

en. noma: bda@bda.bg

yebcanT: www.bda.bg

4.9. IIpemoiupaHe

CumToMH

[Tpy npeno3upane (Hanp. AHeBHa Ao03a oT 15 mg BMecTo 7,5 mg) ca HabmonaBaHH Tpera cTerneH AV-
bnox, 6panukapaua u 3aMaiiBane.

Hail-yecTure npH3Haly, O4YaKBaHH IIpH npeno3upaHe ¢ [B-Onokepu ca Opagvkapaus, XHMNOTOHMSA,
OpoHXxocnasbM, OCTpa ChpAEYHa HEROCTATBYHOCT H XHUMOrNHMkeMus. Jlocera ca choOIIEHH HAKONKO
cIyvyas Ha mpeao3dpaHe ¢ Ouszonposion (makcumyMm 2000 mg) npM nauueHTH ¢ XHNEPTOHHA WHIH
ChPIACYHO-CHAO0BO 3200/1ABAHE; BCHYKH ITALIMEHTH €A C€ Bh3CTAHOBWIM,

Hma oOmmMpHa MHTEpUHAWBUAYATHA BapHaOMIIHOCT B YYBCTBHTEIHOCTTA KBM €IMHHYHA BHCOKA 1032
OH30MPONON H MaLUHEHTH CBC ChPACYHA HEJOCTATHYHOCT BEPOATHO Ca MHOFO TYBCTBHUTENIHU. 3aTOBA IIPH

T€3H MALMEHTH JIEUCHHETO 3aABLKHTENHO TpAGBa Aa 3aMoyHe ¢ NMOCTENEHHO YBEIHYaBaHe Ha J03
CBITIACHO CXEMaTa, MocoYeHa B T. 4.2. - #%x




JleyeHue

[To npHHIMI, akO HACTBIIM Mpeao3upaHe, TepanuaTa ¢ Ousonponon TpadBa aa ce crpe H Aa ce NMpoBee
CIIOMAraTeNHO U CHMITTOMATHYHO JICUCHHE.

OrpasnyeHH JaHHM NPEATIONarar, 4¢ OU30nponon ce OTCTpaHABa TPYAHO Ype3 AHAIH3a.

basupaltki ce Ha o4akBaHWTEe (papMaxkoJIOTHMHH NEHCTBHSA U TIPETIOPBKH 3a JApyruTe [-6nokepu, TpaoBa
[a ce UMAaT MpeaBM] CICAHHTE O0IMHA MEPKH, KOraTo TOBa € KITHHHYHO 000CHOBAHO.

bpaduxapous: VHTPaBEHO3HO IMPUNOXKEHHE HA ATPONMHMH. AKO OTTOBOPBT € HEaJIeKBaTEH, MOXe
Npeana3mueo Aa ce Jane HM3ONpPEeHaNUH WIH APYTo CPeACTBO ¢ NMOIUTHBHH XPOHOTPONHHU CBoficTBa. Ilpn
HAKOH 0OCTOATENCTBA MOXKE A € HEOOX0AHMO TPAaHCBEHO3HO BHBEKAAHE HA NeficMeHKbP.

Xunomen3sua: NPWIOKEHNE HA HHTPABCHOIHH TEYHOCTH H Ba30MpecopH. MHTpaBeHO3€H TMHOKAroH MOXe
Ja € OT nonsa.

AV-bnox (emopa u mpema cmenen). TIAUHEHTHTE TpabBa Ja OBAAT BHHMATENIHO MOHUTOPHPAHH M
NEKYBAaHH € U3OTIPCHANHUH WHPY3HS WK BbBEKIAHE HA TPAHCBEHO3€H ChpACYEH NeiHcMeKDp.

Ocmpo anowiasane Ha covpOeyHama HedocmamvyHocm:. i.v, NPUWIOKCHHE HA NUYPETHIH, HHOTPOIITHH
CPeACTBa, Ba3OANNATHPAIIM CPEACTBA.

Bpouxocnaszem: HazHauaBat ce OpOHXOAWIATOPHA TEPAITHA KaTO H3OMPEHATHH, [2-CUMIIATHKOMHMETHIIH
W/HAITH aMUHODHITHH.

Xunozauxemus. IRTpaBeHO3HO NPUA0XKEHUE HA IIIOKO34A.

5. ®APMAKOJOIMYHH CBOHCTBA

5.1 PapMaKoHHAMHYHH CBOHCTBA

QapMakoTepaneBTUYHA rpyna: cenekruseH -6nokep, ATC xon: CO7 ABO7

MexaHH3BM Ha JICHCTBHE

Buzonpoinon fl-cenekTUBEeH appeHOpeUenTopeH GNokupall areHT, JHIUEH OT BHTPELIHA CTHMYAMpalla
CHMITAaTUKOMMMETHYHA aKTHBHOCT H Oe3 choTBeTHA cTabmwimanparia MeMOpaHHa akTUBHOCT. [IpoayKThT
HMa MHOTO ¢N1ab aQUHHUTET KbM [2-pelienTopHTe Ha IMIAZKHTE MYCKYJIM Ha OpOHXHTE H ChOBETE, KAKTO H
B2-peuenTopuTe, CBLP3aHH ¢ MeTabONUTHATA perynauusa. 3aToBa, 110 MPHHLMI, He ce oYakBa Gusonpomnon
12 BIIMAE HA JUXATETHATA PEIUCTEHTHOCT M f2-MeaAuHpaHuTEe METa0OIUTHH edeKTH.

B1-cenexTUBMOCTTa Ha OM30NPOJION € H3BBH TEPANEBTHYHNTE K030BHU MPAHMIIM.

0610 2647 nauxeHTH ca BKmodeHH B npoyyuBaHero CIBIS 11, 83% (n=2202) 6unm ot xnac 11l Ha NYHA,
a 17% (n=445) — ot knac IV na NYHA. Te ca umanu crabuiHa, CHMOTOMaTHYHA, CHCTOJNHA ChpAcYHa
HEAOCTAaThYHOCT (Ppakiumsa Ha u3TnackpaHe < 35% Ha 6a3za exokapauorpadmus). OblaTa CMEPTHOCT €
6una HaManeHa ot 17,3% go 11,8% (orHocuTenHo HamaneHwe oT 34%). OTuereHO € HaMaleHHE Ha
BHe3anHaTa CMBpPTHOCT (3,6 % cnpamo 6,3 %, oTHOcHTENHO HaManeHHe 44%) u HamaneH Opoit Ha
CIy4Yaure ChC CBPACYHA HENOCTATBYHOCT, M3UCKBAIH xocruranmauns (12 % cpemy 17,6%,
OTHOCHTE/IHO Hamanenue 36%). HabmonaBaHo € W 3HAYHTENHO noaobpenne Ha QYHKUHOHATHHA CTaTyC
cnopen knacudpuxauumara Ha NYHA. B Hayanoro Ha TepanuaTa H MO BpEME Ha THTPHpaHETO Ha
Ouzomponon ca OTYETEHM CAyYad Ha XOCTHTANM3alMsA, fnopaaM nosea Ha Opagukapama (0,53 %),
xunorensua (0,23%) n ocrpa aexomnencaiua (4,97%), HO Te He Ca MO-YECTH, OTKOJKOTO B I




rpynarta (0%, 0,3% u 6,74%). bpoAaT Ha ¢patanHuTe U HHBANHAH3NPAILM HHLUMAECHTH MO BpEMe Ha IAIOTO
n3cneasaHe ca 20 B rpymnara ¢ 6uzonponon 1 15 B ranedo rpynara.,

B xnummyHoTo mpoyueane CIBIS 111 ca nscneapanu 1010 nammenra Ha Bb3pacT >65 roaMuy, ¢ jeka Ao
yMepeHa XpoHH4IHa chpAcyHa HegocTaThuHOCT (CHEF; Il unu Il NYHA) u naBa BeRTpukynapHa ¢pakuus
Ha u3TacksaHe < 35%, xoutro He ca OunM nexysaHn mnpead ¢ ACE-unxuburopn, B-Gnoxepy u
AHI'HOTEH3UH peuenTopHd Onokepu. HMscnensaHeTo cpaBHABa Oe3omacHOCTTa M e(eKTHBHOCTTA Ha
ThPBOHAYANIHA LIECTMECeTHa MOHOTepanua ¢ 6usonponon (taprerHa aoza 10 mg BeaHmK AHEBHO), KM
xosaTo ce npudasa ACE-nHxnbuTop eHananpui (TapreTHa ao3a 10 mg BeAHBX AHEBHO) B NPOABIKEHHE
Ha ole 6 Jo 24 Meceua, ¢ MPOTHBONONOXKHATA MOCJIEA0BATENHOCT HA IMHPBOHAYANTHOTO JleueHre. Beaka
rpyna ce cbCToM oT 505 nauuenTa.

JlBeTe cTpaTeruy ca CnsAno CpaBHEHH, KaKTo MO OTHOLISHHE Ha koMOuHMpaHaTa obmia kpaiina uen (obia
CMBPTHOCT WIH XOCTIHTANHU3ALMA ), Taka H MO OTHOLICHHE HA BCEKH OT TE3H KOMIIOHEHTH 110 oTAeNHO, OT
NeKyBaHUTE NAlKeHTH oblnaTa kpaiiia uen € nocrarsara npu 178 naumenra (35,2%) ot rpynara,
NieKyBaHa nbpBo ¢ 6usonpornorn, cpeury 186 nanueHTa (36,8%) oT rpunara, NEKyBaHa ITbPBO ¢
eHanarnpmia, KOeTo Mokassa, 4e JICHSHHUETO 3aMI0MHAI0 ¢ OH30MPOIION € CPABHHMO TI0 €(peKTHBHOCT C
JICYEHHUETO, 3aII0YHAN0 ¢ eHananpwi. I IpH MePBOHAYAIOHO JIEYEHNE ¢ OU3ONPONON ca NOoYMHAMM 65
NalueHTa Cpelly 73, NeKyBaHH ITEPBO ¢ eHANANpPHI (MeXIyTpynopa paznnka p=0,44) u 151 cpenry 157
xocnuranuiupany nauuenTa (p=0,66). bposaT Ha cepro3HH U 0DIIH HeXKeaHH NeKaPCTBEHH PeakIluy €
noaobeH 3a ABere rpynu. AHaNU3bT Ha JAaHHUTE 3a ITBPBATa roJAHHa MOKa3Ba HE3HAYNTENNHA TeHACHIHA
KBbM HaMaJIgBaHe Ha o0laTa CMBPTHOCT HA rpynara, JIEKyBaHa ITspBo ¢ 6usomnponon, ¢ 31% B cpaBHEHHE
C Ta3M, JeKyBaHa ITbpPRO ¢ eHananpuil. CTaTHCTHYECKH 3HAYMMOTO HaMaJlsBaHe Ha PHUCKa OT BHE3AIHA
CMBPT ¢ 46% (p=0,049) npes nbpsaTa roanHa, rMaBHO AONPHHACA 32 N0-A00paTa NPeXHUBIEMOCT Ha
rpynara, JIeKyBaHa ImspBo ¢ 6usonponon. Peaynratire nokassar, 4e nopaay cXoJHaTa 6€30macHOCT U
e(pUKACHOCT, TICHEHHETO Ha XPOHUYHA ChPACYHA HEAOCTATHYHOCT MOXKE JIa 3alo4yHe WIH ¢ OH30Mponon,
HWIH ¢ eHalanpil. BH30OMpPoJI0a ChILO TAKA C€ NMPUNAra 3a IeUeHUE Ha XUTIEPTOHHUA H CTEHOKAPAHA.

buzonponon HAMa U3pa3seH HEraTUBEH KHOTPOIEH edeKT.

Bbu3onponosn ROCTHra MakCHUMaTHHUA CH AHTHXHIIEPTCH3HBECH €(eKT 3-4 4aca ciea nepopalieH TNMpPHEM.
EnuMHHAaLHOHHNAT MYy NOJYXHMBOT B IUIa3Mara oT 10-12 yaca ocurypasa Ha Ousonponon 24-uacora
e(PEKTHBHOCT, CIIEl €IHOA030B AHEBEH ITPHUEM.

MakCHMaTHHAT XUNEPTCHIUBEH eeKT Ha OM3OMPONOI 110 NPHHLMN C€ JJOCTHIa cnel 2 CeAMHILIH.
MHTEH3UBHOTO NMPHUNOKEHHE MPH MALHEHTH ¢ KopoHapHa fonect Ha cpplero 6e3 XpoHHYHA ChLpAeYHa
HENOCTaTBEYHOCT, OH30Nposion HaMalfBa CHPACYHATA 4YeCTOoTa H YJapHHA obeM W Nno TaksB Ha4yuH
MOHHXXaBa CHPACYHMA ASOUT H KHCIOPOAHOTO noTpedneHue. Ilpn XpoHMYHO NIPAIOKEHUE, TBPBOHAYAIIO
NOBUIICHATA NepHdEpHA PE3UCTEHTHOCT HaManaBa. Mex gy Apyrute, MOTHCKAHETO Ha aKTHBHOCTTa Ha
[NIa3MEHUs PEHHH, C€¢ JUCKYTHpa KaTro MeEXaHuW3bM Ha JelicTBHe, JieXall B OCHOBaTa Ha
AHTUXMUIIEPTECH3UBHUA e(eKT Ha B-Onokepure.

Upes ©Onokagata Ha ChpAcuHHTE [B-peuenrropy  GH3ONPONON  NOTHCKA OTTOBOPAa  KBM
CHMIIATUKOAZ|PEHEPrYYHATa AKTHMBHOCT. TOBa NpPEOM3BHKBA HaManeHHE Ha ChLPAEYHATA Yecrora H
KOHTPpaKTWIMTET U NOpaju TOBA BOOM A0 HAMANIEHNE HAa MUOKapAHATa KOHCYMALIMA Ha KUCIOPOH, KOETO €
)KeJlaH epeKT IpY aHrMHA TIEKTOPHC ¢ HATHYHA HCXEMHYHA OoJIecT Ha CHPIIETO.

5.2. QOapMaKOKHHETHYHH CBOICTBA

Abcopbuus
Buzonponon ce abcopbupa nouru HambaHo (>90%) OT racTPOMHTECTHMHANHHA TPAKT M NMOpagy MHOTO
Mankua edekT Ha first pass Ha vepHus apob — npudnuzuteno 10%, uma abcomoTHa GHOHAMHYHOCT OT

okono 90% cnea nepopanHO NPUIOKEHKE.




Pasnpenenenye
O6eMsT Ha pasmpeaenenue e 3.5 I/kg. Cabp3raneTo Ha Ou3ONpONON ¢ NAasMEHHTE MPOTEHHHU € OKOJIo

30%.

MeTtaboau3sM H ETHMUHUPAHE
buzonponon ce eIMMHHHpPa OT OpraHM3Ma 4pe3 JABa CKBHBAJICHTHH ITBhTA Ha KIHPBHC: 50% ce

TpaHCGOPMHMpPAaT B HEaKTHBHM MerabonuTH B uepHHA Apod ¢ exckpelMsa Ha MetabonutHre npes
O0B06peuuTe. OcraHanuTe 50% ce EKCKpETHpaT HENpoMeHeHH npe3 GulpeumTe. 3aToBa MO NMPHHHMMN
OM30MpoONON HE H3WCKBAa AaJallTHpaHe Ha J[03aTa IPH MAaUMEeHTH ¢ uepHOAPoOHH W O6BOpeuHn
(YHKLIMOHATHH HapYLICHHA C JIeKa 10 YMEPEHa TEXKECT.

OOIMAT KIHPHHC HA MPOoayKTa ¢ npubauzurento 15 kg,

[InazMeHUST eNHMHHALIHOHEH NOTYXHUBOT € 10-12 yaca.

[Ipu maumeHTH ¢ XpoHM4YHa ckpacvHa HepocrarbuHocT (III cramuit mo NYHA) nnasMeHHTe HHBa Ha
OH30MpPOION Ca MTO-BUCOKH H MEPHOABT Ha IMOY)XKUBOT € YABIDKEH B CPAaBHEHHE CBC 3ApaBH A0OPOBOIIIM.
MaxkcuManHaTa niasMeHa KOHLUEHTpauns B cTabHiiHo cheTosHME € 64 + 21 mg/ml nmpu aHeBHa no3a ot 10
mg U NEPHOALT Ha nostypasna € 17 £ 5 yaca.

JIMHEHHOCT
bu3onponon UMa JIRHEHHA, B3pacTOBO-HE3aBUCHMA KHHETHKA.

53. IlpeaknHHHYHH AaHHHK 33 Oe3onacHOCT

[peAKIMHHYHATE JaHHH HE TOKa3BaT oco0€Ha OMAacHOCT Ha Xopa Bb3 OCHOBA Ha KOHBEHLMOHANHM
NpOyYBaHHA HA €AWHHYHA W MHOIOKpaTHA [030Ba TOKCHYHOCT, TE€HOTOKCHYHOCT/MYTAreHHOCT HITH
KapLHPOTreHHOCT.

Penpoaykuus
B penpoAyKTHBHITE TOKCHKOJIOTHMHH H3CICABAHAA OU3O0IPONION HAMA BIIMAHHE BbPXY QEPTHIUTETA HIH

BBPXY 00LaTa penpoayKTHBHA CITOCODHOCT.

[Tonpobno Ha apyrm Oera-OnokepH, OH30NPONTON BBB BHCOKH [J03M BOAH A0 TOKCHYHOCT KaKTO TIPH
MaHKkara (HaMansaBa [TPHEMAHETO Ha XpaHa H TENIECHO TEro), Taka ¥ Ha eMOpHOHA/TUTOAA (YBeNHYaBaHe
CnydauTe Ha pesopbuus, HaMaNsBaHe TErNOTO HAa MNoAa, 3abaBiHe Ha (PUINYECKOTO MY Pa3sBHTHE), HO
HJMa TEPATOr¢HEH ¢(eKT.

6. PAPMAUEBTHYHH JAHHH
6.1. CnucbK HA NTOMOIIHHTE BEIeCTBA

Cwovpacanue na mabremxama:
Muxkpokpucransa uenynosza PH102;
Kanuuer xuaporeHdocdar, 6e3sojacH;
IIpexenaTH3MpaHo LHaPpeBHYHO HHILIECTE;
[ToBuaoH K-30;

CWIHLMEB JHOKCHI, KONOHIEH, 6e3BoleH;
Marsesues creapar.

Durmoso noxpumue Sheffcoat Orange:
XHAPOKCHITPONTWIMETHILENY 1034,
Turanos quokeun (E171);




Tank;
Xwar xeneszen okcua (E172).

6.2. HecHLBMeCTHMOCTH

HenpunoxuMo.

6.3. Cpox Ha roaHocrt

3 rOJIHHY

6.4. CnenHajHH YCJIOBHA HA ChXPAHEHHE

Ha ce cpxpaHaBa noa 25°C B opHruHanHaTa ONnakoBKa.
Ha ce cbXxpaHsABa HA MACTO HEAOCTBHITHO 32 Jcla.

6.5. BraHcLARPpXKAHHE HA ONIAKOBKATA
Tpospaunn PVC/PE/PVDC 6nucrep NOKpHUTH ¢ ATyMHHHEBO (OIHO,

EnuH 6auctep cbhabpxka 10 6pos punMupanu Tabnerku
Pa3zMep Ha onakoBkara: 30 6pos ¢dwiMupanu tabnerku (1 onakoska/ 3 6mucrepa).

6.6. CreuHalHM MpeANAIHH MEPKH NPH HIXBLPAAHE
HsMa cnenuanHi H3MCKBAHUA.

Hen3non3paduuAT NPOIYKT WIN OTNIAbYHUTE MaTEPHATTH OT HEro TpabBa fa ce U3XBBPIIAT B
CBOTBETCTBHE ¢ MECTHHUTE U3HCKBAHHUA.

7. MMPHTEXATEJ HA PAZPEIIEHMETO 3A YIIOTPEBA

HOBEJ ®APMA EOO/]
6yn.”brarapua” Nel(9
Codua 1404, briarapus

8. HOMEP HA PASPEHIEHHETO 3A YIIOTPEBA
PerucrpauuoneH Ne 20210091

9. JATA HA ITPPBO PAZPEHNIABAHE/TMIOJHOBABAHE HA PAZPEHNIEHHETO 3A
YIIOTPEBA

Jara Ha mepBo paspeinaBane: 14.04.2021
JlaTa Ha nocneaHo NMoaHOBABAHE:

10. JATA HA AKTYAJIN3ZUPAHE HA TEKCTA

08/2025




