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1. UME HA TEKAPCTBEHMHWSA ITPOAYKT | i)

Kapaopursm 10 mg puamupanu TadjieTku
Kardoritm 10 mg film-coated tablets

Z, KAYECTBEH U KOJTHHECTBEH CbhCTAB
Besika ¢punmupana tadsietka ceabpka 10 mg 6usonpononos ¢gymapar (bisoprolol fumarate).

3a MBJIHAA CITUCHK HAa NMOMOILIHWTE BEIIIECTBA BUKTE TOoUKa 6.1.
J. JEKAPCTBEHA ®OPMA

duimupana Tadbnerka

KapanoputsMm 10 mg punmupanHu tabneTku ca opaH:KeBHU, KPBIJIH, U3ITbKHAIK TAa0JIETKH, C A€JIMTE/IHA
yepTa OT egHaTa cTpaHa. TabneTkaTa Moxke 1a Obe pa3/ie/ieHa Ha JIBE paBHH J103H.

4. KJJUHUYHU IAHHHA

4.1 TepaneBTHYHH NOKa3aHHU

e JledyeHue Ha XUINIEPTOHUSA

e JleyeHue Ha UCXeMHUYHA O0JIECT HA CLPLIETO (AHIMHA NEKTOPUC)

e Jleyenue Ha cTabuiiHA, XpPOHUYHA ChpIEYHA HEJOCTATBYHOCT C HaMaJieHa CUCTOJTHYHA
JIeBOKaMepHa yHKUMA, KaTo JombiaHeHNne KbM ACE HHXUOMTOPH M ANYPETHLIM W/ WITH ChpPICYHU
FJTUKO3MIM (3a JOITBJTHUTEIHA UH(POpMALIUA, BUKTE TOYKaA J.1)

4.2 J03upoBKa H HAYHH HA NMPHJIOKEHHE

o3npoBka

Apmepuaina Xxunepmonus u ucxemuyna bonrecm Ha cepyemo (aHeuHa NeKmMopuc)

Bw3pacTHu:

3a aBere rnokasaHus Jo3arta € 5 mg OM30mposioJioB hyMapaT BeHbXK JTHEBHO. AKO € He0OX0IMUMO, J103aTa
MOKe 1a ce yBennyM Ha 10 mg OusonpononioB (pymapaT BeJHBK JIHEBHO.

Makcumannara npenopbunTesiHa go3a € 20 mg BeAHbX JIHEBHO.

Jlo3ara TpsAOBa 11a ce ajanTupa MHAMBHUIYAITHO, CIIOPE YECTOTaTa Ha IMyJica U TepaneBTUYHMS yCheX.

Cmabwina, XxpoHudHa, ymepeHa 00 meicka cbpoeyHa HeOOCmamvbyHocm
Korato ce 3aroysa JjieueHHe ¢ OM30MpoIIol, MauueHTuTe TpsdBa ja ca crabwimsupanm (06e3 nposiBu Ha
OCTpa HEJIOCTATBYHOCT).

HPEHGPLHBH CC JICKYBALUMUAT JICKAp Ja MMa CHOTBETHHA OIMUT B JIEUHCHHUETO Ha XPOHHWYHA CHhpJCYHA
HCOOCTATBYHOCT.

Jleuennero Ha craOMJIHA, XpOHMYHA CbpAECYHA HEIOCTATBYHOCT ¢ OM30NMPOJION M3UCKBA THUTpPALlMOHHA
¢a3a:

[IpenopbuunTenHara go3a € 1,25 mg BeAHBXK AHEBHO. B 3aBUCMMOCT OT MHAMBHAyA/IHATA NMOHOCHMOCT,
J03aTa ce ysBejanuasa Ha 2,5 mg, 3,75 mg, S mg, 7,5 mg n 10 mg BeIHbX THEBHO Npe3 MHTE 2 WiIn




noBeye ceaMHuLM. AKO YBCIIHYCHATa 103a HE CC MOHACH B,Dﬁpﬂ, JICHCHHUECTO MOXC Ha Npoab/lKn € 1No-
HHUCKA RO3a.

MakcuManHaTa npenopsuTenHa no3a € 10 mg Onszonpononios pymapar BeaHbk OHEBHO. [lo Bpeme Ha
TUTPANOHHATA (pa3a Ce TMpPEenopbYBa NMPOCICAABAHE HAa XU3IHEHUTE MOKa3aTeN (CHPACYEH PHTHM,
KphBHO HANATAHE), KAKTO M 3a MOsABa HA CHMITTOMH HA BIIOIIARAHE HA ChPIEYHATA HEJOCTAaThYHOCT,

lIpomana na nevernuemo

AKO MaKCHMalHO TpenopbuBaHaTa Jo03a He ce¢ ToHacd nodpe, ACYCHMETO MOXKE Ja TPOIABL/IXKHA C
NOCTENEHHO HaMangBallla 103a. B cnyyad Ha npexoqHo BIOWABAHE Ha CbPAECYHATA HENOCTATHLYHOCT, Ha
XUNOTOHHA WK Opaguxapausa, ce NpenopbyBa NpepasriexaaHe Ha 403ara Ha ChIbTCTBALWIOTO JISYEHHE.
Moxe na ce Hanon BpeMEHHO HaMalIABaHe Ha 403aTa Ha OM30MposioN WK NpeyCTaHOBABAaHE HA HErOBUA
npueM. Cneq ctabnnH3vpaHe Ha ChCTOAHHETO HA MALHEHTa, MOXKE A C€ MPHCTBLIY KbM MOJHOBABAHE Ha
NeYeHNETO W/ UM TTOBHIIABAHE A03aTa Ha OW30MpONon.

[Ipodvnoicumennocm Ha mepanuama

[To mpuHUMN fAeYeHNETO ¢ ON3OIPONON ¢ MPOABILKHTENHO.

JleueHneTo ¢ OM30MMposI0 He TPAOBA Aa ce CIIMpa BHE3AITHO, ThH KaTO TOBA MOXKE a JoBede A0 MPEXOIHO
BIOLIABAHE Ha ChCTOAHHETO. OcobeHO NPU NaUMeHTH C NCXeMHUYHa 0onecT Ha ChpLETo, NNEYEHUETO HE
TpAOBa N1a c¢ NpekpaTaBa BHe3anHo. [ [penoprusa ce MOCTENECHHO HAaMANABAHE Ha to3aTa.

Hayuenmu ¢ bvbpeuna uau 4epHOOPOOHA HeQOCMAMBYHOCH

Apmepuanna xunepmonus ¥ ucxeMuyHa bosecm Ha Copyemo (aH2uHa NEKMOPUC)

[Ippn mauueHTH ¢ NEKU WK YMEPCHM HapyLIEHWs Ha ObOpeuHata WM 4epHOApPOOHA (QYHKUHMHA, 1O
NPUHLMI HE ce HM3MCKBa ajanThpaHe Ha Ao3aTta. [Ipy naumeHTH ¢ Texka ObOpeyHa HEOOCTaTBYHOCT
(KpeaTHHMHOB KINPBHC < 20ml/min)} ¥ Npy NaLMEHTH C TEXKU HapYLICHHA Ha YyepHOoOpoOHaTa yHKLMA,
ce nMpenopbisa AHEBHATa 003a oT 10 mg Ouzonposonos gyMapar 1a He Ce HAIBHILIABA.

OnUTHET OT NMPHIOXKEHHETO Ha GH30MposIoN MpH NAUKMEHTH Ha OB0peuHa Inaniv3a € OrpaHWuCH; BBIPEKH
TOBa HAMA J10Ka3aTeNCTBO, e JO30BUA PEXUM TpAOBa Ia ce MPOMEHH.

Cmabuwina, XpoHUYHAa, yMepesa 00 Mexicka CbpoeuHa HedoCmamuvyHoCn

Hsma vH@oOpMaLMs 3a ¢apMakKOKHHECTHKaTa Ha OM30Nponon npH MauMeHTH ¢ XPOHWYHA ChbplAc4yHa
HeJOCTaTbYHOCT N HapylieHa 6bOpevyHa unu vepHoapoOna ¢yHKunA. [ToByuuIaBaHeTo Ha 103aTa B TE3H
Clly4yaM H3MCKBa JOMBIIHUTENHO BHHMAHHE.

Hayuenmu ¢ cmapuecka gv3pacm
He ce u3KMCKBa aganTapaHe Ha [03aTa.

[leduampuuna nonynayus
Jluncea onUT NpHM Oeua, 3aToBa He ce MpenopbuBa ynoTpebata Ha OH0Mponon nMpu NegHaTPpUIHH
MALMEHTH.

HauuH Ha TNPHITOXKCHHNC

KEPHDDHTBM TabeTkn na ce MpHCMAaT CYTPHH, CbC HIH De3 XpPdHa. MoXe Ja ce Mmorasllar ¢ Manko
TEYHOCT, 6e3 1a ce COLBKBAT.

4.3 IipoTneonoKazaHHusa

bu3onposion € NPOTUBOTIOKA3aH MPH TIALWEHTH C:




- OCTpa CbpACYHA HEAOCTATLUHOCT WNH IO BPEME Ha €MH30H Ha IJEeKOMMEHcaLMd Ha ChplAc4yHa
HEAOCTAaTbYHOCT, M3NCKBALUM {. V. HHOTPOIHA TEpallus,
- KapJANOIreHEH MOoK;
- AV On0K OT BTOpa UK TpeTa cTeneH (0e3 nedcMelknLp);
- CHHIpPOM Ha DOTHMX CHUHYCOB BB3€EN;
- CHHoaTpuaneH Ook;
- CHAMITTOMaTH4Ha OpamuKapaus,
- CHUMITTOMaTHYHA XUTIOTOHUA,;
- TexKa OpOHXHAHA acTMa;
- TexKa (popma Ha nepudepHO apTepHATHO OKITY3WBHO 3a00naBaHe WK cuHApoM Ha PeiiHo;
- HENEKyBaH geoxpoMouuToM (BHK T. 4.4);
- MeTabonuTHa auM03a.

KapoopuTeM € NPOTHBOTOKa3aH MPH NMAaUWEHTH CbC CBPBXYWYBCTBHUTEIIHOCT KBM OH30MPONON HITH KBM
HAKOE OT MOMOIIHHWTE BEIECTBA, H30poeHH B Touka 6.1.

4.4 CrniennajHn npeaynpexXIeHHs W NPeaAna3ii MEPKH NPH ynoTpeda

JleueHneTo Ha cTabnnHa, XpPOHWYHA ChPACYHA HEAOCTATBYHOCT ¢ OH3enponon TPAOGBA A 3aNO4YHE ChC
creuyanHa THTpaUMOHHa da3a.

(OCBEH aKo HE € U3IPHYHO MOoKa3aHo, JIe9CHUeTo ¢ OU30MpOIIo He TpaOBa Ja Ce NpeyCTAHOBABA BHE3AIHO,
0CODEHO MIPH MAUUEHTH ¢ UCXEeMUUHA DOJIECT Ha CBHPLETO, THil KaTo TOBa MOXKCE Ja JOBeAE A0 NMPEeX0AHO
BIIOIIABAHE HA CBHPAEYHOTO 3a00nABaHe (BHX T.4.2).

busonponoa Tpadea Aa ce npunara ¢ BHAIMaHUe MpU NALNEHTH ¢ XHUIICPTOHUA WIN aHTWHA NIEKTOPHC TPH
CBITHETCTBALLA CHPAECYHA HEJOCTATBYHOCT.

bBursonponon Tpadbsa na ce npuiiara ¢ BHUMaHUeE TpH:

- 3axapcH ﬂ,HﬂﬁET, IMMOKa3Ball rojicMH cbnylcryaunn Ha HHBATa HAa KPBBHATA 3axap. CUMMITOMHTE Ha

XUNOINUKeMHsl (HAIp. TaXUKapans, CcbpledbneHe WM UIMOTABAHE) MOXE 1A C& MACKHpAT; Oera
OjiokepuTe MOrat AOIMBJIHMTE/IHO [a IOBHLUAT PHCKA OT TEKKA XHIOTMKEMHA, KOraro ce
N3MOM3BaT €AHOBPEMEHHO CBbC cyndoHUnypeHn npousBonHn. [fanuenture ¢ nuaber TpsadBa na
OBAAaT NOCLBETBAHH AA NPOCIeAABAaT BHUMATENIHO HUBATA HA KPbBHATA IMIOK03a (BXK. TOUKa 4.5).

- CTpOra JWeTa;

- 0 BpeMe Ha AeceHcHownnanpaula tepanud. [lomodHo Ha ocraHammre B-OnokepH, Owzonponon
MOXeE [1a MMOBHLIU KaKTO YYBCTBHTEIHOCTTA KBM AJICPTEHN, TaKa M TEKECTTa Ha aHA(DWIaKTHYHHTE
peakuun. JlesenueTto ¢ enHHePpAH He BUHArM JaBa O4aKBAHUA TeparneBTHHEEH eekT,;

- AV BIToK OT ITbpBa CTEMNEH;

- aHruHa Ha Prinzmetal: Habntonasany ca ciyyad Ha KOpOHapeH Ba3zocnaibM. Bhnpeku BUCOKATa CH
beral-cenekTMBHOCT, NpY MAUMEHTUTE ¢ aHrMHA Ha Prinzmetal, npuemauny 0n3onposnon, He Morar
Aa ObAaT U3KNIOYEHH NPUCTBIIH HA CTEHOKAPIHA,

- nepudepHO aprepnanHo OKIYy3MBHO 3abonsBaHe. Moke na ce HadmopaBa 3acunBaHe Ha
OINAaKBaHUATA, 0CODEHO B HAYAJIOTO Ha TEparvATa;

- 001112 aHECTE3NA.

Hsama TCPANCBTUYCH OITHT 3a JICYCHHE Ha CHpICYHA HECNOCTATBYHOCT C GHSDHPDHDH NMPH TIALHNCHTH CBC
CIICAHHTC 3ab0nsBaHUA WIH ChCTOAHHA:

- UHCYNIUH-3aBIUCUM 3axapeH auabet (tun [);




- Te’KKHM HapylleHns Ha On0peuHaTa pyHKuus;

- TeXKKH HapyilIeHns Ha depHoapoOHaTa PyHKLMA,

- peCTPUKTUBHA KapAUOMUOIIATHA,

- BpOJEHH ChpIe4HH 3a00ABaHNs;

- XeMOJHHAMMWYHO 3HAYUMO OPraHU4YHO 3a00NsABaHe Ha ChPASYHHATE KITany;
- UH(apKT HA MUOKap/a Mpe3 NocIeHuTe 3 Mecela.

KoMOuHalMaTa Ha BM30NMpONon ¢ KaNLMEeBH aHTarOHUCTH OT I'PyMaTa Ha BEparaMull WK AWITHA3EM, C
AHTHPUTMHYHHU KJ1ac | H aHTUXHTIEPTEH3UBHM JIEKAPCTBEHW CPECTBA HE Ce MPETNOpPBhYBa (BIXTE T. 4.5).

[TauHeHTH Cc NCOpHA3NC WK aHaMHE3a 3a [ICopUa3nc Tpadea aa npuemat P-bnokepu (Hanp. Onsonponon),
caMo cjieql BHMMarenHo DanaHcupaHe Ha NON3NTE U PUCKOBETE.

Ha doHa Ha JTedeHNeTO ¢ OH3ONPONIoN, CHMITTOMUTE Ha THPEOTOKCHKO3a MOXKE J1a C€ MAackHpar.,

[Tpu nauueHTH © heoxpoMoLMTOM OHOTIPONION ce Mpuara caMo ciiell anda-peUenTopHa dioxana.

Mpu nauMeHTH, MOANOXKEHH Ha 00Ilja AHECTE3WA, AHECTE3WONOrLT TpAGBa Na O6bae ysenoMeH 3a f-
biokamata. AKO € HeoOXOOWMO TIpeyCTaHOBABAHE Ha JedeHWeTo ¢ [3-Onokep mnpean XWpyprudHa
ornepaumsd, To TpsbBa na CTaHE MOCTENECHHO ¥ [a NPHKTIOUH 48 yaca npean aHeCTEINATA.

Buwnpexu ue kapnvocenekTHBHMTe (Oetal) Oera-Onokepu Morar na umat mno-cnab edekt BLPXY
GenoapobHata (YHKLUMA OTKONKOTO HeceleKTHBHUTE Oerta-OnokepH, XakTo BcUuku Oera-6roxepw
M3MOI3BAHETO MM Cblio TpsaOBa Ia ce u30ArBa npv nauueHTH ¢ OOCTpykTMBHHM 3abnaBaHUs Ha
NHWXAaTEJHHTE MbTHILA, OCBEH KO HE ChILECTBYBAT YOSAHTENHH KJIMHHYHA NPUUYKMHH 33 YROoTpeDaTa UM.
AKO TakWBa NMPUYWHH ChIIECTBYBAT, KapIOpUTEM MOXE a Ce N3M0JI3Ba ¢ TIOBUUIEHO BHUMAHMCE,

[TpenopvyBa c€ €HOBPEMEHHO MPHIOKEHHE Ha OpoHXoNWIaTHpalla Tepalus npu OpoHXHalHa acTMma
WM APYTO XPOHUYHO OOCTPYKTHBHO 3a00NsABaHE, KOETO MOXKeE Ja NpUYHHH cuMiToMu. TloHskora, ripy
MALMEHTH C aCTMa MOXe Ja c€ MOABH MOBUIICHWE HA PEIUCTCHTHOCTTA HA QWXATENHHUTE IMBTHLLA, 3aTOBA
MOXE JIa C& HAJTOKN YBEIHJaBaHe 103aTa Ha f2-CTUMYNAHTHTE.

3a 3amo4YBaHe W MPEYCTAHOBABAHE HA NeYeHHe ¢ bn3onposion € HeobXoauMo pefoBHO HabmojeHne. 3a
JO3UPOBKa N HA4YWH Ha NPUIIOKEHHE, BUKTE T. 4.2.

4.5. B3iauMoaeHCTBHE ¢ IPYTH JEKAPCTBEHH NMPOAYKTH H APYIrH GOpMH HA B3aHMOIEHCTBHE

KomOuHalMK, KOUTO He CE NMPENopbYBAaT:

Kanyueeu anmazonucmu om epynama Ha 8epanamMil U 8 NO-MAIKa Cmenes om cpynama Ha OWnmudasem.
HEraTUBHO BJIMAHHE HA KOHTPAKTWIHOCTTA W aTPHO-BEHTPUKYIapHaTa NpOBOIHMOCT.

MHTpaBeHO3HOTO NPUIOXKEHHE HA BEpanaMWI NP NALMEHTH, NEKyBaHu ¢ B-Onokepn, MoxXe Aa JOBENE [0
TeXKa XUNOTOHUA ¥ aTPHOBEHTPHUKYJIapeH ON0K.

Anmuxunepmer3usHu 1eKapcmeeHu cpeocmea ¢ YeHmpaiHo Oeticmeue (Hanp. KIOHUOUH, Memwidona,
MOKCOHOOUH, DILTMEHUOUH):

EnHoBpeMeHHaTa yniotpeda ¢ aHTUXHATICPTCH3IUBHH JIEKAPCTBEHN CPEACTBA C LISHTPATHO AEHCTBHE MOXeE
Aa J0Bede 10 HaMaNnsBaHe Ha ChbplcyHATa YECTOTA M KalMaUuWuTeT, a OTTaM — 10 Ba3zodmwianma. BuesamHoto
MpPeyCTAHOBABAHE HA JICYCHUETO MOXKE JIa YBEIIMYH PHUCKA OT ,,pebayH XHNIEPTOHHUA" .

Knac I anmuapummuunu nexapcmaenu npooykmu (Hanp. QU3onupamMud, TUOOKAUH, DeHUMOUH,
grexaunud, nponagernon): eQGEKTHT BbPXY BPEMETO Ha aTPHO-BEHTPHUKYJapHaTa MpOBOIMMOCT MOXeE /1a

CE€ INMOTCHUMPpA H [1d CC NOBHHIH HCTATHBHHUA HHOTPOTICH ECI)EKT.

KDMGHH&HHH, KOHTO TEHﬁBﬂ Od CC H3IMNOI3B4AT € BHHMAHHC




Kaayueeu anmazonucmu om ouxudponupuounos mun (Hanp. Hugeounus): ExnoBpeMeHHara ynotpeda
MOJKE J1a YBEJTHYM PACKA OT XHIOTOHHA, KAKTO M HE € M3K/TIOHEH W NO-rO/IAM PHCK OT JONBJIRUTENHO
BJIOIIABAHE HA BEHTPHUKYJIHATA PYHKUMA NIPH NALUMEHTH CbC ChpAeUHA HEAOCTATbYHOCT.

Knac IIT anmuapummusru aexapcmeesu npodykmu (Hanp. amuodapon): ePeKTsT BbpPXY BPEMETO Ha
aTpPHO-BEHTPUKYJIapHaTa NMPOBOJNMOCT MOXE a Ce MOTEHUHPa.

[Tapacumnamuxomumemuynu rexapcmeenu npodykmu: EqHoBpeMeHHaTa ynotpeda MoKe 0a YBEIWUYH
BPEMETO Ha aTPHO-BEHTPUKYIIapHAaTa NMPOBOAMMOCT, KAKTO U pHCKa OT Opaguxapaus.

B-6noxepu ¢ 10KATHO NPUNOICEHUE (HAND. KANKU 34 OYY 3A NeHEHUE HA 21AayKoMa) MOraT 1a 3acCHIIAT
edekTa Ha OUzonMponon.

Hucynun u nepopannu aimuduabemuu rexapcmeeHy npodyxkmu; 3acinBaHe epeKTa Ha HamajisiBaHe Ha
KpBbBHATA 3axap; CITLTCTBAIMOTO MPWIOKEHNE HA BeTa ON1OKEpH Che CyNPOHUNTYpEHHH NPOU3BOAHU
MOXE Ja MOBUILK PUCKA OT TEXKA XHIOTIWKEMHUA; OITOKUPAHETO HA B-aipeHOPELEITTOPUTE MOXKE Aa
MacKHpa CUMIITOMHTE Ha XHTIOTTNKeM#NS (BXK. Touka 4.4).

Anecmemuyu. HamanssaHe Ha peduieKTOpHAaTa TaXUKApANA U IOBHLIABAHE HA PUCKA OT XUITOTOHUA
(noBeue HHGOpMaLIHA 33 001a aHECTE3NS BUK T. 4.4).

Huzumanucoeu 2nuxo3udu:. OcobeHo NpH yBenHYaBaHE Ha BPEMETO Ha aTPHO-BEHTPHKYJiapHAaTa
MPOBOAAMOCT, C KOETO ce 3a0aBf ChbpACYHHUA PUTHM.

Hecmepouornu npomusoswvananumennu cpedcmaa (HCIIBC): Moxe na HamanaT XUNOTOHRYHHUSA e(PeKT Ha
Gusonponon.

B-cumnamomumemuyu (Hanp. usonpenaiut, dobymamu): KOMOWHALMATA ¢ OU30MPOIION MOXKE a
HaMalTH JeACTBHETO U Ha IBeTe CPEeacTBa.

CumnamomuMemuyu, akmusupayu Kkakmo f-, maxa u a-aopeHopeyenmopu: KOMOWHaLUATA C
OH30MIPOSIONT MOKE Ja JOBEOES A0 YBETWYABAHE HA KPBBHOTO HaArane. CMsATa ce, 4ye TakoBa
B3aMMOEHCTBHE CE 10/1y4aRa IN0-CKOPO C HECENICKTUBHU B-ONnoKepH.

EnxoBpemeHHaTa ynoTpeda ¢ aHTHXUNCPTEH3NBHY JICKAPCTBEHU CPEACTBA, KAKTO W ¢ APYTIH NPOAYKTH,
KOWTO MMAT MOTEHUMAN 33 HAMAJIABAHE HAa KPBbBHOTO HANAraHe (TpHUMKITUYHM AaHTUACTIPECAHTH,
OapOuTypaTH, JFCHOTHA3NHK ) MOXKE [a YBEJIN PUCKE OT XUITOTOHKA.

KomOuHalui, KouTo Tpabea aa ce obmucnar:
MednokuH: MOBHIIEH PUCK OT OpaJuKapIns.

MAQO-unxubumopu (c uzxcnovernue na MAO-B unxubumopu). 3aCHileH XUNMOTEH3UBEH edekT Ha -
ONOKepHUTE, HO ChIUO Taka W PUCK OT XHUIIEPTOHUYHA KpH3a.

Pugpamnuyun: Bb3MOKHO € JIEKO HaMaNiaBaHe Ha NMOJY>KHBOTA Ha 6M30NpoNIoNn, Nopaad HHAYKUNATA Ha
YepHOAPOOHUTE NeKapcTBO-MeTaboTM3InpaIlny ¢H3IUMH. OOHKHOBEHO HE € HeoOX0AUMa NPOMAHA B
OO3NPOBKUTE.

Epzomamunosu npouszeo0Hy: BIOLUIABAHE HA NEPU(PEPHUATE IUPKYNaTOPHH HapylUIeHH,
4.6. DepTHINTET, OpeMeHHOCT B KbpMeHe

bpemMeHHOCT

buzonponon nma ¢apMakonorduHH AeiicTBHE, KONTO MOraT Ja Npeav3BUKAT YBPEKIALIH eeKTH BBPXY
OpeMeHOCTTa W/HWIM BbpPXY [MNOAA/HOBOpOAcHOTO. [lo npuvumn, B-aapeHopeuentopuute Onoxepu
HAMAalABaT INalleHTHaTa nepgy3us, KOATO MOXKeE 4a C€ CBLPXKE ChbC 3abaBAHe Ha pacTexa, BbTpeMaTQyHa
CMBPT, abopT M npexaeBpeMeHHo paxkaaHe. HexenaHnTe nekapcTseHu peakUpu (Harmp. XHDAPTHEOMIRA B

apeHOPELIETIITOpHH ONoKepH, 3a NpeAnoynTaHe ca [} 1-ceNnekTHBHU aapeHopelenTopHy OAOKeN

Opagykapanda) MoraT Aa ce TMOABAT IIPH IUI0OAa W HOBODOJAEHOTO. AKO € Henﬁxunnm \f. v %
s 2 |




KapnopuTbM He TpsabBa fa ce M3MoN3Ba No BpeMe Ha OPEeMEHHOCT, OCBEH aKo He € W3PHUHO MMOKa3aHO.
AKO NICYEHHETO ¢ OM30NPONoN ce cunTa 3a HeobxoauMo, TpabBa na ce HabnaaBa MAaTOYHOIUIALIEHTHWS
KpBBOTOK H pacTexa Ha roaa. B cnydvail Ha yspexxaaum edexty Bbpxy OpeMeHHocTTa M nnoja, Tpadea
na ce oOMNCan anTepHaTHBHO neueHue. HoBopoaeHuTe Tpabea jga ce Habmonaear CTpHKTHO. CMMITOMHU
Ha XUTTOTJTUKEMHUSA W OpadrKapaus, 10 NPHHIKIL, ce OYaKBaT NMpe3 MbPBHUTE TPH AHH.

KbpMeHe
HsaMa zaHHW Jand OU3ONpOJION ce eKCKpPEeTHpa B KbpMATa, KakTO M 33 BB3AEHCTBHETO HAa OM30MpOITON

BbpXy Oebera. 3aToBa KBPMEHETO HE € NMPENOPBUNATEITHO TI0 BPpEME Ha MPUIIOXKEHNETO Ha KapaopuTeM.
4.7. EdexTH BBpPXY cIocoOHOCTTA 33 IIoPpHPaHe H paboTa ¢ MAIINHA

IlpH npoyyBaHe ¢ NaUMeHTH ¢ UCXEMHYHA OOJIECT HA ChPLIETO ODM30MPOI0 HE BAOLIABA CNOcOOHOCTTA 33
wogypase. Bunpeky Toga, Nopagn HHIMBUAYANHUTE pa3fIiKH B PeakLIMUTE KbM JIEKAPCTBEHUA NPOLYKT,
CTIOCOOHOCTTA 32 IogHrpaHe W paboTa ¢ MAlWIMHK MOXe Oa ce Biolry. Tosa TpaOBa Oa ce nMa npensum,
0CODEHO NMpH 3aMOYBaHE HA TEPAIuATa K NMpH MMPOMAHA Ha JIEYEHHWETO, KaKTo M NPH yrioTpeba Ha ajIkoXol.

4.8. HexkellaHH NeKapCTBEHH PeaKIHA
[To-mony ca w3nona3BaHu CIEAHUTE OTIPEACNEHN, KOUTO €€ OTHACAT OO YECTOTAaTa!

Yectu (>1/100 no <1/10), Heuectn (>1/1,000 no <1/100) Peaxwu (>1/10,000 oo <1/1,000), ¢ HeH3BeCcTHA
yecToTa (OT HATMYHHTE aHHU He MOoXe Aa Onle HanpaBeHa oleHKa)

HNacnenBaHus:
Penky: yBEMUECHU TPUIITHLIEPUIH, YBEIHUYEHH CTORHOCTH HA uepHoapobHute ensuMn (ALAT, ASAT).

HapyliieHust Ha ¢bprie9HaTa JeiHOCT:

MHoro uecTH: Opagnkapavs

YecTH: BIOLIABAHE HA CHIUIECTBYBALUA ChPACUHZ HEAOCTATHYHOCT
HeuecTH: HapylieHUa Ha A V-NIPpOBOOHMOCTTA.

MHoro peaku: 601ka B repauTe

Hapyluienus Ha HEPBHATA CUCTEMA!
Hectu: 3aMaiiBane™, rnasobonuc*
Penxy: mpyunagbLM.

3PUTENTHU HADYLUICHHUA:
Penku: naManeHo cunzoTeueHue (TpadBa Ja ce iMa RpeaBUA, NPH NallMEHTH, H3M0M3BALLH JEeLH).
MHOro peaky: KOHIOHKTHBHT.

Hapyiuenus Ha n1abUpUHTa Ha BHTPEIIHOTO YXO M Ha clyXa:
Penku: oTcnabeane Ha cityxa.

Juxatenuy, rpbAHH ¥ METHACTUHAITHH HApYUIEHHUS:

HeuyecTh: OpoHxocnasbM npy nauyeHTy ¢ OpOHXHATHA acTMa WITH aHAMHe3a 3a 00CTpYKTHRO 3a0onsaBaHe
Ha INXATEHUTE ITLTHLIA.

Penku: anepruueH piHMT.




CToMALUHO-YPEBHKY HAPYINCHHA:
YecTH: raJicHe, NOBPLIUIAHE, THAPHA, KOHCTHNALIKA.

HapyiieHus Ha KoXaTa U MOAKOXHWTE ThbKaHMU:

Penku: peakdH Ha CBPBbXYYBCTBUTEITHOCT KATO NPYPHTYC, 3aUuepBaBaHe, oOpuB

MHoro peaxn: B-6nokepure MoraT a IPOBOKUPAT WNK BIOIIAT NCOPHAZUC HITH A WHIAYUMpAT
ncopuasnc-nogodeH oOpuRB, aOIMeL .

HapyiueHns Ha OTIOpHO-ABUTATEIHUA anapaT ¥ CheAUHUTETHATA ThKaH:
HeudecTu: MyckyJiHa crabocT, MyCKY/THH CITa3MH.,

CbOo0BY HApYHICHHA:

UecTu: ycelaHre 3a cTyll WIM U3TPLIABaHE HA KpaHHULMUTE, XUNOTOHKMA {0CODEHO NMPHN MALMEHTH ChC
CbpOCYHA HEAOCTATBYHOCT);

Heuectu: oprocTaTHyHA XUIIOTOHMA.

OO HAPYILIEHHUSA:
Yectn: ymopa *, acTeHus.

HapyieHus Ha 4epHoapoOHaTa W #ThYHA D YHKLINA:
Penku: XxenaTur.

HapyliieHns Ha penponyKTUBHATA CHCTEMA U FbPANTE:
Penku: epekTHNHA ANCHYHKLIWA.

ITcuxnarpiYyHy HApyLUEHHA:
HedecTH: HapyLUeHus Ha CbHA, IeNpeECHA.

Penk#: KolIMapH, XamoOIUWHALMA,

* Tean cUMNTTOMH ce NpOABRABAT 0COOEHO B HAYANIOTO Ha NedeHHeTo. OOHKHOBEHO ca JIEKH M 4eCTo
H34e3BaT B paMKHUTE Ha 1-2 ceaqMuny.

CroOliaBaHe Ha NOJI03MPaHK HEXKEJIAHH PEaKLIMK

CrobiasaHeTo Ha MONO3UPAHK HEXEJIAHN peaKilMi ClIe] paspeluaBaHe 3a ynoTpeOa Ha neKapCcTBeHHUS
NPOAYKT € BaXHO. ToBa MM03B0/ABA 1a NPOABLAXN HADMOACHNETO HA CHOTHOMWIEHHETO TIONI3a/PHUCK 34
neKapcTBeHRA NPoAYKT. OT MEAUUMHCKUTE CNELUMATHCTH C€ U3UCKBA A3 ChOOILIABaT BCAKA NOJAC3HPAHA

HEXe/laHa peakUUa IHPEKTHO Ype3:

ManmbaHuTenHa areHuud no nekapereata (MAJT):
yn. ,,JdamsH ['pyes™ Ne 8

rp. Cogmus 1303,

Ten. +359 2 8903417

en. nowa: bda@bda.bg

yeocaitT: www bda.bp

4.9, [Ipenoinpane

CuMOTOMH
[Tpn nmpenosupane (Harp. AHEBHa Ao3a oT 15 mg BMecto 7,5 mg) ca HabmromaBaHM TpeT
bnok, OpanWkapaous U 3aMaiteane.




Hait-yectuTe npviHayy, OYAKBAHMU Mpd MNpeno3upaHe ¢ P-0noxkepr ca OpanMkKapaMsa, XHINOTOHHA,
OpoHxocnasbM, OCTpa CbPACYHA HEAOCTATBYHOCT M XHMoriaukeMusa. [ocera ca cbhoOLEHM HAKOIKO
cny4as Ha npeno3upane ¢ Ouzonposon (Makcumym 2000 mg) npu nauneHTH ¢ XHNEPTOHUS W/ HIH
ChpIAeHHO-CbA0BO 3a00NnsaBaHe; BCHYKH NALMEHTH Ca C€ Bb3CTAHOBWIH.

HUma obwnpHa UHTEpUHIWBHAYaNHA BapHaOMIHOCT B YYBCTBHTCJHOCTTA KbM CIMHHYHA BUCOKA 03a
OH30NPONON U NMaUKEeHTH CBhC CHPACYHA HENOCTATEYHOCT BEPOATHO Ca MHOTO YYBCTBHUTETHH. 3aTOBA NpH
TEe3W MALMEHTH JICYEHUETO 3aTBJLKUTENHO TpaOBa Ia 3anoyHe ¢ NOCTETNEHHO YBEITMYABAHE Ha J03aTa,
CBIJIACHO CXEMarTa, rocoueHa B T. 4.2.

JleyeHue

[To mpuHLMI, aKO HACTHLIIA NpENO3Upane, Tepanuara ¢ Ouzonponon Tpsadsa ga ce ¢npe 4 1a ce NpoBee
CTIOMAraTe;THO U CHMITTOMATHYHO NIEYEHHE.

OrpaHnyeHH JaHHU NPEanonarar, 4¢ OU3onponon ce OTCTpaHaBa TPYIIHO YpE3 AUANH3a.

Bbazupaiiky ce Ha ouakBaHWTe (papMaKONOrNUHHK OSHCTBUA U MpPENOpPbKHU 3a Apyrure B-0Onokepu, Tpadea
Ia CC MMAT MPEABUL CNEAHUTE 00N MEPKH, KOTATO TOBA € KITMHUYHO 000CHOBAHO.

bpaduxapous. VIHTPaBEHO3HO TIPHUIOKEHHE HA AaTPONWH. AKO OTFOBOPBT € HEANEKBaTeH, MOXKe
FIpeIa3MIuBo a ¢e Jallc W3IONPECHAIWH WIH [IpYro CPeACTBO ¢ NMOIUTUBHE XPOHOTPONTHU CBOUCTRA. 1lpn
HAKOU 0OCTOATENCTBA MOXKE Ja € HEOOXO0IHMO TPAaHCBEHO3HO BHEBEXKAHE Ha NEHCMENKLP.

Xunomen3ua. NPpHAOKCHHEC Ha UHTPAaBCHO3HHN TCHHOCTH H Ba30IIpECOPH. HHTPHBEHDSEH FMHOKAroH MOKcC
Aa € OT ITon3a.

AV-6rox (emopa u mpema cmenew). nNauMeHTUTE TpaOBa nNa ObAAT BHUMATCNHO MOHUTOPUPAHH H
NEeKYBAHM C U3OTIPEHANTHH WH(QY3US WM BBBEXIAHE Ha TPAHCBEHO3eH ChpAeyeH neicMelkbp.

Ocmpo erowiagane Ha cvpoeyHama HedocmambyHOCM:. 1.v. TIPWIOKEHHUE Ha AWYPETHLH, HHOTPOITHH
CpeACTBa, BAa30AHIaTHpallM CpeaCTBA.

Bpounxocnaszem: HazHauasar ce OpoHxoaunaTopHa Tepanus KaTo HionpeHanuH, 32-CHMNAaTHKOMHAMETHLIH
W/ W aMHUHOGUITHH,

Xunoznuxemus. IHTpaBEeHO3HO NPUIIOKEHHAC HA TNOKO3A.
5. ®APMAKOJOTHYHH CBOHCTBA

3.1 @apMakoaIHHAMHWYHH CBONCTEA
(dapMakoTepaneBTHYHA rpyna; cenektureH B-Onokep, ATC xon: C07 ABQ7

MexaHH3bEM Ha AekcTBHE

buzonponon Pl-cefekTHBeH aIpeHOpEUESNTOPSH ONOKHpalll arcHT, JUIICH OT BhTPEUIHA CTUMYJIHpalia
CUMMNAaTHKOMHMETHYHA akTUBHOCT U 6€3 ¢CHLOTBETHA cTabuau3Mpalla MemOpaHHa akTHBHOCT. [TpoayKTHT
HMa MHOrO €120 apUHHTET KbM [32-peUcTTOpHTE Ha IMIAJKHTE MYCKYJIH Ha OPOHXHWTE W CbAOBETE, KAKTO M
B2-peuenTopuTe, CBBP3aHU ¢ MeTabonuTHATA peryialud. 3aToBa, o NPUHLIMI, He ¢ OYaKBa Gusonposnon
[a BIIMSIC HA RUXATEHATA PEIUCTEHTHOCT M [2-MeAUHUpaHUTE MeTabONUTHH eeKTH.

B1-cenexTMBMOCTTA Ha OM30NPOINION € H3BbH TEPaNeBTHYHHTE J030BH MPaHHIIH.

O6uo 2647 naupeHTH ca skmoyeHd B npoyusaHeTo CIBIS I1. 83% (n=2202) 6unu ot knac I na NYHA
a 17% (n=445) — ot knac IV va NYHA. Te ca umann crabunHa, CHMITTOMAaTHUYHA, CUCTOITMFCARICNE 970
HedoCTaThYHOCT ((dpakuns Ha wiTnacksaHe < 35% na basa exokapouorpadus). Obuiar y *

& .




Ouna HamaneHa oT 17,3% no 11,8% (orHocutrenHo HamancHue ot 34%). OTyeTeHO € HaMajlleHHe Ha
BHE3anHara cMBpPTHOCT (3,6 % cnopsamo 6,3 %, oTHocuTenHo HaManeHwe 44%) M HamaneH Opolt Ha
CAYYAHUTE CbC CbpOE4YHA HEAOCTATBUYHOCT, H3HCKBALUK Xxocnutanuzauuda (12 % cpeury 17,6%,
OTHOCHTENHO HamaneHue 36%). HabmonasaHo e U 3HaAYHTENMHO noAobpeHHe Ha GPYHKUMOHATIHUA CTATYC
ciopea knacnpuxauusta Ha NYHA. B Hauanoto Ha TepamusTa ¥ TIO BpeMe Ha THTPHPAHETO Ha
OW3zonpornon ca OTYETEHW CNyYaW Ha XOCTHTATW3IAUMA, Mopajd nosea Ha Opagwkapmus (0,53 %),
xunotewsna (0,23%) n ocTpa nexomnencauus (4,97%), Ho Te He ca MO-4eCTH, OTKOJIKOTO B TUIaLebo
rpynara (0%, 0,3% u 6,74%). bpoaT Ha ¢aTATHUTE ¥ HHBATHAHIHPALLY UHUUIEHTH 110 BPEME HA LSJIOTO
micnenBaHe ca 20 B rpynara ¢ 6wzonponon 1 15 B rnane6o rpynara.

B kinnuunoro npoyusade CIBIS Il ca uiscnenasanyn 1010 naupedTa Ha Bb3pacT >65 roauHH, ¢ n1€ka no
yMepeHa XpoHH4Ha cbpaeUuHa HenocTatbuHoCT (CHE; Il wnn 11 NYHA) n naBa seHTpHUKkynapHa gpakuus
Ha wu3tnackeade < 35%, kouro He ca Ounu nexyBanu nipean ¢ ACE-wnaxuburopm, P-Onokepu u
AHTHOTEH3UH peucenTopHr Onokepu. HMacneapaHeTo cpaBHsABa OelonacHocTTa M e(eKTHBHOCTTA Ha
IThPBOHAYAIIHA LIECTMECEeYHa MOHOoTeparusa ¢ Ousonponon (tapretHa go3a 10 mg BeQHBX AHEBHO), KbM
koaTo ce npubaes ACE-uHxubuTop edananpun (tapretHa no3a 10 mg BeaHs) JHEBHO) B NPOABIKEHHUE
Ha oule 6 10 24 Meceua, ¢ MPOTHBOIONCXKHATA MOCNIE0BATETHOCT Ha ITHPBOHAYANTHOTO JieueHHe. Beaka
rpymna ce ¢sctou oT 505 nmauuenTa.

JIBeTe CTpaTeruy ca CnsAno CpaBHEHK, KAKTO MO OTHOLIEHUE HA xoMOVHMpaHara odia xpanHa uen (odina
CMBPTHOCT WIH XOCNNTaNW3aUNs), Taka U Mo OTHOLUCHNUE HA BCEKW OT TE€3U KOMIMOHREHTH 1o oTaenHo. Ot
NeKyBaHUTE naLudeHTH odLuaTa KkpaiiHa uen € nocturyara npu 178 naumenra (35,2%) ot rpynara,
JleKyBaHa MepBO ¢ OM3omponon, cpelly 186 mauueHTa (36,8%) oT rpunara, JIeKyBaHa ITbpPBO C
eHaJTanpui, KOETO AOKAa3Ba, Ue TEYECHHUETO 3AMOYHAIO ¢ OM30MPONo € CHaBHUMO M0 ePeKTHBHOCT C
JIEYEHHUETO, 3ATIOYHATIO ¢ SHananpui. [ Ipyu mppBOHAYANOHO IcYeHKE ¢ ON30MposIon ca MOYHHATIH 65
NnaUeHTa cpelly 73, J€KyBaHM MBPBO C eHayanpuii (Mexayrpyrosa pasnuka p=0,44) n 151 cpeuxy 157
XOCTIHTATN3HpaH! nauureHTa (p=0,66). bpoAT Ha cepHO3HN U 0OLIM HeXEMaHH IEKAPCTBEHHN PEaKLMH ¢
nogoOeH 3a ABETE rpyNu. AHAIM3IBLT HA JaHHUTE 3a IThPBATa roJAWHa IM0Ka3Ba HE3HAUMTENIHA TCHICHIINA
KbM HaMansisaHe Ha of0laTa CMBPTHOCT Ha Ipynara, ieKyBaHa ThbpBo ¢ 6u3omnponon, ¢ 31% B cpaBHeHUE
C Ta3#, JIEKYBaHa NHPBO C eHananpui. CTaTUCTHYECKH 3HAHHMOTO HaMAMsBaHe Ha PUCKA OT BHE3alHa
cMbpT C 46% (p=0,049) npe3 nbpBaTa rognHa, r1aBHO JONPHHACA 33 N0-3o0para Npe)KNBIEMOCT Ha
rpyiiara, N€KyBaHa MbPRO ¢ OU3onponosn. Pe3yaraTure Nokasear, ue nopajau cxojaHara 6€30nacHoOCT U
e(PUKACHOCT, JICUEHHETO HA XPOHHYHA CHPACYHA HENOCTATHYHOCT MOXKE [1a 3alTQYHE WIHN ¢ OU30nponon,
WY ¢ eHananpun. bru3onponon ceillo Taka ce nNpwiara 3a JEYCHNE Ha XHNEPTOHWUA ¥ CTEHOKapaUAL.

busorponon HAMa U3pa3eH HEraTHBEH HHOTPOMEH eeKT.
buzornponon oocTura MakCUMATHHR CH aHTHXHIIEPTEH3UBEH e(ekT 3-4 yaca clell NepopaneH TpHUEM.
EMMMHHAUMOHHUAT MY NONYXKHBOT B Tutazmata ot 10-12 yaca ocurypsasa Ha Ousonponon 24-yacora
eeKTHBHOCT, CNea €AHORO30B JHEBEH NPHEM.

MakcHManHUAT XUNnepTeH3vBe edekT Ha OU30MPOIION 10 NPHHLMI Ce JOCTHIa CNel 2 CEAMHILIM.
HMHTEH3UBHOTO NMPUIOKEHUE NPU MAUMEHTH ¢ KOPOHAPHA DONECT HA ChLpUETO 0€3 XpPOHHYHA ChpAEUYHA
HEOCTaTbYHOCT, OU3ONpONON HaMandABa CLpACYHATA 4ECTOTA W yIapHWs 00eM M MO0 TaKBB HauyMH
MOHHXAaBa ChpACUHUA ACOUT U KUCNOPOAHOTO roTpebneHue. [IpH XpOHHYHO NPWIOKEHHE, IThPBOHAYAIO
MOBHINEHATa niepudepHa pe3uCTEHTHOCT HaManaBa. Mexy ApyruTe, MOTHCKAHETO Ha aKTHBHOCTTA Ha
[1a3MEHUA PEHHH, €€ IUCKYTHpa KaTO MEXaHU3BM Ha JEHCTBWE, JIeKalll B OCHOBATa Ha
AHTHXHWNEPTCHINBHUA edexT Ha B-OnokepuTe.

Upes Onoxazata Ha  cbpaeyHuTe  B-peuenropH  OHM30NPONON  NOTHCKA  OTrOBOpa  KbM
CUMNATHKOAIpPCHEPruiHaTa aKTHBHOCT. ToOBa Npeau3BMKBa HAMANCHME Ha ChpieYyHATA 4YeCcTOTa M
KOHTPaKTWIMTET U NOpaaN TOBa BOAN A0 HAMANCHNE HAa MHOKApAHATa KOHCYMaHUA Ha KHCIOPOA, KOETO €
KeJlaH e)eKT NP aHTMHA MEKTOPHC ¢ HATHYHA UCXeMUYHA OONECT Ha ChPIIETO.




S3.2. MOapMAKOKHHETHYHH CBOHCTBA

Abcopbuus
busonponon ce abcopdbupa nouru HanbaHO (>90%) OT raCTpOMHTECTUHANHHWA TPAKT W MOPAAM MHOTQ

Masikus edekT Ha first pass Ha qepHus apod — npubansureno 10%, uMa abcomoTHa OHOHATHYHOCT OT
okono 90% cnen nepopanHo NpUITOKECHHE.

PasnpegeneHne
O6eMbT Ha pa3znpeneneHue € 3.5 I/kg. Cbp3BaHETO Ha DMIONPONOI ¢ INIA3MEHUTE MPOTEWHU € OKOJIO
30%.

MerabonnisM H ETUMHUHHpAHE

builonponon ¢e enMMMHHHUpA OT OpraHuiMa Mvpe3 ABa EKBUBAICHTHH NbTA Ha XIHphHC: 50% ce
TpaHChOpMHPAT B HeakTMBHM MeTaboauTH B uepHuAa Apod ¢ ekckpeuns Ha MeTabonuTHTE mIpe3
owOpeunte. Octananute 50% ce exckpeTHpaT HenmpoMeHeHH npe3 O0nOpeumTe. 3aToRa NO NPHUHLUII
Ou3zonponon He M3WCKBA aJanTHpaHe Ha [03aTa MNpH MALHUWEHTH ¢ d4epHoApobHu K OnOpeuHH
(YHKLIMOHATHH HApYILIEHUA C JICKA 10 YMEPECHA TEKECT,

Ob10UAT KIMUPBHC Ha TIpoaykTa ¢ npudnusurenso 15 Vkg.

[InazMeHHWAT enuMuHaliHoHeH nomyuBoT ¢ 10-12 yaca.

Ilpy nauneHTH ¢ XpoHW4yHa cbpaeuyHa HepoctaThHHOCT (Il cramuii no NYHA) nnazmenuTte HuBa Ha
OGu30Mnposo €a NO-BUCOKH U NEPUOOBLT HA NOMYKHBOT € YOB/DKEH B CPABHEHHUE ChC 3paBH A0OpOBOILM.
MakcuManHaTa niaiMeHa KOHLUEHTpaLusi B CTAOMIHO cbeTodHue € 64 £ 2] mg/ml npu guesHa ao3a ot 10
mg K NEepHOOBT Ha nonypasna e 17 £ 5 yaca.

JIvHeHoCT
buzonponon uma TUHEHHA, Bb3pacTOBO-HEIABUCHMA KMHETHKA.

5.3. IIpeaxkaMHHYHEYN JaHAW 32 6€30MTACHOCT

[IpeAKNTHHAYHATE JAaHHU HE ToKa3BaT ocofeHa OMAacHOCT HAa XOpa Bb3 OCHOBA Ha KOHBEHLHOHATHM
NpoyyBaHWs Ha €AWHWYHA ¥ MHOFOKpatrHa A030Ba TOKCHYHOCT, F€HOTOKCHYHOCT/MYTAreéHHOCT WIH
KapLUMpOreHHOCT.

Penpoaykuus
B penpoayKTHBHUTE TOKCHUKOJIOTHUHA H3ICIEABaHUA OU3ONMPONON HAME BIUAHHUE BbPXY (PEPTHNIHTETA UNH

BbPXy obulaTa penpoayKTHBHA CIOCOOHOCT.

[TonobHo Ha apyru OeTa-Onokepy, OHM3OMPOJION BBB BHCOKM [03M BOAM A0 TOKCUYHOCT KaKTO NpH
MaifkaTa (HaMandBa NpUEeMaHeTO HA XPaHa W TeNeCHO Teryio), Taka U Ha eMOpHoHa/moaa (YBeIUYaBaHe
Cy49anTe Ha pe3opOLUMs, HaMalsBaHE TErnoTo Ha mofa, 3abaBdHe Ha (PHIUUECKOTO MY Pa3BHTHE), HO
HAMA TepaTOTEHEH €(EKT.

6. OAPMAILEBTHUHH TAHHH
6.1. CnHchK HA NOMOILIHATE BelllecTBAa

Crovpoicanue Ha mabremrxama:
Mukpoxpucraniia uenynosa PH102;
Kanuuer xnaporengocdar, O€3BOICH;
[IpexenaTH3vpaHo LHapeBUUHO BUIIECTE;




[loBupon K-30;

Cyunuuuer JUOKCHA, KONonaeH, 0e3BONEH;
MarHe3ues creapar.

Punmoso noxpumue Sheffcoat Orange:
XHOPOKCHUTIPOTTIIME THTLEITYTIO33;
Twranos auokcua (E171);

Tank;

AKunt xkenezen oxcug (E172).

6.2. HechBMecTHMOCTH
Henpumoxnmo.

6.3. Cpox Ha ToAHOCT

3 roauHH

6.4. CrneuyajHn ycJIOBHA HA ChLXpaHeHHE

Ha ce cpxpaHssa nol 25°C B OpurMHanHaTa ONaxkoRKa,
Ha ce cwxpaHsRa Ha MACTC HEJOCTRITHO 32 JEHa.

6.5. Bua H chaRpXKAHHE HA ONMMAKOBKATA
[Tpo3pagsnu PVC/PE/PVDC 6nucteps NoxpuTy ¢ anyMUHHEBO (GONTHO.

Eaux Onuctep coabpka 10 Opos punmupann tabnetkn
Pa3Mep Ha onakoBkara: 30 Opos punmupann Tabnetkm (I onakoska/ 3 dGnucrepa).

6.6. Criennaanu nNpeanasHy MepPpKH NMPH HIXBbPAAHE

HsmMa crieniaiHy M3HCKBaHUA,
Hewnsrnon3zaHuaT NpoAyKT MK OTNAABYHUTE MaTepHually OT Hero TpsaORra 1a ce U3XBBLPJIAT B
CBLOTBETCTBHE ¢ MECTHUTE U3UCKBAHUY.

7. [IPUTEXATEJI HA PAZPELIHIEHHUETO 3A YIIOTPEBA

HOBEJI ®APMA EOON
Oyn.”benrapus” Nel09
Codua 1404, buarapus

8. HOMEP HA PAZPEHIEHHETO 3A YIIOTPEBA
Peructpaumnonen Ne 20210091

9. HATA HA ITBbPBO PAZPELHIABAHE/TMIOAHOBSIBAHE HA PAZPEIIEHHETO 3A
YIIOTPEBA

JaTa Ha mepBO paspeiuaBate: 14.04.2021




10. HATA HA AKTYAJIHINPAHE HA TEKCTA

08/2026




