KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHUA ITPOAYKT

Kapaopursem S mg puaMHpaHH TadJIeTKH
Kardoritm S mg film-coated tablets

2 KAYECTBEH U KOJIMHMECTBEH CHhCTAB
Bcesika punmupana tabnetka cbabpka S mg 6usonpononos pymapar (bisoprolol fumarate).

3a MbJIHKUSA CMIUCHK HA MOMOLHUTE BellleCTBa BHXKTE Touka 6.1.
3. JIEKAPCTBEHA ®OPMA

dunmupana tabnerka

KapaoputsM 5 mg dunmMupanu TabJieTKH ca *KbJITH, KPbIJH, U3ITBKHAIN TA0JIETKH, C JeJIMTEJTHA YepTa OT
e/lHaTa cTpaHa. TabJieTkara MOXe Jia Objie pa3/ie/ieHa Ha JIB€ PABHH JI03H.

4. KJJUHHYHHU JAHHH

4.1 TepaneBTHYHH MOKA3AHHSA

e JleyeHue HA XMIIEPTOHUSA

e JleueHue Ha UCXEMHUYHA O00JIECT HA CHPLETO (angina pectoris)

e JleueHue Ha cTaOMJTHA, XpPOHUYHA ChpJICYHA HEJOCTATHYHOCT C HAMaJieHa CUCTOJIMYHA
JieBOKaMepHa QyHKLHA, KaTo JA0mbJIHEHHE KbM ACE MHXHOUTOPH M Uy pPETHLIM W/ WU CbPACHHH
rJIMKO3UAM (3a JOMbJIHUTEIHA HH(pOpMALIMs, BHXKTE Tovka S.1)

4.2 J03HpoOBKa U HAYHH HA NPUJIOKEHHE

Ho3upoBka

Apmepuanna xunepmonus u ucxemuyHa bonecm Ha Cbpyemo (aHeuHa NeKmopuc)

Bb3pacTHu:

3a aBeTe mokasaHus go3aTta € 5 mg OU30MposiosioB pyMapaTr BeAHBXK AHEBHO. AKO € HeoOXoauMo, Jo3aTa
MOJke J1a ce yBeanuu Ha 10 mg 6usonponosnos pymMapar BEAHBX JIHEBHO.

MakcuMasiHaTa npernopbyuTesiHa 1o3a € 20 mg BEAHDbXK JIHEBHO.

Jlo3ara TpsiOBa j1a ce ajanTupa MHAMBHAYAJIHO, CIIOpEe/] YEeCTOTAaTa Ha MmyJica U TepaneBTHYHHS yCrex.

Cmabunna, XpoHu4Ha, ymepena 00 meicka cbpoeyHa HedoCmamb4HOCm
Koraro ce 3anoyBa JieueHue ¢ OM3omposios, nmaueHTUTe TpsOBa 1a ca ctabunuizupanu (6e3 nposiBu Ha
OCTpa HEAOCTATBYHOCT).

npﬂﬂﬂp'bl{l?.ﬂ CE JICKYBAUIHUAT JICKAp [Jda HMad CBbOTBETHHA OITUT B JICHCHHETO Ha XPOHHYHA CbpHACYHA
HECNOCTATBbYHOCT.

JleyuenneTro Ha cTaOMHA, XPOHHUYHA CHpAEYHA HEIOCTATBYHOCT C OHU30MpOJIOJI U3UCKBA THTpElLI,HDHHﬂ
dasa: P s

IIpenopwvunTenHara g03a € 1,25 mg BeJHbXK JHEBHO. B 3aBUCHUMOCT OT HHHHHHHyﬂﬂH&Ta nﬂﬂ{mnmn{:'r
J03aTa ce yBeJu4ana Ha 2,5 mg, 3,75 mg, S mg, 7,5 mg u 10 mg BeAHbK AHEBHO Mpe3’ H}ffﬁ‘pﬂaﬂ {]T 2 ﬂ{m
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noBeye CeAMHIA. AKO YBEJIHYEHATa 03a He C€ NoHaca A00pe, NeYeHHETO MOXE Ja MPOIbIKH C MNO-
HACKA /1034.

MaxkcumannaTta npenopsuatenna go3a ¢ 10 mg 6nsonposionoB ¢pymapar BeaHbXK HHeBHO. [To BpeMe Ha
THTpPAIMOAHATa (ha3a Ce¢ MpEenophIBa MPOC/ICIABAHE HA JXXHA3HEHHTE MOKAa3aTe/lH (ChbplAcdeH PHTHM,
KPBBHO HaJIAraHe), KAKTO H 3a [TOSBA HAa CUMITTOMH Ha BOINABAHE HAa CHPACYHATA HEIOCTATHIHOCT.

Hpomana na nevernuemo

AKO MaxkCHMMAaNHO MpernopbuBaHATA 033 HE C¢ MOHacA J0o0pe, NICYEHHETO MOXE Ia MNPOSBIXKH C
NMOCTENEHHO HaMallsgBallla o3a. B ciaydalt Ha nMpexoXHO BIOIIABAaHe HAa CHPAEYHATA HEJOCTaThYHOCT, Ha
XMITOTOHNA WIH Opaavkapaysi, ce mperophiBa NpepasriexkJaHe Ha 03aTa Ha CBhITBTCTBAIIIOTO JIeHEHUe.
Moxe na ce HAToKH BpeMeHHO HaMaJIfBaHe Ha J03aTa Ha OH30MpOoNoN WIH MPEYyCTAHOBABAHE Ha HET'OBHA
npueM. Cnep ctabuim3KpaHe Ha ChCTOSHHETO HA NAMEHTa, MOXe J1a ce TIPHCTBIIH KbM NOJHOBSBaHE Ha
JiedeAReTO W/ KK NMOBHINABAHE K03aTa Ha OM3onponon.

Hpoowvrocumennocm na mepanusma

Ilo npuHUKN NIeYeHHETO ¢ ON30TIPONOI € NPOILIDKHTEIHO.

JleueHneTo ¢ Ousonponon He TpAdGBa a ce cliUpa BHE3AIHO, Thi KATO TOBA MOXeE J1a JOBEAE N0 MPEXOaHO
BNCLIABRAHE Ha CHCTORHUETO., OcoOEHO NpH NALMEHTH ¢ HCXEMHYHA (ONIECT HA CBHPLETO, NEUCHHETO He
TpAbBa fa ce npekpaTasa BHezanHo. [1penopruBa ¢e MOCTeNeHHO HAMANIMBAHE Ha J03aTa.

Ilayuenmu ¢ 6v0peyna wiy yepryodpPobHa HedoCMamuviHoCH

Apmepuanua xunepmonus u ucxeMmuuna bonecm Ha cbpyemo (AHZUHG NEXMOPUC)

[Ipy naiMeBTH ¢ JIeKH MnM yMEpeHH HapyweHns Ha ObOpednarta uinu depHoapobHa yHKUMHA, He ce
W3HCKB2 aljanTHpaHe Ha Jo3aTta. [Ipn naumeHTH ¢ Texka 6nOpeuHa HepocTaThbYIHOCT (KPEeaTHHHMHOB
KTHpbHC < 20ml/min) 1 pu nauMeHTH ¢ TeXKKH HAPYLIEHNA Ha YepHoApoOHaTa QyHKUHKA, ce Npenopb4ysa
AHeBHaTa J03a 0T 10 mg 6usonpononos gyMapat 1a He C€ HaIBMINABa.

OnUTHT OT NPUIOKEHUETO Ha ODHIONPOIONT MpH NAlHeHTH Ha O6h0pegna auanm3a e orpaHHIeH; BBIIPEKH
TOBA HAMa JOKA3aTEeJICTBO, 4e JO30BHA peXXHM TpAbBa 1a ce ITpoMeHH.

Cmabunna, xpoHuura, yMepesa 00 medicka CbpoesHa HedocmambiRocn

Hsma nHpopManmus 3a ¢dapMakOKHHETHKaTa Ha OH3ONpPOJION NPH MAIHEHTH C XPOHMYHA ChbpACYHA
HEAOCTATLYHOCT M HapylleHa OnOpeuna unu yepHoapobHa ¢pyuxiums. IToBMmmaBaHeTo Ha J03aTA B TE3M
CAy4aM H3UCKBA AOMBIHHUTETHO BHUMAHHE.,

Ilayuenmu 8 cmapuecka év3pacm
He ce #3ncKkBa ajanTHpane HA [J03aTa.

{leQuampunna nonyrayus

JIancsa ONHMT IpM Jeua, 3aToBa HE ce nperopb4Ba ynorpefata Ha GH30MpoJioN NpH NeAHATPHIHH
NallieHTH.

HayuH Ha npunoxenue

KapaopuTeM TabNeTKM Ja ce npueMar cCyTpPHH, ChC HNM Oe3 xpaHa. Moxe fAa ce MOTTBINAT C MATKO
TEYHOCT, 0e3 J1a ce CALBKRAT.

4.3 IIpoTHBONOKA3AHHS

BHBOHPOJIOII € ITPOTHBOTNIOKA3aH ITPH NALKCHTH C.




- OCTpa CBHPACYHA HEAOCTATHBYHOCT MJIM IO BpEME Ha €NH30[M Ha JeKOMIICHCAllHA HA ChpAcYHa
HEAOCTATBUHOCT, M3UCKBAILH {,V. HHOTPOIHA Tepanus;
- KapAHOTeHeH IIOK;
- AV 650k OT BTOpa WIH TpeTa cTeneH (be3 nelicMekn));
- CHHAPOM Ha OOJTHHA CUHYCOB Bh3eN,
- CHHoaTpHaneH bnox;
- CHMOTOMAaTH4YHA OpaguKapaus,
- CHMITTOMATHYHA XUTTOTOHHNS;
- TeXKKa OpoHXHaNlHa acTMa,
- Texka dopMa Ha rieprdepHO apTepPHATHO OKITY3HBHO 3a00NsaBaHe HIH CHHAPOM Ha Petino;

- HeNeKyBaH (JeoXpoMOIHTOM (BHX T. 4.4);
- MeTaboNHTHA alHAo3a.

KapaopuTsM € NPOTHBOINOKA3aH IIPH NAIMEHTH CBC CBPBLXYYBCTBHTEIHOCT KbM OH3OIPONON WIH KbM
HSAKOE OT MOMOILHHTE BelnecTna, K30poeHH B Touka 6.1.

4.4 CroenaajiHi npeqynpexicHHS H NpeANasHKE MEpKH npH ynorpeba

JleyeHneTo Ha crabWiHa, XpOHNYHA ChpAE€YHA HEAOCTATHYHOCT ¢ OH3omponon TpabBa fa 3anoYHE ChC
CrelHaTHa TUTpALMOHHA ¢a3a,

OCBEH ako He € U3PHYHO TIOKAa3aHO, JICYCHHETO ¢ OH30MpoIoN He TpAbBa Ja ce TIPeYCTAHOBABA BHE3AITHO,
oco0eHO MpH MAlHEHTH ¢ HCXeEMHUYHA OoJlecT Ha ChpLETOo, ThH KATO TOBA MOXKE Z1a JOBefle A0 IIPEX0IHO
BIOLOABaHE Ha ChPACTHOTO 3abonsBaHe (Bux T.4.2).

busonponon Tpsbea 1a ce npunara ¢ BHUMAHHE NPH NaUAEHTH C XAIIEPTOHAA WIH aHTHHA NEKTOPUC TIpH
ChITHTCTBRALLA ChpAe9YHa HEAOCTATHYHOCT.

busonponon Tpabea na ce mpuiara ¢ BHUMaHHE TIpH:

- 3axapeH auabeT, mokaspawl roneMy QIyKTyaOlHM Ha HUBaTa Ha KpbBHaTa 3axap. CHMNTOMHTE Ha

XHNOTTHKeMHs (Hanp. TaxXukapaus, cbpuebueHe WIH U3NOTABAHE) MOXKE J1a C& MacKHpar;
- CTpora JHeTa,

- 10 BpeMe Ha faeceHcnbunusmpama tepanui. Ilogob6Ho Ha ocrananute P-6mokepu, GH3ONPONON
MOXe [Ia NOBHIIH KaKTO YYBCTBHTEIHOCTTA KbM &JIEPreHH, Taka U TEXKECTTa Ha aHa(HIaKTHIYHHATE
peakuui. JleueHueTo ¢ enHHedpUH He BHHArH JaBa OYaKBaHHA TepaleBTHUYEH edeKT,;

- AV 010K OT ITBpRA CTEIEH,

- aHTHHA Ha Prinzmetal: HabmoaagaHu ca cmydan Ha KOPOHApeH Ba30cna3bM. BBNpexkH BHCOKATA CH
beTal -CeneKTHBHOCT, NPH NAaLMEHTHTe ¢ aHTHHA Ha Prinzmetal, nppemamn Ou3onponon, He Morar
Ia ObJAT HIKIIOYEHH MPUCTHITH HA CTEHOKAPAHS;

- nnepudepHO apTepHaTHO OKTY3uBHO 3abonsgsaHe. Moxe na ce HabG/momama 3acHNBaHe Ha
OIUTaKBaHHATa, 0COOEHO B HAYANIOTO HA TepaluATa;

- 001112 aHeCcTe3N.

HsiMa TepaneBTHUEH OITHT 3a JICYEHHE HA ChpPACYHA HEAOCTATHYHOCT ¢ OM30NMPONON NPH MALMEHTH CBC
cneaHuTe 3a00M9BaAHUA UITH CHCTOAHMA.

- HHCYJIRH-3aRNCHM 3axapeH auaber (Tum I);

- TeXKHN HapymeHua Ha 6p6peyHara dyHKIHA;

- TEXXKH HapymcHHS Ha 9epHOoaApoOHara GyHKIMA;
- PECTPHKTHBHA KapAHOMHOIIATH;

- BPOAIEHH CHpACYHH 3a00NABaAHNA;




- XeMOJHHAMHYHO 3HAYHMO OPraHH4HO 3200/ 1ABaHE HA CHPACYHHTE KJIallH;
- nHapKT HA MHOKApAa npe3 NnocaeAHHTe 3 MeceLa.

KoMmOnnanuaTa Ha OH30TIPOsIoN ¢ KANMIHEBH AHTArOHHCTH OT IPyNara Ha BepanaMui HITH JWITHA3EM, C
AHTHPHTMHAYIHU KJIac | ¥ aHTUXMIICPTCHINBHEA TeKAPpCTBEHH CPEACTBA HE Ce MPErophaBa (BHXTE T. 4.5).

TMagueHTH C IICOPHA3NC WIIH aHAMHE3A 3a TIcopHasuc TpabBa na npueMart p-6nokepu (Hamp. Suzonpoiion),
caMo cfiejl BHUMAaTeNHO DanaHcHpaHe Ha ITOJIIHTE H PUCKOBETE.

Ha dona Ha neueHHeTo ¢ 6M30MMPOIION, CHMITTOMMTE HA THPEOTOKCHKO3a MOXKE J1a C€ MackHpar.

ITpu nauueHTH ¢ PeoxXpoMOLHTOM OH3OMPONON ce NpHara caMo cnej anda-peuentopra 6moxana.

[Ipy nalWeHTH, NOMAIOXEHH HA o0Ia aHecTe3Ws, aHECTE3HONOrsT TpsOBa na Onle yBegoMeH 3a -
OmokanaTta. Ako ¢ HeoOXOZMMO TMpeyCcTAHOBSIBAHE HA JiedeHHETO ¢ PB-0/oxep NMpeau XHpypruyHa
onepal, To TpaOBa Ja cTaHe MOCTENEHHO M A2 NpUKIOYH 48 qyaca Mpeay aHecTe3wATa.

Brnpekn ue kapavocenektusHKTe (Oetal) Oera-OnoxepH Morar na uMar mo-cnab edekr BBpXY
benoapobHaTa ¢QyHXIMS OTKOJKOTO HECENeKTHBHUTE Oeta-ONMoKepH, KakTO BCHUKM Oeta-Onokepu
W3MOI3BAHETO MM CbIO TpaAbBa 7a ce M30sirea mMpH mNaLeHTH ¢ OOCTPYKTHBHH 3a0nsBaHHA Ha
JIVIXATETHUTE ITHTHINA, OCBEH ak0 He ChUIECTBYBAT yOeAUTE/IHN KIMHAYHH NMPHYHHHE 3a ynorpebara UM.
AXO TakpBa NPHYHUHH CbILEcTBYBAT, KapaopHUTBM MOXe Ja ce H3I10J13Ba C TIOBULICHO BHHMaHHE.

[IpenophuBa ce eAHOBPEMEHHO TIPHIOXKEHHe HAa OpOHXOAMNATHpaWla Tepamvs NpH OpoHxHanHa acTMa
HIH APYro XpoHHYHO OOCTPYKTHBHO 3a00/isBaHe, KOETO MOXE A3 NPAYMHY CUMITTOMH. TloHsgxora, rnpH
NalHeHTH C aCTMa MOXKe 1A ce TOSBH NOBHIOEHHE Ha PE3NCTCHTHOCTTA Ha JHXATEITHHTE ITHTHIA, 3aTOBA
MOJKe [a Ce HAIIOKH YBEJIMdaBaHe [03aTa Ha $2-CTUMYIIaHTHTE.

3a 3anmouyBaHe H NMpEYCTAHOBABaHE Ha je4eHue ¢ 6usonposnon e HeoOXoauMO peoBHO HabmoAcHME. 3a
A03MPOBKA H HAYMUH Ha IIPWIONKEHHE, BIKTE T, 4.2,

4.5. BiauMopeilicTBHe ¢ JPYIrH JeKAPCTBEHH MPOAYKTH H APYIH pOpPMH Ha B3anMoAelicTBHe

KoMbuH KOUTO He ¢e NMpenophyBar:

Kanyuesu anmazonucmu om 2pynama Ha 8epanamuil i 8 NO-Maika cmenexs om 2pynama Ha OWimuasem.
HETATHBHO BINAHWE Ha KOHTPAKTHJIMTETA H aTPHO-BEHTPUKYApHATa NPOBOIHMOCT.

HUIHTpaBeHO3HOTO NMPHUIIOKEHHE Ha BepariaMil NIpH NMaLHeHTH, J1eKyBaHu ¢ B-0nokepH, MoXe na JoBeje o
TEXKa XHIIOTOHNA H aTPHOBEHTPHKYJIapeH 0ok,

ARmuxunepmen3usHU NeKapcmeer Cpedcmea ¢ YeHmpanHio deticmeaue (Hanp. KROHUOUH, Memuioona,
MOKCOHOOUN, PWIMEHUOUH).

EnnospeMeHHaTa ynotpeba ¢ aHTHXMIIEPTEH3HBHH JIEKAPCTBEHH CPEACTBA € LEHTPAITHO [eHCTBHE MOXKE
Ia A0Beje JO0 HaMaIABAaHE Ha ChpAeYHATA YeCTOTa H KATALHTET, a OTTaM — A0 BasoguiIalHg. BHe3anHoTo
nMpeycTaHOBsBaHe Ha JICTEHHETO MOXKe J1a YBEJIHYH PHCKA OT ,,pebayHa XHTICPTOHUS ™.

Knac I aumuapummuunu nexapcmeernu npodykmu (Hanp. Qu3onupamuo, Iu0oxaur, Qesumoun,
Pnexaurnud, nponageron). edexTeT BPXY BPEMETO Ha ATPHO-BEHTPHUKYJIAPHATA IIPOBOAMMOCT MOXKe 12
ce MOTEeHLMpa H Ja C€ JIOBHIIH HeraTHBHML HHOTPOIMEH e(eKT.

KoMOHHAIIHH, KOHTO TpSOBA Jia ce M3M0JI3BaT C RHHMAHHE
Kanyuesu anmazonucmu om ouxudponupuouroe mun (nanp. nugedunun): EAHOBpeMEHHATa ynoTpeba

MOX€ J]a YBEITHYH PUCKA OT XHITOTOHHS, KAKTO ¥ HE € H3KITIOYEeH H MO-TONAM PHCK OT AOMBITHHTEIHO
BIOMIABAHE HA BEHTPHKY.JTHATA PYHKIMA MTPH NMAIMEHTH ChC ChPACTHA HEJOCTATBIHOCT.




Knac III aumuapummuiru Rexapcmeernu npodyxmu (Kanp. aMuo0dapon). edeKTsT BbpXY BpeMeTo Ha
ATPHO-BEHTPHKYIAPHATA NPOBOAUMOCT MOXeE 13 € NMOTeHUHpA.

ITapacumnamuxomumemuynu nexapcmeenu npooykmu. ENHOBpeMeHHATa ynoTpeda MoXe 1a YBEJIHIH
BpEMETO Ha aTPHO-BEHTPHKYIApHAaTa ITPOBOAMOCT, KAKTO U pHCKA OT OpaaMxapIus.

B-6nroxepu c noxanno npunoxcerue (vanp. Xanku 3a O¥u 34 ieYenue Ha 21ayKoMa) MOTAT J1a 3acHJIIAT
edekTa Ha GH30MPOIION.

Hucynun u nepopannu anmuouabemnu nexapcmeenu npooykmu: 3acHnBaHe ¢(PekTa Ha HaMalIaBaHe Ha
KpBBHATA 3axap; OJlokupaHeTo Ha B-aapeHOpElENITOPUTE MOXKE 1a MACKHpa CUMITTOMHTE Ha
XHIOTHKEMHA.

Anecmemuyu: HamangsaHe Ha pedieKTOpHATA TaXHKAp/AHA K MOBHIIABAHE HA PHCKA OT XHUTIOTOHHA
(noseae wAGopManna 3a 0010a aHeCTe3INA BHXK T. 4.4).

Hueumanucosu 2nuxoszudu. OcobeHO NMpH YBEHYaBaHe Ha BPEMETO Ha ATPHO-BEHTPHKY/1apHATa
MpOBOANMOCT, ¢ KOETO ce 3a0aBs ChbPACIHNA PHTEM.

Hecmepoudnu npomusosvananumennu cpeocmsa (HCIIBC): MOxe fa HaManAT XUNOTOHUYHUA e(eKT Ha
OH30ITPOJIOI.

B-cumnamomumemuyu (nanp. uzonpenanun, oobymamur): KOMOHHALIEATA ¢ GH3OIIPOJION MOXE S
HaMalH ASHCTBHETO H Ha JBETE CPEACTEA.

Cumnamomumemuyy, axmusupawyu kaxmo f-, maxa u a-adpexnopeyenmopt. KOMOHHAI[MATA C
OU30MpONON MOXKE 1a IOBE/AE N0 YBEIAYIAaBaHe Ha KPBBHOTO HajiaTaHe. CMATa ce, Je TakoBa
B3aHMOIeHCTBHE C€ NOMydaBa [mo-CKOpo ¢ HeceJIeKTHBHH B-0oKepH.

EnnospeMeHHATa yrioTpeba ¢ aHTHXHMIICPTCH3UBHH JICKAPCTBEHH CPENCTBA, KAKTO H ¢ IPYTH NMPOAYKTH,
KOHTO MMAT MOTEHILHAN 32 HaMANABaHe Ha KPbBHOTO HAJIATaHe ( TPHIHKAWYHH aHTHICMPECAHTH,
Oapbutyparn, GeHOTHAZMAN) MOXKE Ja YBETH PHCKA OT XHITOTOHUA.

KoMmOuHaiuu, kouro Tpa6pa a ce oOMucHaT:
Med@oxun: MOBHIEH PHCK OT OpaxuKApIUs.

MAO-unxubumopu (c usknovenue va MAQO-B unxubumopu): 3acHeH XHNoTeH3UBeH edekT Ha B-
Oii0kepHTE, HO CHINO TaKa ¥ PHCK OT XMIIEPTOHHYHA KpH3a.

Pughamnuyun: BE3IMOXKHO € JIeKo HaMajIaBaHe Ha IMONYKHBOTA Ha OH30mposton, nopaid HHAYKIHATA Ha
YepHOAPOOHHTE EKapCcTBO-MeTabonu3upainy eH3uMU. OOHMKHOBEHO He € HE0OX0HMa NTPOMAHA B
HO3HPOBKHTE,

Epzomamuroeu npouszsoonu: BNolllapaHe Ha nepHpepHATE LHPKYTATOPHH HAPYIIEHHA.

4.6. Depruauret, GpeMeHHOCT H KLPMeHe

bpeMeHHOCT
buzonponon uMa papMakoorHuHu OelCTBHE, KOUTO MOTAT Ja Npeau3BHKaT YBpeXJalli eeKkTH BpXY

OpemenocTTa WHIM BBPXY ILOAa/HOBopoAeHoTo. [lo mpwHUMN, B-agpeHopeuenTOpHHUTE OJokepH
HaMaJsBaT NnaleHTHATa nepdys3us, KOATO MOXe Aa ce CBhPKe Ch¢ 3abapiaue Ha pacTexa, BbTpeMaToO4Ha
CMBPT, abOpT H NpeXIeBpeMeHHo paxkiaHe. HexxenaHuTe IeKapCTBEHH peaxiiH (Hanp. XMNOrauKeMus U
OpanukapAHs) MoraT ja c€ NOABAT MpH IUIoAa H HOBOPOAEHOTO. AKO ¢ HeobxoauMmo jeuenue ¢ f-
aJpeHOpeLleNTTOpHY ONOKepH, 3a MpeANnoYUTaHe ¢a Pl-CeNeXTHRHA agpeHOpelenTOPHH 60KepH.

KapnopureMm He TpabBa na ce M3Mmon3Ba 1no BpeMe Ha OpeMEeHHOCT, OCBEH aKO HE € M3PHIHO MOKalaHo.
Axo nedeHueTo ¢ OM30mponon ce cuuTa 3a Heobxoaumo, TpaAdBa fa ce HabmogaBa MaTOYHOMIALECHTHHA
KPBBOTOK H pacTexka Ha nmnoja. B ciryuail Ha yspexaamH epexTH BopXy OpeMeHHOCTTA M IUioAg, Tpabea
Ha ce oOMHCIIH anTepHaTHBHO JeyeHHe. HoBopoZeHute Tpadsa 1a ce HaOdmoaaBaT CTPHKTHO.. CHMIITDMH
Ha XHMoriukeMus ¥ Opanvikapaus, o NPUHLMI, Ce€ OYAKBAT IIpe3 MbPBHTE TPH HHH. | '




Knpmene
Hama pannd nanu OH30NIPONON ce eKCKpeTHpa B KbpMaTa, KaKTo M 3a Bh3ZleHcTBHeTO Ha OH30mIponon

BEpXY OebeTa. 3aT0Ba KEPMEHETO HE € MPETIOPHIHUTEITHO MO BpeMe Ha NPIIokeHHETo Ha KapaopHTHM.
4.7. Ed¢exTH BBPIY cnocobHOCTTa 32 modupaHe H paboTa ¢ MAMHHHA

Ilpn mpoyyBaHe ¢ NaLMEHTH ¢ UcXeMiUyHa 60J1eCT Ha ChpLEeTO OH30NPOoN He Blollasa cnocobrocTTa 3a
iwodnrpane. Benpeku Toa, nopaay HHIMBHIYATHHTE Pa3IHKH B PEaKiHHUTE KbM JIEKAPCTBEHHUA NPORYKT,
cniocoOROCTTA 3a mogHpade U paboTa ¢ MAIIHHHA MOXeE Aa ce Biomd. Tosa TpadBa Ja ce HMa NpeaBHL,
ocobeHO MpH 3ano9YBaHe Ha TEPANHATA H NIPH TPOMAHA Ha ICYEHHETO, KaKTO M NpH ynorpeba Ha aTkoXon.

4.8. HexelaHH JEKAPCTBEHH PEAKIHH
ITo-gomy ca M3NMOM3BAHU CASAHUTE ONPEdENCHHUS, KOUTO CE€ OTHACAT N0 YE€CTOTATA:

Yectn (>1/100 1o <1/10), Heuectn (>1/1,000 mo <1/100) Peaxu (=1/10,000 no <1/1,000), ¢ HeusBecTHA
yecToTa (OT HANHYHHATE JAHHH He MOXe Na Ob/le HanpaBeHa OLleHKa)

HWacnenpatva;
Penxu: yBeIHUCHH TPUMTIIHLCPHAN, YBEITHIeHH CTONHOCTH Ha 9epHoapoOnHTe en3uMHi (ALAT, ASAT).

HapyieHHs Ha ¢chpledHaTa JeMHOCT:
MHoro qecti: Opannxapaus

YecTn: BroniasaHe Ha ChIIECTBYBallA ChpAcYHA HEAOCTATBYHOCT
HevecTn: Hapymenus Ha A V-IIpOBOARMOCTTA.
MHoro peaxn: 605ka B rspaure

H_HQEIJIQHHJI Ha HEpBHATa CHUCTEMA.

Yectn: 3aMaliBane”, rnasobomne®
Penxu: nmpunambiim.

HTE H CHHA.
Penku: HaManeHo ChI30TeHECHHE (TpHﬁB& Aa CC HMa IIpCABU A IIPH NTAaUHCHTH, H3IT0J3BalllH JIEI].[H).
MHoro PCAKH. KOHIOHKTHBHT.

Hapymenns Ha naGHpuHTa Ha BRTPENIHOTO YXO M Ha clIyxa:
Penxn: orcadBaHe Ha CiTyXa.

H A MEAMACTHHAIHH HADYINEHHA;
HegecTH: OpOoHX0CHa3bM MpH NalAeHTH ¢ OpoHXHaTHa acTMa WIH aHaMHe3a 3a 0DCTPYKTHBO 3ab0sBaHe
Ha JUXATETHHUTE IMbTHILLA.
Peaxu: anepruucH pHHHT.

CToMalHO-YpPEBHH HAPYILECHNA!
YecTy: rageHe, NoBpbiaHe, AHAPHS, KOHCTHITALHA.

HapyimeHnus Ha KoXXaTa H NOJKOXHNUTE ThKAHM:
Penxn: peakliii HAa CBPBXTIYBCTBHTEIHOCT KaTo NMPYPHTYC, 3a4epBaBane, oOpuB

Mpmuoro penxu: f-610KepuTe MOraT 1a MPOBOXHMPAT WK BIOLIAT MCOPUA3UC HITH Ja WHIYLIUPAT
ncopHasuc-noaoben obpus, anoneuns.




Hapylienus Ha ONOpHO-IBHIaTENHI anapat U CheMHHUTEIHATA ThKAH:
HeuecTH: MycKynHa ¢1abocT, MYCKYJTHH CITa3MH.

CoJ10BH HAPYIICHUA:
YecTH: ycellane 3a CTY WIH N3TPhIIBaHe Ha KpalfHUIUTE, XUTTOTOHHUSA (0COOEHO IpH MAUMEHTH CBHC

ChpAEYHA HEAOCTATEYHOCT);
HeuecTH: opTOCTATAYHA XHIMOTOHHS,

OO HapylieHHS:
YecTH: yMopa *, aCTCHHAL.

eHHud Ha 9epHO HATA ¥ XJThbYHA :
Penxu: xenaTur.

Ha HHKS Ha PENPOIVKTHBHATA CUCTEMA U I'b :
Penxn: epexTriiaa TUChyYHKIIUS.

[ICHXHATPUYHH HADYIIEHH:
HeuecTy: HapylleHHd Ha CHHA, AENPECHA.

Penku: xoIIMapH, XamOIWHALINH,

* Tesn CHMITTOMH C€ NPOABABAT OCOOEHO B HAYANIOTO HA NedeHHEeTO. OOHKHOBEHO Ca JICKH M 9€CTO
H39e3BaT B paMKHTE Ha 1-2 ceaMHUA.

B0 aHE Ha NOHO3HDAHN HEXEeJIaHH pe 5
CrobmaBaHeTo Ha NOJO3HPAHN HEXEIAaHH peakiiiM cliel paspeliaBaHe 3a ynorpeda Ha nekapcTBeHHs
NPOAYKT € BRKHO. T0Ba MO3BONABA J1a NPOABIDKY HabMoAeHNeTO Ha CHOTHOEHHETO NTOM3a/PHCK 33
NeKapcTBEHUA MPORYKT. OT MEAHLIMHCKHTE CNICI[HAJINCTH C¢ HIHCKBA J1a choOIIaBaT BCAKA NMOJO3NpaHa

HEXENlaHa peakilii JHPEKTHO Ype3:

HU3msnanTena areHuus no nexapcersara (UAJI):
yn. ,,Jlamsaa 'pyer™ Na 8

rp. Codus 1303,

Tes. +359 2 8903417

en. noia: bda@bda.bg
yebcaliT: www.bda.bg

4.9. Ilpeposnpane

CHMIITOMH

[Tpn mpemo3upare (Harlp. AHEBHA J03a oT 15 mg BMecto 7,5 mg) ca KabmoaaBaHu TpeTa CTeneH AV-
ook, Gpagukapaus u 3amaiiBane.

Hafi-qecTHTe nNpHA3HAIM, OYAKBAHM NpH npegosupane ¢ [-6nokepu ca OpanuxapAnf, XHMOTOHMSA,
OPOHXOCNA3bM, OCTpa CHPASYHA HEAOCTATHYHOCT H XHIOrNHKeMHA. Jlocera ca choOLIEHH HAKOIKO
clyuas Ha mpego3dpaHe ¢ Ousonponon (MakcuMmyMm 2000 mg) npH NaUdeHTH C XMNEPTOHHA H/HIH
ChpPAI€UHO-CBA0BO 3a00/ABaHe; BCUYMKH MALNEHTH ¢a C€ Bb3CTaHOBUIIH.

HMMa ofmypHa HATEpHHIMBAIVATHA BapHabMIHOCT B UYBCTBUTENHOCTTA KbM €AHWHHYHA BHCOKA J03a
ON3OMpONoNn N NalHEHTH ChC ChPACYHA HEAOCTATEIHOCT BEPOATHO €2 MHOT'O JYBCTBHTEIHH. 3aTOBA NPH
Te3H¥ NMAUHECHTH JISHEHHETO 3aMBDKHTEITHO TPAOGBA [a 3all09He ¢ MOCTENEHHO YBC/IHYAaBaHe Ha-
CBIVIACHO CXeMaTa, oCo4eHa B T. 4.2. PO e




JleueHne

[To mprAHLAT, aKO HACTHIH NpPEAO3NpaHe, TepalruaTa ¢ On3onponosn TpAGRa na ce crpe W Aa ce MpoBeie
CTIOMAaraTe/THO ¥ CHMITTOMATHYHO JIeYeHHE.,

OrpaHAqcHM JaHHM NpeAnoarar, 4¢ OA30npoioNn ce OTCTpaHABa TPYAHO 4pe3 JAAJNI3a.

basupaliku ce Ha ogakBaHHTe PapMakoOJIOrHYHH ACHCTBHA M NPENOPbKH 3a Apyrure B-Omokepn, TpsbBa
Ja ce HMaT MPeABUL cneJHHTE O6IIH MEPKH, KOraTo TOBA € KITHHHYHO 000CHOBaHO.

bpaouxapous: WNHTPaBEHO3HO IPWIOXKEHHEe HA AaTPONHH. AKO OTIOBOPBT € HEaJeKBAaTEH, MOXKE
TIpeaANa3’inBo fa ¢¢ Aalc M30NPEHANWH HITH OpYTO CPEACTBO C MO3ZHTHBHH XPOHOTPOITHM CBoMcTRa. Ilpn
HAKOH 0OCTOATENCTRA MOXe J1a € HE0OX0JUMO TPAaHCBEHO3HO BBBEXIaHE Ha NMeHcMelKsD.

Xunomen3un. NPHJIOKCHHC HA HHTPAQBCHO3IHH TCYHOCTH H Ba3lOIIpECOPH. I’IHTP&BGHOSGH INTIOKArox MOoxXe
Aa € OT MOJ134a.

AV-baox (emopa u mpema cmenex): TIAUMEHTHATe TpAbGBa na ObJAT BHAMATENIHO MOHHTODHPAHH M
JIEKyBaHH ¢ H3OTIpeHaNUH nHQY3HA WM BbBEXKAaHE HA TPAHCBCHO3€EH ChpAeHeH NeicMelKbD.

Ocmpo srowaeane Ha cvypoeYrama HeoocmamvyHocm: i.v. TMPUIOKEHHE HA JUYPETHLH, HHOTPOIMHH
CpeAcTBa, Ba30JUNIATHPAIIM CpeACTBa.

bpouxocnazvm: HazHauaBar ce OpOHXOOUNATOPHA TEPaNHd KaTO H3ONPEeHATHH, P2-CHMIIAaTHKOMUMETHIIH
W/ 1T aMHHO(HITHH.

Xunoznuxemusi: UHTpaBEHO3HO NPHUIOKECHHE Ha INTIOKO34.
5. ®APMAKOJOIHYHHA CBOMCTBA
5.1 ®apMaKoAHHAMAYHH cBOliCcTBA

(dapMmakoTepaneBTHYHA rpyna: cenektueeH p-6nokep, ATC kox: CO7 ABO7

MexaHn3pM Ha JiciicTBHe
busonponon Pl-cenexkTHBeH aapeHopelerroped OJOKHpall areHT, NMIIEH OT BbTPElHa CTHMYJHpalng

CAMNaTHKOMHMETHYHA AKTHBHOCT M 0€3 chOoTBEeTHA cTabunu3npaina MemopaHHa akTHBHOCT. [IpoayxTeT
AMa MHOTO cnab adpwHUTET KM B2-peienTOpHTE HA IIAAKHTE MYCKYJIM H3 OpPOHXHTE H CBhJIOBETE, KAKTO H
B2-penemropute, CBbP3AHU ¢ METADONUTHATA peryiaups. 3aToBa, IO NIPHHIMII, He ce 09aKkBa 6U30NPOoIoN
Jla BIUsic Ha ANXATENTHATA PE3HCTEHTHOCT H P2-MeguHpanuTe MeTabOMNTHH epeKTH.

Bl-cenekTHBMOCTTA Ha 6M30NpPOIION € U3BEH TEPATIEBTHYHHUTE HO30BH I'PaHHIIH.

O6wwo 2647 nauvenTtu ca Bxmo4YcHHU B npoyusaneTo CIBIS II. 83% (n=2202) 6nmm ot knac 11l Ha NYHA,
a 17% (n=445) — ot xnac 1V Ha NYHA. Te ca nmanu crabnnna, caMnToMaTidHa, CHCTONIHA ChpACYHa
HedocTaThYHOCT ((pakuns Ha n3TnackpaHe < 35% ua Oasa exokapauorpadus). Obmara CMBPTHOCT €
6una namaneHa ot 17,3% ao 11,8% (orHocuTenHo HamanenHe oT 34%). OTueTeHO € HaMaNeHHE Ha
BHE3amHaTa CMBPTHOCT (3,6 % cnpaMo 6,3 %, oTHOoCHTENHO HamaneHue 44%) u HamaneH Opol Ha
CIIYYauTe ChC ChPACYHA HEAOCTATRYHOCT, HW3IHUCKBAIqH XocrHTamm3auma (12 % cpemy 17,6%,
OTHOCHTEJTHO HamaneHne 36%). HabmonasaHo € ¥ 3HaYHTETHO nogofpenue Ha PYHKIIHOHATHHUA CTATYC
ciopen Knacupuxauuata Ha NYHA. B Hawanoto Ha TepamMsTa W IO BpEME Ha THTPHpaHETO Ha

Om3omposion ca OTYETEHM CJIydaH Ha XOCNHUTANM3ALMA, Mopand nossa Ha Opaanxapapi-€6:53- %),

xunoteHsnda (0,23%) u octpa gexomnencanusa (4,97%), HO Te HE ca MO-4YeCTH, OTKOﬁé-;ﬁ praucOe.
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rpynara (0%, 0,3% »n 6,74%). bposaT Ha daTtanHUTe U RHBATHAN3IHPALIH HHIHAEHTH 110 BpEME Ha LSUIOTO
n3caeasaHe ca 20 B rpynata ¢ Ousonponoin 1 15 B mnauebo rpynara.

B xmunaroto npoyasaHe CIBIS III ca macneasann 1010 nauueHTa Ha BB3pacT =65 roaund, ¢ Jicka 10
yMepeHa XpoHudHa chpaeuna aeaocrarsaaocT (CHF; 11 wim III NYHA) u nsasa seHTpuXYIHA $pakins
Ha un3TnackeaHe < 35%, kouto He ca Omnmu nexyBaH¥ npean ¢ ACE-upxwburopu, P-6noxepm
AHTHOTEH3HH peuentopiu Onoxepn. HMacnegBaHeTo cpaBHABA Oe3omacHOCTTa H eEKTUBHOCTTA Ha
MbpBOHAYANIHA IIECTMECeYHa MOHOTepanua ¢ Ousonponon (TapreTHa no3a 10 mg BeAHLXK QHEBHO), KbM
xonTo ce npnbass ACE-naxuOnTOop eHananpun (TapretHa ao3a 10 mg BeAHBK AHEBHO) B NPOSBIDKECHHAE
Ha ome 6 1o 24 Mecela, ¢ MPOTHBOIIONIOKHATA MOCIENOBATEIHOCT Ha ITEPBOHAYATHOTO JiedeHHe. Bedaka
rpyna ce cecToH oT 505 naueHTa.

JIBeTe CTpaTerny ca CIAno CpaBHEHH, KAKTO M0 OTHOLIEHNE HAa KOMOUHMpaHaTa 001a kpaitHa ren (obima
CMBPTHOCT W/TH XOCITHTANMN3AIIAA ), TAKa X 10 OTHOMIEHUE HA BCEKH OT TE3U KOMMNOHEHTH 1O oTaenHO. OT
NeKyBaHUTE NalMeHTH oblaTa kpatina nes e nocTurHarTa npH 178 nanpenTa (35,2%) ot rpynara,
JIeKyBaHa ITbpBo ¢ 6u3onponon, cpemy 186 nanuuenta (36,8%) oT rpumnara, 1eKyBaHa ITEPBO C

eHaNanpHiI, KOETO TOKAa3Ba, He ISYSHHETO 3aMOTHANO ¢ OU30MPONoN e CPAaBHUMO IT0 ePEKTHBHOCT €
Ne4eHHeTo, 3anouHano ¢ enananpui. I[py mhpBOHAYANOHO Jeyerue ¢ Hu3onponon ca MOYHHANH 65
naluHeHTa cpeuly 73, IeKyBaHH MbPBO ¢ eHananpun (MeXKAyrpynosa pasnuka p=0,44) n 151 cpewmy 157
XOCIUTANN3KpaHHU nauuenTta (p=0,66). bposaT Ha CEpHO3HH H 001K HEXENAHH JIEKAPCTBCHH PeakLHH €
noaAoOeH 3a ABeTe rpyNH. AHANH3BT HA JaHHUTE 33 IThPBATAa NORAHHA MOKA3BA HE3HAYHWTEIHA TERACHIIUS
KbM HaMINBaHe Ha 00lllaTa CMBPTHOCT Ha IpyTiaTa, leKyBaHa ImepBo ¢ Ousonponon, ¢ 31% B cpaBRenne
¢ T43M, JieKyBaHa MsPBo ¢ cHananpuwil. CTaTUCTAYECCKH 3HAYHMOTO HaMaNsiBaHe Ha pHCKa OT BHE3AITHA
cMBpT ¢ 46% (p=0,049) npe3 mepBaTa roHHA, rNaBHO JOMPHHACH 3a No-J00paTa NpeXUBAEMOCT Ha
rpynara, 1eKyBaHa ITbpBo ¢ GUsonponon. Pe3ynTaTuTe NOKA3BAT, 9€ NOpaan cxoanaTa 6e30macHoCT H
eDHKACHOCT, ICUEHHETO Ha XPOHHUYHA ChpACYHAa HEJOCTATBYHOCT MOXKe Ja 3aMo4YHe WiM ¢ OSusonposon,
MM ¢ eHananpun. busornponon cbile Taka ce mpunara 3a JeueHHe Ha XHNEPTOHUA M CTEHOKapAHA.

bu30MnposIon HAMa H3pa3eH HeraTHBEH HHOTPONEH edeKT.

Buzonposion OOCTHra MakCHMAITHHA CH aHTHXHIIEpTEH3HBeH edeKT 3-4 gaca clel NMepopalcH MPHEM.
ETHMHHALMOHHUAT MY TONYXHBOT B IutazMarta ot 10-12 gaca ocurypsasa Ha Ou3zomponon 24-dacoma
e)eKTUBHOCT, CJIeA ¢XHONO030B JHEBEH IIPHEM.

MakCHMATHHAT XHIIEpTeH3UBEH eekT Ha 6N30IIpOoIoN Mo NPUHIIKMN Ce AOCTHUra clie] 2 CEAMMIIH.
VIHTEeH3MBHOTO MPUTOKEHHUE IPH NALMEHTH ¢ KOpOHapHa 0oJiecT Ha c¢hplUeTo O6e3 XpOHHMYHA CHPACYHA
HeJOCTATBYHOCT, OH3omponon HaManspa ChbpAcYHATA 4HE€CTOTa U yIapHMs o0eM H N0 TakbB Ha4dyMH
NMOHHXKABA ChpACYHNA ACOHT U KUcTopoAHOTO MoTpednacHue, IIpH XpOHHYHO IPUSIOXKEHNE, MBPBOHAYANO
NMOBHIDEHATA NepUdepHa pe3HCTEHTHOCT HaManaBa. [I0THCKaHETO HA aKTHBHOCTTA Ha IUIa3MEHNs PEeHMH,
ce JHCKYTHpAa KaTO MeXaHH3bM Ha JAcHCcTBHE, XAl B OCHOBATA HAa aHTUXHNEPTCH3IUBHUA edekT Ha P-
Onokepure.

Upez Onokagmara Ha cbpacuHuTe fB-penenropm  OH3ONPONION  MOTHCKZ  OTTOBOpa  KBM
CHMIATUKOANPEHEPrHYHATa AKTHBHOCT. TOBa NpEAW3IBHKBA HaMaliCcHME HA cCbp/iedHaTa dYecToTa M
KOHTPaKTHNMTET ¥ NOPAJM TOBA BOAM A0 HaMareHHE Ha MUOKApAHATA KOHCYMALHA Ha KHCIOPO/], KOETo €
XenaH e(eKT NpH aHrHHA NEeKTOPUC C HanuMHa HCXeMHUYHA OoNecT Ha ChpLETO.

5.2. <DapMaKOKHHETHYIHH CBOHCTBS

Abcopbuns
Br3onpomon ce abcopbupa mourr HamemHO (>90%) OT racTpOMHTECTHHAIHHA TPaKT M IMOpagd MHOIO

Mankua edekt Ha first pass Ha gepHHA apod — npubmmanteno 10%, uma abcomoTHa OHOHATHYMHOCT OT
oxoJto 90% cnen mepopaTHO NMPHIOKEHHE,




Pasnpenenenne
OOembT Ha pasnpenenenue € 3.5 1/kg. Cebp3saHeTo Ha OM30NPOJION ¢ TUTA3MEHUTE NPOTEHHH € OKONo

30%.

MeTabo1n3sM H ¢NHMHHHDAHE

Busonponon ce eIMMHHHMpa OT OpraHH3Ma 4Ype3 [Ba €KBHBAICHTHH ITBTI Ha KIHpBHC: 50% ce
TpaHCQOPMHPAT B HEAKTHBHH MeTaCOMTH B YepHMA Jpod ¢ exckpenus Ha MeTa0ONHUTHTE Ipes
O6n6peure. Ocrananute 50% ce ekckperupaT HenmpoMeHeHH npe3 OnOpeuure. 3aTO0Ba NO NPHEHUMN
OH3onmposonl HEe H3NCKBa ananTHpaHe Ha [o03aTa INpH NaUWeHTH ¢ 4YepHoApoOHM H OBOpeuHH
YHKLMORATHH HapYIICHAA C JIEKA I0 YMEPCHA TEXECT.

OOmmmsT KIIMpPBHC Ha MPOAYKTA € npubmanrenyo 15 Vkg.

[Ina3sMeHHAT eMUMUHALIHOHEH NTOTYXHBOT ¢ 10-12 gaca.

[Ipn namuenTH ¢ XpoHwaHa cbpaedHa HegocTaThbaHOCT (III cramuit mo NYHA) nnasMeHBTe HMBa Ha
On30MposIoN ca Mo-BHCOKH ¥ IEPHOTLT Ha NMOMYKHUBOT € YIB/DKEH B CpaBHEHHE ChC 3ApaBU A00OpOBOJILIH,
MakcumanHara Ia3MeHRa KOHUeHTpalHsa B cTa0MITHO CheTOAHME € 64 + 21 mg/ml nmpu qHeBHa no3a oT 10
mg ¥ NepHOOLT Ha Nonypasnajg e 17 & 5 yaca.

JInHe#HocT
br3onponon umMa uHeliHa, BHIpacTOBO-HE3aBHCUMA KHHETHKA.

5.3. IIpeakauHHYHK JaHHH 3a 6e3o0nmacHoCT

[TpenkMHAMYHKHTE AAHHHM HE 110Ka3BaT 0CcOOEHa ONMAacHOCT Ha XOpa Bb3 OCHOBA Ha KOHBEHLHMOHAIHH
Mpoy4YBaHUA Ha eAMHHYHA W MHOIOKPATHAZ [(030B4 TOKCHYHOCT, €HOTOKCHYHOCT/MYTAreHHOCT HJIH
KapLUPOTreHHOCT.

Penpoaykiug
B penpoOyKTHUBHUTE TOKCHKOMOrHIHH H3CNEABaHHA OH30MIPONION HAMA BINSHHE BHPXY PEPTUIIHTETA WIH

BRpXY 00IaTa penpoAYKTHEBHA CITIOCOOHOCT.

[TonobHO Ha Apyru 6eta-Onoxepu, OM30MPONOS BBB BHCOKH IO3W BOAHM OO TOKCHYHOCT KakTo IIPH
Malfkata (HamMansBa MPUEMAHETO HA XpaHa M TENEeCHO Terflio), Taka U Ha eMOpHoHa/tu10aa (YBenHdaBsaHe
cnydaute Ha pe3opbuud, HamansBaHe TErjaoTO Ha ioAa, 3aassHe Ha (PU3HYECKOTO MYy Pa3BHTHE), HO
HsiMa TepaToreHeH edexr.

6. PAPMAIIEBTHYHA JAHHHA
6.1. CnucnK Ha NOMOIIHHTE BelecTRA

Cwdvporcanue na mabnemxama:
Miuxpokpuctainna uemynosa PH102;
Kammes xunporendocdar, 6e3soneH;
IlpexenaTHHH3UPAHO LAPEBUYHO HUILECTE,
IMosuaon K-30;

CHnAumer JHoOKCH, KONOUIEH, 6e3BOIEH;
Marsesnes cTeapar

dunrmoso noxpumue Sheffcoat HS Yellow:
XHApOKCHIPONMANIMETHITLENYIO34;
XHAPOKCHIIPONHILIENY 1033,

TrranoB auokcun (E171);




Tank;
XbaTt xenesen okcua (E172).

6.2. HechBMECTHMOCTH

HenpunoxnMmo.

6.3. Cpox Ha roJHocT

3 roguHKU

6.4. CnenuannH y(IOBHE HA ChXpPAHEHHE

Ja ce cexpanaBa o 25°C B OpUrHHAITHATE OIMaKoBKa.
Ha ce cEXpaHgBa Ha MSCTO HEOCTRITHO 3a Jena.

6.5. BHA H cBALPAXAHHE HA ONIAKOBKATA
[Tpospausm PVC/PE/PVDC 6imcTepr NOKPHTH ¢ aNYMHHHUEBC (hOJITHO.

Enun 6mactep cuappxa 10 6pos Ppunmupann TabneTku
Pasmep Ha omnakoBkata: 30 Opos dunmupann tabnetku (1 omakoska/ 3 6mucTepa).

6.6. CrennaJHN NpeaAnazAy MepKkH NMpH HIXBLPJ/ASHE
HsaMa crienHamiy H3uCKBaHUA.

Hewnzmon3ssauuaT npoAyKT UM OTIIATBYHHTE MATEPHATH OT HETO TPA0Ba Aa ¢€ H3XBELPIIAT B
CHOTBETCTBHE ¢ MECTHHTE H3INCKBAHMHA.

7. IIPATEXATEJ HA PAZPENIEHHAETO 3A YIIOTPEBA

HOBEJI ®PAPMA EOO/
Oyn. “bumrapus” Nel(9
Codusa 1404, benarapus

8. HOMEP HA PAZPENNIEHHETO 3A YIIOTPEBA
Pernctpamuonen Ne 20210090

9. JATA HA ITBPBO PAIPEIIABAHE/MOJHOBABAHE HA PAPEIIIEHHETO 3A
YIIOTPEBA

JlaTa Ha mepBO pazpemanane: 14.04.2021
Jara Ha noclne{Ho NOOHOBABAHE:

10. JATA HA AKTYAJINZHPAHE HA TEKCTA

01/2025




