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Bnox6uc Kop 2,5 mg Tabnerxu
Blokbis Cor 2,5 mg tablets

Brok6uc Kop 5 mg tabnetku

Blokbis Cor 5 mg tablets

2. KAMECTBEH H KOJIHYECTBEH ChCTAB

Beska TabneTka cpabpika 2,5 mg wiM 5 mg 6isonposonos dymapar (bisoprolol fumarate),
Iomommo B@L;gcrso € H3BECTHO JeHCTRHE: JJAKTO3a MOHOXHAPAT.

Besxa Tabnetka or 2,5 mg cpaspika 68,15 mg aakroza MOHOXKIpAT.
Besxa Tabnetxa ot S mg craspxa 136,2 mg nakTo3a MOHOXHIPAT.

3a IbAHMA CNMCHK HA TIOMOUIHHTE BCLICCTEA, BHKTE TO4KA 6.1.

3 JiEKAPCTBEHA POPMA

Tabnetxa
baokbuc Kop 2.5 mg Talnetky: Gens, oBasiu, HEOGEHTH, C Je/MTEH 4epTa OT JBETE CTPaHH,
mapkuposka “BI” 1 “2.5” ot arere cTpany Ha NENHTENHATA YepTa.

EnoxGuc Kop 5 mg Tabnetiu: 6neNoiBaTS, KPLIiH, HeoOBWTH, M3NLKHANM, C NeNUTeNHa YepTa OT
eIHaTa CTpaHa U Mapkuposka “Bl” u “5™ T qeeTe cTpanu Ha AEWTENHATA YEPTa.

TaGneTkara Moxe fia ObJ€ pa3jeneHa HA IBe PABHY NO3M,

4, K/MHHYHHA JAHHH
4,1 TepanesTHuRH nbnisﬁnnﬁ'

Jleyenue na cTabunHa yMepeHa 0 TeXXKa XPOHHYHA ChPNEHA HEIOCTATEYHOCT C HaManexa
CHCTOIMYHA KaMepHa GyHKumA ((ppaKuua Ha H3TIackeaHe <35%, moka3aHa exokapauorpadeku) B
kombuHanua ¢ ACE HHXHOHTOPH H THyPeTHLH, # [IPH HEOOXOAHMOCT ChC CHPAEYHH IIHMKO3UAM (38
JOTBIHHTETHA HHpOPMAaIHA BXK. Touka 5.1).

4.2 Jlo3npoBKA H HAYMH HA NPHJI0NKEHHE

203[4 POEKa

Tlpean ravanoTo Ha JedYeHHETO NMAlMEHTHTE TPaOBa ha ca crabnupany (Ge3 IposBU Ha ocTpa
HENOCTATLYHOCT). Iipeniopryea ce JIEKyBaIllMAT JIEKap Aa HMa OITHT B JIeYSHHETO Ha XpOHHYHA
ChpIEUHa HENOCTATEYHOCT.

Turpanvonna hasa

Jleuenuero Ha crabunHa XpoHHYHA ChpACUHA HenOCTaTb‘iHOCT ¢ Buzonponon u3Kg

THTPUpPAHE.

ITpenophukTennaTa HaYanna ao3a e 1,25 mg BeqHsk AHeBHO. B 3aBHCHMOCT OT

TICHOCHMOCT, JIO38TA C¢ IOBMINABa Ha 2,5 mg, 3,75 mg, 5 mg, 7,5 mg u 10 mg ae
1
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HHTEPRAI 0T ABE CEAMMIIH HITH IIoBeYe. AKO HOBHILIEHATA /1034 HE CE [IOHACA 06pe ICHEHHETO MOKe
Ja Ce MPOJTRIDKH C MO-HUCKaTa 103a. Cnes cTabunH3HpaHe HA CHCTOAHWETO Ha NAIMEHTa MOXe 4 CE
NPHCTHITM KbM IMOTHOBABAHE HA JIEYCHHETO H/WIH NOBHINABAHE HA A03aTa& Ha GH30Mpono.

MakcHMaHaTa NpenophYHTenHa 403a € 10 mg eRHOKpaTHO AHEBHO.

Bl .
Ilpes TuTpaunonHaTa ¢asa c¢ NPeNOpEHBa NPOCTEAABAHE Ha HUSHEHHTE NIOKA3ATENN (CHPACYEH
PHMTBM, KPEBHO HAJIATaHe), KAKTO ¥ 32 NOABA Ha CHMITTOMH Ha BIOLLABAaHE Ha ChpAeYHAaTa
HEIOCTATHIHOCT.

Mooduduyupane sa revenuemo
AX0 MaKCHMATHATA NPENOPBYHTENTHA 4034 He ce TToHaca fobpe, JieueHHeTo MOXKe A3 MPOTBILKH C
TOCTENEHHO TIOHIDKABAHE HA JO34TA.

[Ipu nipexoaHO BIOMARAHE HA CHPAEHYHATA HEAOCTATEYHOCT, XMIIOTOHMA WiTH Opajukapavs, ce
npenopbusa PeCLEHKA HA 1034Ta H Ha CHITLTCTBALIOTO JieueHue. Moxke fa e HeoGX0IHUMO BpeMeHHO
Jia Ce TIOHMKH J103aTa Ha GH30NPOJION WiH A2 ce OOMHCIN NpeyCcTaHOBABAHE Ha JICYEHHETO,

Cnep cTabHIHM3Mpane HA CBCTOSHMETO Ha MAIMEHTAa MOXE Ia Ce NPHCTHITH KBM NOJHOBSBAHE HA
NIeYeHUETO WM TIOBHIIaBaHe Ha J03aTd Ha GH30Mposon.

AKo e HEOOXOAMMO NPEYCTaHOBABAHE Ha JICYEHHETO, CE NMPENOpPHYBa MOCTENEHHO MOHMKABAHE Ha
1103aTa, Thid KATO BHE3aNHOTO CIIHpAaHE Ha TEPaIHATa MOKE 1a AOBEAE 0 PA3KO BIOIIABAHE HA
CBCTOAHMETO HA NALHEHTA.

IHpodvancumennocm Ha mepanuama

ITo npuHIAMN neyeHHeTO ¢ GH3ONPOJION € MPOTBIIKHTETHO.

Jleuenuero ¢ Guzonponon He TpA6Ba Aa ce CliMpa BHE3ANHO, Thil KATO TOB& MOXKE [1a IOBEAE JI0 PA3KO
BJICIIABAHE Ha CBCTOAHHETO, 0COGEHO MPH MAalHeHTH ¢ HexeMuuHa Gonect Ha cbpueTo. [Ipenopryra
¢¢ TOCTENEHHO NOHHAABAHE Ha K034aTa.

Creyuannu nonyrayuu

HNammenty ¢ 616pedHO ¥ HMEPHOAPOGHO YBpeKIAHE

- Hama undopmanun 3a dapMaxoxiHHeTHKaTa Ha GH30DPOIOT NPH NALHEHTH ¢ XPOHWYHA CLPAEHHA
HEJIOCTATHEYHOCT H yBpeaeHa 6s0peuna wid yepHoapobHa dynkuua. [TopMnapaneTo Ha 103aTa B Te3H
CITytaH W3UCKBA ZOITLIHUTETHO BHUMAHHE,

Crapyecka BrapacT _
He ce M3HCKRa afanTHpaHe Ha A03aTa.

IlepmaTpydHa nomynanus
Hawma omur ¢ 6uzonponon opu neua TIOpaii KOETO M3NOI3BAHETO My TIPH Jielia HE ce NperophLuBa.

Hauws Ha mpunoxenue
Tepopanuo npunoxenue

Buzonponon TabaeTku ce npHeMart CyTpHH, cbe Ui 6e3 xpada. MoraT A2 ce NONTBINAT ¢ MAJIKO
TE€YHOCT.

4.3 IlpormBonoKa3aHAH

BH?-OI'IPQJIOJ] € HPOTHBOIIOKa3aH IIPH HALHEHTH CbC!

. CRPBLXYYBCTBHTENTHOCT KBM Guaonponon HIIM KBM HAKOE OT NOMOLITHHTE Belll
Toyka 6.1;

L4 OCTpa CbpAEIHA HEAOCTATHEYHOCT WK ¢ JEKOMNEHCHPaHa CbpacyHa HEI[OCT

L4 KapITHOI"CHEH IIOK;
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aTpHoBEHTpHKYAapeH (AV) 610k propa Wi Tpera creneH (6es nencuei%wsp),

CHHAPOM Ha 6oNHUS CUHYCOB BB3IEN;

cuHoaTpuaneH (SA) 610k; ’

CHMITTOMATHYHA Gpa,ump;[m;

CHMIITOM2THYHA XHIIOTOHHS;

TexKa SPOHXHAMRA ACTMa WIH TEXKKA XPOHWYHA ch'IpyxTuBHa Genoapobua Gonecr (XOBE);
TEXKA tbopMa Ha nepudepHn apTepranty OKTy3UBHY 3a60ﬂssaunﬂ Wi Teska GopMa Ha
cAHApoM Ha Peilino;

HeJleKyBaH (eoxpoMouMToM (BK. Touka 4.4);
MeTabOINTHA anUao3a.

44 Crenpa/AE ApeAyNpeRAeHAA H UPEANA3HY MepKH HpH ynioTpeda |

Jlevenuero Ha ¢TabHIHA CEPASHHA HEZOCTATHYHOCT ¢ GH30MponoAa Tpabea ia 3an0uHe CHe CEUVaNHa
TUTpaloHHA (hasa.

IIpekpataBaneTo Ha nevesneTo ¢ Suzonponon He TpAGRa Aa ce WIBLPIIBA BHEIAIHO, 0COBEHO npu
NAlHEHTH ¢ HCXeMHYHA 60eCT Ha CHPLETO, OCBEH NMPH HAMHYKETO Ha KATETOPHYHA MHAMKALMH, THH -
KATO TOBAa MOXE ia ZIOBEJie A0 BIIONIABAHE HA CHPAEUHHA CTATYC.

Buzonponon Tpabsa ia ce M3MON3RA ¢ BHHMAHWE [IPH:

. 3axapes fnaber ¢ ronemu xonedaHus B CTOWHOCTHTE HA KPBBHATA 3aXap; CHMIITOMUTE Ha
XAMOTIIHKEMMA MOTar Aa 6bnar Mackupany;

* - cTpora aueta (HocTeHe);

. B x0Na Ha necencubunusnpama repamus. [TonoGHo Ha npyrure Gera-Gnokepu, Susonposnon

MOXME [a YBETHYH HYBCTBHTENHOCTTA KbM aJepreHs, KAKTO M TEXECTTa HA aHA()WIaKTHYHHTE
peakiun. JieueHueTo ¢ anpeHaInH He BUHATH AaBa O4aKBaHHA TepanieBTHYeH epexT.

* ° AV Onok Iepea CTenen;

. anrkHa Ha Prinzmetal: nabmonapany ca ciiy4as Ha KOpoHapeH BasocniassM. Benpeku Bucoxata
GeTal-ceneKTHBHOCT Ha GH3ONPOION, IPH NALHEHTH ¢ aHTHH2 Ha Prinzmetal, KoKTO ro
OpUEMAaT He MOraT Ja 6B1aT HRKMOYMEeHH IPHCTHIM Ha CTeHOKap/IHs.

. nepHepHH apTepHATHH OKITY3MBHH 3a00NsBanuUs (MOXe J1a ce HaboAaBa BIOMIABAHE HA
OTLTAKBaHUATA 0COOSHO B HAY4AIOTO HA ACHEHHETO),
. of1a aHecTe3HA.

IlpH naimenTH, NORNOKEHH Ha 061Ia anecTesns, HeTa-GnokanaTa HAMANIBA YECTOTATA HA APUTMHM H
MHOKAapIHa BCXEMHS 110 BPEME HA BEBSKAZHETO B AHECTE3HA H HHTYDAIMATA, ¥ B TIOCTONEPATHBHHA
nepuon. [Ipenopbusa ce noasbpxamara Gera-Grokana Aa Gbre NpoAkDKeHA NEpHOHEPaTHBHO.
AmrecresHonorst Tpabea aa 6sae nobpe sanosuaT ¢ SeTa-Grioxanara, Thil KATO BEIMOMKHOCTTA Ha
OH30MPONON 12 B3aUMONSHCTBAA ¢ APYTH TEKAPCTBA BOAM JO BpanuapyT™us, orciabpane Ha

- petbIeKTOpHATA TAXMKAPIWs U HaMANsBaHe Ha pedeKTOpHATa COCOGHOCT 33 KOMIIEHCAIHA Ha
KpnBO3arybara. Axo BEIPEKH BCHUYKO € HeOOXONMMO MpexpaTasare Ha TeparnusTa ¢ Sera-Groxepn
npead XHPYPrayHATA MHTEPBEHLIHA, TORa TPAOBA A2 €6 H3RBPIIBA NOCTENECHHO U 1A 3aBBPIliM OKONO
48 uaca npeny aHECTE3HATA.
Buipek, e kapanocenextusante (betal) Geta-Onokepu MOraT na oxassar no-cnab edexr Bupxy
Genonpobuara GyHKIMA, OTKONKOTO HeceACKTHBHUTE GeTa-6moKepH, H3NMON3IBaHETO MM CHINO TpaGRa
na ce u3bArBa P NalMeHTH ¢ OOCTPYKTHBHY 3a00NIABAHNS Ha JMXATENHUTE TRTHINA, OCBEH aKo HE
CBHIKECTBYBAT Y€ AHTEIHH KIIBHHUNY IPHYMHM 33 ynotpeGarta uM. AKO TAKHBA TIPUYKHK
CBIUIECTBYBAT, OU30NPOION TpAGRa f1a Ce H3MO/I2Ba ¢ TIOBHLIEHO BHUMAHYE.

ITpu 6porxuanHa aCTMa WIH JPYTH XpOHWYHH 00CTPYKTHRHM Genoapobuu zaGonasan
Aa TIpeIU3BHKAT CHMITTOMH C€ IPeNopbyBa eAHOBPEMEHHO NPHJIOKEeHUe Ha Opo.
Tepanus. B HAKOM CiTydaH npH NalMeHTH ¢ acTMa MoXe A2 ce Habmoaasa nos
Pe3HCTERTHOCTTA Ha QMX2TEAHATE NBTHINA, KOSTC MOXKE [1a HANIOKH NOBHLIAB:
CTUMYNIAHTHTE.
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Hsma TepanieBTHUEH ONMT B IeMEHHMETO ¢ OUIONPONON HA CEPAEYHA HEJOCTATHYHOCT MPH MALHEHTH
CBC CIIERHATE 3a60IABaHMA W CHCTOAHMA:

. HHCYJIMHO3aBHCHM 3axape auabet (Tum I)

. TeKKO Hapyliera 6s6peuna dynxuus

. TeXXKO HapylieHa uepHonpoGHa GyHKIMA

. PECTPUKTHBHA KAPAHOMHOTIATHA

. BPOAEHH CHpAeYHH 3a60NaBaHusA

. XEMOIHNAMHYHO 3HAYMMM OPraHUYHM KNanyu 3abonssanus
. unapKT Ha MUOKAP/IA MPE3 MOCTEAHHTE 3 Mecetia.

KomOunainsTa Ha OH30MIPOSTON ¢ KalHEeBH 8RTATOHHCTH OT IPYNaTa Ha BepaliaMuil WK JITTHAIEM, C
-aHTHAPMTMHIH K1ac | 1 ¢ aHTHXMNEPTEHIWBHH TPOAYKTH ¢ UEHTPANHO AeiCTBHE MO MPHHUHIT He ce
NpenopsyRa (3a NOJpoSHOCTH BXK. ToUKa 4.5).

[MauyeHTHTE ¢ ICOPHAZHC WIH ¢ aHaMHe3a 3a Iicopuasyc Tpabsa na npuemat Geta-Griokepu (BRI
OM30MpoNOIT) ¢AMO CIIER BHHMATENHA OLEHKA HA CHOTHOIDEHHETO 0/T3a/PUCK.

TIo BpeMe Ha NeveHne ¢ GH30MPONON CHMITOMHTE HA THPEOTOKCHKO32 MOTAT 1a O'haT MACKMPAHH.

. ITpn nanmenTy ¢ Geoxpomountom Suzonponon Tpabsa ga ce npuiara ciexn aida-peuenropHa
B6nokana.

BHBOIIPOIIOII MOXKE Ja naje O3HTHBHH PESYNTATH [10 BPEME HA AaHTHRAOMHHIOB KOHTPO,

B HaganoTo Ha TepanugTa ¢ GU30NPONON M NPH MPEKPATABAHETO i Ce HINCKBA PeNOBHO
MpoCTeABane. 3a JO3MPOBKATA H HAYKHA Ha IPHIOKEHHE BK. TOHKA 4.2.

TIpOAYKTHT ChABPIKA JIAKTO3a MOHOXHApAT. [lalMenTy ¢ PeaKH HacTeACTBEH! MpobaeMH Ha
HEMOHOCHMOCT KbM rajlakTo3a, MEICH NaKTaseH AehHUMT KIH DIIOK030-TanakTo3Ha ManadcopOimsa He
TpaORa Ja NPHEMAT TOBA JICKAPCTRO.

4.5 BaanmojeiicTBHe ¢ APYIS JexapeTBeHY NPOXYKTH H APYTH GopME Ha B3anMozgeiicTeHe
Kombunauuu, koumo He ce npenopuwusam

Kannuesn aHTAroHHCTH OT BepanaMmuIoB THR K B HO-MAJIKa CTETCH OT JRUITHAZEMOB THIL; HETATHBHO
BIMAHME BLPXY KOHTPAKTHIIMTETA M ATPHOBEHTPHKYIAPHATA TPOBOAMMOCT. HHTpaBeHO3HOTO
TpHJIaTaHe Ha BEPANAMHUJI MPH ALEHEHTH Ha JIedeHHe © 6em-6.r101<epu MOKe J1a IOBEde 10 TeKKa
XHIOTOHHA {1 ATPHOBEHTPUKYTapeH GMox.

Antaaputvuim kac I: EGEKTET BBPXY aTPHOBCHTPHKYIAPHOTO BPEME 32 njposonnmoc'r MOJKE J1a ce
NOTEHUHEPA M 1@ CE YBE/IMYH HETaTHBHUAT BHOTPOTICH edekT.

LienTpanno-aeficTBamy aHTHXHNEPTEHIHBHYE CPEICTRA, KATO KIOHMIMH ¥ Ap. (Hanp. MeTHIA0NA,
MOKCOHMIMH, PUIMEHHIKH). eTHOBPEMEHHATR YNIOTpeHa Ha LEHTPATHO NeifCTRAING
AHTHXUIIEPTCH3MBHM NeKapCTREHH MPOAYKTH MOXeE 1a AoBeje Ao 3a0aBaHe HA ChPACHHAT]E HeCTOTa H
ChPACYHHUS ACGHT M 10 Ba30UIaTallus. BHesanHoTo NPEKPATIARAHE HA TEPAITMATA MOXKE A2 NOBHINHA
pHCKa OT ,,pedayH XBnepToHus”,

Kombunayuu, npu Koumo ce usuckea eHUManHue

KanumeBH aHTarOHUCTH OT SHXUAPONHPUIAHOB THII, KaT0 QeJOIHMHH ¥ aMIOIH
€HOBPEMEHHATa YNOTPpeDda Moke 13 TIOBHILY PHUCKA OT XHIIOTOHUS; [IPH TIalHe
HE0CTATHYHOCT HE MOKE /ia Gh/€ H3KIIOYEH IOBHIDEH PUCK OT JOITBJIHITE
KaMepHaTa oMIeHa hyHKLus.
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AntuapurMuud kiac I (Happ. aMHOZapOH): PB3MOMHO e NoTeHUupane Ha edekra no oTHOWEHHE
BpeMeto Ra AV nposoimMocTTa.

BeTa~-6nokepH 3a NOKATHO MPHIOKEHHE (Hanp. O4HH KaNKH 32 jevUeHNne Ha TIAYKOMA) MOTar fa
NOTEHUAPAT CHCTEMHHTE edexT Ha Ouzonponos.

TapacuMnaTHKOMMMETHIM: EHOBPEMEHHOTO IPHIOKERHE MOKE 113 YIbIDKA ATPROBEHTPHKYIAPHOTO
NPOBOJHO BPEME ¥ 1A YBENHH PHCKa OT Opanvkapavs.

Hucynun 4 nepopanyy aHTHAHA0STHH CPEACTBA: 3aCHIBAHE HA XHNOTIHKeMIHMA edext, Briokanara
Ha GeTa-peuenTopuTe MOJKe Jia MACKUpPAa CHMITTOMHTE Ha XHITOTTUKeMHS,

ARecTernny: orcnabsake Ha petheKTOpHATA TAXUKAPIMA 1M NOBHILEH PHEK OT XHIIOTOHMS (32
AOTLIHHTENHA MHpOpMalM OTHOCHO o01iaTa anecTezus Bik. TouKa 4.4).

Jnruranicopy rRKo3HAH: 33baBsHe Ha CHPACYHATA MECTOTA, NIOBUINABAHE Ha BPEMETO Ha
[peACHPAHO-KaMEPHATA NPOBOIMMOCT.

HecTtepounnu NpOTHBOBB3NATHTEEHH CPEICTRA (HCI]BC) HCIIBC morar na orcnabar
XHIOTEH3NBHUA 6dexT na 6nsonpo.uon

Bera-cumnaroMuMeTRIIM (Harmp. H30NpeHANHH, RoGYyTaMMH): kKOMOHHAIMA ¢ GH30NPONION MOXKE 12
HaManH eexTHTe H Ha ABETE 1eKapCTBa.

CuMRaTOMMMETHIH, KOWTO AKTHRUPAT CAHOBPEMCHHO ardia- H feTa-peuenTopHTe (HATp.
HOpanpeHanuH, afpenanun): KomOuuupanero uM ¢ 6u30nposion Moxe aa JEMACKHPA TOBTHIHOTO OT
anda-anpeHOpELIETTOPHTE BaROKOHCTPHKTHRHO ACHCTRUE HA Te3M CPENCTBA, BOICLIO A0 NOBHINABAHE |
Ha KPpBHOTO Ha/ldraHe 4 oDOCTpaHEe Ha KNayuKanWo uHTepMuTeHc (claudication intermittens). Cumra
Cé, 4e TAKHBA B3aUMOACHCTEHSA Cca NO-BEPOATHH ¢ HeceeKTURHAITE Gera-bliokepH.

EnHoBpeMeHHaTa yoTpeba ¢ aHTHXMIIEPTEH3UBHY CPE/ICTRA, KAKTO H ¢ APYTH EKapCTBEHH CPEACTEA,
KOHTO MMAT NOTEHLHAT JA NOHIIKABAT apTEPHAIHOTO HanArade (Hanp. TPHLMKTHIHY
aHTMIIENpecanTH, GapOuTtypaT, PeHoTHAZHHHK) MOXe I3 TOBHUIM PHCKA OT XUNIOTOHHS.

KombGunaguu, koumo mproea da 6vdam enumamenro obmucnenu
A ‘

MeduiokHH: MORKIICH PUCK OT OpajHKapIus. .
MoHnoamurooKcHIa3HK HBXAGHTOPH (¢ HakwnoueHne Ha MAO-B uuxuburopH): NoRHINABAHE Ha
XUITOTCHIHBHAEA edeXT Ha OeTa-0n0KepHTe, KAKTO M PHCK OT XMITEPTEH3HBHH KPH3H.

4.6 Depraaurer, ﬁpemeﬂndc'r H KbpMene

bpemeHRoOCT
Buzonponon uMa GpapMakonoruyHu AeHCTBHA, KOWTO MOTAT Aa MPEAH3BHKAT YBPEKAAWM ehekTd
BEPXY OPEMEHHOCTTA W/HITH BbPXY JUTOAa/HOBOpOAeROTO. 1o IpuHnun Geta-afipeHopenenTopuuTe
OnokepH HaMaNABRT IALEHTHATA NEPPY3HA, KOATO MOXKE J1a & CBBPXKS CEC 3afaBaHe HA pacTexa,
BRTPEMATOHUHA CMBPT, a00pT WM NpekACBPeMeHHO pakaake. Hekenau exapcTeeny peakipin
(nanp. xunoraMxeMus W GpaguKapaHa) MOraT A8 BE3HHKHAT Y IVIOZA H HOBOPOAEHOTO. AKO €

HeoOxommMo neueHue ¢ fera-aapeHopeneITopan OnokepH 3a NPE/NOYMTAHE Ca beral -cenekTHBHNTE
a/IpeHOPEUETTTOPHH DNOKepH.
Buzonpoaon ne tpabsa na ce npuiara no BpeMe Ha SpeMeHHOCT, OCBEH IpH xarer
HeoOXOAMMOCT. AKO JISUEHHETO ¢ HHIONPORON C& CUUTA 33 HeOOX0aHMO, Tpsbba
KPBBOCHA01ABaHETO HA MATKATA H IVIALIEHTATA, M PACTEXK4 Ha wioaa. B cayuait
edexTy BopXy OpeMeHHOCTTa WM NIOAA, TPSOBaA Ma ce OOMUCIIN ANTePHATHRH
Hoeopoaenoro TpaGra na 6b1e HaOmopaBaHo BHHMATETHO. CHMITTOMH Ha
OpaauKap/us ce Ovakpat Haf-0610 npes ThpBHTE 3 AHY.

5
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KzpMene : . o
He € u3BeCTHO 1an4 TOBa aKTHBHO BEIIECTBO C€ EKCKpeTUpa B KbpMaTa. [10 BpeMe Ha jeyeHue ¢
6H30MIPONTION KBPMEHETO HE C¢ NPENOPhYUBa.

4.7 Etbeﬁn m,pxy cnocofnocTTa 32 WodHpane u pabora ¢ MammuHy

Ilpn npoyuBaHe IPH DALHEHTH ¢ BCXeMUuHa GojeeT Ha chpUeTo GUICMPONOI He BIOLIaBa
¢nocobHOCTTA 3a InoQHpaHe. Brnipekn ToBa, nopaxy MHIMBHAYANHHS OTTOBOP HA MALMEHTHTE KBM
JIeYEHHETO, CTIOCOOROCTTa 32 mothupane WK paboTa ¢ MaluHK Moxe ha 6bae HapymeHa. Tosa
TpabRa Aa ce BieMe N0/ BHAMAaHUE, 0COOEHO B HAMANOTO Ha JIEYSHHETO, IPH CMAHA Ha JISUCHUETO U
npH ynorpeba Ha aIkoXoJl.

4.8 Hexenanu IeKAPCTBEHH PeAKNHE

Hexenauure TeKapCeTBEHU PeakiiiM ¢a IPYNMPaHH N0 Y€CTOTA ChIMTACHO CREAHATA KOHBEHIHA: MHOTO
uecTH (= 1/10), wectu (2 1/100 mo < 1/10), mevectu (= 1/1 000 a0 < 1/100), peaxn (= 1/10 000 no

< 1/1 000), mBoro penxu (< 1/10 0003, ¢ HEM3BECTHA JeCTOTa {"decToTara He MOXe na Gnae
OIpeeneHa OT HATTHHHMTE JAHHK).

HacnegnaHus
Pedxu: NOBAINEHHN CTOMHOCTH Ha Tpurnuuepnnme, TIOBUIIEHH CTONHOCTH Ha qepuonpoﬁﬂme EH3HMH
(ALAT, ASAT).

ChpaeyHy HapylueHHs
Mnozo vecmu: Opagukaprus

Hecmuy: BIOWaBaHE Ha CHPASIHATAE HEJOCTATEUHOCT
Heuecmu: Hapymieus Ha AV -TIPOBOIMMOCTTA

Hapyluenus Ha HepBHATA CHCTEMa
Yecmu: 3:aMasHOCT 4 riasodonne
Peoxu: CHHKOII,

Hapyitenus na oumre
Peoxu: naManenye Ha CBIBOOTIENAHETO (,ua Ce uMa MpeABHN fTPH NAHEHTH, M3NIOT3EAINH TICTIVH)

Mno20 pedxu: KOHIOHKTHBHT

Hapymenwys g3 yxoro # 1abHpHHTa
Peadru: orciabpale Ha ciyxa

PecnypaTophn, IphAHH ¥ MCIHACTHHANHH HAPYIUSHHA :

Heyecmu: GpoHX0CNAIHLM UPH NALHENTH ¢ GpoHxHanta 8CTMa HIH 2HAMHC3A 33 o0CTPYKTHBHH
3a00NABAHMA HA IMXATEITHHUTE [T THUIA

Pedru. anepruteH puHHT .

CroMatiHO-YpEBHN HADYILCHUS .
Yecmu: cTOMaNIHO-YPEBHM OILTAKBAHUA, KATO: rafeHe, MOBPHUIAHE, AMAPHY, 3aNIeK

Hapyilens Ha KoxKaTa ¥ MOAKOXKHATE THKAH
Peodxu: pearuyy Ha CBPBXIYBCTBHTENHOCT (CHPOXK, 3a4epBABAHE, OOPHE M AHTHOE

Mnozo pedru: 6era~6noxepHTe MOTAT 1A MPOBOKHMPAT WM BIOLIAT FCOpYasHe,
0SBaTa Ha HcopHa3onogo6en o6pue, anoneiws.

Hapymenus Ha MyCKYIIHO-CKEISTHATA CHCTEMA H ChEAHHMTEIHATA TEKAH
- Hewecmu: Myckynna cmaGocT B MycKYIHH KpaMng
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CrioBH HApYIICHHUS

Yecmu: 4yscTBO HA CTY/JJEHAHA MM H3TPHIBAHE Ha KpallHHIHTe, XHIIOTORUA, OCOBEHO fIPH NMALHEHTH
¢ XPOHMYHA CHPAEYHA HENOCTATHEHOCT

Hedectn: oprocTaTiriia XHIOTOHMA

O0InH Hapviuerns H edekTH Ha MACTOTO Ha NPWIOKCHHE
Hecmu:acTeHus, ymopa -

Xenarobunapay HAPYINEHHA
Peoxu: xematur

ﬂapygenwx Ha BEINMPONIBOAMTCNHATA CHCTEMA K I'Bpga'ra

Pedxu: epexrimaa nuchyHKImMA

Heuxyayy Ha eHng
Hevecmu: RapyeHHs Ha CBHA, JENpecHs
Peoxu: HOUIHM KOUTMAPH, X&TIOHHHALHH

Crofmapane Ha NOAO3VUPaHH HOKENAHY PeaKLHK
- CpoGIuaBaHeTo Ha NOJO3HPaHH HeXENARM Peakiivi Cliel PajpeiliaBane 3a ynorpeGa Ha NeKAPCTBEHRA
NPOAYKT € BakHO. ToBa no3sonsAea na TPOXBILKH HAONIOAEHUETO HY CHOTHOMCHHETO NON38/PHCK 32
JeKapcTseHKA Npoaykr. OT MeJHLFHCKUTE CIICWHANKCTH C€ H3HCKBA A8 Cho01IaBaT Beaka
NON03MPAHA HEXKETIAHA peakuuA dpe3 Msnb/IHuTe N areHuMs No JeKkapcTeata, yi. ,,,I[aMﬂH pyep” Ne
8, 1303 Codutst, Ten.: 02 8903417, yebeaiir: www.bdabg.

4.9 Ilpenozspane

Cumnromn

Ipu npenozupane (Hanp. THeBHa 1034 ot 15 mg Bmecto 7,5 mg) ca HabmonaBauM TpeTa cTeneH
AV 6nok, Spaaukapaus i 3aMaitsane. Haii-qecTure CHMIOTOMH, KOKTO ce HAOIIONABAT IpH
upenosupane ¢ Gera-Snokepn ca GpanuKpanua, XUTIOTOHNS, GPOHXOCITA3LM, OCTPA CHPASUHA
HeAOCTATHYHOCT M XMIOrTHKeMHA. Jlocera ca chobIeHN HAKOAKO CIYYas Ha NPENO3HPAHE ¢
Busonponon (MakcuMyMm 2 g) NpH TAWHCHTH ¢ XHIEPTORMS WK CHPACYHO-CHAOBO 3a00naBane;
BCHYKH [TAIHCHTH Ca ¢6 BE3CTAHOBWIH. Hanune e mmMpoka MHTEpREIMEHAYaTHA BApHaOUIHOCT B
YyBCTBHTEIHOCTTA KBM EJHOKPATHA BHCOKA 1034 GH30IPONON; HEUMEHTH CbC CHPIACYHa
HEJOCTATHHHOCT BEPOATHO €4 MHOTO YyBCTBRTENHH. ETO 321110 NPY Te3H MAUMEHTH IEYCHUETO
38BIDKHTETHO TPAGB] Ja 3al04He ¢ NOCTENEeHHO NOBHIIABANE HA [I038TA, CHIJIACHO CXEMATA,
OCOYSHA B TO4Ka 4.2.

Jleyenue .

Ipu ipenosnpane, Jedenrero ¢ Guzonponon Tpabea 1a ¢ MPEKPATH K [Ja ce IPOBENE NOJNBPHKAINA H
CUMNTOMATHYHA Tepanua. Orpanuyety JaHHH NPeAToarar, 3¢ SHI0NPONoT ce NHATH3INPA TPYIHO.
basupaiiku ce Ha o4akBaHtTe (apMaKONOTHHHH AefiCTBUA M NIPENOPEKY 3a Apyrure Gera-Grokepu
TpsGBa ma Ce HMAT NPeABRA CASIHMTE OOLIM MEPKH, KOTATO TOBA € KNHEUYHO 060CHOBAHO.

bpanvkapins: MHTPABEHO3HO NPHIIOKESHHE Ha ATPOTHH. AKO OTTOBOPLT € HEAlICKBATEH MOXKE J1a Ce
NPWIOHKH C IOBHIUCHO BHHMAHHE M30NPEHANNH MIH APYro CPeCTRO C TIO3UTHBHI XPOHOTPONHH
ceoiicraa. [Ipn uakou oberosTencea MOoXe 1a & Heo0X0AMMO TPAHCBEHOZHO BHBEKA2HE HA
neficMeiikLp.

XHIMOTOHMA: HHTPABEHO3HO NPIIOKEHNE HA TEHHOCTH H Basonpecopd. MHTpaBeHos
FTHOKaroH MOXe Ja € OT 103,

AV-6710k (BTOpa M TpeTa CTENEH): NALMEHTHTE TPAOEA Na GBIAT BHHMATETHO
nexyBaHu HHQY3BOHHO ¢ H3ONPSHAIMH WIH BHBeXKIAHE Ha TPAHCREHOIEH CBHP,
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OCTpO BICIZaBAHE HA CHPJeYHA HENOCTATEYHOCT: HHTPABSHOZHO l'IpPUIO}KEHIer Ha AHYpETHIIH,
HHOTPOIMHH CPeCTBA, BAa30NWIATATODH.

BpouxocniazsM: SpoXoaHnaTaTopy, KaTo H3OMpeHATHH, 0eTal-CUMIIATHKOMBMETHLIH MRt
aMHHODIIHH,

XHIOTIAKeMHSA HHTPABCHO3HO NPHWJIOKCHHE HA TIIOK03a.

5. ©®APMAKOJOTHYHH CBOACTBA
5.1 @apmMakoJAHHAMBYHH CROHCTBA
GapMakoTepaneBTHYHA IPYNA: CEITCKTURAN 6e’ra-6noxepn, ATC xon: CO7TABO7

MexaHu3bM Ha NCiicTRHE

BH30TPOIION € BHCOKO CelIEKTHBEH 56Ta;-apeHOPeNeNTOpeH Gnoxep, 6€3 BLTPEIIHA
CHMNATHKOMHMETHYRA M CHOTBETHA MeMGpanocTabwinsupaina akTHeHOCT. Toli noKa3pa BUCHK
apuHUTET KBM O€Tar-peLENTOPHTE Ha [IAIKATa MyCKYNIaTypa Ha GPOHXHTE H ChAOBETE, KAKTO H KBM
GeTa-peLienTOpHTe, Y9acTBallth B peryranndra Ha MetaGonuama. [Topanu Tosa, Su30mporon Hai-
06110 He NOBNMABA PE3UCTEHTHOCTTA HA AKXATENHITS NETULE U OeTa-MeAuUpatHTe MeTabonuTHY
epextn. Herorara Gerai-CenekTHBHOCT ce pasnpoCTHPA H3BBH TEPANEBTHYHNSA 10308 IMAana3oH,

KnurwaHa eduxacnocT H GezonacHocT

O6mo 2 647 naimenTH ca 61M BKITIOHERN B KiMHKH4HO poyyusane CIBIS I1. 83% (n = 2202) ca Gwin
¢ knac 11l no NYHA u 17% (n = 445) ¢ wiac IV no NYHA. Te ¢a ymann cTaGHIHN CHMITTOMATHYHA
CHUCTOIMYHA ChPAEYHA HEZIOCTATLYHOCT ((hpaKiMa Ha u3rnackeane <35%, ycratHoBeHa '
exokapauorpadexn). O6mara emeprHOCT € Guna Hamanena ot 17,3% o 11,8% (orHocuTenHo
namanenue 34%). VeTaHOBEHO € HaManfBaHe c/lyuanTe Ha BHesarna eMupt (3,6% cnpamo 6,3%,
OTHOCHTE/IHO HaMaichHue 44%) u 6pos Ha enyzoNNUTe HA ChbPAEYHA HEJOCTATHYHOCT, H3HCKBAIHH
xocnuramzanys (12% cnpamo 17,6%, oTHocHTenHo Hamanetue 36%). B kpas Ha H3cnensaHeTo €
Orn10 oraereHo curnudukanTHO nofobpeHue Ha GyHKUHOHANMHKA ¢TaTye no NYHA knacudukaums.
B HauanoTo Ha Jge4eHHETO i ApH THTPUpake ¢ GH30MpoNoN ca GHIH YOTAHOBEHH ~ XOCHHTANIM3ALHA B
pezyarar Ha Gpaauxapaus (0,53%), xunotonns (0,23%), 1 octpa sekomnencauus (4,97%), Ho Te He
ca Ouam no-yecTH B cpasHenne ¢ mnauebo-rpynara (0%, 0,3% u 6,74%). Bpoar na daranyute u
W3BDKIAINH OT MPOYIBAHETO KHUMAGHTH IO BpeMe HA o0l NEPUOZ Ha NPOyUBaHeTo ca Gumd 20 B
rpynara ¢ 6uzonponon v 15 e nnauebo rpynara.

B xunuuHoto npoyurate CIBIS NI ca uscnegsans 1 010 nauvenTn Ha BB3pact > 65 rogupM, ¢ neka
A0 yMepeHa XpouuyHa chpaeyna vegoctarsunoct (CHF; IT wm I xnac NYHA) 1 ngpa
BEHTpHKYJapHa dpakiis Ha H3THackesake < 35%, kouTto He ca 6unx nexysanu npead ¢ ACE-
AHXHOUTOPH, GeTa-0AoKepH UK AHTHOTEH3HH peuerTtopHH Gnokepy. Macnensaneto cpaBHsaBa
Oe30NacHOCTTa H eeKTHBROCTTA HA IEPBOHAYAINA LIECTMECEUHA MOHOTEpanns ¢ 6H3onponon
(tapreTHa no3a 10 mg BEOHEXK JHEBHO), KBM KOATO ce Npubass ACE-wHxubHTOp cHanmanpwn
(vapreTHa no3a 10 mg nBa meTH AHEBHO) B POSBIKEHUS Ha ome 6 1o 24 Mecena, ©
MPOTHBOMNONOKHATA NOCNEN0BATETHOCT Ha MEPBOHAYANHOTO JieueHHe, Beska rpyna ce ¢beton oT
505 naugiesrTi,
ABere cTpaTery ca Craio CpaBHeHH, KaKTo 10 OTHOIIEeRUe Ha KoMOHHupaHaTa obma xpaliba ilen
(of1a CMBPTHOCT MM XOCMUTATH3ALIMA ), TAKA H 10 OTHOLICHHE HA RCEKH OT TE3Y KOMTIOHEHTH 110
oroendo. Ot rexyBaHnTe nanuenTy odinaTta KpaitHa Uen € nocTurHara npy 178 naudenrtu (35,2 %) or
rpymnara, ieKyeaHna ITbpRo ¢ Gusonponon, cpenty 186 naunentu (36,8 %) or rpynara, e
¢ EHANIATIPHD, KOETO NOKA3Ba, Y€ NSYCHHETO, 38N0YHATIO ¢ BH3ONPONION, € CPABHHMO
NEeYCHHUETO, 3ANOYHANO ¢ eHananpin. JIps neproHavanyo neveHHe ¢ Ou3onponon
65 naupeHTH cpemty 73, NEKyBaHW MEPBO ¢ SHANANPKI (MEXIYTPyNOBA pasiuxa
157 xocnuranusnpann naudests (p=0,66). Bpoar Ha ceprosun k 06in Hexen
peaxiiny e nofobeH 3a [BeTe TpynH. AHa/M3LT HA JAHHUTE 33 MbPBATA TOAWHA 1T
‘ 8
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TCHACHIHS KbM HaMandBase Ha ofmaTa CMEPTHOCT Ha FpYTIAaTa, IeKyBaHa HLEPBO ¢ BH30IpPONON, ¢
31% B cpaBHeHHe C TA3H, TEKYBAHA ITBEPBO ¢ eHanarpwy. CTaTHCTHYECKH 3HAYHMOTO HAMANIABAHE Ha
pHcka oT BHesanHa cMBPT ¢ 46% (p=0,049) npez mepRaTa roaMHA rAaBHO JONPHHACH 38 tio-aobpara
NpeXNBIEMOCT HA IPyNata, JIeKyBaHa nNspeo ¢ 6uzonponon.

JBeTe cTpaTeruy 3a Ha4anNo Ha JEHCHHE HA XPORMYHA CHPJCYHA HEAOCTATEYHOCT NOKA3BAT NOJOGHH
OO pe3yaATaTH O OTHOMEHME HA CMBPTHOCT M XOCTIMTANH3AIMA, KAKTO H TEHIGHIMA KBM
YABIDKEH2 IPEKUBASMOCT, NO-CIICLHANIHO 4pe3 PeNyKLns Ha BHE3aHaTa CMBPT, Hab/II0JaBana Npy
TpyTIATa, IEKyBaHa ITEPBO ¢ GH30nposon. PesyntaTuTe NOKA3BaT, Ye NOPAIH CXOIHATA Ge30NacHOCT 1
epHKaCHOCT, IEHEHHETO Ha XPOHWYHA CHPCUHA HEROCTATHUHOCT MOKE 1A 3aTOYHe HilH C
GH30TIPONIOIN, W C eHANATPIIL.

By30mpomnion ¢uiio Taka ce H3ON3Ba 32 edeHHe HA XUNEPTOHKUS ¥ CTEHOKAPIHA.

Br3onponos HAMa H3paseH HETATHBEH HHOTPONEH eeKT.

BH30Mponon A0CTHTa MAKCUMANIHHA CH aHTHXHIIEPTEH3HBEH eeKT 3-4 yaca cien nepopaneﬂ TIpHEM.
EndMHBALHOHHAA My NoTyKHBOT B iasMaTa ot 10-12 gaca My ocHrypasa 24 4acosa eeKTHBHOCT
cnej eHON030R NHEBEH MIpHEM. '

MakcuManHHAT XunepTeH3HBeH edekT Ha GH30NPOION NPMHLKMITHO Ce HOCTHIA Cel, 2 CeMHIIM.

TipH 0CTPO NPINOKEHHE NPH MALMEHTH ¢ KOPOHapHa ChpaedHa Gonect Ge3 XpoHuYHa CEpaeysa
HEIOCTATHLYHOCT, GHIONPONON HAMARABA CHPASHHATE YeCTOTa H yaapHus 06eM M N0 TO3M HAYMH
HAMAJIABa ChPASTHAA XeOUT 1 KHuCIopoaHaTa KoHcyMauma. [Ipu XpoHHUHO NpuioKeHHe
IBPBOHAYATHO NOBHIISHATA IepuEpHA PEIUCTEHTHOCT Ce MOHIDKABA.

5.2 DapMaKoKHHETHYUHH CBOHCTBA

AGcopbuna , ‘

Buzonpoinon ce pesopbupa MOYTH HANLITHO B FACTPOMHTECTMHAINMA TPAKT. EQHOBpEMERHO ¢ MajKHR
first pass edexT B uepHus Apo6, TOBa BOAW 10 BUCOKA GHOHAMMYHOCT - NpubnusuTenHo 90%.

Ilpu naumMeHTH ¢be chpAeyHa HegocTareuHocT (NYHA Kuac I11) nnasMeRHTe KOHUEHTPALHM Ha
GH3OMpPOI0I Ca MO-BHCOKH H TIOJYKHBOTBHT € YABSDKEH B CPARHEHHE C TO3M TIPH 30paBH S06POBONIH.
Maxcnmannm‘e NIA3MEHU KOHLIEHTPALMH B PaBHOBECHO ChCTONHMeE ca 64121 ng/ml npn AHEBH2 7032
10 mg, a nonymmon'r e 17+5 aca.

Pasnpenenenue

CBBP3BAHETO ¢ TA3MEHNTE TIPOTEHHH Ha GH30NPONIO € OKoi0 30%. OGeMBT Ha paspenenetne e
3,5 kg,

Buorpanchopm Y eNHMMBUpaNE

BH30MpoIIos Ce eRCKPETHPA OT OpraHu3Ma 1o ABa ITLTA - 50 % ce MeTaGonusupa B ueprus ApoS 10
HEaKTUBHH MeTabOMMTH, KOMTO el TOBa Ce eKCkpeTupar npes Guépenwre, a octanamure 50% ce
eKckpeTupar npes 6x6pennte B HemeTaGommanpana Gopma. Thit KATO EAMMHEMPAHETO 33€Ma €IHAKEO
MSACTO KakTO upe3s OBOpeLiTe, Taka # Hpes YepHns Jpol, He ce MRUCKBA KOPEKIUS 1 alanThpate Ha
A03aTa OpH NANMEHTH ¢ HapyllleHa YepHoApoOHa QyHKumA win 60peusa HeaOCTATEYHOCT.,

O6musT KNUpLHC € cpenHo 15 1/h.

BpemeTo Ha nonyxusot (10-12 uaca) ocurypasa 24 vaca ebUKacHOCT clien HOKPATHA AHEBHA A03A.

JureitnocT/HenuHeiHocT
Kunetuxara Ha O130nponon e TuAeiiHa H He3aBUCHMA OT BB3PACTTa.

53 IlpeaxIuHAYHA JAHRH 32 6e30BACHOCT
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TeTVIOTO NP pakade, 3a0apsHe Ha GH3NYECKOTO Pa3BHTHE) IPH BHCOKH X034, Ge3 naHHM 3a
TEPATOTEHHO AelicTBHE.

6. @APMANEBTHYHU JAHUW
6.1 Cnacbk ¥a IOMOIGHATE BEM{ECTRA

Broxbuc Kop 2,5 mg rabmeTky:
JlakTo3a MOHOXHApPAT
MukpokpacTanaa uenmynoza
Marneanes creapar
Kpocnoesuaon

bnoxbrc Kop 5 mg tabnerky:
JlaxkTo3a MoOHOXUApAT

MukpokpucTanTha Oerynosa
Maruesues creapat

Kpocnosnaon

Kot ousernren - PB 22812, ouIppcall axrosa MOHOXHAPAT H XLIT xenleleH oxern [E172]
6.2 HechLBMeCTHMOCTH

Henpunoxamo.

6.3 Cpoxk Ra rogroct

3 roaunn |

6.4 Cpenmajins ycioBus B2 CHXpanenne

Ha ce cpxpanssa noa 30°C.

6.5 BaIH CLABPKAHME HA OMIAKOBKATA -

Tlo 10 Ta6netics 2 AVPVC/PVAC Gnucrepn; no 30 u 100 taGners B KyTuA.

6.6 Cuenuanuu OpeANAIHH MEPKRA NPH HIXBLPAAHRE B paboTa

Hama cniewnanyy mnbxnanm.

HeusnosseannaT AekapeTBeH TPOMYKT MM OTNAXBYHUTE MATEPHANH OT Hero TpaORa Ja ce H3XBBIAT
B CHOTBETCTBHE € MECTHUTE K3MCKBAHHA.

7 HPHUTEXATEJI HA PAPEIIEHUETO 3A YIIOTPEBA

Teva B.V.
Swensweg 5, 2031 GA Haarlem
Hugepnaunns

8. HOMEP HA PASPEHIEHHETO 3A YHOTPEBA

Briok6rc Kop 2,5 mg rabnetky - per. Ne 20100325
Bnokbuc Kop 5 mg Tabnerks - per. Ne 20100326
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9  JATA HA ITbPBO PA3PEIIABAHE/MIOJHOBABAHE HA PAPEIIEHUETO 3A
| YIIOTPEBA

Jlara Ha repBO pazpewiakase: 19.05.2010 .
JlaTa Ha TIOCEIHO NOJIHOBABAHE: 08.05.2015 r.
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10 JATA HA AKTYAJIMINPAHE HA TEKCTA
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