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CITUWJIAKTOH 25 mg ¢punmupanu TabJIeTKH Paspetuerue N R,
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Beska puamupana Tabierka chabpika 25 mg CIHPOHOJIAKTOH (spironolactone).

[ ToMOLIIHH BEIECTBA C U3BECTHO JICHCTBHE:
Besika Tabnerka ot 25 mg chabpxka 0,00405 mg oparkeo xbiato (E110);

Beska Tabnerka ot 25 mg cbabpxka 0,0315 mg Taprpasun (E102)

34 ITLJIHUA CTUCHK Ha MOMOLLMMTE BEIECTBA, BXK. To4uka 6.1.

3. JEKAPCTBEHA ®OPMA

Dunmupana radbnerka.

CITUJIAKTOH 25 mg ca KpbIyiM, JBOHHOM3ITBKHAIM Ta0JETKH € XKBJT 110 CBETIOKB/T LBAT C
JIEJIMTEJIHA YepTa OT €/{HarTa CTpaHa.

4. KJAHUYHHU IAHHHU
4.1 TepaneBTHYHH NOKA3AHHA

3a KOMIUIEKCHOTO !Ie4YCHHE Ha:

- 3acToiHa Cbhp/e4yHa HEOCTaTbYHOCT;

- YepHoapoOHa LuMpo3a ¢ aCLAT U OTOLIH;

- MaJIMrHeH acumr;

- HedpoTHueH cCHHIPOM;

- JluarHosa u JieueHue Ha NbPBHYEH aJIJIOCTEPOHU3BM;

Jlenara TpsGsa ja Obaar JieKyBaHM C€aMO MO PBLKOBOACTBOTO Ha I€/IHATHP. Hasimunure
[eJIMaTPHYHMU JAHHU Ca OrpaHUveHy (BXK. TOUKH 5.1 1 5.2).

4.2 Jlo3MpOBKA H HAYHH HA NPHJIOKEHHE

Jlo3upoBKa

Buvspacmmnu

3acmoiina copoeyna Heoocmamvynocm
O6uuaiinara aHesHa j103a € 100 mg CnMpoOHOJIAKTOH, MPHUJIOXKEH KaTo €IMHUYHA WIH Pa3/ICICHH /103H.

[MTomtbpkamara jo3a TpsbBa na ce onpejiess MHAMBUIYAIHO, B 3aBUCHMOCT OT ChCTOAHMETO H
TeparneBTHYHMA OTroBOp Ha nauuenTa. [lo/uibprkalia AHEBHA 103a: 25 mg - 200 mg.

Teoicka copoeuna nedocmamvunocm (NYHA kaac 1I-1V)
Bb3 ocHosa Ha npoyusanero Randomized Aldactone Evaluation Study (RALES: Bk cbiio Touka

5.1), cranaprTHaTta Tepanus TpsOBa a 3arno4He ¢ J103a OT 25 mg CITMPOHOJIAKTOH BE/IHBK JIHEBHO,
aKo HMBOTO Ha cepyMHHAT kanuit ¢ < 5,0 mEq/L, a Ha cepyMHHMAT KpeaTHHHH € < 2,5 m 11
nalMeHTUTe, KOMTO NnoHacsT jioope ao3aTa OT 25 mg BEAHBK AHEBHO, /103aTa MOXKE
10 50 mg BeIHbK JAHEBHO, aKO € NMOKa3aHO KIMHWYHO. 1 IpH NalMeHTrTe, KOMTO HE
oT 25 mg BeJAHBXK JIHEBHO, /|03aTa MOKE /1a C€ HaMaJlk JI0 25 mg Ipe3 JICH. 3a ykgpan
MOHMTOPHPAHETO HA CEPYMHMS KA H CepyMHMs KpEaTHHHH, BIXKTE TOYKA 4.4, =
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Yeprnodpobra yuposa ¢ acyum u oma:{u
JTHeBHaTa f03a C€ onpejens oT ChoTHowerHeTo Na'/K™ B ypHHa'ra
- Ilpu cwoTHOWEHHE > 1,0, npenopbUuKTeIiHaTa IHEBHA /1034 € 100 mg;
- Tlpu crotHOmEeHHe < 1,0, npenoppuuTeHaTa AHeBHa 1o3a e 200 — 400 mg.

[Topabpxaliara AHEBHA J03a C€ ONpeReNs HHAUBHIYATHO.

Manuenen acyum
Hayanna aHeBHa ao3a - 100 — 200 myg.
B mo-TEXKM CJIy¥ad AHEBHATA /1033 MOxe Aa ObJe MOBHIIeHA MOCTENEeHHO 10 400 mg, kato cien

nocTHraHe Ha HeoOxoauMMa TepaneBTHYEH KOHTpOJ, [OAAbpXKallaTa A03a c€ onpenens
MHAMBHAYAIHO B 3aBUCHMOCT OT CHCTOSHHETO U OTFOBOPA KbM IPOBEXKAAHOTO JIEHEHHE.

Hedhpomuuen cunopom
Ofuuaiinata nHesHa a03a € 100 — 200 mg. IIpu ve3u OonHU NPOAYKTHT CE€ MpUara caMo ako

TEPANUATA ¢ KOPTHKOCTEPOHIM € HEAOCTAThYHO e(PEKTHBHA, ThH KAaTO CIIHPOHONAKTOH HE NPHUTEXKABa
MPOTHBOBB3MAIHTENHO ACHCTBUE M HE NMOBIMABA OCHOBHHUA NAaTONOTHYEH NPOLEC.

Huazrno3a u neverue Ha NbPEUYEH AI00CMEPOHUIBM
CripoHONaKTOH MoXe Jia ObAe M3NON3BaH KaTo HayaJeH AWArHOCTHYEH TeCT 33 yCTaHOBABAHC Ha

npeanosaraeM IrspBrUHCH XHITEPpaAnAOCTC POHN3EM TIPH NAIIMCHTH HA HOPpMAJICH XPaHHTCJICH PpCHKHM.

Ipoan/bKKTEIEH TECT: CHHPOHOMAKTOI ce Mpuara B AHeBHa 103a 400 mg B IpORbILKEHHE Ha 3 J10
4 ceqmuu. Kopekumsita Ha XMITOKaTMEMHATA M XUTNIEPTOHUATA € OCHOBAHHE J1a C€ [IPUEME HaNnHYHe

Ha ThpBUYEH XMNEPAIOCTEPOHHIBM.

KpaTkocpo4eH TecT: CITRPOHOJIaKTOH ce Mpuiara B NMpoAbmKeHHe Ha 4 auu no 400 mg. Axo
CEpYMHHMTE HHBA Ha KajHi ce MOBHLIAT B TO3M MEPHOL, HO CE NMOHWXKAT ClIeA NPEKpaTABaHE Ha

npueMa, MOXe a ce NPUEME, Ye ¢ Kacae 3a ITbPBHYEH XHITEPaIOCTEPOHHIBM.
Cries ocTaBgHE Ha Npe/rnonaracMa AMarHo3a XHIepailocCTEPOHU3BEM € HeoOX0oAUMO Aa ce TpoBeaAaT
Nno-AcTaiIHHA H3CACABAHUS, & CTIHPOIIOJIAKTOH MOXe ® /1A Onae npunoxeH B AHeBHa no3a 100 - 400 mg

KaTO MOArOTOBKA 34 xupypmqﬂo JICUEHHE.

[Tpy MauMeHTUTE, KOUTO HE ca NMOAXOUAIIN 32 XHPYPrHYHa HHTCPBEHLIMA, CITHPOHOMAKTOH MOXKE 12
Ce NpHiara Karo MpPOXBDKHTENHA TNMOAABPXKAlIA Tepanui B Hal-HUCKATA ecbelcmnna no3a,
onpeAeNieHa 3a BCEKH OTAC/CH CITy4an. -

Cmapuecka evapacm
[Ipenopruba ce 3ano4BaHe Ha JIEYEHHETO C HAH-HUCKATA /1034, KATO TA MOCTENIEHHO C¢ THTpHUpa 10

[IOCTHraHE HA MakcumaieH OnaronpusaTeH TepaneRTHHeH epext. Heobxoawmo € BHUMAaHWe NpH
NALMEHTH C TEXKH YepHOApoOHH 1 6B6peyny yBpexXAaHNs, KOMTO MOraT Aa AOBeJaT A0 HapylleHHUs
B MeTabosiM3Ma ¥ €KCKpELIMATa Ha JICKapCTBOTO.

[Teouampuuna nonynayus
[MpenopbukTenHaTa AHEBHA f03a € 3 mg/kg T.M., KOATO ce Mpuiara B HAKOJKO OTACNHH IpHEMa,

UnauBHayaHaTa A03a €€ ONMpeAens B 3aBUCHMOCT OT TepaneBTH4YHHA OTrOBOp M NOHOCHMOCT
(Bx.TOYkH 4.3 n 4.4).

Jlenata TpsOBa Ja ObaaT JEKYBAHH caMo 104 PHKOBOACTBOTO Ha NEAWATHP. HanuyHure ne1a HY
JaHHM Ca OrpaHUdeHH (BK. TOUKH 5.1 M 5.2), -

HauuH Ha IPUIOKEHUE
[lepopanHo NpHIIOKEHHE.




4.3 l'Ipu*rﬁnbnonasaﬂna

- CBp'BX‘-IYBCTBHTBHHOCT KbM AKTHBHOTO BEILECTBO HIH KBbM HAKOE OT NTOMOILIHHTE BEIICCTBA,

u30pOeHH B TOUKa 6.1;
. AHypus u Texka 6s6peuna neaocrarbanoct (eGFR < 30 ml/min/1,73 m?);

- Bbp30 HACTBNBALM WK TEXKH HapylleHHs Ha 6b0peuHara QpyHKUMA;
- Xunepkandemns (HHBO Ha cepyMeH Kanui> 5,0 mmol/l) npu 3anousaHe Ha N€4CHHETO,

- bonect Ha AQUCOH.
MponyxreT He TpaOBa na ce npunara eAHOBPEMEHHO C APYrH KalUA-CbXpaHABallY AHYPETHLH
(BKTIOYHTENHO emiepeHoH). He ce npenopruba npreM Ha Kalnli-chAbpkaliv 100aBKkH WIH ABOHHA
RAAS 6nokana ¢ komMOMHaUHuA OT MHXHOMTOpP HAa aHrHoTeH3Un-KoHBepTHpallua eH3uM (ACE) u

aHrHOTeH3MH-peliemopeH 6nokep (ARB), nopaad pHCK OT HHAYUHPAHE Ha XHITEPKAIHEMUA.

CHMpOHONAKTOH € MPOTHBOMOKA3aH NpY MEAHaTPHYHM NAaLUMEHTH ¢ YMEPEHO J10 Texko OvOpeuHo
YBpeXKIaHe.

4.4 CnenuajHA npcAynpexacHns U NPeANa3HA MEPKR nNpu ynotpeda

Boano-ejeKTpoJinTen Gananc

[Tpu nedeHme c MpOAYKTA € HeOOX0OAUMO NMPOBEXKIaHe Ha peIOBei KOHTPOJ Ha BOAHO-CJICKTPOIHUTHHA
6ananc. ToBa ce oTHacs ocoOeHOo 3a NMALMEHTH B CTApPYECKa BB3PACT, KAKTO M 3@ TE€3H ChC 3HAUYUMO

yepHoApoOHO H 6BOpeYHO yBpeKaaHe.

CunbTeTBaniaTa yriorpeba Ha JIEKapCTBEHHM TNPOAYKTH, 32 KOHTO € H3BECTHO, Y€ TMPHTEXKABAT
XHIEpKaIHEMHS H CIIMPOHONAKTOH MOXKE J1a IOBEAIC A0 TEKKA XHITEPKATHEMHA.

XunepxanueMHs MoXe Aa ce HabnoxaBa NpH NALKMEHTH ¢ HapyueHa ObOpeuHa ¢yHkumMs win
MOBHILEH NMPHEM Ha KayiWil. Ta Moxe jAa JoBeAe A0 ChpAEYHM HAPYUICHUA, KOUTO B HAKOM CilydaH
morat fa 6baaT garanqu. B-ciyyail Ha xunepkaTueMHs, IPHEMBT Ha CITHPOHONAKTOH TpsA0Ba Aa ObAe

rpexpaTeH K Aa ¢e NpealpHeMaTr aAcKBaTHH MEPKHM 332 HOPMAIIM3HPAHE HA KAJIMEBUTE HUBA (BIDKTE
Touku 4.3).

BHUMATEHO MPUIOKEHHE Ha MPOAYKTa Ce Hajara NpH MauMeHTH B TeXKo ofLo CbCTOstHHE, NpH
KOUTO JHYype3aTa € HamalleHa, NopajH BUCOK PHCK OT XHIIEpKalHEeMHA.

[TpunoxeHHeTO Ha CIMPOHONAKTOH TPSAOBA A C€ W3BBPIIBA C MOBUIUICHO BHHMAHHE MPH NAaLIUEHTH,
Mpeapas3noNoXeH KbM MeTabonuTHa WM pecliMpaTopHa alyao3a. AuWAo3aTa MMOTEHUHHDa
XHIEPKATHEMHYHHTE ¢EeKTH Ha CMPOHONAKTOH, @ TOH OT CBOA CTpaHa NOTCHLMHUPA Pa3sBHTHETO Ha

alua03a.

B13MOXHO € 1a ce pa3sBHe JHAYLMOHHA XUITIOHATPHEMH S, OCOOEHO NPH €AHOBPEMEHHO NMPHJIOKEHHE
¢ Apyru auypetHud. TIponyxTsT ce npunara ¢ BHUMaHHE IPH NMALUEHTH ¢ XUITOHATPUEMHS.

O6paTtMa XHNepXJIopeMUYHa MeTabonuTHa aluao3a, OOMKHOBEHO CbYETAHA ¢ XHIEpKaIUEMHA, €
Guna goxgajBaHa MPH HAKOM MAIIHEHTH ¢ ICKOMIEHCHpaHa uyepHoApobHa uypo3a Ha ¢oHa Ha
3anazeHa 6pOpeuHa pyHkuus.

EnHoBpemenHa ynorpefa Ha CAMPOHONAKTOH C JpPYrH KaTHH-ChXpaHABAILM JAHYpPET
XeNnapHH WIH APYTH JEKapcTBa, KOMUTO NPHYHHABAT XHINEPKUIHEMHA, KUIHEBH I

Oorata Ha Kalui MAH 3aMECTHTENY HA COJM, ChABPXKAIIH Kanud, MOXXE Ja /OB
XHMEPKATHEMHAL.




Ypes

O6paTHMO TIOBUILEHHE Ha CTOMHOCTHTE HA KpBBHATA ypes ¢ OWi0o JOK/IaABAHO MPH JICHCHHUE ChC
CIIMPOHOJIAKTOH, 0cofeHO Ha (oHa Ha HapylieHa 6b0peHa QyHKLKA.

XHpepKaJueMHs NIPH NANHEHTH ¢ TEKKA ChP/IeYHA HEJ0CTATHLYHOCT

XunepxkandeMusTa Moxe a 6vae ¢atanHa. M3kmoUuMTeIHO BKHO € Jia € ClIeIM U KOHTPOJIMpa
CepYMHHAT KATHi MPH MALMEHTH C TEXKa ChpJeyHa HEROCTATHYHOCT, NPpHEMAIlHM CITHPOHOIAKTOH.
UsGsareaiite ynorpebara Ha ApyrH Kalui-cnxpaHsaBald nuypeTHiH. H3bareaifre ynorpebara Ha
nepopaiHH KalHeBH BOOABKH MPH MALHEHTH Che cepyMeH Kanuit > 3,5 mEqg/L. IlpenoprunTenHo €
MOHHTOPHHI'BT Ha KaiHi M KpeaTHHWH Ja ce M3BbpIUIBA Ha €[Ha CeMMLA Clle[l 3aMOYBAHE HIIH
MNOBHILABAHE Ha J03aTa CITHPOHOJNIAKTOH, €XEMECeUHO 32 [ThpBUTE 3 Mecewa, C/ie TOBa TPHMECEUHHO
B NPOIB/DKEHUE Ha e]HA FOMHa, a CJIE] TOBa - Ha BCEKH 6 Mecela. JIeyeHHeTo ChbC CIHPOHOIAKTOH
TpaGBa Ja ce MpeKpaTH WM Ja Ce NPeKbCHe NPH CTOMHOCTH Ha cepyMHMs Kanui > 5 mEg/L win

cepyMeH KpeaTHHHH > 4 mg/dL (BrxTe TOUKa 4.2).

Heouampuuna nonyrayun
Kanuii-coxpanaBamure auyperiud TpsbBa Oa C€ M3NON3BAaT C MOBHLICEHO BHUMAaHHUE TIIpH

XUNEPTEH3UBHH TEAWATPUYHM NALMCHTH C Jsieka ObOpeuHa HenocTaThYHOCT MOpaid PHCK OT
xunepkanveMus. (CrHpOHOIAKTOH € NPOTHBOMNOKA3AH 3a NPUIMKEHNWE NPH NECAHATPUYHH NALKHCHTH
C YMEPEHO WIIH Texxko 6u6peuHo yBpexaaHe; BHKTE TOUKA 4.3).

4.5 BianmopaelcTBRE ¢ APYIH JeKAPCTBEHH NPOAYKTH H ApYr# ¢popMu Ha BiaumoaeilcTBHE

Kombunayuu, npuvunssawjut xunepranueus
EaHospeMenHaTa ynotpeOa Ha JIEKapcTBa, 38 KOMTO € M3BECTHO, Y€ MPUYHHABAT XHIIEPKATHEMHA ChC

CITMPOHOJIAKTOH, MOXC Ja AOBEAC A0 TEXKKa XHMEpKanueMusa. B RombJHCHHE, eAHOBpPEMEHHAaTa
ynorpeba Ha TpuUMeTOnpHM / cyndhaMeTokcas’on Cxe CMHPOHONAKTOH MOXKE Aa f0Belie 10 KITHHHYHO
3HAYMMA XUTIEPKAJTHEMMUS,

Jluzoxcun u Opyzu cypoeuHu 2AuKo3uou
CrHpOHONAKTOH MOXE /12 MOBJIHAE ONPE/IC/ITHETO Ha IUTa3MEHUTE KOHLIEHTPALMHY Ha IMTOKCHH, MMma

cEO0LIEHHA, Y€ CITMPOHONAKTOH BOAH /A0 MOBUILABAHE HA IUTA3MEHUTE JHMOKCHHOBH KOHLICHTPALIHH
H MOXe [a MOBAHAC OfNpeleNgHeTO Ha MIAa3MEHUA JHMrokcHH. [IpH namueHTH, npHemallq
eIHOBPEMEHHO JHIOKCHH M CMHPOIIOJIAKTOH, OTTOBOPBT KbM JIEYEHHETO ¢ AMTOKCHH Tpsabsa na Obae

OUEHABAH CNPAMO JMIOrCHHOBUTC MJa3MEHH KOHLCHTPALWH, HE3aBHCHMO OT TOBA, Y€ TOUHOTO MM
onpenensHe Moxe ja He ObAe MOBIMAHO OT NMPUEMaHETO Ha CIUPOHOJAKTOH. B ciyuail ye e
HeoOX0AMMO J1a Ce KOpUIMpa U MHAWBHJyanH3Hpa JHEBHaT# N03a JHWIOKCHH, NMallHEHTUTEe TpAOBa
cTporo Aa GbJaT KOHTPOJIUPANH 34 CBEHTYATHO INOBULIABAHE WIM 11AMAJISBaHE HA TEPANCBTHUHHSA

edexT Ha AUIOKCHH.

Anmuxunepmen3ueni cpeocmea
Moxe na ce HaOnropasa MmoTeHUMHpaHe 11a eeKTa Ha AHTHXHIIEPTEH3IWBHHTE CPEICTBA, NOPAIM
KOSTO € BBIMOXKHO Ja CE€ HAI0KM TAXHATa [03a fAa ObAe NOHWKEHa IMpPH BKIIOYBAHE HA

CITHPOHOJIAKTOH B TE€pAIICBTHYHATa CXCMa.

ACE unxuturopu — nopaau rosa, ue ACE naxuburopute BOIIT 210 HAMa/IABaHE Ha NPOAYKLUATA HA
aJIA0CTEPOH, He TPAOBa J1a ¢e U3MOJI3BAT EAHOBPEMEHHO CBC CITMPOHONAKTOH, OCODEHO MPH NaLMeHTH

¢ U3pa3cHo 6bOpeyHO yBpeKAaHE.
AnrvorcHiud Il peuenropHm auraroHMcTH (Bancaprai, JjocapTaH) — €IOHOBpPEMEH

NPHIOKEHHE ChC CITHPOHONAKTOH ¢ NMPOTUBONOKA3AHO NOPAIH PHCK OT XHNEPKATHEMHUA




Hecmepoudnu npomugosv3inaiunieiiu cpeocmsa
HecTeponaHH NPOTHEOBL3IATKTEIHH CPEACTBA MOraT Ji@ OTCHAOAT HATPUYPETUUHHA eeKT Ha
NUYPETHLIMTE B pE3yJTarT Ha MHXMOWLMA HA OBOPCUHHA CHHTE3 HA MPOCTArNAHIMHH. Hamuue e

MOBHIIEH PUCK OT HEPPOTOKCHYHOCT W PUSBHTHE HA XHIIEPKATHEMHUA B CITy4aH, PH KOKUTO HCIIBC,
ocoBeHO MHAOMETALMH, Ce¢ TpHiaraT eJHOBPEMEHHO CbC CHHpOHONakTOH. MHaoMeraumH M
MedeHAMHHOBA KMCENMHA HHXHOMPAT CKCKPELMATA HA KAHPCHOH, HAMAABAHKY JHYPETHHHAA eeKT
Ha CMNHPOHONAKTOH. ALETWICATMLIUIOBATA KHCENHHA MOXe Ja AOBEAC N0 HaMaliBaHE Ha

AMYpPeTHYHUSA e(EKT Ha CIIMPOHO/IAKTOH.

Huypemuiu
EaHOBpEMEHHOTO NPHIOKEHHE Ha CIIUPOHONAKTOH ¢ APYTH KANKH-ChXPanABALIH INYPETHLIH MOXE

13 [oBefie A0 XurnepxarueMud. KamiesnusT KaHpeHoaT (MeTaboNHT Ha CHHPOHONAKTOH) BOAH JO
pa3BUTHE Ha MUEJIOK/IHA JIEBKEMHS FIPH TUTBXOBE.

Luxnocnopun
EGHOBpPEMEHHOTO MPHJIOKEHUE ¢ KaaHii-ChXpaHABALIH AWYPCTHLIM MOXE N1a NMPEAHU3BHKA pa3BUTHE

Ha xunepkaideMHus. [Ipy HeoOXOAMMOCT OT EAHOBPCMEHHO NPHJIOKEHHE HA TIPOAYKTHTE €
HeoBX0AMM CTPHKTEH peIOBEH KOHTPOJ Ha KATHEBHTE HHBA B CEpyMa.

Kopmuxocmepouou

ENHOBPEMEHHOTO MPWIOXKEHHE Ha CIHPOHONAKTOH ¢ (MIYAPOKOPTH3OH MOXeE JAa JAOBeAC A
mapajiokcanHo NOBMIleHWe Ha OnOpewHata Kanuesa ekckpeuda. Ilpu HEeOOXOAUMOCT OT
eHOBPEMEHEH NPHEM € HeoOXOIMM CTPUKTEH NEPHOAHYEH KOHTPOJ Ha KATTUEBUTE HHBA B CEPYMa.
Kymapuriosu anmuxoazyaannu '

Heolxoanmo e pery/IapHo perynupane na nporpoMObUHoBOTO BpeMe Wik INR npu npekpaTaBaHe Wi
BK.1tOYBAHE HA CIIMPOHONAKTOH B JICUCHHETO Ha H0JHM, NpHCMALlH KyMapHHOBH aHTHKOAryJIaHTH,
KAKTO M XOZ1a HA JIEYEHHETO. BB3MOKHO € 1a CC HAJIOXKH HHAWBHAYaM3UpaHE Ha A03aTa Ha BapdapHH
¢ oraeq AOAAbpIKaHe Ha HeoGXoTUMHTE HUBA Ha aHTHKOAry1aLnA. | |

JTumueau npooyxmu
ENHOBPEMEHHOTO MMPUIOXKEHUE Ha CHUPOHONAKTOH ¢ JIMTHEBM IIPOJYKTH MOXE [a Npeau3BHKa

[MOBHINEHHE Ha CCPYMHUTE HHBA HA JHTHA W JIMTHCBA MHTOKCHKALMA B pe3yaTar Ha HaMallcHa

NUTHEBa eKCKkpelms. B Te3u cnyyau € HeoOX0RUMO PeAOBHO NPOC/eIABaHE Hd IUTA3MEHHUTE JIHTHEBH
HHBA B ITHPBATA CCJMMLIA OT HAYaJO0TO HA MPUEMA HA CTIHPOHONAKTOH WIH CIE/l NPEeKPaTiBaHE Ha
Herosata ymorpeba. OOuxHOBeHO c¢a HeOOXOAMMHM TIO-HHWCKH JO3H JIMTHEB TIPOAYKT IpH

CAHOBPCMCHHO JIENICHAC ChC CITHPOHOJIAKTOH.

lpyau -
ITopamy TOBa, ue KapGEeHOKCENIOH MOXMC [a JOBE/E A0 3aAPbxKKa HA HATPHH H TOBA OT CBOA CTpaHa Ja
noBeje 10 HaMalfaBaHEe Ha e(PEeKTHBHOCITA Ha CMMPOHONAKTOH, ¢AHOBPEMEHHOTO MM MPHIOKECHHE

TpaOea aa ce H3dArea.

CIHpOHONAKTOH HAaManiBa CHAORMS OTI'OBOP KbM JeHiCTBHETO Ha HopaapeHanuH. Heobxoaumo e
BHYMAHHE MpH NalHAEHTH, IPH KOWUTO Ce Hanara perHOHANMa WiIK oflla aHecTe3Hs B NEPHOAA Ha

[POREXKTAHE HA IEYEHHE CbC CITHPOHONIAKTOH.

[MpuemMbT HA Kanui-chbALpXKatld A00aBKK € NPOTHBOIIOKA3aH, ¢ H3KNKOYCHME HAa CHy4aWTe Ha
H3XOJIHO HAMANEHHE WK U3YepPIIBAHE HA KaIMeBUTE HYBA. [IpH 11€00X0AUMOCT OT NPHIIOKEHHE Ha
TAKHEA NPOAYKTH € He0OXO0HM NIEPHOANYEH KOHTPOI Ha CEPYMHMTE HHBA HA CIEKTPONIUTHTE, .

B ponbiHeHWe KbM JIPYFMTE JIEKAPCTREHH MPOAYKTH, 33 KOMTO € H3BECTHO, 4€
XHNEepKaMeMH, CHITBTCTBalaTa yroTpe6a Ha TpuMeTonphm/cyndamerokcason (Ko-
CbC CNUPOHOIAKTOH MOXCE Aa A0BE/IE MO KIIMHUYHO 3HAUHMA XHIIEPKATHEMKA.
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CIHPOHONAKTOH He TPAGBA [1a C€ IPATATA MPH MALMEHTH, [IPHEMALLR TAKPOIUMYC, ITOPAJIH PUCK OT
Pa3BHTHE Ha YMEPCHA 10 TEXKKA XHIICPKANTHCMHT, |

EnHOBPEMEHHOTO MPIIOKEHHE € XJIOPIIPONAMU MOXE /1a ITOBHIIM PUCKA OT XMIOHATPHEMHA.

p riyOpOMETPUEHO HM3cNefiBaHe, CIUPOHONAKTOH MOXE /2 WHTepepHpa ONPENEAHCTO Iia
BEILIECTRA ¢ NONOOHH hIyOpecLIeHTHH XapaK TepHCTHKH.

CnMpoHONAKTOH yBeJIn1ara MeTadoNI3Ma Ha aHTHITHPHH.
Ynorpefarta Ha anKoXon MOXKE /1a [TOBHILH PUCKE OT OPTOCTATHUHA XMIOTOHHA.

4.6  BpemeHHOCT, PepTHIHTET i KbpMeHe

hpemeHHoct
CnMpOHONAaKTOH WM HEeroBMTE MeTAbONHTY MOTaT A3 NMPEMHHAT Mpe3 MialleHTapHaTa Oapuepa.
TpeTHPAHETO CBC CTMPOHONAKTOH HA GPEMEHHH TLTBXOBE ROAM A0 (QEMHHHM3MPAHE HA MBXKKMUTE

deTycH.

[IpsoxEHNETO HA CITUPOHOJTAKTOH NPH OPEMEHHHM KEHH H3RCKBA TOYHA OLICHKA HA ChOTHOILCHHETO
non3a 3a MaikaTa/Bp3MOXEH PUCK 3a M10Ja.

KspMeHe -
MerabonuTHTe Ha CIHPOHONIAKTOH €€ YCTAHOBABAT B MaHYMHATA KbpMa. B cayyaute, 1pH KOUTO

APHIOKEHHETO HA CIMPOHOJIAKTOH € HANOXHMTENIHO, € Heobxoaumo fa ce 0OChAH alTepHATHBCH
HAYHH 33 XpaHEHE HA KbpMAaYeTo.

DepTHIHTET
Cnu’pouonam}-l MOXKE JIa MPEU3BUKA HMNOTEHTHOCT U MCHCTPYAIHW HapyIIEHHS (BHXKTE TOYKA

48).
4.7 EdexrH Bhpxy ciocofHocT1a 32 modHupane n padoTa ¢ MAIIHHH

Uma crobuieHus 3a pasBUTHE Ha COMHOJIEHTHOCT M CBETOBBLPTEXK. IlperiopruBa ¢€ JICUEHHETO C
NPOAYKTA Jig C€ NPOBEX/la C BHUMAlHE MO BpeMe Ha paboTa ¢ MalIMHYU WK [IO(QHpPaHe, 10KaTO He
ce OMpeAeNd OTTOBOPBT Ha NAaLHMENTa KbM NPOBEXKAAHOTO JIEUCHHE.

4.8 ~Hexeasnu JeKapcTBeHH peakuHH

Hexenanure eKapcTBEHH PeakiMy ca KiacHpUUHpaHH MO YECTOTa, KAKTO CAeABA: MHOIO 4e€CTH
(21/10), uectn (21/100 ao <1/10), weuecru (21/1 000 no <1/100), peaxw (21/10 000 no <1/1 000),
muoro peakn (<1/10 000), ¢ HenmssecTHA HecToTa (OT HANHYHITE JaHHH HE MOXeE 1 Obe HanpaBeHa

OLICHKA).
CneaHute Hexenasd peakiiuy ca OMaM CbOOLIEHM BBLB Bpb3Ka C MPOBEHKAAHO fCUEHHE ChC

CIIMPOHOJIAKTOH.

Heonnazvmu - dobpoxavecmeen, 310Kayecmseny i HEORPeOeeRY (8K1. KUCIU 1 nOAUNY)
MHOro peaKu: pak Ha rbpiara. | -

Hapywenua ka xposma u aumgrama cucmema

Pejkn: arpaHy/IoLHTo3a, €03UHOGHINS H TPOMOOLIMTONEHHS
Hapyiuenusa na umMynnama Cucmema

Penxu: pa3sBUTHE Ha CBPLXUYBCTBHTETHOCT (OOHMKHOBEHO ¢ YMEPEHa TEXECT), HO B MH
CTydaH MOXe /18 HMa TeXKKO MpOTHYAHE C PasBUTHE HA OTOLM, WIOK M Konanc. 3arp
AMLIAHETO, KOXKHH OOpHBH WK chpbex ce c1obmasar psaxo. |
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Hapywenus na EHOOKpUNHAMA CUCmeMy
C HeH3IBECTHA YECTOTA: JICKH auAPOrcHIY CPEKTH, BKNOUNTCAHO XHP3YTHIBM.

Hapywenua na memabonuzma u xpaneiemo
YecTH: XUNEPKATHEMHS H XUTIOHATPUEMI. BB3IMOXHH €a ENEKTPOSIHTHH HAPYINCHHA.

Hapywenua na nepgnama cucmema
Muoro gwectu: MMa cbobmeHHA 3a pa3BUTHE Ha CBETOBLDTEXK, rnapobonue.

C HeH3BECTHA YeCTOTH: aTAKCUA, 3aMaAHOCT

Heuxuunu napywieHus
C HeH3BeCTHA 4ecToTa: 00LPKAHOCT

Xenamobuauapru HapyuieHus

Mgoro peAKH: HapyIllcHa 1epHOAPoOHa QyHKIUA

Cmomauino-upesru HapylieHuA
MHoro 4eCcTH: HapyuICHO XpaHOCMHNaHe, AHapns,

YecTH: raiCHE H TIOBPBIAHE.
MHOI0 pefiKH: CTOMAIHO Bb3NaeHHe, A361 Ha CTOMaXa, YPeBHH KPbROU3JIHBH, CIIA3MH.

Hapywenus na xodcama u noOKOXCHAM{ mMbKaH

HeuecTH: KCKEH 00PHB, YPTHKAPUS, CPHUTEMA, NPYPUTYC.

Muoro peaKR: aonelius, cK3eMa, XUIepTpHXo3a.

C mem3secrna Tecrora: Cupapom na CtupsHc-JDFOYHC, TOXCHUYHa CNHACPMANIHA HEKPONH3A
(TEN), siekapcTBeH 06puB ¢ eo3uHOH M U cHeTeMHH cumrrromid (DRESS), neM{pUrou.

Hapinuenus Ha MycKyA0-CKeJenm ama CHCmemMa 4 CoeQUHUMENRAmd MoKaH
HexecTH: MYCKYJIHH CNa3MH, KpaMITi Ha KpaKarTa.
Muoro peaku: OcreoManalus.

Hapywenus na Gv0peyume ¥ nukovxume nomiaya
HewecTn: NOBHLIEHH 11MBA Ha CEPYMHMA KPEaTHHHH,
Muaore peaxm: Octpa ﬁ'bﬁpeqna HC/OCTAThYHOCT, oco0eHO NpH MAUMEHTH ¢ 11PpEAXOKAAIH

51:5})6‘{ HU ynpemamm

Hapywienus K év 3rzpou369c)ume. Hama cucmema u Ebpdama

Muoro WecT: | '

Mauoice: Hamanexo Tubuao, epck'mmi:i AMCHYHKUMA, HMITOTEHTHOCT, FTHHEKOMACTHS,

JKenu: HapyllleHHs Ha rbpaata, OONE3HEHOCT Ha T'bPIMTE, HAPYIIEHHA B MCHCTPYAIHHA LHKBIL,
sanebenssaHe HA riaca (B MHOTO ciTyuay HecoOpaTHMO). |

Yecrn: HKewu: TPOMCHY DB BaTHHAMIATA CEKpeLWs, HaManeHo JIMOMIO, JHIca (ameHOpes),

KbPBEHE Cltefl MEHOMaYy3a.

O6wgu napywenus u eqrexmiu Ha .wrcmamn HA BPUROHCEHUC
MHoro 4ecTH: yMOpa, ChHJIHBOCT.
Yecri: HEPAINOIOKEliHE.

CrofiiaBaHe Ha NONO3UPAHM HEXKENaHH peaKilhy
Cpo0mIaBAHETO HA MNOJO3MPANM HEKENaHW peakUWH CICH pa3peniaBaHe 3a YInC
JickapCTREHNA IIPOAYKT € BaxkHO. TORA 1O3BONABA A2 MTPOSTLIIKH abmoeHHeTo Ha CHOTE
rON3a/PHCK 3 JIEKAPCTLENNS NPORYKT. OT MEAHURHCKUTE CIIEUMATACTH CE H3HCKEa If

BCSKA HO,'IOBHP&H& HEKC1aHA pCaKIIHA *DC3.




H3nbJIHWTE/IHA ar¢HLUMA 110 JIeKapCcTBaTy
yi. ,,Jlamaa I'pyes” Ne 8

1303 Codus

bunnrapus

Tes.: +359 2 8903417

yeGeaitT: www.bda.bg

4.9 Ipexo3npane

CuMnToMH
OcTpoTO npeao3HpaHe MOXKE Ja ¢€ MaHH(ecTHpa C NMPOABMA KATO CBETOBBPTEK, MNOTUCKAHE Ha

MUCJIOBHATA AEMHOCT, rajicHe, TIOBpbLILaHe, 3aMAsHOCT WM Avapuia. Bb3MOXKHO € pasBHTHE Ha
XUTOHATPHEMHUA WIHM XHIEPKaJIMEMHUs, HO Te3H e(EKTH OOMKHOBEHO HE C€ CBBp3BAT C OCTPO
npeno3upade. Morar fna ce€ MaHW(ECTHpAT CHMIITOMH, XapakTepHH 3a CbCTOAHHE Ha
XMMEPKATMEMHA, KaTO NnapecTesus, caadocT, BANM Napali3d HIIH MYCKYJIHH CTia3MH, KOHTO TPYZHO
MorarT a2 6b1aT pa3IHueHH OT ChCTOSHNC HA XUMTOKAIUEMUS.

EnexrpokapanorpadcKiTe IPOMEHH €a MbPBHUTE CHELMQUYHA IPH3HALHN HA HAPYINCHHA B KaTUCBHA

OanaHc.

JleyeHue
He e u3secren crienudiiuen autuAoT. [TogobpeHue B KIMHHYHOTO ChCTOSTHHE MOXKE 118 C€ MMOCTUIHE

cJleq npeKpaTABaHe NpHeMa Ha npoaykTa. OOLIM Mo IbpKallid MEPKH, BKJI. 3aMecTBaHe Ha obema
TeYHOCTH H ENEKTPOJMTH Morar fda Obaar npeanpuerH. Ilpu CbCTOAHHE Ha XHIEpKaTHEMHUA,

HaMaNgBaHE HAa [pMeMa Ha Kanui, npuiaaraHe Ha Kauuii-ryOellin NuypeTHUH, NapeHTepanHO
NPHIAraHe Ha BOJHO-CNEKTPONIMTHH WK FIIOKO30-CBAbMKALIN Pa3TBOPH €& MEPKH, KOUTO Cll€/iBa
71a 0bJAaT B3eTH B ChOOpaxcHHeE.

5,  G®APMAKOJOTNYHU CBOYMCTBA

5.1 QapMakoAHRAMHYIHH CBOHCTB] -

dapmakoTepanesruuna rpyna: Copsietno-cbaosa cHetema, ATC kon: CO3DAOI.

MexaHH3bM Ha JeNCcTBHE
CNHPOHOJIAKTOH € KOMIIeTHTHBEH ajlIOCTePOHOB AHTarOHHCT, KOMTO BOOM Ha MOBMILIABAHE HA

HATPHERATA €KCKpELMs M HaMmansBaHe Ha 3arybara Ha Kamud oT JuctanHure O6BOpeuHH TyOynH.
[TpHrexapa NOCTENEHHO MPOABIBAILO CE K NMPOALILKITEHO ACHCTBHE.

KnuHuund edHKacHOCT M De30nacHocT
Teocka copOeuna nedocmamuvynocnt

RALES (PangoMu3npaHo npoyusaHe 3a oLeHka na angaxroH, Randomized Aldactone Evaluation
Study) € MyATHMHAanMOHANHO, ABOAHO-CIANO Mpoy4saHe npH 1663 maudeHTH ¢ ¢pakuua Ha
p3TacksaHe < 35%, ¢ aHaMHe3a 3a 3a chpAetHa HeaocTarbuHoceT kiac IV no NYHA B pamkure Ha
6 Mecella M cbpaedia HepocTaTeaHocT knac I1-1V no speMe na panjiomMH3aunsta. BCHYKH nalHeHTH
ca mpuemanu 6pumkoBu muypetHuM, 97% ca npuemann ACE uuxubutopu u 78% ca GunH Ha
TepanHs ¢ JMFOKCHH (B MOMEHTA Ha NMpPOBEXkKAaHE Ha TOBA Npoy4eaHe OeTa-OiokepHTe HE ca Ounu
IMPOKO M3MON3BAHH 3a JIEUEHHE Ha ChpJeuHa HEJOCTATHYHOCT K caMo 15% ca Ouinu JeKyBaHu ¢
6cra-6nokep). [TaunerTs ¢ H3XolCH cepyMeH KpeaTHHHH > 2,5 mg/dL WK CKOPOLIHO yBeHYEHUE
or 25%, umm ¢ Haxoneu cepymen kanmii > 5,0 mEg/L ca mskmodenu. [lauue

Ha NAlHEHTHTE, KONTO Ca NMOHECH 25 m g BEIHBK AHEBHO,




e ﬁwla HaMaseHa 10 25 mg npe:s net. ITupaudnara kpativa rouka sa RALES e BpEMET{J o obua
CMBPTHOCT 1O BeAKakpH npuaniy. RALES ¢ ripexparcn pano, ¢ijien CpeaHo npociesBate oT 24
MeCEeLa, MOPAJR 3HAYMUTC/IHI IPHHOC 33 HAMANABAHE HA CMBLPTIIOCTTA, YCTAHOBEH NPH ITaHUPAHHA
MexaHHeH aHanu3. CIIMPOHONIAKTOH llamanaBa pHcka oT cMbpT ¢ 30% B cpasHeHHe ¢ rutalebo (p
<0,001; 95% nosepurenen uuTeprail 18% - 40%). CniMpoHOIaKTOH CBHIKO 3HAYKTETHO HAMANABA
PHCKa OT CBHPAEYHO-CHAOBA CMBPT, NPEAMMHO BHE3aMHA CMBPT, CMBPT OT NPOTPECHBHA CHPACIHA
HEAOCTATLYHOCT, KAKTO M PHCKAa OT XOCHHTAJM3alMs MOopaax CbPACYHO-CBBP3aHH MNPHYHHH.
TIpomenure B kiac NYHA ca no-6aaronpusatiu NpH CIMPOHONAKTOHa, [ MHeKomacTHs WK Ooka B
repAnTe ce chobuiasa npu 10% ot MBbKeTe, jIeKyBaHU ChC CHIMPOHOIAKTOH, B CpaBHEHHe ¢ 1% oT
MBKeTE B rpynara Ha nnanebo (p <0,001). Hecrotata Ha cepuo3Ha XUNEpKAIUEMHA € HACKA H B

JIBETE IPYIH MALHEHTH.

[lenuaTpuusa nonvnanug

JIuncea chiecTBCHA HHGDOPMALMA OT KIIKHHYHHUTE NPOYYRAHK Ha CIIUPOHONAKTOH NMpH aeua. Tosa
e pesy/TaT OT HAKOJIKO (paxTopa: MaNKOTO MPOy4BaHHsA, NMPOBEACHH B MEAMATPUUHATA MOMynaLus,
ynorpe6aTa Ha CHMPOHONIAKTOH B KOMOUHALMA C APYTH CPEACTBA, MAJIKHA OpOiH NaLMEeHTH, OLICHCHH
[P BCAKO M3CNCABAHE M Pa3uHETO B NMPOYHBAHWTE NoKasaHud. IlpenopekuTe 3a no3npaHe NpH
MeMATPUUYHATA MMOMNYJaUMs C€ OCHOBABAT HA KIMHHYHHA OINMT M KazyCH, JOKYMEHTHPaHH B

Hay4YHaTa JIMTepaTypa.

3.2 PapMaKOKKHETHYHH CBOHCTSBA

Abcopbyusi

CnupoHonakron c¢ peszopOupa aobpe ciell nepopanHo nNpunokeHue. Cnea NPHNOKEHHE Ha
CIIMPOHOJIAKTOH B AHEeBHA n03a 100 mg B npoanivkenye Ha 15 aHM NpH 3apaBH 100POBONILM Clex
HaXpaHBaHe, BpeMeTO 3a AOCTHraHe Ha MaKCHMaiHa rUlasMeHa KOHLCHTpauud, MaKkCHMaliHaTa
U1a3MEHA KORUEHTPailist H €THMHHALMOHHUAT MOJY)KHBOT 34 CIIHPOHONAKTOH Ca ChOTBETHO 2,6
gaca, 80 ng/m! n npuGnusurenro 1,4 uaca. 3a metabonurure 7-anpa-(THOMETH ) CITUPOHOJIAKTOH H
KAPHEHOH tmax € 3,2 W 4,3 uyaca, cpoTBeTiio cToifHOCTHTE HA Chax - 392 ng/ml v 18] ng/ml, a
eJIUMHHALIMOHHUAT NOMY>XHUBOT (tmax) - 13,8 W 16,5 cLoTBETHO. |
EdektsT BLpXy OnbOpeurara GyHKIMA HA €AHHHYHA 10338 CIHPOHONAKTOH € MaKCHMajleH 7 4aca
Clie AIpHeMa K IepcrucTHpa Hal-Manko 24 yacd cnel Hero.

buompanciopmayusn
MertaGonnu3upa ce 10 akTuBiH MeTabouTH: capa-chabpxkaui metabonutn (80%) u B no-mManka
CTeneH ao kaHpeuou (20%).

Enuwunupane
Brnpeky ue eaMMHHALHOHHUAT NOJYKMBOT HA CNHPOHOJAKTOH € Kpatrbk (1,3 4aca), To31 Ha

aKTHBHHTE MeTabOJIHTH € Mo-ABJbr (Bapupa Mexay 2,8 u 11,2 yaca).
Ennmunupanero Ha MeTalOMMTUTE CE OCDBILECTBABA OCHOBHO C YPHHATa M JOMBJIHHTEIHO

HOCFGHCTBGM HIIHHA CKCKPELIHA C tl)eueca.

ITeduampuuna nonyrayus
Jiunceat gapMakoxvHeTHYHU IaHHH 3a ynoTpebaTa rpH ne;jiHaTpyaHaTa nonynauus. [iperopbkure
3a J/l03upaiie B MEJHaTPUATA C€ OCHOBABAT HAa KAMHKYHMA ONHT H KaszycH, JOKYMEHTHpaHH B

HayuilaTa JUTCpaTypa.

53 Ipeaxaunnuun gaHHl 3a 6e30nacHOCT

[punoxeHUeTo HAa BHCOKH BO3U CITHPOHOIAKTOH 32 [POABLIKHTENEH nepﬂo,n OT BpEME TIP
BOJIH 0 Pa3BHTHE HA TYMOPH.

Cnpolionakrod ¥ HEroBUTe METalONHTH IpeMUHABaT IialleHTapHaTa ﬁapuepa o
Heo0xoAMMA otieHka Ha CHOTHOINEHUCTO MOA3A/PHCK.
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6. PAPMAHEBTHYHHU JAHHU
6.1 CnRcbK HA NOMONIHHMTE BelleCcTBA

lapeBUuHO HULIECTE

losuaon K 30

KaluueB xuaporeHdochar guxXHapat
MarHe3ues cTeapar

Cunuuues ZAMOKCKHA, KOTouaeH 6e3roaeH

[IpeuricTeHa BOAA
Onagapaii 11 85F2200935, st

Onaapaii 11 85F220095, »bAT ce CbCTOM OT MOAMBUHUNOB AIKOXOA, TUTAHOB avokeua (E171),
NONHETHIEH MIHKOA / MaKpOTO.T, TANK, #bAT keneseH okena (E172), FD & C Yellow # 5 / TapTpaszun
anymunses nak (E102) u FD & C Yellow # 6 / Cohcer xbato FCF anyMunues jak (E110).

6.2 HechbBMECTHMOCTH

Henpunoxumo

6.3 Cpox HA rOAHOCT

3 rOaAvHH

6.4 CneunanHy yCA0BHS HA ChXPAHEHHE
Ja ce cbxpaHsasa nog 25 C.

6.5 Bua n cbabpxKaHBEE HA ONAKOBKATA

[To 10 dpuamMupanu Tabnertku B npospaved PVC/ anymununes dauncrep.
[lo 2 6baucrepa., nocraseHy B KAPTOHEHA ONAKOBKA.

6.6 Cneuuanni NpeanazHi MepKH IPH H3XBbPAAHE B paboTta
HaMa cneuuaniHy U3UCKBaHHS.

HeuznonasaHUAT ACKAPCTBEH TNpPOAYKT WK COTNaab4HUTC MATCPpHAIK OT HCEIO Tpa6na Aa CC
UIXBBPAAT B CHOTBETCTBHE C MCCTHHUTC H3HCKBAHHA.

7. IIPUTEXATEJ HA PASPEIIEHUETO 3A YIIOTPEBA
Bopag Meauncune Espona 1OO/]

yil. ,,bopuc Pymenos™ 16

1407 Codua, brnrapus

8. HOMEP(A) HA PA3PEIHNEHHETO 3A YIIOTPEBA
Per.Ne 20200015

9. JHATA HA ITHbPBO PA3ZPEHNIABAHE/TIOAHOBABAHE HA PASPELHIEHH
YIIOTPEBA

Hara Ha nbpBo paspewasane: 03 ¢espyapu 2020 r.
Jlata Ha nocneaHO nojgHossaHe: 20 aHyapu 2025 r,
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IATA HA AKTYAJMBHAPARE HA TEKCTA
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