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1. HUME HA JIEKAPCTBEHHUSA ITPOAYKT | Yraria 1 NEOGYRIR - [ lpusaxenss |
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CITUNAKTOH 50 mg dJHJIMHpaHH TaBIeTKY ot Pe3. Ne ..__f

SPYLACTON 50 mg film-coated tablets peums it Ly g , L § -01-
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2. KAYECTBEH U KOTMYECTBEH CHCTAB .
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Bcaka dpunmupana tabnerka ceanpxa 50 mg crinpoHonakTou (spironolactone).

3a NBJIHMSA CIMUCHEK HA [MOMOULBMTE BELIIECTBA, BX. TOUKA 6.1].

3. JIEKAPCTBEHA ©®OPMA

®unmupaHa Tabnerka.

CIIMJTAKTOH 50 mg ca xpbInn, ABOHHON3MbKHANU TADNCTKY ¢ OPAHXKEB A0 CBET/IOOpPAHKESB
UBAT C AE/IUTENIHA YepTa OT ejlHaTa cTpaHa.

4, KJHHAUYHHA JAHHHA

4.1 TepaneBTHYHH NOKA3ANHSA

3a KOMIUIEKCHOTO IEHEeHHE HAa!

- 3acToliHa cbpAcyYHa HEAOCTaTbYHOCT;

- YepHoapobHa LHpo3a € aCLHT U OTOLIH,

- ManurHes acLMT;

- Hedporuuen cuuapowm;

- JlharHosa 1 neUEHUE Ha TBPBHYEH ATROCTEPOHUIBM

Heuara Tpabpa na Oboar NekyBaHM <¢aMO noA PLKOBOJICTBOTO Ha rneavatsp. HanuunuTe
NeAHaTPUYHHM TAaHHHW ca OrpaHHYeHy (BXK ToukH 3.1 u 5.2).

4.2 J0o3HpOBKAa M HAMHH HA NIPHJI0KEHHE

Lo3upoBka

Bvspacmuu

3acmouna copoeyHa HePOCMaAmbYHOCM

ObuuaiinaTta qHeBHa f03a ¢ 100 mg CrMpOHONAKTOH, MPWIOKEH KaTo eIHHUYHA WIH pa3ie/ieHH 103H.
[Mognbpxatiata noza Tpabea na ce onpenens WHAWBHAYANHO, B 3a8BUCHUMOCT OT CBHCTOSHUETO M
TEpaneBTHYHHUA OTrOBOp Ha nauvenTa. [loaabpxauia anesna so03a: 25 mg - 200 mg.

Texcxa cvpoevna necocmamvynocm (NYHA knac 1H1-1V}

B®3 ocHoBa Ha npoyuBanero Randomized Aldactone Evaluation Study (RALES: Bx. cblyo Touka
5.1), craHaapTHaTa Tepanua TpAOBa Ja 3anoyHe ¢ 1033 OT 25 mg CIIMPOHONAKTOH BeAHBXK AHEBHO,
aKO HMBOTO Ha cepyMHHAT kanui € < 5,0 mEq/L, a Ha cepymuuaT kpeatunud e < 2,5 mg / dL. Ilpu
NaluMeHTHTE, KOWTO NoHacAT Ao0pe a03ata OT 25 mg BeAHBK JAHEBHO, 103aTa MOXe [a C€ YBENHYH
Ao 50 mg BeAHDBK AHEBHO, aKO € MOKa3aHO KIMHWYHO. [1py naunenTuTe, KOUTO He NMoHacAT J03aTa
OT 25 mg BEAHBX AHEBHO, j103aTa MOXE /1a c€ HaMalv 10 25 mg npe3 AcH. 32 yKasaHHs OTHOCHO
MOHHTOPHPAHETO HA CEPYMHUA KAJIHH U CCpYMHHMA KPCATHHMI, BX. TO4Ka 4.4,

Yeprnoopobra yupoza c acyum u omoyu
JHeBHaTa 103a ce onpeaens or croTHoueHuero Na'/K” B ypunara.,
- Ilpn cvoTHOweHue > 1,0, npenopbudTennaTa gHcsha ho3a ¢ 100 mg;
- Ilpn cwotHomenue < 1,0, npenopbudrentiara jinesHa jo3a ¢ 200 — 400 mg.

HOMLP)KHU.[&T& AHEBHA N03a €€ ONnpCaAC/Id HHANBHAYANIIO.




Manuznen acyum

Hauanna nuesHa noza — 100 — 200 mg,

B no-Texku cnyyau AHEBHaTa Ao3a Moxke Ja 6bjle noBuiuena nocreneHHo ao 400 mg, karo cnen
MMOCTHraHe Ha HeoDXOoAMMHA TepaneBTHYEH KOHTPOJ, [I0JAbLpXallaTa [03a C€  Onpenens
HHIWBHIYaAJIHO B 3aBUCHMOCT OT CHCTOAHHETO H OTTOBOPAa KbM [MPOBEXKAAHOTO JICHEHHE.

Hegpomuuen curnopom

ObnuaitHara aHesHa no3a € 100 — 200 mg. Ipu Te3n GonHM NpoayKTHT c€ NMpunara ¢aMo ako
TEPANMHATA C KOPTHKOCTEPOUAH € HEAOCTATBYHO €(DEKTHBHA, Thil KATO CNUPOHONAKTOH HE NNPUTEkKABRA
[MPOTHBOBLINAIUTENHO AEHCTBUE Y HE MOBJIMARA OCHOBHHUS NAaTONOTHUYCH MPOLEC.

Huazroza u nevenue na nvpsuier a100CMePOHUILM
CrupoHONAaKTOH Moxe Aa Obae M3MON3BaH KaTo HavaleH AMarHOCTHYEH TECT 3a YCTaHOBSRAHE Ha
NpeanoaraeM MbpBHYEH XUIEPAJAOCTEPOHHIBM NPU MaLHEHTH HA HOPMAIEH XPaHHTENIEH PEXKUM.

[IpoabmKUTENEH TECT: CNMPOHONAKTOH ce npuiiara B AHesHa 1032 400 mg B npoabmkeHne Ha 3 1o
4 cenmMuuy. KopekuusaTa Ha XUINOKAIMEMHUATA U XUIICPTOHUATA € OCHOBAHME [1a CE MPUEME HATTHUHE

Ha MbPBUYEH XHNEPATJOCTEPOHHIBM,

KpaTkocpoueH TecT: CIUPOHONAKTOH ce npunara B npojwixeHne Ha 4 auu no 400 mg. Ako
CEPYMHHTE HMBA Ha Kajlid CE€ [NOBUIIAT B TO3M [EPHOA, HO CE MOHMWKAT Clled NpeKpaTABaHe Ha
NpHEeMa, MOJKe J1a ce pUeMe, e Ce Kacae 3a MbPBHUECH XHNEPANJOCTEPOHHIBM.,

Clieql NoCTaBsAHE Ha NpeAnoiaracMa AMario3a XMnepaiiocTCpoiiu3LMm ¢ HeoOXoAMMO J1a ce NpoBeaT
NO-AETAMWIHH H3CTCABAHHA, a CTMPOHONAKTOH MOXe Aa Obae npunoxen B AHesHa go3a 100 - 400 mg
KaTo [MOArOTOBKA 33 XHPYPrydHO JICHEHHC.

[lpy nalMeHTHTE, KOMTO HE ca MOAXOAAIUM 32 XMPYPrUuHaA HHTEPBEHIIHA, CTHPOHONAKTOH MOXeE /1a
C€ Mnpuiara Karo MNpoALDKWTEHA MNOAALPXKALIA Tepanua B HaW-HUCKaTa e(eKTHBHA [03a,
onpeaeneHa 3a BCEKM OTAESEH Cilydail.

Cmapuecka ev3pacm

IIpenopbusa ce zanouysane Ha JICUEHUETO ¢ Hal-HHUCKATa /1032, KaTO TH NOCTENEHHO C€ TUTPHpa A0
MOCTHraHE Ha MakcumaleH OnaronpuaTteH TepaneBTHUYeH edekT. HeobxoanMo e BHMMaHHe [1pH
NMauHEeHTH C TeXKH 4epHOAPOOHH H 6BOpeUHH YyBpeXAaHHUA, KOUTO MOraT Aa AOBEAAT 10 HapYIIeHHs
B MeTaboH3Ma ¥ €KCKpeluaTa Ha JICKapCTBOTO.

Ileouampuura nonynayus
[IpenopbunTenHara nHesHa ao3a € 3 mg/kg T.M., KOATO CC Npuiiara B HIKONKO OTAEIHH NpHUeMa.
HMuauBuayannara go3a ce onpeaens B 3aBUCHUMOCT OT TEPANEBTHYHUS OTTOBOP M NIOHOCHMOCT (BXK.

TOukU 4.3 u 4.4).

EEQHT& !EHGBH Aa G'BllaT JCKYBAHHW CaMO oA PbKOBOACTBOTO Ha NCIUATED. Hannyuurte MneAHaTprUHHH

JaHHH Ca OrpaHHYEHH (BXK. TOUKH 5.1 1 5.2).

Ha4WMH Ha OpUNOXKEHHE
[lepopanHo npunoxeHue.

4.3 IlporuBonokaianus

- CBpPBbXUYYBCTBHTENHOCT KbM aKTHBHOTO BCUIECTBO HIIM KbM HAKOE OT IOMOLLIHHTE BE
H30poeHH B TOuka 6.1;

- AHypu1 u texka 6bbpeuHa HenocrareyHOCT (€GFR <30 ml/min/1,73 m?);

- bbp30 HacTBNBAILK WK TEXKH HApYIIEHHUs HA ObLOpeuHaTa QyHKLUS,

- XunepxanueMusa (HUBO Ha cepyMeH kanuii> 5,0 mmol/l) npu 3anousane Ha ne




- bonect Ha Aaucon.
[TponyxTsT He TpadBa a2 ce npunara €IHOBPEMEHHO € APYrH KalUH-ChXpaHsBaLUK JWYPETHUM
(BKIIIOUHTENHO eruiepeHoH). He ce npenopbuBa npueM Ha KaJIuiA-Chbabprkallid 0oGaBky UK ABOHHA
RAAS 6nokana ¢ koOMOHHAUWS OT MHXHOUTOP Ha aHrHOTCH3MH-KOHBepTHpallHa eH3uM (ACE) u
aHIrHOTEH3UH-peuemopeH bnokep (ARB), nopanu puck oT HHAYyUMpaHe HAa XUINTEPKaJTHEMHUA.

CriMpOHONAKTOH € NMPOTUBOMNOKA3aH MPH NeAHaTPHYHH MALMEHTH C YMEPEHO 10 TEXKO OnOpedHo
yBpExXIaHe.

4.4 Cneunaniu npcaynpesx/ieHus U NPEINAIHH MCPKH LIPH YiotTpeba

Boano-enekTpoanTen 6anane

[lpu neyenue ¢ npoaykTa € HEOOXOAUMO MPOBEXKAAHE HA PSIOBEH KOHTPOJI HA BOAHO-E1eKTPOJHTHHA
Gananc. Toea ce oTHacd ocobeHO 3a NALKEHTH B CTAPYECKA BbL3PACT, KAKTO M 38 TE3U ChC 3HAYHUMO

yepHoApobHO U OLOpeuHO yBpexaatie.

CovnbreTBalaTa y[IOTPEfS& Ha JICKApCTBCHHU [IPOAYKTH, 3a KOHTO € H3BCCTHO, HC [IPHUTCXKABAT
XHNICPKATHEMHKA H CITHPOHOJIAKTOH MOXE Ad NOBCIC A0 TCXKKA XHINCPKATHEMUA.

XunepkanueMuss Moxe aa ce Habmoaaera nNpuv nauveHTd ¢ HapyuweHa Obbpedna ¢dyHKUHA WK
MOBHILEH NpUEM Ha Kaiuil, Ta Moxe na noseae 10 CbpAeyHH HAPYLUCHHUS, KOUTO B HAKOW Cnyvau
Morat aa Obaat patantd. B cnyuaii Ha XunepkandeMus, npUeMbT Ha CIHPOHONAKTOH TpabBa na 6bae
NPEKPATEeH W [a CE MpEANpHEMAT aJCKBATHW MEPKH 33 HOPMAJIM3WpaHE Ha KallMeBUTE HHBA (BX.
Touku 4.3).

BHUMAaTENHO NPHIIOKEHHUE HA NMPOJAYKTA CE HAMara rpu MHauuesTH B Texko 0B ChCTOIHUE, NpH
KOHTO ZAYpe3aTa € HaManexa, nopajd BUCOK PUCK OT XHUNCPKAIUCMUS.

I[IpunoxxeHHeTo Ha criupoHonakToH TpsbBa Jla ce U3BLPIIIBA ¢ TOBHLICHO BHUMAaHWE NPU NMaUHEHTH,
MpeApasnoIOKEHH KbM MeTabonnTHa WaM pecrnupaTopHa auu/io3a. Auuao3arta MOTEHUHHpA
XHIMEPKATHEMHUHHKTE e(eKTH Ha CIIHPOHOIAKTOH, a TOH OT CBOA CTpaHa NOTEHUMHMpa Pa3BUTHETO Ha
auMao3a.

B13MoOXxHO € [a ce pa3Bye AWTYLUHMOHHA XHIIOHATPUEMHUs, 0COBEHO 11pH €AHOBPEMEHHO NPUROKEHHKE
¢ Apyru auypetvud. [IpoaykrbT ce npyunara ¢ BHUMaHUC NPH NaMCHTH ¢ XHMIIOHATPHEMHUA.

Obpatuma xunepxiopemuuna merabonutia aunuo3a, oOMKHOBCHO CLYETAHA ¢ XUICPKATHEMMUSA, €
O6una nokinaaBaHa MpPH HAKOHM MMALUEHTH C DEKOMINEHCHpaHa vepHoapobHa uMpo3a Ha ¢oHa Ha
3anazeHa 6b0peuHa GpyHKLMA.

EnHoBpemeHHa ynoTpeba Ha CNMPOHONAKTOH € JAPYrd  KallWi-ChbXpaHABAIUM  [MYPETHLH,
AHTHOTCH3WUH-KOHBepTHpalld ¢H3UMH (ACE) nuxuburopu, necTcpoMIHM NPOTHBOBRBINAIHUTEIHH
cpeAacTBa, aHruorewsuH [l awraronHucTH, asjiocteponosy Onokepu, XenapuH, HUCKOMOJEKYNEH
XEMapuH WIH APYTH JIEKApCTBA, KOMTO NMPHYHUHABRAT XUMEPKAIUEMMSA, KanHeBH N00aBKH, JIHeETa,
Gorata Ha Kaquil HMIM 3aMECTUTENIH Ha COJN, CbALPXKALLM Kalui, MOXE [a JIOBElE OO TEXKKa
XUMEPKATUEMHA.

Ypes

OO6paTMO NOBHMILEHHC HA CTOMHOCTHTE HAa KPBHBHATA ypes € OM/I0 AOKNANBAHO MPH JICYEHHUE ChC
CNHUPOHONAKTOH, 0cOOeHO Ha ¢oHa Ha HapylueHa 6bOpeyHa QyHKIHA.




XHHEEKMHEMHH [HPpH NANHEHTH € TEXKKA ChPACHHA HEAOCTATHYHOCT

XunepkanvueMusTa Moxe jaa Obae daranHa. U3OUMTENTHO BXXHO € Aa Ce CIAEAH M KOHTPOIHpa
CEPYMHHAT KaJIUi NpY NaUMEHTH ¢ TEXKKA CbPACHHA HEAOCTATLHHOCT, NPUEMALIA CITHPOHOJIAKTOH.
H3bareaiite ynorpebara Ha Apyr¥ KanuH-cbxpaHsBaimy avypethun. H3bsreaire ynorpebara Ha
NepopasiHU KaiveBHn JobaBku NpH NAUMEHTH CbC cepyMeH Kaimid > 3,5 mEg/L. Ilpenopbuntento ¢
MOHHUTOPHHIBT HAa KalW# KW KpeaTMHMH 4a C¢ M3BLPUIBA HA ¢/lHa CeaAMMUA Cllell 3alo4BaHe WIH
[OBHLLUABAHE HA [103aTa CNUPOHOJAKTOH, €XKEMECEHHO 33 TbPBUTE 3 Mecella, chniell TORa TPHMECEYHO
B [IPOAB/DKEHHUE HA €JHA M'OJIMHA, & C/Ie/] TOBA - HAa Bcekn 6 Meceua. JleueHuero cbe CITMPOHONAKTOH
TpsOBa Aa ce NpeKpaTH WIH [a ce NPEeKbCHE NpH CTORHOCTH na cepymuud kanui > 5 mEq/L nnu
cepyMeH KpeaTHHHUH > 4 mg/dL (Bx. Touka 4.2).

lleouampuvwna nonynayus

Kanu#i-cbxpaHaBaumMre OWYpeTHUM TpaOBa 1a €€ H3NOA3BAaT € MNOBHIUEHO BHUMAaHWE TIpU
XMMEPTEH3UBHHU NEAUHATPUYHH NAUMEHTH ¢ Neka ObOpeuHa HEAOCTATBYHOCT, MOPAAM PHUCK OT
xunepkanueMus. (CnHpoOHONAKTOH € NPOTHUBOMOKA3AH 33 NPUIIOXKCHHUC NPH NEANATPHUYHH NALMEHTH
C YMEPEHO MU TeXKO OBOpEeUHo yBpexaaHe, Bx. Touka 4.3).

4.5 B3aumMoacHcTRHE C APYIH JIEKAPCTBCHH NPOAYKTH H ApYrn GOopMH 1A B3aHMOAEHCTRHE

Kombunayuu, npununseawu xunepxanueMus

EnnospeMeHHaTa ynorpeba Ha IcKapCTBa, 3a KOUTO € H3BECTHO, YC NMPUYHHABAT XHNEPKATHEMHA CbC
CIIMPOHONIAKTOH, MOXE J1a OOBee A0 TCKKA XUIICpKaNucMus. B jonujiHceuue, eaHOBpeMeHHaTa
ynorpeba Ha TpuMeTOnpHM / CydaMeToKCa3o/l ChC CITMPOHONAKTOH MOXKE /12 IOBCAE 10 KIMHUYHO
3HAYHMa XHUTIEPKATTHEMMUSA.

Luzoxcun u Opyeu cvpoeurnu 2AuKo3udu

CrnKpOHONAKTOH MOXE J1a MORINAE ONPEACNAHETO HA TUTA3MEHHTE KOHLIEHTPALKMK Ha AMroKCHH. UMa
cbOOLIEHHA, YE CNIMPOHONAKTOH BOAM A0 MOBHILABAHE HA TUIA3MEHHTE AUIOKCHHOBH KOHLEHTPAaUMH
U MOXE Ja MOBJIMAE ONpPEACNAHETO Ha IUlasMEHUS JUroKCHH. [Ipu nauMeHTH, [pUHeMallu
€/IHOBPEMEHHO JIMIOKCHH W CITMPOHONAKTOH, OTIOBOPBT KbM JICUCHHETO ¢ JUMOKCHH TpaOBa na e
OLICHABAH CIPAMO JUIOKCHHOBUTE [LU1a3MEHM KOHLICHTPALMK, HC3ABUCHMO OT TOBA, Y€ TOUHOTO MM
ONpeaesAHe MOe Ja He Oble MOBIMAHO OT IMPHEMAHETO HA CIHPOHONAKTOH. B cnywait ue e
HeOOXOAMMO Aa CE€ KOpHIrHpa U HHAMBUIOYANH3Hpa AHEBHATA [03a AUIOKCHH, MauHeHTHTe TpsabBa
cTporo Aa 6bAaT KOHTPOAMPAHHU 3a €BEHTYARHO NOBHLUIABAHC WIW HAMAINBAHE HA TEpaneBTHUHMS
edeKT Ha AYTOKCHH.

Aumuxunepmen3ugHu cpeocmeda

Moxe na ce Habmoaasa noreHuMupaHe Ha edekra HA AHTUXHIIEPTEH3IUBHHUTE CPEACTBA, MOPaIH
KOETO € BBL3MOXHO [Ja C€ HaNOoXM TAXHATa j03a Ja Obie MOHMXKEHAa MpH BKIKOYBAHE Ha
CMTUPOHONAKTOH B T€paneBTHUYHATA CXEMa.

ACE unxuburopu — nopaau tosa, ye ACE HHXUOUTOPUTE BOAAT JI0 HAMAJIABAHE HA [TPOAYKLMATA HA
AINOCTEPOH, He TPAOBA Aa C€ U3NOJ3BAT EAHOBPEMEHIO ChC CIIMPOHONAKTOH, 0CODEHO NPH NALMEHTH
¢ U3paseHo ObOpewHo yBpexxaaHe.

AurvoreH3uH Il peuenTOpHH aHTaroHKWCTH (BajcapTaH, JIOCAPTAH) — EQHOBPEMEHHOTO UM
MPHTOXKEHHE CHC CITUPOHOJIAKTOH € NPOTUBOIIOKA3aHO NOPAJH PUCK OT XHUITEPKAIMEMHUA.

Hecmepouonu npomueosvsnarumennu cpeocmea

AHYPETHLUMTE B pe3ynTaT Ha WHXHOMUMA Ha OBOpeuHUs CHHTE3 Ha NpocTarjaHAHHH.
MOBUILEH PHCK OT HEPPOTOKCHYHOCT K Pa3BUTHE HA XHUIIEPKATHEMUSA B C/TyYaH, NIPH KOKT
0coDeHO WHROMETauWH, Ce TIpUiaraT eJHOBPEMEHHO CbLC CNHpoHojakToH. MHaoME
Me(CHaMHHOBA KHCEITMHA HHXUOMPAT EKCKPELMATA Ha KAHPEIIOH, HaMaltiBaHKH JIMYpeTHY




Ha CIHPOHONAKTOH. ALCTHNCATULIMIIOBATA KHCE/IMHA MOXE Ja /0BCAe A0 HaMandaBaHe Ha
AHYPCTHYUHHA E.'(IJEKT Ha CITHPOHONAKTOH.

Huypemuyu
EnHoBpeMEHHOTO MPUIIOXKEHUE HA CITUPOHONAKTOH ¢ APYTH KamuH-CbXpaHABaALLY AUYPETULIH, MOXKE
Aa fosefe A0 xunepkanvemus. KanueBuaT kaHpeHoat (MeTabonuT Ha CNUPOHONAKTOH) BOAH A0

Pa3BHUTHC HA MHCTOHIHA JICBKCM NS TIPH TUTBXOBEC.

L{uxnocnopun

EQHOBPEMEHHOTO TMPHUAOKEHHUE ¢ KATHA-ChXpaHABRALIM JIMYPETHIIH MOXE Jla TIPEAN3BUKA pa3sBHUTHE
Ha xunepkanueMua. [lpy HeoOXOAUMOCT OT €AHOBPEMEHHO NPWIOKEHHE HAa MPOAYKTHTE €
HEOOXO/IMM CTPHKTEH peIOBEH KOHTPOJ Ha KaJIHEBHUTE HUBA B CEPYyMa.,

Kopmuxocmepouou

ENHOBPEMEHHOTO TIPHUIIOKEHWE HA CHHWPOHONIAKTOH C (IYAPOKOPTHIOH MOXE Aa J0Beae N0
napajokcalHoO nosuuIeHHe Ha OnOpeunara xanuesa exkcxpeuusa. Ilpu  HeobxoaumocT oOT
eAHOBPEMEHEH NPHEM € HEOOX0IMM CTPHKTEH NepHOANYEH KOHTPOJ HAa KATTUEBHATE HUBA B cepyMa.

Kymapunosu anmuxoazyranmu

HeobxoauMo € perynspHo kKoHTpoaupaHe Ha npotpoMbrnoBoTo Bpeme Wik INR npu npekparsaBaHe
WiH BK/IIOYBAHE Ha CIHPOHOMAKTOH B JiedeHHeTO Ha OONHHM, IpHEMalld KyMapHHOBH
AHTHKOATYNAHTH, KAKTO H X044 Ha JEYEHUCTO. BBamMoxki0 ¢ )1a ¢€ HATOXH MHAWBUAYATU3UpAHE Ha
A03aTa Ha Bap@apyH ¢ ornea NOIbPIKaHE Ha HCOOXO/IMMMTC HIMBA HA AHTHKOAryiallus.

JTumuesu npodyxmu

ENHOBpPEMEHHOTO NPUIIOKEHHE HA CIMPOHONAKTOH C JIKTHCBH IIPOJIYKTH MOXE Ja Npeau3BHKa
MOBMIULICHHE Ha CEPYMHHUTE HUBA HA JINTHA W JIUTHEBA WIITOKCHKAllMS B PE3YNTaT Ha HaManeHa
JINTHEBA eKCKpela. B Te3u cnyyan e HeoGxo/1MMO peJIoBHO 1POCJIC/IBAHE HA MJ1a3MCHHTE JIMTHEBY
HMBA B ITbPBATA CEAMHLIA OT HAHANOTO Ha NpWCMa Ha CHIUPOHOJIAKTOH WIM CNE/l NPCKpaTABaHE Ha
Herosata ynotpeba. OOMKHOBEHO ca HEOOXOAWMM NO-HUCKM JI03M JIMTHEBR MNPOAYKT TMpH
eAHOBPEMEHHO JICYEHHE CbC CITIHPOHOJIAKTOH.

Hpyeu

[lopaau Tosa, ye kapOeHOKCEN0H MOXKe /1a IOBE/IC 0 33/1phKKaA Ha HATPHI U TOBA OT CBOS CTpaHa jla
NOBeAE O HamaisBaHe Ha ePCKTUBHOCTTA HA CMUPOHONAKTOH, €JTHOBPEMEHHOTO HM MPUNOKEHHE
Tpabsa na ce u3bsrea.

CrnupoHONaKkTOH HaMansBa CbACBHA OTrOBOpP KbM feficTBHeTo Ha HopaaperanuH. Heobxoaumo e
BHUMaHHE TPH NalMEHTH, MPH KOHUTO €€ Hajlara pernoHaniia wiu ollia aHecTe3ns, B NepHoaa Ha
NPOBEXAAHE HA JIEUCHHE ChC CITMPOHOIAKTOH.

[IpHeMBbT Ha KalHi-cbabpKallld N0GaBKM ¢ NMPOTHBOIIOKA3aH, C M3KIIOYEHHE Ha CJAy4auTe Ha
H3XOJHO HAMAJICHUE WM HM34YEpPNBAHE Ha KanHeBHUTe HUBA. [Ipy HeoOXOAUMOCT OT NMPHAOKEHHE Ha
TAKKBA NPOAYKTH € HEOOXOAMM MEPHOIHYEH KOHTPOJ Ha CEPYMHUTE HHBA HA €IEKTPONHTHTE.

B nONBIHEHHE KLM JAPYTHTE JIEKAPCTBEHW NPOAYKTH, 33 KOWTO ¢ H3BECTHO, Y€ NPUYHHABAT
XHNEepKaTHeMHs, CbIrbTCTBaLATA YrioTpeba Ha TpuMcTonpum/cyligamerokeason (KO-TpHMOKCa3o)

CHC CIMHPOHOJIAKTOH MOXKE 1a J10BEIAC 10 KIIHHAYHO 3HaYHMA XUTICPKAIUCMH A,

CnupoHonakToH He TpaOBa /1a ce npwiara NpM NalMeHTH, NIPHEMALLH TaAKPOITUMYC, MOPaaH PHCK OT
Pa3BUTHE HAa YMEPEHA 0 TEXKA XUIMCPKAITHEMHS. '

EQHOBpEeMEHHOTO NPUNOKEHHUE C XJIOPITPONaMK/L MOXKC J1a MNOBUILK PUCKA OT XKIIOHA




[lpu ¢uyopomeTpuuHO H3CneaBaHe, CNHPOHONAKTOH MOXC Ja WnTepdepHpa Onpelc/sHeTO Ha
BellecTBa ¢ NOACOHU hAYOPECUCHTHH XapaKTEPUCTHKH.

CHHPDHOJ'IHKTOH YBClIHYaBa MeTabon3IMa Ha dGHTHITHDHH,

YnotpebaTa Ha ankoXo MOXE Aa NOBUIUYK PHCKA OT OPTOCTATUYHA XHIIOTOHMA.
4.6 PepTHNHTET, OpEMEHHOCT K KbpPMeHe

bpeMeHHoCT

CIIHPOHOIAKTOH MM HEroBHTE MeTabONMTH MOraT Aa NPEMHHAT Npe3 niaucHTtapHaTta Oapuepa.
TpetnpaHeTo CbC CNUPOHONAKTOH Ha OpeMeHHH NABLXOBC BOJIM A0 DEMUHM3UpAHE Ha MBXKHTE
beTycn.

TpunoxenneTo Ha CNUPOHONAKTOH NpH OpeMEHHH XKEHH H3HCKBA TOYHA OLIEHKA HA CHOTHOLEHHETO
1oN3a 3a MaikaTa/Bbhb3MOXKeH PUCK 3a IToa.

KbpmMmeHe
MerabonuTHTe Ha CrIMPOHONAKTOH CC YCTAHOBYRAT B MaiuuHara kbpma. B cnydauTe, npu KOHUTO

NMPANOAKCHHCTO Ha CITHPOHONAKTOH € HAJIOXKHUTCIIHO, € Heobx0/1MMO0 J1a ce 0bchaAHU AUTTEPHATHBEH
Ha4HH 3a XpaHCHC HA KbpMa4CTO.

DepTrIUTET
Cnupoﬂonarcrou MOXE /1a NPEeAM3BHKA HMITOTEHTI{OCT H MCHCTPYaJTHY HapylleHus (BXK. TOUKa 4.8).

4.7 EdexTn BbpXy cniocobnocrTa 3a mogupane u paéora ¢ MalmHny

Mma choblueHns 3a pasBUTME Ha COMHOJIEHTHOCT M CBETOBBPTEX. [IpenopbuBa ce JI€YEHHETO ¢
NpoAyKTa Aa ce MNpOoBeXaa ¢ BHHMaHHUE No BpeMe Ha paboTa ¢ MallWHU WK WodHUpaHe, T0KATO He
ce ONnpeaesin OTIrOBOPBT Ha NallMEHTa KbM MPOBEXKAAHOTO JieUueHHUE.

4.8 Hexenanu 1eKapeTBCHH peaKItHH

Hexxenanure nekapcTBeHH peakiMu ca KiacudruMpaHH 110 YECTOTa, KAKTO CAEABa: MHOMO YECTH
(21/10), uectn (21/100 ao <1/10), HeuecTu (21/1 000 no <1/100), peaku (=1/10 000 g0 <1/1 000),
MHOTO peaku (<1/10 000), c HenzsecTHa YyecToTa (OT HATMUYHHUTC JIAHHM He MOXeE J1a ObJ1e HanpaBeHa
OLIEHKa).

Cneanuvre HexenaHH peakuMd ca Ounu choblnciv BLB BPL3KA € TNPOBEXAAHO JIEUEHHE ChC
CIIHPOHOJTAKTOH.

Heonnaszmu — 0o6pokavecmsenu, 3n0xkavecmeeny u Heonpeoeneny (K. KUcmu u ROAuNY)
MHuoro peaxu: pak Ha rbpaara.

Hapywenuwsi na xpvema u aumchnama cucmema
Peakn: arpanynouurosa, €03nHohuIng ¥ TpOMOOLIUTONCHHS

Hapywenun na umynnama cucmema

Peaxn: pasBUTHE Ha CBPBXUYBCTBUTEMHOCT (OOMKHOBEHO C YMEpEHia TEXeCT), HO B MHOIO pefiku
Cly4yaH MOXeE [1a HMa TEXKKO [IPOTHUYaHE ¢ pa3sBUTHMC HAa OTOLM, WIOK W Konanc. 3aTpyaHEHHs B
JHUIAHETO, KOXHHU OOpHBH WK Chpbex ce choblaBaT paako.

Hapywenus na endoxpunnama cucmema
C HeH3BeCTHA 4eCTOTA: JIEKH aHAPOTEHHH e(PeKTH, BKITIOYHTEITHO XHUP3YTH3IBM.

Hapywenus na memaboausma u xpanenemo
HecTu: xunepkannemns ¥ xunonarprueMus. B1uamoxHu ca enekTponuTHY HapylueHy




Hapywernua na nepenama cucmema
Mnuoro yectr: Uma cnollueHus 3a pazsuTne Ha CBETOBLPTEX, rnaBobonue
C HeH3BeCTHA 4eCTOTA: aATAKCHA, 3aMaAHOCT

llcuxuunu napywerus
C Heu3BeCTHA YecToTa: obbpKaHoCT

Xenamobwiuapnuy napyueHus
MHoro peakn: HapylleHa yepHopobxa dyHKUns

Cmomauino-upesnu HapyuieHus
MHOro 4€cTH: HapyIUE€HO XpaHOCMHNAHE, AHapHUA

YecTH: rageHe ¥ NospullaHe
MHOro peaKu: CTOMALIHO BbL3NAJEHHUE, A3BH Ha CTOMaxa, YpeBHN KPbBOM3JIMBH, CTIIa3MH

Hapywenus na koxxcama u nookocsama mvxan

HedecTH: KOXXeH 0OpUB, YpPTHKapHs, EPUTEMA, NPYPHUTYC

Muoro peakn: anoneuus, €K3emMa, XUnepTpuxosa

C neussecrna Hecrora: CuniapoM Ha CrHBbhHC-IDKOYNC, TOKCHMUYHA €NMAEpMaliHa HEKpOH3a
(TEN), nexapcteeH obpus c eozuHopuing u cucreMiu cumntomun (DRESS), nemdurona.

Hapywenusa na Myckyro-ckeremuama cucmema u CoeQuHUMe Hama MoKan
HeuecTH: MYCKYJIHHX CMTa3MH, KpaMIK Ha KpakaTa
MHuoro peaks: ocreoManalus

Hapywenus na 6vopeyume u nuxownume nomuwia

HevecTH: NOBUILICHN HYUBA HA CEPYMHHA KpeaTHHHH

MHuoro peakn: ocrtpa ObOpedHa HeIoCTaTLUYHOCT, OCOOCHO NpPU NMAaUUEHTH ¢ TIPEAXOXKIalllu
ObOpeuHyn yBpexxaaHH.

Hapywenur na ev3npoussooumennama cucmema u 2epoama

Mmuoro yectHu:

Mvoce: HamaneHo Jubuno, epeKTHAHA AMChYHKLUNMA, HWMIIOTEHTHOCT, TUHEKOMacTHAKernu.
HAPYWCHHA HAa [I'bp/1ATA, OONe3HEHOCT Ha UbPIATE, HAPYUICHUA B MEHCTPYATHHA [IHKBI]I,
3afiebensaBaHe Ha rnaca (B MHOIO ciaydan HeoOpaTUMo)

Hecru: ’Kenu: NpoMeHH BbB BarMHajlHaTa ceKpeuMs, HaMaieHo nubuao, nunca (ameHopes),
KbpPBEHE Clieql MEHoMay3a

Obwu napywenus u ehexmu Ha MACIMOMO HA NPUIONCEHUE
MHuoro yecT: ymMopa, CEHJIHBOCT
YeeTH: HEPA3NMOJIOKCHHE

CrobllaBaHe HA NOAQ3UPAHN HEXENAHH peakliny

CbobaBaHeTo Ha noQ03MpaHK HeXeNlaHW peakUMd clie)l paspelliasane 3a ynotpeba Ha
NECKApPCTBEHHSA MPOAYKT € BaXKHO. T'0Ba 1103B0/5RA J1a MPOILDKK HabGII0eHHETO Ha CHOTHOUIEHHUETO
NoJ13a/pUCK 3a JICKAPCTBEHUS FIPOJIYKT. OT MCAMIMHCKUTE CICIIHAIKCTH C& M3MCKBA Jla ChoOLABAT
BCSAKA NOAO3KpaHa HCXKEIaHa PCAKINS YPes:
HM3mbaHUTEHA are UM no iekapcTeaTa
yia. ,,JJamaH 'pyes” Ne 8

1303 Codus ten.: +359 2 8903417

yebcaitT; www.bda.bg




4.9 IIpeno3zupane

CuMnToMu

OcTpoTO npeao3snpaHe MoXe aa ce MaHugecTHpa ¢ NPOSBH KATO CBETOBBPTEK, NOTHCKAHE Ha
MHCNOBHATa AEMHOCT, rajeHe, NOBpbilLlaHe, 3aMasHOCT WIH JlHapus. BB3MOXHO € pa3BuUTHE Ha
XUMIOHATPHEMHSA WJIH XHNEPKAIHEMHA, HO Te3n edekTH OOMKHOBEHO He ce CBbpP3BAT € OCTPO
npeposupaHe. Morat aa ce MaHUMQDeCTHpaT CHMIITOMM, XapakTepHM 3a CbCTOSHME Ha
XUNEPKAIMEMHA, KATO NapecTesns, cnabocT, BAAH NapajiM3i UK MYCKYJIHHA CNIa3MHK, KOUTO TPYAHO
morar ga 661aT paznvueHn OT ChCTOSHHE Ha XUITOKATTHEMHS.

EnexrpokapavorpadckdTe NpOMEHH ca MbPBUTE cneUU(PHUYHM PU3HALIA HA HAPYHIEHHA B KajlUeBUA
Gananc.

Jledenune

He e usBecren cneunduyen antuaot. [onobpense B KIIMHUYHOTO CbCTOAHHE MOXKE 112 CE MOCTUTHE
Cclie/l NpekpaTABaHe NnpyeMa Ha npoaykTa. O0IM NoyTbpXKaliii MepKH, BKJ1. 3aMECTBaHE Ha obema
TEYHOCTH M ENEeKTPOJWUTH MoraT jaa Ovaar npeanpuet. IIpn ChLCTOSHWE HA XHNEpKaTHEMHUS,
HaMaJIABaHE Ha TIpUcMa Ha Kajiil, npuiaraie Ha KaJiuA-rybell AUYpeTHUHM, NapeHTEPaIHO
npuiaraHe Ha BOAHO-EJEKTPOIUTHH WM TMIOKO30-ChIbPKAIIM Pa3TBOPH ca MEPKH, KOUTO Clie/Ba
ja 6baat B3eTH B ChodpakeHue.,

5. OAPMAKOJIOTHYHU CBOUCTBA
5.1 DapmakoHHAMHYHHA CBOHCTBA

dapmakorepanesTuyna rpyna: Copaeuno-ceaosa cucrema, ATC kon: CO3DAO]

MexaHH3bM Ha AeHCTBHE
CnMpOHOIAKTOH € KOMIIETUTHBEH aJlJIOCTEPOHOB aHTalollueT, KOWTO BOAM /la NOBHIIABAHE Ha

HaTpHEBaTa €KCKpElLUA M HaMalisiBaHe Ha 3arybarta Ha Kaildh oT auctanHuTe 6u6peunn TyOynu.
[IpuTexara nocTenenHo MPosSBABANILO CC U NPOABIXHTCIHO JICACTEHC.

KiiMHMYHA epHKACHOCT W Oe3onacHoCT

Texcka cvpoeuna nedocmamyunocm

RALES (Pannomusupano npoyuBate 3a olieHka Ha anaaktoH, Randomized Aldactone Evaluation
Study) e MyaTuHauMOHaIHO, ABOHHO-cnAno npoyusalic npd 1663 naukeHTH ¢ ¢pakuus Ha
H3THacksaHe < 35%, ¢ aHamMHe3a 3a CbhpAevHAa HEAOCTaTBEYHOCT Kiac IV no NYHA B pamkuTe Ha 6
Mecela M cbpaeyHa HepoctaTeuHOCT Knac l1-1V no BpeMe Ha panaomuszaumaTa. BcHUKH nalMeHTH
ca npuemann O6puMkoBH auypetHuH, 97% ca npuemanu ACE nuxubutopu u 78% ca 6unm Ha
TEepanus ¢ AUrOKCHH (B MOMEHTa Ha NMPOBEXK/IaHC Ha Tora lipoyusane Hera-6noxkepure He ca OUIH
LIKPOKO M3IM10/13BAHK 34 JIEYEHHE Ha CbpAeYHA HelocTaThYHOCT U caMo 15% ca GuUnu nekysaHH ¢
Gera-6nokep). [NaiMeHTd ¢ u3xoneH cepymen kpeatuiuny > 2,5 mg/dl. WK CKOpOLIHO yBenH4YeHHe
oT 25%, WAK ¢ n3xonaeH cepymen kanuik > 5,0 mEq/l. ca uskmouenn. [lauueHTHTEe Ca
pasAoMH3UparK |1 KbM CMHPOHONAKTOH 25 mg nepopanHo BEAHBLX AHERHO WK niauebo. lo3zara
Ha NalHEHTHTE, KOWTO Ca NOHECNIH 25 mg BEAHDBK AHEBHO, € yYReNHueHa 10 50 mg Be/IHbK AHEBHO,
KaKTO € KIIMHWYHO Noka3aHo. [1pn naumenTuTe, KOUWTO He ca notec/iv 25 mg BeAHDLXK IHEBHO, 103aTa
e buna Hamanena 1o 25 mg npe3 geH. ITepBuynara kpaitna rouka 3a RALES e BpemeTo no obuia
CMBPTHOCT MO BCAKakBM npuudnu. RALES ¢ npekparen pano, cnea cpenHo ﬂpDCHeﬂHBaH
MECeLa, NopasH 3HAYUTC/IHHA NPUHOC 3a HAMAJIABAHC 1ia CMBYTHOCTTA, YCTaHOREH [1PH n.n Q3P
MEXIHWHECH aHann3. CnMpoHONAaKTOH HaMassABa pHcka oT cMbpT ¢ 30% B cpaBHeHHe ¢ AN D
<0,001; 95% noeepurenen nurepean 18% - 40%). CnupoHONaKTOH CBLLIO 3HAYMTENHY BAMA }!} gt
PHUCKA OT CHPAEYHO-CHLAOBA CMBPT, NPEAUMHO BHE3AIIHA CMLPT, CMBPT OT HpOFpCCHB ajE: AR

HEIOCTATLYHOCT, KAKTO M pHCKAa OT XOCMHTATM3ALMA (0P ChPACYHO-CBBP3aHK | '
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[IpomeHnute B ki1ac NYHA ca no-bnaronpusThHy npu cndponoiakrona. ['uHekomacTus unu Honka B
rbpantTe ce cbobasa npu 10% oT MBXKeTE, NEKYBaHU ChC CIIMPOHONAKTOH, B cpaBHeHuUE ¢ 1% oT
MbKeTe B rpynara Ha nnauebo (p <0,001). Yecrorara Ha cepuo3na XUIEpKaIHEMUs € HHCKA U B
ABETE rpyny NauueHTH.

[leanaTpuuHa nonynaius

JIuncea coliecTreHa HHClJDpMaLlHH OT KJIUHHYHHATC MNPOy4BaHUK HA CITHPOHOJIAKTOH TIPHU ACUA. Tora
C pe3ynTar OT HAKOJIKO anKTopaZ MANKOTO MpoOYy4YBaHHA, MPOBCJ/ICHH B TICAHATPHYHATA NMOMNYyJiallki,
yn{)TpeGa*ra Ha CIIMPOHOJIAKTOH B KOMOHHALIHA C APYrH CpcCliCTBa, MAIKHUAT 6p0ﬁ [MNanHcCHTH,
OLUCHCHH TIpH BCAKC H3CACABAHC H Pa3lIHMHMETO B [MPOYHBAHHTC ITOKA3aHHA. Hpenﬂp‘bxme 34
AO3HpAHC TIpH N€AHATPU4YHATa nonynaitda c€ OCHOBAaBaT Ha KIHHUYHHA OIIHT H KA43YCH,

AOKYMCHTHPAaHH B HaAYHHaTa NUTCpAaTypa.

5.2 PapMAKOKHHETHYHH CBOHCTBA

Abcopbyus

CnupononakToH ce pesopbupa mobpe cnea nepopanHo npuioxenue. Cren NPUIOXKEHWE Ha
CIIMPOHONAKTOH B JHeBHa fo3a 100 mg B npoabikeHue Ha 15 aHu npu 3apaBy n1o6poBonuM cnen
HaxpaHBaHE, BpPEMETO 3a JOCTMIaHE Ha MaKCHMaliHa [MJia3McHa KOHIIGHTpalus, MaKCcHMallHaTa
nnasMeHa KOHLUEHTpalMs M eIMMHHALIMOHHHUAT T110NY)KHBOT 3a CIIMPOHOJIAKTOH ¢a CHOTBETHO 2,6
yaca, 80 ng/ml u npubnuzurento 1,4 vaca. 3a mcrabosurure 7-anda-(THOMETH) CNHPOHONAKTOH U
KapHEHOH tmax € 3,2 W 4,3 4vaca, CLOTBCTHO CTOHHOCTHTE HAa Cmax - 392 ng/ml u 181 ng/ml, a
EMUMHHALIMOHHUAT NONYXKHBOT (tmax) - 13,8 1 16,5 choTBeTHO.

EdexTsT BbpXy OBbOpeyHaTa QyHKIMA HA €AMHHYHAZ 1032 CIIMPOHOJAKTOH € MakKCHuMasieH 7 vaca
ciie] NpyemMa W NnepeucTupa Hai-Malko 24 yaca cliejl Hero.

buomparicghopmarus
Merabonu3upa ce 00 akTHBHH MeTaboNUTH: capa-cuabpxkallid mcrabonutu (80%) W B no-manka
CTENEH A0 KaHpeHOH (20%).

Enumunupane

Bbripeku, ve eNMMHUHALMOHHMS [1ONYKMBOT Ha COUPOHONAKTOH ¢ Kparbk (1,3 yaca), TO3M Ha
aKTMBHHTE MeTaboauTH e no-aunur (Bapupa mexty 2,8 n 11,2 yaca).

ENMMHHHAPAHCTO Ha MeTabOsIMTHTE CC OCBLIUICCTRABA OCHOBHO € YPHHATZ WU JIOMBIHHTEIHO
[IOCPEACTBOM HUTBUHA eKCKpeLus ¢ ¢etieca.

Ileouampuuna nonyrayun

JIunceat papMakOKMHETHYHM laHHK 3a ynoTpebara npu nic;marpuunara nonynauus, [penopwkure
33 JI03MpaHE B NEAMATPHAT4 C€ OCHOBABAT HA KIWUKHYIHA OIIUT U Ka3ycHW, NOKYMEHTHpPaHH B
Hay4HaTa NUTEepaTypa.

5.3 INpeaxTHHHYHHA JaHHH 32 De30onmacHOCT
[TpHnoXXeHHETO Ha BUCOKH A03H CITMPOHONAKTOH 33 NPOAB/KHTEIICH NIEPHO/L OT BPEMeE TPH [LTbXOBE
BOJIM 10 Pa3BUTHE Ha TYMOpH.

CrnMpoHONIaKTOH ¥ HeroBHTe MeTaboJIUTH NpemuHaBar raucirapiara 6apuepa, nopagn KoeTo e
HeoDX0/1MMa OLICHKA Ha ChOTHOLUCHUETO NOA3a/PHUCK.

6. QAPMAIIEBTHYHHU JAHHH
6.1 CnuchbK HA HOMOUIHUTE BCIIECTBA
LlapesuuHo HHUWWECTE

[losunon K 30
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Kanuues xuaporcudocdart nnxnapar
Marnesues creapar

CwinumeB IHOKCHA, KolouaeH 6e3BoaeH
[IpeuncreHna soaa

Onapapait 11 85F230047, opanxkeso!

! Onaapaii I1 85F230047, opatxeBo ce ChcTOW OT NOJIMBHHMIIOR AlTKoXoJ1, TuTaHoB avokcHa (E171),
MOJMETHIEH ITUKON / MBKPOroJl, TAJK, 3 bAT xkene3eH okcua (E172), uepseH xeneseH okcua (E172),

6.2 HechbBMecTHMOCTH

Henpunoxumo

6.3 Cpoxk Ha roguocTt

3 ronuHu

6.4 Crnenunaany ycJIOBHS 1A ChXpaHeHHE
Ila ce cuxpanssa noy 25 C.

6.5 BHa M cbaAbpKAHHE HA ONNAKOBKATA

[To 10 ¢punmupanu Tabnerku B npospaved PVC/ anymununes Onucrep.
[To 2 6nucrepa, rocrapeHH B KAPTOHEHA OMAKORKA,

6.6 Crneunaiin npeaAna3lid MEePKH NPH HIXBLPJRKHE H paGoTa

Hama cneumaiiy 3NCKBaAHUA.
Hewnsnon3saHHAT nexkapcTBEH MMPOAYKT WM OTNAJAbYHMTC MaTepHain oT Hero TpabBa ja ce
H3XBBLPIAAT B CbOTBETCTBHE C MECTHUTE UBUCKBAHUS,

7. IIPUTEXATEJI HA PAZPENIEHHUETO 3A YIIOTPEBA
Bopaa Meaucune Espona EOO/]
6yn. CumeoHorcko woce 130, e1. 3

1700 Codua
bnarapus

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA
Per.Ne 20200016

9. HATA HA ITBPBO PA3PEIIABAHE/[TOJHOBSIBAHE HA PA3ZPEIIIEHHETO 3A
YIIOTPEBA

Harta Ha nupBo pa3speluasane: 03 despyapu 2020 r.
JlaTta Ha moceHO NOAHOBABAHC:

10, HJATA HA AKTYAJIMBUPAHE HA TEKCTA

10/2024
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