A3MLAHNTENHA ATEHLIAA 10 EXKAPCTBATA

JI“ 1, o !iucmo&éa TTpumomarnm 2
CTORKA: HHPOPMANKA 3% IIOTPEOHTEIR
KoM Pee. Ne JUUUO?G}

CYMAME/ cupon 100 mg/S ml npax pagepopadiie CyCneHsHaA
.- SUMAMED syrup 100 mg/5 ml pow WI suslylgjo} 17 tz 1 2 04 2023

A.u. s

A3UTPOMULIH (AZithr GEGRBNUS Ne oo v .

IIpouereTe BHEMATEIHO IJIATA JIHCTORKA, IPEAH A3 3AI0YHETE A3 NPHEMATE TOBA JEKAPCTEO,
Thil KaT0 TR CBILPA&KA BaxkHa 3a Bac nngopmanua.
- 3amnazere TasH MHCTOBKA. MoXe na ce HallokH Aa 4 IpodeTeTe OTHOBO.
- AKO MMaTe HAKAKBH JIONBIHUTENHA BBIPOCH, NonuTaiTe Bamus Texap WM GapManest.
- ToBa nexkapcTBo e npeanHcaH€o JIuaHo Ha Bac. He ro npeotcTrneaiite Ha Apyru xopa. To Moxe
, 112 UM HABPEIH, HE3aBHCHMO, Ye TIPHIHAIMTE HA TAXHOTO 3abonsBane ca chllliTe Kato Bammre.
- AKoC nonyunTe HAKAKBHA HEXeNaHH peakUHH, yeeaomere Bamms nexap wiu ¢apmanest. Tosa
BKJIOUBA K BCHYKM EB3MOXKHH HeXeHaHu peakilui, HeolMCcaHK B Ta3H NHCTOBKA. Biokre
TO9Ka 4.

- KakBo ChIbpia TA3H JHCTOBKA:

Kaxpo npenctapnssa CyMames CHPOI H 3a KAaKBO C& 3107382
Kaxgo TpaGra [a 3HaeTe, Ipeay Na pHeMeTe CyMaMel CHpOII
Kak za npuemare CyMamen cupon

B13M0KXHE HeskenaHH peakIlHu

Kax pa cpxpanssare Cymamen cupon

CrabpikaHie Ha OITAKOBKATA M JOMBIHHTENHA HRPOPMALHA

i

¥

4

N BN

1. Kaxso npeactaBiassa CymMaMea CHpOI H 33 KAKBO ce H3II0JI3B3

CyMaMex cHpon ChIBpKa a3HTPOMHIIMH, KOWTO NPUHAaANEXH KbM rpyNaTa Ha aHTHOaKTepHaTHUTE
JIEKapCTBEHH NPOIYKTH 2a CHCTEMHO [IPUIOXEHHE, MAKPONHICH AaHTUGHOTEK.

CymameZ1 CHPON ¢e MpHJIara 3a JieveHye Ha UH(pEKIHH, NTPATHHCHA OT Y BCTBUTEIHH

MHKPOOPTAHHIMH B CIEAHHTE CITy9aH: '

- HHpekuun va ropauTe AMXaTENHH THTHINA: HAPHHATHT/TOH3UIINT, CHHYHUT H BB3NANCHAE Ha
CpeJHOTO YXO

- Vudexun Ha JONHUTE AHXATENHH MHTHIUA: GPOHXHT ¥ THEBMOHHS IPKHACGHTa B 06IECTEOTO

- Hudexiuy Ha KoXKaTa H MEKHTE THKAHH: epiirema Murpasc (I crannit Ha JlalimMcka Gosect),
€pH3HIIEN, HMIETHIO M BTOPHIHA THOJSPMHSL.

2. KaxBo Tpafsa 1a 3HaeTe, npean Aa npuemere Cymameq cHpon

He npuemaiire Cymameq cupon:

- aKo CTE€ aneprudHH KbM a3HTPOMHIIHE, ePHTPOMHIIHH, MAKPONAAHH H KeTONHIHH
aHTHOMOTHIN HIH KbM HAKOA OT OCTAHAITMTE CHCTABKH Ha CyMaMe]| CHpoIL.

- '3a€/{HO C NEKAPCTECHH [IPOAYKTH, ChIbPIXKAIIH eprOTAMAHOBH [IPOM3BOLHH, TIOPAIH
TEOPETHIHATA BE3MOXKHOCT OT NOSBA HA EProTHIbM (IOCHHABAHE HA KPAHHUIHATE, HAKYL(BAHE).

HMpeaynpexnenns A NpeaNasHA MePKH

loBopere ¢ Baliua nexkap npeayu Aa NpHEMETe TOBA eKapcTBO, aKo HMATE:

- npobnemu ¢ 9epHuA Apod: Bammar nekap Moxke Ja NOACKA Aa upocne;uma dyn
wepHAs BH Apo6 wik Aa crpe neveHHeTo;

- yBpekJaHe Ha 9epHOApOOHaTa QYHKIHA;

- Ouapus npH ynotpebata Ha aHTHOHOTHIIH;

- yBpexzZaHe Ha 6b6peunara gynxums;

- ChpAevHO 3a00M%BaHE.
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ABHTpOLﬂII.lHH Ce npunara ¢ 0co0eHO BHUMAHHE NpH HOBOPOACHH, ITIOPANH JIKIICATA HA JOCTaThIHO
KIHHWYHH JJaHHH. ’

Apyra Jexkapersa n CymamMea cHpon :
TpsaGea na xaxere Ha Baumi nexap, ako IpHeMAaTe, HACKOPO CT€ NPHEMATH HITH € BB3MOXKHO Aa
MpUeMeTe JPYTH NEKapCTBA BKIIOMHTEIIHO H TAXMBA, OTIyCKaHH be3 pelenTa.

CyMamen cupon Tpa6ea fa ce npueMa Haii-Manko 1 vac mpejm 1nu 2 4aca cliel IpHEM Ha
aHTHAUMACH NPOAYKT.

Iopaay TeOPETHIHATA BE3MOKROCT OT HOABA HA €ProOTH3BM ([IOCHHABAHE Ha KpaHHMIINTE,
HAKYLIBAHE) HE C¢ OPeNophIBa eHOBPEMEHHOTO NpHiIarafe Ha eproTaMuH cbe CymMaMen.

BraMoxHO ¢ noBHIDABaHe HA KOHIEHTPALHATA HA HHKIOCIOPHH, TIPH KOMOHHHpaHETO MY CBC
CyMaMeJ;, TOpaay KOeTo & HeoOXOAUMO BHUMATETTHO J1a ce IIpelleHH TepancBTHIHATA 1107134 OT
CHBMECTHOTO HM NpUNArane.

Tpu eqHOBpeMEHHOTO NMpunarale Ha Cymamer H Bapdapyd WIH NEPOPATHA KYMAPHHOBH
AHTHKOAryNaHTH MOXeE Ja ¢e Hab/moAaka MOBUIIEHA CKIOHHOCT KbM KbPBEHE.

Bb3MOXKHO e TIOBHIIIARAHE HA KOHLEHTPALMATA HA JUTOKCUH (H3MON3BA ce 33 JIeYeHHE HA CBPACHHH
HapyleRNa} H KOMXHIWH (M3MON3Ba ce 3a nojarpa H aMKIHa cpelH3eMAOMOPCKa TPECKa) HpPH
KOMOHHHP2HETO HM C A3UTPOMHIIHH, TOPAIH KOETO Ce TIPEIIOPEYBa KOHTPOI HAa CTOHHOCTHTE HM B
niaMara. '

EIHORPEMEHHOTO MpH/IokeHUe Ha Cymamer H HeMpHHABUP BoJH 0 YBETRUEHHE HA KOHHEHTPALHATA
Ha a3UTPOMHIIAH. )

Tpsabea Aa kaxeTe Ha Bamma nekap, axo Mo CHIOTO BpeMe MPUEMaTe XHIPOKCHXIOPOXUH, MIOPaid
TIOBHIIEH PHUCK OT HAPYIIEHHA Ha CHPACHHUA PHTEM.

Cymame[ capon ¢ XpaHa, HAIITKH H AJK0X0J
Cymamez capon TpaGBa ia ce mpueMa Hal-MaiIko 1 dac npequ Wik 2 Jaca cnejl XpaHeHe.

CymaMe]l CHPOH CBABPAA 34XapP0O3a H HATpHIA

CyMamex cupon chabpxa 3,88 g 3axaposa B go3a o1 5 ml. Axo BanmsT nexap By ¢ kazan, ue umate
HENOHOCHMOCT KEM HAKOH 3aXapH, CBBPXKETe ce ¢ Hero, NpeAl Aa NPHEMETE TO3H JIeKapCTBEH
npoayKT. ' ' '

Toga nexapcTBo chaBpka 35 mg HaTpHit (OCHOBHATA CHCTABKA HA TOTBapCKaTa/Tpanie3HaTa coll) BB
BcAKa Jo3a oT 5 ml. Tora kolHMecTBO € eKBHBANEHTHO Ha 1,75% OT npenopbuATeHAA MakCHMaNeH
JHCBEH XPAHHTENEH IIPHEM Ha HATpHif 3a BB3pacTeH. '

3. Kak ga npuemare CyMaMen cHpon

BuHara npremaiiTe TOBa JEKAPCTBO TOYHO KakTo Bu e kasan Bammrr nexap. Ako He cTe cnrypml B
Helwo, monutaite Bawns nexap win papmarest.

Ipertoppunrennara ao03a e:

¢ - Hnadexunn Ha TOpHATE H JONHUTE JHXATETHH IIBTHINA, Ha KOXATa i MeKUTe ThKaH
Jo3a 30 mg/kg (c m3KmodeHAe Ha epuTeMa MurpaHc): 10 mg/kg eHOKpaTHO JHEB
NPOTHDKEHHE Ha 3 IHI. {
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O3MpOBKaTa IIpHy Jaeuara Ce onpeaeis Cropel TeraioTo:

‘TesecHo TerJyio Cymamen cupon Cymamen dopre cupon
100mg/5ml 200 mg/5ml
S5kg 2,5 ml (50 mg) -
6 kg 3 ml (60 mg) -
7 kg 3,5 ml (70 mg) -
8 kg 4 ml (80 mg) -
9kg 4,5 ml (90 mg) -
10-14kg 5 ml (100 mg) 2,5 ml (100 mg)
15-24kg - 5 ml (200 mg)
25-34kg - 7,5 ml (300 mg)
35-44kg - 10 ml (400 mg)
>45kg - ' Tpabpa na ce NpuIOKH J03MPOBKA 33
BB3PacTHH.

¢ 3a eputeMa Murpaic obimara nozuposka e 60 mg/kg: 20 mg/kg npes nbpBHA A€H, N0CIEABAaHH
ot 10 mg/kg ot 2- mo 5-ua neH, NPUNOKEHH KATO eHOKPATEH IHEBEH NPHEM.

Hayuenmu ¢ 6v6peynu WU 4ePHOOPOOHU NPOBIEMU:
Mons, uHgopmupaiite Bamms nexap, ako umare 6b0peusu HiH yepHOApoOHH NpobIeMH, Thil KaTo
MO3Ke [1a Ce HalloXKH KOpeKIius Ha obudaitHaTa no3a.

Yepnoopobna nedocmamvynocm
A3HTPOMHIMH ce MeTabonM3upa B YepHHs Apob 1 ce eKCKpeTHpa upes XKrbukara M He OuBa Ja ce
TNpHJIara NpH MalHeHTH, CTPaaall OT TexXKa YepHOAPoOHA HEOCTATBYHOCT.

Havun na npunooicenue
Cymame] cuporn ce mpHeMa BeJIHbX JAHeBHO. TouyHaTa Jj03a ce M3MepBa ¢ MOMOoIITa Ha CIPUHIIOBKA 3a
NEPOPaTHO I03UPaHe, KOATO € MPHI0kKEHA KbM OI1aKOBKATa.

Ipuzomeane na nepopanHama cycneH3us

Axo TNepopanHaTa CYCNEH3Hs He Ce€ NMPUTOTBH NMpeABApPUTEIIHO B alTéKaTa, MOXE a Ce H3M0JI3Ba

MEepHTeJIHaTa CIIPHHIIOBKA 33 U3MepBaHe Ha KOJIMYeCTBOTO BOJa, HEOOX0AMMO 32 PHTOTBSHETO M.

1. ByTunkara chabpika npax, OT KOHTO upe3 npubaBsHe Ha BOJA Ce IPUTOTBA MEPOpaliHa CYCNEH3Hs.

2. EnnoBpeMenHo u3lyraiiTe Haomy M 3aBBpTETE B MOCOKa oOpaTHa HAa YaCOBHHKOBATA CTpeNKa
Kamaykara Ha OyTuikara.

3. 3a na npuroteute Cymamen cupon npubasere 12 ml Boaa kbM Oytunkara. (Cbe cripuHIOBKaTa
m3mepete 2 meTH Mo S ml ¥ eaun meT 2 ml Boza oT yMcTa Yama 1 npubaseTe KbM OyTHIKATA.)

S

4. Pasknatete no6pe OyTUnkaTa 0 MoNTy4YaBaHe Ha eJHOPOHA CYCHEH3HA.
5. Taka npuroTseHara nepopanHa cycneH3us MoXe []a ce U3M0/13Ba B paMKHTe Ha 5 [HH.

Hucmpykyuu 3a paboma cv¢ CHpUHY08Kama
Mons npoyeTete BHUMATEIHO ClleHHTE HHCTPYKLHK 3a paboTa, Mpeju Ja NPUIIoKHUTE J1eKa
Ha JIETETO.

OpuruHanHaTa OnakoBKa ChAbpkKa MepUTEIHA CIIPUHLOBKA. BawusT nekap win dpapmary
NOCHBETBA 32 HEIHOTO MPUIIOKEHHE,
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ITvanene na cnpunyoskama
6. Pasknarere nobpe cycneHsuaTa npean ynorpeba.

7. EnnospemenHo u30yTaliTe Hafony U 3aBbpPTETE B MOCOKA 0OpaTHa Ha YaCOBHHKOBATA CTPENKa
Kana4kara Ha OyTuikara.

8. Tloromere cnpuHIOBKaTa B 6yTHikaTa. Kato n3abspneare 6yTanoTo Harope, HalbJIHETE C
XKeJAHOTO KONHYECTBO TEYHOCT.

L

=

9. Ako 3abenexuTe MexXypie B CNIPHHIIOBKATa, BbpPHeTe JieKapcTBOTO 00paTHO B OyTHIKATa U
TIOBTOpETE MpoLeypara.

Ilpunoxcenue Ha 1ekapcmeomo Ha dememo
10. INocTaBeTe feTeTo B 1032 NOJXO/AIIA 32 XpaHEHE.

11. TlocTaBeTe Kpas Ha CIPHHLIOBKATA B yCTaTa Ha AeTeTo U 0aBHO U3Mpa3HeTe ChAbPKAHHETO M.
12. lereTo TpAGBa BHUMATENHO Jia MperabTHE JIEKAPCTBOTO.

13. Cnea xato AeTeTo ro nperibTHE, MPeAIoiKeTe Yail HIH COK, 3a 1a Cé OTMHE OCTaThKa OT
JIEKapCTBO B ycTara.

IMouucmeane u CbXpPaHeHue

14. M3non3panata CNPHHLOBKA Ce H3MHBA HA Tevallla BOJia, MOJCYIIBA Ce M Ce ChbXPaHABA Ha CYXO0 H
MPOBETPHUBO MACTO 3a€/IHO ¢ OYTANOTO.

15. Cnen xaTo IeKapcTBOTO CBBPILUH, H3XBbpJieTe OyTHIIKATA 3a¢IHO ChC CIIPHHIIOBKATA.

AKO cTe MpHeJTH NoBede 0T HeobXoauMaTa no3a Cymamen cupon
IMpu npeno3upade ¢ MakpoIHIHH aHTHOMOTHIIM MOXKe J1a ce HabmoaaBa 3aryba Ha ciryxa, Te

BeJIHara jia NOThPCHTE JIEKAPCKa MOMOILL,
AKo cTe mponycHaau Aa npaeMere CyMamea cHpon ,/ </

He r3emaiite nBoiiHa 103a, 3a Ja KOMNEHCHpare NponycHarara Jo3a. [Iponycnarara osp h'pﬂGBa ,uaf
NpHeMeTe, KOJIKOTO € Bh3MOXKHO MO-CKOpO, a Clie/IBalliuTe - Ha WHTEpBANH OT 24 Yaca \

'-vi;.-
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AKo cTe cnipeas npuemMa Ha Cymamen cHpon
AKo HMaTe HAKAKBH JONBITHHTENHH EBIPOCH, CEBP3aHK ¢ ynoTpefara Ha TOBA IeKapTBO, IoNuTakite
Bammus nexap AN bapMalesT. .

4.  Bu3MOKHH HeXKeJAHH Peakiuu

KakTo BCHUKH JIEKapCTBa, TOBA IEKAPCTBO MOXKE /1a TPENH3BAKA HEXXKENIAHA Peakiiiy, BBIPEKH ue He
BCEKH ' TIOMydaBa.

A3MTpoMHIMH ¢e noHacs fobpe ¢ HACKA 9eCTOTA HA HEXKSNAMNTE PEaKLIUN.

MHuoro yecTH (noannnanm ce npu noseue oF 1 Ha 10 neKyBaHH nannenm)
JNuapus, xopemHa 6onka, rageHe, MeTeopH3EM (TI04Ba Ha rasoBe)

YecTu (noaBABANIH ce node npu 1 na 100 i no-manxoe ot 1 Ha 10 rexyBann nanmenra):
iyxoTa, NOBpBINAHE, HOMO XPaHOCMUIIAHE, 0OPHB, ChPOEX, AHOPEKCHS, 3aMasHOCT, MAaBOGONHE,
H3TPEIIBAHE HA PBIETE H KpaKara, POMAHA Ha BKYCA, HapyLIEHO BIXAAHE, CTABHH GONKH, ymMopa,
HaManeH Opoit muMdouTH, HamManeH Opoii eo3nHOMIIN, HAMATEHO HABO Ha OMKapOOHAT B KPBBTA.

Heugecrn (mogsasamu ce none npu 1 Ha 1 000 n no-maako ot 1 ra 100 JexyBaHH NaHeHTA):
I'bGn4HH uaGEKTHY, BArHHANHY HHGOEKIHNY, IEBKONEHHS, HEYTPOIICHU, TeXKA aneprHiHa PeaKkius,
KOATO NPAYWHABA IIOAYBAHE HA THLETO HIH rbpIOTO, PEAKIIHA Ha CBp‘BX‘IYBCTBHTEJIHQCT, HEPBHOCT,
HaMalleHa 9yBCTBHTENHOCT IPH AOTHP, CEHAHBOCT, Ge3CHHNE, HAPYLICH CIIyX, 3BLHEHE B YIIHTE,
TPENepere, TaCTPHT, 3afeK, XeNMaTHT, CHEApoM Ha CruBbhc-JHKOHCHH (Te:KKo 3a0onaBaHe,
CBIIPOBOACHO ¢ 00pasyBaHe HA MEXYPH TI0 KO¥kaTa, YCTaTa, OYHTE K [OJIOBHTE OpTaHH), peakiy Ha
(oTCUYBCTBATEHOCT, YpTHKapHAA, O0/Ka B 00MacTTa Ha FEPAATE, OTOK, HepalnonomKkeHne, 6ecunue,
YBeTHYEHH HHBA Ha acHapTaT aMHHOTpanc(epasa, anaHuH aMHHoTpancdepasa, GunupyOuH B KPbBTa,
¥ped B KPBbETA, KPEATHHHH B KPBRTA, IPOMEHEHO HHBO HA KAIIHH B KPBBTA.

Pegicu (nogeaeamu ce noge npa 1 na 10 000 1 no-mManke ot 1 Ha 1 000 JexyRraHR NAIHEHTA):
B130yna; qwyBcTBO 32 3aMaiiBaHe ¥ITH CBETORBPTEXK, YBPekIaHe HE 9epHOApoGHATa PYHKIHE, KOKHA
€pYIIOHA, KOATO <& xapalc'fepnanpa c 6’[:].)33 NMOABa Ha YYACTBIIH OT 3aU€pBCHa KoXa, 0CEAHa ¢ MAlIKH
mycTyny (Mankd MEXYPH, [TbJIHH ¢ 64/1a/%bIITa TEYHOCT).

Crofmasane Ha HeXKeJAHH PEAKIHHA

AKO NOJYSHTE HAKAKBH HeXe/IaHH NICKApCTBCHH peakiH, yBegoMere Bamua nexap, dapMaliesT Hil
METHIHHCKA cecTpa. ToBa BKMIOUBA BCHUKH FH3IMONHH, HEOIIMCAHH B TA3H IINCTOBKA HEXEIaHH
peakimi. MoxeTe crilo Aa cLoOmuTe AEKeNaHH PeakliiA JHPEKTHO dpes YI3TBEAAATEHA AreHINA 00
nmexapcrBata, yi. ,.,Jlaman ['pyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebcaiir: www.bda.bg.
Karo cpobimapare HeXxelaHH peakLiiy, MOXeTe Aa Ja/IeTe CBOS PHHOC 3a TOTTy1aBaHe HA NOBEUe
uHpOpMaLMA OTHOCHO Be30IIaCHOCTTA Ha TOBA EKapCTBO. :

5. Kak na cexpanspaTte Cymamea cHpon
INpax®T 3a nepopaiHa CycNeH3NsA H FOTORATA 34 YHOTpeba MepopaiHa CYCIEH3HA ¢e ChXPaHiBaT Hoj

25°C.
Jla ce cbxpaHABE Ha MACTO, HELOCTHITHO 34 ).'['eua.

T

V\:\'Jlumﬂ fo e
He manonsnaliTe TOBA TEKapCTRO €6 CPOKA HA TOMHOCT, OTOEAA3aH BbPXY KAPTOHEHATA }
CpokBT Ha TOAHOCT OTTOBaps HA TIOCNEAHNA JIeH OT NOCOYEHHSA MECell.

T'otoBara 3a ynorpe6a nepopanHa CyCrieH3HA J1a C€ H3MOI3BA B PAMKHATE Ha 5 THM.
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He n3xBBPIATE MEKAPCTBATA B KAHANH3ALMATA HIH B KOHTElHEpa 34 AOMAIITHA OTTIATBIH.
IMonutaiite Bammna apMaiieBT Kak J1a H3XBBPIATE JEKapcTRaTa, KOMTO Bede He H3MOJI3BaTE. Tean
MEPKM 1Ie CIIOMOTHAT 34 OTIA3BaHe Ha OKOJHATa cpelia.

6. = CoLappixaHde Ha OMAKOBKATA H JONMBJIHATEAHA HHpOpMaNHd

Kakso chanpxa Cymamen cupon

AKTHBHOTO BEHIECTBO € a3UTPOMULMH (KaTO JUXHADAT).

1 6yTHnka Cymamen cupon Cbabpxa 400 mg a3HTPOMMITMH (KaTO nnxm'[pa'r)

Cnez IpHroTBAHE CHIACHO YKa3aHH#Ta 5 ml Cymamen cupor ceappxar 100 mg asuTpoMHImH (kaTo
JHXHApaT).

JpYyriTe CBCTABKY ca: 3aXapo3a, TPUHATpHEB (ocdaT, XHAPOKCHIpOTWIIETYI03a, KCAHTAHOBA IyMa,
apomar yepeila, apomar GaHaH, apOMaT BAHHIIAA, KOJOUZAEH, O¢3B0/CH CHITHLMEB JHOKCHA.

Kak mrnexaa CyMaMe] CHPON H KAKBO ¢HALPAKA ONAKOBKATA
CyMame] CHPOE ce NIpefpiara noZJ ¢opMara Ha mpax 3a epopanHa cycneHsns B 6ana niacTMacosa
6yTHIKa. OpHIrHHAHATA ONAKOBKA ChAbPXKA CHINO CTIPHHIOBKA 33 NEPOPANTHO JO3UpaHe.

IlIpuTexaTe] Ha pa3pelIeHAETO 32 YIOTpela
Teva B.V.

Swensweg 5, 2031 GA Haarlem

Hupepnaugna :

Hpomeoauren

PLIVA Hrvatska d.o.0.
Prilaz baruna Filipovi¢a 25
10000 Zagreb

XbpBatns

JaTa Ha nocaegsHo npepasr.nem.uaile HA JHCToBKaTa 04/2023
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