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?Kpamxa XapakmepuruiKka Ha npogykma - Mpuroxenue 1
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YHHUPEKC KAPINO 75 mg aucneprapamu ce Tabnerku _
UNIREX CARDIO 75 mg dispersible tablets | paspewerue Ne gé/ /7 / / //7 /é’

i
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2.  KAYECTBEH U KOJMYECTBEH CBHCTAB | 0go6pomue Ni ..ocuvvmsrsmns x...]....ﬁ.-...ﬂﬂ....ma....
1 Tabnerka cpaABpXKA: 75 Mg aleTHICATHIIIORA KHCenHna (acetylsalieylic acid).

IIoMOLIIHO BELIECTBO ¢ H3BECTHO JICUCTBHE: JJAKTO3A.

3a MBIHKAA CIIHCHK HA MOMOINHKTE BEIIECTRA BHXKTE TOMKa 6.1.

3. JEKAPCTBEHA ®OPMA

Aucneprrpaiua ce Tabnerka.
bsana, nnocka TabneTka cb¢ CKOceHH PBEOOBe ¢ mamMnoBaHo n3obpaxeHue ASP 75 oT egHara cTpaHa H
rfaaxa ot Apyrara CTpaHa.

4. KIHMHHUYHA JAHHUA
4.1 TepaneBTHYHH NOKAZAHNS

- npoduIakTHKa B KaTo YacT OT CTAHAApTHATA TEPaNud Ha MALHEHTH C MHOKapAeH NH)apKT

- npodHIaKTHKa K KaTo Y4acT OT CTAHAAPTHATA TepallHs Ha MAlHeHTH ¢ HECTAOWTHA aHIHHA
TIEKTOPHC

- npo¢uiakTHKa Ha apTepranHa TpoMOoeMbous, ciies ChAOBa XHpypria (Hanp. KOpOHapeH
Daiinac)

- BTOPMYHA NMPOQHIAKTHKA HA HCXEMHYEH HHCYAT

- NpoUIAKTHKA HA PENATC cied MHOKapAeH HHapKT

YHHUPEKC KAP/IUO 75 mg e noka3aH Npy BB3PACTHA K Aeua HafA [6 roauny.
4.2 Jo3npoRka H HAMEH HA NPHJIOKEHHE

Ho3upoBka

Buv3pacmuu u oeya nao 16 zoounu

Ilpenoprunrtenna no3upoBka: no 1 rabnerka (75 mg) IHeBHO pa3TBOPEHA B Yallla BOAa. 3a
NpenopbYBaHe € fa ce pHeMa Mo BpEME WK BeHara Clie/l XpaHeHe.

Hozupane npu b6vopeyna nedocmamvynocns
Hozarta Tpa6Ba ma ce HamMan¥ npu nauueHTH ¢ OBOpedHa HemocTaTbHOCT. [IpH TalHEHTH ¢
rnomepynHa Guntpaauea nox 10 mE/min, YHAPEKC KAPITHO 75 mg He OHBa 51a ce npwiara,

Hozupane npu nayuenmu na ouanusa
Cnex xemonHanusa ce npenopb4ea NPUEMAHETO HA AOMEIHHTETHA A034.

Haunn Ha npunoxeHHe
IlepopanHo npunoxenue.

4,3 IIpoTHBomoxazaHusi




- CBpBbXYYCTBHTENHOCT KbM AIETHICATHIIIOBA KUCEIMHA W/ WM KBM HAKOE OT MOMOLIHHTE
BELIIeCTBA, W3OPOEHH B TOYKA 0.1

- JIHCTIETICHA, nenTUYHA A3Ba HA CTOMAXa H/WIH ABaHANECETONPBCTHHKA,

- ACTMa, Ha3aIHH NIOJIUTIH, PUHHTH, YPTHKAPHI;

- 3abonapaHus cBBbP3aHH ChC 3a0aBEHO KPBEBOCHCHPBAHE, XeMODHIIHA, TPOMBOLMTONCHHA |

- Iloparpa;

- Hednuur Ha rmoko3zo-6-dgochat aexuaporeHasara;

- bpeMeHHOCT H naKTanus;

- Eana ceaMHLa npean | ciie]l XUpypruuHa HHTepBeHINS.

4.4 ChnenuajHH npeAynpexiAeHAs H npeANa3HA MEPKH nNpH ynoTpeba

IlexMaTpyu4Ha MOMYIalKs
YHHUPEKC KAPZTHO 75 mg He GHBa fa ce npHeMa OT Aelia K NOApacTBALlM noy 16 roa., npu

BapuUena H APYrH BUPYCHH 3a00naBanus, nopagu onacHocT ot cHHApoMa Ha Peil. YHHPEKC
KAPIHO 75 mg Moxe ga ce AaBa Ha Aena oA 16 roa. camo nmo H3pHYHO NPEANNCAHWE Ha JeKap.

[TanpienTH ¢ aCTMa WITH Ha3a/THH DOJTHITH ¢a NOAATAMBH KbM Pa3sBHTHETO HA PEaKHMH Ha
CBPBXUYCTBHTENIHOCT. J]a ce M3MOM3Ba ¢ BHHMAHKE TIPH ATKOXONTH3BbM, YepHOAPoOHa U 666peuna
JUCHYHKIMA, AHEMHS Y ApYTH 3a00N9BAHMA HA XeMOMOETHYHaTa cucTema. Ilanuenture Tpabsa na
ObaaT npeAynpexaaBaHA 3a NOBHIIABAHE PHCKA OT HEXXENIAHH JIEKAPCTBEHH PEaKLUH, aKO [TPHEMAT
no 75 ml ankoXONMHH KOHUESHTPATH JHEBHO H AlETWICATHLHIOBA KACEIHMHA,

YHHUPEKC KAPIHO 75 mg Tpabpa fa ce H3M0/13Ba C BHHMAHHE TPH ACXHAPATHPAHH MALHEHTH H
NpH HEKOHTPOIIHPAHA XUNEPTOHHA. ALETHACAIMIHIOBA KHCcenHHa, kakTo i octananure HCIIB
NEKapCTBeHH NPOAYKTH, KOraTo ¢€ H3MOA3BAT BLR BHCOKH JI03M MOTAT 12 HAMAJIAT edeKxTa Ha
AHTHXHNCPTEH3UBHUTE JieKapcTBa; BUCOKH A03H YHHUPEKC KAP/IUO 75 mg Moe na npeiM3BHKA
XE€MOJIHTUYHA aHEMHS MPH NMAlHeHTH C MI0K030-6-gocdar aexuaporeHaseH AePUIMT; AeQHLHT Ha
BHTaMHH K — MO3ke na fosene Ao KbpeeEHe,

YHUPEKC KAPINIO 75 mg moske Ba nopnpse eeKTa Ha HHCYJIMH M IIIOKATOH [IPH JICYCHHE HA
nuabeTHO OONMHH MALIMEHTH.

AUETHICAUTHUHIIOBATA KHCETHHA NIPOABABA aHTHAIPEraHTCH €eKT M MOXKeE Ja MOBMILH PHCKa OT
KBPBEHE IO BpeMe Ha ¥ cel XHMPYPruiHa MHTEPBEHIIHA.

YHHUPEKC KAPJIMO 75 mg moxe oSpaTHMo Ja NOTHCHE cnocoGHOCTTa 3a 3a6pemensBane npu
’KEHH BBB ()EpPTHIIHA BB3PACT.

Besika Tabnerka YHUPEKC KAPJHO 75 mg cvabpxa 27,5 mg JaKrosa.

IlanuenTH ¢ peJXn HACAEACTBEHH NPOGAeMH HA FAJAKTO3HA HEIOHOCHMOCT, Lapp naxTasen
AeOHIMT HAH III0K030-TAJaKTO3Ha ManafcopOuuna He TpaOBa 1a NPHEMAT TOBA JeKapCTBO.

4.5 B3auMoaelicrBHe ¢ APYIH JeKAPCTBEHH NPOAYKTH M Apyra GOpMH HA B3anMoAcHcTBHE

Tpabea na ce usbarsa xombunupanero Ha YHAPEKC KAP/THO 75 mg u:
- AQHTHKOATYJIaHTH,
- XCIIAPpHH,

- METOTPEKCAT.

C BHuMaHHe TpabBa na ce koMOuHupa YHUPEKC KAPJAHAO 75 mg u:
- aHTHIHAOETHH (MHCYJIUH, cyIpOHMNYpeling);

- xapboaHXUApa3HH HHXMOHTODH;

- KOPTHKOCTEPOUIH;

- TUKIOMHIHH;




ypHko3ypuiH# (6eH36poMapoH, npobeHHLMA);
- BANPOEHA KKUCENHHa;
- JIMIOKCHH.

46 DepruaureT, (PEeMEHHOCT H KLPMeERE

bpeMeHHOCT

AlleTUICATHIUAORA KHCENHHA ¢ KiTacHHuupaHa B Kateropua C/ D.

AUeTHACATHUHIOBATA KHCEAHHA NPEMHHABa fpe3 nateHTapuara 6apuepa. IlpuemsT Ha YVHHUPEKC
KAPJIO 75mg no BpeMe Ha OpeMEHHOCT MOXeE /2 MOBHIUM PHCKA OT KPLBOM3/IMBH Y MaiiKaTa H
wioga. [IpueMBT B NOCIEAHOTO TPUMECEUHe Ha OpeMEHHOCTTa MOXKe A JoBelae A0 MPEKIEBPEMCHHO
3aTBApAHE HA AYKTYC apTePUO3YC, NOTHCKAHE HA KOHTPAKLHMATE U YARDKABAHE Ha OPEMEHHOCTTA.

He ce npenopnusa npuemanero ia YHHAPEKC KAPJIHO 75 mg no speme na 6peMeHHOCTTA,
OCBEH 2KO He € H3PHIHO NPEJNHCAn OT JeKap. |

KepMene

Canuumnature ce oTaeNAT B MaiiuMHOTO MiTako B Manky konudectea. Y HUPEKC KAPJHO 75 mg
MO3Ke A3 C€ MpHEMA OT KbPMELIH JKESHM CaMO NMOJ JIEKAPCKH KOHTPON, NOPAAH OMACHOCT OT HEXKENaHH
pEeaKLvH OT CTPaHA HA KbPMAYeTo.

4.7 EdekTH BBpXYy cnocoOHOCTTA 32 ModHpaHe B padoTa ¢ MAIINHM

He ca nabmopaeanu Hexenans edexTy BBpXy CriocOOHOCTTa 32 KOHLIEHTpauua MpH wodupaHe |
pafora ¢ MamwKHM,

4.8 Hexenann NeKApPCTBERA peakudn
OueHkaTa Ha HeXXENaHH peaknuH ce 0a3upa Ha cleaBaliaTa HHGopMauuMs 3a YeCToTa!

Mpmuoro uectu (>1/10)

Yectu (=1/100 no <1/10)

Hegectn (=1/1 000 no <1/100)

Penxu (=1/10 000 o <1/1 000)

Mmuoro peaku (<1/10 000)

C HEH3BeCTHa 4ecToTa (OT HAMHYHHTE NAHHK He MOXKe na Objie HanmpaBeHa OLieHKa).

CroMallHO-4YpEeBHH HAPYIIEHHA
Penxy: rageHe B NoBpbllUaHe, QUCTIENICHA, TACTPHTH, abAoMKuHaNHA OONIKa, IHApHA.

MHOro pefiku: CTOMAIHO-YPEBHH YALEpalHH (A3BH) U niepdopaLys.

XenaroOWIHapHH HapYIeHus
MHoro penku: HapyuwieHHe GyHKIUATA HA uepHUA Apob.

PecnMpaTopHy. rpbAHA U MEAHACTHHAIHH HAPYLIIEHUS

Peaku: 6poHxoCIa3sM, pHHHTH

HapyuieHns Ha HepBHATA CHCTEMA

Penxn: rnagobonne, 3aMasHOCT,CBETORBPTEXK, IIYM B YIIHTE, HAMAJICH CAyX.
Hapywenns na 6s6pelire 1 NHKOYHHTE NBLTHIA

Penku: HamansBaHe Ha GBEOpeYHHA KPBBOTOK, HAMAJIeHa rNoMepyNHa GrITpanus

B nucku no3u (1-2 g/nen), auerMncanuUuiIoBaTa KUCEJTHHA npe,umamcﬁa XHMUEpPYPHLEMAS, IOKATO
" BBB BHCOKH J03H (5-6 g/IeH) NpeU3BUKBA XUNOYPHIIEMEA,
HapyineHnus Ha XphBTa M JTUM{pHATA CUCTEMA

YecTH: NOBHIIEH PHCK OT KPBHBOH3IHBH, AB/KAIIH CE HA AHTHArperaHTHHS ede
aHEeTHICATHLMIOBATa KHCETRHA

MHoro peaxy: anaacTH4YHa aHEMHA, aArPaHyIOLHTO3a, TPOMOOLHTOTICHHA
HapyureHus Ha MMyHHATa CHCTEMA

Yectu: ypTHKapud, cepbex




MHoro peaku: 3agyx, aHrmoeneM, anagpuIakTHUEH WOK, eaeM Ha Keuuke
C HeusBecTHa 4ecTOTA: CHHAPOM Ha Stevens-Johnson

CrofmaBaHe Ha MOIO3HPAHN HEXENAHH PeaKUuHH

CpodmapaHeTo Ha NOAO3HPAHH HeKeNTaHH PeakLMH CIIS paspeliaBaHe 3a yiroTpeba Ha ICKapCTBEHHA
NMPOAYKT € BaXHO. TOoBa MO3BOJIABA Ja MPOABIKHA HabMOAEHHETO Ha CBOTHOIICHHETO MOM34/PHCK 34
NIEKAPCTBEHUA NPOAYKT. OT MEAULMHCKHTE CIIELIHATHMCTH C€ H3HCKBa Aa ChOOIIAaBaT BCAKA
NMOAO3MpaHA HeXKEJIAHA PeaKLi|s Ype3 HalHOHATHA CHCTeMa 3a chobiaBade B MsmearuTenHaTa
arcHuMi no nexapcreata, yn. "JlaMmau I'pyes” Ne 8, 1303 Codns, Ten. +35 928903417, yebeaitT:

www.bda.bg.

4.9 IIpeno3upane

EnHokpaTHa nepopanna no3a ot 150 mg/kg Moxke 1a npeAU3BHKA rajieHe, NOBPHIIAHE K FaCTPUTH.
[IpH cepyMHH canvuunaTHi KoHUeHTpauuH Haa 300 mg/L ce pasBMBaT THHATH H oOpaTHMa 3aryba Ha
cmyxa. Jlozn or nopageka Ha 300-500 mg/kg BoasT D0 Texkka TOKCHYBOCT, BKIIOYBALIA
eHLehaIonaTHs, KOMa, XHNMOTOHUA, MyJIMOHAPHA €IeMa, IbpYOBE, allHIAEMHA, KOATYJIOTIATHA,
uepedpanHa efeMa 4 aucpurMus. Paako ce HabmioaaBa XxenaToTOKCHYHOCT B ObOpedHa
HEAOCTATHYHOCT. PaTANIHH CiTy4aH ca onUcaHu npH noemMaxe Ha 10-30 g, cneacTsie Ha
pPeCnIMPaTOpHA HEAOCTATEYHOCT M KapaAHO-BacKynapeH Kojanc. XpoHHYHOTO npueMaHe Ha Haz 100
mg/kg /AHEBHO 3a MOBEYE OT 2 JHH BOAH A0 NPOABATA HA TOKCUYHOCT.

Jleuenwe: npunara ce akriuBupaH BurieH (30 ¢ pernen/240 ml roaa) B no3a 25-100 g 3a se3pacTu u 1
g/kg npu gena. CtomaliHa NPOMMBKA C€ MIPHIAra, KOTaTo € Bh3MOKHO OCBHIUECTBABAHETO H B PAMKHTE
Ha | Jac crex npuema, nauMeHTa € B Ch3HaHue 6e3 HATHYKE HA FBPYOBE H ChC 3ANa3€HH THXATENHH
pedurexcu. Jlexuapatauuara ce Kopuripa ¢ enusane Ha 0.9% NaCl (10 - 20 mli/kg/mac 3a 1 - 2 vaca).
[Ipr aunposa HeTpaBeHosHo ce npunara NaHCO;. [TanpenTs ¢ MHOTO BHCOKH KPBBHE HHBA Ha
camHurat (1000 mg/L) ca kaHaHOaTH 32 XeMOAHATH3A.,

5. @®APMAKOJOI'MYHH CBOMCTRA

5.1 ®apmakogunaMu4HH cBoficTBa

DapMakorepaneBTH4Ha rpyna: HHXuOUTOpH Ha TPOMOOLMTHATA arperalys, ¢ M3KIIOYCHHE Ha
xenapud, ATC koa: BO1AC06

MexaHH3BM Ha OeHCTEHE
OCHOBHHAT MeXaHHU3bEM Ha ASHCTBHE Ha alCTHICATMIILIOBATA KHCEIHMHA € KaTO uHXUOHpa eH3HMa

IHKJIOOKCHICHA3a B pa3naja Ha apaxHIOHOBaTa KucelmnHa. Cnoco0HOCTTa Ha alleTHIICANHLMIOBATA
KHGE/THHA HEOOpAaTHMO Aa HHXHORPA UMICIOOKCHIEHA3aTa BOAH JI0 HAMAIICH CHHTE3 Ha TpoMOOKcaH
A2 u uHxubupane Ha TpoMOoLMTHATA arperatius.

DdapmakoaAHAMHYHH edeKTH

AleTUICATHIIIOBATA KHCE/THHA OCBEH AHTHArperadTeH eeKT, NposBsiBa H aHTHIHPETHYEH,
O0MKOyCIIOKOABAL ¥ NIPOTHBOBB3NANUTENEH eEKT.

Kannuuxa edukacHocT u 6e301aCHOCT

AUueTHACaNHIINIOBaTa KMCEHHA B mepopanHu no3u obukuoBeHo ot 0,3 1o 1,0 g ce npugarse
nedyeHne Ha 60nKa H JiekH (eOpHIIHHN CHCTOSHMS, KATO NPOCTY/IA H FPHIL, 38 NOHIDKS i
TEMIIEPaTYpaTa, KaKTo H 3a obliek4apaHe Ha CTABHH H MycKyIHE Sonku. Hamupa
JICUCHHES HA OCTPH B XPOHHYHH BB3NAHTE/IHA 3300/IABaHHA, KATO PEBMATOME
W AHKUJIO3HPAL CITOHIHIIHT.

Heanatpuina nonyaauxs
ALIETHICATHLMIOBA KHCEIHHA HE Ce MPenopbhyBa 3a NAUMEHTH A0 16 roaHiiHa BLS)

OT pa3BHTHE Ha CHHAPOMA Ha Peil, ocBEH B ClyuaHTe Ha H3PHYHO JIEKAPCKO NPEANHCE
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5.2 @apMakoKHHETHYHM CBOiicTBA

AOcopbnus

ANETWICATHLMIIOBATA KHUCE/IMHA, CIIEA MEPOPATHO NPHIOKEHHE ce pezopOupa Gbp30 NOUTH HAIBIIHO
(80-100%). B Mmyko3aTa Ha CTOMAIIHO-YPEBHKSA TPaKT OBP30 c& XMAPOIUIHPA O CANHIHIAT.,
[Tony>kMBOTBT Ha aUEeTUICATMIHNOBaTA KuCenHHa ¢ 15-20 mMuH, crnen koeTo Obp30 ce XHAPOIH3Hpa
A0 CATHLUMJIOBA KHCENHHA, YHIATO NMONYXXHBOT € 1030-3aBHCHM (OT 2,5 A0 7 Yaca — 1pH HACKH JQ3H, IO
19 gaca npH BUCOKH A03H). XpaHaTa HE NOBIHMABE OMOHANMYHOCTTA Ha HEXMAPOIH3HpaHaTa
aueTHICATHLIMAOBA KHCENTHHA H CayvliMiaTta, Ho 3a6aBs pesopOrmTa.

PasnpenencHue
Pasnpenens ce 66p30 BbB BCHYKH ThKaHH H TeNecHH TeuHocTH. O0eMbT Ha pasnpeaencHue € 0,15—

0,2 L/kg. C nnasMeHnTe npoTenHu ce cBbp3Ba B 50-80%.

BroTpaHchopm

AlCTIICATHLMIIOBATA KHCEJIHHA ce MeTabonusupa B 99% A0 CaMHIINMKOYHA KUCENHHA, CANHLIAI
al1 FIIOKYPOHHA, CANMHLIN (PEHONOB IIIOKYPOHM], FeéHTH30Ba KHCeIHHa, 2,3, AMxuapokcubeH30oeHa
KHCE/IHHA U 2,3,5 TpUXHAPOKCHOEH30eHa KHCENHHA.

Enumunupane

ANECTHICATHIIHIOBATA KHCENTUHA 1 HEUHHTE MeTalOTHTH C€ eKCKpEeTHpaT riIaBHo npe3 6s6penure.
Upes ankaiu3upaHe Ha YPHHATA MOXKE /1a C€ YBEAHUYH EKCKPELHATA CaMO Ha CAUTHLIMJIATA.

53 IlpeakAHHEYHH JAHHH 32 0e30MACHOCT

[lepopanuore LDse npn mrexose e 1500 mg/kg.

ALIETHICATHUWIOBATA KHCETHHA HE POABABA MYTATCHEH M KAPLMHOTEHEH MTOTEHI{HAN IIPH
€CKIEPHMEHTH ¢ MHIUKH H TUTbXOBE. ALETHICATHIHIOBATA KHCEAUHA NPEAH3IBHKBA XPOMO3OMHH
abepauuu npu xysrrruBapanu Gpubpodnactu. Un Burpo noenusea JIHK: B HHCKH KOHLICHTpaLH
B3auMoOeHcTBa ¢ pocarauTe rpynu B A-T Bpr3karta, a npu BHCOKH KOHUEHTpauuH - ¢ G-C
BpB3KaTa. HMa JaHHY, ye BbB BUCOKH J103H AUESTHIICATHIMIIOBATA KHCENMHA € TEPaTOreHHA IpH
MHULIKH, MTEXOBE, Ky4YeTa, KOTKH U MaHMyHH. HaMa JaHHH 3a TEPATOr€HHOCT Ha
ALETHICATHIAIOBATA KHCEIHHA NIPH XOpaTa.

6. PAPMAINIEBTAYHHU JAHHH

6.1 CInchbkx H2 NOMOIHHETE BEelIECTBA

LlapeBA4HO HHINECTE

JIakT03a MOHOXHAPAT

3axapHH HaTpHii

be3poaHa THMOHEHA KHCEJTHHA
Kanuues kapbonar

Tank

Harpues naypun cyndgar

6.2 HecnBMecTHMOCTH
Henpunoxumo
6.3 Cpox na roasocy

3 roauHuM.

Hepuron Ha u3non3BaHe ciael MbPBO OTBAPAHE Ha ONAKOBKAaTa — 6 Mecella
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04 ChleinallHH yCJI0BHE HA ChXpaHeHHe

Ja ce cbxpaHsiBa Ha Cyx0 MACTO, HEAOCTRITHO 3a Aella, NpH TeMnepaTypa a0 25°C.
Ja He ce ynorpebaBa ciie H3ITHYAHE CPOKA HA FOZHOCT.

6.5 BHaH cLABLpKaAHHE HA ONAKOBKATA

100 TaGneTku B ImiacTMacoBa ONAaKOBKA ChC 3allIHTEHA Kama4ka.
6.6 Crnennannn npeanasHy MEpKH NPH H3XBLPJIGHE

Jla He NPOTHBOpEYAT HA HAYHHA HA ChXpaHEHHE.

Heuznon3eaHuAT ieKapcTBEH MPOMYKT HIK OTNANBYHHTE MATCPHAIH OT HETO TpAOBa Ja C& H3XBBPIAT
B CHOTBECTCTBHE C MECTHHTE U3HCKBaHHA.

7. IIPHTEATEJ HA PASPENIEHUETO 3A YIIOTPEBA

HATYPIIPOOYKT OOX -

6yn. “Xpucropop Konymd” Ne 64, 1592 Codus, brirapus
Ten.: 02/979 12 19; ¢axc: 02/971 12 17

e-mail: kaltchev@naturpro.com

8. HOMEP HA PASPEINIEHHUETO 3A YIIOTPEGA
Per. Ne: 20130297

9. JATA HA ITBPBO PA3PENNIABAHE/TIOAHOBABAHE HA PASPEHIEHHETO 3A
YIHOTPEBA

Hara Ha nbpso paspeiasare: 07.10.2013 r.

10. JATA HA AKTYAJM3UPAHE HA TEKCTA




