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KPATKA XAPAKTEPUCTHUKA HA HPOI[YKTgA

1. UME HA JIEKAPCTBEHUA ITPOAYKT

[Tapaueramon Exkodapm 500 mg Tabierku
Paracetamol Ecopharm 500 mg tablets

2. KAYECTBEH A KOJIMMECTBEH CbCTAB
Bcsaka Tabnerka [Tapaueramon Exodapm cbabpika 500 mg napaueramon (paracetamol).

3a MbJIHUSA CMUCHK HA MOMOLIHUTE BELIEeCTBA BHXKTE Touka 6.1.

3 JIEKAPCTBEHA ®OPMA

Tabaerka
[lapaueramon Exodapm ca 0esd, npoabarosaty Tad/IETKM € A€/JIMTE/IHA YepTa OT €HaTa CTpaHa.

4. KJIHUHHUYHU JAHHHU

4.1 TepaneBTHYHH NOKA3AHHHA

[Tapaueramosn € yMepeH aHaIreTUK MU aHTUINIMPETHK, MOKAa3aH 3a JICYEHUE Ha MOBEUYETO DOJIE3HEHU U
(GeOpHIHHK CHCTOSHUSA, HANPUMEP I1aBO0OIHE, BKJIKOYMTEIHO MUIPEHAa U TEH3HOHHO J1aBO0OIIHE,
HeBparus, 3600001, 00J1KH B rbp0a, Bb3MaJ€HO I'bpJi0, MEHCTPYAIHH OOJIKH, pEBMATHYHH H MYCKYJIHH
OO0JIKH; MOBHLIEHA TeMmriepaTypa U 00J1ka npyv rpun U NpocTyAHH 3adosaBanud. [IpenopbuBa ce ¢blIO H
KaTO CHMITTOMATH4YHO JieyeHue Ha DoJika npM jeka 10 ymepeHa hopMa Ha apTpHT.

4.2 J1o3upoBKA H HAYHH HA NPHJIOKEHHE

Jlo3upoBka

Bw3pacmmu
2 TabneTku 10 4 nNbTH JIHEBHO NPH HEOOXOAMUMOCT.
Jla He ce npuemart nopeue ot 8 TadneTku (4000 mg) 3a 24 yaca.

Heya om 6-12 coounu.
"4 (nonoBKH) 10 | Tabnerka TpU UK YETUPHU MBTH JHEBHO NMPH HEOOXOAUMOCT. /la He ce npuema OT aeua
noa 6 roauHu. Jla He ce npuema OT Jeua noBeye OT 3 AHM 0e3 KOHCYJITauMs C Jiekap.

JlekapCTBEHUAT NPOAYKT Aa C€ NpPUEeMa Ha HHTEPBAJIM, HE MO-MAJIKH OT 4 yaca, HO He noBeyYe OT 4 MbTH 3a
24 yaca.

HayuH Ha NpUIOKEHHUE: NEPOPAJIHO

4.3 IlporuBonmoka3zaHus
A

CBpBbX4yBCTBHTEIHOCT KbM aKTHBHOTO BEIIECTBO WM KbM HAKOE OT MOMOLLHHTE BeUIeCTBA,
Touka 6.1. : "
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[lpunaravero npu nauveHTH ¢ 6bOpeyHH K YepHOApoOHH 3abonsBaHua TpAOBA 1a cTaBa BHUMATENHO.
PuckbT OT Npeo3npane € Mo-rojaM NpH NaudeHTUTe ¢ HELIMPOTHYHO AJKOXOMHO Y€pHOAPOOHO

3abonaBaxe.
Ja He ce npesuLLIaBa NpenopbLYBAHATA N034.
[TauuenTH ¢ nepcucTrpalio ranapodonne TpaOBa Aa Ce€ KOHCYATHPAT € AeKap.

[1penopbuBa ce Ja HE c€ NpUEMA €ZHOBPEMEHHO € APYr NapaueTaMoI-ChAbPXKaLLH N1E€KAPCTBEHH
NPOAYKTH.

[TauyeHTH, cCTpanaly OT NeKa 10 yMepeHa ¢opMa Ha apTpPHT, KOMTO npreMat 06e30015BallH €)KEAHEBHO,
TpAOBa Aa ce KOHCYNTHPAT C JeKap.

HeoOxoauMo € BHHMaHHWe Npu NaLMEHTH ¢ HAMAIEHH HUBA Ha MTYTATHOH, Thid KaTo ynorpebara Ha
napaLeTaMo/l MOX€E Ja YBEIHYM PUCKa OT META00NUTHA auuao3a (Bx. Touka 4.9).

Cvo0LlueHH ca ciyyan Ha MeTaboTMTHA auM103a ¢ ronaMa aHuoHHa npasiiHa (HAGMA), awnxkaiua ce Ha
MAPOrYTAMHHOBA allH03a NPH NAUHEHTH C TEXKO 3a00nsBaHE KaTO TEXKO OBOPEYHO yBpeKaaHe U
CEICUC, WIH NPH MALHEHTH C HEAOXPAHBAHE WU C APYTH M3TOMHUUM Ha NE(PHUHT Ha TNIYTATHOH (Hamp.
XPOHHYEH ATKOXOJAH3EM), KOUTO €A JIEKYBaHHM € rnapaleramo) B TEpANneBTHUHA 1034 3a NPOABL/ILKHTENCH
nepyoA WM KOMOMHALMA OT NapaueTaMon H QuyKinokcaudnuH. Ako ce nonosdpa HAGMA nopaau
NUPOrIYTAMHHOBA aUMI034, NPenopbyBa ce He3abaBHO MPEKPaTABAHE HA NMApPaLETAMON H BHUMATENHO
HaGmoaeHHe. U3mepBaHeTo HA 5-OKCONPOJIHH B YPHHaTa MOXe Aa Obae none3Ho 3a HAeHTU(PHUHpaHE Ha
NAPOTrYTAMMHOBA 2UM03a KATO OCHOBHA npuyKHa 3a HAGMA npH nauveHTH ¢ MHOXECTBO PHUCKOBH
(dhakTOpH.

AKO CUMIITOMHTE HE OTWYMABAT, € HEOOXOoAHMa KOHCYJITALHA C JICKAPp.

Jla ce cpxpaHsBa Ha MACTO, HEAOCTBLITHO 3a Aeua.
4.5 B3anMozaelicTBHe ¢ APYIH JIEKAPCTBEHH MPOAYKTH H ApYyru GopMH HA B3auMoJeHcTBHE

MeroknonpaMKua Uiy JOMNEPHAOH MOraT J1a YBEJIKYAT CKOpOoCcTTa Ha abcopObuna Ha napaueraMod, a
XOJIECTUPAMHH 1A 1 3a0aBH.

[TpoABMKHTENHOTO PEAOBHO MPHEMAHE HA NapaueTaMos MOXKE Aa 3aCH/IM aHTHKOAryJIAaHTHUSA eexT Ha
sapgapux N APYTrU KYMapHHH H Aa NOBULIH PUCKA OT KPLBOTEUEHHE; OTPaHHYEHH NMPHEMH HE OKa3BaT
3HAYMTENIEH E(EKT.

Tpabsa na ce BHMMaBa, KOraTo napaueTamoJl ce H3NoJI3Ba €AHOBPEMEHHO € (PNYKIOKCALIWINH, Thil KaTO
napanenHUAT NpHeM € CBbp3aH ¢ MeTaDOIMTHA aLKMA03a ¢ ronsMa aHHOHHA Npa3HHHA IOpaaH
MHPOrJyTaMHHOBA aUHa03a, OCOOEHO NPH NALUEHTH ¢ PUCKOBH GaKTOPH (BXK. TOUKa 4.4).

4.6 bpeMeHHOCT H KbpMeEHE

bpemeHHoCT

3HAUUTENHO KOJHUYECTBO AaHHH NPU OpeMeHHH XKeHM He MOKa3BaT HATO Mal(POpMaTHBHA, HUTO
¢deTo/HeoHaTATHA TOKCHYHOCT. Pe3yntaTure OT enuaeMHONOrHHHUTE NPOYyYBaHHS BbPXY HEBPOJIOrHYHOTO
pPa3BUTHE Ha ELA ¢ EKCMO3MLIMA HA MapaleTaMon in ulero ca HeybeauTenHu. AKo € HeoOXoauMO OT
KITHHHYHA [JIEAHA TOYKA, MapaleTaMo/l MOXe [a Ce MPHJIara no BpeMe Ha OpeMeHHOCT, Ho Tpa0Ba.
M3MON3Ba Hail-HUCKATa ePeKTHBHA 1032 33 Bb3MOXKHO Ha-KpaTKO BPEME H ¢ B'b3M0}If/l;lO/ yaugﬂiléta,yg -:\
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HanwyHute nyOJHKYBaHH AaHHH HE HaaraT NpeKbCBaHE HA KbPMEHETO.
4.7 Edexktn BLPXy cnocobHOCTTA 3a modupaHe 4 pabora ¢ MAIIHHH

Hama.

4.8 Hexenanu JexkapCcTBeHH PeaKUHH

JlaHHHTE OT MPOBEAECHHTE KTUHHYHHU NPOYYBAHHA pa3KPHBAT HUCKA YECTOTA HA HEXKEIIAHH JICKAPCTBEHH
peaKLHH NPpH HUCKH eKCno3uLiMi. ChOTBETHO ClydauTe, KOUTO ¢a OMJTM IOKNAaABaHH MO BPEME HA AbJATHA
MOCTMAPKETHHIOB NEPHOA NMPH TEPANEBTHYHH JO3H M CMATaHH 3a ABJKALIH Ce Ha NpHEMA Ha
napawueramosl, ca H30poeHH no-ao0ily, NOAPEAeHH MO CHCTEMH. [JJaHHHUTE OT KJIMHHYHHTE NPOYyUBaHHA ca
OrpaHHYEHH, [10PaAH KOETO HE MOKE Aa C€ HANpaBH OLIEHKA HA YECTOTaTa Ha HEXKE/IaHHTE peaKiifH, HO
MOCTMAPKETHHIOBHAT OIMMT MOKAa3Ba, Y€ HEMETAHHTE PeakUKWHU KbM NapaueTaMon ca peik, a CepHo3HUTe

HEXENAHW PEAKLUMH — MHOTO PEIKH.

Hexxenanure peakuuu ca noapeacHH rno YeCToTa, COPE C/IEAHATA KOHBEHLUA: MHOro vectH (>1/10);
vyecTtH (>1/100 ao <1/10); neuectu (=1/1 000 go <1/100); peaku (=1/10 000 go <1/1 000); mHOroO peaku
(<1/10 000); c Heu3BecTHA uecTOoTa (OT HANHYHKTE JAHHH HE MOXKe J1a Obae HanpaBeHa oueHka). [Ipu Besako
rpyrnMpaHe B 3aBUCHMOCT OT HECTOTaTa HEXKEAHUTE JIEKAPCTBECHH peakLiMu ce H30posBaT B HU3XOAAL, pel
MO OTHOLUCHHE HAa TAXHATA CEPHO3HOCT.

Hap_ymenlul Ha KPbBTa H .mmqmara CHCTEMA

MHOro peakH: ‘ TpombouuTonexsus, arpaHyJIOLMTO3a

Hapymendas HA HMYHHATA CHCTEMA

AHECIJHJ'I&KCHH, KOXKHH PEAKLIHH HA CBPBEXHYBCTBHTC/THOCT, BKJI. OﬁpHB, dHI'HOCOCM,

MHOTro peaku
CUHAPOM Ha Stevens-Johnson/Tokcuyvna enuaepmanHa HEKpOJH3a

Hapyuiesus Ha MeTab0OIH3IMA H XPAHEHETO

C HeH3BEeCTHa

HeCTOTA MeTtaboauTHa auH03a ¢ roisiMa aHHOHHA NpasHUHA

Pecnrparopan, rpbAHE H MEAHACTHHAIHH HAPYUICHHAHA

MHoro peaxu: | bponxocnassm*

XenaTo-OHJAHAPDHH HAPYIICHHA

Muoro peaku: | HepHoapoOHH HapyLUEHHS

* JloknaaBaHWTE Cny4ad Ha OpOHXOCNAa3LM CIIE] MPHEM HA NAPALIETAMOJ Ca MO-BEPOATHH NPY aCTMATHLM,
4YyBCTBUTENHU KbM acnupuH U apyru HCIIBC.

OnucaHre Ha n30paHK HekeNaHW peaKUurH

Memabonrumua ayuooza ¢ zoasama aHUOHHA NPASHUKA

Cnyuau Ha MeTabonuTHa auKMA03a ¢ ronaMa aHHOHHA NMpa3HUHA, Jb/KALIA ce HA NUPOrJIyTAMUHOBA
aliia03a, ca HabnJaBaHH NPH NAUKEHTH ¢ PUCKOBY GAKTOPH, H3MOA3BALLM NapaleTaMon (Bx. Touka 4.4).
[Ipx Te3u NauKEeHTH € Bb3MOXKHO 12 Bb3HHKHE MHPOTNYTAMMHOBA alli103a BC/IEACTBHE HA HUCKH HHBA Ha
rTYTATHOH.

CrobuiaBaHe Ha MOAO3UPAHK HEXKEJIAHU peaKliiy

Cbo0LIaBaHeTO HA NOJO3MPAHK HEXKENIaHM PeaKLMHK Chell pa3pellaBaHe 3a ynorpeda Ha J‘IEI{apCTBeHHFI
NPOAYKT € BaKHO. ToBa MO3BONABA 12 NPOALKYA HAONIOAEHHETO HA CHOTHOUIEHHETO 3g%3a o
nekapcTseHHs npoaykr. OT MEOHLMHCKUTE CIIELIMATACTH CE H3HCKBA Ja choOwWwanar &5 “ :
HeXKenaHa peakUus upe3 HanbaHuTenHa areHuuMs no jgekapereara, ya. ,,Jdamsan ['pyes: "ﬁ BE‘W&;Q
Ten.: + 35 928903417, yebeailt: www.bda.bg. /ﬁ'f ’ _--.‘”_“"., T“f‘}, AR
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[Ipeno3upaHeTo ¢ napaueTaMo MOXKE 1a NPEAXU3BUKA YEPHOAPOOHAa HEAOCTATRYHOCT, KOSTO A& H3IHCKBA
yepHOoOApoOHA TpaHCIIAHTALMA UK 1A JOBEAE 10 CMBPT.

[Tpy BBb3pacTHH uepHOAPOOHO yBpEKAAHE € Bb3MOXHO ciel npHeM Ha 10 g vy noseyve napaueramont.
[TprieMaHeTO Ha 5 g WK NOBEYE MOXKE Aa NOBeAe N0 YEPHOAPOOHO YBPEXKAAHE MPH MALMEHTH, NPH KOUTO
ca HANULE CleAHHTE PUCKOBH (PAKTOPU:
- NPOABIKHTENHO NevYeHHe ¢ kapbamazenuH, peHobapburan, deHUTONH, NPHUMHIOH,
pHhaMIULKH, XKbAT KAHTAPHOH WM APYTH NeKapCTBa, HHAYLMPALIH YepHOAPOOHUTE EHINMH;
- PEROBHA KOHCYMALIMA Ha €TaHOJ B KOJIMYECTBA, HAZABHLLABALLK NPENOPBLYBAHHTE;
- BepOATHO W3YEPIBaHE HA FIYTATHOH, HaNMpUMep XPaHUTETHHU HAPYILEHHUA, KHCTO3HA PHOpo3a,
CIIHNH, rnanyeaue, Kaxekcus.

Cuvnmomu

CumnromuTe, HabniogasaHU Npe3 MbpRUTE 24 Yaca Caea npeao3MpaHe ¢ napaueraMor, ca bnenoct, raacHe,
NOoBpbILAHE, aHOpPeKCcHA M abnomMuHanHu Oonky. [Ipu3HauM Ha yBpexaaHe Ha 4epHHUa Apob Morar aa ce
Habmoaasat |2 no 48 yaca ciaen npeaosupaHeTo. Morar na ce HabaoaaBaT aHOMaMu B MeTabonHama Ha
rIOKO3aTa v MeTabonuTHa aunao3a. [1py Texku oTpaBsHUA YepHOAPOOHOTO YBpeXIaHe MOXKE Ja
nporpecHpa Ao eHuedanonaTus, XeMoparus, XUnoriaiMkemMus, uepedpaneH 0Tok H cMbPT. Bb3mMoxkHo € na
ce pa3BHe TeXKKO OLOpeuHO yBpexaaHe ¢ ocTpa TyOynHa Hekpo3a, npHapyXeHa ¢ 60JKa B KpbeTa,
XEMaTypHs W NPOTEHHYPHA, AOPH H NPH OTCHCTBHE HA TEXKKO YepHOApoOHO yspexaaHe. CpobinasaHo € H
3a ChPACYHH APUTMHUH H NMAHKPEATHT.

Jevwernue

Hez3abaBHOTO JleyeHHE € OT CHIUSCTBEHO 3HAYECHHE 32 OBNaJaBaHe Ha NPEaO3HPAHETO C napaLeTaMoll.
Brnpeku nuncara Ha paHHH CUMNTOMM, NMAaUKEHTHTE TpAOBa 1a ObAAT HACOMEHH KbM CMELIHA MEAHWLMHCKA
nomoui 3a HezabaBHo AeyeHne. CUMNTOMUTE MOTaT Aa ObaT OrpaHHYEHH [10 TaZICcHEe WY NOBPLLIAHE H
TEXKECTTAa UM Ja HE OTPa3ABa TEXKECTTA HA NPEeAO3UPAHETO HIH HAHECCHUTE OPraHHH YBPEXKAaHUAL.
JleuenneTo Tpsabra aa Obje B CbOTBETCTBHE C YCTAHOBEHHTE PHKOBO/ACTBA 33 NEeYEHHE HA UHTOKCHKALIMH,
JleueHue ¢ aKTUBEH BBIJIEH MOXKE Aa Ce NMPUAGKH 40 | yac oT npenosupaHeTo. [InasmeHaTta KOHUEHTpaLUA
Ha napaneTamos TpaOBa fAa ce U3MEPH Cile/l YHETBBPTHUA HaC OT MOTTBLUIAHETO (MMO-paHHHUTE H3MEPBAHHA He
ca nokasarenHi). Jleuenue ¢ N-aueTHILMCTEHH MoXe aa Obae nmpoeeacHo 40 24 yaca cnea
HHTOKCHKALMATA, HO MAKCHMAJICH NPOTEKTHBEH e(eKT Ce NMOCTHIra 10 OCMHA 4ac OT NpHEMa.
EdeKkTUBHOCTTAa Ha aHTHAOTA HAMANABA PA3KO NPH MO-KbCEH NMPHEM. AKO € HeoOX0AKMMO, Ha NauHeHTa ce
MpUIara HHTPaBeHo3HO N-aUeTHILHCTEHH B ChOTBETCTBHE C YCTAHOBEHATA CXEMa HA AO3HpaHe. AKO HAMa
MOBPbILAHE, KATO NOAXOAALLA ANTEPHATHBA MOXE 12 Obae NpHiIOKEH METHOHHH OPAJTHO, aKO JIEYEHUETO Ce
nNpoBex¥kJa B oTIanedyeH paiiod n3BbH GOMTHUYHO 3aBeAeHHe. JICHEHUETO Ha NMALMEHTH, MONYHYHUIHU CEPUO3HO
YepHOAPOOHO yBpexaaHe, cied 24-us yac ot npyuema TpadBa na 0bae 00CHAECHO CbC CNEUHANTHCTH OT

OTREIICHHAC MO XCIAaTOJIONHA.

5. ©GAPMAKOJIOIHYHH CBOHUCTBA

5.1 DdapMakoIHHAMHYHH CBOHCTBA

dapmakoTepanesTHuHa rpyna: Jpyru aHaIreTHuM U aHTHITHPETULIM, aHHJTHAH

ATC xon: NO2BEO]

[MapaueraMon € aHANreTHK ¥ aHTUNHPETHK. MeXaHW3MBT Ha AEHCTBHE BEPOATHO HANOA0DABA TO3H Ha
acfUPHHA K € CBbp3aH C HHXHOHpaHe Ha npocTariaHAHHOBHA cHHTe3. HabnonaBaHarta HHXHOHLMA €

CEJICKTHBHA.

5.2 DapMaKOKHHEeTHYHH CBOHCTBA

Abcopbums

Cnen nepopajieH npyem napaueramos ce abcopbupa 6bp30 U HAMBIHO OT racTpoH
MakcHMaTHHTE Nna3MeHU KOHUEHTpauuK ce aocturart 30 — 60 MuHyTH cnen npue
¢ | — 4 gyaca cnen npueM Ha TepaneBTHUHH A03H.




PasznpeneneHHe
[MapaueTamon ce paznpeaens CPABHHTENHO €IHAKBO B [OBEYETO TEJNIECHH TEYHOCTH. CBBP3BAHETO C

MJIa3MEHUTE NPOTEUHYU € NPOMEHNURO; 20% 1o 30% Morar aa ocraHat CBbP3aHH MPH KOHLUEHTPaLIUH,
JOCTHIraHH MPY OCTPa HHTOKCHUKALHA.

buorpaucdopmanus
[Mapaueramon ce GHoTpaHchopmMupa rNasHO B YepHHA OpOo0 4PE3 rIIOKYPOHUPAHE H CYN(POKOHIONHpaHE.

EninMuHupaHe

Cnen npveM Ha TepaneBTHYHM J03H OLLE ITbPBHA AeH ¢ ypuHata ce uanbusatr 90% — 100% ot BewecTroTo.
Burpeky TOBa, MPaKTHHECKU UANOTO KOJHUYECTBO MapaueTamMosl ce eKCKpeETHpa NPOMEHEHO cliel
KOHIOTHpaHe B YepHus apoo.

5.3 IlpeakiunuHvHy JAHHR 32 6€300ACHOCT

JIMncBaT NpeAKIUHHYHH JaHHHU, KOUTO Ja ObaaT B3€TH N0 BHHMAHHKE OT NPEAINUCBALLHTE CNEUHANHCTH B
AONBJIHEHHE KbM M30POCHUTE B KpaTKaTa XapakTepHCTUKA Ha NPOAYKTA.

JInncBaT KOHBEHUMOHAIHH NPOYYBAHUA, U3MOI3BALUM MPHETHTE NOHACTOALLEM CTaHIapTH 3a OLIEHKA Ha
pPENpPOAYKTHBHA TOKCHYHOCT U TOKCHYHOCT 33 pa3BUTHETO.

HacnensaHugaTa BbPXY XXHBOTHH HE JOKa3BaT TCPATOrCHCH H d)BTGTDI(CH‘ieH E(l}eI(T [MIpH NPUHAOKCHHC HA

napaLeTamol.
B npenopbuBaHHTE TEpaneBTHYHH JO3HPOBKH NapaLeTaAMON MOXe a Ce Mpunara v 1o Bpeme Ha
OpeMeHHOCT.

6. PAPMAIIEBTHYHHA JAHHH

6.1 Corchk HA NOMOIIHH BellleCTBa

[TpexenaTuHH3UpaHO LAPEBHYHO HHULLIECTE
Marne3ues creapar

6.2 HecbhBMECTHMOCTH

Henpunoxumo.

6.3 Cpok HA roasocT

3 rofiuHU

6.4 CuoenHaiHH YCJIOBHAI HA ChXPaHEeHHeE

To3u NnekapcTBeH NPOAYKT HE H3HCKBA CNELMATIHH YC/IOBHA HA CbXPaHEHHE.
6.5 JlaHHH 33 ODAKOBKATA

10 TaGnetkn 8 Gauctep ot PVC/AL onuo; 2 Ouctepa B KyTHA.

6.6 ChnenHajanH NpeJNa3HH MEPKH NPH H3XBbLPJIAHEe H paboTa

Hsma cneudanHu W3MCKBAHUA.

7. TPHTEXATEJI HA PAZPEHIEHHETO 3A YIIOTPEBA

EKODAPM I'PYIT ANl




yn. Atadac [lykos Ne29, et. 3,
1407 Codua, bvarapus

Ten.: (02) 906 90 70

¢axc: (02) 906 90 71

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

Per. Ne 20120243

9 JATA HA ITBPBO PAZPEINIABAHE/TIONHOBABAHE HA PAZPELHIEHHUETO 3A
YIIOTPEDBA

Jlata Ha nbpeo paspewasane: 10.05.2012
JlaTta Ha nocneaxo noaHossapaHe: 11.05.2017

10. JATA HA AKTYAJINBHUPAHE HA TEKCTA




