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HpouereTe BHEMATENHO HAJATA JIHCTOBKR, HPeXH AA 33M0YHETE Ja HPHEMATE TOBA JIEKAPCTBO,
THH KaTO¢ TH CBIbLP:Ka BaxkHa 3a Bac andopmanns,
BrHarn H3nonssaiite TOBRA JIEKAPCTEBO TOYHO KAKTO € OMMCAHO B Ta3H IHCTOBKA WIH KakTro BH € kasan
Bawmiusar nexap unm ¢papMaLeBT.
- 3anasete Ta3M JHCTOBKa. Moxe Aa ce HAJIOXKH Ja A MpoUYeTeTe OTHOBO.
- AKoO Ce Hy)KJaere 0T JOITHIHUTEIHA HHGOPMALIHA HJIH CHBET, NonuTaiite Bamms gapMaliesT.
- AKO No/TyunTe BAKAKBH HEKeJIlaHH peakidH, yBenoMere Bamms nexap win ¢apmanest. Topa
BK/TIOYBA H BCHYKH BE3MOKHH HEKEJIAHKW PECaKkLHM, HEOITHCAHH B Ta3H JHICTOBKA. BikTe
TOUKA 4.

- Axo0 cnen 7 1M He ce MOYyBCTBaTe NMo-A00pe WK CheToaHUeTo Bu ce Biomn, Tpabsa na
NOTHPCHTE JIEKAPCKA TIOMOIIL.

KakBo ¢bABPXKa TA3H JHCTOBKA

Kakeo npeactasngsa JlakrapiH H 33 KakBO €€ H3IIOJ3Ba
Kakso Tpabpa na 3HaeTe, npeau Oa npHeMere JlaktapuH
Kak ma npuemare Jlakrapux

BB3MOXHU HeXXENaHH peakiin

Kaxk na cexpausBate [lakrapuH

CoeaspKaHHE HA OMAKOBKATA H JONBIIHMTEIHA HH(pOpMalHa

L]

L]

1. Kakpo npeacrasnasa JJakTapHR H 33 KAKBO C€ H3M0JI3BA

JlaxrapuH NepopalcH res ¢e H3MoJ3Ba 34 JeueHHe Ha rbOMYHH MHGEKIMU B YCTATa M I'bPJIOTO NpPH
BB3PACTHH H AcLia Ha 12 roauHH H No-TONIEMH.

2. Kaxso 1padBa na 38aeTe, npenn ga npraemere Jakrapan

He npuemaliTe lakTapun B cayyai, ve:

* CTpaaaTe OT HAKAKBO YepHoApOOHO 3a00iIABaHe;

. aKo CT€ AJIGPrHYHH KBEM aKTHBHOTO BEUIECTBO, APYTH NOAOOHH NPOTHBOrBOHWYHH JIEKapCTBA
WA KEM HAKOS OT OCTAHANMHTE ChCTABKH Ha TOBa JeKapcTBO (M30pOSHH B TOUKA 6);

. aKo MpHEMAaTe HAKOE OT CJICIHUTE JIeKapCTBa:

Edexrure, kKakTo W/HAH HEXENaHMTEe PEeaKHH Ha MHOTO JIEKAPCTBA MOTAT Ja c€ YBE/IWYAT HIIHA
HaMAamAT NpH eTHOBpeMeHeH nipueM ¢ JlakTapuH.
[IpuMepu 32 nexkapcTBa, KOMTO HHKOra He TpAOBa Ja ce MpHeMaT, AOKATO npuemare JlakrapuH

NnEpopancH rei:

- HAKOH TIPOTHBOAJIEPrdYHH JIEKAPCTBA, HOCEIM HMMcHaTa TepeHATNMH, acTeMH30]l H
MH30JIaCTHH;

- LH3ANPHA, JICKAPCTBO, NIPUNAraHO MPH HAKOH MIpoOIeMH, CEEP3aHH C XPaHOCMHIIAHETO,

- HAKOH JIEKapCTBA, MOHIKABALIH XONECTEPOJIa, KATO CHMBACTATHH M JIOBACTATHH;

MOANIOMArany CeHA (TPAHKRUITH3ATOPH);
- NMAMO3HI H CEPTUHAO, JIEKapCTBa, NPWIATAHM NMPH HAKOW TICHXOTHYHH Pa3sCTPOHCTHA,
- XanOoQaHTPHH, JIEKAPCTBO CPEly MAIaApHS;

(Kagepror);



- HAKOH JCKapCTBa, M3MNOJ3BalM C€ 3a JieYeHde Ha HapylleHHd B ChPACUHHA PHTBM, KaToO

Oenpuann, XMHMARH B ZodeTHIR
- BapdapuH, JIEKApCTBO, H3MOM3BAHO 34 JICYEHHE W NpeJOTBpaTABaHe Ha o0pa3yBaHe HA KPbBHH

ChCHpEM (AHTUKOATYIIAHT)

Ipeaynpexaenns B NpeANa3HH MEPKH

JlakTapHH TiepopaieH rei € JenKaB, KOSTO OCHTYPABA 3afbp/KAaHETO My B YCTATa BBE3MOXKHO HaH-
abaro. Heo6xoaumo e ocofeHo BHHMaHKE NP NpWIAraHeTo My IIPH Jewa, 3a 42 Obae npeaoTBpareHa
BBE3MOXKHOCTTA OT 33/1aBAHE.

HakrapHH nepopalieH rejl MoXke Jia NpeAN3BHKA TEXKH aNepruvHy peakimu. TpabBa aa cTe HasiACHO C
MPH3HALATE Ha al¢pru4Ha peaxius, RokaTo npHeMmare JlakrapwH nepopaneH ren. Bibkre Touka
»»BB3MOMKHA HEXXENIAHH peaKliu',

Apyra Jexapcrea B Jakrapan

HNudopmupaiite Bamma nexkap wiv ¢QapMalleBT, aKO NPHEMATe, HACKOPO CTE INpPHEMAIH HIH €
BBE3MOXKHO a pHEMETE NpyTH Nekaperea. Hakon nekapcerea He TpadBa ja ce npHeMaT eTHOBPEMEHHO
¢ JlaxtapuH, a Apyri, NpH KOHTO TOBA € BE3MOXKHO, MOTAT A HAJIOKAT HAKAKBA NPOMsIHa (HallpHMEp
B 103UpoBKaTa). Bukre Touka , . He mpuemaiite JakTapaa”

KomOuHMpaHeTO ¢ HAKOH ApPYrH J€KapcTBA MOXKE Ja H3MCKBA JIOMBJIHHUTENIHO NPOCHeNABaHE HIIH

JIPOMAHA B JO3HPOBKATA, KAKTO Ha JlakTapHH, Taka H Ha Apyrute Jiekapcrsa. [I[pHMepH 3a ToBa ca:

- HAKOH JIEKapCTBa, KOWTO Ce mpHeMar Ipe3 yCTaTa M ca 3a JIdcHHe Ha auader (CynpaHHTypeHHH
NIeKAPCTBEHH CPEACTBA);

- HakoH jekapcrea 3a CIIHH, xakento ca HIV nporeazau HHXHOHTODH;

- HAKOH JISKApPCTBA, M3MOJI3BAHH 3a JICUCHHE Ha pak;

- HAKOH JIEKapCTBAa, AcHCTBAIlA EBPXY CHPLIETO H KPbBOHOCHHTE CbJOBE (ONOKEPH HA KATLHEBHTS
KaHaIu);

-  LHMKJIOCMOPHH A, TaKpoJIUMYC H CHPOJMMYC, KOMTO C¢€ NpHiaraT OOMKHOBEHO Cli€] OpraHHa
TPAHCIUIAHTALIHA;

- (peHHTOMH, NEKAPCTBO 3a JICYCHHE Ha CTIICIICHY;

- HAKOM aHECTETHLH, W3MOJI3BAaHH B OONTHHIMTE, KAKBBTO € aJI)eHTaHWT,;

- cunaeHadun, H3NOM3BAH MPH MEXKA UMIIOTEHTHOCT;

- HAKOM JI€KapcTBa, H3MON3BAHH B CIIyuaH Ha OC3MOKOACTBO MW NOANOMAralld ChHA
(TPaHKBHIH3ATOPH);

- HAKOH JICKAPCTBA 3a JICYCHUE Ha TYOEPKY03a;

- METWINPEOHH30JI0H, IPHEMAH Ipe3 YCTaTa MJIH HHDKEKIIHOHHO, B CJIYYaH Ha Bh3NAICHHE,

- TPHMETPEKCAT, H3IOI3BaH 34 JICHCHHE HA HAKOW (POPMH HA ITHEBMOHHS;

- ebacTun, NeKapcTBO, H3MONZBAHO MPH ANEPrHM;

- peDOKCeTHH, JIeKapCTBO, H3MONZBAHO 32 JICHEHHE Ha ACTIPECHS;
BapdapuH, JeKapcTBO, H3MONA3BAHO 34 JIUEHHE W TIPeAOTBpaTABaHe Ha oOpasyBaHe Ha KPbBHH

CHCHpPELM (2HTHKOAryJIaHT).

AKO DpueMaTe HIKOH OT TE3H JICKAPCTBAa, KAKTO H HAKOE ApPYTro mpeanmucaHo Bu nekapcTeo, Mons
obcpaere ToBa ¢ Baimus jiekap WiH (papMamesT.

Jlokato npuemare JIaKTapHH liepopalieH rell, He 3anovpaiite HHKAKBO ApPYyro JedeHue, Oe3 nma cre
uH(popMHpany 3a Topa Barms nekap und apMariepT.

JJaKTapHH ¢ XpaHa, HATHTKH H aJIK0X0JI
JlaxTapHH nepopasieH rei TpabBa a ce npueMa Ciiell XpaHeHe.

BpeMeRHOCT, KbpMeEHe H (PePTHIHTET
AKO cTe OpeMeHHa WIH KbPMHUTE, CMATATE, Y€ MOXKE Ja ¢Te OpeMEHHa WIH TUIaHHPATE
nochBeTBaiTe ce ¢ Balius nexap unu apMaueBT npeay ynorpedara Ha ToBa nekape




Mo¢rpane n paboTa ¢ MaIIHHA
Hsama orpanuveHns, Thil kato [laxTapuH nepopajieH rejl HE OKa3pa BiHMsHHE BhpXy BallleTo BHUMaHHE
H BBE3MOXKHOCTH 3a IodHpaHe.

ToBa nekapcTBO CBHABPXKA AJIKOXOM (€TAHOIN), APOMAT HA MOPTOKA, apOMAT HA Kakao (ChABPXKALlL
MEXAY APYroTo OCH3WIOB aJIKOXOJ1) M HATPHH.

JAKTApHH CHABPXKA AJKOX0JI (€TAHOJI)

ToBa nekapcreo chABPka 7,85 mg anxoxo/ (€TaHOM) BBB BCEKH IpaM NEPOPAIECH reil, KOeTo € paBHO
Ha 0,00785 mg/mg (0,785 % w/w). KonH4aecTBOTO B €AMHHYHA MAKCHMAJTHA 71032 OT TOBA JIEKAPCTRO
3a Bp3pacted (10 ml nepopanen ren) ¢ exsEBaneHTHO Ha ro-Manko ot 1 ml 6upa win 1 ml BuHo.
MankoTo KOMHYECTBO ANKOXOJ B TOBa JIEKAPCTBO HAMA Ja MMa 3a0eexnUMH €QeKTH.

JAKTApHH CHAbPAA APOMAT HA HOPTOKAJI H BKYC Ha KAKAO

ToBa siexkapcTBO ChABpIKA ApPOMAT HA MOPTOKAA (CBABPAKALL LMTPAN, LHTPOHENOJ, JIHHAIOIN,
repanios, d-TMMOHEH) H apoMaT Ha Kakao (ChAbpxkary: OSH3WIOB ajJKoXol, OeH3usl 6eH30aT), KOHUTO
MOTAT Aa MPUYHHAT aJleprudHl peaKLHH.

JaxTapan ¢pAbPpxka Gen3nn OeHzoaT

Tosu nexkapcrBeH npoaykr ceabpka 0,000000017 mg Oexn3un OeHzoaT BBB BCAKa €JHHHYHA
MaKkcHMaiiHa 1034 3a eb3pacted (10 ml nmepopanen ren). bersun GeHzoaThbT MOXKE na NMPHYHHH JICKO
JIOKAITHO JPa3HEHE.

JAaKkTapHH chAbpKa OeHIAIOB ATKOXOJ
Tora nexapcreo chavpxa 0,0000000285 mg OGeH3WNOR ANKOXOM BHB BCAKA CIHHHYHA MAKCHMAJHA
7o3a 3a e3pacTeH (10 ml nepopanen res). beH3UNOBHAT JIKOXO0JI MOXKE a NPCAH3BHKA aNICPTrAYHA

PCaKIilHH.

BeH3UMOBHAT AJIKOXON CE CBBP3Ba C PHCKA OT TEXKM HEKENAHH Peaki{dH, BKIIOYHTEJIHO IMPOONEeMH C
JAHIIAHETO (HAPECUYCHH ,,CHHIPOM Ha 3aayX") MPH MAJIKH AelA.

[locsBerraiite ce ¢ Bamus nekap wiu ¢apManesT, ako cre OpeMeHHa WM KbpMHTE. 10Ba € Taka,
3al10TO FOJIEMH KOJIHYeCTBa OCH3MIOB aJTKOXOJI MOTAT /a €€ HATpYnaT B TAJIOTO BH H @ NPHYHHIT
HEKEJIaHH peaklHH (HapedeHHU ,,MeTabonuTHa aumaosa‘).

[HocsBeTBaiite ce ¢ Bammsa nexap win (apMaleBT, ako uMate 6Bp0pevunHo 3abomsBane. ToBa ¢ Taka,
3alllOTO NOJIEMH KOJIM4ecTBa OCH3IIOB aJIKOXON MOraT Jia ¢cé HATpyInaT B TANOTO BH H 3 NPHYHHAT
HeXeNaHH peaklivH (HapedeHH ,,MeTaboIUTHA aluao3a™).

BEH3UMOBHAT aMKOXO0J1 MOXKe J1a IMPAYHHHA JICKO JTOKAUTHO Jpa3HEHE.

JAKTapHH ¢LABPXKA HATpHHA
ToBa nekapcTeo ChABpKa No-Maiko or 1 mmol (23 mg) Harpuii 3a no3za ot 10 ml (MakcumanHua go3a
3a BB3PACTEH), T.€. 110 CHLIECTBO € ,,0e3 HaTpUH .

3. Kak ga npuemare Jaxkrapun

IIpoyeTeTe BHHMATEIHO HHCTPYKUHMHTE MO-ACTY. AKO HE CT€ CHTYpPHH B HEWO, NonHTaiTe Baimuda
Jekap WM (apMaresT.

Jaktapun ce npeanara noa ¢opMa Ha mepopaleH refn, NMpHeMaH npes ycrarta. I'ensT Tpabea na ce
npueMa cnen xpaHene. Kakso konuuecteo Jakrapun TpaOBa na npueMaTe H 3a KaKBB MEPHOX OT
BpEMe, 3aBHCH OT BHIA HA M’bOHUYKHTE H JTOKATH3AIMATA HA HHPEKIHATA.

IIpoabnkere neYeHHETO Hal-MaIKO €IHA CEMHLIA ClTe] H3YE3BAHE HA CHMITTOMHTE.

['eawT He TpaOBa Na ce rwITa BeAHAra, a Aa c€ 3aAbpKH B YCTATA KOJIKOTO € BB3MO
cJydai, 4e HOCHTe 3b0HH NPOTE3H, CBANCTE I'H MpEeaH JIATAaHEe U I'H HAMAXKETE ¢ rena.
NPEZOTBPATH PaspOCTpaHEHHE Ha rbOHuHa HHpekMa BBpXY Balnwre 3p0HH npoTesy.




Ipenopbunrennara no3a 3a JeyeHrne Ha HHPEKIUMH Ha yCTaTa ¥ I'bpJ1oTO:
® 3a BBL3PACTHH W Aena Ba 12 rogAEE H mo-roJjems: no 1/2 mepurenHa apxwdka (2,5 ml) or
rejaa, MPHIOCAKEH Y€THPH IETH JHEBHO CIIE] XPaHEHE.

3a na OTBOpHTE TyGaTa, pa3sBBpTETE KanaukaTa H cliel ToBa Npobuifre oTBopa Ha TybaTa ¢ noMolllTa
Ha 3a0CTPEHHA BPHX HA KanadKara.

AKO cTe NPHeJH HoBeve 0T He00X0ARMATA A03] JakTapus
B cmydaii, ye cte npuenH TBBpAe ronaaMo KonudectBo JlakrapuH, uHGopMHpaHTe Bamma siekap.
B13MOXXHHTE CHMITTOMH Ha NIPeO3HPaHe BKIOYBAT OBPBLIAHE U JHAPHA.

HadopManus 3a Jexaps B cJIY4Yal Ha npeo3HpaHe

- JIeYEHHETO € CHMIITOMATHYHO A NOJAbPAKALIO.

- Hama cneum¢puyeH aHTHJIOT.

- AKO NalMeHTHT NMPHEMA CBILIO TAKA M JPYTH JieKapcTra (HaIp. BappapHH, ICPOPpaATHH CPEACTBA 33
IIOHIKABAHE HUBOTO HA KPLBHATA 3aXap M (JeHHTOHH ), TEXHHTE epeKTH W/HIH HEKENaHH PCAKLHHA
MOJKE 12 CE 3aCHJIAT. '

AKO cTe HpOonycHAN ja npaeMeTte JakTapusa
He npueMaiire npoiHa A03a, 3a 1a KOMIIGHCHpATE [IPOITycHaTaTa no3a JJakTapHH [IepopalieH rei.

AKO cTe crpein npreMa Ha lakTapan
AKO UMATE HAKAKBH JOITRIHMTENIHA BEIPOCH, CBBP3aHH C YIIOTpedaTa Ha TOBa JIEKAPCTBO, NOMKHTAMTE
Bamms nekap wnm papMaiesT.

4. Bb3MOXKHH HeXe/JAHH PeAKNHH

KakTo BCHUKH nexapcTBa, TOBA JIEKAPCTBO MOXKE [1a MPEAH3BUKA HEXEJIaHH PeaKLWH, BBIPEKH Y€ HE
BCEKH 'l [I0JTyYaBa.

AKO NONYMHTE HAKOA OT CICAHUTE HEKEAHMA PeaKiuK, CrpeTe npueMa Ha JakTapun ¥ He3alarHO ¢
cBbp:KeTe ¢ Bamus nekap:

. Ilomyeane Ha JIMIIETO, €3HKA WIH IBPIOTO; 3aTPYAHEHO NperiTinaHe; oOpHB M 3aTpyAHEHO
OUIIAHE (2HTHOEAEM, aHA(PHIAKTUYHH PeaKIHK).

CnenHHTe HEXXETaHH peaKLMM MOXKE 1a BB3HUKHAT NpH ynoTpedara Ha JlakrapHH nepopaieH red.

YecTn (3acaraT no-mMaako or 1 ga 10 xymn):

. HeoOHYaiHO ycelnaHe 3a BKYC;

. CyXoTa B ycTaTa, JUHCKOMQOpPT B YCTaTa;
n raacHe, NOBPHIIAHE;

o HeoOHYaeH BKyC Ha NPOXYKTHTE.

Mmuoro peaxn (3acarat mo-manko or 1 na 10 000 aymn):
aJIEpPru4Ha peakipis, MOHAKOra TeKKa;

TEKKa KOXKHa peaxiyia, oOpHB, KOMPHBHA TPECKa,
3aJaBiAHE;

4ePHOAPOOHO YBpEKAAHE;

IpOMsIHA HAa UBETAa HA €3HMKA, BH3MAICHHUE Ha yCTaTa;
OHapHA.

C Hen3BeCcTHA 9€CTOTA
. OOpuB ¢ rHOMHMY TENKW/MeXypH (OCTpa FEHEPATH3HPAHA CK3aHTEMATO3HA Iy C



['ageHeTo W NOBPHIIAHETO CA MHOrO YECTH HeXeJlaHW peakijad (MoXke Aa 3acerHar noeeye oT | Ha
10 xymm) Opy Jela, a BPBIIAHETO HAa CTOMAIIHOTO ChIBPXHUMO 00paTHO KbM ycTaTa (perypruranus)
€ YecTa peaKiu.

CrobmapaHe HA HeXKeNAHA PEAKIHE

AKO TIONYUMTE HAKAKBH HEKENIAHH JIEKAPCTBEHH PeaKlMH, yBeaoMere Bammsa nekap unH GapMaliest.
Tora BKTIOMBAa BCHYKH BB3MOXKHH HEOMHCAHH B Ta3M JHCTOBKA HEXENAHH peakipid. MoxkeTe CHINo Aa
CHOODINHTE HEXKEJIAHHM PeaKI[HH JHPEKTHO Ype3 HALIMOHAIHATA CHCTeMa 3a ChOOLIaBaHe:
HM3nbnHATEHA areHuMs no JieKapeTeaTa

yi. ,,JlamaH I'pyep” Ne 8

1303 Cogrn

Teun.: +359 2 8903417

yebcaitt: www.bda.bg

Karo choOlllaBaTe HexkelaHH peaki[HH, MOXKETE fa JaJieTe CBOS NPHHOC 3a MOJyYaBaHE Ha MOBCUE
HHGOPMALHA OTHOCHC §€30MACHOCTTA HA TOBA AEKAPCTRO.

3. Kak ga cexpanssane [akrapan

Ha ce cxxpanssa nog 30°C.,
Ha ce cpXpaHsaBa Ha MACTO, HEZOCTHIHO 3a Jcla.

He u3nonsBaiiTe TOBa JISKAPCTBO CIEA CPOKA HA FOJHOCT, OTOS/IA3aH BBPXY KapTOHEHaTa ONAaKoBKa H
TybaTa. CPOKBT Ha rOAHOCT OTroBaps Ha OCJICAHHA JEH OT IIOCOYEHHA Mecell,

Cpok Ha MOJHOCT CJIeJ OTBapSHE Ha ITbPBHYHATA ONAKOBKA: 28 AHH.
He m3non3eaiTe TOBa NE€KapcTBo, ako 3abenexure Baaumu Oene3sy Ha HAPYIIABaHE Ka4YECTBOTO Ha

MPOAYKTA.

He wu3xBppiisiiiTe JNeKapcTBaTa B KAHAMM3ALMATA WM B KOHTEHHEpa 3a IOMAalIHH OTMaAbiH.
IMommuraiite Bamna dapMaueBT kak Aa M3XBBPIATE JIEKAPCTBATA, KOMTO Bede He M3MmoisBaTe. TesH
MEPKH II¢ CIIOMOTHAT 3a Olla3BaHe Ha OKOJIHATa cpeja.

6. CrAbpAkaAHHE HA ONAKOBKATA H AONMBJIHHTE/IHA HHPOPMATIHS

KakBo ¢cpabpxa Jakrapun
- AKTHUBHOTO BEILUECTBO €. MHKOHA3011.
- Jpyrure cbCTaBKH ca:
KapTO(EHO HHIINECTE
3axapHH HaTpuii (E954)
noyiucopbar 20
NOPTOKANOR apoMaT (ChALPKAL aNCPreHH, UUTpaN, LWTPOHENON, JHMHANON, TEpPaHHOI,
d-nmMMOHEH)
KaKaOB apoMaT (ChAbpXKALL ajicpreHH: OeH3HNI0B aTKoX0, O€H3MNIOB GeH3oar)
eTaHOM
CIIMLEPON
NPECYACTCHA BOJA

Kak m3raexaa JIakTapul B KAaKBO ChALPXKA ONAKOBKATA
JakTtapuH ce npeyiara noa ¢popma Ha nepopayieH rel:

* TyOn o1 40 g ¢ MepHTENnHa JIpKHYKa OT 5 ml;
° €1HA ITH/THE MEPHTENHA JIBKHAYKA ChAbPKA 124 mg MUkoHA30JT,
- €MH rpaM OT I'ena ceaAbpka 20 mg MHKOHA30/1.
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ITpaTexaTe)1 Ha pa3pemeHAETO 32 YHOTpela
McNeil Healthcare (Ireland) Ltd.

Airton Road, Tallaght

Dublin 24

Hpnanaus

Ilpon3BoauTen
JANSSEN PHARMACEUTICA N.V.
Turnhoutseweg 30

B-2340 Beerse
benrusa

3a JgonwaHMTENHa HWHGOpPManMd OTHOCHO TOBa JIEKApCTBO, MOJIA CBBpPXKETE €€ ¢ JOKAJIHWA
MpENCTABHTE Ha MPHTEXATEld Ha pa3pelIeHHeTo 3a ynorpeda:

HMaxoncer & JlxonceH benrapus EOOH
*K.K. Mnanocr 4,

buzHec [Tapk Codus, crpana 4

Codun 1766

Ten.: 02/ 489 94 00
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