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PA3[OEN 1: UpeHTudmkaumsa Ha BelecTBOTO/CMeCcTa U Ha ApyKecTBoTo/npeanpuAaTMeTo

1.1. UpeHTndmkaTop Ha NnpoayKTa
VITA LUMEX UNIQUE Paste

1.2. UgeHTUdULIMPaHU yNnoTpebu Ha BeLEeCTBOTO UMM CMEeCcTa, KOMTO ca OT 3Ha4YeHue, U ynoTtpedéu, KOUTo He
ce npenopbyBat
YnoTtpeba Ha BewecTBoTO/CMECTa
Ynotpeba Ha nabopaTtopHu peareHTu

1.3. Nogpo6HU AaHHU 32 AoCTaBYMKa Ha MH(OPMALMOHHUS NTUCT 3a 6e30NacHOCT

dupwma/llponssoaunten: VITA Zahnfabrik H.Rauter GmbH & Co.KG

Apnpec: Spitalgasse 3

Mpan: D-79713 Bad Sackingen

TenedoH: +49(0)7761-562-0 dakc: +49(0)7761-562-299
EnexTpoHHa nowa: info@vita-zahnfabrik.com

OTrOBOPEH CbTPYAHUK: regulatory affairs

EnexTpoHHa nowa: info@vita-zahnfabrik.com

Internet: www.vita-zahnfabrik.com

OtroeopeH OTgern: Regulatory Affairs

Opyrv paHHu
medical device

PA3[EN 2: OnucaHue Ha onacHoOCTUTEe

2.1. KnacudmympaHe Ha BewwecTBOTO UK cMecTa

PernameHT (EO) Ne 1272/2008
Tasu cmec He e knacudmumupaHa KkaTo onacHa cbrrnacHo PernameHT (EO) Ne 1272/2008.

2.2. EnemeHTN Ha eTUKeTa

2.3. ipyru onacHocTu
Hsama Hann4yHa nHpopmaums.

PA3[EN 3: CbcTaB/MHpOpMaLma 3a CbCTaBKUTE

3.2. Cmecu

XrumMmuyecka xapakrepucTuka
Kepamuka

BaxHu cbcTaBKM

HUKOSI/HMKOM (cbrmacHo PernameHT (EO) Ne 1907/2006 (REACH))

PA3LEJ 4: Mepku 3a nbpBa NomoLy,

4.1. OnucaHMe Ha MepKUTe 3a NbpBa NOMOLY

Cnep BOovwBaHe

[a ce noacurypu 4nicT Bb3ayx.
Cnep KOHTaKT € KoXaTa

[a ce namue obnnHo ¢ Boga. CBanere 3aMbpPCEHOTO OBNEKIOo 1 ro usneperte Npean NoBTOpHa ynoTpeba.
Cnep KOHTAKT C ouuTe

BeaHara 1 o6unHo ga ce nannakHe ¢ o4eH Ayl unm Boaa.
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Cnep nornblyaHe
BeaHara ga ce usnnakHe yctarta v Aa ce faga noBeve Boga 3a NnueHe.

4.2. Han-cbluecTBEHU OCTPU M HAacTbNBalLM cnes U3BECTEH Nepuos oT BpeMe CUMNTOMU U edekTu
Hsama Hann4yHa nHpopmaums.

4.3. Yka3aHue 3a Heo6X0gMMOCTTa OT BCAKaKBU HEOTNIOXKHU MEOULIMHCKU FPUXKU U cneuunanHo neyeHume
CuMnNTOMaTUYHO NeYeHue.

PA3[EN 5: NpoTnBonoxapHu Mepku

5.1. CpeacTBa 3a raceHe Ha noxap

Mopxoaswm noxaporacuTenHu cpeacTea
MepkuTte 3a raceHe Ha noxapa fa ce cbobpassT ¢ obkpbkaBalwata cpega.

5.2. Oco6eHu onNacHOCTU, KOUTO MNPOU3TMYAT OT BELLEeCTBOTO UMM cMecTa
HebannameHum.

5.3. CbBeTH 3a NoXapHUKapuTe
B cnyyaii Ha noxap: [la ce Hocy NpoTMBOra3 ¢ aBTOHOMHO NOAABaHe Ha Kucrnopoa.

D,OITbHHVITenHVI YKa3aHusa
3ambpceHaTa Bofa OT raceHe fa ce cbbupa otgenHo.[la He ce gonycka U3TUYAHETO 1 B KaHann3auuara unm
OTKpUTUTE BOAOMWU.

PA3LEJ 6: Mepku npu aBapMnHO uU3nycKkaHe

6.1. Jln4uHu npegnasHu Mepku, NpegnasHyU cpeacTBa U npoueaypu Npu cnewHu cny4yau
06K yKkasaHua
[a ce n3bsrea obpasyBaHeTo Ha npax. [la He ce BouLLBa npaxa.

6.2. MpegnasHu Mepku 3a onasBaHe Ha OKOJIHaTa cpega
[la He ce gonycka NpoHVKBaHE B KaHanu3auusTa Unu oTKpuTuTe BogHu bacenHu.

6.3. MeTtogm u maTepuanu 3a orpaHu4aBaHe U NOYUCTBaHe

Apyra nncopmauusn
[a ce cbbupa mexaHn4Ho. B3eTnat matepuan aa ce Tpetupa cbobpasHo pasaena 3a otnagbLm.

6.4. Mo3oBaBaHe Ha gpyru pasgenu
CurypHa ynotpeba: BuwxTe pasgen 7
WHameuayanHo 3awmtHo obopyasaHe: BuxTe pasgen 8
M3Bo3BaHe: BuxKTe pasgen 13

PA3[EI 7: O6pa6boTka n cbXxpaHeHue

7.1. NpegnasHu mepku 3a 6e3onacHa pa6ora

YnbTBaHuA 3a 6e3onacHa ynorpeba
He ca Heobxoaumu cneumanHm mepky 3a 6esonacHocCT.

YKa3aHus 3a 3aluTa oT eKCnsio3usi U noxap
He ca Heobxogmmun cneumanHmn Mepky 3a NPOTMBOMNOXapHa 3aluTa.

CbBeTU OTHOCHO ob6LlaTa XurmeHa Ha Tpyaa
Ceanete 3aMmbpceHoTo 06nekno. [la ce nammear pbLeTe npeau nNovMBKa 1 B kpast Ha paboTHua aeH. [la He ce
sane, nve, nNywun 1 gonycka xpema Ha paboTHOTO MACTO.

7.2. YcnoBus 3a 6e30nacHO CbXpaHsBaHe, BKIKYUTENIHO HECHLBMECTUMOCTHU

N3anckeaHus 3a cknagose u pesepBoapu
CbabT Aa ce ObpXU NITbTHO 3aTBOPEH.
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MH(bOpMaLlMH 3a CbXpaHeHne B o6lWwu cknapoBu NoMeLeHUs
He ca Heobxoaumu cneumnantm MEpPKKM 3a 6e3onacHocT.

7.3. CneuundcunyHa(m) kpanHa(u) ynotpeba(un)

Ynotpeba Ha nabopaTopHu peareHTu

PA3[LEN 8: KoHTpon Ha eKcno3vuuaTa/nM4Hu npeanasHyu cpeacTBa

8.1. MapameTpun Ha KOHTpON

8.2. KoHTpon Ha ekcno3mumsita

MHAMBMAyaﬂHM MEepKU 3a 3aliuTa, KaTo HanpumMmep NMYHU npeanasHu cpeancTea

3awumTa Ha ounTe/nuueTo

M3nonaBsawTte npegnasHu oqmna/npeunasHa Macka 3a nuue.

3awmTa Ha pbueTe

Mpu paboTa c xMMMYeckn BeLLecTBa a Ce HOCAT CamMO PbKaBULM 3a XMMUYecka 3almTa, 0603Ha4yeHn Cbe 3HaK
CE, BkntoyBaLL yetupmumdpeH KoHTponeH Homep. @ONBR (HuTtpunos kayuyk) 02.B008235 lNpu cnyyan Ha
cneumanHa ynotpeba ce npenopbyBa cnpaBka C NPOM3BOAMTENS, Aanu rOPENOCOYEeHUTE 3alUUTHN PbKaBULIA
nputexasaT Heobxoammara yCTOMYMBOCT Ha Xumukanu. MNpenopbynTenHy BUAOBe 3alimMTHU pbkaBuum KCL

Dermatril P
3awumTa Ha KoxaTa

M3nonseaHe Ha 3almMTHO 06nekno.
3awmTa Ha guxarTenHUTe NbTULLA

[NorpmxeTe ce 3a 4OCTATbYHO BEHTUNAUMUSA N TOYKOBO M3CMYKBAHE Ha KPUTUYHU TOYKU. TexHu4ecka BeHTunauus

Ha pa6OTHOT0 MACTO

PA3OEN 9: ®u3nyHu n XMMUYHU CBONCTBA

9.1. UHchopMaLMsA OTHOCHO OCHOBHUTE (PM3UYHMU U XUMUYHU CBOMUCTBA

CbCTOsIHME Ha BELLECTBOTO:

LiBaT:

Mwupuama:

Touka Ha ToneHe/Touka Ha 3aMpb3BaHe:
Touka Ha KuneHe Unu HadanHa To4ka Ha
KUMEeHe U UHTepBar Ha KUMNeHe:
B3ananumoct:

AOrHa rpaHuua Ha B3pMBAEMOCT:

ropHa rpaHula Ha B3pMBSEMOCT:

Touyka Ha Bb3nnamMeHsiBaHe:

TemnepaTypa Ha pa3nagaHe:

CTtonHoCT Ha pH:

PasTtBopumocT BbB Boga:

Opyru pastBoputenu
HeonpeaeneH

KoedunumeHT Ha pasnpeneneHune

n-okTaHon/soga:

MapHo HansiraHe:

(npn 50 °C)
MnbTHOCT:
OTHOCKTENHa NBTHOCT HAa NapuTe:

9.2. Ipyra nichopmaumsa

6e3 Mmupuc

HeonpegeneH
X

HeornpegerneH
HENPUNoOXnm
HeonpeaeneH

HeonpeaeneH
X
HeonpeaeneH
HeonpeaeneH
He

HeonpeaeneH

<=1100 hPa

2,40000 g/cm?®
HeonpeaerneH

MHBeHTapeH Homep: 1

BG - bg

[ara Ha nevat: 05.06.2025




VITA Zahnfabrik H.Rauter GmbH & Co.KG
MHdopmaumnoHeH Jlnct 3a bBesonacHocTt
cbrnacHo PernameHT (EQO) Ne 1907/2006

VITA LUMEX UNIQUE Paste
[ata Ha koHTpon: 05.06.2025 Karanor Ne: 3153 CtpaHuua 4 ot 7

UHcpopmauusa BB Bpb3Ka € KnacoBeTe Ha hM3nyHa onacHocT
BapusoonacHocTu
MpoaykTbT He e: EkcnnosneeH.
Temnepatypa Ha camo3anansaHe
TBbpAO BeLeCcTBO: HeonpeaeneH
Mas: HEenpuNoXxnm
Oxkcuampalym cBorcTBa
He nogabpxa ropeHeto.

[pyru xapakTepucTuku 3a 6esonacHocT
OTHOCKTENHa CKOPOCT Ha M3napeHue: HeonpeaeneH
CbAabpkaHue Ha TBbPOo BELLEeCTBO: 100,0 %

PA3LOEN 10: CTabunHocT n peakTUBHOCT

10.1. PeakumoHHa cnocobHoCT
Mpu npaBunnHo 6opaBeHe M CbXxpaHeHe B CbOTBETCTBUE C pa3nopenbnte He Bb3HMKBAT ONacHU peakuuu.

10.2. XumMun4yHa cTtabunHocTt

MpofyKTbT e CTabuIeH, ako ce CbxpaHsiBa Npy HopMmarHa TemnepaTypa Ha OKonHaTa cpega.

10.3. Bb3MOXHOCT 32 ONacHU peakuumn

He ca n3BecTHM onacHu peakumm.

10.4. YcnoBus, kKouto TpsibBa Aa ce usbsrear
HUKOSI

10.5. HecbBMecTUMU MaTepuanu
Hsama HannyHa nHdopmauus.

10.6. OnacHM NpoAYyKTU Ha pa3nagaHe
He ca n3BecTHM onacHu NpoayKT! Ha pasrnaraHeTo.

PA3[0EN 11: TokcukonornyHa nHcgopmaumsa

11.1. UHchopmauums 3a KnacoBeTe Ha ONacHOCT, onpedeneHu B PernameHT (EO) Ne 1272/2008

CunHa TOKCM4YHOCT
B3 ocHOBa Ha HaNMYHUTE AaHHU HE Ca U3MbIHEHN Kputepunte 3a Knacmq)mu,mpaHe.

ATEmix npecmeTHaTt
ATE (opaneH) > 2000 mg/kg; ATE (nepmaneH) > 2000 mg/kg; ATE (uHxanatuseH napa) > 20 mg/l; ATE
(vHxanaTuBeH npax/aum) > 5 mgl/l

Pasppa3BaHe 1 KOPO3UBHOCT
Koposusi/apasHeHe Ha koxaTa: Bb3 ocHOBa Ha HannyHWTE AaHHU HE Ca U3MbIHEHW KpuTepuuTe 3a
knacudmumpaHe.
Cepno3sHo yBpexaaHe Ha ounte/gpasHeHe Ha ounte: Bb3 OCHOBa Ha HaNMMYHUTE AaHHW He Ca U3MbITHEHN
KputepumuTe 3a knacuduumpaxe.

CeHcubunusmnpallo gemcreue
Bb3 ocHOBa Ha HaNMM4YHWTE JaHHU HEe Ca U3MbIIHEHM KpUTEPUUTE 3a KnacudpuumpaHe.

KaHueporeHHU, NpOMeHsILLM reHOTUMNa U YBpeXxaaluu pa3MHOXaBaHeTo Bb34eMCTBUA
MyTareHHOCT 3a 3apogMLLIHUTE KNeTku: Bb3 0CHOBa Ha HaNMWYHUTE AaHHW He ca U3MbIIHEHW KpUTepunTe 3a
KnacuguumnpaHe.
KaHueporeHHOCT: Bb3 OCHOBa Ha HanuM4HUTE AaHHW He ca U3MbIIHEHW KpUTEpUMTE 3a KnacuduumpaHe.
TokCcMYHOCT 3a penpoaykumsTa: Bb3 ocHOBa Ha HanMMYHUTE AaHHW He ca U3MbITHEHW KpUTepunTe 3a
KnacuguumnpaHe.

CTOO (cneuncuyHa TOKCUYHOCT 3a onpeaerieHn opraHu) - eqHOKpaTHa eKCrno3uuus
Bb3 ocHoBa Ha HaNM4YHUTE AaHHW He ca U3MbIIHEHM KpUTEpPMUTE 3a KrnacudpuumpaHe.
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CTOO (cneuncuUyHa TOKCUYHOCT 3a onpeAenieHn opraHu) - NoBTapsiia ce eKCno3uuumsa
Bb3 ocHOBa Ha HanNWYHUTE AaHHW He ca U3MbIIHEHU KpUTEPUKUTE 3a KnacudumumpaHe.
OnacHOCT Npu BAULIBaHe
Bb3 ocHOBa Ha HanWYHUTE AaHHW He ca U3MbIIHEHU KpUTEPUKUTE 3a KnacudmumpaHe.

[Opyrn naHHu 3a npoBepKu
BeLlectBOTO € KnacMdumumpaHo Kato He onacHo no cMucbna Ha PernameHT (EO) Ne 1272/2008 [CLP].

PA3LOEN 12: EkonornyHa nHdopmaums

12.1. TOKCUYHOCT
MpogykTbT He e: TOKCUYHK 3a OKomnHaTa cpeaa.
12.2. YCTOMYMBOCT U pa3rpagumocT

npO,El,yKT'bT He e TeCTBaH.

12.3. Buoakymynupaiia cnoco6HocT

MpoAyKTLT He e TeCTBaH.

12.4. NpeHocmocCT B noyBaTa
[MpoayKTLT He e TecTBaH.

12.5. Pe3ynTtaTtu ot oueHkata Ha PBT u vPvB

BellectBata B cMecTa He oTroBapsT Ha kputepuute 3a PBT/vPvB cbrnacHo REACH, Mpunoxenne XIlII.
MpoaykTLT HE e TecTBaH.

12.6. CBoucTBa, HapylaBawm yHKUMUTE Ha eHOOKPUHHATa cucTema
To3u NpPoAyKT He CbbpKa BELLECTBO, KOETO NPUTEXaBa CBONCTBA, BOAELLM A0 HapyLLaBaHe Ha PyHKUuNTE Ha
€HOKPMHHAaTa cucTema no OTHOLLEHUE Ha HEeLleNeBN OpraHM3Mu, Tbid KaTo HAMa KOMMOHEHTU, KOUTO [ia OTrOBapsT
Ha KpuTepumTe.

12.7. Opyru HebnaronpusaTHu edekTn
Hama HannyHa nHpopmaums.

OonbnHuTeNnHU AaHHWU
[a ce n3bsrea n3nyckaHe B OkonHaTta cpena.

PA3[EI 13: O6e3BpexaaHe Ha oTNagbLUTe

13.1. MeToam 3a TpeTupaHe Ha oTnagbLK

U3xBbpnsiHe Ha oTNagbUK
[a He ce gonycka NpOHUKBaHE B KaHanNM3auuaTa unm oTkputute BogHu 6acenHn. OTnagbumTe Aa ce u3Bo3Bar B
CbOTBETCTBME C aAMUHUCTPATMBHUTE pa3nopenbu.

U3xBBbLpnsHe Ha HENOYMCTEHU ONAKOBKM U NpenopbYaHy NoYMCcTBaLLM NpenapaTu
[a ce namme obunHo ¢ Boga. HanbnHo M3npasHeHMTe ONakoBKW MoraT Aa ObAaT peumKknMpaHu.

PA3OEN 14: UHdopmaLus OTHOCHO TPaHCMOPTUPAHETO

CyxonbTteH TpaHcnopT (ADR/RID)
14.1. Homep no cnuckka Ha OOH No dangerous good in sense of this transport regulation.
WU naeHTUUKaLMoOHEeH HoMep:
14.2. TOYHO HaMMeHOBaHUe Ha No dangerous good in sense of this transport regulation.
npartkarta no cnucbka Ha OOH:
14.3. Knac(oBe) Ha onacHOCT Npu_ No dangerous good in sense of this transport regulation.
TpaHcnopTupaHe:
14.4. OnakoBbYHa rpyna: No dangerous good in sense of this transport regulation.
PeyeH TpaHcnopt (ADN)
14.1. Homep no cnuckka Ha OOH No dangerous good in sense of this transport regulation.
U naeHTUdUKaLuMoHeH Homep:
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14.2. ToyHO HAaUMEeHOBaHWe Ha No dangerous good in sense of this transport regulation.
npartkata no cnucbka Ha OOH:

14.3. Knac(oBe) Ha onacHOCT npu No dangerous good in sense of this transport regulation.
TpaHcnopTupaHe:
14.4. OnakoBbY4Ha rpyna: No dangerous good in sense of this transport regulation.

TpaHcnopT no mope (IMDG)

14.1. Homep no cnuckka Ha OOH No dangerous good in sense of this transport regulation.
WU naeHTUUKaLMOHEeH HOMep:

14.2. ToyHO HaUMEHOBaHWe Ha No dangerous good in sense of this transport regulation.
nparkata no cnucbka Ha OOH:

14.3. Knac(oBe) Ha onacHOCT npu No dangerous good in sense of this transport regulation.
TpaHcnopTupaxe:

14.4. OnakoBbY4Ha rpyna: No dangerous good in sense of this transport regulation.

Bb3gyuweH TpaHcnopt (ICAO-TI/IATA-DGR)

14.1. Homep no cnuckka Ha OOH No dangerous good in sense of this transport regulation.
unu uaeHTuduKkaLumoHeH HomMep:

14.2. ToyHO HaMMeHOBaHue Ha No dangerous good in sense of this transport regulation.
nparkara no cnuckbka Ha OOH:

14.3. Knac(oBe) Ha onacHOCT npu No dangerous good in sense of this transport regulation.
TpaHCNopTUpaHe:

14.4. OnakoBbLYHa rpyna: No dangerous good in sense of this transport regulation.

14.5. OnacHoCTHM 3a OKOJIHaTa cpega

OMNACHO 3A OKOJTHATA CPEJA: He
14.6. CneuvanHu npegnasHA Mepku 3a noTpeburtenure
Hama HannyHa nHpopmaums.
14.7. Mopcku TpaHCNOPT Ha TOBapu B HACUMHO ChCTOsIHWE ChINMAacHO MHCTPYMEHTU Ha MexayHapogHaTta
MOpCKa opraHusaums
HENpPUNoXnm

PA3LOEN 15: UHdopmaLma oTHOCHO HOpMaTUBHaTa ypenoba

15.1. CneundcdmnyHM 3a BELLECTBOTO UM CMecTa HOpMaTUBHA ypea6a/3akoHOAATEeNICTBO OTHOCHO
6e3onacHoCTTa, 34paBeTo U OKonHaTa cpega

EC PerynaTtopHa nHcopmauus
Hanuun 3a Qupektuea 2012/18/EC He nognexwu Ha dupekTtnea 2012/18/EC (SEVESO III)
(SEVESO lll):

HauunoHanHm pasnopeabu
3ambpcaBaHe Ha BoguTe knac (D): 1 - cnabo 3ambpcsiBawy, Bogarta

15.2. OueHkKa Ha 6€30NacHOCT Ha XMMUYHOTO BELUEeCTBO UNu cMec
3a ToBa BeLLEeCTBO He ca U3BbPLUBaHKN onucaHust 3a 6e3onacHoCT.

PA3LOEN 16: Opyra uHcgpopmauus
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Cprau.leva U aKpOHUMU
ADR: Accord europiien sur le transport des marchandises dangereuses par Route
(European Agreement concerning the International Carriage of Dangerous Goods by Road )
IMDG: International Maritime Code for Dangerous Goods
IATA: International Air Transport Association
GHS: Globally Harmonized System of Classification and Labelling of Chemicals
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service
LC50: Lethal concentration, 50%
LD50: Lethal dose, 50%
CLP: Classification, labelling and Packaging
REACH: Registration, Evaluation and Authorization of Chemicals
GHS: Globally Harmonised System of Classification, Labelling and Packaging of Chemicals
UN: United Nations
DNEL: Derived No Effect Level
DMEL: Derived Minimal Effect Level
PNEC: Predicted No Effect Concentration
ATE: Acute toxicity estimate
LL50: Lethal loading, 50%
EL50: Effect loading, 50%
EC50: Effective Concentration 50%
ErC50: Effective Concentration 50%, growth rate
NOEC: No Observed Effect Concentration
BCF: Bio-concentration factor
PBT: persistent, bioaccumulative, toxic
vPVB: very persistent, very bioaccumulative
RID: Regulations concerning the international carriage of dangerous goods by rail
ADN: European Agreement concerning the International Carriage of Dangerous Goods by Inland Waterways
(Accord europnen relatif au transport international des marchandises dangereuses par voies de navigation
intvirieures)
EmS: Emergency Schedules
MFAG: Medical First Aid Guide
ICAQ: International Civil Aviation Organization
MARPOL: International Convention for the Prevention of Marine Pollution from Ships
IBC: Intermediate Bulk Container
SVHC: Substance of Very High Concern
3a cbKpallieHVsa 1 akpoHumuK BX. Tabnuuata Ha http://abbrev.esdscom.eu
ﬂOI‘I'anVITenHVI AaHHU
[aHHuTe ce Ga3upaT Ha OHELHOTO CbCTOSIHWE Ha HaLLMTE MO3HAHUS, HO T€ He JaBaT rapaHuus 3a CBOWCTBaTa Ha
NPOAYKTUTE U HE Ca OCHOBA 3@ 3aKOHHMW JOrOBOPHM OTHOLLEHUS . MonyyaTensaT Ha HalmTe NpoaykTn Tpsibea Aa
cbbniofaBa Ha cobCcTBEHA OTFOBOPHOCT CMAa3BaHETO Ha CbLLECTBYBALLM 3aKOHW U pa3nopenbu.

(daHHume 3a onacHuUme sewecmsa, enu3alyu 8 cbcmasa, ca 83emu 8uHaz2u om nocrnedHama earnudHa
mabnuyama ¢ napamempu 3a 6esonacHocm rpu paboma, ocuzgypeHa om noddocmasyuka.)

MHBeHTapeH Homep: 1 BG - bg [ata Ha neyat: 05.06.2025



