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PA3OEN 1: UpeHTUdMKauma Ha BewecTBOTO/CMecTa U Ha ApyKecTBoTo/MpeanpuAaTMeTo

1.1. UpeHTndmkaTop Ha npoayKra
VITA VIONIC BASE

1.2. UpeHTMdMUMpaHu ynoTpebu Ha BELEeCTBOTO UM CMECTa, KOUTO ca OT 3HAYeHUe, U ynoTpebu, KOMTo He
ce npenopbyBat
Ynotpe6a Ha BewecTBOoTO/CMeECTa
Auxilary for manufacture of dental products, NMnactmacosu nsgenus

1.3. Nogpo6GHU AaHHM 3a JocTaBYMKa HA MHOPMAaLUWOHHUSA NUCT 3a 6e3onacHoOCT

dupwma/llponssoguTten: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Apnpec: Spitalgasse 3
Mpaa: D-79713 Bad Sackingen
MowieHcka KyTus: 1338
D-79704 Bad Sackingen
TenedoH: +49(0)7761-562-0 dakc; +49(0)7761-562-299
EnekTpoHHa nowia: info@yvita-zahnfabrik.com
OTroBOpPEH CbTPYAHWK: regulatory affairs
EnekTpoHHa nowia: info@yvita-zahnfabrik.com
Internet: www.vita-zahnfabrik.com
OTtroBopeH OTgen: Regulatory Affairs

Opyrv gaHHu
medical device

PA3[EN 2: OnucaHue Ha onacHoOCTUTe

2.1. KnacudcdmumpaHe Ha BeWeCTBOTO UMM CMecTa

PernameHT (EO) Ne 1272/2008
Tasu cMec He e knacudumumpaHa kaTto onacHa cbriacHo PernameHT (EOQ) Ne 1272/2008.

2.2. EnemeHTM Ha eTuKeTa

2.3. [lpyru onacHocTtu
Hama HanvyHa nHdopmauums.

PA3[OEN 3: ChcTaB/MHpopmaLma 3a cbCTaBKUTe

3.2. Cmecu

XumMunyecka xapaktepucTmka
Mnactmacosu nsgenus, NMonvmepHn npenapaty U CbeaAMHEHUs

OnacHu cbCcTaBKu

HuKosi/HMKon (cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH))

PA3OEN 4: Mepku 3a nbpBa noMoly,

4.1. OnucaHue Ha MepKuTe 3a NbpBa NOMoLL

O6wu ykasaHusa
He ca HeoGxoaumum cneumanin Mepku.

Cnep BaovwiBaHe
[a ce nogcurypu 4icT Bb3gyx.
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CneAa KOHTAKT C KoXaTa
[a ce namue obunHo c Boga. Ceanete 3aMbpPCEHOTO o6nekno n ro n3nepete npegn NnoBTopHa yn0Tpe6a.

Cnep KOHTaKT C ouuTe
BeaHara n o6unHo ga ce nannakHe ¢ OYeH Ayl Unv Boaa.

Cnep nornblyaHe
BepnHara fa ce nsnnakHe ycrtaTta v Aa ce Aafa noBeye Boaa 3a NUeHe.

4.2. Han-cbLiecTBeHU OCTPU M HacTbNBaLWM cried U3BECTEH Nepuon OT BpemMme cCUuMnTomu u ecdektun
Hsama HannyHa nHdpopmauus.

4.3. YKka3zaHue 3a He06X0OMMOCTTA OT BCAKAKBU HEOTIOXXHU MeAULMHCKU TPUXU U creulunanHo nevyeHne
CuMNTOMATUYHO feYeHne.

PA3LEN 5: NMpoTuBOonoxapHu MepkKu

5.1. CpeacTBa 3a raceHe Ha noxap

Moaxopsawm noxaporacutenHu cpeacraea
MepKVITe 3a raceHe Ha noXxapa ga ce Cb06p23ﬂT C 06Kp'b)KaBaLIJ,aTa cpeaa.

5.2. Oco6eHu onacHOCTU, KOUTO NPOU3TUYAT OT BELLECTBOTO UM CMecTa
HeBb3nnameHum.

5.3. CbBeTH 3a noxapHuKapure
B cnyyaii Ha noxap: [la ce HocK NPOTMBOra3 C aBTOHOMHO MoJaBaHe Ha KMCMopoa.

PA3LEN 6: Mepku npu aBapMinHO M3nyckaHe

6.1. JiInyHu npegnasHu Mepku, npeanasHu cpeacTBa M npoueaypuy Npy cnewwHu cnyvyau

O6LwWu ykasaHusa
[a ce n3bsarea obpasyBaHeTo Ha npax. [la He ce BAMLIBA Npaxa.

6.2. NMpegnasHu Mepku 3a onasBaHe Ha OKOJIHaTa cpega
He ca Heobxoavmu cneumanHu Mepku 3a 3allmTa Ha okonHaTa cpeaa. 3aMmbpceHnTe NpeaMeT U NogoBsm
HaCTUIMKKN Aa ce NOYUCTAT B CbOTBETCTBME C HapeaOuTe 3a onasBaHe Ha oKkornHaTta cpefa.

6.3. MeToau n matepmanu 3a orpaHM4YaBaHe U NOYUCTBaHE

Apyra nicpopmaums
[a ce cvbupa mexaHnyHo. B3eTnat matepuan aa ce Tpetvpa cbobpasHo pasgena 3a oTnagbLum.

6.4. Mo3oBaBaHe Ha Apyru pasgenv
CurypHa ynotpeba: BuxTte pasgen 7

MHaomBmnayanHo 3awmuTHO obopyaBaHe: BUXTe pasaen 8
M3Bo3BaHe: BuxTe pasgen 13

PA3LEN 7: O6paboTka U CbXpaHeHue

7.1. Npegna3Hun Mmepku 3a 6e3onacHa paborta

YnbTBaHUA 3a 6e3onacHa ynortpeba
He ca Heobxoavnmu cneuuanHn mepku 3a 6esonacHocT.

YKa3aHus 3a 3alymMTa OT eKCNnsio3us U noxap
He ca HeobxoamMMu cneumanHn Mepku 3a NPoTUBOMNOXKapHa 3aluTa.

CbBeTu OTHOCHO obLiaTa XurueHa Ha Tpyaa
CaneTte 3ambpceHOTO 06nekno. [la ce nammBar pbLeTe npeau NodMBka 1 B kpasi Ha paboTHus aeH. [la He ce
age, nve, Nywy u gonycka xpema Ha paboTHOTO MSCTO.

7.2. YcnoBusA 3a 6e30nacHoO CbXxpaHsaBaHe, BKNIOYNTENIHO HECHLBMECTUMOCTU
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M3ncksaHus 3a cknagose U pesepBoapu
CbAabT Aa ce ObpPXKK MITbTHO 3aTBOPEH.

UHdopmauun 3a cbxpaHeHue B o6LlWuM cknagoBU NoMeLleHUs
He ca Heobxoammu cneumantm MepKn 3a GesonacHocT.

7.3. CneumndmnyHa(u) kpanHa(u) ynotpeba(un)

Auxilary for manufacture of dental products NMnactmacosu nsgenusa

PA3[OEN 8: KoHTpon Ha ekcno3uumuaTa/NMyYHn npeanasHu cpeacTea

8.1. MapameTpu Ha KOHTpPON

FpaHUYHM CTOMHOCTU Ha XMMUYHUTE areHTU BbB Bb3Ayxa Ha paboTHaTa cpeaa

CAS Ne

XUMUYEH areHT

ppm

mg/m3|  Bn/cm3

KaTteropusa

M3TOYHNK

9011-14-7

I'IonmmeTMnmeTaKpmnaT

20

8 yaca

8.2. KoHTpon Ha ekcno3uuusiTa

MHAMBMAyanHM MEepPKHU 3a 3aljuTa, KaTo HanpumMmep NMMYHN npeanasHu cpeacrtea

3awuTa Ha ouuTe/nuueTo
V3nonseawTe npegnasHu ounna/npegnasHa macka 3a nvue. He ca HeobxoamMmuy cneumanin Mepku.

3aumTa Ha pbueTe
Mpu paboTa ¢ xnMuyecky BellecTsa A4a ce HOCAT CaMO pbKaBULIM 3a XMMUYecKa 3aLumTa, 0603HavYeHn CbC 3HaK

CE, BKMOYBaLL YETUPULMGPEH KOHTPOMEH HOMEP. BUAbT Ha pbKaBULMTE 3a XMMUYECKa 3allmTa TpsibBa
BHMMaTesIHO Aa 6bAe noabpaH B 3aBUCMMOCT OT KOHLEHTPaLMSTa U KOJNIMYECTBOTO Ha OMacHM BELLeCTBa,

cbobpasHo creuudmkata Ha paboTHOTO MsCTo. Mpwu crnyyan Ha cneumanHa ynoTpe6a ce npenopbyBa crpaeka ¢

npoun3ssoguTenad, ganm ropenocoveHnTe 3allluTHA pbKaBuULUM NputexasaTt Heobxoammara YCTONYMBOCT Ha

xummkanu. He ca Heobxogumum cneumanHm MEPKW.

3awuTa Ha Koxara
V3nonssaHe Ha 3alUTHO 0BneKno.

3awmTa Ha AuxaTenHuTe NbTUa

FlorpM)KeTe Ce 3a 0OCTaTb4yHO BEHTUNaUMA U TOYKOBO M3CMYKBAHE Ha KDUTUYHU TOYKU. [a He ce BauwBa npaxa.

PA3OEN 9: ®U3n4yHM 1 XMMUYHUN CBOUCTBA

9.1. UHchopmaLma OTHOCHO OCHOBHUTE (PU3UYHU U XUMUYHU CBOUCTBA

CbCTOSIHME Ha BEeLWEeCTBOTO:

LiBaT:
Mupusma:

TBbPA

6e3 mupuc

Touyka Ha ToneHe/ToYka Ha 3aMpb3BaHe:
Touka Ha KMMeHe UnNn HayarnHa To4vka Ha
KWMNeHe 1 UHTepBarn Ha KuneHe:
3ananumocrT:

OOrnHa rpaHuua Ha B3puUBSIEMOCT:
ropHa rpaHvLa Ha B3p1BSiEMOCT:
Touka Ha Bb3nnaMeHsIBaHe:
TemnepaTypa Ha pa3nagaHe:
CTolHoCT Ha pH:

PasTBOpMMOCT BbB BOAa:
Opyru pastBoputenmu
HeonpepaeneH

Heonpeaenex
nicht anwendbar

HeonpegeneH
HEMPUIOXNUM
HeorpeaeneH

HeonpeaeneH
?
HeonpeneneH
HeonpeaeneH
He
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KoeduuneHT Ha pasnpenenexHve HeonpeaeneH
n-okTaHon/Boaa:
MapHo HansaraHe: HeonpeaeneH
(npun 50 °C)
MnbTHOCT: nicht bestimmt
OTHOCUTENHa NBLTHOCT Ha NapuTe: HeonpeaeneH

9.2. ipyra nudopmauus

UHcpopmauma BLB Bpb3ka € KnacoBeTe Ha (puanyHa onacHocT
BapusoonacHocTu
MpoaykTbT He e: EkcnnosneeH.
TemnepaTypa Ha camo3anansaHe
TBbpPOO BELLECTBO: Heonpeaenex
[as: HEenpuNoXxnm
Okcuampalym cBorcTBa
He nogabpxa ropeHeTo.

[pyru xapakTepucTuKku 3a 6esonacHocT
OTHOCUTENHa CKOPOCT Ha M3napeHue: HeonpeaeneH
CbAabpxaHMe Ha TBbPAO BELLECTBO: 100,0 %

PA3OEN 10: CTabunHocT u peakTUBHOCT

10.1. PeakuMoOHHA CNOCOGHOCT
Mpu npaBunHo 6GopaBeHe 1 CbXpaHeHNe B CbOTBETCTBME C pasnopeaduTe He Bb3HUKBAT ONAaCHU peakumu.

10.2. XuMn4Ha cTabunHocT

MpoayKkTbT e CTabuneH, ako ce CbxpaHsiBa Npyu HopMarnHa TeMnepaTtypa Ha okoniHaTa cpea.

10.3. Bb3MOXHOCT 32 ONacHU peakuumn

He ca n3BecTHu onacHu peakumu.

10.4. YcnoBus, KOouTo TpsibBa aa ce nsbsareat
HUKOS

10.5. HecbBMecTUMK MaTepuanu
Hsama HannyHa nHdpopmauus.

10.6. OnacHM NpoAyKTU Ha pasnagaHe
He ca n3BecTHV onacHu NpoAyKTU Ha pasnaraHeTo.

PA3OEN 11: TokcukonornyHa nHcdopmauus

11.1. UHdopmauums 3a knacoBeTe Ha onacHoOCT, onpegeneHn B PernameHT (EO) Ne 1272/2008

CunHa ToKCU4HoCT
Bb3 ocHOBa Ha HanMYHUTE AAaHHWU HE Ca U3MbITHEHU KpUTEpUUTE 3a Knacuduumpaxe.
ATEmix npecmeTHaTt
ATE (opaneH) > 2000 mg/kg; ATE (aepmaneH) > 2000 mg/kg; ATE (nHxanaTtueeH napa) > 20 mg/l; ATE
(nHxanaTueeH npax/gum) > 5 mg/l
Pasgpa3ssaHe 1 KOpo3nMBHOCT
Bb3 ocHOBa Ha HanMYHWTE AAaHHWU HE Ca U3MbIIHEHU KpUTEpUUTE 3a KnacuduumpaHe.

CeHcubunusmnpallo geMcreme
Bb3 0CHOBa Ha HaNUYHUTE JAHHW HE Ca U3MbITHEHW KpUTEPUUTE 3a KnacuduyupaHe.

KaHueporeHHU, NPOMEHSILLM reHOTUNa U yBpeXaalm pasMHOXaBaHETO Bb3AeNncTBUA
Bb3 oCHOBa Ha HanNM4YHUTE JAHHU HE Ca U3MbIHEHU KpUTEpUUTE 3a Knacuduumpaxe.
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CTOO (cneuncunyHa TOKCUYHOCT 3a onpeaernieHn opraHun) - eqHOKpaTHa eKcno3muus
Bb3 ocHOBa Ha HanW4yHUTE JAaHHU HE Ca U3MbIIHEHU KPUTEPUUTE 3a KnacuduumpaHe.
CTOO (cneuncdunyHa TOKCUYHOCT 3a onpeAernieHn opraHu) - NoBTapsila ce eKkcno3muus
Bb3 ocHOBa Ha HanWYyHUTE AAaHHWU HE Ca U3NMBbIIHEHU KpUTEpUUTE 3a kKnacuduumpaxe.
OnacHocT npu BAULLIBaHe
Bb3 ocHOBa Ha HanMYyHUTE AaHHWU HE Ca U3MbITHEHU KpUTEpUUTE 3a Knacuduumpaxe.
Apyrv AaHHW 3a NpoBepKn
CwmecTa e knacuduumpaHa kaTto He ornacHa no cmucena Ha PernamenT (EO) Ne 1272/2008 [CLP].

PA3OEN 12: EkonoruyHa uHdopmaums

12.1. TokcuyHocT

MpoaykTbT He e: TOKCUYHM 3a OKoNnHaTa cpeaa.
12.2. YcTOW4UMBOCT 1 pasrpagumMocT

MpoaykTLT He e TecTBaH.

12.3. Buoakymynupaiia cnocobHocTt

npO,D,yKT'bT He e TeCTBaH.

12.4. NpeHOCUMOCT B no4yBaTa
MpoaykTbT He e TeCcTBaH.

12.5. PesyntaTtu ot oyeHkaTa Ha PBT u vPvB

BelyectBaTta B cMecTa He OTroBapsiT Ha kputepunte 3a PBT/vVPvB cbrnacHo REACH, Mpunoxexue XIIl.
MpoayKTbT He e TecTBaH.

12.6. CBoMcTBa, HapywaBawm GyHKLUMUTE HA eHOOKPUHHATa cuctema

To3u NpoayKT He CbabpKa BELLECTBO, KOETO NpUTEXaBa CBOWCTBA, BoAELLM A0 HapyLlaBaHe Ha yHKUMMTE Ha
€HAOKPUHHAaTa cucTemMa Nno OTHOLLEHWE Ha HeLEeneBn opraHnaMm, Tbil KaTo HAMa KOMMOHEHTM, KOUTO Aa OTroBapAT
Ha KpuTepuuTe.

12.7. Opyru He6naronpuaTHU echekTn
Hama HannyHa nHopmauums.

OonbNHUTENHN OAAHHN
[la ce n3bsarea nsnyckaHe B okonHaTa cpeaa.

PA3[OEN 13: O6e3BpexaaHe Ha oTnagbLuuTe

13.1. MeToam 3a TpeTupaHe Ha oTNnagbuu

U3xBbpnsiHe Ha oTNagbLM
OTnagbuuTe Oa ce U3B03BaT B CbOTBETCTBME C agMUHMUCTpaTUBHUTE pasnopenbu. Kog Ha oTnagbka/o6o03HaveHne
Ha oTnagbka cbrn. EBponeickms katanor 3a otnagbun/PernameHT 3a cnvcbka Ha oTnagbLm

U3xBbLpnsHe Ha HEMOYUCTEHU ONAKOBKMU U NpenopbyYaHM NOYUCTBALLM NpenapaTu
[a ce namue obunHo c Boga. HanbnHo nsanpasHeHnTe onakoBku Morat Aa 6baat peumknupanu. Kog Ha

oTnagbka/obo3HadeHne Ha oTnagbka cbrn. EBponeiickusa kaTanor 3a otnagbuu/PernameHT 3a cnnucbka Ha
oTnagbuun

PA3OEN 14: UHcbopmaumsa OTHOCHO TPAHCMOPTUPAHETO

CyxonbTeH TpaHcnopTt (ADR/RID)

14.1. Homep no cnuckka Ha OOH No dangerous good in sense of this transport regulation.
WNu MaeHTUUKaLMOHEH HOMEp:

14.2. TOYHO HaMMeHOBaHWe Ha No dangerous good in sense of this transport regulation.
npatkarta no cnucbka Ha OOH:

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

TPpaHCcNopTUupaHe:
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14.4. OnakoBbL4Ha rpyna: No dangerous good in sense of this transport regulation.
PeueH TpaHcnopT (ADN)
14.1. Homep no cnuckka Ha OOH No dangerous good in sense of this transport regulation.
Unu naeHTudUKaLmoHeH HomMep:
14.2. ToyHO HauMeHOBaHWe 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.
TpaHcnopTupaxe:
14.4. OnakoBbLY4Ha 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.
UNUu naeHTUUKaLMOHEeH HOMep:
14.2. ToO4HO HaMMeHOBaHUe 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. OnakoBbYHa rpyna: No dangerous good in sense of this transport regulation.
Bb3ayweH TpaHcnopTt (ICAO-TI/IATA-DGR)
14.1. Homep no cnuckka Ha OOH No dangerous good in sense of this transport regulation.
Unu naeHTUdrKaLMoHeH Homep:
14.2. TO4YHO HaMMeHOBaHUe Ha No dangerous good in sense of this transport regulation.
npartkarta no cnucbka Ha OOH:
14.3. Knac(oBe) Ha onacHOCT npwu No dangerous good in sense of this transport regulation.
TpaHcnopTUpaHe:
14.4. OnakoBbYHa rpyna: No dangerous good in sense of this transport regulation.

14.5. OnacHoOCTM 3a OKoJlHaTa cpeaa
OlNACHO 3A OKOJTHATA CPEQOA: He

14.6. CneumanHu npeanasHn Mepku 3a noTpedourenure
Hsama HannyHa nHpopmauus.

14.7. MopCKM TPaHCNOPT HAa TOBApU B HACMMHO CbCTOAHUE CbIMIACHO MHCTPYMEeHTU Ha MexxgyHapogHaTta
MOpCKa opraHuMsaums
HEenpunoXum

PA3OEN 15: UHdhopmauusa oTHOCHO HOpMaTUBHaTa ypeaba

15.1. CneumndnyHM 3a BELLEeCTBOTO UMM CMecTa HOpMaTUBHa ypenba/3akoHo4aTeNIcCTBO OTHOCHO
6e30nacHOCTTa, 3paBeTo U OKonHaTa cpega

EC PerynaTtopHa uHcopmauus
HanHun 3a gupektusa 2012/18/EC He nognexwu Ha Onpektnea 2012/18/EC (SEVESO III)
(SEVESO lll):

HauunoHanHm pasnopenbu
BambpcaBaHe Ha BoguTe knac (D): - - HezambpcABall BoauTe

15.2. OueHka Ha 6€30NacHOCT Ha XMMUYHOTO BELUEeCTBO UIIU CMeC

He ca npaBeHn TBbpAEHNSA OTHOCHO 6e3onacHoCTTa Ha BelllecTBaTa B Ta3n CMecC.

PA3LOEN 16: Opyra nHcdopmauus

MpomeHn
To3u cnucbK cbabpXKa NPOMEHW B CPaBHEHWE C NpeauvluHaTa Bepcus B pasgen(m): 1.
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CbKpalleHUs 1 akpoHUMMU
ADR: Accord europmen 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 europiien relatif au transport international des marchandises dangereuses par voies de navigation
intirieures)
EmS: Emergency Schedules
MFAG: Medical First Aid Guide
ICAO: 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 cbKpallleHusl 1 akpoHUMK BX. TabnuvuaTa Ha http://abbrev.esdscom.eu
[JonbnHUTeNHN AaHHW
[aHHnTe ce 6asupaT Ha AHELHOTO CbCTOsIHME Ha HalLUTe NO3HaHWS, HO Te He JaBaT rapaHuusi 3a CBOMCTBaTa Ha
NPoAYKTUTE N HE Ca OCHOBA 3a 3aKOHHM JOrOBOPHM OTHOLIEHUS!. MNonyyaTensaT Ha HalwuTe NpoaykTh Tpsibea aa
cbbrtogaBa Ha coGCTBEHa OTFOBOPHOCT CMAas3BaHETO Ha ChLUECTBYBALLUM 3aKOHM U pasnopenou.

(daHHume 3a onacHuUme gewecmea, 8ru3alju 8 Cbcmaea, ca 83emu guHaz2u om rnocredHama sanudHa
mabnuyama c napamempu 3a be3onacHocm rpu paboma, ocugypeHa om noddocmasyuka.)
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