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

1.1. UpeHTndmkaTop Ha npoayKra
VITA ENAMIC Blocs, Disc

TbproBcko HaumeHoBaHue
VITA ENAMIC, VITA ENAMIC multiColor

1.2. UgeHTndMUnpaHu ynotpebu Ha BEWeCcTBOTO UM CMEeCTa, KOUTO ca OT 3HaYeHUe, U ynoTpebu, KOMTo He
ce npenopbyBar
Ynotpe6a Ha BelwecTBOTO/CMECTaA
M3genusa ot KaMbK, runc, LMMEHT, CTbkio u kepamuka Auxilary for manufacture of dental products

1.3. Nogpo6HU gaHHM 3a JOCTaBYMKA HA MHOPMAaLVMOHHUSA NUCT 3a 6e3onacHOCT

dupma/lponssoguten: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Agpec: Spitalgasse 3
MNpapa: D-79713 Bad Spackingen
MoweHcka kyTus: 1338
D-79704 Bad Spackingen
TenedoH: +49(0)7761-562-0 dakc: +49(0)7761-562-299
EnekTpoHHa nowa: info@yvita-zahnfabrik.com
OTrOBOPEH CbTPYAHUK: regulatory affairs
EnekTpoHHa nowa: info@yvita-zahnfabrik.com
Internet: www.vita-zahnfabrik.com
OtroBopeH OTgern: Regulatory Affairs

Opyrv gaHHmn
medical device

PA3MEJ 2: OnucaHme Ha onacHoCcTUTe

2.1. KnacudmympaHe Ha BeLeCcTBOTO UK cMecTa

PernameHT (EO) Ne 1272/2008
Tasu cmec He e knacuduumpaHa kato onacHa cernacHo PernameHT (EO) Ne 1272/2008.

2.2. EnemeHTM Ha eTuKeTa

2.3. ipyru onacHocTtuH
Hsama Hann4yHa nHpopmaums.

PA3[0EN 3: CxcTaB/MHbopmaLma 3a cCbCTaBKUTe

3.2. Cmecu

Xumunyecka XapakTepucTuka
M3genusa ot kaMbK, rMnc, LMMEHT, CTHKII0 1 KepamMmuka

OnacHM cbCTaBKU

HuKosi/HMKOM (cbrnacHo PermameHT (EO) Ne 1907/2006 (REACH))

PA3[OEN 4: Mepku 3a nbpBa nomMmoly,

4.1. OnucaHue Ha MepKUTe 3a NbpBa NOMOLY

Cnep BaovwiBaHe
[a ce nogcurypu 4icT Bb3gyx.

MHBeHTapeH Homep: 5 - 3amecTBa Bepcus: 4 bg [ara Ha nevaT: 16.08.2023



mailto:info@vita-zahnfabrik.com
http://www.vita-zahnfabrik.com

VITA Zahnfabrik H.Rauter GmbH & Co.KG
MUHcdopmaumoHeH Jluct 3a besonacHocTt
cbrnacHo PernameHT (EO) Ne 1907/2006

VITA ENAMIC Blocs, Disc
[ata Ha koHTpon: 15.08.2023 Katanor Ne: 270 Ctpanuua 2 ot 7

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.

JonbnHUTenHn ykasaHus
SaM'prGHaTa BOAda OT raceHe ga ce c1=6mpa otaenHo.[a He ce gonycka U3TM4aHeTo 1 B KaHanuaaumaTa unm
OTKpUTUTE BOAMWU.

PA3[EIN 6: Mepku npy1 aBapunHO n3nyckaHe

6.1. JluuHu npegnasHu Mepku, NpeanasHU cpegcTBa v Npouenypv Npu cnewHn cnyyau
O6wm ykazaHus
[a ce n3bsarsa obpasysaHeTo Ha npax. [la He ce BAMLIBa npaxa.

6.2. MpegnasHn Mepku 3a onasBaHe Ha OKOJIHaTa cpeda
[a He ce ponycka NpOHUKBaHE B KaHanu3auusita unv oTKpuTUTEe BOAHU HacerHu.

6.3. MeToan 1 maTepuanu 3a orpaHu4YaBaHe U MNOYUCTBaAHEe

Opyra nncpopmauus
[a ce cbbupa mexaHu4yHo. BaeTuar matepuan ga ce TpeTnpa cbobpasHo pasgena 3a oTnagbLu.

6.4. No3oBaBaHe Ha Apyru pasgenu
CurypHa ynoTpeba: BwxTe pasgen 7
MHaomBmnayanHo 3awmuTtHO obopyaBaHe: BuxXTe pasagen 8
M3Bo3BaHe: BmxTe pa3gen 13

PA3[OENN 7: O6paboTka n cbXxpaHeHue

7.1. NMpegna3Hu Mmepku 3a 6esonacHa pa6ora

YnbTBaHUA 3a 6e3onacHa ynotpeba
He ca Heobxogumu cneumanHn mepku 3a 6e3onacHocCT.
YKa3saHusA 3a 3aWmTa oT eKCnno3us u noxap
He ca Heobxoavmu cneuuanHn Mepku 3a NpoTMBOMNOXapHa 3aluTa.
CbBeTH OTHOCHO obLjaTa XxurueHa Ha Tpyaa
Csanete 3aMmbpceHoTO 06eko. [la ce nammBaT pbLieTe Npeamn Noyvska U B kpast Ha paboTHus AeH. [a He ce
ae, nue, Nyl 1 Jonycka Xxpema Ha paboTHOTO MACTO.
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7.2. YcnoBusA 3a 6e30nacHO CbXxpaHsaBaHe, BKNOYNTENTHO HECHLBMECTUMOCTU

W3unckeaHusa 3a cKnagose u pesepsoapu
CbabT Oa ce AbpXKK NITbTHO 3aTBOPEH.

UHdopmMauusa 3a cbxpaHeHUe B 06K CKNagaoBU NOMeLLeHuUs
He ca Heobxoammu cneunanHu mepkmn 3a 6e3onacHocT.

7.3. CneundmyHa(u) kpanHa(u) ynotpe6ba(u)

M3genusa ot KaMbk, runc, LMMEHT, CTbko u kepamuka Auxilary for manufacture of dental products

PA3LEN 8: KoHTpon Ha eKcno3uuuaTa/NMMYHU NnpeanasHu cpeacTea

8.1. MapameTpu HA KOHTPO

8.2. KoHTpon Ha ekcno3uumusTa

MHamMBuayanHyu Mepku 3a 3awuTa, KaTo HanpuMmep NMYHU NpeanasHn cpeacTBa

3awumTta Ha ouuTte/nuueTo
M3anonseante npeanasHu oumna/npegnasHa macka 3a nuue.

3awmTa Ha pbueTe
Mpu paboTa ¢ XMMUYeCKM BeLLLeCTBa [ia Ce HOCSAT CaMO pbKaBULM 3a XMMUYECKa 3alunTa, 0603Ha4YeHN CbC 3HaK
CE, BkntouBaLy yeTnpuuudpeH KoHTporieH Homep. BuabT Ha pbkaBuuuTe 3a Xummnyecka sawimra Tpsabea
BHUMaTENHO Aa 6bae noabpaH B 3aBMCUMOCT OT KOHLIEHTpaLUMATa U KONIMYECTBOTO HA OMaCHW BELLECTRA,
cbobpasHo cneuudmkara Ha paboTHOoTo MACTO. IMpu cnyyan Ha cneumanHa ynotpeba ce npenopbYBa cnpaBka C
NPOV3BOAUTENS, AaNV rOpenocoYeHnTe 3alUTHN pbKaBULIM NpUTexasaT HeobxoamMmaTta yCTOMYMBOCT Ha
XUMUKanu.

3awumTa Ha KoxaTta
3non3eaHe Ha 3alWmUTHO 0bnekno.
3awmTa Ha guxaTenHuTe NbTULLa

Mpn HegocTaTbYHa BEHTUNAUMUSA HOCETE CPeACcTBa 3a 3almuTa Ha gnxaTenHute nbTuwa. [la He ce BavLwBa npaxa.
MorpuxeTe ce 3a 4OCTaTbYHO BEHTUNALNA Y TOYKOBO N3CMYKBaHE Ha KPUTUYHU TOYKN.

PA3OEJ 9: ®u3anyHu n XMMM4YHU CBOMCTBA

9.1. UHchopmaLmsi OTHOCHO OCHOBHUTE (DU3UYHU U XMMUYHU CBOMUCTBA

CbCTOsIHME Ha BELLEeCTBOTO: TBbPA

UsaT:

Mupusma: 6e3 mupuc

Touka Ha ToneHe/Tovka Ha 3aMpb3BaHe: Heonpeaenex

Touka Ha KMNeHe Unn HavarnHa To4ka Ha ?

KUMeHe 1 MHTepBan Ha KuUneHe:

3ananumoct: Heonpeaenex
HEMNpUNoXnm

AorHa rpaHuua Ha B3puBSieMOCT: Heonpeaenex

ropHa rpaHviLa Ha B3p1BSIEMOCT: Heonpeaenex

Todka Ha Bb3nnaMeHsBaHe: ?

TemnepaTypa Ha pa3nagaHe: HeonpeaeneH

CTorHocT Ha pH: HeonpeaeneH

Pa3TBoprMOCT BbB BoAa: He

Opyru pastBoputenu

HeonpeaeneH
KoeduuneHT Ha pasnpegeneHve HeonpeaeneH

n-okTaHon/sopa:
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MapHo HansraHe: <=1100 hPa
(npun 50 °C)
MnbTHOCT: 2,00000 g/cm?
OTHOCUTENHA NBLTHOCT Ha NapuTe: HeonpeaeneH

9.2. ipyra nudopmauus

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

[pyru xapakTepucTuku 3a 6esonacHocT
OTHOCMKTENHA CKOPOCT Ha U3NapeHue: Heonpeaenex
CbAabpxaHve Ha TBbPAO BELLECTBO: 0,0 %

PA3OEN 10: CTabunHocT u peakTUBHOCT

10.1. PeakuMoOHHA CNOCOOGHOCT

Mpwv npaBunHo 6opaBeHe 1 CbXxpaHeHne B CbOTBETCTBUE C pasnopeaduTe He Bb3HMKBAT OMacHW peakumi.

10.2. XuMn4Ha cTabunHocT

MpoayKTbT e CTabuneH, ako ce CbxpaHsiBa Npyu HopMarnHa TeMnepaTtypa Ha okonHaTa cpea.

10.3. Bb3MOXHOCT 32 ONacHU peakuumn

He ca n3BecTHu onacHu peakumu.

10.4. YcnoBus, KOUTo TpsibBa aa ce usbsareat
HUKOS

10.5. HecbBMecTUMK MaTepuanu
Hsama HannyHa nHdpopmauus.

10.6. OnacHM NpoAyKTU Ha pasnagaHe
He ca n3BecTHV onacHu NpoAYyKTU 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 ocHOBa Ha HanMYyHMTE AAHHWU HE Ca U3MbITHEHU KpUTEpUUTE 3a Knacuduumpaxe.
KaHueporeHHU, NpOMeHSALLM reHOTUNA M YBpeXAallM pasMHOXaBaHETO Bb3AeNCTBUA
Bb3 ocHOBa Ha HanMYyHUTE AAHHU HE Ca U3MbITHEHU KpUTEpUUTE 3a Knacuduumpaxe.

CTOO (cneuncunyHa TOKCUYHOCT 3a onpeaerieHn opraHun) - eqHOKpaTHa eKCno3muus
Bb3 ocHOBa Ha HanW4yHUTE JAaHHU HE Ca U3MbIIHEHU KPUTEPUUTE 3a KnacuduumpaHe.
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CTOO (cneuundnyHa TOKCUYHOCT 3a onpeAerieHn opraHu) - NoBTapsilla ce eKCrno3uuus
Bb3 ocHOBa Ha HanWYHUTE JaHHW He ca U3MbIIHEHW KpUTepuuTe 3a knacuduumupaHe.
OnacHOCT Npu BAULLBaHe
Bb3 ocHOBa Ha HanW4yHUTE JaHHW He ca U3MbIIHEHU KpUTepuuTe 3a knacuduumpaHe.

Opyrv AaHHU 3a NpoBepKU
CwmecTa e knacuduumpaHa kaTo He ornacHa no cmucena Ha Pernament (EO) Ne 1272/2008 [CLP].

PA3LOEN 12: Exkonorm4yHa nHcgpopmaums

12.1. TOKCUYHOCT
MpoaykTbT He e: TOKCUYHM 3a okornHaTta cpeja.
12.2. YCTONYMBOCT M pa3rpagmmocTt

npOﬂyKT'bT He € TeCTBaH.

12.3. Buoakymynupatia cnoco6HoCT
[MpoayKTbT He e TecTBaH.

12.4. NpeHOCMMOCT B no4yBarta
[MpoayKTbT He e TecTBaH.

12.5. PesynTtatu ot oueHkata Ha PBT u vPvB

BellectBaTta B cmecTa He OTroBapAT Ha kputepuuTe 3a PBT/vPvB cbrnacHo REACH, Mpunoxenue XIII.
MpoaykTLT He e TecTBaH.

12.6. CBOMCTBA, HapywaBawm hyHKLUNTE HA eHOAOKPUHHAaTa cucTtema
To3u NPOAYKT HE CbAbpPXKa BELLECTBO, KOETO NPUTEXaBa CBOMNCTBA, BOAELLM 0 HapyLlaBaHe Ha yHKUMUTE Ha
€HOKPMHHAaTa CMCTeMa Mo OTHOLLUEHWE Ha HeLeNeBn OpraHn3mu, Tbid KaTO HIMa KOMMOHEHTW, KOUTO Aa OTroBapsiT
Ha KpuTepuuTe.

12.7. Opyru HeGnaronpuaTHu edrekTn
Hama HannyHa nHpopmaums.

OonbnHUTeNnHM gaHHU
[a ce n3bsrea Mn3nyckaHe B OKoJ1HaTa cpena.

PA3[MEJ 13: O6e3BpexaaHe Ha oTnagbLuuTe

13.1. MeToam 3a TpeTMpaHe Ha oTnagbuu

U3xBBbpnsHe Ha oTNnaabLu
[a He ce gonycka NpOHUKBaHE B kKaHanu3auusita unv oTkputute BogHu 6acerinn. OTnagbumTe Aa ce U3BO3BaT B
CbOTBETCTBUE C aAMUHUCTPATMBHUTE pa3nopenou.

N3xBbpnsiHe Ha HEMOYUCTEHN ONAKOBKMX U NpenopbYaHM NOYUCTBALLM NpenapaTu
[a ce namue obunHo ¢ Boga. HanbnHo nsnpasHeHnTe onakoBkyM MoraTt Aa 6baaTt peunknmpaHu.

PA30EN 14: UHdopmaLmsi OTHOCHO TPaHCNOPTUPAHETO

CyxonbTteH TpaHcnopTt (ADR/RID)
14.1. Homep no cnuckka Ha OOH No dangerous good in sense of this transport regulation.
Wnu naeHTUUKaLMoHeH Homep:
14.2. TOYHO HaMMeHOBaHUEe 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.
PeueH TpaHcnopT (ADN)
14.1. Homep no cnuckka Ha OOH No dangerous good in sense of this transport regulation.
Unu naeHTUUKaLMoHeH HoMep:
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14.2. ToMyHO HaMMeHOBaHUe Ha
nparkara no cnucbka Ha OOH:
14.3. Knac(oBe) Ha onacHOCT npu

TpaHcnopTupaHe:
14.4. OnakoBbY4Ha rpyna:

TpaHcnopt no mope (IMDG)
14.1. Homep no cnuckka Ha OOH
unu naeHTUdMKaLMOHEH HOMep:
14.2. TOYHO HaUMEeHOBaHWe Ha
npartkata no cnuckka Ha OOH:
14.3. Knac(oBe) Ha onacHOCT npu
TpaHcnopTupaHe:
14.4. OnakoBbY4Ha rpyna:

Bb3ayuweH TpaHcnopTt (ICAO-TI/IATA-DGR)
14.1. Homep no cnucbka Ha OOH
Unu uaeHTudUKaLmMoHeH HoMmep:
14.2. TOYHO HaMMeHOBaHUe Ha
npartkarta no cnucbka Ha OOH:
14.3. Knac(oBe) Ha onacHoOCT npu

TpaHcnopTupaHe:
14.4. OnakoBbLY4Ha rpyna:

14.5. OnacHoOCTM 3a OKoJiHaTa cpega
OlMNACHO 3A OKOJTHATA CPEJA:

No dangerous good in sense of this transport regulation.
No dangerous good in sense of this transport regulation.

No dangerous good in sense of this transport regulation.

No dangerous good in sense of this transport regulation.
No dangerous good in sense of this transport regulation.
No dangerous good in sense of this transport regulation.

No dangerous good in sense of this transport regulation.

No dangerous good in sense of this transport regulation.
No dangerous good in sense of this transport regulation.
No dangerous good in sense of this transport regulation.

No dangerous good in sense of this transport regulation.

He

14.6. CneumanHu npeanasHn Mepku 3a noTpedourenure

Hama HannyHa nHpopmaums.

14.7. MopCcKu TpaHCNOPT Ha TOBapy B HACUMHO CbCTOAHUE ChINAacHO MHCTPYMeHTU Ha MexxayHapoaHarta

MOPCKa opraHu3auusa
HENPUNoXum

PA3OEN 15: NHdhopmauusa oTHOCHO HOpMaTUBHaTa ypeaba

15.1. CneundcdnyHM 3a BELLECTBOTO UM CMecTa HOpMaTUBHa ypep.ﬁalsaKOHo.quenCTBo OTHOCHO

6e3onacHOCTTa, 34paBeTo U OKonHaTa cpega

EC PerynatopHa uHdopmaums

HanHu 3a gupektusa 2012/18/EC
(SEVESO Ill):

HauunoHanHm pasnopenbu

BambpcaBaHe Ha BoguTe knac (D):

He nognexwu Ha Onpektnea 2012/18/EC (SEVESO III)

- - He3aMbpcAaBall BoauTe

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

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

PA3LOEN 16: Opyra nHcgopmauus

MpomeHn

To3M CNMChK CbAbpXKa NPOMEHN B cpaBHEHWe C NpeauliHaTa Bepcus B pasgen(un): 1.
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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 cbKpalleHns 1 akpoHumK BX. Tabnuuara Ha http://abbrev.esdscom.eu
ﬂOI‘I'anVITenHVI AaHHU
[aHHuTe ce 6asupaT Ha AHELIHOTO CbCTOSIHME Ha HaLLUTE NO3HaHWS, HO Te He AaBaT rapaHuusi 3a CBOMCTBaTa Ha
NpoAyKTUTE N HE Ca OCHOBA 3a 3aKOHHW JOrOBOPHM OTHOLUEHMS. MonyyaTensaT Ha HalwmTe NpoaykTu Tpsibea aa
cbbnogaBa Ha co6CcTBEHaA OTTOBOPHOCT CMa3BaHETO Ha ChLUECTBYBALLM 3aKOHM U pasnopenbu.

(danHume 3a onacHume gewiecmea, enusauu 8 cbcmasa, ca 83emu suHaz2u om rnocredHama eanuoHa
mabnuyama c napamempu 3a 6ezonacHocm ripu paboma, ocugypeHa om rnoddocmasyuka.)
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