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

1.1. UpeHTndmkaTop Ha npoayKra
VITA CAD-Temp Blocs, Discs

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 MNnactmacosu 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 nowa (e-mail): info@yvita-zahnfabrik.com
OTroBOpPEH CbTPYAHWK: regulatory affairs
EnektpoHHa nowa (e-mail): info@yvita-zahnfabrik.com
Internet: www.vita-zahnfabrik.com
OTtroBopeH OTgen: Regulatory Affairs
1.4. TenecdhoHeH HoMep Npwu +49-(0)761-19240

cnewHu cny4yau:

Opyrv gaHHu
medical device

PA3OEN 2: OnucaHne Ha onacHOCTUTe

2.1. KnacudcdmumpaHe Ha BeWecTBOTO UMM cMecTa

PernamenT (EO) N2 1272/2008
Tasu cmec He e knacuduumpaHa kato onacHa cernacHo PernameHT (EO) Ne 1272/2008.

2.2. EneMeHTU Ha eTUKeTaA

2.3. ipyru onacHocTtu
Hsama HanvyHa nHdopmauums.

PA3OEN 3: ChcTaB/MHopmaLma 3a cbCTaBKUTe

3.2. Cmecun

Xumuyecka xapakTepucTuka
MnactmacoBu n3genus

OnacHu cbCcTaBKu

HUKosi/HMKoN (cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH))

PA3OEN 4: Mepku 3a nbpBa noMoly,

4.1. OnucaHMe Ha MepKUTe 3a NbpBa NOMOLY

Cnep BaovwuBaHe
[a ce noacurypu 4nct Bb3ayx.
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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. MoxaporacutenHu cpeacrea

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

PA3[0EN 7: Pa6oTa 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/m?

Bn/cm3 KaTteropus

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
V3nonseaiTe npeanasHu oumna/npegnasHa macka 3a nuue.

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

XUMUKanu.

3awuTa Ha Koxara
V3nonssaHe Ha 3alUTHO 0BneKno.

3awmTa Ha AuxaTenHuTe NbTUa

Mpu HepocTaTbYHa BEHTMNALMA HOCETE CpeacTBa 3a 3alluMTa Ha AuxaTtenHuTe nbTuwa. [la He ce BaMLIBa npaxa.

PA3OEN 9: ®U3n4yHM 1 XMMUYHUN CBOUCTBA

9.1. UHchopmaLma OTHOCHO OCHOBHUTE (PU3UYHU U XUMUYHU CBOUCTBA

CbCTOSIHME Ha BEeLWEeCTBOTO:

LiBaT:
Mwupuama:

MA3meHeHUsA Ha CbCTOSAHMETO

TBbPA

6e3 mupuc

Touka Ha ToneHe/Tovka Ha 3aMpb3BaHe:

To4ka Ha KMNeHe uUnu HavasnHa To4ka Ha
KnneHe n nHTepBan Ha KunexHe:

To4ka Ha Bb3nnaMeHsiBaHe:

3ananumocT
TBbpa/TeYeH:

[as:

B3puBoonacHocTu

MpooykTbT He e: EkcnnosneeH.

OOIHa rpaHuua Ha B3pUBAEMOCT:

HeonpeaeneH

X

HeonpeaeneH
HEeNnpUuioXum

HeonpeaeneH
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ropHa rpaHuua Ha B3puUBSEMOCT: Heonpeaenex
TemnepaTtypa Ha camo3ananBaHe

TBbPOO BELLECTBO: Heonpeaenex

las: HEenpunoXxnm
TemnepaTypa Ha pa3nagaHe: Heonpeaenex
CTorHocT Ha pH: HeonpeaeneH
Pa3TBoprMOCT BbB BoAa: He
Opyru pasTtBoputenu

HeonpeaeneH
KoeduuneHT Ha pasnpeneneHve Heonpeaenex
n-okTaHon/sopa:
MapHo HansaraHe: <=1100 hPa

(npun 50 °C)

MnbTHOCT: 1,28000 g/cm?
OTHOcUTEeNHa NbLTHOCT Ha NapuTe: Heonpeaenex

9.2. [ipyra nidropmauus

UHdopmauusa BLB Bpb3Kka € KnacoBeTe Ha (pusamyHa onacHoCT

Okcuaunpalum ceorcTea
He nopabpxa ropeHeTo.

[pyru xapakTepucTuKku 3a 6esonacHocT

CbAabpxaHue Ha TBbPAO BELLEeCTBO: 100,0 %
OTHOCUTENHA CKOPOCT Ha M3napeHue: Heonpeaenex
Opyru aaHHu

PA3LOEN 10: CTabuMnHOCT U peakTUBHOCT

10.1. PeakTMBHOCT
Mpu npaBunHo 6opaBeHe M CbXpaHeHNe B CbOTBETCTBME C pasnopeaduTe He Bb3HWKBAT ONacHW peakuum.

10.2. XuMn4Ha cTabunHocT

MpoayKkTbT e cTabuneH, ako ce CbXxpaHsiBa Npyu HopMasnHa TeMneparypa Ha okonHaTta cpeaa.

10.3. Bb3MOXHOCT 32 onacHU peakuuu

He ca nssectHM onacHu peakuun.

10.4. YcnoBus, kouto TpsA6Ba Aa ce u3barear
HUKOS

10.5. HecbBMecTUMU MaTepuanu
Hsama HannyHa nHpopmaums.

10.6. OnacHu NpoAYKTX Ha pa3nagaHe
He ca n3aBecTHV onacHu NPoAYyKTU Ha pasnaraHeTo.

PA3OEN 11: TokcukonornyHa nHdopmaums

11.1. Uudbopmauusa 3a KnacoBeTe Ha onacHocT, onpegeneHu B PernameHT (EQ) Ne 1272/2008

CunHa TOKCUYHOCT
Bb3 ocHoBa Ha HanNM4YHUTE JaHHW HEe ca U3MbITHEHM KpUTEepUUTE 3a knacuduumnpaHe.

Pazgpa3BaHe 1 KOPO3UBHOCT
Bb3 ocHOBa Ha HanNUYHWTE JaHHW HE ca U3MbIHEHU KPUTEPUUTE 3a KnacuduumpaHe.
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CeHcnbunusupallo gencreue
Bb3 ocHOBa Ha HanNW4yHUTE JAaHHWU HE Ca U3MbIIHEHU KPUTEPUUTE 3a KnacuduumpaHe.
KaHueporeHHU, NpOMeHSLLM reHOTUNA M YBpeXaalum pasMHOXXaBaHeTO Bb3AencTBUsA
Bb3 ocHOBa Ha HanNWYHUTE JAaHHWU HE Ca U3MbIIHEHU KPUTEPUUTE 3a KnacuduumpaHe.
CTOO (cneuundmnyHa TOKCUYHOCT 3a onpeaerieHn opraHu) - eqHOKpaTHa eKCcno3uuums
Bb3 ocHOBa Ha HanW4yHUTE JAaHHU HE Ca U3MbIHEHU KPUTEPUUTE 3a KnacuduumpaHe.
CTOO (cneuundmnyHa TOKCUYHOCT 3a onpeaerneHn opraHu) - NoBTapsilla ce eKCno3uuus
Bb3 ocHOBa Ha HanWYyHUTE JAaHHWU HE Ca U3MbITHEHU KPUTEPUUTE 3a KnacuduumpaHe.
OMacHOCT Npu BAULIBaHe
Bb3 ocHOBa Ha HanW4yHUTE JAaHHWU HE Ca U3MbIIHEHU KPUTEPUUTE 3a KnacuduumpaHe.

[Opyrv AaHHM 3a NPOBEPKU
CwmecrTa e knacuduumpaHa kaTo He onacHa no cMucbna Ha PernameHT (EO) Ne 1272/2008 [CLP].

PA3OEN 12: Exonorm4Ha nHcgpopmaums

12.1. Tokcu4yHoCT

MpoayKkTbT He e: TOKCUYHM 3a oKonHaTta cpeja.
12.2. YCTONYMBOCT U pa3rpagumocTt

[MpoayKTbT He e TecTBaH.

12.3. Bunoakymynupaiwa cnoco6HocT

MpoaykTbT He e TecTBaH.

12.4. NpeHOCMMOCT B no4yBarta
MpoaykTbT He e TecTBaH.

12.5. PesynTtatu ot oueHkatra Ha PBT u vPvB

BewlecTtBaTta B cMecTa He OTroBapsT Ha KpuTepuute 3a PBT/VPVB cbrnacHo REACH, MNpunoxenne XIll.
MpoaykTLT He e TeCcTBaH.

12.6. CBolicTBa, HapylwaBalmn GyHKLMUTE HA eHAOKPUHHATa cucTema
To31 NPOAYKT He CbabPXKa BELLECTBO, KOETO NPUTEXAaBa CBOWCTBA, BOAELLM OO HapyLlaBaHe Ha yHKUMUTE Ha
€HOOKPMHHATa cucTema no OTHOLLEHWNE Ha HeLeneBn OpraHn3Mu, Tbii KaTo HIMa KOMMOHEHTU, KOUTO Aa OTroBapaT
Ha KpuUTepunuTe.

12.7. Apyru HeGnaronpuaTHu edrekTn
Hsama Hann4yHa nHdpopmaums.

JonbnHUTeNnHN gaHHU
[a ce n3bsrea Mn3nyckaHe B OKOJ1HaTa cpena.

PA3[LEN 13: O6e3BpexpaHe Ha oTnagbLuTe

13.1. MeTtoam 3a TpeTUpaHe Ha oTNagbUu

N3xBBbpnsHe Ha oTNaabLu
OTtnagbuunTe ga ce M3BO3BaT B CbOTBETCTBME C agMUHUCTpaATUBHUTE pa3nopenbu. Kog Ha oTnagbka/ob6o3HauveHne
Ha oTnagbka cbrn. EBponenckus katanor 3a otnagbum/PernameHT 3a cnmcbka Ha oTnagbum

U3xBbpnsiHe Ha HEMOYUCTEHN ONAKOBKMX U NMpenopbYaHu NOYUCTBALLM NpenapaTm
[a ce namue obunHo ¢ Boga. HanbnHo nsnpasHeHnTe onakoBkM MoraTt Aa 6baat peumknupanun. Kog Ha
oTnaabka/obo3HadeHne Ha oTnagbka cbril. EBponeiickus kaTanor 3a otnagbuun/PernaMeHT 3a cnnucbka Ha
oTnaabum

PA3OEN 14: NHdhopMauus OTHOCHO TpaHCNOPTUPAHETO

CyxonbTeH TpaHcnopTt (ADR/RID)
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14.1. Homep no cnuckka Ha OOH No dangerous good in sense of this transport regulation.
Wnu uaeHTUdUKaLMoOHEH HOMep:

14.2. ToYHO Ha HAaUMeHOBaHWe 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.
TpaHcnopTupaxe:

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 Ha HAaUMeHOBaHWe 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.
Unu naeHTUUKaLMOHEeH HOMep:

14.2. TOYHO Ha 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. 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.

U ngeHTUMKaumoHeH Homep:

14.2. TOYHO Ha HAUMEHOBaHWe Ha No dangerous good in sense of this transport regulation.

npartkarta no cnucska Ha OOH:

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

TpaHcnopTUupaHe:

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 noTpedourenurte
Hsama HannyHa nHpopmaums.

14.7. MOpCKMU TPaHCNOPT Ha TOBapy B HACUMHO CbCTOAHUE ChINAacHO MHCTPYMeHTU Ha MexxayHapoaHarta

MOPCKa opraHusauuns
HEeNnpunoXxmm

PA3OEN 15: NHhopmMauusa oTHOCHO HOpMaTUBHaTa ypenba

15.1. CneundmyHuM 3a BeLLeCTBOTO UM CMecTa HOpMaTUBHA ypeab6a/3akoHo4aTeICTBO OTHOCHO
O6e3onacHocTTa, 3ApaBeTo U OKONHarta cpefa

EC PerynatopHa uHcpopmauus
OaHHu 3a gupektnsa 2012/18/EC He noanexu Ha Oupektnea 2012/18/EC (SEVESO III)
(SEVESO lll):

HaumoHanHu pasnopen6u
3ambpcsiBaHe Ha BoauTe knac (D): - - He3aMbpCsBaLL, BOAWTE

15.2. OueHka Ha 6e3onacHOCTTa HA XMMUYHO BeLecTBO MU CMecC

He ca npaBeHu TBbpAEHMS OTHOCHO Ge3onacHOCTTa Ha BellecTBaTta B Tasu CMec.
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PA30EN 16: Opyra uHdopmaums

CbKpaleHUsA 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 europiien 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 cbKpallleHus1 1 akpoHUMK BX. TabnuuaTa Ha http://abbrev.esdscom.eu

[onbnHuTenHu AaHHU
[aHHnTe ce 6a3|/1paT Ha QHELWHOTO CbCTOSAHME Ha HalnTe NO3HaHWUSA, HO Te He JaBaT rapaHums 3a CBOMCTBaTa Ha
NpoayKTUTE N HEe Ca OCHOBA 3a 3aKOHHU OOrOBOPHU OTHOLLEHUA. I'IonyanenﬂT Ha HallnTe NpoayKTun TpFIGBa aa
cbbniogasa Ha cobcTBeHa OTroBOPHOCT Cna3BaHETO Ha CbLleCTBYyBaLLM 3aKOHN U pa3nope,u,614.

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