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MNMOrNABIJbLE 1. UpeHTudmkaumja xemmkanuvje n nogaum o nuuy Koje ctaBrba XxeMuKanujy y npomet

1.1. UpeHTndmkaumja xemmukanuje
VITAFOL H Paste

1.2. UneHTdMKOoBaHU HauYMHU KopuwheHwa XeMuKanuvje u HaumHu Kopuiwhewa Koju ce He npenopyuyyjy

Ynotpe6a matepujana/cmelue
Ynotpeba kao nabopatopujckor peareHca

1.3. Nogaum o cHabaeBauy

Onuc npegyseha: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Ynuua: Spitalgasse 3
Mecro: D-79713 Bad Sackingen
MowTaHckm chax: 1338
D-79704 Bad Sackingen
TenedoH: +49(0)7761-562-0 Pak; +49(0)7761-562-299
N-mejn: info@vita-zahnfabrik.com
KoHTakT ocoba: regulatory affairs
N-mejn: info@vita-zahnfabrik.com
WHTepHeT: www.vita-zahnfabrik.com
O6nact 3a nHdopMauwje: Regulatory Affairs

MOINABJbE 2. UpeHTudMKaLmja onacHOCTH

2.1. Knacudmkauumja xemumkanumje

Ypen6owm (E3) 6p. 1272/2008
MewwaBunHa Huje knacudurkoBaHa kao onacHa y cmucny Ypen6om (E3) 6p. 1272/2008 [CLP].

2.2. EnemeHTM obenexaBaha
Ypen6om (E3) 6p. 1272/2008

MocebHa o3Haka oapeheHnx npunpema

EUH210 Be36jeHOCHO-TEXHWUYKM NUCT 4OCTYMNaH Ha 3axTjeB.
2.3. OcTtane onacHocTu
MHdopmaLmje H1ucy JocTynHe.

MOINABJbE 3. CacrtaB/llogaum o cactojunuma

3.2. Mopauum o cacrTojunma cmelle

Xemujcko KapaTepusupare
Macta,CyncTraHuuja, opraHcko, Matepujan koju cTBapa ounm
MeluaBrHa nonumepa/enactomepa 6€3 onacHOCTU MO SbyACKO 3[ApaBIbe UMW OKOSMHY.
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OnacHe maTtepuje

CAS 6poj Xemujckn Ha3vB KonnuuHa
EC 6poj [Bpoj uraexca EY [REACH 6poj
Knacudwmkauuja (Ypenbom (E3) 6p. 1272/2008)

14464-46-1 Cristobalit 25-<30%
238-455-4 | |

14464-46-1 Cristobalite <0,1%
238-455-4 | |
STOT RE 1; H372

TekcT ppasa H n EUH: sugeTtn MNMOTJIABJBE 16.

MOrNABJbE 4. Mepe npBe nomohu

4.1. Onuc mepa npse nomohu

OnwTe Hopmauuje
Y cBUM cny4ajeBuma HeOyMULLE UNN aKO CY NMPUCYTHU CUMMNTOMM, MOTPAXWUTU NEKapCKM CaBeT.

Mocne yancamwa
MoTpebaH cBex Basayx.

Y poaupy ca Koxxom
Onpatu ca gocta Boge. CKMHYTU CBY KOHTaMUHUpaHy ogjehy 1 onpaTtu npuvje NoOHOBHE ynotpebe.

HakoH koHTakTa ca ouuma
O/J,MaX NaXxrbnBo N TEMEJSbHO ncnpaTtu Tywem 3a oYM Uim BoaoM.

HakoH rytama
Kop nospaharba obpatnte naxky Ha onacHOCT OA acnupauuje. Ycta ogmax ucnpaTtit 1 3atum nonuTy NyHo BoAe.

4.2. HajsaxxHWju cMMNTOMMU U eheKTU, aKyTHU U OANOXKEHU
WHdopmaLmje H1uCy JocTynHe.

4.3. XuTHa MmeguumnHcka nomoh u noce6aH TpeTMaH
CvmMmnTOMaTCKM TPETMaH.

MOINABJbBE 5. Mepe 3a rawewe noxapa

5.1. CpeacTBa 3a rawere noxapa

OproBapajyha cpeacTtBa 3a raweme
Mpuvnarogntn mepe rawlewa ca OKOSIMHOM.

5.2. MNoce6GHe onacHOCTM Koje MOry HacTaTu o4 CYyncTaHLUuM U cMelua
Huje 3anamuBo.

5.3. CaBert 3a BaTporacue
Y cnyyajy noxapa: Ynotpebutn anapat 3a 3alTUTy AUCajHMX NyTeBa Koju He 3aBUCKU O OKOJTHOT Ba3ayxa.

[dopaTtHa ynyTcTBa 3a onpemMate TeXHUYKMX NOCTpojera
3a 3awTuty ocoba u pacxnanuBame KOHTEjHEPA Y YTPOXEHOM MoApPYYjy ynoTpebut BogeHn mnas.
KoHTamuHupaHy BoAy 3a rawene 04BojeHO cakynutu. HemojTe 4o3BonuTu aa gocne y kaHanusauwjy unm sogy.

MO NABJbBE 6. Mepe y cnyydajy yaeca

6.1. JInuHe NpegoOCTPOXKHOCTU, 3aLUTUTHA ONpPemMa U NOCTynuu y cny4ajy ygeca

PeBusuja 6poj: 5 - 3amemnyje Bepanjy: 4 sr Oartym wramnawa: 14.08.2023
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OnwTa ynyTcTBa
KopnCTUTU NnYHy 3alUTUTHY onpemy.

6.2. MpenoCTPOXHOCTU KOje ce OfHOCE Ha XXUBOTHY CpeauHy
HemojTe no3Bonuty fa gocne y kaHanvsauujy unm Boge.

6.3. Mepe koje Tpeba npeAy3eTy U MaTepujan 3a cnpevyaBake WWpeHa U caHauujy

OcTanu nogaum

Cakynutn maTepujanom Koju Besyje Te4HOCTH (necak, Kucenryp, Be3vBo KUCEnuHa, yHMBep3anHo Be3nBo).
MpuxBaheH maTepujan Tpeba TpeTupaTi NpemMa oanNoMKy O yknakaky oTnaja.

6.4. YnyhuBakwe Ha gpyra nornaBsba
Bes3benHo pykoBawe: BUAETU Nornaer-e 7

JInyHa 3awTnTHa onpema: BuaeTH nornaeibe 8
Yknawawe: BuaeTtv nornaemne 13

MNMOrJABJbE 7. PykoBawe u cknaguiiTese

7.1. MpenocTpoXHOCTU 3a 6e30e4HO pyKOBaH-€e

YnyTcTBa 3a CUTypHO pyKkoBaH-€e
Hucy notpebHe nocebHe mepe onpesa.

YnyTcTBa 3a 3alITUTY of NnoXapa U eKcnrno3suje
Hucy notpebHe nocebHe Mepe 3awwiTuTe OA noxapa.

YnyTcTBa 3a ONWTY XMrMjeHy y UHAYCTPUjn
CkuHYTUN KOHTaMUHUpaHy ogjehy. OnpaTtu pyke npe nayse u nNpu Kpajy paga. Ha pagHoMm MecTy HeMmojTe jecTu,
MUTK, NYLUIATK, LUMPLATK.

7.2. YcnoBu 3a 6e36e4HO cKknaguwTewe, YKIbyuyyjyhn HekoMmnatubunHocTu

3axTeBM y nornegy npoctopa 3a cknaguiutele v nocyaa
OpxaTn KoHTejHep [OOPO 3aTBOPEH.

YnyTtcTBa 3a 3ajeAHUYKO CKnaauwTewe
Hucy notpebHe nocebHe mepe onpesa.

7.3. MNoce6bHM HauYnHU Kopuwhexa

Ynotpe6a kao naGopaTopujckor peareHca

MOrNABJbE 8. KoHTpona nanoxeHocTu U IMYHa 3awTuTa

8.1. MapameTpun KOHTpPONE U3NOXEHOCTU

O6aBe3yjyhe rpaHu4He BPeAHOCTU U3NOXEHOCTU XeMUjCKUM MaTepujaMa Ha pagHOM MecTy

CAS 6poj Hasue maTepuje ppm mg/m3l  Bn/cm3 MpaHn4He MsBop
BpeaHoOCTU
14464-46-1 KpuctanHu SiO2, kpuctobanut - 0,05 U

8.2. KoHTpona u3noXXeHoCT! U NINYHa 3alTuTa

OnuwTe Mepe 3alITUTE U XUTKjeHe

3awTuTa ounjy/nuua
HocuTwn 3awTuTHY 3a o4m/3awwTuTy 3a nuue.

3awTuTHe pyke
Kon pykoBara XeMWjCKMM CyncTaHLmjama CMejy ce HOCUTM camo 3alUTUTHE pyKaBULIE KOje LUTUTE Of XeMukanuja
ca o3HakoM CE ykrbyumBLuM YeTBOpOUMdpeHn 6poj. 3aluTutHe pykaBuLe of xemukanuvja Tpeba nsabpartu Tako aa
HMXOBa M3paja 3aBMCK O KOHLEHTpauuje onacHe MaTepuje U keHe KONMMYMHE Kao o cneunduyHMX ycrnosa
pagHor mecta. Npenopy4yje ce aa ce ca npou3sohadyem pykaBuLia pasjacHu NocTojaHOCT XeMuKanuja rope
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HaBe[eHVX 3aWTUTHUX pykaBuua 3a cneuunjanHy npumeHy. lNMpenopyyeHe 3awTtutHe pykasuue KCL Butoject

Bytun kay4yk Bpeme npogupara 60 min
3awTunTa Tena

MpumeHa 3awTtuTHe ogehe. Mpunmkom paga HocuTn oaroeapajyhy 3awTuTHy ogehy.

3awTuTa AucajHUX NyTeBa

Y cnyyajy HeagekBaTHe BEHTUNauUmje HOCUTU OnpeMy 3a 3alTUTy pecnmpaTtopHux opraHa. MobpuHyTh ce 3a
afiekBaTHO NpoBeTpaBak-e U NyHKTyarHo ycucaBahe Ha KpUTUYHUM Tadkama. TeXHWYKO NpoBeTpaBake pagHor

MecTa

MOrNABJbE 9. ®u3unyka n xemumjcka cBojcTBa

9.1. Nogaum o ocHOBHUM (hU3NYKMM U XEMU[CKMM CBOjCTBUMA XeMukanuje

ArperaTtHo cTame€: TeuHo
boja: CBETSIO CUBO
Mwupuc: 2000?7777

Tauka Tonreewa / Tayka 3amMmp3aBatba:
Tauka Krby4ara Unu nodeTHa Tadka
Krbyyahsa 1 Oncer Krbyyara:
3anarbmBocCT:

Tauka narbema:
TemnepaType narbema:
TemnepaTypa pasnarama:
pH:
PacTtBoprbmBoCT y Bogu:
PacTtBopsbmsocT
Huje ogpeheHo

KoeduumjeHT pasaBajara
n-okTaHon/soaa:
MpuTtuncak nape:

(npwn 50 °C)
MpuTtuncak nape:
lNyctuHa (npu 23 °C):
Cwunka ryctuHa:
PenaTuBHa ryctvHa napa:

9.2. OcTtanu nogaum

UHdopmaumje y Be3n ca knacama puM3n4KUX ONacHOCTH
EkcnnosvBHa cBojcTBa
Mpoussopg Huje: Eknno3usHO.
Tayka camonarbexa
YspcrTo:
lac:
Okcupayjyha ceojctea
He noactnye Batpy.

[Opyre 6e36eaHOCHe KapaKTepucTuKe
WcnapsreuBocT:

Tauyka cybnumauwje:

Tayka omekwaBama:

TemnepaTypa CTUMHaBaHa:

MeTtoga
Huje ogpeheHo
Huje ogpeheHo

HVje NpMMeHNBO

HVje NpMMeHNBO

250 °C

>450 °C

>200°C

Huje ogpeheHo
He OECD 116

Huje ogpeheHo
Huje ogpeheHo

Huje ogpeheHo

1,25 g/ecm?
Huje ogpeheHo
Huje ogpefheHo

HUje NpUMeHMBO
HUje NpUMeHMBO

Huje ogpeheHo
Huje ogpeheHo
Huje ogpeheHo
Huje ogpeheHo

PeBusuja 6poj: 5 - 3amemnyje Bep3njy: 4 sr
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Buncko3HoOCT: 25000 mPa-s
(npu 23 °C)

MOrNABJbE 10. CTabMNHOCT U peakKTUBHOCT

10.1. PeakTUBHOCT
Kop pykoBama 1 cknaguilTera npeMa HaMeHn Hema onacHuX peakuuja.

10.2. Xemujcka cTabunHocTt

Mpownssog je ctabunaH y cnyyajy cknagviiTera nod HoOpMarnHoj TemnepaTypy OKONMHE.

10.3. MoryhHOCT HacTaHka onacHux peakuuija

Hucy nosHaTte onacHe peakuuje.

10.4. YcnoBu Koje Tpeb6a usberasatu
Hema

10.5. HekomnaTuGUNHU MaTepujanu
WHdpopmauumje Hucy goctynHe.

10.6. OnacHu npou3sBoAU pasrpagHe
Mpowuseop je ctabunaH y cnyyajy cknaguwiTera nNog HOpMarHoj TemnepaTypu okonvHe. Pasnaramwe nodnke of
TemMnepaTtypa koje usHoce: 150 °C Moxxe CTBOpUTM onacHe NpoM3BOAE pasrarama y Cryyajy nsnarawba BUCOKUM
Temnepatypama. Popmangexung

MOINMABJBE 11. ToKkCMKONOLIKM nogauu

11.1. UHdbopmaumje o knacama onacHocTU kako cy aecdmHucaHe Ypeabom (E3) 6p. 1272/2008

AKyTHa TOKCMYHOCT

Kputepujymm 3a knacudumkaumjy 3a oBy Knacy onacHOCT/ He oarosapajy AeUHULMjM.
ATEmix nspauyHar

ATE (opanHo) > 2000 mg/kg; ATE (aepmatonowku) > 2000 mg/kg; ATE (nHxanaumjckv napy) > 20 mg/l; ATE

(vHxanauujckv npawwuHa/marna) > 5 mg/l
MpuTaTMBHOCT M KOPO3UBHOCT

Kputepujymun 3a knacudumkaumjy 3a oBy Knacy onacHoCTU He oarosapajy AedUHULnjM.
CeH3nbunusauumja

Kputepujymm 3a knacudumkaumjy 3a oBy Knacy onacHOCTV He oarosapajy AeUHULnjM.
KapuunHoreHocT, MyTareHOCT 1 TOKCUYHOCT MO penpoaykKuujy

Kputepujymm 3a knacudmkaumjy 3a oBy Knacy onacHoCT/ He oarosapajy AeUHULnjM.
CneuundmryHa TOKCUYHOCT LITBLHOT opraHa Kof, jeAHOKpaTHOr nanarawa

KpuTtepujymun 3a knacudumkauujy 3a oBy Kriacy onacHOCTU He oAaroBapajy AeuHuumju.
CneundmryHa TOKCUYHOCT LIFBLHOT OpraHa Koj, NOHOBILEHOT U3narakba

Kputepujymun 3a knacudumkaumjy 3a oBy Knacy onacHOCTU He oarosapajy AeuHULnjI.
OnacHocT of acnupaumje

Kputepujymum 3a knacudumkaumjy 3a oBy Knacy onacHOCTV He oarosapajy AeUHULnjI.
OcTanu nogaum o npoBepama

MewwasunHa Huje knacudmkoBaHa kao onacHa y cmucny nponuca (E3) 6p. 1272/2008 [CLP].

MOINABJbE 12. EKOTOKCMKOJOLUKM noaauu

12.1. TOKCUYHOCT
Mpoussopg Huje: EKOTOKCUYHO.
12.2. [lep3UCTEHTHOCT U pa3rpagibLUBOCT

[Mpoussopg Hyje ncnutax.

12.3. NMoTeHuujan 6uoakymynauuje
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[MponsBog HKuje ncnuTaH.

12.4. MOGUNHOCT y 3eMILULLTY
[MponsBog HKuje ncnuTaH.

12.5. Pesyntatu 16T m BlBB npoueHe

Martepuje y cmeLumn He ncnywaaajy kputepujyme PBT/vPvB npema REACH-y, nogatak XIII.

Mpouseopn Huje ncnutax.

12.6. OcobuHe eHaoKpuHUX nopemehaja

OBaj Npou3BoA, HE CaflpXkU CyNcTaHLy Koja uMa CBOjCTBa OMeTaka eHOO0KPUHOT CUCTeMa Ko opraHvMaamMa Koju
HUCY UWIbHM jep HWjeHa KOMMOHEHTA He UCTyHaBa KpuTepujyme.

12.7. Octana wiTeTHa gejcTBa
MHdopmaLmje H1ucy JocTynHe.

DopatHm nogaumn

M3bjeraBatu ncnywitame y XMBOTHY CpeauHy.

MOINABJbE 13. Ognarawe

13.1. MeToge TpeTmMaHa oTnaga

YnytcTBa ya yknatbawe cmeha

HeMOjTe O03BONNUTK Oa gocne y KaHanmsaumjy unu Boge. Yknawawe cmeha npema 3akoHCKUM nponncuma.

KOHTaMMHVIpaHe amb6anaxe

AMGana»(y, KOja Ce He MOXe O4YUCTUTH, TpeGa YKIOHUTW. Ca KOHTaMMHMpaHUM nakoBaknma Tpe6a nocrynatu

Kao ca MaTepMjanom.

MOITNABIJbE 14. NMogaun o TpaHCNOPTY

TpaHcnopt konHom (ADR/RID)
14.1. YH 6poj unu UM 6poj:
14.2. YH Ha3uB 3a TepeT y
TPaHCNOPTY:

14.3. Knaca onacHocTtu y

TPaHCNOPTY:
14.4. Am6anaxHa rpyna:

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.

TpaHcnopT y yHyTpalwHemM pe4Hom caobpahajy (ADN)

14.1. YH 6poj nnu U1 6poj:
14.2. YH Ha3uB 3a TepeT y

TPaHCNOPTYy:
14.3. Knaca onacHoctu y

TPaHCNOPTYy:
14.4. AmMbanaxHa rpyna:

TpaHcnopT y Mmopckom cao6pahajy (IMDG)

14.1. YH 6poj unu UL 6poj:
14.2. YH Ha3uB 3a TepeT y
TpaHCNopTy:

14.3. Knaca onacHoctu y
TpaHCNopTy:

14.4. AMGanaxHa rpyna:

BaspywHu TpaHcnopt (ICAO-TI/IATA-DGR)

14.1. YH 6poj unu U 6poj:
14.2. YH Ha3uB 3a TepeT y

TPaHCNOPTY:

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.

PeBusuja 6poj: 5 - 3amemnyje Bepanjy: 4
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14.3. Knaca onacHocTtu y No dangerous good in sense of this transport regulation.
TPaHCNOPTY:
14.4. AMbGanaxHa rpyna: No dangerous good in sense of this transport regulation.

14.5. OnacHOCT MO XWBOTHY CpeaUHY

OMNACHO 3A XXNBOTHY CPEOUNHY: He
14.6. NoceGHe NPefOCTPOXHOCTU 332 KOPUCHUKA
MHdopmaLmje H1ucy JocTynHe.
14.7. Nomopcku TpaHcnopT y puHdy3n npema IMO MHCTpyMeHTUMA
HWje NPUMEHNBO

MOITIABJbE 15. PerynatopHu nogauu

15.1. Mponucu y Be3u ca 6e36egHowhy, 3qpaBrbLEM U XKUBOTHOM CpeaUuHOM

EY-nponucu
Mopaum npema cmepHuum 2012/18/EY Not subject to 2012/18/EU (SEVESO IlII)
(SEVESO lll):

HauunoHanHu nponucu
Knaca onacHocTu 3a Boay (D): 1 - cpeana onacHocCT no Boay

15.2. NpoueHa 6e36egHOCTU XeMUKanumje

OLeHe cUrypHoCTV MaTtepujana 3a CTyncTaHumje y OBoj MeLUaBUHU HUCY CNIPOBEAEHE.

MOIrNABJbE 16. Octanu nogauu

NMpomeHe
OBaj nNuCT nogaTaka cagpXv NpomMeHe NpeTxodHe Bep3unje y ognomumma: 1.

PeBusuja 6poj: 5 - 3amemnyje Bepanjy: 4 sr Oartym wramnawa: 14.08.2023
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CkpaheHuue 1 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
CkpaheHuue n akpoHnMu BuAK cnucak nog;: http://abk.esdscom.eu
STOT RE: CneuudmryHa TOKCUYHOCT 3a LUIbHM OpraH - BULLEKpaTHa U3N0XEeHOCT
TekcT ppasza H n EUH (Bpoj u nyHu TekcT)
H372 Josoau Ao owTtehera opraHa ycroeq AyrotpajHor unu BULLIEeKpaTHOr usnarama.
EUH210 Be36jeHOCHO-TEXHWUYKM NMUCT AOCTYMNaH Ha 3axTjeB.
Oarsu nogaum
Mopauym ce TeMerbe Ha AaHallHEM CTaky HALLMX 3Haka, Koje He NpefcTaBrbajy rapaHumjy kapatepuctuka
Npoun3BOAA U He YTEMErbYjy HMKakaB yroBOPHM npaBHu ogHoc. MNocTojehn 3akoHn n ogpeabe Mopajy of cTpaHe
npymMaoLa Halmx NpousBoaa Aa ce NowTyjy Ha BNacTUTy OATOBOPHOCT.

(Modayu onacHux cadpxxaHux Mamepuja nomuyy uz GOMUYHUX OCNeOHe 8axehux cueypHOCHUX slucmosa
npeducriopy4uoua.)
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