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PA3OEN 1: UaeHTUdMKaLmMAa XxMMmM4eckon NpoayKLMnU U CBeAeHUs o npousBoguTene u/unu
nocrasLiMKe

UpeHTUdMKaTOp NpoayKTa
VITA AMBRIA INVEST F

Co0oTBETCTBYOLINE YCTAaHOBMEHHbIE 06/1aCTU NPUMEHEHUsA BellecTBa UM CMECU U MPUMEHEHHUe,
PeKOMeHOOBAaHHOE NPOTUB

Ucnonb3oBaHue BelecTBa/cMecH

Auxilary for manufacture of dental products
NabopaTopHble XxMmuKaThl

gaHHble O NnocTaBLiMKe B nacnopre 6e3onacHocTu

KomnaHus: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Ynuua: Spitalgasse 3
lopoa: D-79713 Bad Sackingen
ABOHEHTCKUI ALLUK: 1338
D-79704 Bad Sackingen
TenedoH: +49(0)7761-562-0 Tenedakc: +49(0)7761-562-299
OneKkTpoHHas noyra: info@vita-zahnfabrik.com
KoHTakTHOE nNunuo: regulatory affairs
OneKkTpoHHas noyra: info@vita-zahnfabrik.com
WHTepHeT: www.vita-zahnfabrik.com
OTBETCTBEHHbIV [lenapTaMeHT: Regulatory Affairs

PA3LEIN 2: UpeHTudMKaumna onacHoCcTU (onacHocTen)

Knaccudmkaums sewecTsa unm cmecum

PernamenTom (EC) Ne 1272/2008
OTa cMechb He knaccuduumpyeTca kak onacHas B cootBeTcTBum ¢ Pernamentom (EC) Ne 1272/2008.

AneMeHTbl MapKMpPOBKU

Opyrve onacHoctu
OTcyTcTBYeET Kakas-nubo nHdopmaums.

PA30EN 3: CocTaB (uHdopMaLMsi O KOMMOHEHTaXx)

Cwmecu

Xumnueckas xapakTepucTumka
Cwmecu MpoaykT/cybcTaHumsa ABNAETCA HEOPraHUYEeCKMiA.

OnacHble KOMMOHEeHTbI
He (B cootBeTCcTBUM C PernamenT (EC) Ne 1907/2006 (REACH))

PA3[LEI 4: Mepbl nepBO# NnoMoLLU

OnucaHue Mep NnepBon NOMOLLMU

Mpu BAbIXaHUM
ObGecneunTb Nogady CBEXero Bo3gyxa.

anI nonagaHuUn Ha KOXy
CMbITb AO0CTAaTOYHbIM KONTM4ECTBOM BOAbI. CHATb 3arpAa3HeHHyY ogexay n nocTupatb nepes NoOBTOPHbIM
ncnonb3oBaHNEM.
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Mpwu KOHTaKTe ¢ rnasamu
Cpa3y e OCTOPOXHO U OCHOBATEsIbHO NPOMbITh AyLleM Ond rnas unnu BOJOW.

MNpu nonagaHum B Xenyaok
Cpo4Ho npornonockaTb poT U 3anuTb 60NbLIMM KONTIMYECTBOM BOAbI.

Haubonee cyuiectBeHHble cUMNTOMbI/3d)heKT oCcTpOoro Bo3gencremvs
OTcyTcTBYeET Kakas-nubo nHdopmaums.

Yka3aHue Ha He06X04MMOCTb HeMeANEHHOW MeAULIMHCKON NOMOLUU U cneunanbHoe fie4eHus
CvmMnTomMaTnyeckoe neyeHve.

PA3LENN 5: Mepbl 1 cpeacTBa ob6ecneyeHNs NOXapoB3pbIBO6e30NacHOCTH

CpegcTBa NoXapoTyLueHust

Moaxoaswme cpeacTBa NoXapoTyLeHUs
CornacoBaTb Mepbl MO TyLIEHWIO NOXapa C YCINOBUAMU OKpYXKatoLLei cpeapbl.

Ocob6ble hakTopbl PUCKA, MICTOYHMKOM KOTOPbIX ABNSeTCA BELeCcTBO UMU cMeCb
HeBocnnameHseMbIn.

Mepbl NpeaoCTOPOXHOCTU ANl NOXaPHbIX
B cnyyae noxapa: Vicnonb3oBaTb aBTOHOMHbIN AbixaTeNbHbIA annapar.

PA3[EI 6: Mepbl no npegoTBpalleHUio U NMMKBUAALUM aBapUnHbIX U Ype3BbIYalHbIX CUTYaLun U
X nocrneacTBumn

Mepbl NpejOCTOPOXHOCTU ANA NepcoHana, 3alUTHoe CHapshkeHUe U Ype3BblYyaHble Mepbl
O6wue ykasaHus
Wcnonb3oBaTb cpeacTsa UHAMBMAYANbHON 3aLLMTbI.

MNpeaynpeauTenbHbie Mepbl MO OXpaHe OKpyXakolien cpefbl
Ocobble Mepbl 3allUnTbl 0pr>|<arou_te17| cpeabl He obsazarTernbHbI. 33I’p$|3HeHHbIe npeamMeTbl U NoJibl OCHOBATETbHO
OYUCTUTb COrmMacHO MHCTPYKUNAM NO 3KOJS10rnn.

MeToabl U MaTepuanb! ANA NoKanMsauum U OMUCTKU

JononHuTenbHasa uHdopmauus

CobpaTb BraroBnuTLIBAKOLWMMK MaTepuanami (Necok, KU3enbryp, BewecTBo, CBs3biBatoLLee KUCMOTY,
YHVBepcanbHbIi cBA3yLmMii MaTepuan). C coGpaHHbIM MaTepuanom obpaluaTbcs CornacHo pasaeny rno
yTUNU3aumu.

CchblKka Ha gpyrue pasgenbl
BesonacHasa paboTa: cMoTpu pasgen 7
WHamBuayanbHble cpeacTBa 3aluTbl: CMOTPU pasaen 8
YTunusauus: cmotpu pasgen 13

PA30EN 7: NpaBuna xpaHeHUss XMMU4YECKOW NPOAYKLMU U O6paLleHusi C Hen npu
Norpy304HO-pa3rpy304HbIX paboTax

Mepbl NpeAOCTOPOKHOCTU NPU paboTe C NPOAYKTOM

WHdopmauus o 6esonacHom obpalyeHum
Ocobble Mepbl MPeJOCTOPOXKHOCTU He 0ba3aTernbHbI.

PekomeHAauuMm no 3awute OT BO3ropaHusi U B3pbiBa
Ocobble Mepbl 3aLLUTbI OT NoXapa He 06s3aTenNbHbI.

PekomeHAaauum no ob6uen NnpoMbILLNIEHHOW rurmeHe
CHATb 3arpsisHeHHyto ogexay. lMepen nepepbiBamMu U MO OKOHYaHWIO paboTbl BbIMbITL pyku. Ha paboyeM mecte
He eCTb, HE NMUTb, HE KyPUTb, HE CMOPKaTLCS.

YcnoBusa ans 6e3onacHOro XxpaHeHUs € y4eTOM Jlo6biX HECOBMECTUMOCTEN
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Tpe60BaHI/IiI B OTHOLUEeHUN CKNaaCKUX 30H U Tapbl
XpaHMTb €MKOCTb NJ1I0THO 38KprTOl7I.

Yka3aHus no COBMEeCTHOMY XpaHeHur
Ocobble Mepbl NPegoCTOPOXKHOCTU He obszaTenbHbI.

[ononHuTtenbHasa MHOPMaLMs MO YCIIOBUAM XpPaHeHUs!
TemnepaTypa xpaHeHusi: 5 - 35° C

Oco6ble KOHeYHble 061acTU NPUMEHeHUs

Auxilary for manufacture of dental products, llabopaTtopHbie xumukaTbl

PA3[LEN 8: CpeacTtBa KOHTPOSSl 3a ONacHbIM BO3AEeACTBMEM U CpeAcTBa MHAUBUAYaNbHOM 3aliUThbI

I'IapameTgbl KOHTponsA

PerynupoBaHus Bo3gencrBus

3alWuTHbIe U TUrTMeHnYeckKue Mepbl

3awumTa rnas/nuua
Monb3oBaTbCcsA cpeacTBamMm 3alMThI rnas/nuua.

3awmTa pyk
Mpun obpalleHnn ¢ XMMUYECKUMU BELLLECTBAMM Pa3peLLEHO HOCUTb TONbKO XMMUYECKU CTOMKMNE 3aLLMTHbIE
nepyatku ¢ mapkupoBkon CE, BKtovas YeTbipeX3HAYHbIN KOHTPOIbHbIN HOMepP. BeibupaTtb XuMmnyecku ctonkme
3alUNTHbIE NEpPYATKN B 3aBUCMMOCTU OT KOHLEHTPaLUM 1 KONIMYECTBA OMACHbIX BELLIECTB, a Takke OT OT
cneundurkn paboyero mecta. PekomeHayemyo BbISCHUTb XMMUYECKYHO CTOMKOCTb YKa3aHHbIX Bbille 3aLLMTHbIX
nepyaTok Ansi cneumanbHOro NPMMEHEHWS y NPOU3BOaUTENS.

3awmTa KoXxu
Mcnonb3oBaHWe 3alUTHOW oaexabl.

3awuTa gbixaTenbHbIX NyTen

Monb3oBaTbCs cpeacTBaMm OpraHoB AbIXaHUS.

PA3OEN 9: ®nsnyeckme n xuMmu4eckune CBOMCcTBa

UHdopmaumnsa 06 OCHOBHbIX (P U3NKO-XMMUYECKUX CBOUCTBAX

dusnyeckoe CoOCTOsSIHUE BellecTsa: AKnakmin

LiBeT: Oenbin

Touyka nnaBneHns/Touka 3aMep3aHmns: 0°C

TemnepaTypa KnneHmsa unu Temneparypa 100 °C

Hayarna KUneHus 1 ouanasoH KUNeHus:

loproyecTsb: HenpMMeHMMO
HenpMMeHMMO

HwxHWI npegen akcnosnumm: He onpefeneHo

BepxHuii npegen akcnosuumu: He onpefeneHo

Touyka BCMbILLKK: HenpMMeHUMO

TemnepaTypa pasnoXeHus: He onpeaeneHo

pH: 9,5

PacTtBopumocTb B Boae: nerko pacTBOpPUMBbIA

PacTBopuMOCTb B Apyrux pacTBOpUTENsX

He onpeaeneHo

KoadhdunumeHT pacnpenenexums He onpegeneHo

n-okTaHon/Bopaa:

[aBneHwve napa: 23 hPa

(npwn 20 °C)
MnoTHOCTb: 1,1-1,4 g/cm?
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OTHOCUTENbHAsA NNOTHOCTb napa: He onpeaeneHo

ggyrue AaHHble

UHdopMauusa B OTHOWEHUUN KnaccoB PM3NYEeCKOM ONnacHOCTHU
B3apbiBOONacHble cBoncTea
[MpoaykT He sBnsaeTca: B3apbiBOONaCHbIN.
TemnepaTypa camoBO3ropaHus
TBepAoro Tena: HenpuMeH1Mo
rasa: HenpuMeH1Mo
Okucnsiowue cBoncTBa
He okucnutenbHbIn.

[pyrue xapakTepucTuku 6e3onacHocT1

CKOpOCTb UCNapeHus: He onpegeneHo

CoaepxaHune TBepAbIX BELLECTB: He onpeaeneHo

BsaskocTb, AMHaMmmnyeckas: <20 mPa-s
(npwn 20 °C)

PA3OEN 10: CTabunbHOCTb U peakUMOHHas CNOCOGHOCTb

PeakunoHHas cnoco6HOCTb
Mpu Hagnexaiyem obpalleHun N XxpaHeHUn ONacHbIX peakumin He BO3HUKaeT.

XumMmmnyeckas ycTom4MBOCTb
MpoaykT siBNsieTca CTabunbHbLIM, ECIIN OH XPaHWUTCA NPU HOPMarbHOM TEMMepaType OKpYXatoLLeln cpeabl.

B0O3MOXHOCTb OnacHbIX DeaKI_.IVII7I

OnacHble peakuuy He N3BECTHbI.

YcnoBus, KoTopbix cneayeTt usberatb
Cranb, AntomunHunn, Meab

HecoBmecTuMbIe MaTepuansl, KOTOpPbIX cnegyeT usberatb
OTcyTCcTBYET Kakan-nnbo MHpopmauums.

OnacHble NPOoAYKTbI Pa3noXeHus
OnacHble NpoayKTbl pacnaga He U3BECTHbI.

PA3OEN 11: UHdopmaLms 0 TOKCUYHOCTH

gaHHble O TOKCUKOJIOrMYECKOM BO3OeMCTBUMU

ATEmix paccuntaHHbIN
ATE (opanbHbin) > 2000 mg/kg; ATE (koxHbin) > 2000 mg/kg; ATE (nHransumoHHbI ncnapenwne) > 20 mg/l; ATE
(MHranauMoHHbIN NbiNb/TymaH) > 5 mg/l

Mocneayowasn nHopmauus
Cwmechb kBannduumpyeTcs kak HeonacHas cornacHo PernamenTty (EC) Ne 1272/2008 [CLP].

PA30EN 12: UHdopmaLmsa 0 BO3AEUCTBUM Ha OKpPYXaloLylo cpeay

TOKCUYHOCTb
MpoaykT He ABnAeTCs: QKOTOKCUYECKUIA.
CTOMKOCTb U pasnaraemMocTtb

MpoaykT He 6bin NpoBepeH.
NoTeHumMan GuoakkymMynsauum
MpoaykT He BbiN NpoBEpEH.

Mob6unbLHOCTL B No4YBe
MpoaykT He BbiN NpoBEpPEH.
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PesynbTartbl oueHku PBT n vPvB

BelectBa B cMecu He cOOTBETCTBYHOT kKpuTepuam PBT/vPvB cornacHo REACH, npunoxerue XIII.
MpoaykT He ObiN NpoBepeEH.
OHOOKPUHHbIE pa3pyluakline CBOUCTBa
[aHHbI NPOAYKT HE COAEePXUT BeLLecTBO, obnagaroLlee CBONCTBaMM, HapyLlaoLWwumMmn paboTy SHOOKPUHHON
CUCTEMbI Y HeLeneBbIX OPraHN3MOB, MOCKOSbKY HA OOUH U3 KOMMOHEHTOB HE OTBEYAET 3TUM KPpUTEPUAM.
Opyrve BpeagHble BO3AEUCTBUA
OtcyTcTByeT Kakas-nmbo nHpopmaums.

JononHuTenbHaA pekomeHaaUUs
He ponyckaTb nonagaHusi B OKpy>KatoLLyto cpeay.

PA3LEN 13: PekomeHAaaumu no yaaneH1o oTXo4oB (OCTaTKOB)

MeToabl yTunmsaumm oTxogoB

PekomeHpauuns
YTunusaums B COOTBETCTBUN C AEWCTBYHOLLMMU NPEANUCAHNSMM.

YTunusauma HeounLeHHON ynakoBKU U peKoMeHayeMble cpeacTtBa OYUCTKU

CMbITb AOCTATOYHbIM KONMYECTBOM BOAbI. [MONMHOCTLIO OMNOPOXHEHHbIE YNaKOBKN MOTyT ObITb YTUNNU3NpoBaHbl.

PA3OEN 14: UHdopmauusa npu nepeBo3kax (TPaHCNOPTUPOBaHUN)

CyxonyTHbiv TpaHcnopT (ADR/RID)
Homep OOH nnu
MaeHTUUKALMOHHbIN HoMeD:
Hagnexaulee oTrpy3oyHoe

He knaccudmumpoBaH B Ka4ecTBe OMacHOro npoaykTa cormacHo
TPaHCNOPTHbLIM NpeanncaHnaMm.
He knaccudmumpoBaH B Ka4ecTBe OnacHOro npoaykTa corniacHo

HanMeHoBaHue: TPaHCNOPTHbLIM NpeanncaHnaMm.
KaTteropusa onacHoctu npum He KﬂaCCM(bI/ILWIpOBaH B Ka4eCTBe OnacHOro npoAdykra cornacHo
TPaHCNOPTUPOBKe: TPaHCNOPTHbLIM NpeanncaHnaMm.

He knaccudmumpoBaH B Ka4ecTBe OMacHOro npoaykTa corniacHo
TPaHCNOPTHbLIM NpeanncaHnaMm.

YnakoBo4Has rpynna:

[ocTtaBka Nno BHyTpeHHUM BogHbIiM nyTAM (ADN/ADNR)

Homep OOH nnu
MAeHTUUKALMOHHbLIN HOMEP:
Hagnexaliee oTrpy3o4yHoe
HauMeHoBaHue:

KaTeropusi onacHocTu npu
TPaHCNOPTUPOBKE:
YnakoBo4Has rpynna:

Mopckas goctaBka (IMDG)

Homep OOH nnu
MaeHTUhUKaALUNOHHbIN HOMep:
Hagnexawee oTrpy3o4yHoe
HauMeHoBaHwue:

KaTeropusa onacHoctu npu
TPaHCNOPTUPOBKE:
YnakoBo4Has rpynna:

Bo3pywHbii Tpancnopt (ICAO-TI/IATA-DGR)

Homep OOH nnu
naeHTUMKaLUNOHHbIA HOMEp:

He knaccudmumpoBaH B kKa4ecTBe ONacHOro npoaykTa cornacHo
TPaHCNOPTHbLIM NpeanncaHnaMm.
He knaccudmumpoBaH B kKa4ecTBe ONacHOro npoaykTa cornacHo
TPaHCNOPTHbLIM NpeanncaHnaMm.
He knaccudmumpoBaH B kKa4ecTBe ONacHOro npoaykTa cornacHo
TPaHCNOPTHbLIM NpeanncaHnaMm.
He knaccudmumpoBaH B kKa4ecTBe ONacHOro npoaykTa cornacHo
TPaHCNOPTHbLIM NpeanncaHnaMm.

He knaccudumumpoBaH B Ka4eCcTBe ONacHOro NpoAaykra CornacHo
TPaHCNOPTHbLIM NpeanncaHnaMm.
He knaccuduumpoBaH B Ka4eCcTBe ONacHOro NpoAaykTa CornacHo
TPaHCNOPTHbLIM NpeanncaHnaMm.
He knaccudunumpoBaH B Ka4eCcTBe ONacHOro NpoAaykTa CornacHo
TPaHCNOPTHbLIM NpeanncaHnaMm.
He knaccudunumpoBaH B Ka4eCcTBe ONacHOro NpoAaykTa CornacHo
TPaHCNOPTHbLIM NpeanncaHnaMm.

He knaccuuumpoBaH B Ka4ecTBe ONacHOro NpoAaykTa CornacHo
TPaHCNOPTHbLIM NpeanncaHnaMm.
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Hapnexallee oTrpy3o4yHoe He knaccuduumpoBaH B kayecTBe ONacHOro nNpoaykra cornacHo
HauMeHoOBaHue: TPaAHCMOPTHLIM NPEANUCAHNSIM.
KaTeropusi onacHocTu npu He knaccuduumpoBaH B kayecTBe ONacHOro nNpoaykra cornacHo
TPaHCNOPTUPOBKE: TPaAHCMOPTHLIM NPEANUCAHNSIM.
YnakoBo4Hasa rpynna: He knaccudmumposaH B kKa4ecTBe onacHoOro NpoAykKTa corrnacHo

TPAHCNOPTHbLIM NpeannucaHnaMm.

OnacHocTb BpeQHOro BO34eNCTBUS HA OKPYXXaloLYIo cpeay

OMACHO 119 OKPY>XAIOLEN Het
CPEQObI:
CneumnanbHble Mepbl NPeaoCcCTOPOXHOCTU ANA Nofib3oBaTens
He knaccudmumpoBaH B KayecTBe onacHOro NpoaykTa CornacHo TPaHCNOPTHLIM NPeanMcaHnsam.
MepeBo3ka MaccoBbIX rPy30B B cooTBeTcTBUM C MpunoxerHuem Il MAPIMOJ1 73/789 n Kogekcom MKX
He knaccuduumnpoBaH B KayecTBe ONacHOro NpoayKTa CorflacHo TPaHCNOPTHLIM NPeanUcaHusaMm.

PA3OEN 15: UHdopmaLmsa 0 HaLMOHaNbLHOM U MeXAyHapoOAHOM 3aKoHoAaTenbLCcTBe

HOEMaTI/IBbI no oxpaHe U rMrmeHe Tpyaa v npupoaooxpaHuTernbHoe 3aKOHO,q§TeI1bCTBO/HODMaTVIBbl,
XapakTepHble Ana AaHHOro BewecTtBa Uiu cMecu.

MexayHapoaHoe U HauMoHanbHoe 3aKoOHoAaTeNbCTBO
HaHHble no anpektuee 2012/18/EC Not subject to 2012/18/EU (SEVESO lII)
(SEVESO lIl):

HaumoHanbHble npegnucaHus
Knacc 3arpsiaHeHwsi Bogpl (D): - - He onaceH Ans BoAbl

OueHKa XMMUYeckon 6esonacHoCT

OueHka 6e3onacHOCTY BELLECTB B 3TOM CMEeCU He NMPOBOAMIACh.

PA30EN 16: JononHuTenbHas MHdopmauusa

PeaakuMoHHble NpuMeYaHus
[laHHble npaBuna No TexHWke 6e30MacHOCTM coaepXkaT N3MEHeHUs MO OTHOLLEHUIO K NpeablayLuein Bepcum B
pasgene(ax): 1.
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Coxpau.l.euvm U aKPOHUMBbI
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
CAS: Chemical Abstracts Service
DNEL: Derived No Effect Level
DMEL: Derived Minimal Effect Level
PNEC: Predicted No Effect Concentration
ATE: Acute toxicity estimate
LC50: Lethal concentration, 50%
LD50: Lethal dose, 50%
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
ADR: Accord europiien sur le transport des marchandises dangereuses par Route
(European Agreement concerning the International Carriage of Dangerous Goods by Road)
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)
IMDG: International Maritime Code for Dangerous Goods
EmS: Emergency Schedules
MFAG: Medical First Aid Guide
IATA: International Air Transport Association
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
CokpalleHns 1 akpoHUMbI codepkaTtcsa B Tabnuue Ha cawte http://abk.esdscom.eu
OononHutenbHaa nHdopmaums
[aHHble 6a3npyloTca Ha CErogHsILLIHEM YPOBHE HaLLUMX 3HAHWI, OHAKO OHW He NpeacTaBnstoT cobol rapaHTuo
CBOWCTB NpoAyKTa 1 He SIBNSATCS OCHOBOWN Afsi 4OrOBOPHbIX NPaBOBbIX CBA3EN. [JeNCTBYOLLNE 3aKOHbI 1
NOCTaHOBIEHMS AOMKHbI cCOBnoaaThCa NonyyvaTenem Hallmx NPOAYKTOB Mo COOCTBEHHYIO OTBETCTBEHHOCTb.

(daHHble o onacHbiM uHepedueHmam bbinnu 83Mbl U3 UHGhOPMaYUOHHBIX JTUCMO8 Mo mexHuke 6e3onacHocmu
cybrnodpsidyukos 8 ux rnocnedHel akmyanbHoU pedakyuu.)
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