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

UpeHTUdMKaTOp NpoayKTa
VITAVM 9

HasBaHwue BellecTBa: Staub A

Co0oTBETCTBYOLINE YCTAaHOBMEHHbIE 06/1aCTU NPUMEHEHUSA BellecTBa UM CMECU U MPUMEHEeHue,
pPeKOMeHOOBAaHHOE NPOTUB

Ucnonb3oBaHue BelecTBa/cMecu
Wcnonb3oBaHune B kKayecTBe NabopaTopHOro peakTusa

gaHHble O NnocTaBLiMKe B nacnopre 6e3onacHocTu

Komnanus: 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 nunuo: regulatory affairs
OneKkTpoHHas noyra: info@vita-zahnfabrik.com
WHTepHeT: www.vita-zahnfabrik.com
OTBETCTBEHHbIV [lenapTaMeHT: Regulatory Affairs

[ononHutenbHasa nHgopmauums
medical device

PA3OEN 2: UpeHTUdMKaLmMa onacHOCTU (OnacHOCTEN)

Knaccudumkaums sewectsa unm cMmecu
PernamenTtom (EC) Ne 1272/2008
OT0 BeLecTBO He knaccuduumpyeTcs kak onacHoe B cootBeTcTBumM ¢ PernamenTtom (EC) Ne 1272/2008.
OneMeHTbl MapKMPOBKU

Opyrve onacHoctu
OTtcyTcTBYET Kakas-nMbo nHdopmaums.

PA3LEN 3: CoctaB (uH(hopmaLumna o KOMNOHEHTax)

BewectBa

XuMunyeckan xapakTepucTuka
Kepamuka

OnacHble KOMMOHEHTbI

He (B cooTtBeTCcTBUM C PernamenT (EC) Ne 1907/2006 (REACH))

PA3OEN 4: Mepbl nepsoy nomoLuu

OnucaHve Mep nepBo NOMOLLM

Mpu BAbIXaHUK
ObecneunTb Nogady CBeEXero Bo3ayxa.
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anI nonagaHUN Ha KOXY
CMbITb AOCTaTO4YHbIM KONMM4eCTBOM BOAbI. CHaTb 3arpa3HeHHyl0 oaexay U noctupatb nepen NOBTOPHbIM
McnoJsib3oBaHNeM.

lMpu KOHTaKTe ¢ rnasamu
Cpasy e OCTOPOXKHO U OCHOBATENbHO NPOMbITL AyLUEM Afs a3 v Bo4oN.

anI nonagaHuun B XXenyaok
Cpquo npononocKkaTb POT U 3anNnUTb GONbLUNM KONMYECTBOM BOAbI.

Haubonee cyuecTtBeHHble cMMNTOMbI/3dheKT OCTPOro Bo3gencreus
OTtcyTcTBYET Kakas-nMbo nHpopmaums.

YkasaHue Ha He06X0OMMOCTb HeMeANeHHOW MeAULIMHCKON NOMOLUM U cneumanbHoe NeYyeHus
CumnTomMaTU4ECKOE NeYeHne.

PA3LEN 5: Mepbl 1 cpeacTBa o6ecneyeHUs NOXapoB3pbIBO6e30NacHOCTH

CpeacTBa NoXxapoTylweHus

Moaxopswme cpeacTasa noxapoTtylweHusa
CornacoBartb Mepbl NO TYLWEeHUIO NoXapa C yCloBUaAMU 0pr>Ka|ou4917| cpenbl.

Ocob6ble hakTopbl pUCKa, MCTOYHUKOM KOTOPLIX IBNAETCS1 BELWEeCTBO WU CMeCb
HeBocnnameHsiembli.

Mepb! NpeOCTOPOXHOCTU ANl NOXaPHbLIX
B cnyyae noxapa: Ncnonb3oBaTb aBTOHOMHbIN AblXaTerbHbI annapar.

[JononHutenbLHaa pekomeHaauus
|/|CI'IOJ'Ib3OBaBLLIyFOC9| OnAa TyweHua 3arpa3sHeHHyr Boay CO6VIpaTb oTAaencHo. He gonyckaTtb nonagaHuna B
KaHann3auuto nnun BoaoeMbl.

PA3LEJ 6: Mepbl no npeaoTBpaLleHUIo U NMIMKBUAALMU aBapUMHbIX U Ype3BblYalHbIX CUTyaLUun u
UX NnocneacTBvUn

Mepbl NpeaoCTOPOXHOCTU ANSA NepcoHana, 3alMTHOe CHapsiXXeHue U Ype3BblyaliHble Mepbl

O6Lwue ykasaHus
Msberatb nbineobpasoBaHus. He BabIxaTh Nbifb.

MpeaynpegutenbHble MEPbI MO OXpPaHe OKPYXKakLwen cpeabl
He Aonyckatb nonagaHua B KaHanm3auuo nnn Bo4oembl.

MeToabl u MaTepuanb! ANA NoKanMsauum U OMUCTKU

HdononHutenbHasa nHdopmauus
CobpaTb MexaHuyeckn. C cobpaHHbIM MaTepuranom obpallaTtbCcs COrfacHo pasgeny no yTunmsauum.

Cchbinka Ha Agpyrue pasfenbl
BesonacHas pabota: cmoTpu paspen 7
WHavBuayanbHble cpeacTBa 3aluTbl: CMOTPU pasgen 8
YTunusauus: cmotpu pasgen 13

PA3OEN 7: NpaBuna xpaHeHUss XMMUYECKOW NPOAYKLMU U OGpaLleHusi C Hel npu
NOrpy304HO-pasrpy3o4Hbix paboTax

Mepb! NpelOCTOPOXKHOCTH NPU paboTe C NPOAYKTOM

UHdopmauusa o 6e3onacHoM obpaLleHum
Ocobble Mepbl IPeJOCTOPOXKHOCTM He 00s3aTerNbHbI.

PekomeHaauuu no 3awure ot BO3ropaHunsa u B3pbiBa
Ocobble Mepbl 3alUTbl OT NoXapa He obsizaTenbHbl.
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PekomeHAaauum no obuen NnpoMbILLINIEHHOW rMrueHe
CHATb 3arpasHeHHyto ogexay. [epen nepepbiBamMy 1 MO OKOHYaHWIO paboThl BeIMbITh pykn. Ha paboyem mecte
He eCTb, He NUTb, He KypUTb, HE CMOPKaTbCS.

YcnoBusa ansa 6e30nacHOro XxpaHeHusi ¢ y4eToM NbbIX HECOBMECTUMOCTEN

Tpe6oBaHMA B OTHOLLEHMM CKITaACKMX 30H U Tapbl
XpaHUTb eMKOCTb NIOTHO 3aKPbITON.

Yka3aHus N0 COBMeCTHOMY XpPaHEHUIo
Ocobble Mepbl IPegoCTOPOXKHOCTM He 0ba3aTernbHbI.

Oco6ble KOHeYHble 061acTU NPUMEHeHUst

Vicnonb3oBaHue B KayecTBe na6opaTopHoro peakTuBa

PA3OEN 8: CpeacTtBa KOHTPONSA 3a onacHbIM BO3AENCTBMEM U CpeAcTBa MUHAUBUAYaNbHOW 3alUThbl

MNapameTpbl KOHTpPONSsA

PerynupoBaHus Bo3gencTBusi

3awmTHbIe U rMrMeHnyeckne MepbI

3awumTa rnas/nuua
Monb3oBaTtbcsi cpeacTBamMU 3alLMThl rnas/nuua.
3awmTa pyk
Mpu 06palleHnn ¢ XMMUYECKUMY BELLLECTBAMW pa3peLLEHO HOCUTb TOMNBKO XUMUYECKU CTOVMKUE 3aLLUTHbIE
nepyatku ¢ mapkuposkon CE, Bkntovas YeTblpex3HayHbl KOHTPOrbHbIN HoMep. @ONBR (HUTpunoBbIn kay4yk)
02.B008235 PekomeHOyeMy0 BbISICHUTb XMMUYECKYI0 CTOMKOCTb YKa3aHHbIX BbllLe 3alUTHbIX NepYyaTok Ans
crneumnanbHOro NnpMMeHeHus y npoussogutens. PekomeHayemble nponssoauteny nepyatok KCL Dermatril P
3awumTa KoXxu
Vicnonb3oBaHue 3alUTHOM oaexabl.
3awmTa gbixaTenbHbIX NyTen

Mo3aboTUTbCS 0O 4OCTATOYHON BEHTUNALNN U TOYEYHOWN BbITSHKKE B KPUTUYECKNX TOUKaX. TexHndeckas
BEHTUNAUNA pa60qero MecTa

PA3[OEN 9: ®u3unyecknme n xumnyeckme CBOMCcTBa

MHdopmaumsa 06 0OCHOBHbIX (hU3NKO-XMMUYECKUX CBOUCTBAX

dusnyeckoe COCTOSHUE BeLLECTBA: TBepabli

LiBeT:

3anax: 6e3 3anaxa

Touka nnaBneHns/Touka 3aMep3aHuns: He onpeaeneHo

TemnepaTypa KUneHns nnm Temneparypa X

Hayana KUneHusa 1 guanasoH KUNeHus:

loptoyecTsb: He onpeaeneHo
HeNnpMMeHUMO

HwxHWI npegen akcnosnumm: He onpeeneHo

BepxHuii npegen akcnosvuum: He onpeaeneHo

Touyka BCMbILLKK: X

TemnepaTypa pa3noxXeHus: He onpeeneHo

pH: He onpeeneHo

PacTtBopumoCTb B BoAE: Het

PacTBOpUMOCTb B ApyrMx pacTBOpUTENSIX
He onpegeneHo
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KoadhdpuumneHT pacnpegeneHus He onpegeneHo

n-okTaHon/Boaa:

[asneHve napa: <=1100 hPa
(npun 50 °C)

MnoTHOCTbL: 2,40000 g/cm?

OTHOCUTENbHAs NNOTHOCTL Napa: He onpeaeneHo

Opyrve gaHHble
UHdopmMauusa B OTHOWEHUUN KnaccoB PM3NYEeCKOM OnacHOCTHU
B3apbiBOONacHble cBoncTea
[MpoaykT He sBnsaeTca: B3apbiBOONaCHbIN.
TemnepaTypa camoBO3ropaHus

TBepaoro tena. He onpeaeneHo
rasa: HenpmMMeHnmo

OkucnsoLime ceoncTea
He okncnutenbHbIN.
[pyrue xapakTepucTuku 6e3onacHocT1
CKOpOCTb UCNapeHus: He onpegeneHo
CoaepxaHune TBepAbIX BELLECTB: 100,0 %

PA3OEN 10: CTabunbHOCTb U peakUMOHHasA CNOCOGHOCTb

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

Xummnyeckas ycTom4MBOCTb
MpoaykT siBNsieTca CTabunbHbIM, ECIIN OH XPaHWUTCA NPU HOPMarbHOM TEMMEpaType OKpYXatoLLeln cpeabl.

B0O3MOXHOCTb OnacHbIX DeaKHVIIZ

OnacHble peakuuy He N3BECTHbI.

YcnoBus, KoTopbix cneayeTt usberatb
HeT

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

OnacHble NPoAYKTbI pasnoxeHus
OnacHble NPOAYKTbl pacnaga He U3BECTHbI.

PA3OEN 11: UHdopmaLms 0 TOKCUYHOCTH

gaHHble O TOKCUKOJIOrMYECKOM BO3OeMCTBUMU

OcTpas TOKCUYHOCTb
Vcxoas M3 Merowmnxcsa AaHHbIX KPUTEPUN KrnaccudUKauum He BbINOMHEHBI.
PasgpaxeHue n kopposus
Vcxops M3 nMetoLwmnxcst faHHbIX KpUTeEpUn Knaccudukauum He BbINOSHEHSI.
CeHcubunusupyowee aencTeue
Mcxons M3 nMetowmnxcst faHHbIX KpUTeEpUn Knaccudumkauum He BbINOSHEHSI.
KaHueporeHHble, MyTaLUUOHHbIE NOCNEeACTBUS, a TaKXKe CKOPOCTb UX pacnpocTpaHeHUs
Mcxons M3 nMetoLwmnxcst faHHbIX KpUTeEpUn Knaccudmkauum He BbINOHEHSI.
Cneuundmyeckasi TOKCMYHOCTb A4S OTAENbHOro opraHa-MuLLIEHU NPU O[HOKPAaTHOM BO3A4EeMNCTBUU
Vcxoas M3 MeroLwmnxcsa AaHHbIX KPUTEPUN KIacCUUKauum He BbINOMHEHBI.
Cneuundmyeckass TOKCMYHOCTb A4S OTAENbHOro opraHa-MyULLIEHU NPU MHOTFOKPaTHOM BO3AEeACTBUM
Vcxons M3 nMeroLwmnxcst faHHbIX KpUTepun Knaccudukauum He BbINOSHEHBI.
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OnacHo npu BAabIxaHUn
Mcxons M3 MMerLwmnxcs aHHbIX KpUTepun Knaccmudukauum He BbINOSTHEHBI.
Mocneaytowan nHgpopmaums
BelecTtBo He kBanupuumpyeTcs B kadyecTBe onacHoro cornacHo PernamenTty (EC) Ne 1272/2008 [CLP].

PA3OEN 12: UHchbopmauus o BO3oeMCTBMU Ha OKpYKatoLlylo cpeny

TOKCUYHOCTb
MpoaykT He ABNAeTCs: QKOTOKCUYECKUIA.
CTOMKOCTb U pasnaraeMocTb

MpoaykT He 6bIn NpoBepeH.

NoTeHuman 6MoakKyMynsLmm

MpoaykT He 6GbIN NpoBeEpeH.

Mo6unbHoCTbL B No4Be
MpoaykT He GbIN NpoBEpeH.

Pe3ynbTartbl oueHku PBT n vPvB

OT0 BeLecTBO He cooTBETCTBYET KpuTepusm PBT/VPvB PernameHta REACH, npunoxenue Xl
MpoaykT He ObiN NpoBEpEH.
OHOOKPUHHbIE pa3pyluakline CBOUCTBa

[aHHoe BelecTBO He 0b6nagaeT CBOMCTBaMM, HapyLUaLWUMK paboTy 3HAOKPUHHOW CUCTEMbI Y HELleneBbIX
OpraHn3mMoB.

Opyrve BpegHble BO34eNCTBUS
OtcyTcTByeT Kakas-nubo nHpopmaums.

JononHuTenbHaA pekomeHaaUUs
He gonyckaTb nonagaHusi B OKpY>KatoLLyto cpeay.

PA3LEN 13: PekomeHAaaumu no yaaneHuo oTXo4oB (OCTaTKOB)

MeToabl yTunmsaumm oTxonoB

PekomeHgauuns
He ponyckaTe nonagaHus B KaHanv3awuuio unm Bogoemsbl. YTunnsaumsi B COOTBETCTBMU C AEACTBYIOLLMMUN
npeanucaHnsiMun.

YTunusaums HeoumnLeHHON YNakoBKN U peKOMeHAyeMble CpeacTBa OYUCTKU
CMbITb AOCTATOYHBIM KONMYECTBOM BOAbI. [ONTHOCTHIO ONOPOXHEHHbIE YNAKOBKN MOTYT ObITb YTUNM3UPOBAHbI.

PA3OEN 14: NHdopmauusa npu nepeBo3kax (TPaHCNOPTUPOBaHUN)

CyxonyTHbiv TpaHcnopT (ADR/RID)

Homep OOH unu He knaccudumumpoBaH B kKayecTBe onacHOro NpoAykTa cornacHo
MAeHTUUKALNOHHbIA HOMED: TPaHCNOPTHbLIM NPEANUCAHNAM.
Hagnexauiee oTrpy3oyHoe He knaccuduumpoBaH B Ka4eCTBE OMacHOro NpPoAyKTa CorfacHo
HauMeHOoBaHue: TPaHCNOPTHLIM NPEANUCAHNAM.
KaTeropus onacHocTv npu He knaccuduumpoBaH B Ka4eCcTBe OMacHOro NpoAyKTa CorfacHo
TpaHCNopTUPOBKE: TPaHCNOPTHLIM NPEANUCAHNAM.
YnakoBo4Has rpynna: He knaccuduumpoBaH B Ka4eCTBe OMacHOro NpoAyKTa CorfacHo

TPaHCMOPTHLIM NPEeANUCaHUAM.

HocTtaBka no BHyTpeHHUM BogHbIiM nyTAM (ADN/ADNR)

Homep OOH unum He knaccugmumpoBaH B kayecTBe OnacHOro NpoAyKTa cormnacHo
MOEHTUMUKALMOHHbLIN HOMEP: TPaHCMOPTHLIM NPEANUCaHUSIM.
Hagnexawee oTrpysoyHoe He knaccugmumpoBaH B kayecTBe OnacHOro NpoAyKTa cormnacHo
HaMMeHOBaHMe: TPaHCMOPTHLIM NPEANUCaHUSIM.
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KaTeropusi onacHoCTu npu He knaccuduumpoBaH B kayecTBe ONacHOro nNpoaykra cornacHo
TPaHCNOPTUPOBKE: TPaAHCMOPTHLIM NPEANUCAHNSIM.
YnakoBo4Hasa rpynna: He knaccudmumposaH B kKa4ecTBe onacHoOro NpoAykKTa corrnacHo

TPaAHCNOPTHbLIM NpeannucaHnaMm.

Mopckas goctaBka (IMDG)

Homep OOH nnu He knaccudumumpoBaH B kKayecTBe OnacHOro NpoAykKTa CornacHo
MOEHTU(PUKALMNOHHbLIA HOMEp: TPaAHCNOPTHbLIM NpeannucaHnam.
Haanexaulee oTrpy3o4yHoe He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPoAyKTa CorfacHo
HanMeHoBaHUue: TPaAHCNOPTHbLIM NpeannucaHnam.
KaTeropus onacHoctu npu He knaccudumumpoBaH B kKayecTBe OnacHOro NpoAykKTa CornacHo
TPaHCNOPTUPOBKE: TPaAHCNOPTHbLIM NpeannucaHnam.
YnakoBo4Has rpynna: He knaccudumumpoBaH B KayecTBe OnacHOro NpoAykKTa CornacHo

TPaHCNOPTHLIM NPEANNCaHNAM.
Bo3pywHbii TpaHcnopT (ICAO-TI/IATA-DGR)

Homep OOH unu He knaccudmumpoBaH B kayecTBe onacHoOro NpoaykTa cornacHo
MaeHTUUKALUNOHHbIW HOMEP: TPaHCMOPTHLIM NpeanucaHnam.
Hapgnexallee oTrpy3o4Hoe He knaccudumumpoBaH B kayecTBe onacHoOro NpoAykTa cornacHo
HanMeHoBaHUe: TPaHCNOPTHbIM NpeannucaHnam.
KaTeropus onacHocTtu npu He knaccudumumpoBaH B kayecTBe onacHoOro NnpoaykTa cornacHo
TPaHCNOPTUPOBKE: TPaHCNOPTHbIM NpeanucaHnam.
YnakoBo4Has rpynna: He knaccudumumpoBaH B kayecTBe onacHoOro NnpoaykTa cornacHo

TPaHCNOPTHLIM NPEeANUCAHNUSIM.
OnacHoOCTb BpegHOro Bo34eNCTBUSl HA OKPYXXaKOLLYIO cpeay
OMACHO 119 OKPYXAIOLEN Het
CPE[ObI:

CneumanbHble Mepbl NPegOCTOPOXHOCTY ANsi Nofib3oBaTens
OTtcyTcTBYET Kakas-nMbo nHdopmaums.
MepeBo3ka MaccoBbLIX rPy30B B cooTBeTcTBUMU C Mpunoxernuem Il MAPIMOJ 73/789 n Kogekcom MKX

HenpmMmMmeHnmo

PA3OEN 15: UHdhopmMauusa o HaLMOHaNbLHOM U MeXAYyHapoOAHOM 3aKoOHoAaTeNnbCTBe

HOQMaTI/IBbI Mo oXpaHe U FTMrMeHe Tpyaa U NPUMpPoaooXpaHUTeNbLHOE 3aKOHO4aTeNbLCTBO/HOPMAaTUBbI,
XapakTepHble AnAa AaHHOro BellecTBa Ui cmecu.

MexayHapoaHoe U HauMoHanbHOe 3aKOHOAAaTeNbCTBO

HanHble no gupektmee 2012/18/EC Not subject to 2012/18/EU (SEVESO III)
(SEVESO III):

HauuoHanbHble npegnncaHus

Knacc 3arpsasHenusi sogpl (D): 1 - cnabo onaceH Ans BoAel

OueHKa XMMUYeCcKon 6e3onacHoOCT
[nsa aTol BewecTBa He npoBoaunack oLeHka 6e3onacHocTU.

PA3OEN 16: JononHuTenbHasa nHdopmauusa

Pen,aKLIVIOHHbIe npumMmeYvyaHus
D,aHHbIe npasuna no TexHuke ©es3onacHocTn coaepxat MsaMmeHeHusa No OTHOLLEHUIO K npenbl,uyu.l,eﬁ Bepcun B
pasgene(ax): 1.
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Coxpau.l.euvm U aKPOHUMBbI
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
CokpalleHns 1 akpoHMMbI 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 Arsi 4OrOBOPHbIX NPaBOBbLIX CBA3EN. [JeNCTBYOLLNE 3aKOHbI 1
NOCTaHOBIEHMS AOMKHbLI cObntoaaThCa NonyyvaTenem Hallmx NPOAYKTOB Mo COOCTBEHHYIO OTBETCTBEHHOCTb.
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