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

UpeHTUdMKaTOp NpoayKTa
VITAPM 9

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

Ucnonb3oBaHue BelecTBa/cMecH
Wcnonb3oBaHue B kKayecTBe NabopaTopHOro peakTusa

gaHHble O NnocTaBLiMKe B nacnopre 6e3onacHocTu

KomnaHnus: 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
ABapuiHbI HoMep TenedoHa: +49-(0)761-19240

DononHutenbHaa uHdopmaums
medical device

PA3OEN 2: UpeHTUdMKaLmMa onacHoCcTU (onacHoCTewn)

Knaccudmkaumsa BewecrTea unm cmecu

PernameHTom (EC) Ne 1272/2008
OT0 BeLecTBO He knaccuduumpyeTcs kak onacHoe B cooteTcTBumM ¢ PernamenTtom (EC) Ne 1272/2008.

AneMeHTbI MapKUpoBKU

Opyrve onacHocTu
OrtcyTcTBYET Kakas-nnbo nHgopmauus.

PA30EN 3: CocTaB (uHdOpMaLMsi O KOMMOHEHTaXx)

BewectBa

Xumunyeckas xapakTepucTmka
Kepamuka

OnacHble KOMMOHEHTbI

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

PA3[EI 4: Mepbl nepBO NOMOLLMN

OnucaHve Mep NnepBo NOMOLLM

Mpwu BabixaHun
ObGecneunTb Nogaydy CBeEXero Bosayxa.
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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
Monb3oBaTbcs cpeacTBamMu 3allMThbl rnas/nuua.

3awmTa pyk
Mpu 06palleHnn ¢ XMMUYECKUMY BELLLECTBAMW pa3peLLEHO HOCUTb TOMNBKO XUMUYECKU CTOVMKUE 3aLLUTHbIE
nepyatku ¢ mapkupoBkoi CE, Bkntouas YeTblpeX3HauHbI KOHTPOSbHLIN HOMep. BbiGupaTtb XMMmnyYeckn ctonkme
3aLLUMTHbIE NEpYaTKN B 3aBMCUMOCTUN OT KOHLIEHTPALIMK 1 KONUYECTBA OMNacHbIX BELLECTB, a Takke OT OT
cneumndmkm paboyero mecta. PekoMeHayeMyo BbISICHUTb XMMUYECKYHO CTOMKOCTb YKa3aHHbIX BblLLE 3aLUMUTHbIX
nepyaTok Ans cneumanbHOro NPUMeEHeEHUst y Npou3BOaUTENS.

3awumTa KoXxu
Vicnonb3oBaHue 3alUTHOM oaexabl.
3awmTa gbixaTenbHbIX NyTen

M3beratb Hblﬂ606p83OBaHMﬂ. He BabixaTb Nblib. M03ab0TUTLCA 0 AOCTATOYHOM BEHTUNSILMM U TOHEYHOW BbITSKKE
B KDUTUYECKNX TOYKaX.

PA3[OEN 9: ®u3unyecknme n xumnyeckme CBOMCcTBa

MHdopmaumsa 06 0OCHOBHbIX (hU3NKO-XMMUYECKUX CBOUCTBAX

dusnyeckoe COCTOSHUE BeLLECTBA: TBEpAbIN
LiBeT:
3anax: XapakTepHbIn

N3mMeHeHnA cocTossHUA

Touka nnaBneHus/Touka 3aMep3aHus: He onpefeneHo
Touka BCNbILWKK: HENpPUMEHNMO
FoproyecTb
TBEPAbIN KUOKUIA: He onpegeneHo
rasa: HENPUMEHNMO

B3pbiBoOnacHbIe CBOMCTBA

MpoaykT He sBnsaeTca: BapbiBoonacHbIN.
HwxHUA npegen akcno3uumu: He onpeaeneHo
BepxHuii npegen akcnosmuum: He onpegeneHo

TemnepaTypa camoBo3ropaHus
TBEpAoro Tena: He onpegeneHo
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rasa: HenpMMeHUMO
TemnepaTypa pas3noxeHus: He onpefeneHo
pH: He onpefeneHo
PacTtBopumocTb B Boae: Het
PacTBOpuMOCTbL B Apyrux pacTBopuUTensix
He onpeaeneHo
KoadhdurumeHT pacnpenenexus He onpegeneHo
n-okTaHon/Boaa:
[asneHwne napa: He onpefeneHo
(npu 50 °C)
[noTHOCTB: 2,45000 g/cm?
OTHOCUMTENbHAs NNOTHOCTL Napa: He onpefeneHo
Opyrve gaHHble

UHdopmMauusa B OTHOWEHUUN KnaccoB PM3NYeCKOM OonacHOCTHU

Okucnsouime ceoncTea
He okncnutenbHbIN.

[pyrue xapakTepucTuku 6e3onacHocT

CoaepxaHune TBepAbIX BELLECTB: 100,00 %
CKOpOCTb UCnapeHus: He onpeaeneHo
AononHutenbHaa uHcgopmaums

PA3OEN 10: CTabunbHOCTb U peakUMOHHasA CNOCOGHOCTb

PeakuuoHHasa cnoco6HocTb
Mpy Hagnexallem obpalleHnn U XpaHEHUM ONacHbIX peakumii He BO3HUKAET.

Xummnyeckas ycTom4MBOCTb
MpoaykT siBNseTca cTabunbHbIM, €CNU OH XpPaHWUTCS NPY HOpMaribHOW TemnepaType OKpyKatoLLen cpeapl.

B03MOXHOCTb ONacHbLIX peakuumn

OnacHble peakuuny He N3BECTHbI.

YcnoBus, KoTopbix cneayeTt usberatb
HeT

HecoBMecTuMble MaTepuanbl, KOTOPLIX crieayeT usberarb
OTcyTcTBYET Kakas-nnGo UHopMaums.

OnacHble NPOAYKTbI Pa3noXeHus
OnacHble NpPOAYKTbl pacnaga He N3BECTHbI.

PA3OEN 11: UHdopmMaLms 0 TOKCUYHOCTH

gaHHble O TOKCUKOJNIOrMYECKOM BO3eMCTBUMU

OcTpas TOKCUYHOCTb

Mcxoas M3 nMerLwmnxcs gaHHbIX KpUTepun Knaccmudukauum He BbINOSTHEHBI.
PasapaxeHue n koppo3sus

Mcxons 13 nMetoLwmnxcst AaHHbIX KpUTEpPUX Knaccudmkauum He BbINOSHEHSI.
CeHcubunusunpyowiee gencTeme

Mcxoos M3 nMeroLwmnxcst faHHbIX KpUTepun Knaccudmkauum He BbINOSHEHSI.
KaHueporeHHble, MyTaLMOHHbIE NOCNEACTBUS, a TaKkKe CKOPOCTb UX pacnpocTpaHeHus

Mcxons M3 nMeroLwmnxcst faHHbIX KpUTepun Knaccudmkauum He BbINOSHEHSI.

Howmep pepakuum: 4 - 3ameHsieT Bepcuio: 3 RU Oara nevatun: 29.03.2023
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Cneuunduyeckass TOKCUMHOCTb Afsl OTAENbLHOro opraHa-MuLIeHW NPy O4HOKPaTHOM BO34eNCTBUM
Mcxoas M3 MeLWwmnXcs AaHHbIX KpUTEpUn Knaccudmkauum He BbiNOSHEHDI.

Cneuunduyeckasi TOKCUMHOCTb OISl OTAENIbHOro opraHa-MuLLIeHU NPU MHOTOKpaTHOM BO34elUCTBUM
Mcxops M3 nMetoLwmnxcst AaHHbIX KpUTepun Knaccudmkauum He BbINOSHEHSI.

OnacHo npu BabIXaHUU
Mcxops M3 nMetoLwmnxcs AaHHbIX KpUTepun Knaccmudmkauum He BbINOSHEHSI.

Mocneayowasn nHopmauus
BelecTBO He kBanudpuumpyeTcs B kadyecTBe onacHoro cornacHo PernamenTty (EC) Ne 1272/2008 [CLP].

PA30EN 12: UHdopmaLmsa o BO3AEUCTBUM Ha OKpPYXaloLlylo cpeay

TOKCUYHOCTb
MpoaykT He ABnAeTCs: QKOTOKCUYECKUIA.

CTOMKOCTb ¥ pa3naraemMocTb
MpoaykT He 6bin NpoBepeH.

NoTeHuyman 6umoakkymynsumm
MpoaykT He ObiN NpPoBEpPEH.

Mob6unbLHOCTbL B No4YBe
MpoaykT He ObiN NPoBEpPEH.

PesynbTartbl oueHku PBT n vPvB

OT0 BeLecTBO He cooTBeTCTBYET kpuTepuam PBT/vPvB PernameHta REACH, npunoxenue XIII.
MpoaykT He 6bIN NpoBepeH.
SHAOKPUHHbIE pa3pylualoliMe CBOUCTBA
[JaHHoe BellecTBO He 0bnagaeT CBOWCTBAMM, HapyLLaLWMMK paboTy 3HAOKPUHHON CUCTEMBI Y HELleNeBbIX
OpraHn3MoB.
Opyrve BpeaHble Bo3gencTBus
OTcyTcTBYyeT Kakas-nnbo nHdopmauums.

JononHuTtensHasi pekomeHgaums
He ponyckaTb nonagaHvsi B OKPYKaroLLyto Cpeay.

PA3OEN 13: PekomeHaaumu no yaaneHuo oTXo4oB (OCTaTKOB)

MeToabl yTunmsaumm oTxogoB

PekomeHpauus
He gonyckaTtb nonagaHus B KaHanM3auuio Uiy BOAOEMbI. YTUNN3aLMs B COOTBETCTBUN C AEACTBYHOLLUMMU
npeanucaHnamu.

YTunusauus HeoUMLLEHHON YNAaKOBKU U peKOMeHAyeMble CPeACcTBa OUUCTKU
[MonNHOCTBLIO ONOPOXHEHHbIE YNAKOBKM MOTYT ObITb YTUNN3MPOBAHSI.

PA3OEN 14: UHdopmauusa npu nepeBo3Kax (TPaHCNOPTUPOBaHUN)

CyxonyTHbI TpaHcnopT (ADR/RID)

Homep OOH unun He knaccudumumpoBaH B kayecTBe onacHOro NpoaykTa cornacHo
MaeHTUUKALNOHHbIW HOMEp: TPaHCNOPTHLIM NPEANNCAHNAM.
Hagnexaliee oTrpy3oyHoe He knaccuduumpoBaH B Ka4eCTBe OMacHOro NpoaykTa corfacHo
HauMeHoBaHue: TPaHCNOPTHLIM NPEANNCAHNAM.
KaTeropus onacHoctu npu He knaccuduumpoBaH B Ka4eCTBe OMacHOro NpoaykTa corfacHo
TpaHcnopTUpPOBKe: TPaHCNOPTHLIM NPEANNCAHNAM.
YnakoBo4Has rpynna: He knaccuduumpoBaH B Ka4eCcTBe OMacHOro NpoayKTa CorfacHo

TPaHCNOPTHbLIM NpeanncaHnaMm.

[ocTtaBka no BHyTpeHHUM BogHbIiM nyTAM (ADN/ADNR)

Homep pepakumu: 4 - 3ameHseT Bepcuto: 3 RU Oara nevatun: 29.03.2023
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Homep OOH unu
MAEHTUDUKALMOHHLIN HOMEp:

Hagnexaliee oTrpy3o4yHoe
HaunMeHoBaHue:
KaTteropus onacHocTu npu
TPaAHCNOPTUPOBKE:
YnakoBo4Has rpynna:

Mopckas goctaBka (IMDG)

Homep OOH nnu
MOEHTU(PUKALMNOHHbLIA HOMEp:

Hagnexauiee oTrpy3o4yHoe
HaumMeHoBaHue:
Kateropus onacHoctu npu
TPAHCMNOPTUPOBKEe:
YnakoBo4Has rpynna:

He knaccudmumposaH B kKa4ecTBe onacHoOro nNpoAykKTa corrnacHo
TPaHCMOPTHLIM NPEeAnUCaHNSM.
He knaccudmumposaH B kKa4ecTBe onacHoOro NpoAykKTa corrnacHo
TPaHCMOPTHLIM NPEeANUCaHNSM.
He knaccudmumposaH B kKa4ecTBe onacHoOro NpoAykKTa corrnacHo
TPaHCMOPTHLIM NPEeANUCaHNSM.
He knaccudumumposaH B kKa4ecTBe onacHoOro NpoAykKTa corrnacHo
TPaHCMOPTHLIM NPEeANUCaHNSM.

He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPoAyKTa CorfacHo
TPaAHCNOPTHbLIM NpeannucaHnam.
He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPoAyKTa CorfacHo
TPaAHCNOPTHbLIM NpeannucaHnam.
He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPoAyKTa CorfacHo
TPaAHCNOPTHbLIM NpeannucaHnam.
He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPoAyKTa CorfacHo

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

Homep OOH unu
MAEHTUUKALMOHHbLIN HOMEP:

Hagnexaliee oTrpy3o4Hoe

He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPOoAyKTa CorfacHo
TPaHCMOPTHbLIM NpeanUcaHnAM.
He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPOoAyKTa CorfacHo

HauMeHoBaHue: TPaHCMOPTHLIM NPEANUCAHUAM.
KaTeropusi onacHocTu npu He knaccudumumpoBaH B ka4ecTBe ONacHOro NPoAyKTa CornacHo
TpaHCNOpPTUPOBKE: TPaHCMOPTHLIM NPEANMCAHUAM.

He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPoAyKTa CorfacHo
TPaHCNOPTHbIM NpeanucaHnam.

YnakoBo4YHas rpynna:

OnacHoOCTb BpegHOro Bo34eNCTBUSl HA OKPYXXaKOLLYIO cpeay

OMACHO 119 OKPY>XAIOLLEN Het
CPEObI:
CneumnanbHble Mepbl NPeaoCcTOPOXHOCTU ANA Nofb3oBaTens
OTcyTcTBYET Kakas-nubo nHpopmaums.
MepeBo3ka MaccoBbIX rPy30B B cooTBeTcTBUM C MpunoxerHuem Il MAPIMOJ 73/789 n Kogekcom MKX
HenpuMeHNMo

PA30EN 15: UHdopmaLmsa 0 HALMOHaNLHOM U MeXAYyHapoAHOM 3aKoHoAaTenbLCcTBe

HOEMaTVIBI:I no oxpaHe U rMrmeHe Tpyaa v npupoaooxpaHuTenbHoe 3aKOH0q§TeﬂbCTBO/HODMaTMBbI,
XapakTepHble AnAa AaHHOro BewecTtBa Uiu cMecu.

MexayHapoaHoe U HaLMOHaNbHOE 3aKOHOAATENbCTBO
HanHble no gupektuse 2012/18/EC Not subject to 2012/18/EU (SEVESO Ill)
(SEVESO lll):

HaumoHanbHble npeanucaHus

Knacc 3arpssHeHus sogsl (D): 1 - cnabo onaceH Ans soAl

OueHKa XMMMYyeckon 6esonacHocCT
[nsa aTon BewecTBa He npoBoaunack oueHka 6e3onacHoCTU.

PA3EI 16: JononHuTenbHaa uHdopmauusa

CoKpalleHUs U aKpOHUMbI
ADR: Accord europiien sur le transport des marchandises dangereuses par Route
(European Agreement concerning the International Carriage of Dangerous Goods by Road)
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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
intirieures)

EmS: Emergency Schedules

MFAG: Medical First Aid Guide

ICAO: 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

CokpallieHns 1 akpoHUMbI cogepaTtcsa B Tabnuue Ha cawTe http://abk.esdscom.eu

[ononHutenbHaa nHdopmauus
[aHHble 6a3npyoTca Ha CerogHALWHEM YPOBHE HALLMX 3HAHWUA, OOHAKO OHW HEe NpeACTaBnstoT COOO0N rapaHTuio
CBOWCTB NPOAYKTa U HEe SIBNATCA OCHOBOW ANl JOTOBOPHbLIX NPaBOBbIX CBA3el. [JencTByoLNe 3aKOHbI 1
NOCTaHOBMEHNs AOIMKHbI cOBnogaThCa nonyyYaTenemM Halux NPOAYKTOB NoA COOCTBEHHYO OTBETCTBEHHOCTb.
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