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Copep>xaHue

HaxxmMuTe Ha 3ada4y, 4Tobbl NnepenTn K Hel. CnpaBa yKa3aHa CTpaHuLa.

0001 [ naBHbIM BpayoM ®BY3 «LleHTp rurneHsl n asnngemMmonornmn» 6oi1o opopmMaeHO n 3
rnogaHo B PocaakpeauTaumo 3asaBieHume...

0002 Bbl - Bpay no obuien rurneHe. Bam nopy4eHo NogroToBUTb MHpoOpMaL Mo gas 16
npoBefeHns 3aHATUIA NO NPOopeCcCMOoHaNbH...
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CutyauuoHHas 3apada 0001 Obuwas rurnenHa

CutyauumoHHas 3apa4a 0001

12 BonpocoB - Obwasa rurneHa - Boicwee obpasoBaHme

1. YCJIOBUE CUTYALMUOHHOU 3A0A4YN
1.1. Cutyauus

naBHbIM BpayoMm ®PBY3 «LleHTp rurneHsl n annaemMmmosorun» 6110 oopMaEeHO N NOAaHO B
PocaakpeauTaumio 3asBneHVE Ha akkpeanTaunio CAaHUTAPHO - TMrMeHNYeCcKom
nabopatopun.

Bbl - Bpa4 No CAaHUTApPHO-TUrneHn4YeckumMm nabopaTopHbIM UCCNIEN0BAHNSAM, HA KOTOPOro
BO3/10)KEHa (PYHKLIUA 3aBeyoLero NcnbiTaTensHon nabopatopuein. Bam Heobxoanmo
OpraHn30BaTb NMOAroTOBKY slabopaTopun K Bble34HOW 3KCNepTU3E UCMbITaTEbHOM
nabopaTtopumn gns npoueaypbl akkpeanTaumu.

1. BapuaTtus

Bonpoc 1

Llenbto Bble34HOW NPOBEPKN NMPU MPOBEAEHUM MPOoLeAypbl aKKpeanTaumm NCNbiTaTelbHOW
nabopaTopun ABNSETCS YCTaHOBJIEHNE COOTBETCTBUS

@ wvcnbiTaTensHo nabopaTopun KpUTEepUaM akKkpeauTauum u TpebosaHuaM
FOCT ISO/IEC 17025 B 3asBseHHOM 0Os1acTM akKKpeauTauum

2 wucnbiTaTenbHol nabopaTopun LUenaM NONTUKN B 061acTy KayecTBa U
PYKOBOACTBA MO Ka4yecTBY, pa3paboTaHHbIM UCMNbITaTeNbHOW NnabopaTopuei
CaMOCTOATENbHO

3 CUCTEeMbl MeHeO)XMEHTa KadyecTBa ncnbliTaTenbHon nabopatopun TpeboBaHnAM
FOCT NCO/M2K 17025 B 3aaBneHHoOn obnacTn akkpeanTaunm

4 TnNpoBeAeHNs UccrenoBaHUn (UCNbITaHUN), U3MEPEHNI B UCTMbITaTe/IbHON
nabopaTopun 3asaBaeHHoON obnacTtu akkpegmnTaumm n TpebosaHnam FOCT
MCO/M2K 17025

MpaBuabHbIA OTBET:

1 - ucnbiTaTenbHOM NnabopaTopumn KpUTEepusaM akKpeguTauum u TpeboBaHuam
FOCT ISO/IEC 17025 B 3asABJieHHOM 00621aCTKM aKKpeauTauum

OBOCHOBAHME

MpunoxxeHne 2 TunoBas NporpaMma Bble3IHON OLIEHKN COOTBETCTBUSA MUCMNbITaTeNbHOM
nabopaTopun KpUTepuam akkpeanTaunm

Llenbto Bble34HOM OLEHKUN SIBJISETCA yCTaHOBJIEHNE COOTBETCTBUSA NCMbITaTe/IbHON
nabopatopun (pnanee W) Kputepmnsam akkpeaomnTaunm, yTBEP>KAEHHbLIM MPUKA30M
MunH3KoHoMpa3BuTUA Poccum oT 30 maa 2014 rona Ne326 (Ooanee Kputepuu
akkpeguTtauumm), TpeboaHmam FOCT ISO/IEC 17025-2019 «Obuwme TpeboBaHUs K
KOMMNETEHTHOCTU UCMbITaTeNbHbIX N KaNnbpoBoYHbIX NabopaTopuin» (nanee NOCT
ISO/IEC 17025).

MeToanyeckne pekoMmeHgaumn. Tunosas nporpaMmma Bble€34HOM OLLEHKN COOTBETCTBUSA
ncnelTaTensHon nabopatopuu, yTB. PykoBoautenem ®epepanbHon ciy»x0bl No
akkpeguntauunm A.N. XepcoHuesbim, 18.10.2017 r.
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CutyauuoHHas 3apada 0001 Obuwas rurnenHa

Bonpoc 2

MepeveHb paboT B X04€ Bble3AHOW 3KCNEPTU3bI UCMbITaTeibHON NnabopaTopuu C Lesbio
akkpeguTaumm nabopatopum, BbINOJHAEMOWN IKCMEPTHON FPYyMNMnon, BKAOYAET OLLEHKY

@ a) cuctembl MeHeaXMEHTa KavyecTBa, a Takxe cobnioaeHus npu
OCYLLL,eCTBJIEHUMN AEeATesSIbHOCTU TPeboBaHUK CUCTEMbl MEHeA)KMeHTa
KayecTBa
0) mMmaTepmanbHO-TeXHUYEecKomn O6asbl
B) KBasimcduKaLuum 1 onbita paboTHUKOB

r) obecne4yeHHOCTU HEOOXOAMMOW OOKYyMeHTauuen

A) xona BbINOJZIHEHMA paboT B COOTBETCTBUM C 3asBJIEHHOM o6nacTblio
aKKpeguTauum

2 a) AOOKYMeHTauunn CUCTeEMbl MeHeO>KMeHTa KadeCTBa, a TakKXe
OOKYMEHTUNPOBaHHbIX Mpoueayp

6) cBepeHu o npaBe coO6CTBEHHOCTW Ha NMoMelleHna nabopaTopum

B) cBeaeHui o noeepke nabopaTopHoro obopyanoBaHNs U €ro TEXHUYECKOro
obcnyxxmneaHus

r) OO/IKHOCTHbIX MHCTPYKUMIA paboTHUKOB

[) MporpamMMbl BHYTPEHHEro ayanTa UcnbiTaTesbHoM nabopaTopun

3 a) cobnopgeHuns npun ocywecTBJIEHNN OEATEJIbHOCTN TpeﬁoBaHvu7| CNCTEMBbI
MeHeOd)XKMeHTa KadyeCTBa

6) ceepeHnin 0 rocyaapCTBEHHON perncTpaummn npasa co6CTBEHHOCTN Ha
noMeLLeHns

B) TPYZLOBbIX KHMXXEK paboTHNKOB
) NPOTOKOJIOB pe3ybTaTOB UCCNenoBaHUM, NCNbITaHUN, U3MepeHNn

a) PyKoBOACTBa MO Ka4yeCTBY N AOKYMeHTauunn cCucteMbl MeHead>XMeHTa KavyeCTBa

4 a) obnacTu akkpeouTauun, a TakxKe coboaeHns npu ocyLLeCcTBIEHNN
neAaTenbHoCTU TpeboBaHUi CUCTEMbl MEHEI)KMEHTa KavyecTBa

6) nnaHoOB NoMeLleHU 1 pa3melleHns nabopaTopHoro obopynoBaHMS
B) cBeAeHu o0 npounabHOM obpa3oBaHuUn paboTHNKOB
r) LOKYMEHTMPOBAHHbLIX NpoLenyp 1 nHhopMaunm

) XxoAa BbIMOJIHEHUS pa60T B COOTBETCTBUN C KOHTPOJIbHbLIMU 3aJaHNAMN

MpaBunbHbLIA OTBET:

1 - a) cucTteMbl MeHeA)KMeHTa Ka4yecTBa, a TakXe cobsloaeHuns npu
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CutyauuoHHas 3apada 0001 Obuwas rurnenHa

ocyLliecTBJZiIeHMN geATesibHOCTH Tpe603a|-|m7| CUCTeMbl MeHea >XKMeHTa
Ka4ecTBa

0) MaTepmanbHO-TeXHMYEeCcKon O6asbl

B) KBannduKaumm 1 onbiTa paboTHUKOB

r) obecne4eHHOCTU HeOOXOAMMOW ODOKYyMeHTauuen

A) Xona BbiNOJIHEHMSA PaboT B COOTBETCTBMMU C 3aABJIEHHOMW obnacTbio
akKKpeguTauuu

OBOCHOBAHMUE

M.3. 1) nepeyeHb paboT No NpoBeAeHNIO Bbie3OHOMN SKCNEepPTU3bl COOTBETCTBUSA
AKKpPe4NUTOBAHHOIO Sl KPUTEPUSAM akKKpeaMTaunn, BbINOJIHAEMOW 3KCNEPTHOM
rpynnon n onpegensieMboini C y4eToM 061acTu akkpeguTaumm n mecta uam mecTt
OCYLLEeCTBIEHNA OeATENbHOCTN B 061aCTN akKKpeanTaLmnn, BbIIBJIEHHbIX paHee (hakTo
HapyLeHunn TpeboBaHN 3aKoHOAaTeNbLCTBA Poccuinckon degepaumnm K AesaTenbHOCTH
aKKpe4NTOBAHHOIO sinua, pe3yibTaToOB aHaln3a CBeAEHUN O pe3ybTaTax
[eATeNIbHOCTN aKKpeANTOBAaHHOro simua. lNMpencTaBieHHbIX aKKpeAnTOBaHHbLIM JINLLOM B
COOTBETCTBUU C HacTbio 1 cTaTbu 13 denepasibHOro 3akoHa Ne4d12-93, a UMEHHO:

a) OLIEHKY CCTEeMbl MeHeO)KMeHTa Ka4deCTBa aKKpPpeaANTOBaHHOI O Jinlia, a TakxXXe
cobnopeHns npun ocywecTteBieHnn neaTesibHOCTHU Tpe60|3aHv||7| CNCTeMbl MeHeEXXMEHTa
Ka4decCTBa,

0) MaTepunasnbHO- TeXHNYeCKon 6a3bl aKKpeaNTOBAHHOIO JINLLA;
B) KBa/IMpmKaLUM 1 onbiTa paboTHNKOB akKKpeAUTOBaHHOIO JINLA;
r) obecrne4yeHHOCTN HeEOBX0AMMOW OOKYMEeHTaUnen;

n) HabnogeHne 3a X040M BbiNoJIHEHUA PaboT B COOTBETCTBUM C 3aaBJIEHHON 061acTblo
aKKpeguTaumu.

MeToanyeckne pekoMmeHgauun. Tunosas nporpaMmma Bbl€34HOM OLLEHKN COOTBETCTBUSA
ncnelTaTesnbHon nabopatopuu, yTB. PykoBoautenem ®enepasbHon Ciy»x0bl No
akkpeguntauunm A.. XepcoHuesbim, 18.10.2017 r.
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Bonpoc 3

DKCnepTHasa rpynna npu NpoBefeHNN Bble34HOW NPOBEPKU UCMbITaTeNbHOW NabopaTopun ¢
Lesbio akkpeanTauum nabopatopum BolNoaHAET paboTbl Mo

1 A) o3HakomsieHuto nabopaTopun € N1aHOM NpoBeAeHUs Bble3AHON 3KCNepTu3bl
COOTBETCTBUA KPUTEPUAM aKKpeanTaumm, pasbsaCHEHNS MPOrpaMMbl Bble34HOWN
OLLEHKMW,

B) HabnoaeHMo 3a X0O40M BbiNOJIHEHMSI PabOT B COOTBETCTBUM C KOHTPOJIbHbIMM
3a0aHNSAMM

2 A) oueHKe OOKYMEHTOB U (M) cBeAEHUN, NpeacTaB/ieHHbIX abopaTopuen,

B) npoBepke npoBeneHns nabopaTopuen nccienoBaHuin, UCMbITaHUIA, N3MEPEHUN
B COOTBETCTBUN C YCTaHOBJIEHHON 0611aCTblo akKKpegnTaLumm

3 A) npoBeneHNio BCTYMNMUTENIbHONO COBELLIAHNS C Liefbio 03HAaKOMJIEHUS
nabopaTopuu C NJaHOM NPOBEAEHUS Bbl€3AHON 3KCMEePTN3bl COOTBETCTBUSA
KPUTEPUSIM aKKpeauTaumn, pa3bACHEHNS NPOrpPaMMbl BblE€3IHOW OLIEHKN,

B) npoBepke npoBeneHnsa nabopatopmnenn MeponpuUATUNn N0 CBOEBPEMEHHOMY
n3BelweHuto PocakkpeanTaumm 0 BO3MOXKHbIX U3MEHEHUAX, CBA3AHHbIX C
neaTenbHoCTbIo nabopatopum

@ A) npoBepeHMIO BCTYNUTESILHOIO COBELLAHUSA C LeNibi0 03HAKOMJIEHUA
nabopaTopum C NJIaHOM NpoBeneHUs Bble3JHOW 3KCNepTU3bl COOTBETCTBUSA
KPUTEpUAM aKKpeauTauuu, pa3bacCHEeHUs NPOrpaMmbl Bbie3AHOW OLLeHKH,

B) oueHKe yCTpaHeHUs1 HECOOTBETCTBUM, BbIIBJIGHHbIX MPU 3KCNepTuse
OOKYMEHTOB, NpeacTaBJieHHbIX nabopaTopuen B PocakkpeauTtauuio

MpaBunbHbLIA OTBET:

4 - A) npoBeaeHUI0 BCTYNUTEJIbHOIO COBELL,AHUA C Lesibi0 O3HAKOMJIeHuUs
nabopaTtopum C NJIAaHOM NpoBeAeHUs Bbie3AHOW 3KCNnepTU3bl COOTBETCTBUSA
KPUTEpPUAM aKKpeauTauuu, pa3bACHEeHUs NPorpaMMbl Bbie3aHOU OLEHKM,

B) oueHKe yCcTpaHeHUsA HeCOOTBEeTCTBUM, BbiiBJIEHHbIX NMPU 3KCNepTuse
OOKYMEHTOB, NpeacTaBJiIeHHbIX JlabopaTopuen B PocakkpeauTauuio

MpnnoxxeHue 2

e [MepeyeHb paboT No NpoBeLEHMNIO BbIE3LHOM SKCMEPTU3bl COOTBETCTBUSA 3asiBUTENSA
KPUTEPUSAM aKKpeanTauun, BbIMOJHAEMON SKCNEPTHOW rpynnon.

O I'IpOBe,ueHme BCTYNMNTENIbHOIo CoBellaHnA C LieJiblo O3HaKOMJ1IEHUA 3adaBUTENA C
niaaHOM rnpoeeneHuns Bble3QHOW SKCMNMepTn3bl COOTBETCTBUA 3aABUTEJIA KPUTEPUAM
akKKpeounTauuun, pasbaCcHeHMeE 3a4BUNTEJIIO MPOrpamMmbl Bbl€3OHOW OLEHKMU.

OueHka YCTpaHeHNA 3aaBUTEJ1IEM HEeCOOTBETCTBUMN, BbIABIEHHbIX npun aKcnepTnie
OOKYMEHTOB U (vnwn) ceepeHun, npeactaBJieHHbIX 3adaBuUTENIEM, NOATBEPXKOAOLLNX
COOTBETCTBUNE KPUTEPUAM aKKpPeEANTaLNN (B cnydae HaJin4yus HEeCoOTBETCTBUN)

MeTognyeckne pekoMmeHpaumn. Tunosas nporpaMmma Bble€34HOM OLLEHKN COOTBETCTBUS
ncneliTaTenbHon nabopatopuu, yTB. PykoBoantenem ®enepasbHon ciy»x0bl No
akkpegunTauunm A.N. XepcoHuesbim, 18.10.2017 r.
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Bonpoc 4

OLleHKa CUCTEMbI MEHEIXKMEHTa KaYecTBa UCMnbiTaTebHOW NnabopaTopun, a Takxe
cobnoaeHnNs Npu oCyLLeCTBIEHUN AeATeNIbHOCTU TPeboBaHNI CUCTEMbI MEHE)KMEHTA
KavyecTBa B XO[e Bble3[HO NPOBEPKM C LIeNbio akkpeamTauum nabopatopumm BkIOYaeT

1 3KcnepTuly obnacTn akkpegmTaumm, a Takxe cobnoaeHms TpeboBaHUn CUCTEMBI
MeHe[)KMeHTa KayecTBa Mpu OCYLLECTBJIEHUN AesTeNbHOCTU, CBEAEHWUI O
HaM4YMM NOMeLLEeHN 1 pa3MelleHns nabopaTopHoro o6opynoBaHMs, CBEAEHWI O
npodunabHOM obpa3oBaHMN PaboTHNKOB, COAEepP)KaHUA LOKYMEHTMPOBAHHbIX
npouenyp v nHdopmMauum, HabnogeHne 3a Xo4oM BbiNoJHEHNS paboT B
COOTBETCTBUN C KOHTPOJIbHLIMU 3a4aHNAMMN

€@ noaTBepXAeHUE HaNMYMA CNCTEMbl MEeHeA KMeHTa Ka4yecTsa,
yCTaHOBJIEHHOW B PYKOBOACTBE NO Ka4yecTBy, o(pOPMSIEHHOM B BUae
€AMHOro A0KyMeHTa N1Mb60 COBOKYNHOCTU AOKYMEHTOB, U cobnioaeHue B
BeATeNbHOCTU UCNbiTaTesIbHOW NnabopaTopum, B TOM Yucsie paboTHUKaMm
McnbiTaTesIbHOW NnabopaTopuM NpU OCyLLLECTBNIEHUMN AEATESNIbHOCTH,
TpebGoBaHUM CUCTEMbl MEHEA)KMEHTA Ka4yecCTBa, YCTAaHOBJIEHHbIX B
PYKOBOACTBE MO Ka4yecTBy

3 aHa/IM3 OOKYMEeHTaLUn CMCTeMbl MEHEXKMEHTA KayecTBa, a TakxXe
[OKYMEHTMPOBAHHbIX MpoLeayp, 3KCNepTnsy cBegeHnin o npaBe cOBCTBEHHOCTH
Ha nomMewieHns nabopaTopumn, cBeaEeHUN 0 NoBepke NabopaTopHOro
06opylOBaHUSA N €ro TEXHNYECKOr0 06Cy>XXKMBaHUS, [OKHOCTHbLIX MHCTPYKLWIA
paboTHMKOB, MPOrpaMMbl BHYTPEHHEro ayaAnTa UCnblTaTebHON labopaTopun

4 UN3yYyeHue OOoKYMeHTaLWn CUCTEMbl MEHEO)KMEHTA KayecTBa, CBeAeHUn o
MaTepunasibHO- TexHun4yeckonm 6a3ze ucnoiTatenbHom nabopatopun, KBanubmnkaymnm
1 onbiTe paboTHMKOB, NpoBepKy obecne4eHHOCTU HEOBXOANUMOIM OOKYMEHTaumnen,
HabnogeHne 3a X040M BbIMOJHEHUS PaboT B COOTBETCTBUM C 3asiBNIEHHON
obnacTblo akkpeguTauum

MpaBunbHbLIN OTBET:
2 - NoATBEepP)XAOEeHUe HaJInima CUCTEMbl MEHEA)KMEHTa Ka4ecTBa,
YCTAQHOBJIEHHOW B PYKOBOACTBE NO Ka4ecTBy, 0chOpMJIEHHOM B Buae eauHoro

AOKYMEeHTa nnbo COBOKYMNHOCTU OOKYMEHTOB, U cobniopeHme B BeaTesibHOCTHU
ucnbiTaTesNIbHOMU na60paTopvm, B TOM Hucine pa60THMKaMM ucnbiTaTesIbHOM
naﬁopaTopvm npu ocyuwecTtBJiIeHUMN 0eATeJIbHOCTMU, TPEGOBaHMﬁ CUCTEeMbl
MeéHeO )XKMEeHTa Ka4decCTBa, YCTAaHOBJIEHHbIX B PyKOBOAOCTBE NO Ka4ecTBYy

2.1. MoATBEP)XAEHNE HANIMYMA CUCTEMbI MEHEQ)KMEHTA Ka4yecTBa, yCTAaHOBJIEHHOW B
PYKOBOACTBE MO Ka4yecTBY, 0HOPMJIEHHOM B BUAE €4NHOIro AOKYMeHTa, 1Mbo
COBOKYMHOCTW JOKYMEHTOB B COOTBETCTBUMN C MYHKTOM 23 KPUTEPUEB aKKpeanTaLum 1
FOCT NCO/M3K 17025-2009.

2.2.0ueHKa cobnogeHns B eATeNbHOCTY UCMbITaTeslbHOM NabopaTopun, B TOM Yuce
oueHKa cobntogeHnsa paboTHMKaMK UcnbiTaTelbHOM NabopaTopun NMpu OCyLLECTBIEHUN
neatenbHocTn, TpeboBaHUI CUCTEMbI MEHE)KMEHTa Ka4yecTBa, yCTaHOBJIEHHbIX B
PYKOBOACTBE MO Ka4eCTBY B COOTBETCTBUM C MYHKTOM 23 KPUTEPUEB aKKpeauTaLuum n
rOCT MCO/M3K 17025-20009.
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MeTooun4yeckmne pekoMeHgauum. Tunosas nporpamMMa Bble34HOW OLLEHKM COOTBETCTBUSA
ncneliTaTenbHon nabopatopuu, yTB. PykoBoantenem ®enepasbHon ciy»x0bl Mo
akkpegunTauunm A.N. XepcoHuesbim, 18.10.2017 r.

Bonpoc 5

NcxoaHbIMU MaTepunaiaMu, q)aKTaMVI, HabnogeHnaMum npn nposegeHMnM oUueHKN CNCTEMbI
MeHeO>XXMeHTa KavyecTBa B X04€e Bble34HOMN MPOBEPKW C UeJIbO aKKpeanTaunmn na60paTopv|v|
ABNAKOTCA

@ pyxoBOACTBO NO KayecTBy, a Tak)Xe BCe He0OXOANMbIE AOKYMEHTHI,
3anucu, pakTbl U HabNOOeHus, NOATBEepP XK AaloLWue HaJimiue, BHegpeHue
n cobniopeHme TpeboBaHUM CUCTEMbI MEHeO)KMeHTa Ka4yecTBa, BKJllo4Yas
OOKYMEHTbI U 3anuUcCK no pesysibTaTaM NpoBeAeHUA BHYTPEHHUX ayauToB,
KOHTPOJIA KaYecTBa UCCJ/ief0BaHUM (MCNbITAHUWA) U USMEPEHUN, B TOM
Yyucsie y4yactua UcnbiTaTesIbHOW slabopaTopum B NporpaMMax NpoBepKU
KBanupukKaumm, MexxaabopaTopHbIX CAAMYUTEJIbHBIX UCMLITAHUAX

2 [OOKYMEHTbl CUCTEMblI MEHEO)XMEHTA KayeCTBa, HOPMaTUBHbLIE MPaBOBbIe aKThbl,
OOKYMeHThl B 061aCT CTaHOapTU3auuKn, LOKYMEHTHI, YCTaHaBMBaloLWmne
TpeboBaHNA K AeATENbHOCTU UCMbITaTesbHOM NabopaTopun B COOTBETCTBUN C
0611acTblo aKKpeonTaumm N NHble LOKYMEeHTbl, HeobXoaAnMbIe O OLLEHKMN
obecnevyeHHOCTN 3a8BUTENSE HEOOXOAMMOW OOKYMEHTaUMen B 4YacTUW BbIIBJIEHHbIX
HeCcooTBETCTBMIN 3a NpoBepseMblr nepuosa

3 pPYKOBOACTBO MO Ka4yecTBY, AOKYMEHTbI, MOATBEP KAAlOLLIME NPaBo COBCTBEHHOCTH
WM MHOE 3aKOHHOe OCHOBaHWe, NpefgycMaTpuBatoLLLee NPaBo BAaLEHNA U
MO/b30BaHUSA, B TOM YUC/ie nepBunYHble (OCHOBHbIE) OOKYMEHThLI (B Caly4Hae ecnum
OOKYMeHThIl, NoATBeEP )X AatoWw e 3aKOHHOe OCHOBaHKWe, nNpefycMaTpuBaloLLee
MpaBo BMaAeHNs N NOJIb30BaHUSA, SABASIOTCA NPON3BOAHLIMUN OT NEPBUYHbIX
(OCHOBHbIX) LOKYMEHTOB)

4 [OKYMEeHTbI, MOATBEpXAaloLLne Hann4ume, BHeapeHne n cobnioneHne tpebosaHun
CUCTEMbl MEHEA)KMEHTa KayecTBa, 4OKYMEHThI, yA0CTOBepsAoL e INYHOCTb
pabOTHUKOB, LOKYMEHTbI 0 NOsyYeHUN paboTHMKaMN UCMbITaTEIbHON
nabopatopun Heobxoammoro obpasoBaHNsa UM YHEHOWN CTeneHn, TPYLOBbIe
KHV>XKW, TPYAOBble AOrOBOPbI, LOKYMEHTbI YCTaHaB/MBaOLWMNE OO/HKHOCTHbIE U
hyHKLMOHaNbHbIe 0683aHHOCTK, B TOM YMCe MO NpeabigyLinMm Mectam paboThl,
pe3ynbTaTbl paHee NPOBOAMMbIX UCCNeA0BaHUN (UCMbITaHU), U3MEPEHUI B
obnacTtn akkpeguTaumun

MpaBuAbHLIA OTBET:

1 - pyKOBOACTBO MO Ka4YecTBy, a Tak)Xe Bce Heo6xoaAuMbie JOKYMEHTHI,
3anucu, ¢pakTbl U HaONlOAEHUsA, NnoaTBeEpPXAalOLUe HalMYue, BHeApeHne U
cobniopeHne TpeboBaHU CUCTEMbI MEHEA)KMEHTa Ka4yecTBa, BKJlo4as

AOKYMEHTblI U 3aNUCU NO pe3yJibTaTaM nNpoBeneHUa BHYTPEHHUX ayaAuToB,
KOHTpPONA Ka4decTBa uccsepnoBaHUM (MCNbITaHUKA) M M3Mepe|-|m7|, B TOM 4Yucine
y4dyacTtuma McnbiTaTeIbHOM na60paTopvm B MporpamMmmMmax npoBepkKu
KBaﬂVIq)VIKaI.I,VIVI, Me)Kna6opaTop|-|b|x CJINYUTEJIbHbIX UCMbITAHUAX

MedikCase - medikcase.ru cTp.- 9



CutyauuoHHas 3apada 0001 Obuwas rurnenHa

OBOCHOBAHME

M1.2. MpunoxxeHns 2 NicxoaHble MaTepuanbl, hakTbl, HabNtAeHNSA: pyKOBOACTBO MO
KayecTBy, a Tak>Xe BCe HeobXoAnMble OOKYMEHTbI, 3anncu, hakTbl U HabaaeHus,
noAaTBepXAatolwme Hanmvne, BHeapeHne n cobnogeHne TpeboBaHNM CUCTEMBI

MeHeO )KMeHTa Ka4yeCTBa, BKJl0Yas JOKYMEHTbI 1 3aMnCKy Mo pe3y/ibTaTaM NpoBeAEeHMNS
BHYTPEHHUX ayAUTOB, KOHTPOJIA Ka4yeCTBa UccnenoBaHuim (MCNbITaHUN) N N3MEPEHUIA, B
TOM YUMCJe y4acTUs UCnbiTaTesibHOW NabopaTopun B MporpaMmMax NpoBEpPKU
KBasMurKaLumnum, MmexxnabopaTopHbIX CANYNTENbHbBIX NCAbITAHNAX

MeToanyeckmne pekoMeHgauun. Tunosas nporpaMmma Bble34HOW OLLEHKN COOTBETCTBUSA
ncnbiTaTenbHom nabopatopun, yTB. PykoBoantenem ®epepanbHom ciny>kbbl Mo
akkpegutaunm A.U. XepcoHuesbiM, 18.10.2017 r.

Bonpoc 6

NcxoaHbiMU MaTepmnanaMm, pakTaMmu, HabnoaeHnaMmM Npu NpoBeaeHNN OLLeHKN
MaTepuasibHO-TeEXHNYeCcKoW 6a3bl B X04e Bble3HOM NPOBEPKM C LIe/bio akKkpeamTaumnm
nabopaTopun SBASIOTCSA AOKYMEHTbI, NOATBEPXAAOLLINE NPaBO COBCTBEHHOCTH

1 Ha NoMeLleHnsa N cpencTea N3MepeHNs, pesyabTaTbl MPOBOONMbIX NCCIeA0BaHWN
(ncnbiTaHU), N3MepeHnn

e UJIN UHOE 3aKOHHOe OCHOBaHue, npeaycMaTpuBaloLlee nNnpaBo BJlageHuda mn
NnoJib30BaHUA NOMELLEHUAMU U OGOPyAOBaHHeM

3 WKW NHOEe 3aKOHHOEe OCHOBaHWe, NMpeaycMaTpuBatoLLee NpPaBo apeHabl
rnomelueHnn n obopyaoBaHms

4 WIN NHOE 3aKOHHOEe OCHOBaHWe, MpeaycMaTpurBatoLLee npaBo NpMobpeTeHus B
CcobCcTBEHHOCTb NomMeLleHnn n obopyaoBaHUs

MpaBuNbHLIA OTBET:

2 - WU MHOe 3aKOHHOe OCHOBaHMue, NpeaycMaTpuBaloLlLee NPaBo BJaOEeHUa U
NnoJib30BaHMA NOMeLLEeHUAMM U obopyaoBaHueM

OBOCHOBAHME

M.3. MpunoxxeHne 2 NicxoaHble MaTepuranbl, GakTbl, HabOAEHNSA: LOKYMEHTHI,
noATBep>kAatoLime npaBo COBCTBEHHOCTU UM MHOE 3aKOHHOE OCHOBaHue,
npenycMaTpuMBatoLLee MpaBo BAALEHUSA U NOJIb30BaHNSA, B TOM YUMCsIe NMEepPBUYHbIE
(0CHOBHbIE) AOKYMEHTbI (B C/ly4Hae eCcnn AOKYMEHTbI, MOATBEpPXAAloLWMe 3aKOHHoe
OCHOBaHwWe, MpegycMaTpuBatoLLee NMPaBo BAALEHNSA U NOJIb30BaHNSA, ABAAIOTCS
MPON3BOAHBLIMU OT NEPBUYHbIX (OCHOBHbIX) LOKYMEHTOB).

MeTognyeckne pekoMmeHpauun. Tunosas nporpaMmma Bble€34HOM OLLEHKN COOTBETCTBUS
ncnelTaTenbHon nabopatopuu, yTB. PykoBoantenem ®enepasbHon ciy»x0bl No
akkpeguTauunm A.N. XepcoHuesbim, 18.10.2017 r.
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Bonpoc 7

NcxopgHbiMM MaTepunanamu, haktamu, HabnogeHUaMN Npyu NpoBeLeHNN OLLEHKN
KBaNMuUKaumm 1 onbiTa paboTHMKOB UCNbITaTebHOM NabopaTopumn B Xo4€E Bble3JHOM
NPOBEPKU C Liefiblo akkpeanTaumm nabopatopum sBnsoTCA

1 [OKYMEHTbI, yCTaHaBAUBaOLWMNE AOJIKHOCTHbIE U PYHKLMOHAasbHbIE 0653aHHOCTMN,
B TOM YucCJie No npeablaylwmm Mmectam paboThl, pe3ynbTaTbl paHee NpPoBOONMbIX
nccnenoBaHUm (MCNbITaHWA), U3MepPEeHNn B 061acTu akkpeamTaunum, pykoBoaCTBO
Mo Ka4yecTBY, a TakXe BCe HeobxoanMble OKYMEHTbI, 3anncn, QPakTbl U
HabnogeHns, nogTBepXKAalOLWMNE Halndne, BHegpeHne n cobntogeHme
TpeboBaHUN CUCTEMbI MEHEOXMEHTA KayeCcTBa, BKJIOYash JOKYMEHTbI 1 3anncu no
pe3synbTaTaM NpoBeAeHNA BHYTPEHHNX ayoUTOB

2 TPYLOBbIE KHMXXKW, TPYAOBbIE AOr0BOPbI, AOKYMEHTbI, yCTaHaBAMBatloLme
OOJKHOCTHbIE N PYHKLMOHaIbHble 06593aHHOCTK, B TOM YuMCsie NO NpeabigyLwmnm
MecTaM paboTbl, pe3ynbTaThl paHee NPoOBOANMbIX UCCIeA0BaHWUA (UCMbITAaHUN),
OOKYMEHThI 1 3an1cK No pe3ysibTaTaM NpoBeAeHUS BHYTPEHHNX ayANTOB,
KOHTPO1A Ka4YecTBa NCCedoBaHNN (UCMbITaHNIA) U U3MEPEHNN, B TOM Yncne
y4acTuna ncnolTatensHom nabopaTopum B NporpamMmmax npoBEPKN KBaangukaumm

3 [OOKYMEHThI, yAOCTOBEpPSOLME IMYHOCTb PabOTHUKOB, LOKYMEHTbI CUCTEMbI
MeHead>XXMeHTa KavyecTBa, HOpMaTUBHbIE NPaBOBbIE aKTbl, 4OKYMEHTbI B 06n1acTu
CTaHgapTM3auum, OKYMeHTbI, yCTaHaBanBaowme TpeboBaHna K 4eATeNbHOCTH
ncnbiTaTenbHOM nabopaTopum B COOTBETCTBUM C 061aCTbIO akkpeamTauum n
MHble OKYMEHTbI, Heobxoanmble onsa oueHkN obecnevyeHHOCTU 3aa9BUTENSA
HeobxoanMon OOKYMEHTauMeN B HaCTW BbiABJIEHHbIX HECOOTBETCTBUM 3a
npoBepsieMbln Nepunoa

() ROKyMeHTbI, yaoCTOBEepAIoLME JINYHOCTL PAOOTHUKOB, AOKYMEHThLI O
nosiy4ueHMm paboTHMKaMm ucnbiTaTesibHOW NabopaTopumn HeoGxoauMoro
obpa3oBaHUA UM YYEHOW CTENEHU, TPYOOBble KHUXKKU, TPYAOBbIe
AOroBOpPbl, A,OKYMEHTbl, yCTaHaBJIMBalOLLUE O0JIDKHOCTHbIE U
tbYHKUMOHAJIbHbIe 063aHHOCTHU, B TOM YMCJIe NO NpeabiayLluiMMm MecTaMm
paboTbl, pe3ynbTaThl paHee NPOBOAUMbIX UCCJ/IeA0BaHUN (MCNbITAaHUNA),
M3MepeHUM B 06s1acTu akKpeauTauum, LOKYMEHTbI MO A0NYCKY K
npoBepneHuio paboT B o6s1acTu akKkpeaouTauum

MpaBunbHbLIN OTBET:

4 - BOKYMEHTbl, YA0CTOBEepsAioLLUe JIMYHOCTb PAaOOTHUKOB, BOKYMEHTbI O
nosiy4ueHMm paboTHMKaMm ucnoeiTaTesibHOW NnabopaTopun Heo6GxoaUMOro
0bOpa3oBaHMA UM YHEHOWU CTeNneHU, TPYAOoBble KHUXKKMU, TPYAOBbie A,0roBOpbI,

AOKYMEHTbI, yCTaHaBJIUBalOLLME O0JI)KHOCTHbIe U (pyHKLLMOHAJIbHbIE
0683aHHOCTH, B TOM HYMCJie NO NpeabiayLuiMM MecTaMm paboThbl, pe3ysbTaThl
paHee NPOBOAMMbLIX UCCJ/IeA0BAaHUN (MCNbITAHUN), USMEPEHUN B obnacTu
aKKpeauTauum, OKYMEHTbl N0 AOoNYyCKY K NpoBeneHuio paboT B o6nactu
aKKpepuTauum
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OBOCHOBAHME

M. 5 MpunoxxeHns 2 icxoaHble MaTepuasnbl, pakTbl, HabnaAeHNA: LOKYMEHTbI
yOOCTOBepSAoLME IMYHOCTb PAaBOTHUKOB, LOKYMEHTbLI O MOJyYeHUN paboTHMKaMK
ncnbiTatenbHonm nabopaTtopun Heobxoanmoro o6pa3oBaHMSA NN YHEHOWN CTEMNEHMU,
TPYLOBbLIE KHVXXKW, TPYAOBbIE 4OrOBOPbLI, AOKYMEHTbI, yCTaHaBAMBalOLMe
LOJIKHOCTHbIE N (PYHKLNOHAaJIbHble 0653aHHOCTY, B TOM Yuce No NpeabiayLumm mectam
paboThl, pe3yibTaTbl paHee NPOBOAMMbIX UCCNEA0BAHUN (UCMbITAHWIA), USMEPEHUN B
obnacTtun akkpeguTaumu, 4OKYMEHTbI MO AOMYCKY K NpoBeaeHuto paboT B o6nactu
aKKpeauTauun, NHble LOKYMEHTHI, MOATBEPXKAAIOLLNE COOTBETCTBME KPUTEPUAM
aKKpeouTaumn.

MeToanyeckmne pekoMeHgauun. Tunosas nporpaMmma Bble3[4HOW OLLeHKN COOTBETCTBUSA
ncnbiTaTenbHom nabopatopun, yTB. PykoBoantenem ®epepanbHom ciny>kbbl Mo
akkpegutaunm A.U. XepcoHuesbiM, 18.10.2017 r.

Bonpoc 8

HabnogeHve 3a BbiNosHEHNEM paboT B COOTBETCTBMN C 061aCTbio akKkpeaMTaLum B Xxoae
Bble3[IHOWN MPOBEPKU C Liesbio akKpeamTaumm nabopatopmn BKAOYAET OLEHKY HaNyms

1 TOBEpPEHHbIX CPeACTB N3MEPEHUI, MHCTPYKLUMIK No 6e30nacHOMYy UCMNOb30BaHMUIO
nabopaTtopHoro obopynoBaHus, XonoAnbLHOro 060pyi0BaHNS OIS XpaHEeHUs
peakT1BOB

2 nabopaTopHoro obopynoBaHUsA, XMMNYECKNX PEAKTUBOB, PacXoOHbIX MaTepuasos,
MeTOAUK NpoBefeHnsa nccnegoBaHnin (MCNbITaHUA) N N3MEPEHUIN

€ Yy pPaboTHMKOB, y4acTBYIOLMX B BbINOJIHEHUU PaboOT No uccnenoBaHNAM
(MCNbITAaHUAM) U U3MEPEHUAM, HaBbIKOB U NpocghecCMoHaNIbHbIX 3HAHUMN

4 6e30nacHbLIX YCNOBUI Tpyaa NepcoHana nabopatopun, anTevykn rnepson MoMoLLy,
WHCTPYKLMN MO OKa3aHWo NepBon MOMOLLM

MpaBuabHbIA OTBET:

3 - y pabOTHUKOB, Y4aCTBYIOLLUX B BbINOJIHEHUU PAaboOT No uccnenoBaHUAM
(vcnNbITAaHNMAM) N U3MEepeHUAM, HAaBbIKOB U NPogeCcCMOoHaNIbHbIX 3HAHUWA

OBOCHOBAHME

I1.6. anﬂO)KGHVIﬂ 2 HabntogeHne 3a BbINOJIHEHUEM aKKpeOgUTOBaHHbLIM JINLIOM pa60T B
COOTBETCTBMU C 06/1aCThIO akKKpeguTauunn.

OueHKa Ha/n4ms y paboTHUKOB aKKpeaUTOBaHHOIO /LA, YHAaCTBYIOLWNX B BbIMOJIHEHWN
paboT No nccienoBaHUsM (UCMbITAHUAM) U U3MEPEHNAM HaBbIKOB 1 MPOeCcCOoHasbHbIX
3HaHWUIN, HEOOXOANMBIX /5 BbINMOJHEHUSA paboT B 061acT akkpeanTaumm,
OCYLLIECTBJISIETCA B COOTBETCTBUM C NMYHKTOM 20 KpUTEPUEB aKKpeauTaLum no Mectam
OCYLLECTBJIEHNSA AEATENbHOCTU B COOTBETCTBUM C 06/1aCTbio akKpeauTaLuun.

MeTognyeckne pekoMeHpaumn. Tunosas nporpaMmma Bble€34HOM OLLEHKN COOTBETCTBUS
ncnbliTaTesnbHoM nabopatopuu, yTB. PykoBoautenem ®enepasbHon ciy»x0bl No
akkpegutaumm A.U. XepcoHuesbiM, 18.10.2017 r.
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OueHka HabngeHnsa 3KCNepTHOW rPpymnnoin 3a BbIMOJIHEHNEM UCMbITaTENbHON
nabopaTtopuen paboT No nccnenoBaHMAM (MCNbITAaHUAM) N N3MEPEHUAM NPOBOOUTCA NMyTeM
aHanmsa

1 pe3ysbTaToB MexxJabopaTOpHbIX CANYUTENbHbIX NCCNed0BaHNN (UCMbITaHUA) U
N3MEpPEeHNN, NPOBOANMBIX B MPUCYTCTBUM SKCMEPTHON rpynnbl

€@ AnoKyMeHTOB U 3anuceit, ohOpPMJIEHHBIX NO pe3ysibTaTaM NPOBeAEeHHbIX
KOHTPOJIbHbIX UCMbITAHUN

3 BedeHus 3anuncen B paboymx xypHanax npyu NpoBeAeHnUn NccneaoBaHnin
(ncnblITaHUN) N U3MepeHNN

4 [OOKYMEHTOB W 3anucen, opopM/IeHHbIX NO pe3ysibTaTaM MPoBEeAEHHbIX
napasisieNibHbIX NCCNeA0BaHNN (UCMbITaHUA) U U3MEPEHNN

MpaBunbHbLIN OTBET:

2 - BLOKYMEHTOB U 3anuceu, opopMJIeHHbIX MO pe3ysbTaTaM NPoBefeHHbIX
KOHTPOJIbHBIX UCMbITAHUN

1.6. MpunoxxeHns 2 (2-n ab3au) OueHKa NPOBOANTCS NyTeM HabnNoaAeHNS SKCNEePTHOMN
rpyrnnon 3a BbINOJIHEHNEM UCMbITaTeNbHON nabopaTopuen paboT No nccnenoBaHNAM
(ncnblITaHNAM) U n3MepeHnsaM B 061aCTn akkpeanTaummn (KOHTPOJIbHbIE NCMbITAaHUSA), B
TOM Yucsie NyTeM aHasam3a SKCNEPTHOW rpynnon AOKYMEHTOB U 3anucein, opopMIIEHHbIX
Mo pe3yfibTaTaM NPOBEAEHHbLIX KOHTPOJIbHbLIX NCMbITAHWNA.

MeTognyeckne pekoMmeHpaumn. Tunosas nporpaMmma Bble€34HOM OLLEHKN COOTBETCTBUS
ncnelTaTenbHon nabopatopuu, yTB. PykoBoantenem ®enepasbHon ciy»x0bl No
akkpegunTauunm A.N. XepcoHuesbim, 18.10.2017 r.

Bonpoc 10

MaTepuanamu, rno KOTOPbIM NPOBOANTCS OLIEHKA 3asBJIEHHON 06/1aCcTy akKpeanTaunm
3KCMepPTHOW rpynnoi B Xo4e Bble3JHOM NMPOBEPKU C LUesblo akkpeanTauum nabopaTtopuu,
ABNSAIOTCA NOKYMEHThI, MOATBEP)XAaoL e COOTBETCTBME KPUTEPUSAM aKKpeanTauum, n

@ 3asBneHHas o6nacTb aKKpeauTauum
2 o06nacTb akKkpeamTaLmm, 3asBeHHas Ha CoKpallleHune

3 YyTBepXAeHHasd obnactb akKKpeanTaumnm no HOBOMY MeCTy (MecTam)
ocyuwiecTB/ieHNA 0eaTes/ibHOCTU

4 obnacTtb akKKpeanTaumn, 3adByieHHad Ha pacllmnpeHme

MpaBunbHbLIAN OTBET:

1 - 3asBNeHHana obnacrtb akKKpeauvutTauum

M.7 MpunoxxeHunsa 2 OueHka obnacTn akkpeamTaumm

McxonoHble maTepuanbl, PakThbl, HabnogeHns: yTBepXOEeHHaA 3adBJiIeHHad obnactb
akKKpeounTauun, 0OKyMeHTbl noaTBepXaatowme CoOoTBeTCTBNE KPUTEPUAM
akKKpeounTauun.
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MeTognyeckne pekoMmeHpaumn. Tunosas nporpaMmma Bble€34HOM OLLEHKN COOTBETCTBUS
ncneliTaTenbHon nabopatopuu, yTB. PykoBoantenem ®enepasbHon ciy»x0bl Mo
akkpegunTauunm A.N. XepcoHuesbim, 18.10.2017 r.

Bonpoc 11

DKcnepTHasa rpynmna npu oopMaeHUn pe3ybTaToB Bble34HON 3KCNepTU3bl C LEesbio
akkpeguTaummn nabopatopun LoSHKHA

1 nNpoBeCTU 3aK4YnTesnbHoe coBellaHune, 0606WmnTb pe3ynbTaThbl Bble34HOM
3KCMepTu3bl UCNbITaTesIbHOW nabopaTopmnn Ha COOTBETCTBME KPUTEPUAM
aKKpeauTauum, ohopMUTbL pe3ysbTaThbl, BKAOYaa NoaTBepaeHne obnactum
aKKpeauTauum

2 MPOBECTM 3aKJ/YMTesIbHOE coBelaHne, o6o0bWwnTbL pesynbTaThl Bbie34HOMN
3KCNepTU3bl NCMNbITaTeNbHON NabopaTopun Ha COOTBETCTBUE TpeboBaHUSAM
PYKOBOACTBA MO Ka4yecTBYy, 0POPMUTb pPe3ybTaThbl, BKJOYasi NepeyeHb
HEeCoOTBEeTCTBMUN

3 0(opMUTb aKT MO pe3ysibTaTaM NpoBepku, 0606WNTb pe3ynbTaTbl Bble3gHOM
3KCMepTn3bl UCNbITaTeNbHOW TabopaTopun Ha COOTBETCTBUE KPUTEPUSM
akkpeguTaummn, opopMnTb pesynbTaTbl, BKIOYas nepevyeHb HECOOTBETCTBUN

O NPOBECTU 3aKJlo4YUTeJibHOe coBellaHme, 0000 uTbL pe3ynbTaThl Bbie3aHOMU
3KCNepTUu3bl UCNbITaTe/IbHOW JlabopaToOpuUMU HA COOTBETCTBUE KPUTEPUAM
akKpeguTauum, opopMuTb pe3ynbTaThbl, BKJlO4Yasa NepevyeHb
HeCOOTBEeTCTBUM

MpaBuabHbIA OTBET:
4 - npoBecTH 3aKJlo4YuTeNbHoe coBelaHue, 0606WuTL pesynbTaThl

Bble3O,HOM 3KCNepTu3bl UCNbITAaTeNIbHOW NNabopaTopumn Ha COOTBETCTBUE
KpUTEepuaM akkpeauTauum, ocbopMUTb pe3ysibTaThl, BKJIlOYasa nepevyeHb
HEeCoOOTBEeTCTBUHU

OBOCHOBAHME

1.8 MpunoxxeHnsa 2 OdopmaeHne pesysibTaToB Bble34HOMN 3KCNEepPTU3bl SKCNepTHOM
rpynnon.

8.1. MNpoBefeHNe 3aKIOUYNTENBHOIO COBELLAHMS, 0606LLEeHNE SKCNEPTHOW rPynmnown
pe3y/ibTaTOB Bble34HOM 3KCNEePTU3bl COOTBETCTBUSA aKKPeaMTOBAHHOIO nnLLa
KpUTEPUAM aKKpeamTauum n opopMiaeHne pesyibTaToB BbIe34HON SKCMEPTU3bI,
BKJIlOYAA NnepeyeHb HECOOTBETCTBUI KPUTEPUSIM akKkpeaAnTauum (Mpu Haamyummn).

MeToanyeckmne pekoMeHgauun. Tunosas nporpaMmma Bble3gHOW OLLEeHKN COOTBETCTBUSA
ncnbiTaTenbHom nabopatopun, yTB. PykoBoantenem ®epepanbHom ciny>kbbl Mo
akkpegutaunm A.U. XepcoHuesbiM, 18.10.2017 r.
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Bonpoc 12

AKT Bbl€3HOW 3KCMEepPTU3bl OLIEHKW UCMbITaTeNbHOM NabopaTopmn Ha NOATBEPXXAEHNE
KOMMETEHTHOCTU ohopMISeTCH B

1 3 3K3eMnuspax
2 1 3Kk3emnnsdpe
€) 2 sksemnasapax

4 4 3K3emnaapax

MpaBunbHLIN OTBET:

3 - 2 3Kk3eMnaApax

OBOCHOBAHME

1.8 MpunoxxeHnsa 2 OdopmaeHne pe3ybTaToOB Bble34HOMN SKCNEPTU3bl SKCNEPTHOM
rpynrown.

8.2. CocTaB/ieHMe aKTa 3KCNepTU3bl B 2-X IK3eMMJIApax No popMe N C yKasaHneMm
CBelE€HUIN, YCTaHOBNEHHbIX NpMKa3oM MUH3KOHOMpa3BuTUsa Poccmnm Ne 284,

MeTognyeckne pekoMeHpaumn. Tunosas nporpaMmma Bble€34HOM OLLEHKN COOTBETCTBUS
ncnbliTaTesnbHoM nabopatopuu, yTB. PykoBoantenem ®enepasbHon ciy»x0bl No
akkpegutaumm A.U. XepcoHuesbiM, 18.10.2017 r.
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CutyaumoHHas 3apaua 0002

12 BonpocoB - Obwasa rurneHa - Boicwee obpasoBaHme

1. YCJIOBUE CUTYALMUOHHOU 3A0A4YN
1.1. Cutyauus

Bbl - Bpay no obuwen rurneHe. Bam nopy4eHo NoAroTOBMTb MHpOPMaLMIO AJ15 NPOBeLEHMS
3aHATUIN Mo NpodeccnoHanbHON FMMrmneHNnYecKon NoAroToOBKe U aTTecTaumm AOKHOCTHbIX
nnu 1 paboTHUKOB OpraHu3auni, AeaTeslbHOCTb KOTOPbIX CBSi3aHa C NPOM3BOACTBOM,
XpaHeHneM, TPaHCMOPTUPOBKOW U peann3aLmen nNueBbiX MPOAYKTOB U MNTbEBOW BOAbI, O
TpeboBaHUAX K NULLLEBON NMPOAYKLNN B COOTBETCTBUU C NonoXeHnamm TP TC 021/2011 «O
6e30nacHOCTU NULLEBON NPOAYKLN>.

1. CaHuTapHble TpeboBaHuA

Bonpoc 1

Moka3aTenn 6e30MacHOCTU NMULLLEBO NPOAYKLUNN PeriaMeHTMPOBaHbI

o TP TC 021/2011 TexHU4YECKUM persiaMeHToM TaMO>XeHHOro coto3sa «O
6e30nMacHOCTU NULLLEBON NPOAYKL UK

2 ®epepasbHbIM 3aKOHOM Ne52-P3 «O caHUTapHO-3NNAEMNONONNYECKOM
6naronony4nmn HaceneHms»

3 depgepasibHbiM 3aKOHOM Ne29-P3 «O KayecTBe 1 6e30NacHOCTU NULLEBON
npoayKumnm»

4 TOCTP51074-2003 «[poayKTbl NuiwieBble. IHGopMauna onsa notpebutensas

MpaBunbHbLIA OTBET:

1-TPTC 021/2011 TexHU4YECKMM persaMmeHToM TaMO>XeHHOoro corsa «0
6e3onacHOCTU NULLEBON NPOAYKLUN>

OBOCHOBAHME

Moka3aTenn 6e30MacHOCTM NULEBON MPOAYKLUUX pernaMmeHTupoBaHbl TP TC 021/2011
TexHUn4Yeckuin pernaMmeHT Tamo)xeHHoro coto3a «O 6e30MacHOCTY NULLEBON MPOAYKLNN»
nl.l

TEXHWYECKWI PEFTAMEHT TAMOXXEHHOIO COMO3A TP TC 021/2011 O BE3OMACHOCTW MULLLEBON
MPOOYKLINN (c nsameHeHnammn Ha 25 Hoabpsa 2022 roaa) (1)
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Bonpoc 2

Mop 6e30MacHOCTbLIO NULWEBOW NPOAYKLUN MOHMMAIOT COCTOSIHME NMULLLEBON NPOAYKLMN,
cBupeTenbcTBytowee o/06

1 COOTBETCTBUWN OCHOBHbIM NOTPEbUTENbCKMM CBONCTBAM
2 OTCYTCTBUW BUAUMbIX MPU3HAKOB NOPYM
3 TroTOBHOCTW ee ynoTpebneHns 6e3 gononHutenbHom obpaboTkun

@) oTcyTCTBMM HEAONyCTUMOro PUCKa, CBA3AaHHOIO C BpeAHLIM BO3AeACTBMEM
Ha 4YeJsioBeKa u Oyayuiue NokKosieHus

MpaBunbHbLIA OTBET:

4 - OTCYTCTBMM HEAONyCTUMOro PUCKa, CBA3aHHOrO C BpeAHbIM BO3AEeWCTBUEM
Ha 4YesioBeKa M Gyayuime nokosieHUsn

OBOCHOBAHME

be3onacHOCTb NULLEBON NPOAYKLMN - COCTOSIHME NULLEBON NPOaYKL NN,
cBupeTenbcTBytowee 06 oTCYyTCTBUM HEAOMYCTUMOIO PUCKA, CBSA3AHHOIO C BPeOHbIM
BO34EeNCTBMEM Ha YyenoBeka n byayuime nokosieHnsa (TP TC 021/2011 TexHu4Yeckumn
pernaMmeHT Tamo)xeHHOro coto3a «O 6e30MacHOCTY NULLEBON MPOAYKLUNN, CT. 4)

TEXHWYECKWI PETTAMEHT TAMOXXEHHOIO COKO3A TP TC 021/2011 O BE3OMNACHOCTW MNULLEEBON
MPOLOYKLUWW (c nameHeHnamn Ha 25 Hoss6ps 2022 roga) (1)

Bonpoc 3

ﬂ,eKnapmpOBaHmo COOTBETCTBMA NOAJNIEXXNT BblMyCKaeMas B o6pau_|,eH|/|e Ha TaMO>XEeHHON
TeppuTopmnn TaMOXXEHHOro Col3a NuilleBas NPoayKLUNSA, 3a NCKDYEeHUEM

o cneuuasim3sMpoBaHHOW NULLLEBOW NMPOAYKLUMN
2 pacTUTENLHOrO CbIpbs
3 o0b6e3xnpeHHoOn NULLLEBON NPOAYKLN

4 nuvweBown npoaykumm ¢ HABKUMN FIOTpGGI/ITeJ'IbCKI/IMI/I CBOMCTBaMU

MpaBunbHLIN OTBET:

1 - cneuManmusnpoBaHHOW NULLLEBOW NPOAYKLUMU

OBOCHOBAHME

[eKknapnpoBaHMIO COOTBETCTBUSA MOANEXMUT BbiNyCcKaemas B obpalleHne Ha
TaMO>XEHHON TeppUTopmnn TaMOXXEHHOI0 COto3a NULLEBas MPOAYKLNS, 3a UCKJTIOYEHNEM
crneunanmampoBaHHoOM nuweson npoaykumm (TP TC 021/2011 TEXHNYECKUN pernamMeHT
TaMo>XeHHoro cot3a «0O 6e30nacHOCTM NULLLEBON NPOAYKLUMU» CT.23 m.1)

TEXHUYECKWI PEFTAMEHT TAMOXXEHHOIO COMO3A TP TC 021/2011 O BE3OMACHOCTW MULLLEBON
MPOLOYKLUWW (c nameHeHnamn Ha 25 Hos6psa 2022 roga) (1)
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Bonpoc 4

NHrpeaneHToM, KOTOPbIN HE A0JIXKHA COAEpP»XaTb NuLLLEeBas NpoayKUus, npegHa3HavyeHHas
ONA NeTCKOro NuTaHusa, ABnaseTcsa

@ xode HaTypanbHbIi

2 Ccofib
3 Myka
4 caxap

MpaBunbHLIN OTBET:

1 - koche HaTypasibHbIX

OBOCHOBAHME

NHrpeOoneHToM, KOTOpPbI He AOJ/HKHA coAep KaTb NuLieBas NpoayKLums,
npefHa3HayYeHHaa a1 OeTCKOro NUTaHUS, ABASETCA Koge HaTypasibHbIN.

CornacHo cT. 8 TP TC 021/2011 TexHUYeCKuin pernaMeHT TaMOXXeHHOro cot3a «O
6e30MacHOCTM NULLEBON NPOAYKLMN»

TEXHUYECKWUW PEMTAMEHT TAMOXXEHHOIO COKO3A TP TC 021/2011 O BE3OMACHOCTW MULLEEBON
MPOLOYKLUWW (c nsmeHeHnamun Ha 25 Hoss6ps 2022 roga) (1)

Bonpoc 5

®opMnpoBaHNE TEXHNYECKON OOKYMEHTALUM Ha NULLEBYIO NPOAYKLINIO 1 MPOBEAEHME ee
aHa/in3a NpoBOAUT

1 ynpasJsieHne PocnoTtpebHan3opa B cybbekTe
2 OBY3 «UIma» B cybbekTe
€) 3asBuTens

4 aKKpeaunToBaHHad na6opaTop|/|ﬂ

MpaBuabHbIA OTBET:

3 - 3a9BuTeNb

OBOCHOBAHME

dopMUpoBaHME TEXHNYECKON OOKYMEeHTaLnn Ha NULLLEBYIO NPOAYKLMIO U MpoBeaeHne
ee aHanmsa nposoauT 3aasuTenb (TP TC 021/2011 TexHUYeCKuin pernameHT
TaMo>xeHHoro coto3a «0O 6e3onacHOCTM NULLEBON NpPOaYKLMN» CT.23 N.2.2.)

TEXHWYECKUW PEMTAMEHT TAMOXEHHOTIO COKO3A TP TC 021/2011 O BE3OMACHOCTU I'IVILLI,EBOI?I
MPOLOYKLUWW (c nameHeHnamn Ha 25 Hoss6psa 2022 roga) (1) (2)
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Bonpoc 6

B cocTaB ToHM3MpyoWmnx 6e3anKorosibHbIX HANMTKOB AOMNYCKaeTCcsl BBOAUTb He Bosee
TOHM3NpyLWKMX (ero) sewecTs (a)

1 5
2 3
3 1

O 2

MpaBunbHLIN OTBET:

4-2

OBOCHOBAHME

B cocTaB TOHM3MpyoLWmnx 6e3asKorosibHbIX HarNMTKOB A0MyCKaeTCsl BBOAUTbL He Bosee 2
TOHU3MpyoWwmx BewecTs. CornacHo ¢T. 9 TP TC 021/2011 TeXHUYEeCKUiA persiaMmeHT
Tamo)xeHHOoro coto3a «O 6e30NacHOCTU NULLEBON MPOOYKLNN

TEXHUYECKWI PEFTAMEHT TAMOXXEHHOIO COFO3A TP TC 021/2011 O EE30MACHOCTU MULLLEEBOW
MPOOYKLNN (c nameHeHnamm Ha 25 Hoabpsa 2022 ropa) (1)

Bonpoc 7

CaHI/ITapHO-aﬂMﬂ,eMVIOHOFVI‘-IeCKVIe SKCMepTn3bl, paccsieagoBaHnA, obcnenoBaHus,
nccnenoBaHnd, UCNblITaHUA N MHbleE BUAbI OLLEHOK OJ14 NMoJ1ly4YeHn4A
CaHNTapPHO-3NMNAEMNONIOTNYECKOI 0 3aKJTIDHYEeHNA OCYLLECTBIAOTCA 3a CHET CpeacTB

1 6ropxeTa cybbekTa PO
2 Olog)xeTa MyHULMNaAbHbIX 06pa3oBaHuin
€ szassutens

4 epepancHoro boaxxeTa

MpaBuNbHLIA OTBET:

3 - 3aaBuTenn

OBOCHOBAHME

Ycnyru, KoTopble SBASOTCA HEOOX0ANUMbIMUY 1 0653aTeNIbHbIMU A1 NPeoCcTaBeHUs
rocyf4apCTBEHHOM YC/yrv, OKa3blBalOTCS 3a CHET CPeACTB 3asBUTENS.

Mpuka3 PocnoTpebHan3opa oT 05 HoAbpsa 2020 r. Ne 747. O6 yTBEPKAEHMUN
AOMNHUCTPATUBHOIO pernaMmeHTa PenepasbHon cnyXbbl MO Hag30py B chepe 3alnThl
npae noTpebuTtenen n 6narononyymsa 4YesoBeka Mo NpesocTaB/IeHNIO FOCY4aPCTBEHHOMN
yCNyrn rno BblAavye CaHUTapHO-IMUAEMUNOJIONNYECKUX 3aKJTIOYEHNN HA OCHOBaHUN
pe3yNbTaTOB CaHMTapPHO-3MUAEMUNOIONNYECKUX IKCNEPTU3, pacCsiefoBaHNN,
obcnenoBaHMi, NCCNeaoBaHNN, UCMbITAaHUA, TOKCUKONOrNYECKNX, TUTUEHNYECKNX U
WHbIX BUOOB OL,EHOK COBIt0AeHNA CAaHNTAPHO-3MNAEMNOSIOTNYECKMUX U TUTNEHNYECKUNX
TpeboBaHMN.MOPALOK, pa3Mep 1 OCHOBaHUSA B3UMaHWSA MaaTbl 3a NpefoCTaBJ/IeHMe
yCyr, KoTopble SBAAOTCSA HeobxoanMbiMu 1 06A3aTeslbHbIMU A1 MPenoCTaB/IEHNS
rocynapCTBEHHOW yCAyru, BKOYasa MHPOPMaLMIO O MeTOANKE pacyeTa pa3Mepa Takon
naaTol. M. 28. Ycayru, KoTopbie ABAAOTCA HEOOX0AUMbIMU 1 06A3aTeNbHLIMU 015
npenocTaBJsIeHNs roCyAapCTBEHHON yCYyrn,0Ka3bIBalOTCS 3a CHET CPeACTB 3asaBUTeNs;
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n. 26. Ycnyramu, HeobxogmnmbiMu 1 0653aTesibHbIMY A5 NPefOoCTaB/eHUS
rocyapCTBEHHON YCIyrU, ABAAITCA CAHUTaPHO-3NUAEMUONOrMYECKNE SKCNepPTU3bl,
paccnenoBaHus, obcnenoBaHns, NCCNEO0BaHUS, UCMbITAHUA N VHbIE BUAbI OLLEHOK
cobnofeHNsa CAaHUTaPHO-3MNAEMMNOIIONNYECKUX N TUTUEHNYECKX TpeboBaHMiA,
MPOBOANMbIE B COOTBETCTBUMN CO CTaTbeN 42 3akOHa 52-D3.

MPUKA3 ®ELOEPANIbHOW CNYXKEbl MO HAL30PY B COEPE 3ALLMTLI MPAB NMOTPEBUTEJEN 1
BJIACOMOJTIYHNA YHEJTOBEKA OT 5 HOABPA 2020 TOOA N 747 O6 yTBepXAEHUN aAMUHUCTPATUBHOIO
pernameHTa henepasnbHOM CNy>X0bl MO HafA30py B chepe 3almThl MpaB noTpebutenen n
6narononyyus YyenoBeka Mo NpefoCcTaBAeHNO0 rOCyAapCTBEHHOW YCYr Mo Bblaave
CaHUTAPHO-3NMNAEMUNOSIOT NYECKMX 3aKJIIOYEHUIA HA OCHOBaHUM pe3yibTaToB
CaHUTAPHO-3NMNAEMUNOSIOT NYECKMNX IKCMEPTU3, paccsiefoBaHn, o6cnenoBaHnin, nccnenoBaHun,
NCMbITAHUN, TOKCUKOJIOTMYECKMX, TUTMEHNYECKMX U NHbIX BULAOB OLLeHOK cobntoaeHmns
CaHUTAPHO-3NNAEMUNONIOTNYECKUNX U TUrneHnyYecknx TpebosaHunm (1) (2)

Bonpoc 8

[eknapnpoBaHNio COOTBETCTBUSA NOAJNIEXMNT BbiMyCcKaeMas B obpallleHne Ha TaMOXKEHHOM
TeppuTopun TaMOXXEHHOIro Cot3a rpynna nNuULLEBO NPOAYKLUN

1 yKcyc
2 HenepepaboTaHHasA XXUBOTHOIO MPONCXOXKAEHUSA
€) nepepaboTaHHas pacTUTEsILHOTO NPOMCXOXKAEHNSA

4 cneunannsnpoBaHHasd

MpaBunbHbLIAN OTBET:

3 - nepepaboTaHHasA PpacTUTEJILHOIO NPOUCXOXKAEeHUs

OBOCHOBAHME

[leknappoBaHNio COOTBETCTBMUSA MOOJIEXKUT BbiNyckaeMas B obpalleHne Ha
TaMOXXEHHOWN TeppuTopun TaMOXKEHHOI 0 COO3a Fpynna NULLEBON MPOAYKLNN -
nepepaboTaHHas PacTUTEIbHOIO MPOMNCXOXKAEHUS.

CornacHo cT. 23 TP TC 021/2011 TexHNYeCKUN pernamMmeHT TaMoXXeHHoro cot3sa «0
6e30MacHOCTM NULLEBON MPOOYKLNN>»

TEXHUYECKWI PEFTAMEHT TAMOXXEHHOIO COFO3A TP TC 021/2011 O EE30MACHOCTU NULLLEEBOW
NMPOOYKLNN (c nameHeHnamm Ha 25 Hoabpsa 2022 ropa) (1)

Bonpoc 9

B cooTBeTcTBUN C TpeboBaHmamu TP TC 021/2011 «O 6e30macHOCTU NMULLEBON NPOAYKLNN»
BblAEeNEHO CXeMbl/CXeM AeKapupoBaHns NULLEBON NPOOYKLMK, MO BbIBOpY
3asaBuTeNs

1 2
2 5

3 10
(4 ]

MpaBuabHbIA OTBET:

4-3
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OBOCHOBAHME

B cootBeTcTBUM C TpeboBaHuammn TP TC 021/2011 «O 6e30macHOCTM NMULLEBON
MPOAYKLNM» BbIAENEHO 3 CXEMbI AEKIapPUPOBaHNSA MULLLEBON NPOAYKLMN, NO BbIBOpy
3asaButens. CornacHo cT. 23 TP TC 021/2011 TexHuYecKuin pernamMmeHT TaMOXXEeHHOro
coto3a «O 6e30MacHOCTY NULLLEBON MPOAYKLNN»

TEXHUYECKWIW PEFNAMEHT TAMOXXEHHOIO COMO3A TP TC 021/2011 O BE3OMACHOCTW MULLLEBON
MPOOYKLUWW (c nameHeHnamn Ha 25 Hos6psa 2022 roga) (1)

Bonpoc 10

MpoBeaeHne NPoN3BOACTBEHHONO KOHTPOJIS Ha 06bekTax NULLLEBOW NPOMbILLJIEHHOCTH
obecnevymBaeT

1 PocnoTtpebHaasop
2 OBY3 «LleHTp rurneHsl 1 annaemMmnosnorum»
3 npokypaTypa

@ sasBuTtens

MpaBunbHbLIA OTBET:

4 - 3aaBuTENb

OBOCHOBAHMUE

MNpoBeneHe NPoON3BOACTBEHHOIO KOHTPOA Ha 0O6beKTax MULLEBON NPOMbILLIEHHOCTHY
obecneynBaeT 3aaBuTENb. CornacHo cT. 23 TP TC 021/2011 TeXHUYECKU pernaMmeHT
TaMo>KeHHOro cot3a «O 6e30MacHOCTM NMULLEBON NPOAYKLMN

TEXHUYECKWW PEMTAMEHT TAMOXXEHHOIO COKO3A TP TC 021/2011 O BE3OMACHOCTW MULLEEBON
MPOLOYKLUWW (c nsmeHeHnamun Ha 25 Hoss6ps 2022 roga) (1)

Bonpoc 11

Mpwn ocyulecTB/eHUN NPOLECCOB NPON3BOACTBA (M3roTOBMIEHMSA) NNLLLEBON NMPOAYKL NN,
CBSA3aHHbIX C TpeboBaHMAMK 6E30MacHOCTY TaKoM NPOAYKLUWN, N3rOTOBUTESb O0JIXKEH
pa3paboTaTb, BHEAPUTbL N NOAAEPXKMBATbL NpoLeaypbl, OCHOBaHHbIe Ha NpMHUMnax XACCI,
B COOTBETCTBUN C

1 depepasnbHbIM 3aKOHOM Ne 52-03 «O caHUTapPHO-3NNAEMNONOT NYECKOM
6narononyynn HaceneHms»

2 [OCT P 51074-2003 «MpoaykTel nuwesble. MHpopmaumna ona notpebutens»
€ TP TC 021/2011 «O 6e30NacHOCTU NULLEBOIH NPOAYKLUM>»

4 Mpukasom PocnoTpebHaasopa oT 19 uionga 2007 Ne 224 «O
CaHMTapHO-3MMAEMUNOSIONNYECKMX IKCMepTmn3ax, obcnenoBaHnax, NCCaenoBaHusX,
NUCMbITAaHUAX N TOKCUKOJIOMMYECKNX, TUTUEeHNYECKMUX U UHBbIX BUOaX OLLEHOK»

MpaBunbHbLIN OTBET:

3-TP TC 021/2011 «O 6€30NacHOCTM NULLLEBON NPOAYKLUN>
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OBOCHOBAHME

B cootBeTcTBMM ¢ TP TC 021/2011 «O 6€30MacHOCTM NULLEBON MPOAYKLUN» MPU
OCYLLEeCTBJIEHNM MPOLLECCOB MPOU3BOACTBA (M3rOoTOBJIEHMSA) MULLEBON MPOAYKLINN,
CBsI3aHHbIX C TpeboBaHMAMM 6e30MaCcHOCTM TaKoM NPOOYKUNW, N3rOTOBUTENb AOJIKEH
pa3paboTaTb, BHEAPUTb U NOALEPKMBATL MPOLLeAypbl, OCHOBaHHbIE Ha MPUHLMMAX
XACCHM (cT.10.n.2)

TEXHUYECKWI PEFTAMEHT TAMOXXEHHOIO COFO3A TP TC 021/2011 O EE3OMACHOCTU NULLLEEBOW
NMPOOYKLNN (c nameHeHnamm Ha 25 Hoabpsa 2022 ropa) (1)

Bonpoc 12

OcHoBoW ang dopMupoBaHUA HaUWOHaIbHOW CUCTEMbI ynpaBsieHNA Ka4eCTBOM nnLLeBomn
npoayKumnn aBndaeTCcA

o CTpaTerma noBbilUeHUsA KaYyecTBa NULLLEBOM NpoayKuum B Poccunckon
depepauuu oo 2030 ropa

2 ®epepanbHbll 3aKoH Ne29-03 «O KavecTBe 1 6€30MacHOCTM NMULLEBON
npoaykKumnm»

3 depepasibHbIn 3aKOH Ne 52-03 «O caHUTapPHO-3NMULEMUNOSIONrNYECKOM
6narononyynn HaceneHms»

4 TP TC 021/2011 «O 6e30nacHOCTM NULLLEBON NPOOYKLMN»

MpaBunbHbLIN OTBET:

1 - CTpaTervsa noBbILUEeHUA Ka4yecTBa NULLEeBOW NpoaykKkuum B Poccunckon
depepauumn po 2030 ropa

OBOCHOBAHME

«CTpaTerns NoBbILLEHNSA KaYyeCTBa NULLEBON NpoaykKunm B Poccunckon depepaumm oo
2030 roga» sBnsgeTCca OCHOBOM ANs hopMUpoBaHUA HaLMOHAIbHOW CUCTEMbI
ynpaBJ/ieHNA Ka4yeCTBOM MULLLEBON NPOAYKLIMN ABNseTcs (CT.1)

PACMNOPAXXEHUE OT 29 UKOHA 2016 TOOA N 1364-P [OB YTBEPXXOEHWW CTPATEI A NMOBbILLEHWA
KAYECTBA MULLEBO MPOOYKLMN B POCCUNCKON ®ELEPALIMM 00 2030 FOAA (1)
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