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rOCT P 51088—2013
MNpepncnoBue

1 PA3SPABOTAH ®defiepasibHbIM rocyAapcTBEHHbLIM 6HOHKETHBIM yypexaeHmem
30paBoOXpaHeHNss  «[OfIOBHOM  LEHTP  [WivieHbl UM anugemunosniormnm»  defepasibHoro  Meayiko-610/10rMyeckoro
areHcTsa.

2 BHECEH TexHuyeckum KomuteToM Mo craHgaptvzaumm  TK 380  «KivHudeckve  nabopatopHble
1ccnefoBaHNA Y AUarHOCTUYECKNE TECT-CUCTEMBI UH BATPO.

3 YTBEP>XXAEH 7 BBEAEH 8 JEVICTBVE Mpvikasom PenepasibHOro areHTCcTBa no
TEXHUYECKOMY PEery/ivpoBaHULO 1 METPoorm ot 8 Hosbps 2013r. Ne 1483-cT

4 B3AMEH NOCT P 51088-97

MpaBuna NpMMEHeHUs HacTOoAWEero craHgapTa ycTaHosneHsl B FTOCT P 1.0—2012 (pa3gen 8).
VHdhopmaumsa 06 n3MeHeHUsIX K HaCTOoSLWEMY CTaHgap Ty Nyb/MKyeTCs B €XerogHom (Nno COCTOSHNUIO Ha
1 AaHBaps TeKylLLEero roga) MHpopMaLnoHHOM yKaszaTene «HalnoHanbHble cCTaHAapThi». a ouumnanbHbil
TEKCT W3MEHEHWI W MOMpaBoOK - e EeXeMeCAYHOM WHPOPMAaLMOHHOM YKasaTesne «HaunoHasbHble
CTaHdapThl». B cnyyae nepecmoTpa (3amMeHbl) WIM  OTMEHbl HACTOAWEro cTaHgapTa
COOTBETCTBYLWEee yBeAoM/ieHne OyaeT Onyb/iMKoBaHO B 6Gavkailiem Bbinycke WHAOPMAaLVOHHOIO
ykasaTens «HauyuoHanbHble cTaHgapThi». COOTBETCTBYOWAasa UHhopmauns, yBegomaeHme N TeKCTbl
pasMeLalnTCca Takke e MHPOPMaLMOHHON cucTeme 06Lero nonb3oBaHusa - Ha ouuManibHOM caliTe
dPegepasibHOr0 areHTCTBa M0 TEXHUYECKOMY PerynmpoBaHuio U meTponornn B ceTwu WHTepHeT
(gost.ru)

©CraHgaptvHdopm. 2014

HacT OﬂI.LLI/Iﬁ CtaHaapT He MOXET ObITb NO/THOCTBLHO nw YaCTU4HO BOCnpoun3ssedeH, TUPaXKMpoBaH n
pacrpocTpaHeH B KayecTBe OMLUMASIBHOTO M3faHUs 6e3  paspelleHns  ®defepasibHOro — areHTcTea Mo
TEXHUYECKOMY PEry/IMPOBaHIII0 1 METPO/IONAN
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HAUMWOHANbHbBLIN CTAHOLOAPT POCCUWNCKOMN GELEPALUMN

MEOVUVHCKME N3OENNA ONA JNATHOCTUKA H BUTPO
PeareHTbl, HAGOPbI PeareHToB, TECT-CUCTEMbI, KOHTPOSIbHbIE MaTEPUasTbI, MUTATE/bHBIE CPEfbI.

Tpe6oBaHUs K U3AEMSIM U NOAAEPKVBALOLLIEN IOKYMEHTALWN

In vitro diagnostic medical devices. Reagents, kits, the test - systems, control materials, culture media.
Requirements to devices, and to supporting documentation

[Jara BBepeHna — 2015—01—01

1  O6nacTtb NPUMeHeHUs

HacToswmii  crtaHgapT — pacnpocTpaHseTcd  Ha  MeauiuyHcKue  msgerms 419 OUarHOCTVKM  WH - BUTPO  Mpu-
POAHOrO WM WCKYCCTBEHHOTO  MPOUCXOXOEHWS,  MNPefHasHayeHHble  [/191  MPUMEHEHMS B MEOMLMHCKOM  Mpak-
VK " UCTIONb3yeMble B K/IMHWKO-AMarHoCTUYeCKX  laboparopusix, BbIMOSHAOLLIMX GakTeprionornyeckue,
BroxMMmnYeckue, VMMYHOJTIOrYecKue, MeuKo-61osormyeckve, Me[yKo-TeHeTUYeCK e " Opyrve [OyardocTu-
YyeckKMe VH BUTPO WCCMEOOBaHWS, a Taloke Ha COCTaBHble 4YacTu 3TUX U3V, MMelowpme  hyHKUMOHa IbHoe
MeAVLMHCKOE Ha3HaYeHMe 1 U3roToB/IsieMble OTAESBHO.

[N KOHTPOMbHLIX — MarepuasioB, BXOOALWWX B COCTaB  M3OENMA WM BbINyCKAEMbIX OTAENBLHO C  Y4ETOM
UX CrieLmdouk1, HE06X0AMMO JOMNOMHUATENBHO YUnTbIBaTL TpebosaHua FOCT P 53133.3.

Ha ocHoBe HacToAWero craHgapta  [Jonyckaetcs, paspadatbiBaTb — TEXHUYECKYID W 3KCTUTyaTauMOHHYHO
[JOKyMEHTaLWIIO Ha U3AENMS /151 CAHUTaPHO-3NMAEMMOONMUECKNX UCCIEA0BaHMIA.

HacTtoswmii  craHgapT He  pacnipoCcTpaHsieTcs Ha  CTaHdapTHble  obpasupl W kasmbparopbl,  Tpebytowme
YCTAHOB/IEHMS  TUNa  CTaH4apTHOro  obpasua,  ucrnosb3yemble  Npu  Ba/mjauMyM  METOAOB WM BHELLHEl  OLEHKM
KauyecTBa flaboparopHbIX NCCIEA0BAHMIA.

HacToslwmiA  cTaHgapT He  pacnpocTpaHsieTcs  Ha  CblBOPOTKM  AMAarHOCTMYECKME M aHTUTOKCUYecKue
neyebHble (4159 UH enBo).

HacTtosAwmii  cTaHgapT He  pacnpocTpaHsieTcd Ha  obopyfoBaHve A8 OMarHOCTVKM  WMH - BUTPO  (Mprbo-
pbl.  annapatbl, aHaM3aTopbl,  AHAMTUYECKME  KOMIVIeKChl, CpPeAcTBa  M3MepeHuss U nporpavmHoe — obecrie-
YEHVe YKa3aHHOro 060pyA0BaHUS).

2 HopmMaTuBHbIE CCbIJIKU

B HacTosILLEeM CTaHaapTe UCTONb30BaHbI HOPMATVBHBIE CCbIIKM Ha CrieAytoLLyie CTaHAaPTbI:

TOCT P 14 - 2004 CraHgapm3auma B Poccwiickoin  ®epepaummn.  CraHgaptbl  opraHuzaumid.  O6live
MOJIOXEHNA

roCT P 15.013-94 Cucrema paspaboTku 7 NOCTaHOBKM NPOAYKLMM Ha MPOW3BOACTBO.
MeayumHckve ngenma

FTOCT P 51609 - 2000 Wspgenmsa wmeavumHckme.  Krnaccudukaumsi B 3aBMCMMOCTM  OT  MOTEHLUM&IbHOTO
puvcka npuveHeHmns. O6Lvie TpeboBaHNA

FOCT P 52905 - 2007 (MCO 15190:2003) /labopatopum MegmuuHekme. TpeboBaHms 6e30MacHOCTU

TOCT P 531333 - 2008 TexHonmorvy JflabopartopHble  KMMHMYECKMe. KOHTPO/Mb  KayecTBa  KIMHUYECKUX
nabopaTtopHblX — uccnegoBaHuii.  Yactb 3. OmnucaHvMe  martepuasioB 11 KOHTPOMS  KavecTBa  K/MHWMYECKMX
NabopaTopHbIX UCCref0BaHNIA

FOCT P 54147 - 2010 CTpaTteryueckuii  MHHOBaLUMOHHbI MEHEDKMEHT. TepMyHbI 1 OnpeaesieHns

OCT P EH 12322 - 2010 Vizgenmsi MeavuMHCKvMe [ AvarHocTuk i vitro.  MutaTenbHble  cpepl
Ana MKpobronorn. Kpurepn doyHKLMOHaUTbHBIX XapaKkTepUCTUK NUTATE bHbIX CPpeq,

TOCT P WCO 152231 - 2010 Ws3permsa wmemmuyHckve.  CvMBOSbI,  MPUMEHSEMblE  NPUY  MapKMpoBaHUM
Ha  MeOVUVHCKUX — U30eNnsiX, STWKeTkax W B COMNPOBOAMTENbHOM  gokymeHTauwm.  Yacte 1. O6wwme
Tpe6oBaHus

FOCT 2.114 - 95 EpnHast cricTeMa KOHCTPYKTOPCKOIA AOKYMEHTaLMM TEXHUYECKVE YCTOBUS

OCT 2.601 - 2006 EayHas crcTtema KOHCTPYKTOPCKO AOKyMEHTaLMN SKCT/TyaTauyioHHbIe

[IOKyMEHTB!

W3paHve odovumansHoe
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oCT 12.1.005-88 Cuctema  craHgapToB 6e30MacHoCTL TPYAA. O6buwwe CaHVITapHO-TUrIMeHnyecke
TpeboBaHust K BO3AyXy paboyeit 30HbI

FOCT ISO 14971 - 2011 Wi3genvss MeguuuHcKue.  TpUMEeHeHne  MeHeMKMeHTa pucka K - MeOULMHCKUM
n3aermam

MpumeuyaHune - MNpu NOMb30BAHUM HACTOALLMM CTaHOAPTOM  LiefIecoobpasHo MpoBepuTb  AEiCTBME  CCbl-
JIOYHbIX CTAaHAAPTOB B MHPOPMALMOHHOV cuCTemMe O6LLIEro MoMb3oBaHUA — Ha  ochvLpasbHOM  caiite  deaepasibHoro

areHTCTBa MO TEXHWUYECKOMY PEry/IMPOBaHMI0 U METPOMIOTMU B CETM VIHTEPHET WM MO EXErofHoMy WHGOpPMAaLMOHHOMY
yKazarenio «HaLyoHa/bHble CTaH4apTbl», KOTOPbIA OMyG/MKOBAH MO COCTOSHUIO Ha 1 sHBapsi TeKylero roga, M Mo Bbl-
MyCKaM eXeMEeCSYHOT0 VHGIOPMALMOHHOTO  yKasaTensl «HalyoHarlbHble CTaHfapTbl» 3a Tekyumid rog Ecm  3aMeHeH
CCbUIOYHBIA  CTAHOAPT, Ha KOTOpbIA fAaHa HEOATVPOBAHHAS CCbUIKA, TO PEKOMEHAYeTCs WCMO/b30BaTb  AECTBYHOLLYHO
BEPCMI0 3TOr0 CTaHAapTa C YYETOM BCEX BHECEHHbIX B AaHHY0 BEpCMI0 M3MEHeHW. EC/m 3aMeHeH OChUIOHHBIA CTaH-
[apT. Ha KOTOpbili [aHa [aTvpOBaHHAsi CCbITKA. TO PEKOMEHAyeTCsl WCMO/b30BaTb BEPCUMIO 3TOr0 CTaHAapTa C yKasaH-
HbIM Bbllle TOAOM YTBEPKAEHUS (MPUHSTUS). ECM nocrie YTBEPKAEHWS HACTOSILEro CTaHAapTa B CCbUIOYHbIA  CTaH-
[apT. Ha KOTOpbli [aHa [aTMpoBaHHas CCbUIKa, BHECEHO W3MEHEHVe, 3aTparvBalolliee MOJIOKeHre, Ha KoTopoe AaHa
CCbIKa, TO 3TO MO/IOKEHME PEKOMEHOyeTCs MPUMEHSTb 6e3 ydyeTa [AHHOTO K3MeHeHWs.. EC/M  CCbUIouHbI - cTaHaapT
OTMEHeH 6Ge3 3ameHbl, TO MO/IOKEHNE, B KOTOPOM AaHa CCbUIKA Ha HEro, PeKoMeHAyeTcs MPUMEHsTb B uacTi, He 3aTpa-
MVIBaIOLLIEV 3Ty CChUTKY.

3 TepmuHbI U onpepeneHnsa

B HacTosiLLeM CTaHAapTe NPUMEHEHbI CIEyHOLLYVIE TEPMMHBI C COOTBETCTBYHOLLYIMIM ONPEAE/IEHUSIMU
31 aHa/mMT.  KOMMOHEHT Mpobbl, YKasaHHbli B  HAMMEHOBAHWM  WCC/MIeyeMoro CBOWCTBA WM U3-
MepsieMoli BeNMUMHbI.

MpumeyvaHunn

1 B KMHMYeCKoi NTabopaTopHO AMarHOCTUKE aka/IMTbl MONYT MMETb Pa3/INYHbIN XapakTep:

a)  husnyeckmx CBOIACTB:

6)  XMMUYECKVX SNIEMEHTOB, VOHOB, HEOPTaHNYECKUX MOSIEKYT:

B)  OpraHUYECKVIX CTPYKTYP Masioi MOMEKYNSPHOM Macehl:

r MakpOMOJIEKY/T C W3BECTHON WM NPUOMM3NATENBLHO YCTAHOB/IEHHON CTPYKTYpO M crieumduyeckiMmn  6roso-
TMYECKVIMI CBONCTBaMM:

0)  KNETOK, UX CTPYKTYPHBIX S/IEMEHTOB WM KETOUHBIX CUCTEM.

a) MVKpoopraHM3MoB (GakTepwid, BMPYCOB, a Tailoke [pMOOB M MapasUTapHbIX OpraHM3MoB pasvepamu go 1
MM), VX CTPYKTYPbI 1 CBOCTB.

2 AgammmposaHo (TOCT P52361. ctartbs 17].

32 aHarnor:  lpofyKuMst  OTEYECTBEHHOrO W 3apybexHOro  MPOM3BOACTBA, NOJOGHasi  CpaBHUBA-
eMoMy M3aenmio, 06/1aaatoLLast CXOACTBOM (PYHKLIVIOHaUTbHOrO Ha3HAYEHWIS 1 YC/IOBUIA NPUMEHEHWS.
33 BHELLHsS  yrnakoBka:  JI0GO  maTepuasl, MPUMEHEHHbIA  Ans YNakoBKM — MOBEPX  BHYTPeHHel

YNakoBKM ~ WIA  YMaKOBOK ~ MEOMLMHCKOTO  U3OEeNn4, KOTOprI7I MOXET COCTOATb M3  €OMHCTBEHHOIO  KOMIOHEHTAa,
M3 HECKOJTbKMX /T COBOKYNHOCTU NAEHTUYHBIX WK Pas/IMYHbIX KOMIMOHEHTOB.

MpumeuyaHune —ApganmmposaHo 13 1IS018113-1. onpegenayve 3.49(1].

34 BHYTPEHHSISI  YMAaKOBKA:  YMakoBka,  KOTOpas  3allMWI@ET  KOMMOHEHT — MEAWLMHCKOTO  M3Ae/vs
OT 3arpsi3HEHUsT 11 APYTVIX BO3AEVCTBIIA OKpY>KatoLLel cpeapl.
35

Mpumep - FepMETUYHO 3akpbiTas amnyna WA MNy3blpek, MeLWoYek K3 dooSbru, 3aKpbiThii
nakeT K3 njacTuka

MpumevaHnsa:
1 He BKoYaeT B ce6s1 YNaKoBOUHYH NPOKIALKY.
2 ApanTtuposaHo 13 tSO 18113-1, onpeaeneqve 324 [1].

36 OuarHoctka  WH - eutpo;  OnpegeneHve  Hammumst M (WIM)  KOSIMHYECTBEHHOTO  COAEpPXaHus
KMHAYECKN  (OMarHOCTMYECKV)  3HAYMMbIX — @Ha/IMTOB  SHAOrEHHOM U (W) 3K30TEHHOV Mpupodbl, B TOM  uucne
BbldENeHe 1M uAeHTUdMKAUWS  MUKpOOpraHuamoB  (baktepuid,  BMpYCOB,  TpUGOB,  MapasuTapHbIX  OpraHus-
MOB), WX TOKCMHOB W [APYrMX TMPOLAYKTOB KU3HEAESTENbHOCTM €  obpasuax — 6uonornveckux  matepuasioB  (6ro-
JIOTVHECKUX XNIKOCTEN, SKCKPETOB, TKaHel), B3ATbIX WM BbiAE/EHHbIX U3 OpraH13Ma YesioBeka.

37 u3rotoBuTENb:  DU3MYECKOE WM IOpUOMYECKOE  JIMLO,  OTBETCTBEHHOE  3a  MPOEKTVpOBaHUeE,
U3rOTOB/IEHME,  YMAaKOBbIBaHWE WM MapK/pOBKY — MEOVUMHCKOTO  W3AE/US,  YCTaHOBKY/MOHTaX WM  moaudv-
Kauyio  MEAVUMHCKOTO  U3AEe/mMs  Nepef  BbIMyCKOM €ro B obpalleHue WM BBOAOM B 3KCTU/lyaTauyio, HesaBu-

2
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CVIMO OT TOrO, BbINOSHAET /I 3TN OMnepaLyiv BbILLIEYNOMSAHYTOE JIMLO WK TPETbS CTOPOHA OT €10 MMEHMW.

MpnmevaHuna:

1  KonpegeneHuio U3rotoBATENS MOMYT ObITb MPYMEHEHbI HALMOHaSTbHBIE WK PErvoHasIbHbIE Npasusia.

2 M3rotoButenamMm TaKke SBNAIOTCA Te JMug, KOTOpble BbIMOMHAOT MO KOHTPaKTY COYHKLMM  CTepumsaumm,
YCTaHOBKY, MNEPEMapKVPOBKA. NEepefesnky, nepeynakoBki WM pa3paboTki creuvdmkaumii, v nepBoHaYasIbHble  ANCTpu-
6bHOTOPbI HOCTPaHHbIX NPEANPUATUIA, BbINO/HAOLLME AaHHBIE COYHKLMN.

3 ApantvposaHo FOCT ISO 14971. crarba 2.0.

38 u3vepeHne. [lpouecc  (COBOKYMHOCTb — Orepauwii)  SKCMEepPUMEHT/IbHOTO  MOJSlyYEHWst  OAHOTO
W 60/1ee 3HaYEHWIN BENTNYMHBI.

MpumeyvaHunsa:

1 OTanbl NPOBEAEHUST M3MEpebbIt OT MOMyYeHVsT Mpo6bl, Npeobpa3oBaHUs aHa/mMTa B IOpMY YAOGHYH A/is
M3MEPEHNS!, TMOJyYEHNS] BEMIMUMH B CPEACTBE W3MEPEHMS M 06paboTKM  MOJyYEHHbIX PE3Y/bTaToB  AB/AKTCS  YacTAMU

npouecca v3MepeHusi. B pesynbTate npouecca M3MEPEHUst MOTyT GbiTb MOJyYeHbl KOMMYECTBEHHbIE WM KAaueCTBEHHbIE
[iaHHble, NpeCTaBNSIoLLE MHOPMALI, 3HAUMMYIO 17151 AMArHOCTUKU.

2 KauyecTBeHHble JaHHble - pe3ynbTar, MosydeHHbl  AYXOTOMUYECKMM [EfIeHEM MO  OMpefesieHHOMY  Mpu-
3HaKy.

MpymMep — [JaHHble MMMyHOhepMeHTHoao aHanu3a (MPA) Ha Hamume MHGMLMPOeaHHOCTY naumeHTa
OMpeSenseTcs Mo npusHaky onTuyeckoi naoTHocTy (OM) npobbl Gonblie uin MeHblue Of KpuTUyeckoro e
[laHHOW cncTewme.

3 KW3MEPEHMIO He oTHOoCsTCs BU3yasibHOE UCC/eJoBaHIE CBOICTB, Hanprvep LBeTa.

4 GefepasibHble  opraHbl  UCTIONHWTENBHOM  BACTX,  OCYLLECTB/ISHOLWE  HOPMATVBHO-NPABOBOE  pe-
TyMpoBaH/ie B  06/acTsiX  [edTeSfbHOCTU  (30PAaBOOXPaHeHMs),  OnpefensioT  M3MepeHWs,  OTHocslpecs K
cdoepe  TOCY@pPCTBEHHOTO  PEryvpoBaHMs  OBecrieueHuss  efvHCTBA — M3MepeHWid, W YCTaHaB/MBalOT K HUM
06s13aTe/bHbIE METPO/IOMMYECKVE TPEGOBAHNS, B TOM UMC/IE NMOKa3aTesi TOYHOCTU UBMEPEHUIA [2].

39 kog mapTM  (cepvm), HOMEpP JioTa: FACHO pazmunMbiA - psig uMdp  wm GyKB,  KOTOpbIA — Crie-
umdmyeckn  MOeHTUCOMLMPYET — MapTvio 1M MO3BOJISIET  MpOC/eaUTb  WCTOPUI0  €e  MPOM3BOACTBA,  YMakKoBKY,
MapKVPOBKY 1 PACTPEAEIEHMS.

3.10 KOMMOHEHT:  YaCTb  38BEpLUEHHOrO,  YNakoBaHHOTO UM MapkMpPOBAHHOIO  MEAWLIMHCKOTO  u3fe-
s,

MpumevaHnsa:

1 KOMMOHEHTLI MOTYT BK/HOUATL B CebA peakTvBbl {aHTWUTENa, (hepMeHTbl, GydhepHble U nuUTaTerbHble pac-
TBOPbI. pa3basuTeN), KaSIMOPAaTOPbI, KOHTPO/bHBLIE MaTepVasbl U ApYrue NpeSMeETbl U MaTepuasibl.

2 ApanTpoBaHo 13 [3].

311 KOCBEHHbIi ~ pucK:  PucK,  BO3HMKAOLWMIA  BCNEACTBME  MPUHATAS  OWMOOYHOTO  MEAMLIMHCKOrO

peweHns, B pe3ynbTate MPUMEHEHUS U30E/MA  HU3KOTO  KavyecTBa, MOpuM B MpoUecce XpaHeHus Wi Hepo-
CTOBEPHO MHChOpPMALIM O €ro CBOMCTBaX B UHCTPYKLM M3rOTOBUTESS, CONPOBOXAAIOLLIEN n3aenve.

312 MeauuMHCKoe — u3gerve 41 OMarHoCTMKM  MH - BuTpo:  Jlloboe  megvumHckoe  u3genve,
npefHasHayYeHHoe  W3rOTOBUTENIEM /1 MCCNefoBaHMs 6e3  KOHTakta C  MauyeHTom  06pasuoB  GMOMorMyecko-
r0 Marepvasia YesoBeka MNpu  OTAE/IbHOM  MPUMEHEHMM WM B KOMOVHALWM C  ApYVIMU  MEOULMHCKAMK - u3fe-
JUMAMA  UCKTIOYATENBHO € UMbl MOSYYEHWUSS  JaHHbIX — OTHOCUTENIbHO — (OU3MOSIOTMYECKOTO WX MaTosorMyecko-
r0 COCTOSHWA, W  (WM) OTHOCWUTENBHO MPOGSEM  BHYTPUYTPOOHOTO — passuTUA  mioga, W (Ww) 418 MOHWUTOPUH-
ra TepaneBTU4ecKUX MepONPUSTUIA, 1 (Wn) 418 onpeaeneHnst COBMECTUMOCTY TKaHEN.

MpnmevyaHuna:
1  [aHHoe onpefeneHrie agantpoBaHo Paboyeii rpynmnoii no rnoGasbHoi rapMoHm3aLmm {4].

2 MoxeT 6bliTb 1CMO/L30BAHO OTAE/LHO WM B KOMBMHALWM C MPUHALIEXHOCTAMA WK APYTUMU MBOVUBbLICKAMH 13ae-
JSIMN.

3 MegvuyHcKke u3pervst 1t OVarHoCTUKM WH BUATPO MOTYT BKIOYATb eMKOCTU /1t cBopa U XpaHeHust o6-
pasLoB. MPOrPaMMHOE OGECreueHie U CBSI3aHHble C HUM WHCTPYMEHTbl, Npuoopbl WM Apyrue NpPeaMETbl, WCrosib3ye-
Mble 4711 Leneit AMarHoCTUKA Wi B MOMOLLb AMArHOCTUKE, HO HE paccMaTpuBaeMble B JaHHOM CTaHaapTe.

3.13 Habop peareHTOB  (peakTViBOB): KOMMMeKT  cneumanbHO — nogobpaHHbIX — peareHToB  (peakTu-
BOB), COCTaBHbIX YacTeli W WHCTPYKUMA MO NPOBEJEHVI0 aHa/i3a, npefHasHayeHHbli [/ onpedeneHvs  WH
BUTPO  OOHOrO  KOHKPETHOTO  BEWeCTBa, BO3dyauTenss (WM aKTMBHOCTM  (DEPMEHTA),  HECKOSIbKMX  KOHKPETHbIX
BELLECTB, BO3dyguTenein (WM CyMMAapHOM akTVBHOCTM (DEPMEHTOB), a Tawke A/19 [OeTeKun yyacTka [eHo-
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Ma. COBOKYNHOCTb  KOMMOHEHTOB, KOTOpble  yrakoBaHbl BMEeCTe U MpefHasHayeHbl 4719 BbIMNO/IHEHUA  crieuw-
(*)VI‘-IeCKOFO ncecneanosaHnAa ANarHOCTUKM MH BATPO.

MpumevaHnsa:

1 KOMMOHEHTbI Habopa peareHTOB MOryT BK/IIOYATL B CEOA peakTuBbl, aHTUTeNa, epmeHTbl, OGydepHble
pacTBopbI, pa3basuTeNy, KarIMGPaTOpbl, KOHTPO/bHLIE MaTepVasbl U APYrve NPeAMETbI U MaTepuasibl.

2 AaantposaHot013018113-1.onpenensHre3.32[1].

3.14 HOPMaTUBHbIA ~ JOKYMEHT:  [JOKYMEHT,  yCTaHaB/MBalOWMiA  MNpaBwia,  00WME  MPUHUMMBI WK
XapaKTepuCTUKN, KacaloLLVIeCs Pas/iMyHbIX BUAOB AESTEIbHOCTU WK UX PE3Y/IbTaToB

MpnmevyaHuna:

1 TEPMWMH «HOPMATVBHbIA [OKYMEHT» SIB/ISIETCA POAOBbIM  TEPMUHOM, OXBATbIBAIOLLWM TakvMe MOHATUS, Kak
CTaHAaPTbl, AOKYMEHTbI TEXHUUECKMX YCIIOBIA, CBOAb! MPABWI U PETSTAMEHTBI.
2 CTaHOapT — [JOKYMEHT, paspaboTaHHblii Ha OCHOBE KOHCEHCYca W YTBEPXKOEHHbI MPU3HAHHLIM OpraHoM,

B KOTOPOM YCTaHaB/MBAOTCA [/ BCEOOLLEro M MHOTOKPATHOTO WCMO/Mb30BaHUA MpaBwia, OobLuye MpUHLMNBI WM Xapak-
Tepuctvkv {TOCT. FTOCT P. TOCT P UCO. FOCT P EH 1 TLL.).

3 JOKYMEHT TEXHWYECKUX YCMOBUIA MOXET 0003HaYaTb OnpefenieHHbIi Bug, CTaHdapTa, 4To 06bIMHO COOT-
BETCTBYET TEPMMHAM «CTaHAAPT TEXHUUECKUX YCMOBMIA» WK «CTaHAAPT TEXHUYECKNX TPEOOBaHUIN».

4 CBof nNpaBW1 [OKYMEHT, PEKOMEHAYIOLMIA TexXHUYeckse npaBwia WM Mpoueaypbl MPOEKTMPOBaHUS, U3ro-
TOB/IEHUSI. MOHTaXKa, TEXHUHECKOrO 0BC/TY)KMBaHMS W 3KCTUTyaTauyn 060pyA0BaHS, KOHCTPYKLMIA W M3aenvid.

5 PernameHT * [OKyMEHT, cofepaLLmii 06s3aTesIbHble NPaBOBbIE HOPMbI U MPUHATLIA OpraHoM Bacry.

6 ApanmmpoBaHo 13 MICO PykoBoactBo 2. CraHgapTvizaumsi M CMeXHble Buapbl gesitenisHoct. OO crio-

Bapb. BocbMoe n3gaHue. 2004.

3.15 napwsi  (cepwsi):  OnpedeneHHoE YACMO  W3OE/MiA,  KOTOpble  MMEKT  OAMHAKoBble CBOCTBA U
6bUM NPOV3BELEHBI B OAHOM MPOLIECCE WM €AYHOI CEpUM MPOLIECCOB.

MpnmevaHuna:
1 MOXeT 6bITb NCXOAHBIM MaTeprasioM, MPOMEXYTOHHBIM W/ KOHEYHBLIM NPOLYKTOM.
2 ApanTtuposaHo 13 ISO 18113-1. onpeaenenve 3.5 [1].

3.16 NOTEHUMA/IbHLIN ~ PUCK  NMpUMEHeHWst:  ToTeHUManbHbIA  pUCK  MPUYMHEHMSt  Bpeja  Mpyu  npyme-
HEHMM MO  Ha3HAYEHMIO  COXPAHMBLLErO  3KCI/lyaTalMOHHble — CBOMCTBA  MEOMUMHCKOTO — M3genms  Ana  avarHo-
CTVIKV VIH BATPO. KOTOPbI HEMb3S CHU3UTH MEepamm Mo OrpaHNyEHNH0 PUCKOB.

317 npegnonaraeMoe  npumMeHeHve:  OGLEKTMBHOE  HaMEPeHWe  W3FOTOBWTENS  M3de/mMs B OTHOLLE-
HAM  MPUMEHEHUS MPOAyKTa, MNpouecca W yCiyrM, OTPaXeHHoe B crieuvdvkaumsx (€ TeXHWYEeCKoh  [oky-
MEHTALM). UHCTPYKLWSIX M UHOpMaLK, NPEA0CTAB/IEHHON M3rOTOBUTENIEM U3AENUS.

3.18 NPUHaL/IEXHOCTN  MEAVUMHCKUX — U3AenwiA.  3gennsi,  KOTopble  CaMOCTOSITE/IbHO — He  SIB/ISHOT-
CS  MEOVUMHCKUMK, HO  MpedHasHauyeHbl — W3rOTOBWTENIEM B COOTBETCTBMM € (DYHKUMOH&TBHBIMK  XapakTepu-
CTVKaM/  Ans  MPUMEHEHUS COBMECTHO C  MEOMUMHCKAM  W3JenMeM, /M0 e €ero coctaBe C  Lenbio  obecrnede-
HWS1 €r0 Ha3HAYEHVISI.

3.19 npsmoii  puck: Puck B Buae GMOMorMYeckoit  onacHocT (MpyM  MpoTedkax W nonmajaHumM B OKpy-
Kalolyto  cpedy  NaTOreHHbIX — OMOMOMMYECKMX — areHToB,  MCMOMb30BaHHLIX B M34ENMK,  MPUMBOOSWMX K WMHOM-
LMPOBaHMIO  YesioBeka, MPU  HEeAOCTAaTOMHOM  06e33apakviBaHMM  M3AenMs, B TOM UUC/le MOC/Ie  €f0  KOHTakta ¢
OMOMOTMYECKAM  MaTepuyasioM, Mpu  B3ATMM  MNPO6 Yy MaUMEHTOB),  XMMMWYECKOW  OMacHOCTM  (TOKCMYHOCTb 1
arpeccBHOCTb ~ XUMWYECKUX  PEareHToB  MpY  MomafaHii B OKPY)KAOLLYKD — CPefly);  S/EKTPUYECKoin  onacHoCTU
(npw HapyLLeHWN npaBw1  3KCTUlyataumMy  3/1eKTPO06OopYA0BaHUS); ornacHocTu BO3ropaHus (BocnnameHsito-
lMecs  XMMWYECKe — peareHTbl, MpY  HapylleHM  MpaBwi  3KCM/lyaTauun  3/IeKTPooGopyAoBaHWs,  Mpyu  Hapy-
WEHMM  MpaBwl  yTWIASAUWM M YHUMTOXEHWSt  U3AENWA),  MMKPOBOSIHOBOM  omacHoCcT  (MPU MCMO/b30BaHUN
MVKPOBO/IHOBOTO  060PYA0BaHUS); paguauMoHHOl  omacHoCcT  (MPU UCMO/b30BaHNN B V3genmsX  paguvo-
HYKTMOOB B  KAUecTBe MapKepOB); MWHbIX BWAOB oOMacHocTeld  (MOSIBIEHME  KOTOPbIX  OyAeT  OnpeaensitbCAa  pas-
BUTUEM HayKV, TEXHWKN 1 TEXHOJTOTUIA).

3.20 peareHT 011 OMArHOCTMKA  WMH  BUATPO:  XMMUYECKVE,  GUOMOTMYECKME WM MMMYHOJIOTUYECKVE
KOMMOHEHTbI,  PacTBOpbl W Npenapatbl,  NpeAHasHayYeHHble  W3rOTOBUTENIEM  [A/19  MPUMEHEHUSI  KaK  Meau-
LIMHCKOE m3aenme 151 AUarHoCTUKV UH enTpO.

321

TeXHMYecKas fokyMeHTauyst (Ha npogyKupto): COBOKYMHOCTb A0KYMEHTOB, HEOGX0AMMAs U AOCTaTOu-

Hasi [/151 HEMOCPEACTBEHHOTO VCMO/L30BAHS HA KAXA0M CTaamm XX3HEHHOTO LKNa NPoAYKLMN,

(FOCT P 1.4-2004. cTatbs 3.1)

(CTOCT P1.4-2004. ctaths 17]
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MpuMep — TexHudeckMe ycrosus, CrieuudmKauusi, MPOM3BOACTBEHHbIe pernaMeHTbl, CTaHAapTbl
N3roToBUTENS.

322 TecT-cucteva (Habop peareHToB); TepMuH, TNPUMEHSIEMbIA B SMTEPATYpe U HOPMATMBHbIX — A0%
KyMEKTaX  MPEMMYLLECTBEHHO  [/i1  ONpedesieHnsl  MEeOMUMHCKOTO  W3AEMVs,  UCMOMb3yeMoro €  MMMYHOXMMU-
UECKMX UCCIIeJOBaHMSIX.

3.23 CaHUTaPHO-3MMAEMMOSIOTYECKVIE vccneaoBaHyis: Mpouecc rnosyyeHns [iaHHbBIX yCTaHoB-

NeHVs  BpegHOro  BO3AENCTBMSI  (DAKTOPOB — OKPYXaloLlein  cpedbl  (cpedbl  00UTaHWs) Ha  ye/noBeka W MpUuvH
(3TMOMOTUM)  BOBHWKHOBEHMS,,  PaCMpOCTPaHEHWMS]  WMHCPEKUMOHHBIX M MacCOBbIX  HEMHCDEKUMOHHbIX  3a60/eBa-
HWiA (OTpaBneHwiA) HaceneHus [5).

324 CPOK rogHocTV: BepxHwii npeden  uHTEpBasia  BPEMEHW, B TeYeHWe KOTOPOro  (OYHKUMOHaSbHbIe
XapaKTepPUCTUKA ~ KOMMOHEHTOB ~ MEAMLMHCKOTO — W3A4E/MA  MpU  XpaHeHuM B OMpefdenieHHbIX  YCMOoBUSX — MOTyT
ObITb rapaHTUPOBAHb!.

325 CTabunbHOCTb:  CrOCOGHOCTb  MEAWLIMHCKOTO — M3Jenus A7 OMarHOCTUKA — MH - BUTPO  COXPaHATb
CBOVI CBOVICTBA B Npeesiax, 3aAaHHbIX M3roToBUTENIEM.

3.26 (OyHKUMOHa/bHas — xapaktepucTuka:  OgyH U3 MapameTpoB,  ONMCbIBAOWMX  (DYHKLWOH&/TbHbIE
CBOViCTBA MEAVILIMHCKOIO U3AEeNUA /151 ANarHoCTVIKV UH BATPO.

3.27

MNpumep — npegen 06Hapy>Keva, 4YyBCTBUTEJ/IbHOCTDb, NPEeyN3NOHHOCTb, CI'IGLI.I/I(*)I/ILIHOCTI:-.

MpuMmeuvyaHne — WHdopmaums 6onee, 4eM 06 OAHON COyHKUMOHaUTEHOM XapakTepuUCTKE OObIMHO TPeby-
€TcA A1 TOro, 4TOObl OLEHWTb MPUIOAHOCTb MEOWLMHCKOrO M3Aenms Ans AWarHOCTMKU WMH BUTPO A1 MpeanosiaraeMoro
MEANLHCKOrO NPUMEHEHUS.

3.28 3KCTUTyaTalMOHHast  AOKYMEHTaUust:  JIOKYMEHTbl,  MpefHasHaYeHHble [l O3HAKOM/IEHUsl  To-
TpeGUTENsl € KOHCTPYKUMEA MEOVLWHCKOTO W3fennsi, perfavMeHTUpyioLye  YCcrioBWst 1 MpaBwia  akcrutyaraumm  (vMc-
NOMb30BaHWE MO HA3HAYEHMIO, TEXHWYECKOE OOCNYXVBAHME, TEeKyLMIA PEMOHT, XpaHeHWe W TPaHCTopTUPOBaHME),
rapaHTVPOBAHHbIE  W3FOTOBWTENIEM  3HAYEHWS]  OCHOBHbIX  MapaMeTpoB,  XapakTepUCTVK  (CBOWCTB)  MeAMLMHCKOrO
U3LeNvisi, TapaHTUiHbIe 06513aTe/ECTBA, A TAKKE CBELEHUS O €0 YTWIM3ALIN W YHUMTOXEHN [6].

3.29 atmkeTka: [MeuatHasl, pykormMcHasi WM rpaduueckasl  WHCIOpMalysi, MOMELLeHHast Ha  Meaw-
LIMHCKOM M3Ae/N AN151 MArHOCTVKA MH BIATPO U (M1W) HA €T0 YMakoBKe.

4 HanmeHoBaHue nsgenuna

4.1 Mpy chopMm1pOBaH HAMMEHOBAHUSA M3AE/MSt PEKOMEHA0BAHO YKa3bIBaTh:

a) MeAULVHCKOE V3aenve 18 ANarHoCTUKA VH BUTPO:

0) B4 v3dennsi, Habop  peareHToB, peareHT, TeCcT-CUCTeMa, nuTaTesibHasi  cpefda,  KOHTPO/bHbINA
mMarepvas, kaméparop 1 ap,;

B) METO/, U3MEPEHVST:

r HaMMeHOBaHME VCCelyeMOro aHamTa 1 ero CBOWCTB:

0 UMCo MOAMOVIKaLINIA:

e) COKpaLLIEHHOE HaVIMEHOBaHViE.

X) TOProBoe HaMMEHOBaHVE, TOProBYHO MapKy, TOBapHbIA 3HaK.

42 M3roToBuUTENlb  CaMOCTOSITE/TILHO — OMPedensieT  HauMeHOBaHWe — WM3Aenns, Npu  3TOM  HaMMeHO-

BaHNE MOXET HE OTpaXaTb €ro HasHa4yeHue.
5 Knaccudpukaums

Nio6Gble MeguuyHCKne  m3genns o6u.|.ena6opaTopHoro Ha3Ha4eHud, HE  WM3IOTOB/IEHHbIE WA He  npead-
HasHa4yeHHble  O19  UCNO/Ib30BaHWA  CneuyasibHoO B MeToaukax  AMarHoCtMkm  WMH - BUTPO.  He  paccMartpuBaroTCA
KakK MeaULIMHCKME U3aenna ansa AnarHoCTUkA UH BUTPO.

51 Knaccudpmkauys  MEAVMLUMHCKUX — WM34e/MiA  Ans OMarHocTukM  WH - BATPO MO CTeneHu  no-
TEHLWTLHOTO PUCKa MPUMEHEHUS!

511 Knaccudbvkaumss  usgenwid - o OMarHOCTVKM  WH - BATPO MO CTEMEHWM  MOTEHUMasbHOrO — pucka
ans XU3HM M (W) 300pOBbSi  PaXAaH CBsi3aHA C  MPUMEHEHVWEM MEHEMKMEHTA puUCcKa HE HWKe  YCTaHOB/EH-
HbIX TPEGOBAHWIA.
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512 8 3aBMCKMOCTM  OT  CBOWCTB,  (DYHKUMOH&/IbHbIX — XapaKTEPUCTVK W SKCTUTyaTaUMOHHbIX — Ka-
YecTB uM3ge/mini  ANA  OMArHOCTVKM  WH  BUTPO  MOrMyT ObiTb  OnpefdenieHbl Ccriefylole puckv  NpUYMHEHVsI  Bpega:
MPSIMOIA PUCK 11 KOCBEHHbIA PUCK.

513 Knaccucpukalmst  MeuUMHCKUX — M3fenuiAi  Ans  AMarHocTvk  WH - BUTPO MO CTEMeHW  MOTeHUW-
a/bHOTO prcka UX MPUMEHEHNS OCHOBaHa:

a) Ha aHa/mM3e TMPAMOTO WM KOCBEHHONO  PWUCKOB,  OOYC/OB/IEHHbIX  CPU3NYECKMM,  XVUMUYECKVMM,
61oNorNYeCKUMIA CBOVICTBaMM, (PYHKLIMOHA/TbHBIMM XapaKTepuCTVKaMm " 3KCM/yaTaLUMOHHbIM KauecTBamu
3TUX M3AENWIA;

6) Ha OUEeHKe BEPOSITHOCTM, XapakTepa, Cdiepbl BO3AEVCTBUS, TSKECTU MOCMEACTBUIA  MPAMOrO  Wn

KOCBEHHOrO ~ PWCKOB  MPUUMHEHWS Bpeda O1S  Ku3HM WM (W) 300POBbS  [paXdaH, MMyLLecTBa  (HM3VUECKUX
WAL, YKVI3HU UM 3[0POBbST YXVBOTHBIX 1 PACTEHMIA NP XXM3HEHHOM LIK/IE MPOAYKLIN.

514 daktopbl NPSMOTO U (W) KOCBEHHOrO PUCKOB MOMYT ObiTb NPUYMHOM Bpeaa 300POBbI0  OT-
[enbHOro UHAVBMAyyMa (MHAVBMAYaIbHbIA PUCK) U 340POBBHO MPYMMbI FpaXKaaH.
515 V3rotoBute/lb  MEOMUMHCKAX — U3denuiA O/l OMaTtocTVKM  WH  BUTPO  AO/DKEH  YCTAHOBUTL — CTe-

neHb noTeHUnaibHOro pncka, CBA3aHHOIo C NPUMEHEHNEM n3penus, n NPOAEMOHCTPUPOBATL npuemne-
MOCTb Takoro prcka C nomMoLLbH CPEACTB aHaUM3a PUCKa.

516 MegvumHcKkie  U3genvst O OUarHoCTVKM  MH - BUTPO  MOAPa3fenstoTcsl Ha  Kiacckl B COOTBET-
CTBWM C NpaBUIaMK, YCTaHOB/IEHHBIMW B pa3aene 5. crieaytoLyM 06pasoMm:

knacc 1(1) — wMemyuMHCKME W3AEeMS C  HW3KOM  CTEMeHbl  MHAVBAOYa/IbHOTO pucka W HU3KOW  CcTene-
HbHO pricka A/1s1 OBLLECTBEHHOTO 340POBbSI:

Knlacc 2 (2a) — MegUUMHCKME W3OE/MA C  YMEPEHHOW CTeMeHbld WHAMBMAYa/IbHOTO pucka W (WM)  HK3-
KOI4 CTEMEHbIO pycka 47151 0OLLECTBEHHOMO 300POBbS;

Knlacc 3 (26) — MeauuMHCKME U3denMsl C  BbICOKOM CTEMeHbld  MHAMBUAOYaSTbHOTO pucka u - (Wm)  yme-
PPEHHOI CTENEHBIO prCKa [/151 0BLLEECTBEHHOIO 3[]0POBbSI:

kKnacc 4 (3) — MeaMUMHCKME WU3AENMSt C  BbICOKOW CTEMEHbI0 WHAVBMAYa/IbHOTO pUCKa W BbICOKOW  CTe-

MNEeHbIO pUCka O/14 O6LIJ.ECTBeHHOFO 300P0BbA.

MpumeuyaHne — B ckobkax npvBegseHa Klaccudpvkaumss no [MpaBwiam  rocyAapCTBEHHON — pervicTpaumm
MeOVLMHCKUX U3aenuii [6).

517 OCHOBHbIMW ~ KpUTEPUAMU NP UAEHTUCDMKALAM  KMACCOB  MEWLMHCKAX — u3fenmii AN avarHo-
CTMKA WH BWTPO MO CTENEHWM MOTEHUMANbHOTO —pucka SIBSIOTCA:  HA3HAYeHUe W3Oe/Msl, YPOBEHb  MOZFOTOBKM
npearoniaraemMoro  MNosib30BaTesNs,  BaXHOCTb — MHpOpMALWM A1 YCTAHOB/EHUs]  JvarHosa  (sBfisieTcsl  TecT
€0/HCTBEHHbIM,  OMpefensioLM  OMarHo3, WM OH OOWH U3  HECKO/bKMX), 3HauyeHue pesynbTtara  (UCTUHHOMO
WM JIOKHOMO) 411 VHAVBMOYa/lbHOrO M (W)  OGLLECTBEHHOrO  3A0pOBbs. [N psga  usdenmii  MoxeT  6biTb
MPUHSTA  BO  BHUMAaHMe  METPO/IOTMYECKAs  MPOCTIEXVBAEMOCTb — 3HAYEHWs,  YCTAHOB/IEHHOrO  MyTeM  MpuUMeHe-
HVs1 pechepEHTHOV METOAVKY BbIMOMHEHUS 3MEPEHNS 1 (W) AOCTYMHbIX CTaHAAPTHBLIX 06PA3LOB.

5.1.8 Kaxpooe MemuuyHckoe usgenve O1s OAYarHOCTVKA WH  BUTPO MOXET 6biTb  OTHECEHO TOMBKO K
OfHOMY Kriaccy pricka.
5.1.9 MeauupHcKkoe v3denve A AMarHOCTVKM  WH - BUTPO.  COCTOSILIEE U3 KOMMOHEHTOB C  pas/nu-

HbIM  KMacCOM  pucka  MPUMEHEHWs, OO/DKeH  OTHOCUTBCA K KIAacCy  pucka  KOMMOHEHTa,  COOTBETCTBYHOLLIEMY
HavBbICLLEMY YPOBHIO MOTEHLMA/ILHOIO pricKa.

5.1.10 OueHKa CTeneHn pucka  MeauUMHCKUX — U3jenma AN OUMartocTVkM  WH - BUTPO  OnpegensieT
TpeboBaHMA K 6e30macHOCTW, MNpeabsBisemMble K KOHKPETHOMY  KMaccy WU3fermii, a Tawke K nporpamve wu
meToayike (MPOTOKOsTY) OLEHKM X COOTBETCTBYS.

5111 MpvHagNeXHOCTb  M3AeMMIA K TOMYy W MHOMY Kfaccy MOTEHUMA/IbHOTO —pucka  onpeaens-
€TcA C Yy4eTOM COBOKYMHOCTM (PakTopoB MpsMOro W (WM) KOCBEHHOrO pUCKa, YkasaHHbIX B JaHHOM pasfene
HaCTOSALLIEro cTaHaapTa.

5112 Kanmbpatopbl W KOHTPO/bHbIE  MaTepuasibl C  KO/IMYECTBEHHO W KAYECTBEHHO  3aAaHHbIMU
3HaYEHVSIMM  (XapakTepucTvkamu), O0/DKHbl  OblTb  OTHECEHbI K TOMY JKe K1accy pucka, 4YT0 U MeauLMHCKve
n3gennsa Anst QUarHoCTUKA MH BUTPO. /151 KWTMOPOBKMN UM KOHTPOSIS KOTOPbIX OHW NpeaHa3HaueHbI.

5.2 MpaBna  KacCUdoKauMM — MEOUUMHCKUX — M3Ae/MiA NI OVarHoCTMKM  WH  BUTPO B COOT-
BETCTBMM CO CTENMEHBIO pricka

521 K knaccy 4 (3) oTHocsATCS:

a) MeVLWHCKUE W3OenmMa 418 OVarHOCTUKA WH  BUTPO. MpefHasHaueHHble [/ NpoBeAeHUs MMMY-
HOXMMMYECKAX W VMMYHOJIOTMHECKMX — WCCMEAOBaHWA,  BKIOYAS  UHODEKUMOHHYIO  MMMYHO/OMMIO,  MUKpPOGVosio-
TMYECKMX UM MOJIEKYNISIPHBIX MCCIE0BAHWIA:

1) MeAULVHCKME  U3Aerms,  MpefHasHadveHHble  ansa guatoctvki  BUY-uHdekumy,  napektepasib-



FOCT P 51088—2013

Hbix rematmmoB B. C w [. Bupyca T-KIETOUHOTO Jfieiiko3a YesioBeka C LEMbl0  OBHapyxeHus v (W) nogrsep-
KOEHVST  Ha/Mums  GMOJIOTMYECKOTO  areHTa B KPOBW, KOMIMOHEHTaX KPOBM W WX MPOM3BOAHBIX, K/IETKaX, TKaHsX
WW opraHax B criyx6e nepennsaHns KpoBY W TPaHCTIIaHTaLMN.

2 MeOVLMHCKNE W3fenus, npefHasHadeHHble An1a  onpegenenvs rpynn kposun ABO |A (ABOLl), B
(AB02). AB (ABO3). cuctembl pesyca (RH1 (D). RH2 {C). RH3 (E). RH4 (c). RH5 (e)], cuctembl Kell [Kell
(K)], cuctemb! Kidd [JK1 (Jka), JK2 (Jkb)] n cuctemsb! Duffy (FY1 (Fya). FY2 (Fyb)].

6) MeaViLMHCKUE  WM3Aenns,  NpefHasHadyeHHble 419 OVarHOCTMKM  0COB60  OMacHbIX — UHOPEKLMIOHHbIX
3a60M1eBaHWli, NPEACTaBMAIOWMX CMEPTESlbHYl0  OMacHOCTb YIS KW3HM  Kak  OTAENbHOrO  MHAVBMOyYyMa, TaK U
OnA OOLUECTBEHHOrO  3[0pOBbSI B LE/IOM  (3NMIEMUYECKOe — pacrpoCTpaHeHVe  KOTOPbIX, MOXET  MpMBECTU K
MacCOBbIM SIET/IbHbIM UCXOAaM).

MpunmeuvaHne — TIpu OTHECEHUM MEOULWHCKUX W3AEMMA OIS OVarHOCTUKUA  UHCDEKUMOHHBIX — 3abonesa-
HWA. He YMOMSIHYTbIX a MPMBEAEHHON Kiaccudhmkaum, MOXHO OPWMEHTMPOBATLCA Ha MPUHSTbIE MOCTAHOBAEHWS [7] w©
caHVTapHO-3MMaemMmyeckme npasuna (8).

522 K knaccy 3(26) otTHocsATCS:

a) MegyuuHCKMe  m3perma 418 OMarHOCTMKM - WMH - BUTPO,  NpefHasHayeHHble  [y18  NPOBEAEHUs  Ku-
HUKO-XVIMUYECKUX. VUMMYHOXMIMUYECKMX. reMarosioryyeckmXx, TUCTO/OMMYECKMX, LMTO/IOMMYECKUX " UMMYHO-
NOTUYECKUX — WUCCMEAOBaHUA,  BKIOYAA — MHODEKUMOHHYID  VMMYHOSIOTUIO,  MUKPOOMOMOTMYECKMX U MOJeKysisp-
HbIX NCCIeJ0BaHWIA:

1 MeVLMHCKNE  U3AENVS,  WCMOMb3yeMble [/ ONpegenieHnss  Ipynn KPoBW WM TUMNMPOBaHMA  TKa-

Hell C Uefbi0  OUEHKM  MMMYHOSIOTMYECKO — COBMECTVMOCTV  KPOBW,  KOMMOHEHTOB — KPOBW,  KNETOK, TKaHeid  wim
OpraHoB,  MpefHasHaueHHbIX ANnA  nepe/vBaHus WM TpaHcnnaHtaumm  (HLA.  aktu-Duffy.  aHtw-Kidd).  vckno-
Yad N30envs, NnepedmncrieHHbIx B 5.2.1:

2) MEOMLVHCKIE — W3OE/Ms,  MpefHasHaueHHble  [/1  UCCMeA0BaHUS  aKTUBHOCTU  3HAOTOKCMHA (M-
POreHHOCTb) C Lie/bio 0GHaPYXXeHUst MKPOGHOI KOHTAMMHALLW KOMIOHEHTOB KPOBY;

3) MEOVLVHCKME — V3[enWsl,  MpefHasHadeHHble A1 OMAarHOCTUKM — MaToreHHbIX — BO3OyguTeneli  ne-
pesaBaemMblIx MOMoBbIM MyTeM;

4) MEOVUMHCKME — U3OENWs,  NpeAHasHauyeHHble A/ AMArHOCTMKA  GMOJIOTMUECKMX — areHToB, — CriocoG-
HbIX MPUBECTU K BO3HVKHOBEHWIO 3MMEMUUECKMX BCTIbILLIEK U FOCTIATA IbHBIX MHADEKLIA:

5) MEOVLVHCKAE — M3AENVsi,  NpefHasHayeHHble [/ [OWarHoCTVKM  GMOMOTMYECKUX — areHToB,  OLLW-

GOYHasi  [OMarHOCTVMKA  KOTOPbIX MOXET MPMBECTU K CMEPTV WM TSKEMOW  MHBA/AAHOCT  OGC/eQyemoro  UH-
VBUaYYMa WM BPOXKAEHHOV MaTosormn y nyioaa;

B) MEOVUMHCKIE — W3AE/Vsi, NpefAHasHadYeHHble A8 MPOBeAeHUst  MPOCOMIAKTUYECKOTO  reHeTuue-
CKOTO  WCCMEAOBaHNs, pe3y/ibTaTbl  KOTOPOrO  CYLUECTBEHHO B/MSIOT HA  KAueCTBO  XKM3HU  OBC/elyemMoro  UH-
[AviBuayyMa:

7) MEeOVLVHCKAE — M3OeNWsl, MpefHasHaueHHble /11 MOHWTOpPUHTA  JIEKApCTB, BellecTB  ww  6rono-

TMYECKMX  KOMMOHEHTOB,  OWMOGOYHAs  OMarHoCTVKa  KOTOPbIX  MOXET  MPUBECTM K HenpaBWIbHbIM  TepaneBTu-
YECKVIM PELLIEHVISIM, CO3MAOLLIM YTPO3Y XKU3HW U 300P0BbLI0 MHAMBUAYYMA:

8) MeauUMHCKUE  M3AEenMs,  MpeAHasHaveHHble Ans  otéopa  MalMeHTOB € LEnblo  MpPOBefeHVst UM
u3bupaTesibHOl  TepanuuM WM OWArHOCTUKM  OHKOJIOTMYECKUX — 3a60MeBaHWiA,  UCKMOYas  M3ge/usl,  YkasaHHble
B 521 u npegHasHauyeHHble A1S  BbINO/HEHUA  MpeaBapuTesibHbIX  UCCeAOBaHWA WA 4N MOHWTOpUHIa U
OLIEHK/ CTaayMN OHKO/TOTMYECKMX 3a00/1eBaHUIA;

9) MEOVUVHCKIE — M3OEMVS,  MpefHasHaueHHble AN OUEHKA  BUPYCHOW  HarpyskM UM TeHHo-(cy6-
JTUNPOBaHVS BO3GY,AUTESIS NPV IEYEHN UHAVBUAYYME;

10) MEOVLVHCKAE — W3AEMVS, NpefHasHauYeHHble [/ CKPUHUHIA  BPOXOEHHLIX  HapylleHwid Yy  mio-
Jich

11) MEeOVLWHCKIE — U3OEMVS,  MpefHasHaYeHHble /11 OLEHKM  MMMYHHOTO — CcTaTyca  WMHAVBMayyma

(BrmoYast  MpeHaTa/lbHbIi  CKPUHUHT  KEHLUWH), OWwMboYHas OLEHKA  KOTOPOrO  MOXET TMPUMBECTM K MPUMEHEHWo
TepaneBTUYECKVX MPOLIEAYP, COAAIOLLMX YTPO3Y XU3HW WM 300POBLI0 MHAVBUAYYMA WK I/10AA.

6) MeAVLIHCK/E M3AeVs 4/15 CAMOTECTUPOBAHYIS Y UCCNef0BaHMI MH BUTPO BHE SlabopaTtopum.

523 K knaccy 2 (2 a) oTHoCATCS:

a) MeVLVHCKVE UW30ermsa /19 QMArHoCTVKM WH  BUTPO. MpefHasHauveHHble [/ MPOBeAeHUs K-
HUKO-XVIMUYECKUX. VUMMYHOXUMUYECKMX. reMarosioryyeckmx, TUCTO/OMMYECKMX, LIMTO/IONMYECKUX " UMMYHO-

NOTYeCKUX  CCneaoBaHui, BK/THOYaA VHJOEKLMOHHYIO  UMMYHOJIOTHO, MVKDOOUO/IOTMYECKAX M MOJIEKY/ISp-
HbIX UCCIeJ0BaHWIA:

1) MeOVLMHCK/E W3LenVs, He yrnomsaHytble B 5.2.1. 5.22. pesynbTartbl TECTVPOBaHWA KOTOPbIX He
ABNAIOTCA  €[VHCTBEHHbIM  ONpefeNAiowMM  AMarHo3  MPU3HakoM WM TpebyloT  [OMOSHATENBHOW  MHAopMa-
UM 419 NPUHATAS  MEOMUMHCKOTO — pelleHus, WM  MPpUMEHEHWE KOTOpbIX He BefeT K  OWMOO4HOMY  pesynbTa-
Ty. KOTOPbI CNOCOGEH NMOB/EYb 38 COB0V CMEPTb WM TSHKENYH UHBAIMAHOCTL MaLyieHTa, oTpuuaTesibHo
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NOB/NATL Ha UCXO4, 3ab0/1eBaHVS NN npeacrasntb /14 HOMBMAYyMa HENMOCPEACTBEHHYHO OMNacHOCTb;

2) MeVLWHCKUE  U3AeNWs,  MpefHasHayeHHble /19 MOHWTOpWHra  JIekapcTs, BelecTs WM 61ono-
TMYECKMX KOMIMOHEHTOB, UCK/KOYas M3AENWS, Nepeymnc/ieHHble B 5.2.2.;

3) MeaVLMHCKUE — M3OenWs,  NpefHasHayeHHble A1 onpefeneHnss  YyBCTBUTEbHOCTM K aHTubakTe-
pyiasibHbIM Npenaparam.

524 K knaccy 1(1) otHocsTCS:

a) MeLMLVHCKME U3Lenns, He yromsaHyTble B 5.2.1,5.2.2 1 5.2.3.

6) u3MepuTenbHble  NpUbopbl  [/19  KAYECTBEHHONO WM KOMMYECTBEHHOTO  OMpefdenieHns  aHamta.  a
Take  KOMI/IEKTylOLMe — MaTepuasibl  (CBS3aHHble € [JaHHbIMKA - npubopamy) A1 KIVMHUKO-XUMWMYECKUX,  UMMY-
HOXMMUHECKVIX. remartosiorMyeckyx, TUCTOSIOTUHECKUX, LIMTO/OMYECKAX " VIMMYHO/10rMYECKNX vccnenoBa-
HWIA, 4159 MUKPOGMO/IOTMHECKVX U MOMEKYISIPHBIX UCCIIEA0BAHWIA:

B) nporpaMMHoe 06ecrneyeHVE;

r BCroOMOraTe/lbHbIe YCTPOCTBA (MPUHAA/IEXHOCTW).

MpumeyvaHunsa:

1 OueHKky nporpamMMHOro  obecneyeHust wanM  npubopa, CrneuyanibHO  NpefHasHaueHHbIX  A1s  BbINOSHEHNS
onpefeneHHoro TecTa, crieflyeT NpoBOAMTbL OJHOBPEMEHHO C Habopa peareHTOB [1s BbINOMHEHWS [AaHHOMO TecTa, B3a-
MMO3aBVICMMOCTb  Npubopa M METOAMKN BbINOHEHUA TecTa He [OMyckaeT WX OTAEe/bHOM OUeHKM [ake B TOM  Criyyae,
Koraa cam nprbop OTHECEH K Knaccy 1.

2 Knaccrdhmkauwms 06opyaoBaHvs /151 AUarHOCTUKA UH BUTPO npoBogaT no FOCT P 516009.
6 TexHuuyeckme TpeboBaHUA
6.1 O6ue TpeboBaHMs

6.1.1 MegvuyHcKie M3penvst A1 AMarHoCTUKM WMH  BUTPO  AO/DKKM  OblTb  M3rOTOB/IEHbI B COOTBETCTBUMM C
TEXHWYECKOW  AOKyMEHTaUmeld Ha  u3genmMe No  TEXHOMOTMYECKMM  MPOM3BOACTBEHHLIM  PErNaMeHTaM,  YTBEPXAEH-
HbiIM B  YCTAHOB/IEHHOM MOPsiAKe, C  MCMOSb30BaHMEM  TpeGoBaHUA  obsi3aTeslbHbIX  HOPMATVBHBLIX  [AOKYMEHTOB.
TeXHWYeCKMe YCMOBUS Ha  MeuUMHCKUE W3AeNWst 1S OMarHOCTVKM  WMH - BUTPO  paspabaTbiBaloT B COOTBETCTBUAM C
FOCT 2.114.

6.1.2 MegvuyHckie w3genMs OIS OMarHOCTUKM XX BUTPO  (Oaniee — u3genusl) [oMmkHbl  0becneuvBaTtb
TpebyemMble MOKasaTe/M kKayecTBa W 3KCTUlyaTaUMOHHble  XapakTEPUCTVMKW — paboTbl B TEYEHMe Cpoka  FOAHOCTMW,
YCTAHOB/IEHHOTO B COOTBETCTBYHOLLMX TEXHUYECKMX YCMOBWSIX HA  U3AE/MEe, WU B COOTBETCTBMM C TpeGOBaHUSMM K
MHChOpMALIMM M3rOTOBUTE/ISI, CONMPOBOXAAOLLEN N3N PA3/INYHBIX KATEropuiA.

6.1.3 8 TexXHUYEeCKON [OKYMEHTAUMM Ha W3OEMs [OO/MKHbl OblTb  YCTAHOB/EHbI HEOOXOAMMbIE METPOSIO-
TMyeckie,  (PyHKUMOHA/IbHbIE — XapaKTepUCTVKM M perflaMeHTUpoBaHbl  TpebGoBaHWsS K KOMMOHEHTaM  (peareHTam),
BXOAALWMM B M3AENMs, C YKkasaHWMEM 3HAYeHWin rokasatesieii cocTaBa (6€3 packpbiTs KOMMEpYeckol TaliHbl), KBa-
mdpkauym.  copta JMbo  Mapk, a Takke TEXHUYECKOW W HOPMATMBHON OOKyMEHTaLMW, B COOTBETCTBMM C  KOTOPOIA
OHM BbIMyCKaOTCS.

6.14 M3genmss 1 X KOMMOHEHTbl A0/DKHbI  ObITb  MAEHTUAMLMPOBaHLI  HaVMEHOBaHMEM, OyKBOW, HOMe-
poM, CVMBO/IOM, LBETOM WM TpadMyeckuM W300paKEHMEM WAEHTUYHO Ha BCEX BUAAX MHGIoOpMauvM, npeaocTas-
JIIEMOIA N3rOTOBUTESIEM C U3AETMEM.

6.15 HayveHoBaHUS  M3AE/WiA, KOMMOHEHTOB W3[E/MM  [O/MKHbI  6bITb  MPUBELEHbI  NOCNEAOBATENBHO B
VIHCTPYKLIMW MO NPUMEHEHWIO, Hal BHELLIHEN YNaKoBKe W. eC/iv MPUMEHWMO, Ha BHYTPEHHEN YakoBke.
6.1.6 CBoiicCTBA  KOMIMOHEHTOB ~ M3AE/MA  [O/MKHbI  OGECreuBaTb  BO3MOXHOCTb — MPVMMEHEHWST  U3fenns

nocne ero TpaHcnopTnupoBaHnA N XpaHeHNA B COOTBETCTBUN C Tp66OBaHI/I$|MI/I N3roToBUTENA.

6.2 Mapkuposka

6.2.1 MapkvpoBKa  M3be/min - [o/dKHA  COOTBETCTBOBATb TPEOOBaHWAM  HACTOSLLEro CTaHgapta W TexHw-
YEeCKUX YCIOBUA Ha U3AEeNVS.
6.2.2 MapK/pOBKa KadK0r0 KOMMOHEHTa M3Ae/MA W 6/10Kka KOMMOHEHTOB A0/MKHA CoAepXaTb;

*HaMEHOBaHME  M3rOTOBUTENII WM TOBAapHbIi 3HaK M3roToBuTENst (EC/M MMEETCsl WM Npu  HeobXoauMo-
CTW). W JTOTOTWT;

*COKpaLLIEHHOE HaVIMEHOBaHVIE,

-HaMMeHOBaHME KOMIMOHEHT,;

-06BbEM /KOIMHYECTBO KOMIMOHEHTE;

*Croco6 NMoAroToBKM KOMMOHEHTA K VCMO/b30BaHO (MpY HEOBXOAVMOCTW);

*HOMEp cepum (Ko napTun);

*CPOK FoIHOCTY;
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*yC/I0BUS XPAHEHVIS:

*HaAMMCb «TO/BKO /151 ANArHOCTVKV UH BUTPO;

*3HaK TOKCV"OCTW. arpeccyBHOCTY WM APYroi ONacHoCTY (Mpy HEOBX0AVMOCTW).

Ecnv  pasvep BHyTPEHHEl YMakoBKM He [OCTatodeH [ pasMeLLeHVst  yKasaHHOTO  cojepkaHusi, TO  UH*
chopmMauyst  (CPOK  FOAHOCTW, YC/IOBWSI  XpaHeHUsl, Hagnucb «ToMbko A1 AWarHOCTUKM WH  BUTPO») MOXET OblTb  CO-
KpaLLieHa 1m onyLLeHa.

6.2.3 MapK/pOoBKa U3AeNnin AO/MKHA COAEPKaTh:

*HaMMEHOBaHWe W3rOTOBUTENS WM TOBapHblA 3HAK M3rOTOBUTENS (EC/M MMEETCA WM MpU  HeobXoavMOCTw),
W1 I0roTvr;

*afipec N3roToBUTENS:

* O/HOE 1 COKPALLEHHOE HaVIMEHOBaHWE U3AE/NS;

COCTaB M3fenus;

*HOMEp cepuy (Kog, napTun):

*CPOK rOiHOCTW;

*yC/I0BUSI XPAHEHNIS:

fipn  HEOOXOAUMOCTM  HagmMcn  «TOMbKO 419 OMArHOCTVKA  WMH  BUTPO», «[/11  NPOCHECCMOHAIBHOTO — MpUMeHe™
HUs». «[1/191 CaMOTECTUPOBAHNA:

*HOMEp TEXHNYECKMX YCOBUIA (/151 POCCUIACKOTO U3rOTOBUTENS):

*HOMEP PErUCTPALMIOHHOTO YA0CTOBEPEHNIS:

*3HaK TOKCUYHOCTW, arpecCMBHOCTY WM PYroi ONacHOCTM (Mpy HEOBXOAMMOCTH).

6.24 MapKVpoBKa rpynnoBoli yNakoBKu (TPAHCTOPTHOW Tapbl) AO/MKHA COAepKaTb:

«TOProBoe (Mpy HAIMYAN) U NOSTHOE HAMMEHOBAHNE USA0MST:

-HavMeHOBaHVe 1 afjpec U3roToBUTESIS U3AENNS;

*TOBaPHb I 3HaK (MPY HaIMUMKY;

*CPOK FOAHOCTY U3Aenst (rof. MecsiL, BKIKOUUTENBHO);

[laTy N3rOTOB/IEHVA M3aenmns (roh, Mecas);

-TpebOBaHNA K YC/IOBUSIM XPaHEHUs W TPaHCMOPTUPOBaHUA u3genna (Mpy Heo6XoauMOCTM — Ocobble  YCrlo-
BUWs1 OGPALLIEHVIS C U3AENMEM).

*CTepWibHbIE N3Aema A0MKHLI UMETL NpeaynpeauTensHyto matumcs «CTEPUTIBHO»

-0CO6ble MHCTPYKLWM U3rOTOBUTESIA B OTHOLLIEHWW U3AENNS;

* HOMEp NapTuK;

Koz, Cepym (NapTIv), NOC/IE HALMMCH «CEPUSH («MapPTUS») W 3aBOACKOI HOMEP U3AENNS;

-NpeaynpexaeHyst  Mepb! NPeAOCTOPOXHOCTU B OTHOLLIEHNM U3AEUSA, KOTOPbIE HEOOXOAUMO WCTIONHATS,

MaHVNYSLMOHHbIE Haammew (Mpr HeOBXOAVMMOCTIY);

*UNCMIO  €AVHWL, MOTPEOUTENLCKOM  YNakoBKA  W3AeNWiA B TPYNMOBOA  YMakoBKe, MHOTOOGOPOTHOM Tape  wm
TPaHCMNOPTHOM Tape;

eMacca HeTTo 1 Macca 6pyTTO Ha rPyTMOBOIA YIakoBKe U3AenniA, MHOrOOG0POTHO Tape Wn TPaHCTIOPTHOM
Tape;

*Macca HeTTO NOTPEBUTENILCKO YTakoBKU:

*3HaK 06paLLEHNS Ha PbIHKE.

MpumeyaHne — Hagnmcy Ha TPAHCMOPTHO Tape, coAepxallme AaHHble O Ykne W3aenuii, Jare W3roTosre-
HUS1 1 CPOKE FOIHOCTU, HOMEPA CEPUM [I0MYCKAETCA BbIMO/HATL OT PYKV M C MOMOLLIBIO KTMLLIE.

6.25 MpUMeHsieMbIi  MPU  MapKYPOBKE  CMOCO6  HaHeceHust MHdopMauunm  OO/DKeH obecrievvBarb  AOCTa-
TOUHYD YETKOCTb U300PAKEHWS, KOHTPACTHOCTb  TEKCTOBOrO W rpadiMyeckoro  martepuasnioB.  MapkupoBky — criefyet
BbIMO/HSTH NeYaTHbIM CNOCOGOM W/ CBETOKOMMPOBAHNEM.

[onyckaeTc  HaHeCEHMe  MalUMHOYMTAEMOM  MapkMPOBKA  Ha  u3genmst  Ans OBGECTeYeHUst WX WAEHTU-
orKaLmm 1 NPOCNIEXMBAEMOCTU.

6.2.6 Hagnvcy npu  mapkvipoBke MOMyT GbiTb  3aMeHeHbl CMMBOMIAMKM B COOTBETCTBAM C  TPEGOBAHMSM
FOCT P NCO 15223-1.
6.2.7 M3nenvsi, umetolie B CBOEM COCTaBE ChIBOPOTKY (M/1a3My) KPOBM YesioBEKA WM 3/IEMEHTbI TKaHW

yernoBeka, [O/DKHbI VMETb YyKasaHMe 00 WX WHaKTMBauui, WM HaHOCUMYK) C MOMOLLbIO KMLEe WM MNeYyartHbIM - Croco-
60M Hagnmeb «aHTuTena Kk BY 1,2 v supycy renatuta C n HBSAg oTCyTCTBYIOT>.

6.2.8 MapKkipoBKa M34€/WiA,  BbIMyLUEHHbIX B OOpalleHMe B CTEPWILHOM WM HECTEPWILHOM  BUAE,
[J0/mkHa NO3BO/IATL NPUOBPETATENHO Pa3NYaThb Takne U3aenus.
6.29 Ecrv wvzpgenve (WM ero KOMMOHEHTbI) COOEPXMT BpedHble BeLLecTBa, npuHagiexauwe K 1 un 2

KfnaccaM OMacHOCT BpedHbIX BELECTB, O06/1afalolie  KaHUEpOoreHHbIM, MyTareHHbIM W M TOKCWYHBbIM - AeVicTBYEM,
TO Takoe u3genve MOLIEXWT CreuyasibHO MapkMpoBKe. 3JTa MapkMpoBKa [O/MkHA ObiTb HaHeceHa Ha caMo  u3fe-
/e W Ha €ro YNakoBKky /6o, Npu HEoBXOAMMOCTM, Ha €r0 BHELLUHIOW YMakoBky (MOTPEGUTENLCKYIO Tapy), WUC/IOMb-

9
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3yemyto Mpu XpaHEHW 1 TPAHCTIOPTUPOBAHW U3LENUS.

6.2.10 [JonyckaeTcsi HaHeceHMe Ha BHELUHIOW  ynakoBky (MOTPEOUTENbCKYIO Tapy) WHbIX — CheumasibHbIX
CBELIEHIA, HE MMEIOLLIMX PEKIAMHOTO XapakTepa, a Takke MKTOrpamm 1 rofiorpamMm.

6.2.11 [JonyckaeTc HaHeceHMe Ha BHELUHIO YnakoBky (MOTpeOGUTENbCKyld Tapy) MOSHOr0  TeKcTa  WH-
CTPYKLWM MO MPYMEHEHWIO N3LENVS.

6.2.12 Ana  vzgenvii, vvnopTUpyeMbIX Ha TeppuTtopuio  Pocewiickoii  Pepepauy, MapkvMpoBka Ha  BHELL-
Heli ynakoBke (MOTPEOUTENLCKO Tape) [Ao/DKHa  AONOSHWTENIBHO  COAepXaTb  HavMEeHOBaHWE W afpec  aBTopu3o-
BAHHOIO MpeACTaBUTENS U3TOTOBUTENS.

6.3 YnakoBka

6.31 YnakoBka KOMMOHEHTOB W W34€/MiA B LENOM  [O/DKHA  COOTBETCTBOBATb  TPebOBaHMAM  HacTos-
LLIero CTaHAapTa 1 TEXHUYECKOI A0KYMEHTaLWN Ha n3genve.

6.3.2 YnakoBka  M34eMMiA  Jo/kHA  obecrieumBaTb  6e30MacHOCTb M COXpaHeHVe  (OYHKUMOHATbHLIX 1
3KCTUTyaTaLMOHHbIX ~ XapakTepUCTVK  M3OE/MA B TEYEHWe €ro Ccpoka CMykbbl W Ccpoka [OAHOCTM WM COOTBET-
cTBoBaTb  TpeboBaHVsM  6e30MacHOCTW, YCTaHOB/IEHHbIM B pasgene 7. TpeboBaHMs K  mMartepuasiaM,  UCTOSb-
3yeMbiM /19 YMAKOBKW, [JO/DKHbl  COAEPKATLCA B TEXHWYECKOM [OKYMEHTaLMM Ha  u3gervs.  Ynakoska — v3ge-
JMA pomkHa  GbiTb  M3rOTOB/IEHA M3 MaTepuasioB,  OOECTeUMBAOLLYX — COXpPaHEHWe  M3Oe/mMin W 3asIBMIEHHbIX
SKCI/yaTalMOHHbIX  CBOWCTB  M3A4E/MA B TeUYeHWe  YCTAHOB/IEHHONO Cpoka [OAHOCTM W 3alMTy  OT  MeXaHuye-
CKMX (DaKTOPOB MOBPEXAEHUS W KIMMAaTUYECKMX BO3AEACTBUAA B MPOLECCE  TPaHCTMOPTUMPOBAHMM U XPaHEHWs,
a TaKKe CHXAKLLMX MPsAMbIE PUCKM MPU 1X TPaHCMOPTUPOBAHWN.

6.3.3 YnakoBka V34enmMiA  OO/MKHA  MaKCUMaslbHO  CHWXKATb — PUCK, CBSI3aHHbIA  C  MPOTEYKO  BELLECTB,
/15 NUL,. BOB/IEYEHHbIX B TPAHCMOPTVPOBaHWE, XpaHeH e 1 KCrTyaTaLyio Takux U3nenuii.

6.34 V3genns  [omkHbl  OblTb  yMakoBaHbl Tak. 4TOObl OHM HE MOIM  ObiTb  BCKPbITbI 6€3  HapyLleHus
Lie/IOCTHOCTY YMakKOBKM.

6.35 KOMMOHEHTbI  OAHOTO  M3AE/MS  COBMECTHO — YMAakOBbIBAOT BO  BHELLHIOID  YNakoBky  (noTpebutesib-
Ckylo Tapy) ¥ Mapkupytotcs. [pyv HEOOXOAUMOCTM  XPaHEHWs  KOMMOHEHTOB B Pas/IMyHbIX  YC/IOBWSX,  KOMMO-
HEHTbI pa3e/bHO YNakoBbIBAKOT Y MapPKVPYHOT C yKasaHeM YCIOBUIA XpaHeHVS.

6.3.6 BHYTPEHHAS  yMakoBka W3AE/MiA, MOCTaBMSIEMbIX B CTEPWILHOM  COCTOSHUM, [IO/hkHA — oGecrneyn-
BaTlb CTEPWILHOCTb  M3JeNMiA MpU  BbiMycke B  obpalleHne, a Takke COXpaHEeHWe CTEPWILHOCTM B YCTaHOB-
JIEHHbIX U3rOTOBUTENEM YC/TOBUSIX XPaHEHVS 1 TPAHCMOPTUPOBaHWS TakX U3AEUIA.

6.3.7 BHYTpEHHAS  yMakoBKa  HECTEPWIbHbIX — W3AE/MIA,  MpedHasHauyeHHbIX /19 UCMO/b30BaHMA B CTe-
PUIBHOM  COCTOSIHWM,  [JO/kHa  obecneuvBaTb  UX  COXPaHHOCTb  Ha  YCTAHOB/IEHHOM  U3rOTOBWTENEM  YPOBHE
UACTOTbI W CBOAUTb K MUHUMYMY PUCK KOHTaMMHaLWMM M3Ze/Mini  nocne WX CTepwimsaumn.  YMakoBka — M3genuin
[0/DKHa COOTBETCTBOBATL YKa3aHHOMY U3roTOBUTENIEM METO/Y CTEPUIN3ALIMNA.

6.3.8 YnakoBka W (W) MapkpoBKAa W3OE/WKA, MOCTaBMSEMbIX B CTEPWIBHOM WM HECTEPWIBHOM  CO-
CTOSHUW.  [O/DKHA Oblb  Pa3/MYHON  ANA  WAEHTUYHbIX WM @HauTOMYHbIX — WM3OEMWA,  BbilycKaeMbiX B obpallle-
HU1e. KaK B CTEPWILHOM, TaK Y B HECTEPU/IbHOM COCTOSIHUM.

6.3.9 BHYTPEHHAA  ynakoBka  CBETOYYBCTBUTESbHbIX — M34EMMIA  JO/KHA  OblTb  M3rOTOB/IEHA U3 Mmarepu-
a/10B. 06eCneuvBatoLLMX 3aLLTy N34/ OT NPSIMOrO CO/THEYHOTO CBETA.

6.3.10 BHYTpEHHAA yMakoBKa pPafMalMOHHO-OMAacHbIX — U3Ae/mMiA  Jo/mkHa ObiTb  M3rOTOB/MIEHA U3 Ma-
Teprasia. 06ecreumBartoLLIErO MakCYMaUTbHYHO 3aLLMTY TakuX U3Oenuii.

6.3.11 YnakoBka n3geni, copepxaLLmx HEVHaKTMBUPOBaHHbIE naTtoreHHble Gronornyeckue

areHTbl,  OO/kHa ~ obecrneuvBaTb  COXPaHHOCTb  M3AE/MIA  OT  MEXaAHWYECKOro  MOBPeXAeHus,  6e30nacHOCTb
JWL.  COMPUKACAlOLMXCA C  YMakoBaHHbIM  M3gesMeM MNPy €ro0  TPaHCMOPTVPOBaHWM,  XpaHeHnn W 3KCrlyata-
L. " COOTBETCTBOBATb TpeboBaHMAM 3aKoHOAaTebCTBA Poccwiickoin depepauym o} CaHUTapHO-
SMUAEMMONOTMYECKOM  6/1aronoslyumnm  HaceneHus.  Ha  ymakoBke — u3ge/mid gomkHa  OblTb  HaHeceHa  Mapku-
POBKa (3HaK) 610N0MMUECKO ONAaCHOCTW.

6.3.12 Mpn 3aMeHe  marepvana,  UCMOMb3YEMOrO  A/11  W3MOTOB/IEHWSI  BHYTPEHHE  YNakoBKW,
[0MKHO BbITb YCTAHOB/IEHO, YTO 3TO HE COMPOBOXAAETCA M3MEHEHVEM KAUYECTBA KOMMOHEHTA (peareHTa).

6.4 SKCr/yaTaLmoHHas AOKyMeHTaLms

6.4.1 Kaxkgoe 13aenve fomkHa ConpoBoXaaTh KCr/lyaraLyioHHas AOKyMeHTaLVS:

a) VHCTPYKUMS MO MPUMEHEHMIO Ha OyMakHOM /9M1EKTPOHHOM HOCUTENle WM Ha YKa3aHHOM caliTe  U3ro-
TOBUTENS:

6) nacroprt (NMpv HeEO6XoAMMOCTY).

6.4.2 VHCTPYKUMS MO MNPUMEHEHWMIO Ha u3fenne [O0/MKHbl YETKO  UAEHTUIMUMpOBaTL  U3gdenve,

onpegenstb  MpegriofiaraeMoe  MpUMEHEHWE  M3aenuMsl,  BKIOYATb  BCO  MHpOpMALWio,  Heobxoaumyto 4/
MPaBUILHOO W 6E30MaCHOTO MPUMEHEHUS U3LE/US.

10
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6.4.3 [na  OOCTKEHWs  Hawlyulumx — pesy/nbTaTtoB B MHCTPYKLUMM MO MPYMEHEHWO  [O/MKEH  ObiTb
OnMcaH KaxkbliA aTan BCei noceoBaTesib-HOCTX onepaLyid.

6.4.4 MocnenosarenbHOCTb — TeKkCTa  JO/KHA  ObITb  OpMEHTVpOBAHA  HAa  MPUHUMMNBLI  MPeAcTas/eHus
MHopMAaLN.

6.4.5 Kaxxgasn BHelwHsss  (MOTpebuTenbCkas) yrakoBka  M3denst  Ao/mkHa  ObiTb  COMpPOBOXOEHa  WH-
CTPyKUMeli Mo MpUMEHEHNIO (KCTUTyaTaLmm).

6.4.6 VIHCTPYKLWA 10 NPYMEHEHMIO [O/MKHA COAEPaTb CreAytoLLme CBefeHVIsT:

a) cocTaB M3de/msa Mo MPUPOAe W KO/MYECTBY WM KOHUEHTpaUMM  aKTMBHOIO  MHIPeAWieHTa  pBa-

feHTa(OB) mwim wm3gennda, a Takke npuvedYaHne O TOM. 4YTO u3genne  Coaepxmt  apyrme  WHIpeaneHTbl, KOTopble
MOIyT OKasaTtb B/IAHME Ha NpoBeaeHne I/13MepeHl/Il7I, €C/I TaKne NHIpeaNEHTbI UMEIOTCA,

6) HasHaueHve n3aenus;
B) METO/, VICCeA0BaHIS;
r creumcdmyeckie  aHamMTUdeckme  (YHKUMOHaUTbHble  XapakTepyCTUKA [4yBCTBUTENBHOCTB, cre-

UM(DMUHOCTb.  TOYHOCTb  (MPABWIBHOCTL M MPEUM3VIOHHOCTB)),  fpaHuUbl  OGHapykeHus UM AvanasoH  uM3Mepe-
HYS1. BK/TOUAs KOHTPOSTb MOTEHLMA/BHOM UHTEPGhEepEHLIY;

i)} orpaHnueHus  MeToda,  MHAQIOpPMauMio  I0  UCMOMb30BaHUIO — OOCTYMHbIX — METOAMK — M3MEPEHVs U
MaTeprasioB NOTpedUTENEM:

e) YCMOBMSt U CPOK XPaHEHUs MoC/fie MEepPBOrO  BCKPbITUS BHYTPEHHEX YMakoBKM, a Takke YC/ioBus W
CTabuIbHOCTL Paboumnx peareHToB;

X) yKa3aHVie 0 MPeKpaLLEHNN MPYMEHEHS CEPUN M3AEVS MO MCTEYEHUIO CPOKa ee roHOCTY;

)] npaBwia NPeACTaB/IEHNS peKTamMaLyii;

K) yKa3aHMsi O  HeobXoAuMMOCTM  MCMOMb30BaHUS  CMeUyasibHOrO  060pyAOBaHMS,  BKMOYash — HEOOXO-
OVIMYIO MHCpOpMaLWIO 47151 ero naeHTuchmkaLn;

n) ™Mn  uccnegyemblx 06pasuoB  GMOMOMMYECKOro  Marepuasia, YcroBust UX cbopa, B3ATUSA, Npeasa-

puTenbHOl  06palboTKM  W. NP HEOBXOAMMOCTM, YC/IOBWSI XPaHEHWs, a Takke Mepbl NPefoCTOPOXHOCTM K Ma-
Tepuasy UCC/ef0BaHus;

M) nogpobHoe  onmucaHve  Npoueayp, KOTOpbIX — CefyeT  MpUOepKVBaTbCs  MpY WCTOMb30BaHN W3-
fenms;

H) JeTasm  npouefyp, KoTopble cnedyeT MNpov3BOAUTb A0 3KCrUlyataumy  u3genvst  (Hampumep,  pac-
TBOpPEHUE. UHKybaLms, pasbaBneHne, NPoBePKa MHCTPYMEHTA U T.J1.);

n) yKazaHvie, Npy HE06XOAVMOCTU, MPOBEAEHVISI 00YYEHUS NEPCOHAT,;

9)] MaTeMaTVyeckiin  Mogxod, WCMOMb3yeMbl ANt pacyeTa  pes3y/bratoB  aHa/m3a  (Mpy Heobxoaw-
MOCTW);

c) npeanpyHIMaeMble MEPbI B C/ly4ae UBMEHEHUS aHA/IMTUHECKUX XapaKTEPUCTVK M3LENNST;

T) VHJOpMaLMIO  AnA  NOMb30BaTesiel  /lo  BHYTPEHHEMY  KOHTPO/IO — KayecTBa, BKMYas — crieLmduny-
Hble NpoLieAypPb! BayaaLMn 1 MPOBEPKV KayTMOPOBKN M3AE/NS;

) pedhepeHTHbIE MHTEPBaTbI /151 ONPEAENAEMOrO 3HAYEHVIS BEMMUMHBI

d) ec/m  v3Oenve  OO/MKHO ObiTb  UCMOMb30BAHO B KOMOGMHALWMM C  YCTAHOBKOW WM COEOMHEHVWEM C

OpYIIM - MEeJVUMHCKMM  13fderMem WM  060opyaoBaHueM,  AeTaslbHas — XapakTepucTvka — M3genvs  MMeeT  cylle-
CTBEHHOE 3HauYeHVE [1/151 KOPPEKTHOI 1 6e30MacHoii paboThb! TAKON KOMOMHALIAY;

X)  vHdopMaLmio, HEOOXOAVMYO  ON11  NOATBEPXKOEHVSI  MPaBWILHOCTU  YCTAHOBKA  U3Lenus, ero
KOPPEKTHOA M 6esonackoli  3kCr/lyarauy;  OMMCaHMe  Xapaktepa W 4acTOTbl  TEXHWYECKOTO  OOC/yKMBaHUS
w3genmst  (MpM HeoBXOAWMMOCTM),  HEOOXOAMMOCTM  KasMOpOBKM A1 OGEcrieyeHust  npaBwibHOW 1 Ge3onacHoi
paBoTh; MHChOPMALLYIKO MO 6E30MAaCcHON YTUM3ALWN (YHUHTOXEHWST) OTXOLOB;

1)  MaHuMynisuWM,  KOTopble  Heobxogymo — MpoBecTM  C  U3Ae/vMeM  Mepej ero  WCMofb30BaHWeM
(Hanpumep, cTepun3aLyisi, KOHeYHasi cbopka 1 T.1.);

y) HeobxogyMass uHopMaUMsi B Ciyyae MOBPEXAEHWS YNakOBKA W MOAXOAALMX METOAOB MO-
BTOPHOIA CTEPUM3ALIMMN 1 AEKOHTAMMHALIAN:
L) ecnm n3penvie npegHasHayeHo  Ana MHOrOKpPaTHOro 1Crnosb30BaHVsA — VHopMaLMo rno

Hagnexalleli obpaboTke  u3denMsi, KoTopas MO3BO/MSIET  €r0  MHOTOKpaTHOe — MCMOMb30BaHWe,  BKKOYAs  OYUCT-
Ky. [E3vHCIEeKUMIO, YMakoBKy W MOBTOPHYID CTEPWIM3aLMIO WM [EKOHTaMVHaLMIo, a Talke OrpaHuyeHust Mo
uvicny UCMob30BaHWIA U3LeNNs:

) HeobXoouMble  Mepbl  NPESOCTOPOXHOCTM B OTHOWEHWM — B/MSHUS  MarHWTHbIX — MOMEi,  BHELLUHWX
SMIEKTPUMECKUX — BO3LEWCTBUI,  3/IEKTPOCTATMYECKAX — pa3psidoB,  [aBfieHMss WM MepenajoB  JaBfieHusl,  nepe-
IPY3KW. UCTOYHUKOB TEPMMYECKOTO BOCT/TAMEHEHUS;

bl)  HEOOXOAMMble  Mepbl  MPEOOCTOPOXHOCTM  MPOTVMB  JIOObIX  CreuMasibHblX,  HECBOMCTBEHHbIX  puC-
KOB MPY  WCMOMB30BAHWM WM peayiM3aumm  U3Oe/vsi, BKIlOYas  CreuyasibHblie  Mepbl  3aWmTbl B OTHOLLEHUM
BXOOALLMX B COCTaB W3Oe/MA  BELECTB YESIOBEYECKOTO WM  KMBOTHOTO MPOMCXOXAEHWS C  Y4eTOM WX MOTek-
LmasibHON MHADEKLMOHHOM Nprpoabl;

3) VHblE CBEAEHUS;

11
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t0) ATy YTBEPXKAEHUS WM MOC/IEAHENO NEPECMOTPA MHCTPYKLYW N0 MPUMEHEHMIO.

6.4.7 VIHCTPYKUMST MO  MPUMEHEHUIO Ha u3fenve [f[o/bkHa Obimb  paspabotaHa € Y4éTOM  TpeboBaHWi
FOCT 2.601 1 MOXeT copepKaTtb pasfe/ibl, yKasaHHbIe B MPUIoXeHUN A.

6.4.8 [NacnopT Ha n3genve Jo/MKEH CoAepXaTh:

a) HavyIMEHOBaHVe U3roTOBUTENA N3aeNus:

6) MOJIHOE 1 COKPALLEHHOE HAaVIMEHOBAHIE U3AE/NST;

B) COCTaB 1 XapaKTEPUCTUKN KOMIMOHEHTOB U3AE/VS;

r HOMep napTum (cepum):

0 HOMep 1 AAaTy Bbigaun NacnopTa;

€e) pe3ynbTaTbl KOHTPO/IA Ha COOTBETCTBME M3OE/MA BCEM TPebOBaHUAM  TEXHWYECKON AOKyMEeHTauum W
XapaKTepyCTKaM KOMIMOHEHTOB;

X) CPOK rofiHOCTW;

)] YCOBUSA XPaHEHWS U TPAHCMOPTUPOBAHUS;

K) HOMEp TEXHNYECKVX YC/IOBWIA HA U3AENVE;

n) LUTaMM NoApasaesieHs,, OCYLLECTB/IAIOLLEr0 TEXHNYECKMNI KOHTPOSTb.

7  TpeboBaHus 6e30MacHOCTH

7.1 O6Lupe TpeboBaHMsA 6e30MacHOCTU

711 O6we TpebosaHMa Ge3onacHocTy U3genmii — B cootBeTcTBuM ¢ FTOCT ISO 14971.

712 TpeboBaH/A 6e30MacHOCTM K MeauuMHCKMM — flabopatopusam  — B cootBetctBuM ¢ TOCT P
52905.

MpumeyvyaHne — MegmumHckve nabopartopuy, paboTalolme € naToreHHbMU 1A YesioBeka  MUKpoopra-

HM3MaMK  BbICLLETO YPOBHA OMaCHOCTW, HYXOAaTCA B A0MNO/THUTESIbHBIX Tpe6OBaHVIF|X no obecneyeHnto 6Ge30nacHOCT
(cM. TOCT P 52905)

713 M3pgennst  fomkHbl  ObITb  paspaboTaHbl W WM3TOTOBMEHbI TakMM  06pa3oM, 4TOGbl MNpUM  UX  MNpu-
MEHEHMN MO  HA3HAYeHWo, B  YCMOBUSIX  MPEAYCMOTPEHHbIX — TEXHWYECKOW U 3KC/yaTalMOHHON  AOKyMEHTaLm-
€. OHM He co3gaBa/M  YIPO3y KU3HW,  KIMHUYECKOMY COCTOSHUIO WM Ge30MacHOCTM  MauveHToB, a  Takke
XV3HW, 300pOBbIO, GE30MacHOCTU  Mo/nb3oBaresieil Wi TPeTbMX /iy, JlioOble  pUCKM, CBSI3aHHble C  MpUMEHe-
HUeM  U3OeNMiA O KIVMHWYECKOW  /lab0opaTopHO/ — AMAarHOCTUKKM,  AO/DKHbI - ObiTb  AOMYCTUMbIMKM + NPU COMOCTaB-
JIEHWM C MOb30IA A/151 NaLMEeHTa.

M3roToBUTE b [AO/DKEH:

*00ECTIEUMTb  MaKCVMaUIbHOE  CHIDKEHWE pUCKA  OLMOKA MPUMEHEHWSt K3-3a  OCOGEHHOCTEM U3denMa W ycro-
BUIA. B KOTOPbIX J@HHOE 13Ae/ne npeaHasHaveHo 415 NPUMEHEHWS;

*YYeCTb KBUMCOUKALMIO W OMbIT MpenofiaraeMblX Mosb3oBaTenieid, W. rge NpyMeHUMo, M3nyeckoe CocTo-
sIHVE No/b30BaTesIelt C OrpaHNYEHHbIMI BO3MOXHOCTSIMM.

714 TeXHWUYECKME  pEeLUEHVs,,  peasM3oBaHHble  M3rOTOBWUTESIEM  NpU  paspaboTke  M3denvif,  [omk-
Hbl  COOTBETCTBOBATb  MpuHUMNAM  oGecrieveHust  GesonacHocT. [Mpu  BblGope  Havbonee  MpYEMIEMbIX — Bapw-
aHTOB PELLIEHWIA U3rOTOBUTESb AO/DKEH MPUMEHSTb 3TV MPUHLMMBI B CIIEAYHOLLEM NOPSIAKE:

a) WOEHTUOMUMPOBATL  OMAcHOCTM UM COMYTCTBYHOLLWME WM PUCKM, CBSI3aHHble C  MPeAyCMOTPEHHbIM
Ha3HauYeHMeM W 060CHOBaHHO NPOTrHO3VPYEMbIM HENPaBU/TbHLIM MPUMEHEHNEM U3AENNS:

6) UCKMIOUYUTL WM MaKCUMaslbHO  YMEHbLUMTb — pUCKY, obecreuvBas  6e30macHOCTb  M3AenMs Ha  aTanax
MPOEKTVPOBaHA 1 Pa3paboTKU:

B) NPVHSITL 3aLLUMTHBIE MEPbI B C/ydae HEBO3MOXXHOCTM UCK/IKOUEHVIS PYCKOB;

r MHhOPMMPOBaTb  MOMb30BaTeNiel 06 OCTaTOYHbIX PUCKAX, BO3HMKAIOWMX MPU  Ha/MuMM  HedoCTaTkoB e
NPEANPUHSTLIX Mepax 3aLLuThbl.

715 MeayuyHCKMe  M3AENMA  [O/MKHbI  OblTb  paspaboTaHbl, W3rOTOBMEHbI W YMakoBaHbl TaK.  YTOGbI

BbIMO/HATL ~ OOHY WM  HECKOMbKO  (OYHKUWWA,  COOTBETCTBYIOLUMX  OMpPederieHUi0  MeauLMHCKOrO  u3genvss  ans
OVarHoCTVKM ~ MH  BUATPO. W (DYHKUMOHMPOBaTb B COOTBETCTBAW  C  MPELYCMOTPEHHbIM  U3rOTOBUTENIEM  HasHa-
YeHmem.

7.16 3KCM/yaTauvioHHble  CBOWCTBA U3AENWA, YyKasaHHble B 7.1.3 - 7.15 He [0/mkHbl W3MEHSTLCS
[0 Takoi cTeneHn, 4ToObl BO3HUKIM  HEAOMYCTUMblE PUCKMA, B TEYEHWEe YCTAHOB/IEHHOTO  W3rOTOBUTENIEM  CPO-
Ka TOOHOCTW, MNPV  YC/OBWW, YTO OHM  3KCTUTyaTVPYlOTCH, KaK  MPeayCMOTPEHO  U3TOTOBUTESIEM,  MOALEPKMBA-
IOTCA & WCMPaBHOM COCTOSIHAM W MPUMEHSIIOTCA MO  Ha3HAYeHWI0 B  COOTBETCTBUM C  MHCTPYKUMSIMM  M3TOTOBUW-
Tesns.

7.7 M3genma  fomkHbl  OblTb  paspaboTaHbl, WM3rOTOB/IEHbI W yMakoBaHbl Tak/M  06pasoM,  4TOObl
WX 9KCTUTyaTauMOHHble CBOWCTBA MPWM  MPUMEHEHMM MO  Ha3HAYEHMIO HE W3MEHs/IMCb M0  MpUYMHE  BHELLHEro
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BO3AENCTBMS  (M3MEHEHUSI TEeMMepaTypbl W BA&KHOCTM UM [p.) BO BPEMsl TPaHCMOPTMPOBaHWSt U (W)  XpaHe-
HYIS1. KOTOPbIE I0/DKHBI OCYLLECTB/ISITLCS B COOTBETCTBUN C MHCTPYKLWSIMA VI3TOTOBUTENS.

7.1.0 Niobble  puckW, CBA3aHHbIE C  BO3MOXHBIMM  MOOOYHbIMKM  adddpekTamy  NpU  MPUMEHEHN  U3[e-
JWIA. AOMKHBI 6bITb AOMYCTVMbIMM C YHETOM MPEAyCMOTPEHHOTO Ha3HauYeHWS.

7.19 Mo dyHKUMOHMPOBaHWM B COOTBETCTBAM € MPEAYCMOTPEHHbIM  Ha3HayeHVem  nosb3a  oT
NPYMEHEHNA N3Levin [Oo/MKHA NPEBbILLATL BPES, OT HeXerlaresibHbIX NOOOYHbIX BO3AEACTBUIA.

7.1.10 MpegynpeaTenbHble  3HaKM W Hagoucy NO  OGecrneveHno  6e30MacHOCTM  AO/MKHbl  OblTb
pa3mMeLLEHbI Ha BUOHBIX MEeCTax U3aenns Uan ero KOMMOHEHTOB.

7111 B aKcr/lyatauMOHHOW — JOKyMEHTAUMM M TEXHWYECKMX  YC/OBUSIX, MNPU  HEOBXOAMMOCTH,

AO0/DKHbI ObITb YyKa3aHbl BO3MOXHble BMAbl OMAacHOCTHN, a Takke TpeGOBaHVIFl n cpegcrea obecrieueHna  6e3-
OrMacHOCTU NMpu aKCntyaTtauyn.

7.2 JononHutenbHble TpeboBaHWs 6e30MacHOCTU

721 PYHKLIMOHATbHBIE (TEXHUYECKME) XapaKTepUCTUKM

7211 Mpn paspaboTke W W3MOTOBNEHUM WU3AENMIA  CNepyeT  yuuTbiBaTb TakMe  XapaktepucTuku (Mo
NPYUMEHNMOCTH), KaK aHarmTnyeckas YyBCTBUTE/TbHOCTb, [Jpyardoctmyeckast YyBCTBUTE/TbHOCTb, aHarmTnye-
cKas CreLytyHOCTb, [Jpnardoctmyeckast CMeUntNYHOCTb; NpaBW/bHOCTb, MPEL3MOHHOCTb, BOCMPOV3BOaN-
MOCTb. KOHTPO/1b PENEBAHTHON MHTEpChePEHLIMM 1 Mpeaesbl 0GHaPYXEHSt aHaTa.

7212 V3pennsi,  aKcr/yaTauyioHHble  CBOMCTBA  KOTOPbIX — 3aBWUCAT  OT  MCMO/b30BaHWSA  Kasmbparo-

pOB U (W) KOHTPO/bHBLIX —MaTepuasioB, AO/DKHbl ObiTb  pa3paboTaHbl W W3rOTOB/EHblI  TaK.  4TOObl  YPOBEHb
NPOCNEXVBAEMOCTU  TakMX  Ka/MOpaTOpoB WM (W)  KOHTPOSIbHbIX — MaTepuasioB  Obll  obecneyveH  MOCpeacTBOM
MPUMEHEHNS1  W3FOTOBUTENIEM  JOCTYMHbIX ~ METOAMK — 3T&/IOHHbIX  U3MEpeHuidi ¥ (W)  JOCTYMHbIX  3Ta/IOHHbIX
MaTeprasioB 60/1ee BbICOKOro Nopsiaka.

722 Xvmmyeckve, omsndeckme 1 Grosoryeckrie CBOMCTBa

7221 V3genve [o/mKHO Oblb  pa3paboTaHO WM M3OTOB/IEHO C  YY4ETOM  COBMECTMMOCTM  UCTIO/b3y-
eMblX ~ MartepuasioB  C  OMOMOTMYECKMM  TKaHAMK,  KieTkamy,  (OM3VOMOMMYECKUMM  XUOKOCTAMM  OpraHu3Ma
WM MUKPOOPraHM3Mamnm C  YY4eTOM  MPEeAYCMOTPEHHOTO  W3TOTOBUTESIEM — HasHaueHus  u3genvs,  Jo/mkHa  OblTb
UCK/TOYEHA BO3MOXHOCTb YXYALLIEHNS aHA/IATUHECKUX XapaKTEPUCTUK U3AeNS.

72.2.2 W3penve pomkHO Oblmb  pa3paboTaHo, W3rOTOB/IEHO M YMakoBaHO TakuM  06pas3oM,  4TOObl
CBECT K MWHUMYMy PMWCK, CBSI3aHHbIA C Ha/MMUMeM B HEM OMacHbIX BeWecTB, M He Mogsepratb  OnacHoCTU
Sl NpYHUMAaOLLMX  yyacTMe B €0 TPaHCMoOpPTUPOEaHWMW.  XpaHeHMM W MPUMEHEHWM C  Y4eToM  MpemycMoT-
PEHHOro HasHaueHVs U3nenus.

7223 M3penve [oOmkHO  ObITb  CMPOEKTVMPOBAHO, paspaboTaHO U M3TOTOB/IEBHO TaK.  4YTOGbl  MUHW-
MV3VPOBaTb  PUCKY, BO3MOXHblE TMNpu  yTeuke M3 Hero BewectB. Ocoboe BHUMaHWe  HeobXoayMo  yaessTb
BELLECTBaM,  06/1afalolMM  KaHUEPOrEHHbIM,  MyTareHHbIM  JEeicTBeM WM OTpUUATe/IbHO  B/VSIOLLWIM  Ha
penpoayKTVBHYIO COYHKLMIO YesioBeka.

7.2.3 TpeboBaHUA MO 3aLLyTe OT UHULMPOBaHNSA 1 MAKPOBHOTO 3arpsi3HeHUs

7231 M3genus 1 npoueccbl UMX  W3TOTOB/IEHUA  [O/DKHbI  OblTb  paspaboTaHbl  TakuMm  06pasoM, YTo-
6bl UCK/TKOUMTB WM CBECTU K MUHUMYMY PUCK MHCDULIMPOBaHUA NaLmeHTa, nosib30oBaresist v Apyrvx SnL,

7232 KOHCTpyKUMSt  m3germii  gosbkHa  npedycmaTtpuBaTb  NPOCTOTY  yxoga W 6esomacHoe  o6pa-

leHMe ¢ u3ge/veM,  MVHUMM3VMPOBATbL — PUCK  MHGDMLMPOBaHMA — MOMb3oBaTtens  wid  Apyrux iy, B npolecce
€ero MpUMEHeHWs WM  3KCr/lyatauuy, a TaiKke npefoTBpallatb MpoTeuky W3 HEro UM MUKPOGHOe — 3arpsisHeHue
n3aenua nunm obpasLia b1oorMyeckoro Marteprasa, nonbL3osaresieM Unm TPETLUMIU SIULIAMU.

7233 KoHCTpykuus  u3genmii - gomkHa — obecneumBaTb  MPOCTOTY  €r0  MCMO/b30BaHWs,  MakCyMasib-
HOE CHWKEHWe puCKa BO3MOXHOM KOHTaMMHaumMyM W MpoTeYeK MNpu  3KCrUlyaraumy  Ccamoro  u3genus, a  Tawke
Pp1CK BO3MOXHOI KOHTaMMHALKW 1CCelyemMoro obpasiia 61oor4eckoro Marepriasna.

7234 Mpu paspaboTke W MNPOM3BOACTBE M3denMiA paboTy C  XVBbIMA  MUKPOOPraHu3Mamu, — BK/IHO-
yast nx FeHHO-VIHXEHEPHO-MOANhULIMPOBaHHbIE BapVaHTBbl, cnepyet NpoBOAUTL cor/lacHo TpeboBaHMAM
6e30macHoii paboTbl C MUKPOOPraHU3Mamm COOTBETCTBYHOLLIE IPYTbl MaToreHHocTy [6].

7235 V3genvs, vmelolume  0coboe  MMKPOOMOSIOTMYECKOe  COCTOsiHME U COOTBETCTBYHOLWWM — 06pa-

30M  MPOMapK/pOBaHHble,  [JO/MKHbI  OblTb  CMPOEKTVPOBaHbl,  pa3paboTaHbl,  W3FOTOBMEHbI W YMakoBaHbl  TakyM
o6pa3oM,  yTOObl  OGECneuUTb  COXpaHeHMe  0cob0ro  MUKPOOMOSIOMMYECKOTO  COCTOSIHUA — Ha  BCeX  CTagusix
YXU3HEHHOTO LKA,

7.2.3.6 V3genus, BbiMyckaeMble B OOpalleHWe B CTEPWIBHOM COCTOSHWWM, O0/DKHbl ObITb CMpPOEK-
TVPOBaHbl, pa3paboTaHbl, W3rOTOB/IEHbI W YNakoBaHbl B COOTBETCTBAM C YCTAHOB/EHHBLIMU U3rOTOBUTENEM
npoueaypamu, obecnevnsatoLLiMmn UX CTEPUSILHOCTD.
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7237 Mpn  CcOGMOAEHAN  YCTAHOB/IEHHLIX — W3rOTOBUTE/IEM  YC/IOBUIA  XPaHEHUS U TpaHCMopTMPOBa-
HUS CTEPWTBHOCTb M3AE/NIA fOKHA COXPaHATLCS A0 NOBPEXAEHNS WM BCKPLITVS 3aLLUTHOM YITaKOBKU.
7238 Vi3genvs, BbiMyckaeMble B oOpalleHne B CTEPWILHOM  COCTOSHUM UMM MMEKLWpe  ocoboe

MMKPOOMO/OTMYECKOE  COCTOSIHWE,  OO/MKHbl  OblTb  U3rOTOBMIEHbI WM YNakoBaHbl B COOTBETCTBYHOLUMX  YMpaB/s-
EeMbIX  W3rOTOBMTE/IEM  MPOM3BOACTBEHHBIX  YCMIOBUSX,  0OpaboTaHbl M (WM)  CTepuwIM30BaHbl  COOTBETCTBYHO-
LLYIM Ba/IMAMPOBAHHLIM METOOM.

7.2.39 Mpn paspaboTke ©  MPOU3BOACTBE  M34ENMs, TPEOYIOLLEr0  UCMOMb30BaHUS  MHOIEKLWIOHHOTO
OMO/MIOTNYECKOr0  MaTepuasia, MepcoHasl  JO/DKEH  MMETb  COOTBETCTBYHOLLEE — OOpas3oBaHue,  KBayMQIMKALMIO 1
onbiT  paboTbl C MaToreHHbIMM  MUKPOOpraH/3Mamu, MpoiTM  Heobxogumoe 06yyeHve U (W)  NEPEnoaroToB-
Ky Mo o6ecrneyeHmnto 6e30MnacHOCTH.

72310 Mpy paspabotke W MNPOM3BOACTBE M3Je/Min  Oo/mkHa ObiTb  paspaboTaHa W WCTMOMHATHLCA
mporpaMma  MPOV3BOACTBEHHONO  KOHTPONA € YYeTOM  AuCriaHcepu3aumy  MepcoHasia W MnpoBefeHus  mpodon-
JIAKTUYECKVX NPUBMBOK, 06ECTIEYEHMs NepcoHasia CreLioAeKa0l 1 CpeCcTBamMm 3alLmTbI.

72311 Ecrv  MMKpOOHasi  KOHTaMMHaUMsi  MOXET  yXyOwuTb — KayeCcTBO  u3denmsi,  Heobxoammo
NPeanpyHATL  BCE  Mepbl  3alTbl MO  €e  MVHUMM3VIPOBaHMIO Mpy  OTbope U 06paboTke Cbipbs, MNPOW3BOACTBE,
XPaHEHWM 1 TPAaHCMOPTUPOBaHUA U3AEUS.

7.2.312 Cnocobbl  YMakoBKA  HECTEPWIBHOTO — M3Je/Mst  O0/DkHbl  obGecneumBarb  COXPaHHOCTb — U3fae-
JMA  Ha YCTAHOB/IEHHOM  W3rOTOBWTENIEM YPOBHE UMCTOTBI W CBOAWTb K  MWHMMYMY PUCK MWKPOOHOrO — 3arpss-
HEHVS.. MpY  HeobXoauMOCTM  ero  CTepwmsaumm  nepef  wcrnonb3osaHnem.  Criocod  ynakoskv — crieflyeT  Bblou-
patb C y4eToM MeTofa CTepunm3aLyn, yCTaHOBIEHHOTO U3rOTOBUTESIEM.

724 W3penvs, copepxallive Marteprasibl G10MorM4eckoro MponCXoKaeH!s

7241 Ecnm uw3genvst BKIOYAOT B CBOM COCTaB  TKaHW, KIETKMW W BELLIECTBA KVBOTHOTO MPOVICXOX-
OEHV/s.  TO Mpoueccbl  nepepaboTky,  KOHCepBauUuM, TECTVPOBaHUS W OOpabOTKM  TKaHel, KIeTok U BeLIeCTB
XVBOTHOTO  MPOUCXOXAEHWSI  AO/MKHbl  ObiTb  BbIMO/IHEHLI  TakMM  06pa3oM, UTOObl  0GECNeYNTb  MakCUMasIbHbINA
YPOBEHb BVOI0MMHECKON 6e30MaCHOCTM [/15 NOMb30BATESEN, NALMEHTOB M APYIVX SIOAEN.

TkaHw, KNETKN " ouonornyeckve BELLECTBa YKMBOTHOTO MPOVCXOXAEHMS, NpUMeHsiEMbIe npu
W3rOTOB/IEHUN  U3AE/MIA,  AO/DKHbI  OblMb  MOMyYeHbl  OT  JKMBOTHbIX, MPOLIEAIMX  BETEPUHAPHbIA  KOHTPO/b  ©
HaxoAVBLLMXCS NoA, HAGMAEHEM, C YYETOM MPEANOoNaraeMoro UCTo/b30BaHNS STUX TKAHEN.

7242 Ecrm  w3perma  cojepkar  TKaHW, KNeTkM M BMOMorMyeckse  BELLEeCTBa  YESIOBEYECKOrO  Mpovc-
XOXOEHNA. TO BbIGOP  WCTOUHMKOB, [OOHOPOB U (W) BeELLECTB  YE/IOBEUECKOTO  MPOUCXOXIEHUs,  nepepadoT-
Ka. KOHcepBauusl, TecTMpoBaHMe W 06paboTka TkaHeld, KIEeTOK U BELECTB  YE/IOBEYECKOrO  MPOUCXOXAEHMS
OO/KHbI  ObITb  BbINOSIHEHBI  TakM  006pas3oM,  4TOObl  OOECMeYMTb  MakCMMa/lbHbIA  YPOBEHb  BGMOMIONHECKoi
6e30MacHOCTV 419 NOMb30BaTEe e, NAUMEHTOB 1 APYTVX SHOAEN.

B yactHOCTW, 6e30MacHOCTb B OTHOLIEHMW BMPYCOB W APYTMX  TPAHCMUCCUBHbIX —areHToB JO/kHA  Oblb
obecrneyeHa nytem BHeApeHus NPOBEPEHHbIX METO/I0B nx YHUUTOXEHUSA wm MHaKTVIBaLM B
MPOM3BOACTBEHHbII  Mpouecc. JT0 MOXET  OblMb  HE  MPUMEHMMO K OMpedenieHHbIM  M3Oe/vsiM,  ecrn
aKTUBHOCTb BVPYCOB 7 Opyrx TPaHCMUCCMBHBIX areHToB SBNSIETCA HEOTbEM/IEMOIA 4acTbto
npegronaraeMoro  MPUMEHEHUs  U3Je/Mii - Win.  Korda  TakMe  MNPOUecCbl  a/vMMHaUMM WM MHaKTVBauMM — MOryT
NoABEPrHYTb PUCKY paboume XapaKTEPUCTUKN M3AEIA.

7243 Ecrv  wvzgenmst  cogepxaT  KIETKM UM BEWECTBA  MMKPOOHOTO  MPOUCXOXAEHUs,, TO  MPOLECChI
nepepaboTk,  KOHCEpBaLMKW, TECTUPOBaHMS W 00paboTKM  TKaHel, KMNeTOK W BEWECTB  XMBOTHOTO  MPOVICXOX-
OEHVst  [O/MKHbl  OblTb  BbIMOSIHEHbI  TakMM — 06pa3oM, 4TOObl  OGECreuMTb  MakCMMasTbHbI  YPOBEHb  Gronoriye-
CKOI1 6e30MaCHOCTU 47151 NO/Ib30BaTE e, MAUMEHTOB U APYTNX THOAEN.

B uyacTHOCT, 6€30MacHOCTb B  OTHOLIEHWM BWPYCOB U OPYrMX TPAHCMUCCUBHbIX —areHToB AO/kHA  ObiTb
obecneyeHa MyTeM  BHEAPEHWSI  MPOBEPEHHbIX  METOAOB WX  YHUUTOXEHMS WM MHaKTMBauuMM B MPOW3BOA-
CTBEHHbIA Mpouecc. 3TO MOXET OblTb HE TMPUMEHUMO K ONpeAesnieHHbIM  U3AE/MAM, €C/IM  aKTMBHOCTb — BUpY-
COB W  [OpyrMX  TPaHCMMCCVBHBIX ~ areHTOB  SIB/ISETCH  HEOTLEM/IEMOW  4YacTbl0  MpeanoniaraemMoro  MpUMEHeHUs
u3genns, WM  Korga TakvMe  MpOUecChbl  S/MMHAUMM - WM MHaKTUBauu  MOMyT — MOABEPrHYTb  PUCKYy  paboune
XapaKTepuUCTUKN U3AENVS.

725 OC06EHHOCTY B3aVIMOAENCTBIA M3AENNSA CO CPELOV NPYMEHEHUS

7251 Ecrm  u3pgenvsa npegHasHadeHbl 411 UCMOMb30BaHUS  COBMECTHO C  ApYTUMU  M3OEeNVsSMA
wwm obopynoBaHVeM, BKIIOYAA CUCTEMY COEOMHEHVs, TO BeCb KOMMIekc, [n[o/mkeH Obimb  6Ge3onacHbiM M He
YXyALaTh 3KCTUTyaTalMOHHbIX KAYECTB U3AENIA.

iobble  orpaHMYeHVss MPYMEHEHVS  OO/MkHbl  OblTb  YkasaHbl Ha MapkMpOBKE WM B WHCTPYKUMM MO Mpu-
MEHEHWIO.

7252 Vzaenuns aomkHbl BbITb, paspaboTaHbl U M3rOTOB/IEHDI TaK, YTOObI UCK/HOUATL W CBECTU
K MUHUMYMY:
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a) pUCKW,  CBsi3aHHble C  OOOCHOBAHHO  MPOTHO3VPYEMbIMM — BO3AEMCTBMSIMA  OKPYXKaroLeid  cpegpl,
TakMn KaK MarHuTHble nosnsi, BHELLHMe a/eKTpuYecKue BO3AENCTBMS, 3/1EKTPOCTATNYECKMIA paspsg,
[JaBrieHve 1 KonebaHysi AaB/EHUS, B/TXXHOCTb, TeMnepaTypa, neperpyska:

6) pUCKM, CBSI3aHHbIE C MPUMEHEHVWEM W3AENMA B  KOMOMHALMM C  MaTepuasiamui, BellecTBamu 1
rasamu, KOTopble MOTYT KOHTaKTUPOBATb C U3AE/IMEM NPU 06bIUHBIX YCMOBUSIX MPUMEHEHNST;

B) PUCKM CyHalAHOrO MPOHMKHOBEHWS BELLECTB B U3AE/VIE;

r PYCK HENPaBWILHO MaeHTUhMKaLWIM 06pasLoB BMONOMMUECKOTO MaTepuana;

i)} pucku, CBs13aHHblE c B3aMMOAeliCTBMEM c Opyrimm MeANLVHCKAMIA U3aenmamMun,
NPUMEHSIEMbIMU A9 AVArHOCTUKN MH eUTPO;

€e) pUCKW,  CBSI3aHHble C  HEBO3MOXHOCTbIO — OBC/YMBAHUS — WM Ka/MOPOBKM — M3-3a  CTapeHust
NPUMEHSIEMbIX MaTEPUAUIOB W/ NOTEPW TOYHOCTN CPEACTB U3MEPEHUS WW YTIPaBIEHWS.

7253 N3genus  po/mkHbl  GbiTb  paspaboTaHbl WM WM3FOTOB/EHbI TaK.  4TOGbl  CBECTM K MUHUMYMY

pUCKM  BO3HWMKHOBEHWA MOXapa WM B3pblBa Kak B MCMNPaBHOM COCTOSHMW, Tak W B YC/MOBUSX  E€AVHWUYHOMO
oTKasa.

Ocoboe BHMMaHWe [OO/DKHO  Oblb  yAeneHo  u3genvsM,  npegnonaraemMoe  MNPUMEHEHUE  KOTOpPbIX — BK/IHO-
yaeT BO3OENCTBME WM COBMECTHOE  MCMOSb30BaHWe C  BOCI/IAVEHSIOWMMWCA — BellecTBaMuM WM BeLLEeCTBa-
MMU. KOTOPbIE MOTYT BbI3BaTb BO3ropaHue.

7254 W3genns  pomkHbl  ObITb  CMPOEKTMPOBAHbI,  paspaboTaHbl M WM3TOTOBMEHbI  Tak.  YTOObI

obnierunTtb  6e30MacHoe  yaasieHne U yTWmM3aumio  (YHUUTOXEHWE)  JIoBbIX  OTXOAO0B, OCTATKOB WM HEHYMKHbIX
BELLIECTB.

7255 Mp Ha/MuMM  PUCKOB,  CBA3aHHBbIX C  paspylleHVeM,  pasyKOMIVIEKTOBaHMEM WA YTEYKOWA
BELLECTB, HEOGXOAMMO MPELyCMOTPETL COOTBETCTBYHOLLIE MEPbI 3aLLMTI.
7255 M3genvs  pomkHbl  06MagaTb  AOCTATOYHOM — CTAOWIBHOCTHIO  pabouMx — XapakTepucTvK — mpuv

HOPMa/lbHbIX ~ YC/IOBWSIX  3KCTUlyaTaluyMvm M BbiaepkvBaTb  BO3AEWCTBMS,  KOTOpble  MOTYT  MPOUCXOAUTb B
MPOTHO3VPYEMOM ~ paboYeM  OKDYXEHUW,  COXPaHsiTb  CTabWibHble — pabouse  XapakTEPUCTVKA — HA  MPOTSHKEHWN
BCETO CpOKA €ro  3Kcrulyarauwy, rnogpeprateCsi /oGO npoBepke M TpeGoBaHWsIM K OGC/YXKVBaHWIO B
COOTBETCTBM C TPEGOBAHUSIMI U3rOTOBUTESI.

726 3awura ot n3nyyeHus

7261 M3penuss  0O/DKHbl  ObITb  CMPOEKTMPOBaHbLI,  paspaboTaHbl UM U3rOTOB/MIEHbI  TakM  06pasoM,
ytoObl K&K MOXHO MeHblle fodgepratb  BO3AENCTBUIO  M3/lyY4eHUs B COOTBETCTBMM C  HasHayeHueM  usgenuii
nonb3oBatesiel WM ApyiMX UL, HE  YMeHbllas Mpu  3TOM  YCTaHOB/IEHHbIE  YPOBHW  M3/lyYeHUs,  HeobxomviMble
AN [OCTVXKEHUA AVarHOCTUYECKUX Lieneii.

7.26.2 VHCTpYKUMS N0 MPYMEHEHWIO  U30ENVSA,  TEHEpVPYIOLLEro  U3flydeHue,  [JO/DKHA  COAepXaTb
nogpo6Hyl0  MHOpMaLWIO O XapakTepe  FeHEpUpyeMoro  W3flydeHusl, CpeacTBax — 3aWwuTbl  Monb3osarenell  u

cnocobax, ¢ MOMOLLIbKO  KOTOPbIX  MOXHO n3bexarb HenpaBW/IbHOIO  NMpUMEHeHnA  3Toro m3pgesima . - UCKMTIOYUTL
PUCKKN, CBA3aHHbIE €r0 C MOHTaXKOM 1 BBOAOM B 3KCr/1yaraumio.

8  TpebGoBaHMsA OXpaHbl OKPYXatoLleil cpeabl

81 M3penua He [0/MkHbl ObiTb  WCTOYHMKAMM OMACHbIX U3MyYeHWA W BbiAENEHWA BpefHbIX Be-
LLIECTB, 3arpA3HAIOLLVX OKPY>KatOLLYHO Cpefy BbiLLie YCTaHOB/1eHHbIX HopM no FOCT 12.1.005.
82 B TeXHNYECKOW 1 3KCrTyaTaLyIOHHOV AOKYMEHTaLIMN Ha U38ENNSA [OMKHDBI ObITb YCTAHOB/1EHbI

TPe6oBaHVIA K YTUM3ALIMM BPeAHbIX MaTepyasios, 06pasyHOLLMXCS MW SKCTUTyaTaLumn U3AENiA.
9 KoMnnekTHOCTb
lMepeyeHb KOMMOHEHTOB, BXOAALLMX B U3AE/ME, YCTaHaB/IMBAIOT B TEXHUHECKMX YC/IOBUSIX HA 13Lenme.
10 Bwugbl NCNbITaHWA
Buab! v TpeboBaHus K McnbiTaHusam n3genmii no FOCT 51352 v AelicTBYIOLLEMY 3aKOHOAATE LCTBY.
11 MeToAbl UCTbITaHW

YcnoBsss M meTogbl  MCMbITaHuii  yctaHoeneHsl B TOCT P 51352, TOCT P EH 12322 n B TEXHWYECKON
[OKyMEHTaLM Ha U3/ KOHKPETHBIX BULOB.
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12 TpaHcnopTupoBaHMe N XpaHeHue
121 TpaHcnopTvpoBaHvie
1211 WHdoopMauyst  u3rotoBuTeNsl, MprBefeHHast B TEXHWYECKON  [JOKyMeHTaumm Ha  w3germve o6

OCOGEHHOCTSIX ~ TPaHCMOPTUPOBaHWS  [O/DKHA  YYMTbIBATECA  BCEMM  JIL@MM,  YYacTBYOLWMMM B XpaHeHwd, ne-
PEBO3KM M YTUNM3ALWAM (YHUMTOXEHNS) 3TOTO U3LENMS.

1212 TpaHcrnopTpoBaTb  U34enMA  cnegyeT  TPaHCNopTOM  BCEX BWOOB B KPbITbIX  TPAHCMOPTHbIX
CpecTBax B COOTBETCTBUM C NpaBUIaMm NepeBo30K, AEMCTBYIOLLMMI HA TPAHCTOPTE JaHHOrO BUAA.

1213 YcnoBus  TPaHCTOPTUPOBaHWSI  U3Ae/miA B YaCTU  BO3AENCTBMS  TeMnepaTypHbiX  (hakTopoB
[0/DKHbI COOTBETCTBOBATH TPEGOBAHNISIM TEXHUHECKVX YCIOBUIA HA M3AENMSt KOHKPETHBIX BIAOB.

1214 TpaHcnopTvpoBaH/e  M3AE/MIA  Mpu  Temneparypax, Tpebylowmx  COGMIOAEHNST  «XO/I0A0BOMA

uem»,  OGEeceuYMBaloLLEli  COXPaAHHOCTb  TEMMEPATYPHOrO  PeXuMa,  [JO/DKHO  OCYLLECTB/ISITCA B TEPMOKOH-
TellHepax  OHOPA30BOrO  MO/SIb30BAHWS,  COAEPXALUMX  X1afo3/IEMEHTH.. WM B TEPMOKOHTEliHepax  MHOro-
KpaTHOrO  MPVMEHEHUs C  aBTOMATVUYECKM  MOAMEPXVBAEMON  Temrneparypoii wwm B aBTopedipubkepaTopax C
WCMO/b30BaHVEM TEPMOVH/VKATOPOB.

1215 Vi3pgenvs,  TpaHCMOpPTVMPOBaHHblE  C  HapylleHMeM  TEMMepaTypHOro  pexuma,  NPUMEHEHMIO
He noanexar.

12.2 XpaHeHve

1221 V130envs B ynakoBKe U3roTOBUTENA CedyeT XPaHUTb Ha CKNaaax.

1222 YcnoBusi XpaHeHust uM3ge/mMiA M MX  KOMMOHEHTOB B 4YacTM  BO3AENCTBMA  TeMMepatypHbiX — chakTo-
POB [0/DKHbI COOTBETCTBOBATL TPEOOBAHISIM TEXHUYECKVIX YC/I0BUI Ha U3AE/NA KOHKPETHBIX BUAO0B.

1223 Ycnosuss  XpaHeHVst  OTAE/bHbIX — KOMMOHEHTOB  M3Ae/MA  Mocfie WX BCKPbITUA WM MOATOTOBKM K
NCMoMb30BaHMI0O B YaCTW  BO3AENCTBMA  TeMnepaTypHbiX (PakTOpOB W CPOKOB  XpaHeHWst  [O/DKHbl  COOTBETCTBOBATb
TPeboBaHWAM TEXHNUECKMX YCIIOBUA Ha M3 KOHKPETHbIX BALOB.

1224 XpaHeHve naenmin npy Temneparype ot 2 °C A0 8 °C A0/MKHO OCYLLECTBATLCS B XON0AW Tb-
HbIX KaMepax WM B XO/IOAWIbHUKAX, OOeCneuvBalolLmX —pPersiaMeHTVPOBaHHbIA  TEMMNEPATYPHBIA  pexumM C  exe-
[OHEBHOM pervcTpaupeli TemnepaTtypbl. XpaHeHue n3genvii HWKe

0 °C [Oo/mkHO OCYLIECTBNATLCS B MOPO3WIbHMKAX, OGECTEUMBAIOLLMX — PET/TAMEHTVMPOBAHHBIA  TEMMepaTypHbliA  pe-
XUM C ©XEOHEBHOW perucTpauveil Temreparypbl. XpaHEHWE CEeeTOYyBCTBUTE/bHbIX  W3OE/MIA  [JO/DKHO — OCYLLECTB-
NATLCS B TEMHOM MECTE.

1225 M3pennsa, XpaHuBLUMECA C  HapyLUeHVEM pPeriaMeHTMPOBAHHOIO pPexvMa, MPYMEHEHWIO He Mof-
niexar.

13 YHWYTOXeHue n ytunnmsaumsa

131 V3penua, npuwefume B HEMPUIOOHOCTb, B TOM 4MC/Ie B CBSA3M C  WCTEYEHMEM CpoOKa TOOHO-
CTW. nognexart ytmnnsaunn.

132 [JonyckaeTcsi  NOBTOPHOE  WUCMOMb30BaHME  BXOOALWWMX B HEMPUIOAHLIA A1 MPUMEHEHUST  KOM-

MJEKT  TEXHWYECKMX  KOMMOHEHTOB  M34emst  (MPM  COXPaHEHWM MMM SKCIU/lyaTalMoHHbIX — CBOICTB) B Mpegenax
CpOKa VX FoHOCTW.

133 M3penus, npuweawme B HETOAHOCTb, C  WCTEKIUMM CPOKOM  FOAHOCTY, SIBMSHOLUMECH  Mnopaen-
KaMW WM HE3aKOHHbIMMA  KOMMSIMW  U3OENMIA,  3apervcTpupoBaHHbX B Poccuiickoir  ®epepauumn, a  Takke W3-
Oenvsi.  oBGHapy)eHHble M KOHJIMCKOBaHHble  TaMOXEHHbIMW — opraHamy  Poccuiickoli  degepauym  nNpu MX  BBO3e
Ha TeppuTopuo Poccuiickoii deaepalyn, NOL/IEXaT YHUUTOXEHUHO WK YTWIN3ALWN.

134 YHUWUTOXEHVE  M3OeMMIA  OCYLUECTBMISIETCH  OpraHM3auMsMy,  UMEKOWMMM  COOTBETCTBYHOLLYHO
JMUEH3NI0, Ha  creupasibHO  OGOPYAOBaHHbIX — M/oadKaX, MOMMIOHAX W B MOMELEHWSIX B COOTBETCTBUM C
TpeboBaHMAMY,  NPEOYCMOTPEHHbIMM  CyLLECTBYOLMMK  deaepasibHbIM -+ 3aKoHaMK, W C  COOMoAeHVEM  06si3a-
TesbHbIX TPeGOBaHWIA N0 OXPaHe OKPY)XaOLLIE cpeapb!.

135 W3rotoBuTeNb,  MOCTABLUVMKM,  MPOAABUbl,  UMMOPTEPbI  MOMYT  OCYLUECTB/STb  YHUHTOXEHWE
V3OenWiA, MOTepsBLUMX CBOM  MOTpebWTeSlbCkME CBOMCTBA WM C  WCTEKWUMM  CPOKOM  TOAHOCTM, MNpWU  WC/OML30-
BaHWN METO/IOB, COrM1acoBaHHbIX C  TeppuTopMasbHbIMM opraHamu, OTBETCTBEHHbIMM 3a CaHWTapHO-
3NUAEMMO/IOTNYECKOE G/1aronosTyune HaceNeHusl.

13.6 Viagenmsi BO  BHELUHEW  YNakoBKe C  Ha/MuMeM  NpegynpeautesibHblX — 3HAKoB 06 OMAcHOCTM
C/leflyeT YHUUTOXATb C COB/IOAEHNEM COOTBETCTBYHOLLMX MEP 6e30MacHOCTM 1 AE3aKTUBALIN.
13.7 XKnoKve KOMMNOHEHTBI (PeareHTbl, PeaKTVBbl) YHUUTOXAIOTCS pa3faB/iiBaHNEM BHYTPEHHEN

YNakoBKA C nocneaywoimm passegeHmem BO,EI,OVI 1:100, C/IMBOM pacTBopa B KaHaU/mM3auyto n BbIBO30M
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ocTatka YNakoBOK KaK  MPOU3BOACTBEHHbIA WM GbITOBOV  Mycop. TBepfble  KOMMOHEHTbI  Mog/iexar — apobre-
H/O.  MOC/efytolleMy pasBefieHMi0  Bofoli B coOTHOWweHuM 1:100. C/MBOM — pactBopa B MPOMBILLUIEHHYHD — Ka-
Ha/M3aLMI0 M BbIBO3OM  OCTATKOB  YMAkOBOK  Kak  MPOWM3BOACTBEHHOTO WM GbITOBOTO  Mycopa.  KOMMOHEHTb!
U3enii, HepacTBOPUMbIE B BOAE, YHULUTOXAIOT MYTEM CKUTaHNsI.

138 W3nenns, cogepxalime  MoTEHUMANbHO — OnacHble  Marepuanbl, Neped,  YHAUTOXEHWEM  OO/K-
Hb! 6bITb 06E33aPaXKEHbI B COOTBETCTBUN C AECTBYIOLLIMM 3aKOHOAATE/T,CTBOM Poccuiickoii deepauym.
139 TexHuyeckMe  MPUCTOCOBNEHNS,  MPUHALJIEXHOCTY,  BXOASLUME B KOMIVIEKTALMIO  M3Aenus,

noj/iexxar MEeXaHU4YeckoMy paspylleHM0 C  BbIBO3OM  OCTATKOB  KaK  MPOW3BOACTBEHHOTO WM ObITOBOIO  MyCO-
pa 1nm CKUraHuio.

13.10 MepcoHan, OCyECTBNAIOWMI  YHUMTOXEHVWE — W3OE/WiA, [JO/KeH cobnmogate  npaBuna  6es-
OnacHOCTN NPOBEAEHMNS TOr0 WM MHOTO CNoco6a YHUUTOXEHWS.

14 T[apaHTUX U3rotToBUTENA

141 B TexHMYecKMX YCMOBMAX Ha M3OeMs  [O/MKHbl OblTb  YCTAHOBMEHbl apaHTWiAHbIe CPOKU  rof-
HOCTW M3AE/NIA.
142 FapaHTUHBLIA  CPOK  TOAHOCTM  U3OENUIA  yCTaHaB/MMBaeTCA CO  AHS  NPUEMKA  U3OE/Us  OTAESIoM

KOHTPO/1A N3roTOBUTESIA.
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MpunoxeHve A
(pexkomeHayemoe)

O6LuMe TPe6oBaHMS K COAEPKaHII0 MHCTPYKLM MO MPUMEHEHWIO U3Aens

VIHCTPYKLWA MO NPUMEHEHWIO U3AE/WS [O/DKHA COAepKaThb CrieaytoLve pasaesb!:

* HB3MAYeLLB:

* XapaKTepucT/ka N3penms:

*aHa/IMTUHECKVE XaPaKTEPUCTVIKV U3AENNS:

-Mepbl NPEAOCTOPOXHOCTY MNPy paboTe ¢ U3genvem:

*060pyA0BaHVe U MaTeprasibl, HEO6XOAVMbIE NMPU paboTe C n3genvem:

saHa/mM3npyemble NpobbNoObEKTHI (Mpy HeobxoauMoCTU

*0IrOTOBb KOMMOHEHTOBM3Aem1A AN UccnefoBaHns (Mpy HEO6XoAMMOCTH);

*NpoBeAEHNE NCCEA0BaHMS (QHAIN3A):

epacyeThl (NpK HE0BX0AMMOCTW):

*yC/I0BUS XPaHEHWIS, TPAHCMOPTUPOBAHUA 1 SKCT/yaTaLmn n3nenvs.

ICI B pa3gerne «HasHaueHne» fomkiki ObITb yKasaHsb!:

*10/1HOE HaVIMEHOBaHVIe U3AEe/S:

*rpeAHasHaueHve U3Aevs 1 erogoarHoCTUIeckas posib.

A2 B pasgene «Xapakrepuctvika n3aenus» Ao/mcbl ObITb yKasaHb!:

*COCTaB U3aenus:

* Y/CM0 aHa/I3MPYyeMbIX MPOG BMOOMMUECKOTO MaTepuana:

*MP»MLMIN METOAA, MOJIAXEHHOTO B OCHOBY pabOoThbl U3AE/A.

A.3 B pasgene «AHa/IMTUHECKVE XapaKTepUCTVKA U3AENNS» AO/DKHbI ObITb YKasaHb!:

CreumtMyHOCTb U3aenmns (Npyv HE0GXOAVIMOCTH):

- YyBCTBUTESIbHOCTb (MUHUMaUTBbHOE KO/TMHECTBO BELLECTBA, Ky/TbTYPbl MYKPOOPraH 3ma Win akTMBHOCTb hepmeHTa,
onpegensemMble N3aBrMBM).

- BOCNPOW3BOAMMOCTb Pe3y/bTaToB (KO3PhMLMEHT BapuaLmy pesynbTaTos OnpeaesieHuns, npy HeobxoaumMocTw):

*[VianasoH onpesessieMbIX KOHLEHTpaLWiA BeLLecTBa (W aKTUBHOCTU (DEPMEHTA):

*/IMHEHOCTb OMpeaeneHns B ganasoHe onpeaensieMbIX KOHMEHTPaAoM BeLLecTsa (M akTUBHOCTY dhepMeHTax npu

HeobXxoaMMOoCTL:
*3HAYEHVIS KObI3EHTPaLWI BeLLeCTBa (W aKTUBHOCTU (DEpMEHTA), COOTBETCTBYHOLLIE HOPM&J/TEHBIM.
A4 B pasgene «Mepbl NpefoCTOPOXHOCTY NPK paboTe C U3aenem» [0J1X0bl 6bITb YKasaHbl Mepbl 6e30nacHo-

CTW. NO3BO/IAIOLLIME MPEeAOXPaHATL onepaTopa 0T BO3MOXHOIO BPeAHOr0 B/IMAHWS KOMMOHEHTOB U3LE/UA Ha OpraHu3m.

A5 B pa3gene «O6opyaoBaHue 1 MaTepuasibl, HEO6X0AUMble Npy paboTe ¢ U3Ae/IMEM ». IONMKT-bl ObITb Yka3a-
Hbl:

* PEKOMeH/lyeMoe 1sMepTesbHoe 060pyjoBaLLIE;

-A03VipyIoLLe YCTPOICTBA:

*[Ipyroe 1Crosb3yemoe 060pyAoBaHNe (TEPMOCTAT, BCrPSXMBATESIb. BUOPALWIOHHbIV CMECUTE b, LUTATVUB U T. 1N.);

eflabopaTtopHas nocyga:

sMarepuarb! v peareHTbl, He BXOASALLYE B COCTaB U3Ae/us.

A.6 B pa3gene «AHarmsnpyemble Mpobbi» A0/MKHbI ObITb YKa3aHb:

*BIJ], aHa/TM31PYEMOro G1O/IOTMHECKOro MaTepuasia:

eripoLielypa nostyHeHns aHasm3vpyemoro 61osIorMyYecKoro Marepuasa (Mpy He0GXoAMMOCTUX

*OrpaHn4eHns o KCnosIb30BaHUI0 aHaIM3MPYEMOro MaTepuana:

*yC/10BUS BO3MOXXHOTO XpaHeH!s aHarM3vipyBMbIX 06pasLIoB G1OMOMMYECcKoro Marepuaa.

A.7 B pazgene «[loarotoBka KOMMOHEHTOB A1 UCC/IeA0BaHNA (aHaU13a)» A0/DKHDBI ObIThb YKka3aHbl METOAbI:

* IPUrOTOB/IEHUS peareHToB (Mpy HE0GXOAVIMOCTH):

*MOZIrOTOBKYN KOMIMOHEHTOB (MY HEOOXOAVIMOCTWY):

-NPUroTOB/IEHNS KAIMBPOBEHHLIX MPO6 (NMPY HaUIYUK 1 (UIK) MPU HEOBXOAUMOCTHY):

*[PUroroeneLLA KOHTPOJILHOM Cbeoponrv (NP HATYAK 1 () NP HEOBXOAVIMOCTH).

A8 B pasgene «[posefemTe 1ccrefoBaHns (aHamsa)» A0/MkHbI 6bITb YKaszaHb!:

*pacxof, Kaxxaoro KOMMoOHEHTa (peareHTa):

*rnocreoBaTesIbHOCTb NPOBEAEHMST 3TAMNOB UCC/IEA0BaHMS (QHAIN3A):

*HeoOXoAMbIe AOMO/THUTEMbHbIE MpoLeaypb! (MPOMbIBKA, MHKYOUpOBaHME, BCTPSIXMBaHUE U T. 1.);

*rpoLieaypa U3MepPeHUs 1 OLeHKV pesyribTara (LBET, pasmepbl KOSIOHUi 1 f0.X

A9 B pazgene «PacyeTbi» A0/DkHbI ObITb YKasaHb!:

*Croco6bl NOCTPOEHNS KasIMBPOBOHHO KPUBOWA (MY HEOBXOAMMOCTUX

*chopMy/ibl pacHeTa CofiepKaHys onpeaensieMoro BeLLecTBa (aKTVBHOCTM chepMeHTax

*1CMOMNb3yeMble KOMMBIOTEPHBIE NPOrpamMMbl (MPY HEOOXOAUMOCTW).

A10 B pasgene «YCMoBuA XpaHeHWs, TPaHCTIOPTUPOBAaHWA W 3KCrUTyaTauyn U3Oenus» O0/MkHbl OblTb  yKasaHbl:

*yC/I0BYS XPaHEHUA U3ae/vis;

*yC/I0BYIS1 TPAHCTIOPTUPOBAHNSA N3LENNS:

-CpOK rOHOCTU Maferms:
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CPOK FOZIHOCTU BCKPbITbIX KOMIOHEHTOB U3LE/NST;
CPOK FOZIHOCTU NPUrOTOB/IEHHBIX /1151 PAGOTHI KOMMOHEHTOB (PEAreHTOB).
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