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Mpeaucnosune

1 PA3PABOTAH depepanbHbiM rocyaapCTBEHHbIM O0aKETHBIM yyupexxgeHmem
3apaBooxXpaHeHunsi «ONOBHOWM LEHTP TUr1eHbl u anuaemuornorumy degepanbHoro Meaunko-6nonornyeckoro
areHcTea.

2 BHECEH TexHuyeckum komuteTom no craHgaptusauumn TK 380 «KnuHuyeckne nabopaTopHbie
UCcCcneaoBaHus M AUarHoCTUYECKNe TECT-CUCTEMbI UH BUTPOX.

3 YTBEPXOEH W BBEOEH B [JEWNCTBUE T[pukasom desepanbHOr0 areHTcrsa no
TEXHUYECKOMY PErynmpoBaHunio U MeTponorumn ot 8 Hoabpa 2013r. Ne 1483-ct

4 B3AMEH OCT P 51088-97

lMpasuna npumeHeHus Hacmosweeso cmaHdapma ycmaxosneHbl 6 FOCT P 1.0—2012 (pasfen 8).
Unpopmayusa 06 usMeHeHUsX K HacmosuieMmy cmaH0apmy rybnukyemcs 8 exe200HOM (110 COCMOSAHUK Ha
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meKkem U3SMEHeHull U ronpasoKk — 8 EXEeMECAYHOM UHPOPMAaUUOHHOM ykaszamerne «HauyuoHanbHble
cmaHOapmbly. B cnyyae nepecmompa  (3ameHbl) unu  OmMMeHbl  Hacmoswieeo  cmaHdapma
coomeemcmeyiowee ysedomneHue 6ydem onybnukoeaHo & bnuxaluwem ebirycke UHpOPMayUuOHHO20
yKasamensa «HayuoHanbHbie cmaHlapmbly. Coomeememsyrowas uHgopmayus, yeedomneHue u mexkemsi
pasmewjaromes makxe 8 UHGOPMauuoHHoOU cucmeme obujeao nob308aHUs — Ha oguyuanbHoMm calime
®edepanbHO20 aseHmMemea o MEXHUYECKOMY peeaynuposaHuro U memposiosuu e cemu UHmepHem
(gost.ru)
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HAUWOHANBHBLIN CTAHOAPT POCCUNCKOWN DEOEPALUMU

MEOWLUMHCKUE U3OENUA onA QUArHOCTUKAU UH BUTPO
PeareHTbl, HA60pbI peareHToB, TECT-CUCTEMbI, KOHTPOJIbHbIE MaTepPUanbl, NUTaTesibHbIE cpeabl.
TpeGoBaHUA K M3ONIUAM M NOAAEPKUBAIOLLEN JOKYMEHTaLUmn

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

Oara BBepenna — 2015—01—01

1 Obnactb NnpUMeHeHUsA

HacTroswwmii ctaHgapT pacnpocTpaHAeTCs Ha MeaULMHCKUE U3aenusa Ana AUarHoCTUKN UH BUTPO Npu-
POAHOrO UMM UCKYCCTBEHHOTO MPOUCXOXAEHUS, NPeaHa3Ha4YeHHble AN NPUMEHEHUA B MEAULMHCKON npak-
TUKE U UCMONb3yEMbIE€ B KNMMHUKO-AMATHOCTMUYECKUX NnabopaTopusix, BbINMOMHAOWMX GakTepuonorndeckme,
6UOXUMUYECKNE, UMMYHONOMMYECKME, MeaNKO-OMONOrMyeckne, MeANKO-reHeTUMECKME U Apyrne guarHocTu-
YecKkue UH BUTPO UCCNEdOBaHWSA, a TaKe Ha COCTaBHbIE YacTu 9TUX U3AENWIA, UMEKoLLMe (DYHKLMOHANbHOE
MEAMLMHCKOE Ha3HaYeHWe N U3roTOBNAEMbI€ OTAEMbLHO.

OnA KOHTPONbHBLIX MaTeEPUanos, BXOAALLMX B COCTAB U3AENUSA UMK BbINYCKAEMbIX OTAENLHO C YYETOM
ux cneyndukm, HeobxoaAMMO AOMNONHUTENBHO y4uUTbIBaTL Tpeb6oBaHus FOCT P 53133.3.

Ha ocHoBe HacTosiLero ctaHgapTa AgonyckaeTcs, pa3pabaTbiBaTb TEXHUYECKYIO U SKCMIyaTaLUOHHYIO
JOKYMEHTAaUMIO Ha M3genua 4na CaHUTapHO-3MMAE MUONOrMYECKUX NCCreaoBaHMA.

HacToswwumin cTaHaapT He pacnpoCTPaHsEeT sl Ha cTaHAAapTHbIe o6pasubl U kanubparTopsl, Tpebyowme
yCTaHOBMEHUA TUNa cTaHaapTHoro obpasua, UCNonb3yemMble NPW Banujauuu MeToA0B U BHELUHEN OLEHKU
kavectsa nabopaTopHbIX UCCNEA0BAHUN.

Hacrosawmii ctraHgapT He pacnpoCTPaHAETCA Ha CbIBOPOTKU ANArHOCTMYECKME M aHTUTOKCUYECKUE
nevebHble (4Ns UH BUBO).

HacTrosAwuin ctangapt He pacnpocTpaHseTca Ha obopyaoBaHue Ans AMarHOCTUKM MH BUTPO (npubo-
pbl, annaparbl, aHanU3aTopbl, aHaNUTUYECKME KOMMIEKChl, CPEACTBA UBMEPEHUS U NpPOrpaMmHoe obecne-
YeHue ykasaHHOro o6opyaoBaHus).

2 HopmaTuBHbIe CCbINKKU

B HacTosiLiem cTaHaapTe MCNONb30BaHbl HOPMATUBHBIE CChIJIKU Ha CriefyloLmMe CTaHaapThbl:

FOCT P 1.4 - 2004 Cranaaptusauus B Poccuiickon Pepepauumn. CtaHgaptbl opraHusauuin. Obwme
NONOXeHus

rCT P 15.013-94 Cwuctrema pas3paboTkM M MOCTAHOBKM MPOAYKLUMM Ha NpPOM3BOACTBO.
MeauuuHckne nspenua

FOCT P 51609 — 2000 N3penua meauuuHckue. Knaccudukauyums B 3aBUCMMOCTU OT MOTEHLMANbHOrO
pucka npumeHeHus. Obwue TpeboBaHuA

FOCT P 52905 - 2007 (MCO 15190:2003) NaGoparopun meauuuHckue. TpeboBaHua 6e30nacHOCTH

FOCT P 53133.3 — 2008 TexHonoruu nabopaTtopHble knuHu4Yeckue. KOHTpOrb kayecTBa KIIMHUYECKUX
natopatopHbix uccnegosanuin. Yacte 3. OnucaHue maTtepuarnoB AN KOHTPOMNS KavyecTBa KIMHWUYECKUX
naGopaTtopHbIX uccneaoBaHumn

FOCT P 54147 — 2010 CTtparernyecknini ¥ UHHOBALMOHHBIA MEHEKMEHT. TepMUHbI U onpeaeneHus

FOCT P EH 12322 - 2010 Uspenua meauUMHCKUE AN AUArHOCTUKM in vitro. MNMutatenbHble cpeabl
ana mukpoduonorun. Kputepumn pyHKUMOHAaNbHBLIX XapakTEPUCTUK NUTATENbHLIX Cpeq,

FOCT P NCO 15223-1 — 2010 U3penua meauumHckme. CMMBOIbI, MPUMEHSIEMbIE NMPU MAPKUPOBAHUU
Ha MEAMLIMHCKUX WU3AEenuAX, 3TUKETKaX U B CONpOBOAUTENbLHOM AOKyMeHTauuu. Yacte 1. O6wwme
TpeboBaHus

FOCT 2.114 - 95 EauHan cuctema KOHCTPYKTOPCKON AOKYMEHTaLmMKn TexXHu4eckue ycnoBus

MOCT 2.601-2006 EpauHas cuctemMa KOHCTPYKTOPCKOW JOKyMEHTauuu OKCnnyaTauuoHHbIe
OOKYMEHTbI

M3paHue ocbuumanbHoe
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FOCT 12.1.005 — 88 Cucrema craHgaproB 6esonacHoctu Tpyaa. Obwme CaHUTapHO-TUTMEHUYECKnE
TpeboBaHuA K BO3ayXy pabo4en 30Hbl

FOCT ISO 14971 — 2011 Usgenua meauumuHckue. NpuMeHeHne MeHeaKMeHTa pucka K MEAULIMHCKUM
n3genuam

MpumMeyvyaHue — lNpu nonb3oBaHMKM HACTOSALMM CTaHAaAPTOM LienecoobpasHo NpoBepUTb AEWCTBUE CChI-
JIOYHbLIX CTaH4apToOB B MH¢OpMaLWIOHHOI7I cucreme 06u49ro Nnofib3oBaHUA — Ha OCquMaanOM caiTe CDenepaanoro
areHTCTBa NO TEXHUYECKOMY peryrnupoBaHuio U METPONOrMn B ceT MHTEpHET MNKU No exerogHoMy WHGOPMaLMOHHOMY
yKasaTtento «HaLWIOHaJ'IbeIe CTaHAapTbI», KOTOprI7I OI'Iy6J'II/IKOBaH Mo COCTOSAHUIO Ha 1 AHBapPA Tekyuwlero roga, U no Bbl-
nyckam exemecsiyHoro MHopMaLMoHHOro ykasaTens «HauuoHanbHble cTaHgapTbi» 3a Tekywui rog Ecnu 3aMmeHeH
CCbINOYHbLIA CTaHAapT, Ha KOTOPLbIA AaHa HeAaTUpOBaHHas CCbiflka, TO PEeKOMEHAYETCA UCNONb3oBaTb AENCTBYIOLLYI0
Bepcuto 3Toro ctaHaapTa ¢ y4€TOM BCEX BHECEHHbLIX B AaHHYIO BE€pCUlo U3MeHeHu. Ecnu 3amMeHeH CCbINOYHbIA CTaH-
JapT, Ha KOTOpbIi aHa faTupoBaHHas CChifika, TO PeKOMEHAYETCA UCMONb30BaTh BEPCUIO 3TOrO CTaHAapTa € yKasaH-
HbIM Bblle rOAOM YTBepXAeHUs (NpuHATMS). Ecnu nocne yTBepXAeHWA HAcTOSALWEro CTaHgapTa B CCbUIOYHbIA CTaH-
AapT, Ha KOTOprI7| AaHa AaTupoBaHHasA CChblfika, BHECEHO U3MEHeHue, 3aTparnsarwiee nonoxeHne, Ha KOTopoe gaHa
CCbifika, TO 3TO MOSIOXKEHUE PEKOMEHAYETCA NPUMeHATb 6e3 yyeTa [aHHOro UsMeHeHus. Ecnu ceuinodHblil cTaHaapT
oTMeHeH 6e3 3aMeHbl, TO MoMNoXeHWe, B KOTOPOM JlaHa CChifIka Ha HEro, peKOMEHAYETCA NPUMEHSATL B YacTW, He 3aTpa-
rmBatoLemn 3Ty CChIKY.

3 TepMmuHbI U onpeaeneHus

B HacToALem ctaHgapTe NpUMEHEHb! Crneayowmue TEPMUHbI C COOTBETCTBYIOLLMMKU ONpeaeneHnAMU:
31 aHanut: KomnoHeHT npoObl, yKa3aHHbI B HAUMEHOBAHUM UCCNEAYEMOro CBOMNCTBA MNU U3-
MepPAEMON BENUYMHBI.

MpumevaHua

1 B knuHu4eckoii nabopaTopHoii AMarHoCTUKe aHanm1Tbl MOryT MMETb PasnUYHbIN XapakTep:

a) U3NYECKUX CBOWCTB,

6) XUMWUYECKNX 3rTeMeHTOB, NOHOB, HEOPraHU4YeCKUX MOJEeKyIT;

B)  OpraHW4ecKkux CTPYKTYp Maroi MomneKyrnspHOi Macchl;

r)  MaKkpoOMOMEKysn ¢ W3BECTHOI UNKU NpUBNN3NTENbHO YCTAHOBMEHHOW CTPYKTYPOi U cneyndudeckummu 6uono-
rM4eckuMu cBorcTBaMu,

A)  KIETOK, UX CTPYKTYPHBIX 3/IEMEHTOB UMK KNETOYHBIX CUCTEM,

e) MuKpoopraHusmoB (6akTepuii, BUPYCOB, a Takke rpubos W napasuTapHbiX OpraHM3MoB pasMepamu Ao 1
MM), UX CTPYKTYpPbl U CBOICTB.

2  AgantuposaHo [FOCT P 52361, ctatba 17].

3.2 aHanor: [poayKkunsi 0Te4eCTBEHHOro unu 3apybexHoro npousBoacTea, nogobHas cpasHuBa-
eMomMy usgenuto, obnagatowas cxoacTBoM (PYHKLUMOHANbHOIO HA3HAYEHUS U YCNOBUI NMPUMEHEHUS.

3.3 BHELWIHAA ynakoBka: J1loGon maTtepuan, NPUMEHEHHbIM ANS YNaKOBKU NOBEPX BHYTPEHHEWN
YMakoBKM UNKN yNakoBOK MEAULMHCKOrO U3aenus, KOTOPbIA MOXET COCTOATb U3 €AUHCTBEHHOIO KOMMOHEHTA,
U3 HECKONbKUX UMM COBOKYMHOCTU MAEHTUYHBIX MU PasIUYHbIX KOMMNOHEHTOB.

MpuMeuaHune—AgantuposaHo u3 ISO 18113-1, onpegenexue 3.49[1].

3.4 BHYTPEHHAA yNakoBKa: YNaKkoBKa, KOTOpasa 3awyLiaeT KOMMOHEHT MeAULMHCKOro usaenus
OT 3arpsi3HeHUs U ApYrux BO3AENCTBMI OKpyXatoLen cpeabl.
3.5

Mpumep — NepMeMUYHO 3aKpbIMas amnysa unu ny3bipPeK, MewoYyex us (osnbau, 3aKpsimblil
nakem u3 nnacmuka

MpuMeyvyaHmnsa:
1 He BkntovaeT B cebs1 ynaKoBOYHYO NMPOKIaAKy.
2 ApanTtupoaHo U3 ISO 18113-1, onpegeneHue 3.24 [1].

3.6 OUarHocTuka uH BuUTpo: OnpedeneHne Hanuuua u (Mnun) KONMYECTBEHHOrO0 COAepXKaHUA
KIMHWUYECKM (AMarHOCTUYECKN) 3HAYUMbIX aHANIMTOB 3HAOMEHHOM U (MNIM) 9K30reHHOW NPUPOAbLI, B TOM YuCne
BblAENneHne u uaeHTudUkauma MMKpOOpraHu3MoB (GakTepuin, BUPYCOB, rpuboB, napasuTapHbIX OpraHu3-
MOB), WX TOKCMHOB W APYrMX NPOAYKTOB >XU3HEAEATENbLHOCTU B 00OpasLax buonormdeckux matepuanos (buo-
NOTNYECKNX XNOKOCTEN, IKCKPETOB, TKAHEN), B3ATbIX UMW BbIAENEHHbIX U3 OpraHu3ma Yenoseka.

3.7 u3rotoButesnb: duU3nYEcKoe UnNKu IPUANYECKOE NULO, OTBETCTBEHHOE 3a NPOEKTUPOBAHUE,
M3roTOBJIEHNE, YNAKOBLIBAHWE W/UMN MAPKUPOBKY MEAULMHCKOIO M3ENnnUs, YCTaHOBKY/MOHTAaX Unm moaucu-
Kauuio MeaULMHCKOr0 U3aenusi nepes BbiMyCKOM €ro B obpalleHue unv BBOAOM B SKCMAyaTauuio, He3aBu-

2
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CUMO OT TOrO, BbINONHAET N 3TU onepaunn BbILLEYNOMAHYTOE NULIO NN TPETbA CTOPOHA OT €ro UMEHHU.

MpuMedaHunsa:

1 K onpepeneHunto nsrotoBuTeNsa MoryT 6bITb NPUMEHEHb! HaloHanbHbLIe N pernoHarnsHbe npasuna.

2 M3roToBUTENSAMU TaKxKe SABMAIOTCA Te fuua, KOTOpble BBIMOSMHAOT NO KOHTPaKTy (PYHKLUUKU cTepunuaanun,
YCTaHOBKM, NMepemMapkupoBKu, Nepeaernku, nepeynakosku unu paspaboTku cneuundurkalmii, 1 nepBoHavanbHble AUCTPU-
BbIOTOPbI MHOCTPaHHBIX NPEANPUATUIA, BLINMOMHSAIOLME LaHHbIe (PYHKLUUN.

3 AgantuposaHo FOCT ISO 14971, cTaTbs 2.8.

3.8 usmMepeHue: pouecc (COBOKYMHOCTb onepauui) 3KCNEPUMEHTANbHOrO MOMyYeHUs OAHOro
unu 6onee 3Ha4YeHUn BENUYUHDI.

MpuMeyvyaHunsa:

1 OTanbl NpoBeAeHNa U3MePeHNs OT NofydyeHus npobbl, NpeobpasoBaHua aHanuTa B (opMy yaobHylo Ans
U3MepEeHUs, MOSyYEHNSA BENMUYMH B CPeACcTBe U3MepeHus U 06paboTku nonmyveHHbIX pesynbTaToB SABMATCS YacTAMM
npouecca namepeHus. B pesynstate npouecca M3aMepeHUs MoryT GblTb NONYYEHbl KONUYECTBEHHbIE UK KaYeCTBEHHbIE
JaHHble, NpefcTaBnsaoLLue MHPopMaLMIo, 3HAYUMYIO ANA AUArHOCTUKK.

2 KavecTBeHHble faHHble — pe3ynbTaT, NOMYYEeHHbIR AUXOTOMUYECKUM AefNeHWeM No onpeaeneHHOMY npu-
3Haky.

lMpumep — [JaHHbIe UMMYHOGepMEeHMHO20 aHanu3a (UPA) Ha Hanuvue uHpuyuposaHHocmu nayueHma
onpedensemcs Mo nNpu3HaKy onmu4veckol mnomHocmu (Of1) npo6bi 6onbuie unu meHbuwe Of1 Kpumuyeckozo e
daHHol cucmeme.

3 KwusmepeHuto He OTHOCATCS BU3yanbHOE UCCReAOBaHME CBONCTB, HanpuMep uBeTa.

4  depeparnbHble OpraHbl UCNOMHUTENBHON BNACTU, OCYLWECTBAAIOWME HOPMATUBHO-NPABOBOE pe-
rynupoBaHue B 0oBnacTax AEsTENbHOCTU (3APAaBOOXPAHEHUs), ONPEAEnsiioT U3MEpPEeHUs, OTHOCALMEeCs K
cdhepe rocyfapCTBEHHOTO PErynupoBaHus 00ecnevyeHns eauHCTBA U3MEPEHUI, U YCTaHABAMBAIOT K HUM
obA3aTenbHble METPONOrnyeckne TpebOBaHUA, B TOM YUCNE NOKA3aTeNu TOMHOCTU u3mepeHui [2].

3.9 KoA4 napTum (cepum), HOMep NoTa: ACHO pasnuuumbii paa uudp unu Gyks, KOTOPLIN che-
uncpuyeckn naeHtTuuumMpyet napTuio M MO3BONAET NPOCNEAUTbL UCTOPUIO €€ NPOM3BOACTBA, YNAKOBKM,
MapPKUPOBKM W pacnpeaeneHus.

3.10 KOMMOHEHT: YacTb 3aBEPLUEHHOrO, YNakoBaHHOTO U MAapPKUPOBAHHOTO MEAWULMHCKOIO u3ae-

nus.

MpuMmevyaHunsa:

1 KoMmnoHeHTEl MOryT BKto4aTh B ceba peakTuBbl (aHTUTENa, depMeHThl, BydepHble U nuTaTenbHble pac-
TBOpPbI, pa3baBuTeny), kanubpaTopel, KOHTPONbHLIE MaTepuansl U Apyrue npegMeTsl U Matepuansl.

2 ApanTtupoBaHo u3 [3].

311  KOCBEHHbIA PUCK: PUCK, BO3HUKAIOLMIA BCREACTBME MPUHATUS OLUMGOYHOTO MEAWULMHCKOro
peLleHus, B pesynsrate NpUMEHeHUs U34enusa HU3KOro KavyecTBa, MopyYn B NpoLEcce XPaHEHUA UNKU Heao-
CTOBEPHON MHAOPMaLUK O €ro CBOMCTBAX B MHCTPYKLIMM U3TOTOBUTENS, CONPOBOXAAIOLLEN u3aenue.

312 MeAMLMHCKOe usgenue AfA OAUMArHOCTUKM MH BUTPO: JIioGoe meauumHckoe usgenue,
npeaHasHa4YeHHOE N3roToBUTENEM ANg uccregoBaHus 6e3 KOHTakTa ¢ naumeHTom o6pasyos 6uonormvecko-
ro marepuana 4yernoeeka npu oTAENbHOM NPUMEHEHUN MU B KOMOMHALIMKM C APYITUMU MEAULMHCKUMU n3ae-
NMAMU UCKIIOYUTENBHO C LEMbIO MONYyYEeHUs AaHHbIX OTHOCUTENBHO (PU3MONOTUYECKOr0 UK NaToNOrn4ecKko-
ro COCTOSIHUSA, U (MNM) OTHOCUTENBHO NPOBNEM BHYTPUYTPOOHOTO PasBuUTUA Nnoaa, u (Mnu) ansa MOHUTOPUH-
ra TepaneBTUYECKMX MEPONPUATUI, U (UNK) ANA onpeaeneHus COBMECTUMOCTU TKAHEN.

MpumMevyaHunsa:

1 HaHHoe onpeaeneHue agantuposaHo Pabodeit rpynnoi no rnobansHoi rapMoHusauum [4].

2 MoxeT 6bITb UCMONB30BaHO OTAENLHO UMK B KOMBUHALMM € MPUHAZANEXHOCTAMU UMM APYTUMU MEAULIMHCKAMU U3ae-
UsMA.

3 MeavuuHckvue mM3genua Ans AUArHOCTUKW MH BUTPO MOTYT BKMKOYaTh eMKOCTU AnA cBopa u xpaHeHus o6-
pasLoB, nNporpamMmHoe obecneveHne U CBA3aHHblE C HUM UHCTPYMEHTLI, MNpubopkl Unn apyrue npeameTsl, UCMONb3ye-
Mble AN Lenei uarHoCTUKK UNK B NOMOLLb ANarHOCTUKE, HO He paccMaTpuBaeMble B JaHHOM cTaHaapTe.

3.13 HaGop peareHTOB (peakTUBOB): KOMNNEKT cneuunanbHo Nogo0paHHbIX peareHToB (peakTu-
BOB), COCTaBHbIX YacCTel U MHCTPYKLMIA MO NPOBEAEHUIO aHanu3a, npeaHasHa4YeHHbI ANs OnpeaeneHnst uH
BUTPO OJHOrO KOHKPETHOrO BeLlecTBa, BO30yauTens (MnNu akTMBHOCTU (PepPMEHTA), HECKONMbKUX KOHKPETHbIX
BELUeCTB, BO3OyauTenemn (Unu CyMmMapHoOW akTUBHOCTU (DEPMEHTOB), a TaKKe ANsl AETEKUWUM y4acTKa FeHo-
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Ma. COBOKYNHOCTb KOMMOHEHTOB, KOTOPbIE€ yNakoBaHbl BMECTE M NpEeAHasHaYeHbl AN BbINONHEHUA cneun-
huueckoro nccnegoBaHusl AUArHOCTUKU UH BUTPO.

MpuMeyvyaHua:

1 KomnoHeHTbl Habopa peareHTOB MOryT BKNkoYaTb B cebsi peakTuBbl, aHTUTena, hepMeHTbl, bydepHble
pacTBopbl, pasbaBuTenu, kanmépaTopel, KOHTPONbHLIE MaTepuUansl U Apyrie NpeAMeThl U MaTepuarns..

2 ApnarmmposaHo u3 ISO 181131, onpepenenue 3.32[1].

3.14 HopmaTMBHbLIN AOKYMEHT: [IOKYMEHT, yCTaHaBnuBaioWmi npasuna, obwme npuHumMnbl unu
XapakTepuCTUKM, KacaloLMecs pasfuMyHbIX BUOB AEATENLHOCTU UMK UX pe3yrnbTaToB

MpuMevyaHua:

1 TepMUH «HOPMaTMBHBINA [JOKYMEHT» SBNAETCA POAOBbIM TEPMUHOM, OXBaTblBAIOLUM TaKue MOHATUS, Kak
cTaHAapThl, OKYMEHTbl TEXHUYECKUX YCIOBUIA, CBOALI NPaBUN U pernamMeHThl.

2 CTanfiapT — AOKYMEHT, pa3paboTaHHbIli Ha OCHOBE KOHCEHCYca U YTBepPX/AEHHbI NPU3HAHHLIM OpraHoM,
B KOTOPOM yCTaHaBnuBaloTCA AN BCeobLLero n MHOroKpaTHOro UCNonb3oBaHUsA Npasuna, obLyue NPUHLMNBLI UNK Xapak-
Tepuctukn (FTOCT, TOCT P, TOCT P UCO, TOCTP EHuT.4.).

3 JIOKyMEHT TexHUYecKUx ycrosuii mMoxeT o6o3HaqaTb onpeaeneHHbll BUA cTaHaapTa, YTo 06bLIMHO COOT-
BETCTBYET TepMUHAM «CTaHAApT TEXHUYECKUX YCNOBUINY UMK «CTaHAAPT TeXHUYECKUX TpeboBaHUii».

4 CBojj NpaBun JOKyMEHT, PEKOMEHAYIOLWUI TEXHUYECKWE NpaBuna Un npoueaypbl NPOeKTUPOBaHUs, U3ro-
TOBMEHUS!, MOHTaXa, TEXHUYECKOro oB6CnyXnuBaHNUs Unu akcniyaTauun oGopyaoBaHUsl, KOHCTPYKLMIA UK U3genvid.
5 PernaMeHT - 0KYMEHT, cofiepxaluyuit o6a3aTenbHble NPaBoBble HOPMbI U NMPUHSATLIA OpraHOM BRacTu.

6 ApantuposaHo u3s NCO Pykosoacteo 2. CTaHgapTU3aumMa U CMexXHble BUALI gesTenbHocTn. Obwuid cno-
Bapb. BocbMmoe nsgaHue, 2004.

3.15 naptua (cepusa): OnpeageneHHoe 4YnCcno U3genuin, KoTopble UMEIDT OAUHAKOBLIE CBOWCTBA M
Oblnn Npou3seaeHbl B 04HOM NPOLIECCe UK €4UHOI Cepun NPOLECCOB.

MpumMmedaHnsa:
1 MoxeT 6bITb UCXOAHBIM MaTEpPUANoM, NPOMEXYTOYHLIM MU KOHEYHBIM NPOAYKTOM.
2 ApanTtuposaHo u3 ISO 18113-1, onpegenenue 3.5 [1].

3.16 noTeHUManbHbLIA PUCK NpUMeHeHus: [oTeHUManbHbIA PUCK NPUYMHEHUSI Bpeaa Npyu npume-
HEHUWN NO Ha3HAYeHUI0 COXPAHUBLLErO IKCMIyaTaUUOHHbIE CBOWCTBA MEAULMHCKOrO U3aenusa Ans auarHo-
CTUKW UH BUTPO, KOTOPbLIN HENb3A CHU3UTb MEepPaMu N0 OrPaHUYEHMUIO PUCKOB.

3.17 npeanonaraemoe npumeHeHue: OGBLEKTMBHOE HAMEPEHUE N3TOTOBUTENS U3AENus B OTHOLLE-
HUK NPUMEHEHUA NPOoAYKTA, Npouecca UNu ycnyru, oTpaxeHHoe B cneyudukauusax (B TEXHUHECKON AOKY-
MEHTaLMK), MHCTPYKLUMAX U MHPOpMAaLMK, NPEAOCTABIIEHHON U3TOTOBUTENEM M3AENUS.

3.18 npuHagnexHoCcTU MeaULMHCKUX usgenun: Maaenus, KOTopble CaMOCTOAATENBHO HE SIBMSIIOT-
€A MEAULMHCKUMU, HO NpeAHa3sHayeHbl U3rOTOBUTENIEM B COOTBETCTBUM C (DYHKLIMOHANbHLIMU XapakTepu-
CTUKaMu AN NPUMEHEHUSA COBMECTHO C MEAULMHCKMM usgenuem, nubo B ero cocraee ¢ Lernblo obecneye-
HUSA €r0 Ha3HaYeHUA.

3.19 npamomn puck: Puck B Buae GMONOrM4eckon onacHOCTU (Mpu NpoTeykax u nonagaHuum B OKpy-
Xarowylo cpeay NAToreHHbIX OMONOrMYeCKUX areHToB, UCMONb30BAHHLIX B U34ENUU, NPUBOASALLMX K UH(DU-
LMPOBAHUIO YenoBeKa, NpyM Hea0CTaTO4YHOM 00e33apaXKuBaHUM U3Aenus, B TOM YMCIIe NOCNne ero KOHTakKTa ¢
6uonoruyeckum Marepuanom, npu B3siTUM NPOO y MALMUEHTOB); XMMMUUYECKOW OMACHOCTU (TOKCUYHOCTL U
arpeccuBHOCTb XMMUYECKUX peareHToB Npy NonagaHuv B OKPYXKAlOLLYIO Cpeay); 9NeKTPUYeCKOn OnacHOCTU
(Npn HapyweHun npaBun dKCcnAyaTauum 9neKkTpooOOopyaoBaHMS); ONACHOCTU BO3ropaHus (BOCNAaMEHSI0-
WMeca XMMUYECKUe peareHTbl, NpU HapyLLUEeHWM NpPaBui dKCNyaTauumn aNeKTpoobopyaoBaHus, nNpu Hapy-
WeHUM NpaBun yTunusauuum U YHUMTOXEHUA U3AEeNnin); MUKPOBOSIHOBOW OMAacHOCTU (NPU MCNONb30BaHUM
MUWKPOBOMIHOBOrO 000pyAOBaHMA); paauaLMOHHON OMAcHOCTM (NPM MCNONbL3OBaHMM B U3QENUAX Paauo-
HYKNUAOB B KA4eCTBE MapKepOB); MHbIX BUAOB ONAcHOCTEN (NOSABNEHUE KOTOPbLIX OyaeT onpeaensaTbCs pas-
BUTHEM HAYKWN, TEXHUKU U TEXHONOTUN).

3.20 peareHT ONA AMArHOCTUKM UH BUTPO: Xummnyeckue, 6Monornyeckme unu MMMyHoONorm4eckue
KOMMNOHEHTLI, PacTBOPbI UIM Npenaparbl, NPeAHa3HAYeHHbIe U3rOTOBUTENEM ANSA NPUMEHEHUS Kak Meau-
LIMHCKOE usaenue Ana AMarHOCTUKU UH BUTPO.

3.21

TeXHU4YecKan AOKyMeHTaumsa (Ha npoaykumio): COBOKYNHOCTb JOKYMEHTOB, HEOOX0AUMAs U A0CTaTOY-
HasA 4nA HENOCPEACTBEHHOTO UCTIONL30BaHUS HA KXKO0M CTaAWMM XMU3HEHHOTO LKA NPOaYyKLMK,

[FOCT P 1.4-2004, cratbs 3.1]

[FOCT P 1.4-2004, ctatba 17]
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NMpumep — TexHuveckue ycnosus, cneyugurkayus, Npou3eodcmeeHHbIe peafiaMeHmbl, cimaHoapmsi
u3z2omoseumens.

3.22 TecTt-cucTema (Habop peareHToB): TEPMUH, NPUMEHSIEMBIN B NMUTEPATYPE U HOPMATUBHBIX 10-
KyMEHTax NpeuMyLIeCTBEHHO ANA onpeaeneHns MeaULMHCKOrOo M3Aenusl, UCNonb3yeMoro B UMMYHOXUMU-
YeCckux uccneaoBaHusXx.

3.23 caHuTapHoO-3nuAaeMuonornvyeckue uccnenosaHua: lMpouecc nonyveHust AaHHbIX YCTaHOB-
neHna BPeaHoro Bo3AenNCTBMA (PAKTOPOB OKpyXXalLwen cpeabl (Cpeabl 0buTaHus) Ha YenoBeka U NPUUUH
(3TMONOrMKN) BO3HMKHOBEHUA, PACNPOCTPAHEHNSI MHAPEKLIMOHHBIX 1 MACCOBbIX HEVMH(PEKUMOHHLIX 3aboneBa-
HUI (OTpaBneHui) Hacenenus [5).

3.24 cpok rogHocTU: BepxHuini npegen uHtepsana BpeMeHu, B Te4eHUe KOTOporo (pyHKUMOHAarbHbIE
XapakTepUCTUKU KOMMOHEHTOB MEAULMHCKOTO U3Aenus Npu XPaHEHWU B ONpeAeneHHbIX YCIOBUSIX MOryT
ObITb rapaHTUPOBAHbI.

3.25 cTabunbHOCTb: CNOCOBHOCTL MEAULIMHCKOTO U3ienusl Ansi AMArHOCTUKM UH BUTPO COXPaHSATb
CBOW CBOICTBA B Npejenax, 3afaHHblX U3rotTosutenem.

3.26 dyHKuMOHanbHaa xapakrepucTuka: OauH U3 NnapameTpoB, ONUCLIBAIOLLUX (DYHKLIMOHANbHbIE
CBOCTBA MEAMLMHCKOTO U3AENus ANs AUarHOCTUKU UH BUTPO.

3.27

Mpumep — npeden o6HapyxeHUs, Yy8CMeUMesIbHOCMb, NPeyUu3UOHHOCMb, ClIeyupUYHOCMb.

MpumMmedvaHune — WHdopmaLms Gonee, Yem 06 ofHON DYHKLMOHANBHOWK XapakTepucTuke 0bbIMHO Tpeby-
€TCA ANA Toro, 4To6bl OLEHUTL NPUrOAHOCTL MeAULMHCKOro U3fenusa ANs ANAarHOCTUKA UH BUTPO ANSi NpeAnoriaraemMoro
MEAULMHCKOro NPUMEHEHNS.

3.28 JKcnnyaTtauMoHHaA OOKyMeHTauus: [JOKyMEHTbl, npeAHasHa4YeHHble Ang 03HaKOMSIeHUA no-
Tpebutens ¢ KOHCTPYKUMEH MEAMLIMHCKOTO U3AEeNns], perfaMeHTUpyoLLmMe YCroBuUs 1 NpaBuna akcnnyarauum (Uc-
NOMb30BAHWE MO HA3HAYEHMIO, TEXHUYECKOE 0OCMY>KMBAHWE, TEKYLLIMIA PEMOHT, XPAHEHUE U TPAHCTIOPTUPOBAHUE),
rapaHTUPOBAHHbIE U3rOTOBUTENEM 3HAYEHUS] OCHOBHbLIX MapameTpoB, XapakTepUCTUK (CBOWCTB) MEAULMHCKOO
u3genus, rapaHTuitHble 06A3aTenbCTBA, a TaKKe CBEAEHUS O €r0 YTUNMU3aLMKU UNW YHUYTOXEHUM [6).

3.29 aTukeTka: MevaTHas, pykonucHas unu rpacuyeckas MHAOOpPMaLusi, NOMELLIEHHAan Ha Meau-
LMHCKOM U3[Eenuun A4nA ANarHOCTUKU UH BUTPO U (UMW) Ha ero ynakoBkKe.

4 HaumeHoBaHue nspgenus

4.1 Mpu dpopMrpoBaHMM HAMMEHOBAHUS U3AENUSA PEKOMEHA0BAHO YKa3biBaThb:

a) MEAMULMHCKOE usaenue Ana guarHoCTUKWU UH BUTPO;

) BMA u3genusi: Habop peareHTOB, peareHT, TecT-CMCTema, nuTaTenbHas Cpefa, KOHTPOMbHbIN
martepuan, kanubpartop u ap.;

B) MEeTOA USMEPEHUS;

r HauMeHOBaHWe Nccrneayemoro aHanuTa U ero CBOWCTB;

a) 4nucno Moaudukauuii;

e) COKpallleHHOe HauMeHOBaHue,

)  TOProBO€ HAMMEHOBAHWE, TOProBYIO MapKy, TOBapHbLIN 3HAK.

42 M3roToBuTENL CaMOCTOATENLHO ONpeaensieT HauMeHOBaHWEe U3AENUs, NPU STOM HAUMEHO-
BaHME MOXET He OTpaXkaTb ero HasHa4yeHue.

5 Knaccudukauus

Nio6ele meanuuHckue nsgenus obLienabopaTopHOro Ha3HAYEHUs!, He U3TOTOBIEHHLIE UMW HE Npea-
HasHa4YeHHbIe A4NA UCNONb30BAHUA CNEeunanbHO B METOAUKAX AUAarHOCTMKU MH BUTPO, HE paccMaTpuUBaloTca
KaK MeAULMHCKUE U3aenus Ans AMarHoCTUKU UH BUTPO.

5.1 Knaccudmkauma MeauUMHCKMX U3Oenui ans AWarHOCTUKM UH BUTPO MO CTeneHu no-
TEeHUHNANbLHOro PUCKa NPUMEHEHUNA

511 Knaccudukauusa usgenui ansa AMarHoOCTUKM MH BUTPO NO CTENEHM NOTEHUMArNbHOrO pucka
AN XXU3HW 1 (MUNK) 340POBbA FPaXAaH CBA3aHA C NPUMEHEHUEM MEHEIKMEHTA PUCKa HE HUXKE YCTaHOBIIEH-
HbIX TpeGoBaHUN.
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51.2 B 3aBMCMMOCTU OT CBOWCTB, (PYHKLMOHAmMbHbIX XapakTePUCTUK U IKCMNyaTauUOHHbIX Ka-
YECTB U3genuii Ans AMarHOCTUKU UH BUTPO MOTYT ObITk ONPeAEeneHbl CneayloLme pucku NpUYMHEHNs Bpeaa:
NPSAMON PUCK U KOCBEHHBIN PUCK.

51.3 Knaccudukayma meauuuHckux nsgenuin ans AMarHOCTUKM MH BUTPO MO CTEMEHU MOTeHUU-
anbHOro pucka UX NPMMEHeHUs1 OCHOBaHa:

a) Ha aHanu3e npsMOro M KOCBEHHOr0 PUCKOB, OOYCMOBMEHHLIX (DU3UYECKUMU, XUMUYECKUMMU,
BuonorMyeckMmn CBOWCTBAMM, PYHKLMOHATNBHBIMKA XapakTePUCTUKAMU U 9KCNyaTaLMOHHBIMUA KayeCcTBaMK
ATUX U3JENUN;

0) Ha OLEHKE BEPOSITHOCTHU, Xapakrtepa, cdpepbl BO3AENCTBUS, TAXECTU NOCNEACTBUIA NPAMOro Unu
KOCBEHHOr0 PUCKOB MPUYMHEHUS Bpeaa ANs >XU3HW U (Mnu) 340POBbSA rpakaaH, UMyLLEeCTBa (PU3MYECKux
NnL, XU3HW UNK 340POBbS XMBOTHBIX U PACTEHMWI NPU XKU3HEHHOM LMKNE NPOAYKUUN.

514 dakTopbl NPAMOro U (UNKU) KOCBEHHOTO PUCKOB MOTYT ObITb NMPUYUHON Bpeaa 340POBbI0 OT-
AenbHOro uHAUBMAyyma (MHAMBUAYanbHbIA PUCK) MK 340POBLIO FPYNMbI FpaXaaH.

515 M3rotoBuTenb MeguUMHCKUX U3aenuin ong AUarHoCTUKM UH BUTPO AOJMKEH YCTaHOBUTbL CTe-
NMeHb MOTEHUMAamNbHOTO PUCKA, CBA3AHHOTO C MPUMEHEHWEM M34enusa, U NPOAEMOHCTPUMPOBATL Npuemne-
MOCTb Takoro pucka ¢ NoMOLLbIO CPeACTB aHanusa pucka.

516 MeauumHckne usgenua ana AMarHoCTUKA UH BUTPO NOAPAa3AensAlTCAa Ha Kacchbl B COOTBET-
CTBUW C MPaBUMaMu, yCTAHOBMEHHbIMK B pasaene 5, cneayowmm obpasom:

knacc 1(1) — mMeauuMHCKNEe U3genusa ¢ HU3KOM CTENEHbI0 MHAMBUAYANLHOTO PUCKa M HU3KOM cTene-
HbIO pucka Ans 00LEeCTBEHHOro 340POBbS;

knacc 2 (2a) — mMeauuuHCKkue usaennus ¢ yMepeHHOn CTENEHbIO MHANBMAYANbHOIO pucka u (Mnm) HKU3-
KO CTeneHbio pucka Ansa obLeCTBEHHOrO 340P0BbLS;

knacc 3 (26) — MeaULMHCKUE U3Oenusl C BbICOKOW CTEMEHbI0 UHAUBUAYANbHOIO pucka u (Unu) yme-
PEHHOV CTENEHBbIO PUCKa AN 0OLLECTBEHHOIO 310POBbLS;

knacc 4 (3) — mMeauUUHCKME U3enuns C BbICOKOW CTEMEHbI UHAWBUAYANbHOMO PUCKa U BLICOKOW CTe-
MeHbIo pucka Ans 00LEeCTBEHHOro 340P0OBbLS.

MpumMmevyaHue — B ckobkax npuBegeHa knaccudukaums no MpaBunam rocysapcTBeHHoOW peructpauuu
MeAWULIMHCKUX n3genunii [B].

51.7 OCHOBHBIMU KPUTEPUAMU NPU UAEHTUDMKALUKU KNACCOB MEAULIMHCKUX M3AENUIA AnA AnarHo-
CTUKM UH BUTPO MO CTENEHU MOTEHLMUANbHOIO PUCKA ABMSAKOTCA: Ha3HAYEHWE U3aenusl, ypOBEHb NOAroTOBKM
npeanonaraemMoro nonb30BaTensi, BAXHOCTb MHMOPMAaLMU AN YCTAHOBMEHWUS AuarHosa (SBNsieTcsl Tect
€AWHCTBEHHbIM, ONpeAensowmMM AnarHo3, U OH OAMH U3 HECKONbKKX), 3HaYeHue pesynbtaTta (MICTUHHOrO
UNW NOXHOT0) AN MHAMBMAYANbHOrO U (MNK) obLEeCTBEHHOrO 340poBbs. AnA paaa usgenuin MoxeT ObiTb
NPUHATA BO BHUMAHUE METPONOrMyeckasi mpoCnexmBaeMoCTb 3HAYEHUS, YCTAHOBIIEHHOTO NyTEeM NpUMEeHe-
HUA pedhepPeHTHON METOANKMN BbIMONIHEHUSI UBMEPEHUS U (UNN) AOCTYMHbIX CTaHAAPTHLIX 00pPa3LOB.

51.8 Kaxxgoe meguuUMHCKOE n3genue agns AMarHoCTUKM UH BUTPO MOXET OblTb OTHECEHO TOSMLKO K
OAHOMY KInaccy pucka.

5.1.9 MeauumHckoe nsgenue ansa AMarHOCTUKM UH BUTPO, COCTOSLLEE U3 KOMMOHEHTOB C pasnny-
HbIM KIacCOM PUCKA NPUMEHEHUs, AOIMKEH OTHOCUTLCS K KNacCy PUCKa KOMMOHEHTA, COOTBETCTBYIOLLEMY
HauBbICLLEMY YPOBHIO MOTEHLMANbLHOIo pucka.

5.1.10 OueHKa cTeneHn pucka MeguUUHCKUX M3Aenua Ans AUarHoCTUKM MH BUTPO onpeaensieT
TpeboBaHua Kk 6e30nNacHOCTU, NPeAbABNAEMbIE K KOHKPETHOMY KNaccy WU3Aenui, a Takke K nporpaMmme u
MeToauke (NPOTOKONY) OLIEHKU UX COOTBETCTBUA.

51.11 MpuMHaanNeXXHOCTb U34enui K TOMY MM MHOMY KNnaccy MOTEHLManbLHOro pucka onpeaens-
eTCs C Y4eTOM COBOKYNMHOCTU (DAKTOPOB NPSAMOro U (MNM) KOCBEHHOTO PUCKA, YKa3aHHbIX B JaHHOM pasgene
HacTosLLero craHaapTa.

51.12 KannbpaTtopbl U KOHTPONbHblIE MaTepuanbl C KONMMYECTBEHHO U KAYECTBEHHO 3aJaHHbIMU
3HAYEHUAMU (XapaKkTepUCTMKaMM), AOSDKHbI OblTb OTHECEHbI K TOMY ke KIaccy pucka, Yto U MeauuuHCKue
U3genua ans AMarHOCTUKW UH BUTPO, ANS KAanUOPOBKKU UM KOHTPOMSA KOTOPLIX OHU NPEAHA3HAYEHbI.

5.2 MpaBuna knaccudukaumm MeaMUMHCKMX U3OeNuin Ans ANarHOCTUKU UH BUTPO B COOT-
BETCTBUU CO CTENEHbLI PUCKA

5.2.1 K knaccy 4 (3) oTHoCcATCS:

a) MeAUUMHCKME U3aenust Ana AMarHoCTMKM UH BUTPO, NpeaHa3Ha4YeHHble ANS NpoBeAeHUs UMMY-
HOXMMUYECKUX U UMMYHOMOTMYECKNX UCCNeA0BaHWI, BKMNOYast MHEKLIMOHHYIO UMMYHOMOTUI0, MUKPOBKOo-
TMYECKUX WU MOTMEKYNSAPHbLIX UCCIEeA0BaHMIA:

1) MeAMUMHCKUE n3aenus, npeaHasHavyeHHble AN AnarHoCcTukn BUY-nHdekummn, napeHTepans-
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HbIX renatuTos B, C u [1, Bupyca T-kneTo4YHOro nemko3sa yernopeka ¢ Uuenbtio 00HapyxeHusa u (unu) noateep-
XKAEHWS HanU4YnMA BoNOrMYeckoro areHTa B KPOBMU, KOMMNOHEHTaX KPOBU M UX NPOM3BOAHBIX, KNeTKax, TKaHAX
Unu opraHax B cnyxo0e nepenuBaHnA KPOBU WUITU TPAHCMIAHTaAUWK.

2) MeauumMHCKMe usaenus, npegHasHadeHHble Ana onpeaeneHuna rpynn kposn ABO [A (ABO1), B
(ABO2), AB (ABO3)], cuctemnl pesyca [RH1 (D), RH2 (C), RH3 (E), RH4 (c), RH5 (e)], cucremnl Kell [Kell
(K)1, cucremsl Kidd [JK1 (Jka), JK2 (Jkb)] u cuctembl Duffy [FY1 (Fya), FY2 (Fyb)].

0) MEAMLMHCKUE U3JENus, NPeAHAa3HaYeHHble Ans AUMArHOCTUKU 0COBO0 ONacHbIX UH(PEKLIMOHHBLIX
3aboneBaHuii, NpPeaCTaBNAOLWMX CMEPTENbHYIO ONACHOCTb AN KU3HU KaK OTAENbHOrO MHAMBUAYYMA, TaK U
Ana obLEeCTBEHHOro 340pOBbA B LEMOM (3NUAEMUYECKOE PacnpoCTPaHEHUE KOTOPbIX, MOXET NPUBECTU K
MaCCOBbIM METanNbLHbIM UCXOAaM).

Mpumevanune — [llpU OTHECEHUN MEAMULIMHCKUX U3[ENUA ANA ANArHOCTUKN UHGEKUWOHHBIX 3abonesa-
HWiA, HE YMOMSHYTLIX B NPUBEAEHHON KnaccuUKaLm, MOXHO OPUEHTUPOBATLCA HA NPUHATLIE NOCTAHOBNEHUA [7] U
caHUTapHo-anuaemMuyeckve npasuna [8].

522 K knaccy 3 (26) oTHOCATCA:

a) MeauumHckmue nsgenua ana AWarHoCTUKM UH BUTPO, NPeAHa3sHaJYeHHble ANA NPOBEAEHUS KNu-
HUKO-XMMUYECKUX, UMMYHOXMMUYECKUX, reMaToNIOrMYECKMX, TMCTONOMMYECKUX, UMTONOTUYECKUX U UMMYHO-
NOrNYECKUX UCCNEefOBaHUNA, BKIIOYAA UHMEKLUMOHHYIO UMMYHOMOTUIO, MUKPOGMONOrMYECKUX U MONeKynsap-
HbIX UCCNEeA0BaHUN:

1) MEAMLMHCKUE U3AENUSA, UCNONb3yeMble AN OnpeaeneHus rpynn KpoBU UM TUNUPOBAHUA TKa-
Hel C Lienblo OLEHKM UMMYHOSOMMYECKON COBMECTUMOCTM KPOBM, KOMNOHEHTOB KPOBU, KNETOK, TKAHEN UMK
opraHoB, NpeaHa3sHa4YeHHbIX Ana nepenusaHua unu tpadcnnantaumu (HLA, antu-Duffy, antu-Kidd), ucknio-
yasi u3genus, nepeyncneHHbIx B 5.2.1;

2) MEAMULMHCKNE U3Jenus, NpeaHasHaYeHHble ANA UCCNeaoBaHUA akTUBHOCTU 9HAOTOKCUHA (Nu-
POrEHHOCTb) € Lenbio 0GHapYKeHUA MUKPOOHOW KOHTaMUHALUUN KOMNOHEHTOB KPOBMU;

3) MeAULMHCKUE M3Aenus, NpeaHa3HayYeHHble ANA AMAarHOCTUKWM NaToreHHbIX Bo3byauTtenen ne-
penaBaemMbiX NOMOBLIM NYTEM;

4) MEAMLMHCKUE U3AENUsA, NpefHa3HavYeHHble AN ANarHoCTUKU BUonornyecknx areHToB, cnocot-
HbIX NPUBECTU K BOZHUKHOBEHUIO 3NNAEMUYECKUX BCNLILLUEK U rOCNUTaNbHBLIX MHAEKLMNIA;

5) MEeAUUMHCKME U3Aenusa, NpeaHas3HayeHHble Ans AMarHOCTUKU OMONOrMyeckux areHToB, OLUM-
60oYHast AMarHOCTMKA KOTOPLIX MOXET MPUBECTU K CMEPTM UMW TSDKENOW MHBANUAHOCTM 06Cnenyemoro uH-
AMBUAYYMA UMW BPOXOEHHOW NaTonoruu y nrnoaa;

6) MEeAUUMHCKME u3Aenus, NpeaHasHayeHHble Ansi NPoBeAeHUs NpoUNakTM4ecKoro reHetTude-
CKOro UCCreaoBaHusi, pesynbTaTbl KOTOPOro CYLLECTBEHHO BIUSIIOT HA KaueCTBO XM3HM 06CneayeMoro UH-
avsuayyma,

7 MeAULUMHCKME u3genus, npeHa3HayeHHble A5 MOHUTOPUHIa NekapcTs, BeLecTs unu 6uono-
rMYECKUX KOMMNOHEHTOB, OLUMOOYHAA AMArHOCTUKA KOTOPbIX MOXET MPUBECTU K HENPABUIIbHLIM TEPANEBTU-
YECKUM peLUeHUAM, CO3AaloLLMM Yrpo3y XKU3HU UNU 340POBbLIO UHAUBUAYYMA;

8) MeaUUMHCKMEe u3aenus, npeaHa3HayeHHble Ansi oTéopa NauMeHToB C LEenbio NpoBeAeHUA UM
u3bupartenbHON TepanMn UM AUarHOCTUKM OHKONOrMYeCcKUx 3aboneBaHuii, UCKNIoYas u3aenusl, ykasaHHble
B 5.2.1 1 npegHa3Ha4YeHHble ANS BbINONHEHUS NPeABapUTENbHBIX UCCNEA0BAHUIN UMK AN MOHUTOPUHIA W
OLEHKM CTaaun OHKOMOrMyeckux 3aboneBaHun;

9) MEAULMHCKVE W3[enus, MPEeAHA3HAYeHHbIe ANsi OLEHKM BUPYCHOW HArpy3ku W reHHo-(Cyo-
)TUNMpoBaHua BO3BYAMTENS NPU NEYEHUn MHANBUAYYMA,;

10) MeAULMHCKMe n3genus, npeaHasHavyeHHble AN CKPUHUHTA BPOXAEHHBIX HApYLLUEHUI Y nno-
aa,

11) MeaULUMHCKMEe u3genus, NpeAHa3HayYeHHbIe AN OLEeHKM UMMYHHOrO ctatyca MHaMBMAayyma
(BKNovasa npeHaTarnbHbIii CKPUHWUHT XKEHLLIMH), OLLIMOOYHASA OLIEHKA KOTOPOr0 MOXET NMPUBECTU K MPUMEHEHUIO
TepaneBTUYECKMX NpoLEeayp, CO3AalOLMX YrPO3Y XKM3HU UMK 340POBLI0 MHAMBUAYYMA UMK Nnojaa.

6) MeAULMHCKME U3genusa Ans CaMoTeCTUPOBaHUS U UCCNIEeA0BaHUM UH BUTPO BHe naboparopuu.

5.2.3 K knaccy 2 (2 a) oTHoCATCA:

a) MeauUMHCKME u3genus Ans AMarHOCTUKM UH BUTPO, NpeAHasHayeHHble AN NPOBEAEHUA Knu-
HUKO-XUMUYECKUX, UMMYHOXMMUYECKUX, FeMaTONOrM4yeCcKux, rmcTonorMiecknx, LIUTONOrMyeckux U UMMYHO-
NOrMYECKUX UCCNEAOBAHUIA, BKMIOYass MH(MEKLMOHHYI0O UMMYHONOIUIO, MUKPOBUONOTUYECKMX U MOMEKYNAp-
HbIX UCCreaoBaHUN:

1) MeaMUMHCKME U3enusl, He ynoMsaHyTble B 5.2.1, 5.2.2, pesynbTrathl TECTUPOBAHUS KOTOPLIX HE
ABNAIOTCA €4WHCTBEHHLIM ONPEAENSIOLMM ANArHo3 NPU3HakoM Unu TpedyloT 4ONONHUTENBHON UHGOPMa-
UMK ANa NPUHATUS MEAMLUHCKOTO PELLEHUS!, UMK NMPUMEHEHME KOTOPbIX HE BEAET K OLUMOOYHOMY pesynbTa-
TY, KOTOPbIA CNOCOOEH MOBreYb 3a COOOM CMEPTb UIU TSHKENYID MHBANMMAHOCTb MAUUEHTa, OTPULATENLHO
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noBNUATL Ha Ucxof 3abonesaHns MnNu NpPeAcTaBUTb ANA UHAMBMAYYMA HENOCPEACTBEHHYIO ONACHOCTD;

2) MeAULIMHCKNE U3Aenus, NpeaHa3HayeHHbIe AN MOHUTOPUHIA NekapcTe, BewWwecTB unm 6uono-
rMYECKMX KOMMOHEHTOB, UCKNIOYAA U3JENUsA, NepeyncrneHHble B 5.2.2.;

3) MeAULMHCKME U3aenus, NnpeaHa3HavyeHHble AN onpeaeneHus YyBCTBUTENbHOCTHU K aHTUOaKTe-
puanbHbIM Npenaparam.

524 K knaccy 1(1) oTHocATCSA:

a) MeULMHCKUE u3nenus, He ynomsHytele B 5.2.1,5.2.2 1 5.2.3.

6) namepuTesnbHble NPUBOPLI AN KAYECTBEHHOIO UMM KONMMYECTBEHHOrO onpeaeneHua aHanuTa, a
TaKkKe KOMMNEKTyoLWmne matepuanbl (CBA3aHHbIe C AAHHbIMK NpUBGopamMu) ANA KNMHUKO-XUMMHUYECKUX, UMMY-
HOXMMWUYECKUX, remMarosiorn4eckux, rmcTonoruyecknx, LUTONOrMYEeCKMX u UMMYHOSIOTMYECKUX uccneaoBa-
HUW, AN MUKPOOMONOrMYECKMX U MONEKYNSAPHBLIX UCCIIEA0BaHUI;

B) nporpammHoe obecneyeHue;

r BCIOMOrarerbHble YCTPOWCTBA (MPUHAANEXHOCTH).

MpuMeyvyaHua:

1 OueHky nporpaMMHoro obecneveHusi unu npubopa, crneuuanbHO MNpeAHa3HavYeHHbIX AN BbINOMHEHUA
onpefeneHHoro Tecta, crnejyet NpoBoAUTL O4HOBPEMEHHO ¢ Habopa peareHTOB ANSA BbINONHEHUs AAHHOIO TecTa, B3a-
MMO3aBUCMMOCTb Npubopa U METOAUKU BLINOMHEHUSI TecTa He AonycKaeT UX OTAeNbHOW OLUEHKM Aaxe B TOM criydae,
Korga cam npubop oTHeceH K kraccy 1.

2  Knaccudukauua oGopyoBaHUs Anst AMArHOCTUKM UH BUTPO NpoBoasaT no MOCT P 51609.

6 TexHuuyeckue TpeboBaHuA
6.1 O6bwume TpeboBaHUA

6.1.1 MegauumuHckue uaaenus ans AMarHOCTUKU UH BUTPO AOMMKHbI ObiTk U3roTOBINEHbI B COOTBETCTBUM C
TEXHUYECKOW JOKYMEHTaLMEN Ha m3genue no TEXHONMOrMYECKMM NPOU3BOACTBEHHLIM pErnameHTaM, YTBEPXKIEH-
HbIM B YCTAHOBJIEHHOM MNOPSAKe, C UCNONb3oBaHWeM TpeboBaHui 00A3aTenNbHLIX HOPMATUBHBIX AOKYMEHTOB.
TexHuyeckne ycrioBus Ha MEAULIMHCKME U3OEenua AnA AMarHoCTUKW UH BUTPO paspabartbiBaloT B COOTBETCTBUM C
FOCT 2.114.

6.1.2 MegauvuuHckue usgenus Ans AMarHoCTMKU UH BUTPO (aanee — u3genusl) A0kHbl obecneymBaTb
Tpebyemble nokasaTenu KadectBa M SKCMIlyaTalMOHHblE XapaKTepUCTUKM paboTbl B TeYeHWe Cpoka rogHOCTM,
YCTaHOBMEHHOr0 B COOTBETCTBYIOLLMX TEXHUYECKUX YCMOBUSIX HA M3AEnue, U B COOTBETCTBUM C TPEOOBaAHUAMU K
MHOpMaLMK U3FOTOBUTENS, CONPOBOXKAAIOLLEN U3AENUST Pa3NUYHbIX KATETOPUIA.

6.1.3 B TeXHWMYECKON AOKYMEHTaLMWN Ha U3AENUs AOIDKHbI ObITb YCTAHOBNEHLI HEOOX0AUMbIE METPONO-
rmyeckne, OYHKLUMOHAIbHLIE XapaKTepucTUKM W pernaMeHTUpoBaHbl TPEOOBAHUA K KOMMOHEHTaM (peareHtam),
BXOAALLMM B U3AENUA, C yKasaHUeM 3Ha4YeHui nokasarenen cocraea (6e3 packpbiTusi KOMMEPYECKON TalHbl), KBa-
nmdmkauum, copta nMbo Mapku, a Takke TEXHUYECKON Y HOPMATUBHOM JJOKYMEHTALMK, B COOTBETCTBUU C KOTOPOW
OHMW BbIMYCKAKOTCS.

6.1.4 M3penus 1 nx KOMMNOHEHTbI A0SDKHbI ObITb MAEHTUDULMPOBAHLI HAMMEHOBaHWEM, OYKBOM, HOME-
pOM, CUMBOSOM, LIBETOM UMK rpacomyeckuM n3obparkeHMem MAEHTUYHO Ha BCeX BuAaX UHchopmaumu, npeaocTas-
NSIEMOI U3rOTOBUTENEM C U3AENUEM.

6.1.5 HaumeHoBaHWsi M3genuii, KOMNOHEHTOB U3AENuiA AOIDKHbI ObiTb NpUBEAEHbI NOCNEA0BATENLHO B
WHCTPYKLMKU NO NMPUMEHEHUIO, HA BHELLHEN YNAKOBKE W, €CNU NPUMEHUMO, Ha BHYTPEHHEN YNaKOBKe.

6.16 CBoiiCTBa KOMMOHEHTOB M3AENWUA AOIKHLI 0BecneumBaTb BO3SMOXHOCTb NPUMEHEHUA u3aenus
nocne ero TPaHCNOPTUPOBAHUA U XPaHEHUA B COOTBETCTBUM C TPEOOBAHUAMMN U3TOTOBUTENS.

6.2 MapkupoBka

6.2.1 MapknpoBKa U3aenuin AOIPKHA COOTBETCTBOBATL TPeOOBaHUAM HACTOSLLErO CTaHAApTa U TEXHU-
YECKMX YCIOBUIN HA U3AENUA.
6.22 MapK1poBKa Ka)Kgoro KOMMOHEHTa M3aenuii unu 6rnoka KOMNOHEHTOB AOSMKHA CoaepXaTh:

-HauMEHOBaHUEe U3roTOBUTENS UMM TOBAaPHbIA 3HAK U3rOTOBUTENS (€CNM UMEETCA UNK Npu HeobXxoaumo-
CTW), UMK NOroTUM,

- COKpaLLleHHOEe HaMMEHOBAaHME;

-HauMEHOBaHWE KOMMOHEHTA;

-00BbEM /KONMYECTBO KOMMOHEHTA;

-Cnoco6 NOAroTOBKM KOMMOHEHTA K UCMONb30BaHUIO (MPY HE0BX0AUMOCTH);

-HOMep cepum (koa napTum);

-CPOK rOAHOCTH;
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-YCMOBUSI XPaHEHUS;

-HaanMuCb «TONLKO ANA AMArHOCTUKN UH BUTPO;

-3HaK TOKCMMHOCTH, arpeCCUBHOCTM UM APYron OnacHoCTu (Npu HeoBXoauMOCTH).

Ecnu pa3mep BHYTPEHHEN ynakoBKW He AOCTATOMEH ANS PasMEeLLEHUs YKa3aHHOTo COAEePXaHusA, TO UH-
dropMaumsi (CPoK roqHOCTK, YCNOBUSA XPaHEHUS, HAANUCH «TONbKO ANA AUArHOCTUKM UH BUTPO») MOXET ObITb CO-
KpaLLEHa U onyLleHa.

623 MapkupoBka usaenuii 40miHa coaepxartb:

-HaUMEHOBaHWe U3roTOBUTENS MU TOBAPHbINA 3HAK U3rOTOBUTENS (ECNU UMEETCS UM NPU HEOOXOAUMOCTH),
WK NOroTum;

-a/ipec U3roToBuUTens;

-MOJIHOE U COKPALLEHHOE HAMMEHOBAHWE U3AENKs;

-COCTaB u3genus;

-HOMep cepum (Kog napTum);

-CPOK rOfIHOCTH;

-YCIOBUSI XPAHEHUS;

-npu Heo6x0aUMOCTU HaaNUCK «TONLKO ANA AMArHOCTUKM UH BUTPO», «ns npocheCccuoHanbLHOro NpuMmeHe-
HUS», «[nNs caMoTeCTUpOBaHUAY;

-HOMEp TEXHUYECKMX YCOBUI (AN POCCMNCKOTO U3rOTOBUTENS);

-HOMEp PErUCTPaLMOHHOTO YAOCTOBEPEHUS;

-3HaK TOKCUMHOCTU, arpeCCUBHOCTU UM APYroi onacHocTH (Mpyu HeoBXoAMMOCTH).

6.24 MapkupoBka rpynnoBoii ynakoBku (TPAHCMOPTHON Tapbl) AOIDKHA CoAepaTb:

-TOoprosoe (NP1 HanNM4nK) U NOSIHOE HAaUMEHOBAHUE U3ENUS;

-HaVMEHOBaHWUE U aapec U3roTOBUTENS U3Aenust;

-TOBapHbIIi 3HaK (NPW Hanu4uu);

-CPOK rofHOCTU U3aenus (rog, MecsL, BKIIOUMTETBLHO);

-[aTy U3roToBNEHWs usgenus (rod, MecsL);

-TpeBoBaHUA K YCIIOBUAM XPaHEHUS N TPAHCNOPTUPOBaHUA usaenus (Npyu HeobXxoaAMMOCTH — 0COBbIe YCIo-
BUS 0OpaLLeHns C u3aenvem);

-CTEPUIbHbIE U3AENUA AOIMKHBI UMETE NpeaynpeanTensHyto Haanuck «CTEPUNBHO»

-0C00bIE UHCTPYKLMU U3rOTOBUTENA B OTHOLLEHWUW U3AENNS;

-HOMeEp napTuu;

-KoZ cepum (Naptum), Mocne HaaANMCK «CEepus» («NapTUsi») U 3aBOACKON HOMEP U3aenus;

-NpeaynpexaeHns u Mepbl NPeaoCTOPOXHOCTU B OTHOLLEHWUM W3AENUA, KOTOPbIE HEOBXOAMMO MCTONHATD,
MaHUMYMALUMOHHBIE HaaNMCK (NP HEOBXOAMMOCTH);

-4YUCMO eAuHUL, NOTPEeOUTENLCKOW YMAKOBKM M34ENuii B rPynnoBOii ynakoBke, MHOroOGOPOTHON Tape umu
TPaHCMOPTHOW Tape;

-Macca HeTTO U Macca OpyTTo Ha rpynnoBOii YNAKOBKE U3aenuii, MHOroOBOpOTHOW Tape Mnn TPAHCNOPTHON
Tape;

-Macca HeTTo NoTpebuTenbCKoN YNakoBKY;

-3HaK 0BpaLLEeHust Ha PbIHKE.

M pnmMmedvaHne — Hagnucu Ha TpaHCI'IOpTHOI?I Tape, cogepXallne AaHHble O Yucne nsgenui, gate usrotoene-
HUA U CPOKe ro4HOCTU, HOMepa Cepuu JOMNYyCKaeTCA BbIMNONHATE OT PYKU UK € NOMOLLBIO KrULLe.

6.25 MpuMEeHsieMbIN Npy MapPKMPOBKE CNocob HaHeCeHUs: MHdopMaLUun aormkeH obecneunBaTb 40CTa-
TOYHYIO YETKOCTb M30DpaXKeHUs, KOHTPACTHOCTb TEKCTOBOIO U rpacdhuyeckoro Matepuanos. MapkupoBky cneayet
BbINONHATb NEYaTHbLIM CMOCOBOM UMM CBETOKOMUPOBAHUEM.

JlonyckaeTcss HaHeceHne MaluMHOYMTaeMON MapKUPOBKW Ha u3genusa Ans obecneyeHuss ux UAEHTU-
dmkaumum u NPoCNEXMBAEMOCTHU.

6.26 Hapnucu npu mapkupoBke MOryT ObiTb 3aMeHEHbl CUMBONAMKU B COOTBETCTBUM C TpeboBaHusIM
MOCT P NCO 15223-1.

6.2.7 W3genus, umetoLume B CBOEM COCTaBE CbIBOPOTKY (Mrasmy) KPOBW YENOBEKA UMK SNEMEHTbI TKaHU
yeroBseka, JOMKHbI UMETb YKa3aHue 00 UX MHaKTUBALUWK, U HAHOCUMYIO C MOMOLLbIO KIULLIE UIM MEYATHBIM CMOCO-
Bom Hagnuck «antuTena k BUY 1, 2 u supycy renatuta C nu HBSAQ OTCYTCTBYIOT».

6.2.8 MapkupoBka u3aenuii, BbINYLLUEHHbIX B OOpalleHne B CTEPUNTbHOM WU HECTEPUITLHOM BUAE,
[OIKHA NO3BOMATEL NpMoBpeTaTento pasnuyaThb Takue uaenus.

6.2.9 Ecru nsgenve (unu ero KOMMOHEHTBI) COAEPXUT BpeAHble BELLecTBa, npuHaanexawme K 1 m 2
Kraccam ornacHOCTU BPeHbIX BELECTB, 06raaaioLme KaHLEepOoreHHbIM, MyTareHHbIM UIM TOKCUYHBIM  I€NCTBUEM,
TO Takoe n3aenue noanexur crneunansHoi MapkupoBke. 3Ta MapKUPOBKa A0IDKHA ObITh HAHECEHA HA Camo u3ae-
nUe 1 Ha ero ynakoeky nnMbo, npu HeobXOaMMOCTH, Ha €r0 BHELLHION YNAKOBKY (MOTpebuTenbCKyio Tapy), UCnonb-
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3yeMylo NP1 XPaHEeHUN U TPAHCMOPTUPOBAHUN U3AENUSA.

6.210  JonyckaeTca HaHECEeHME Ha BHELLHIO YNakoBKY (MOTPEOUTENbCKYIO Tapy) MHbIX cneunanbHbIX
CBEEHUI, HE UMEIOLLIMX PEKIAaMHOI0 Xapakrepa, a TalKe NUKTOrpaMM 1 rosiorpamMm.

6.2.11  [onyckaeTcs HAaHECEHWE Ha BHELUHIOIO ynakoBKy (MOTpeOUTENbLCKYIO Tapy) MOSIHOMO TEKCTa WH-
CTPYKLMK MO NPUMEHEHUIO U3AENNUS.

6.212  [Onsa u3genui, MMNOPTUPYEMbIX HA TEPpUTOPUIO Poccuiickoin deaepaumm, MapkupoBKa Ha BHELL-
Hell ynakoBke (MOTPebuTEnbCKOW Tape) AOIKHA AOMONHUTENBHO COoAepXaTb HAaMMEHOBAHUE U aapec aBTOPU30-
BaHHOrO NpeaCTaBUTENA U3rOTOBUTENS.

6.3 YnakoBka

6.3.1 YnakoBka KOMMNOHEHTOB W M3Aenui B LeNOM A0/MKHA COOTBETCTBOBATL TPEBGOBAHUAM HACTOS-
LLero cTaHaapTa U TEXHUYECKOW AOKYMEHTaLMM Ha u3genue.

6.3.2 YnakoBka usgenuin gormkHa obecneuuBaTb 6€30MaCHOCTb U coXpaHeHue OYHKUMOHASMbHbLIX U
3KCMNyaTaLMOHHBIX XapaKkTEPUCTUK U3AENUIA B TEYEHNE €ro cpoka cnyxObl Unn Cpoka roAHOCTU U COOTBET-
cTBoBaTb TpeboBaHUAM 6e30NacHOCTM, YCTAHOBNEHHbIM B pa3aene 7. TpeboBaHus k matepuanam, UCNosb-
3yeMbIM ANS1 YAKOBKM, JOIMKHbI COAEPXaTbCA B TEXHUYECKOW AOKYMEHTAUMMN HA u3genus. Ynakoska usge-
nui formkHa GbITb M3rOTOBREHA M3 MaTepuaros, 06ecneyYnBaloLMX COXPaAHEHWE M3AENUN U 3asBMEHHbIX
9KCMnyaTauMOHHbIX CBONCTB U3AENUA B TEUEHUE YCTAHOBMEHHOTO CPOKa rOAHOCTU U 3aLUTY OT MeXaHu4e-
CKMX haKTOPOB MOBPEXKAEHUS U KNMMMaTUYECKMX BO3AEHCTBUI B NPOLIECCE TPAHCNOPTUPOBAHUM U XPAHEHUS,
a TaKKe CHWKAIOLLMX NPAMBIE PUCKKU NMPU UX TPAHCMOPTUPOBAHUU.

6.3.3 YnakoBka M34enMin OOJDKHA MaKCUMAaribHO CHMXaTb PUCK, CBA3AHHLIA C NPOTEYKOW BELLECTB,
ANSA nuu, BOBNEYEHHbIX B TPAHCNOPTUPOBAHWE, XPAHEHUE U IKCNNyaTaLMIO TAKMX U3AENuii.

6.3.4 UN3genus omkHbl ObiTh YNakoBaHbI Tak, YTOObI OHU HE MOFMKN GbiTb BCKPLITLI 6€3 HapyleHus
LIeNOCTHOCT U YMaKOBKM.

6.3.5 KOMMNOHEHTbI 04HOTr0 M3aenus COBMECTHO YNAaKOBbLIBAIOT BO BHELLHIOKW yNakoBky (notpebutenb-
CKyI0 Tapy) u mapkupytotcsi. [pu Heo6x0AMMOCTU XPaAHEHUS] KOMIMTOHEHTOB B Pa3fIMYHbIX YCAOBUAX, KOMNO-
HEHTbI pasgenbHO YNaKoBbIBAOT U MApPKUPYIOT C YKa3aHUEM YCITOBUIA XPaHEHUS.

6.3.6 BHYTpeHHsiA ynakoBka u3aenui, nocTaBnsieMbiX B CTEPUIIbBHOM COCTOSIHUU, AOMKHA obGecneyu-
BaTb CTEPUNBLHOCTL U3AENWIA NMPU BbiMyCKe B OOpalleHne, a Takke COXpaHEeHWe CTePUNbHOCTU B YCTAHOB-
NEHHbIX U3rOTOBUTENIEM YCIIOBUSAX XPAHEHUS U TPAHCNOPTUPOBAHUA TAKUX U3AENUNA.

6.3.7 BHYTpeHHAS ynakoBka HECTEPUNbHbLIX U3AENUNA, NPeAHAa3HAYeHHbIX ANA NCNONb30BaHUA B CTe-
PUNBHOM COCTOSHUM, JOJKHA 00EeCrneYnBaTb UX COXPAHHOCTb HA YCTAHOBMEHHOM M3rOTOBUTENEM YPOBHE
YNCTOTbI U CBOAWUTb K MMHUMYMY PUCK KOHTaMUHALMKU U3AENUI NOCNe ux cTepunusauun. YnakoBka nsaenun
[JOMKHA COOTBETCTBOBATL YKA3aHHOMY M3rOTOBUTENEM METOAY CTEepUnNU3aLuu.

6.3.8 YnakoBka u (Unu) mapkmpoBka U3gennin, NOCTaBfAEMbIX B CTEPUSIBHOM UKW HECTEPUSTLHOM CO-
CTOSIHMM, JOIKHA ObITb PA3NMYHON AN MASHTUYHBLIX MW AHANOMMYHBIX U3AENUIA, BbinyCkaeMblX B obpatlue-
HWe, Kak B CTEPUILHOM, TaK U B HECTEPUNBLHOM COCTOSIHUM.

6.3.9 BHYTpeHHs1 ynakoBka CBETOYYBCTBUTENbHbLIX U3genuii 4omkHa ObiTb M3rOTOBNEHA U3 MaTepu-
anos, obecneynBatoLLMX 3aLUMTy U34ennin OT NPSIMOrO COMHEYHOro CBETa.

6.3.10 BHyTpeHHsA ynakoBka pagnaunMoHHO-0NacHbIX U3Aenni A0MMKHA ObITb M3rOTOBMIEHA U3 Ma-
Tepuana, obecneunBaioLLEro MakCUMarnbHYIO 3aLUMTy TaknxX U3genuii.
6.3.11 YnakoBka u3fenuii, cogepXaliux HEeWHaKTMBUPOBAHHLIE MaTOreHHble Guonorudeckue

areHTbl, AOJ1KHa obecne4ynsatb COXPaHHOCTb Msnenwﬁ OT MexXaHW4ecKoro noBpexgeHua, 6e3onacHOCTL
nuu, conpukacarloLwWmMxca ¢ ynakoBaHHbIM U3genueM npu ero TpaHCnopTUpPOBaHUU, XPaHEHUU K Jkcnnyarta-
UMM, U COOTBETCTBOBATb TpeboBaHMAM 3aKkoHoAaTenocTBa Poccurckon Pegepaumm O CaHUTapHO-
AaNnMgemMnonormM4ecKkom 6narononqum HaceneHus. Ha ynakoBke nsgenuin OOImKHa ObITb HaHeceHa MapKn-
poBKa (3HaK) BMONOrMYECKOi ONacHOCTH.

6.3.12 Mpn 3ameHe maTepuana, WCMNONb3YEMOro Ans W3rOTOBREHWUS BHYTPEHHEW YNaKoBKM,
AOJIDKHO ObITb YCTaQHOBIIEHO, YTO 3TO HE COMPOBOXAAETCA NUSMEHEHNEM Ka4deCTBa KOMMOHEHTa (peareHTa).

6.4 SKcnnyaTtauMoHHan OOKYMeHTauuaA

6.4.1 Kaxxgoe usgenue gomkHa ConpoBoXaaTh 3KCnnyaTauuoHHas AJOKYMEHTauus:

a) UHCTPYKUUS MO NPUMEHEHNIO Ha BYMa)KHOM /31eKTPOHHOM HOCUTENE UMM Ha yKas3aHHOM CaiiTe U3ro-
TOBUTENH,

0) nacnopt (npu HeoBxoaNMOCTH).

6.4.2 MHCTPYKUMA MO NPUMEHEHUID Ha M3Aenue AOSDKHbI YETKO uaeHTuduuuposaTtb usgenue,
onpeaenaTb npeanonaraeMoe npuMeHeHWe M3Aenusi, BKMoYaTb BCIO MHGOPMauUuto, HeoBXxoaumyko ans
npaBunbHOro n 6e30nNacHoro NPUMEHEHUs U3AENUS.
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6.4.3 Onst AOCTMXKEHUA HaUMy4YLUMX Pe3yrnbTaToB B MHCTPYKUUM MO MPUMEHEHUIO AOIDKEH ObITb
ONWUCaH KaXablii 3Tan BCEW NOCNeA0BaTENbLHOCTU OnepaLuin.

6.4.4 MocneaoBaTenbHOCTL TEKCTA AOHKHA OblTb OPMEHTMPOBAHA HA MPUHLMNLI NpeACTaBNeHus
UHOpMaLIUN.

6.4.5 Kaxgan BHewHAsA (noTpebutenbckas) ynakoBka usgenus AomkHa ObiTb CONPOBOXAEHA UH-
CTPYKUMEN NO NPUMEHEHUIO (SKCNyaTaumm).

6.4.6 MHCTPYKUMS NO NPUMEHEHNIO A0MKHA coaepaTh CrneayloLme CBeAEHUS:

a) COCTaB M34enusi No NpPUMpPoAae M KONMMYECTBY MU KOHLIEHTPALMM aKTUBHOIO UHIPEAMEeHTa pea-
reHTa(oB) UMK U3[ENUsA, a TaKKe NPUMEYaHNe O TOM, YTO U3AENUE COAEPXKUT APYIUE UHTPEANEHTBI, KOTOPbIE
MOTYT OKasaTb BIIUAHWE Ha NPOBEAEHUE USMEPEHUIN, €CIN TAKUEe UHTPEANEHTHLI UMEIOTCS;

6) Ha3Ha4YeHue U3genus;

B) MEeTOA UCCNEeA0BaHUS;

r cneynduyeckme aHanuTuyeckne OyHKLMOHAMNbHbIE XapaKTePUCTUKU [YyBCTBUTENLHOCTb, Cne-
UMUYHOCTb, TOYHOCTb (MPABUIbHOCTb M MPELM3NOHHOCTDL)], rPaHuLbl OOHAPYXEHUS U AWaNas3oH umepe-
HUS, BKMIOYAs KOHTPOMb NOTEHUMANLHOW MHTEPdEPEHLIMK;

) orpaHuyeHus metoga, MHOPMAaLUKO N0 MCMONb30BAHUIO AOCTYMHBIX METOAUK M3MEPEHUs U
marepuanos notpeburenem;

e) YCMOBUA U CPOK XPaHEHUS NOCNEe NEePBOro BCKPLITUSI BHYTPEHHEN YNaKOBKM, a Taloke YCIOBUA U
CTabunbHOCTL paboynx peareHToB;

X)  yKasaHue 0 npekpaLieHUu NPUMEHEHUS CEPUN U3AENUA MO UCTEYEHMNIO CPOKa €€ FTOAHOCTH;

n) npasuna npeacTaBfeHNUa peknaMaumi,

K) yKa3aHusi 0 Heo6X0AMMOCTU UCMONb30BAaHNA CreUmanbHOro 00opyaoBaHus, BKNYas He0Oxo-
AUMYIO MHGOPMaLUIO ANA ero uaeHTuduKayuu;

n) TMN uccnegyembix 06pasyos GUONOrMYECcKOro Marepuana, ycnoesus nx coéopa, B3atus, npeasa-
putenbHon 06paboTkn 1, Npn HEOBXOAUMOCTH, YCNOBUSA XPAHEHUS, a Takke Mepbl NPeAO0CTOPOXXHOCTU K Ma-
Tepuany uccneaoBaHus;

M) noapobHoe onucaHue npoueayp, KOTOpbIX CreayeT NpUAEPKUBaTLCA NPU UCNONb30BAHMK U3-
aenus;

H) JeTanu npoueayp, KOTopble crieayet NpousBOAUTL A0 IKenayaTauun usgenua (Hanpumep, pac-
TBOpEHWe, uHkybauus, pasbaBneHue, NpOBEPKa MHCTPYMEHTA U T.1.);

n) yKkasaHue, npu HeobxoaANMOCTH, NpoBeaeHUs 00y4eHUs1 nepcoHana;

p) MaTeMaTU4eCKMii NoaxoA, NCNOMnb3yeMbli AN pacHeTa pe3ynbTaToB aHanu3a (npu Heobxoau-
MOCTW);

c) npeanpUHUMaemele Mepbl B CNy4Yae U3MEHEHUSI aHANUTUYECKMX XapakTepPUCTUK U3 Enus;

T WHGOpPMaLUIO Ana Nonb3oBaTenei N0 BHYTPEHHEMY KOHTPOSIIO Ka4ecTBa, BKMNYas cneyuduy-
Hble Npoueaypbl Banuaauum U npoBepKU KanubpoBKU n3aenus;

y) pedepeHTHbIE UHTEPBAnLI ANS ONPeAENAEMOro 3HaYEHUS BENUYMHDI;

@) ecnu usgenue JOmMKHO ObiTb MCNONBL30BAaHO B KOMOMHALMKM C YCTAHOBKOW MITM COEAUHEHMEM C
APYrUM MeAULIMHCKUM u3genuemM nnv obopyaoBaHMeM, AeTarnbHasi XapakTepUCTMKA U3AENUA UMEET Cylle-
CTBEHHOE 3Ha4YeHue ANsi KOPPEKTHON U Ge3onacHol paboTbl TakON KOMOUHALMY;

X) UHOpMaLU, HEOOXoaMMYKO ANs NOATBEMKAECHUA NPABUMLHOCTU YCTAHOBKW U3Aenus, ero
KOPPeKTHOM 1 6e3onacHoi SKCnnyaTauuu; OrnMcaHue xapakTepa M 4YacTOTbl TEXHUYECKOro 0GCny>XuUBaHUS
usgenusa (Npu HeobxoanMocTn), HeoGXxoAUMOCTM KanMBpPoBKK Ansa obecneveHus npaBunbHON U 6e3onacHom
paboTbl; MHpOpMAaLMIO MO 6e3onacHoi yTunuaaumum (YHUYTOXEHUST) OTXO/10B;

1)) MaHUNynsuuM, KOTopble HEOOXOAMMO MPOBECTU C WU3AENUEM MEpes €ro UCNonb3OBaHUEM
(Hanpumep, cTepunusayms, KoHe4yHasa coopka u T.1.);

Y) Heobxoaumas MHOPMAaLMS B Crly4ae MNOBPEXAEHUs] YNakOBKM U MOAXOAALUMX METOAOB Mo-
BTOPHOI CTEpUNM3aLunM U AeKoHTaMuHauum;

W) ecnu u3genve npegHasHadeHo AN MHOTOKPAaTHOrO MCMONb30BaHMA — WHdopMaumio no
Haanexawen obpaboTke u3genus, kKoTopas NO3BONSIET €r0 MHOrOKPaTHOE UCMONb30BaHUE, BKIIOYAs O4UCT-
KY, AE3MHMEKLMIO, YNAKOBKY U MOBTOPHYIO CTEPUNKU3ALIMIO UITU AEKOHTAMUHALIMIO; @ TaKkKe OrpaHu4eHus no
YNCIy UCNOMb30BaHUI U3AENUS;

w)  HeobxoauMble MEpbl NPEAOCTOPOXKHOCTM B OTHOLLEHUM BIUSIHUSI MArHUTHBLIX MONEN, BHELUHUX
3NEKTPUYECKUX BO3AENCTBUNA, BNEKTPOCTAaTUYECKUX Pa3paa0B, AABNEHUS UM NepenaaoB AaBfieHusi, nepe-
rPY3KU, UCTOYHWUKOB TEPMUYECKOTO BOCMIIAMEHEH WS,

bl)  HeobxoAuMbIE Mepbl MPEAOCTOPOXHOCTU NMPOTUB NOOLIX CneunanbHbIX, HECBOMCTBEHHBIX pUC-
KOB MpW UCMOMb30BaHUW UMW peanu3aumu U3genus, BKNIoYasa cneuuanbHble Mepbl 3awmuTbl B OTHOLLEHWUM
BXOASILLMX B COCTaB U3Aenusi BELLECTB YErnoBEYECKOro UK XXUBOTHOTO NPOUCXOXKAEHUA C YYETOM UX NOTEH-
UManbHOM MHEKLMOHHOW NpUMpoabl;

3) MHblE CBEAEHUS;

11
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10)  AaTy YTBEPXKIEHUS N NoCrneaHero nepecmMoTpa UHCTPYKLUU NO NPUMEHEHMIO.

64.7 MHCTpYKUMA MO NPUMEHEHWMIO HA W3AENWe AomkHa ObiTb paspaboTaHa ¢ yy&Tom TpeBGoBaHuil
FOCT 2.601 n MOXET coaepxarb pasfersibl, ykazaHHbIe B MPUNOXKEHUN A,

6.4.8 [MacnopT Ha u3genue JOSDKEH CoaepXaTb:

a) HauMEHOBaHWE M3rOTOBUTENS U3AENUS;

6) MOJIHOE U COKPALLEHHOE HAMMEHOBAHWUE U3AENNS;

B) COCTaB U XapaKTepuCTNKU KOMMOHEHTOB U3AENNS;

y) HOMEP napTuu (cepun);

i) HOMEp U AaTy BblAa4u nacnopra;

e) pe3ynbTaThl KOHTPOMS HA COOTBETCTBME M3AENUsA BCEM TPEBOBAHWAM TEXHUYECKON AOKYMEHTaLMN U
XapakTepucTukam KOMMNOHEHTOB;

x) CPOK rogHOCTH;

)] YCIOBUS XPAHEHUS U TPAHCTOPTUPOBAHMUS;

K) HOMEP TEXHUYECKUX YCINOBUIA HA U3AENKUE;

n LUTamn nogpasaeneHuns], OCyLLEeCTBRSIOLLEro TEXHUYECKUIA KOHTPOMb.

7 TpeboBaHuA 6e3onacHOCTU

71 O6wwue TpeboBaHMA 6€30NaCHOCTHU

711 O6wue TpeboeaHusa 6GesonacHocTu nsgenuin — B cooteetcteun ¢ MOCT ISO 14971.

71.2 TpeboBaHua 6e30nacHOCTU K MeauuMHCKUM nabopartopuam — B coorteetcTteuu ¢ MOCT P
52905.

MpumMmevyaHnune — MeaunumHckue nabopatopum, paboTatolyme ¢ NAaTOreHHbLIMU ANA YenoBeka MUKpoopra-

HW3MaMU BbICLLIEro YPOBHS OMAcHOCTYW, HYXAAKTCS B AOMNOMHUTENbHLIX TpeboBaHUAax nNo obecneveHnio 6esonacHoCTy
(em. TOCT P 52905)

71.3 M3genua gomkHbl ObiTh pa3paboTaHbl M U3rOTOBNEHbI TakuM 006pa3om, UTobbl NpuU ux nNpu-
MEHEHUW NO HA3HAYEHUIO, B YCNOBUAX NPEAYCMOTPEHHBIX TEXHUYECKOW U IKCNNyaTaLMOHHON AOKYMEHTaLUu-
eil, OHW He co3daBanu yrpo3y >KU3HMW, KMUHUYECKOMY COCTOSAHMIO unu 6e30nacHOCTU MauUEeHTOB, a Takke
>KWU3HU, 300POBbI0, 6e3onacHOCTU nonb3oBaTenei unu TpeTbux nuy. Jiiobble pucku, CBA3aHHbIE C NPUMEHE-
HWEM U3Oenuii ANs KNUHUYECKON NabopaToOpHOW AUArHOCTUKN, AOMKHBI ObITh AOMNYCTUMBIMU NPU COMOCTAB-
NeHuK C NonbL3oN ANSA nauMeHTa.

M3roToBuTENb AOIMKEH:

-ofecneunTb MakCMMarbHOE CHIDKEHME pUcka OLUMOKW NPUMEHEHUS U3-3a OCODEHHOCTEN U3AENNS U YCIO-
BUM, B KOTOPbIX AAHHOE U3ienue NpeHasHa4YeHo Ans NPUMEHEHNS;

-y4eCTb KBanuukaLmio 1 ONbLIT NPEANonaraémbIX NONbL3OBaTenen, u, rae NPUMEHNMO, IM3U4YECKOe COCTO-
AIHWE NONb30BaTENEN C OrpaHUYEHHBIMU BO3MOXKHOCTAMM.

71.4 TexHUJYeckue pelUeHusl, peanusoBaHHble U3roToBuTENEM NpU paspaboTke usgenun, Aonx-
Hbl COOTBETCTBOBATbL NpuHuunam obecneuenus 6esonacHocTu. Mpu Bbibope HanGonee npueMnemoix Bapu-
aHTOB peLUEeHUin U3roTOBUTENDb JOIDKEH NPUMEHSITL 3TU NPUHLUMNGLI B CrieAYIOLEM NOpsaaKe:

a) naeHTUhUUMpoBaTb OMAacHOCTM W COMYTCTBYIOLLME WM DUCKW, CBA3AHHbIE C NPEAYCMOTPEHHbIM
HasHa4YeHUeM Unm 060CHOBAHHO MPOTHO3UPYEMBIM HENPABUNBLHLIM NPUMEHEHNEM U3AENUS;

6) MCKIIOYUTb UIIM MaKCUMAanbHO YMEHbLLUUTL puUckM, obecneumBaa 6e30nacHOCTb U3fenua Ha sranax
NPOEKTUPOBaHUA U Pa3paboTku;

B) NPUHATD 3aLLUMTHBLIE MEPLI B CIy4ae HEBO3MOXHOCTU UCKITIOYEHUSA PUCKOB;

)] MHpOPMUPOBATL MONb30BaTerNe 006 0OCTAaTOUHBIX PUCKAX, BO3HUKAIOLLUMX NPU HANMUYMK HEAOCTATKOB B
NPEANPUHATLIX MEepax 3aLLMTbI.

71.5 MeaunuuHckue usaenus gormkHbl ObiTh paspaboTaHbl, U3roTOBNEHbI M YNAKOBaHbI Tak, YTOObI
BbINOSHATL OZAHY MIIU HECKONbKO (PYHKLMIA, COOTBETCTBYIOLMX ONpeaeneHnto MeaULMHCKOro usaenusa ans
AWarHoCTUKN WH BUTPO, U (PYHKLIMOHMPOBATL B COOTBETCTBUU C NPEAYCMOTPEHHLIM U3rOTOBUTENEM HasHa-
YeHuem.

716 3kcnnyartaumMoHHbIe CBOMCTBA U3AEeNuUN, ykasaHHble B 7.1.3 — 7.1.5 He AOMKHbI UBMEHATLCS
[0 TaKon CTeneHu, YToObl BO3HMKITU HEOMYCTUMbIE PUCKKN, B TEHEHUE YCTAHOBIEHHOTO U3rOTOBUTENEM CPO-
Ka rogHOCTW, NPU YCNOBUU, YTO OHMU IKCMAYaTUPYIOTCA, KaK NPeayCMOTPEHO U3rOTOBUTENEM, NOAAEPKUBA-
I0TCA B UCNPABHOM COCTOSIHUM U NMPUMEHSIIOTCSI NO HA3HAYEHUIO B COOTBETCTBUW C UHCTPYKLIMSMU U3TOTOBM-
Tens.

717 M3genua gormkHbl ObiTb pa3paboTaHbl, U3rOTOBNEHbLI U YNAKOBaHbI TAKMM 0Opa3oM, UTOObI
MX 3KCMIyaTaUUOHHbIE CBOMCTBA NPU MPUMEHEHUU MO HA3HAYEHUIO HE U3MEHSANUCH MO NPUYUHE BHELLHETO
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BO3AENCTBMA (M3AMEHEHUA TEMMEPaTypPhbl U BIIAXHOCTU U AP.) BO BPEMS TPAHCMOPTMPOBAHUA U (MnN) XpaHe-
HUS, KOTOPbIE AOSMKHbI OCYLLECTBNATLCA B COOTBETCTBUMU C UHCTPYKLUUSIMU U3FOTOBUTENS.

71.8 JTioBble pUCKW, CBA3AHHbIE C BO3MOXHbLIMU NOBOYHBIMU 3PdEKTAMU NPU MPUMEHEHUN U3Je-
NUIA, AOJDKHBI ObITb AONYCTUMBIMU C YYETOM NPEAYCMOTPEHHOIO Ha3HAYeHUS.

71.9 Mpu PYHKUMOHMPOBAHUM B COOTBETCTBUMM C MPEAYCMOTPEHHbIM Ha3HayeHUeM nonb3a oT
NPUMEHEHUS U3enuii AOMKHA NPeBbILATL BPe] OT HEXenaTernbHbIX MOBOYHbIX BO3AEWCTBMIA.

7.1.10 MpeaynpeauTeribHble 3HaKW W HaanuMcu no obecneveHuto 6e3onacHOCTU AOSHKHbI BbiTh
pasMeLleHbl Ha BUAHbIX MecTax U3genus unm ero KOMNOHEHTOB.

71.11 B akcnnyaTauuMoOHHOW AOKYMEHTaUUMM W TEXHUYECKUX YCMOBMWAX, Npu HEeOoBGXOAUMOCTH,
JOMKHbI ObITb YKa3aHbl BO3MOXHbIE BUAbI OMACHOCTH, a Takke TpeboBaHWA u cpeacrea obecneyeHus 6es-
OMacHOCTM MPW 3KCMyaTaLuu.

7.2 [dononHutenbHble Tpe60BaHUA 6€30NaCHOCTH

7.21 ®YHKUUOHANBHbIE (TEXHUYECKUE) XapaKTEPUCTUKN

7211 Mpu paspaboTke U U3rOTOBNEHUM U3AENUIA CNIEAYET YUUTLIBATL TAKUE XapakTepucTuku (no
NPUMEHUMOCTH), KaK aHanuTu4eckast YyBCTBUTENbHOCTb, AUArHOCTUYECKasi YyBCTBUTENbLHOCTb, aHanNUTU4e-
ckas cneundUYHOCTb, AnarHoctTuyeckas cneundUyHOCTb; NPaBUIIbHOCTb, NPELU3UOHHOCTb, BOCNPOU3BOAU-
MOCTb, KOHTPOSb PENEBAHTHOW MHTEepdepeHUMn 1 npeaensl 0OHapyKeHUs aHanuTa.

7212 M3penusa, skcnnyaTtauMoHHbIEe CBOMCTBA KOTOPLIX 3aBUCAT OT UCNONb30BaHUA kanubparo-
POB M (MNK) KOHTPOMBHBLIX MaTEPUanoB, AOIMKHbI ObITb pa3paboTaHbl U U3TOTOBNEHBI TakK, YTOObI YPOBEHb
NpPOCnexXmBaeMoCTH Taknx KanubpaTtopoB U (MNU) KOHTPONbHLIX Marepuanos Obin obecnevyeH NOCPeaACTBOM
NPUMEHEHNS U3rOTOBUTENEM AOCTYMHbIX METOAMUK ITANOHHbLIX M3MEPEHUN U (UNK) AOCTYMHbLIX 3TANOHHbLIX
maTepuanos 6onee BbICOKOro nopsaka.

7.2.2 Xumunyeckue, pusnyeckue n 6uonornyeckue CBOMCTBa

7.2.21 Mspenue omkHO ObiTb pa3paboTaHo U U3rOTOBMEHO C YYETOM COBMECTUMOCTM UCNOMb3Y-
eMbIX MaTepuanoB C OMOMOrMYECKUMMU TKAHSIMM, KreTkamu, pu3MOrNiorMYecKUMM >XMAKOCTSMM OpraHuama
UMM MUKPOOPraHn3Mamu C Y4ETOM NPelyCMOTPEHHOrO U3roTOBUTENEM HA3HAYeHUA u3genus, 4omkHa ObiTb
UCKIOYEHa BO3MOXHOCTb YXYALUEHUSI @HANUTUYECKUX XapaKTEPUCTUK U3OENUA.

7222 M3penue oomkHo GbiTb pa3paboTtaHo, M3rOTOBNEHO U YNAKOBAHO TakuM 06pa3om, YToObl
CBECTU K MMHUMYMY PUCK, CBAA3@HHBLIN C HANMMYMEM B HEM OMACHLIX BELUECTB, U HE MOABEPraTb ONaCHOCTH
vy, NPUHMMAlOWMX y4acTUe B ero TPaHCNOPTUPOBAHUMMU, XPAHEHUN U NPUMEHEHUU C YY4ETOM NpeaycMoT-
PEHHOro Ha3Ha4YEeHWUs n3genus.

7223 W3penve aomkHO ObITb CNPOEKTUPOBAHO, pa3paboTaHO M U3rOTOBMNEHO TaK, YTOObI MUHU-
MWU3UPOBATb PUCKW, BO3MOXHbIE MPU yTeuke u3 Hero BeulecTB. Ocoboe BHMMaHWe HeobXoauMmo yaensTb
BeLecTsam, o6nagaoLymM KaHUepOoreHHbIM, MyTareHHbIM AEWCTBUEM UM OTPULATENbHO BAMSIIOWMM HA
PenpoayKTUBHYIO COYHKLMIO YernoBeka.

7.2.3 Tpe6oBaHUA No 3awuTe OT MH(PULUPOBAHUA U MUKPOOHOIO 3arpsAisHeHUnA

7.2.3.1 M3genua n npoueccel MX U3roTOBNEHUst AOMMKHbI ObITh pa3paboTaHbl TakuM 06pasom, 4To-
Obl UCKIOYUTb UMK CBECTU K MUHMMYMY PUCK MH(PMLIMPOBAHUS MALMEHTA, NONb30BaTENA U APYIMX NuL,.

7.23.2 KoHCTpyKUMs uspgenuii 4omkHa npeaycMmarpuBarb NpoCTOTY yxoaa u GesonacHoe o6pa-
LeHne C usgenueM, MMHUMU3MPOBaTb PUCK WHMULMPOBaHWUSA NONbL30BATENSA UM APYrMX nNuy B npouecce
ero NPUMEHeHNA UM aKCnnyaTauuu, a Takke nNpeaoTBpallaTb NPOTEYKY M3 HEr0 U MUKPODOHOE 3arpsisHeHne
usgenus unu obpasua Guonornyeckoro Matepuana, nonb3oBaTenem UM TPeTbUMMU NULAMU.

7233 KoHCTpyKuuMA nsgenuin aomkHa obecneynBaTb NPOCTOTY €ro UCMONb30BaHUA, Makcumarb-
HOE CHUXXEHUE pUCKA BO3MOXHOM KOHTaMMHALUMMW W MPOTEYEK Npu JKCrryaTauum caMmoro U3enus, a Takke
PUCK BO3MOXHOW KOHTamMUHaLuMu uccnegyemoro obpasua uonornyeckoro Matepuana.

7234 Mpu paspaboTke n Npon3BOACTBE U3Aenui PaboTy C XMBbIMA MUKPOOPraHU3mMamu, BKITHO-
Yyas UX FeHHO-UHXEHEPHO-MOAUMULMPOBAHHBIE BapWaHTbl, CneayeT MPOBOAWUTL COrMacHO TpeGoBaHuAM
BesonacHou paboTbl C MUKPOOPraHU3MamMm COOTBETCTBYIOLLEN TPYMMbl NATOFEHHOCTK [8].

7235 M3penus, umelowme ocoboe Mukpobmonornyeckoe COCTOAHUE U COOTBETCTBYOLMM oBpa-
30M NPOMapKUPOBAaHHbLIE, AOMKHbI ObITb CIPOEKTUPOBAHLI, pa3paboTaHbl, M3rOTOBMEHb! U YNAKOBaHbl TaKUM
obpasom, 4ToObl 0GEcneYnTs coxpaHeHue 0coboro MMKPOBMOMOrM4ecKOro COCTOSIHUA Ha BCEX CTaausix
>KM3HEHHOTO LUUKNa.

7236 M3penus, Beinyckaembie B 00paLleHne B CTEPUITBHOM COCTOSIHUM, AOIDKHbI BbITb Cpoek-
TUpOBAaHbI, paspaboTaHbl, M3rOTOBMEHLI M YNakoBaHbl B COOTBETCTBMU C YCTAHOBMEHHLIMU U3rOTOBUTENEM
npouenypamu, 06ecneynBatoLLMMm Ux CTepUbHOCTb.
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7237 Mpu cobnioaeHnn yCTaHOBIIEHHbIX U3rOTOBUTENIEM YCITOBUIA XPAHEHUA U TPAHCMOPTUPOBa-
HUS1 CTEPUINBHOCTbL M3AENUin AOMKHA COXPAHATLCSA A0 NOBPEXAEHUS UMW BCKPLITUS 3aLLUTHOW YNaKOBKMU.

7238 N3penus, Bbinyckaembie B oOpalleHMe B CTEPUNBHOM COCTOSIHUM UAM umelome ocoboe
MMKPOOMONOrMyeckoe COCTOAHME, AOSMKHbI ObITb M3rOTOBMNEHbI M YNAKOBAHbI B COOTBETCTBYIOLLMX yNpaBns-
€MbIX U3rOTOBUTENEM NPOM3BOACTBEHHbLIX YCIOBUsSIX, 00paboTaHbl U (Mnu) CTepunu3oBaHbl COOTBETCTBYIO-
LM BanuaupoOBaHHbIM METOAOM.

7.2.3.9 Mpu paspaboTke u NPOM3BOACTBE M3aenus, TpebyloLero uCnonb30BaHMsA UH(PEKLUOHHOTO
Guonoruyeckoro marepuana, nepcoHan AOIPKEH UMETb COOTBETCTBYIOLLEe oOpa3oBaHue, kKBanuukaLmio u
OnbIT paboTbl C NATOr€HHLIMU MUKPOOPraHU3MaMM, NPONTU HeoOXxoaumoe o0yyeHne u (Mnu) NepenoaroToB-
Ky no obecneyeHmnio 6e30nacHOCTU.

7.2.310 Mpu paspaboTke n NPOM3BOACTBE U3AENUi AOIDKHA ObITb paspaboTaHa U UCMOMHATLCA
nporpaMmMa nNpou3BOACTBEHHOrO KOHTPONSA C YYEeTOM AUCMAaHCepu3auuu nepcoHana u nposeaeHust npodu-
NakTUYECKUX NPUBUBOK, 06ecnevYeHus nepcoHana cneLoaeXaoi u CpeiCTBamMu 3aLUUTh.

7.2.3.11 Ecnm MukpoOHaa KOHTaAMMHAUUS MOXET YXYALUUTb KayeCcTBO u3aenusi, HeoOxoaumo
NpeanpuHATL BCE MePbl 3aLlmMTbl NO €€ MUHUMU3NPOBAHUIO NpKU 0TOOpe U 00paboTke Chipbs, NPOU3BOACTBE,
XpaHeHUn U TPaHCNOPTUPOBAHUN N3AENUA.

7.2.312 Cnocobbl yNnakoBKM HECTEPUNBHOTO U3aenus J0MmkHbl 06ecneunBaTb COXPaHHOCTb u3je-
WA Ha YCTAHOBMEHHOM WU3rOTOBUTENEM YPOBHE YUCTOTHI U CBOAUTH K MMHUMYMY PUCK MUKPOBHOrO 3arpss-
HEeHUS, Npu HeOGX0AMMOCTU ero cTepunuaauumn nepej ucnonb3oBaHmem. Cnocob ynakoBku crneayet BblOu-
patb C y4€TOM METOAA CTEPUNU3aLUmn, YCTAHOBIIEHHOTO U3FOTOBUTENEM.

7.2.4 Uspenua, cogepxaume marepuanbl 6MONOrMYECKOro NPOUCXOXKAECHUNA

7241 Ecnu usgenua Bknio4aioT B CBOM COCTaB TKaHW, KIETKU U BELLIECTBA XMBOTHOMO NMPOUCXO0X-
[AeHus, TO npoueccel nepepaboTku, KOHCEPBALIMKU, TECTUPOBAHMA U 0OpabOTKU TKAHEN, KNETOK M BELLECTB
JKUBOTHOTO MPOUCXOXKAEHUSA AOMKHbI ObITh BbINOMHEHbI TAKUM 00pa3oM, UTOObLI 06ecneunTb MakCMMAarnbHbIN
ypoBeHb Buonorudeckoit 6e3o0nacHOCTH Ans nNonb3oBaTenen, NauueHToB U APYrUX Noaen.

TkaHW, KNeTkn U OGuonormyeckue BeLLeCTBA >KMBOTHOIO MNPOUCXOXAEHUS, NPUMEHSEMbIE NpU
U3rOTOBMNEHUM U3Aenuit, 4OMKHbI BbiTb MONYYEHbl OT >XMBOTHbIX, MPOLUEALUNX BETEPUHAPHbIA KOHTPOJb M
Haxo4MBLUMXCA NoA HabnogeHuem, ¢ y4eTOM Npeanonaraemoro UCNosnb30BaHUA 3TUX TKAHEN.

7.2.4.2 Ecnu nsgenus cogepxar TKaHu, KNeTkn u 61onornyeckme BeLLecTBa YenoBe4ecKkoro nponc-
XOXAEHUs!, TO BbIBOP UCTOYHWUKOB, AOHOPOB U (MNM) BELLECTB YENOBEYECKOTO NPOUCXOXKAEHUA, nepepaboT-
ka, KOHCepBaUus, TeCTupoBaHme n 06paboTka TKaHel, KNeToK U BELLECTB YENOBEYECKOTO NPOUCXOXKAEHUA
JOMKHbI ObITb BbINOMHEHbI TakumM 06pa3om, 4Tobbl o6ecneuntb MakcumarbHbIi YpOBEHb GMONOrMYeckon
6e30MacHOCTW 4NA Nonb3oBaTenen, NaLMeHToB 1 4PYInX NIOAEN.

B yacTHOCTM, 6€30NacHOCTb B OTHOLLEHMWN BUPYCOB W APYINX TPAHCMUCCUBHLIX areHTOB J0JhkHa ObiTh
obecneyeHa MyTeM BHEAPEHUA MNPOBEPEHHbIX METOAOB WX YHUHMTOXKEHUSI WM WHAKTMBaLMM B
NPOM3BOACTBEHHLIN npouecc. 3T0 MOXeT OblTb HE MNPUMEHWMO K OMpeAerneHHbIM MW3AenuaM, ecnu
aKTUBHOCTb BMUPYCOB W  APYrUX TPAHCMUCCUBHBIX AareHTOB SABMAETCH HEOTLEMMEMOW  YacTbio
npegnonaraeMoro NPUMEHEHUs U34enuin Unum, Koraa Takue npouecchl ANMMUHALMKU UNU UHaKTMBaLWMKU MOTYT
NoABEPrHyTb PUCKY paboume xapakTepucTuku U3genui.

7.2.4.3 Ecnu nsgenus cogepxart KneTkn U BewecTBa MUKPOOHOTO MPOUCXOXAEHUA, TO NPOLECChl
nepepaboTku, KOHCEPBALMK, TECTUPOBAHMA U 06pabOTKM TKaHEl, KNETOK U BELLECTB XXUBOTHOTO MPOUCXOXK-
AEHUA AOMKHBI ObITb BbINONHEHbI TAKUM 06pa3oMm, YToBbl obecneyunTb MakCMManbHblii ypoBEHb Guonornye-
cKov 6e30nacHOCTM AN NONb3oBaTenei, NnauMeHToB U Apyrux nioaen.

B yacTHOCTHM, 6€30NacHOCTb B OTHOLUEHMW BUPYCOB U APYIMX TPAHCMUCCUBHBIX areHTOB A0IMKHA ObiTb
obecneveHa NyTeM BHEAPEHUS MPOBEPEHHbLIX METOAOB WX YHUUTOXEHWS UMM MHAKTUBaUWWM B NPOWU3BOA-
CTBEHHbI npouecc. 3TO MOXET ObiTb HE NPUMEHUMO K ONpejeneHHbIM U3AenNuam, ecrnii aKTUBHOCTb BUPY-
COB U ApYrUX TPAHCMUCCUBHBIX areHTOB SIBMSIETCSA HEOTbEMIIEMOI YacTblo NpeanonaraeMoro NpUMeHeHus
U3genus, UM Korga Takme Npouecchbl dNMMUHALWMKU UMW WHAKTUBALMKU MOTYT NOABEPrHYTb PUCKY paboune
XapakTepuCTUKN U3Lenus.

725 OCco6eHHOCTU B3auMOaeCTBUA U3AeNus co cpeaon NpuMMeHeHUA

7251 Ecnn u3pgenua npegHasHayeHbl ANs UCMOMb30BAHUA COBMECTHO C APYrMMU U3LEnvaMU
unu o6opyaoBaHUEM, BKMHOYAA CUCTEMY COEAUHEHUSA, TO BECb KOMMMEKC, A0MKeH OblTb 6€30MacHbIM U He
yXyaLaTb 9KCNnyaTaunoHHbIX Ka4eCTB N3aenui.

Jliobble orpaHMYeHnss NPUMEHEHUsI A0MKHbI BbITb YKa3aHbl Ha MapKMPOBKE UMK B UHCTPYKLUMUM NO NpU-
MEHEHMUIO.

7252 U3penua omkHbl ObiTb, pa3paboTaHbl U M3rOTOBMEHbI Tak, YTOObI UCKIIOYMTb MU CBECTU
K MUHUMYMY:

14
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a) PUCKW, CBA3aHHbIE C 0GOCHOBAHHO NPOrHO3MPYEMbIMU BO3AENCTBUSIMU OKPYXKAIOLWEN CPeabl,
TakMMW Kak MarHUTHble NONsi, BHELWIHWEe 3neKTpuYeckue BO3AEWCTBUSA, BNEKTPOCTATUYECKU paspAa,
Aasnenue n konebaHua aaBneHus], BRaXHOCTb, TeMNepaTypa, neperpyska;

0) PUCKW, CBSI3aHHbLIE C MPUMEHEHWEM u3aenua B KOMOMHaUMM C maTepuanamu, BeLecTBaMmn K
rasamu, KOTopble MOryT KOHTaKTupoBaTtb C usgenuem npu 00bIYHBIX YCrnoBusax NpuUMEHeHus;

B) pUCKU CRy4YanHOro NPOHUKHOBEHUSA BELLECTB B U3aenue;

r pUCK HENPaBUIbHON naeHTudukaymm o6pasLos GUONOTMYECKOro MaTepuana;

) pucKkM, CBA3aHHblE C B3aMMOAENCTBUEM C JAPYIMMU  MEAULMHCKUMU  U3OENUAMMU,
npUMEeHAaAeMbIMU ANA AUArHOCTUKU UH BUTPO,

e) pPUCKK, CBSI3aHHbIE C HEBO3MOXHOCTbIO OOCNyXMBaHMS WUnu kanubpoBKM u3-3a CTapeHus
NPUMEeHdAeMbIX MaTtepuanos UK NOTepu TOYHOCTU CpeacTs UIMEPEHUA UMK ynpaBNeHua.

7253 M3penus aomkHbl GbiTb paspaboTaHbl U M3rOTOBMEHbI Tak, YTOObI CBECTU K MUHUMYMY
pPUCKM BO3HUKHOBEHMSI MOXapa UNn B3pbiBa Kak B UCNPABHOM COCTOSIHMM, TaK U B YCIIOBUSAX €4UHUYHOTO
oTkasa.

Oco6oe BHUMaAHWE JOMKHO ObITb yAENeHo u3aenuam, NpeanonaraéMoe NPUMEHeHe KOTOPbIX BKAIO-
YyaeT BO3[ENCTBUE UNU COBMECTHOE UCMONb30BaHWE C BOCMMAMEHSIIOLLMMUCA BELLIECTBAMMU MU BELLECTBa-
MM, KOTOPbIE€ MOTYT BbI3BaTb BO3ropaHue.

7254 M3genusa AomkHbI GbiTb CNPOEKTUPOBaHbI, pa3paboTaHbl M M3rOTOBMEHblI Tak, 4TOOLI
obneruntb He3onacHoe yaaneHue n yTunusaumio (YHUMTOXEHUE) NIOObLIX OTXOA0B, OCTATKOB UMW HEHY)KHbIX
BELLECTB.

7.2.5.5 T[pn Hanuuum pUCKOB, CBA3AHHLIX C paspylUEeHMEM, Pa3yKOMMIEKTOBAHMEM WIU YTEUKOM
BELLECTB, HE0OX0AMMO NPeayCMOTPETL COOTBETCTBYIOLLUME MEPDLI 3aLLUTHI.

7256 W3genua pomkHbl obnagate AOCTaTOMHOW CTabWUNMBLHOCTBLIO PAbOUMX XapaKkTepUCTUK Npu
HOpManbHbIX YCNOBUAX IJKCNAyaTauun W BbIAEPXMBATL BO3AENCTBUA, KOTOPbIE MOTYT MPOUCXOAUTL B
NPOrHo3upyemMom paboyemM OKPYXEHUM, COXpaHATb CTabunbHble paboune xapakTepucTUKM Ha NPOTSKEHUM
BCEro CpoKa ero aKkcnnyatauuu, noasepratbcsa noboin nposepke M TpeboBaHUAM K OOCNY>XMBAHMUIO B
COOTBETCTBUM C TPeBOBaAHUAMMW U3FrOTOBUTENS.

7.2.6 3awuTta ot usnyvyeHus

7261 M3penua gomkHbl ObITb CNPOEKTMPOBAHbLI, pa3paboTaHbl U U3rOTOBMNEHLI TAakKMM 0Opasom,
YTOObI KaK MOXHO MEHbLUE noagsepraTtb BO3}_'l,el7ICTBVIPO n3ny4yeHnsa B COOTBETCTBUU C HA3HAYEHUEM M3,CleJ’IMI71
nosib3oBaTenein u Apyrux nuu, He yMeHbLUas NpW 9TOM YCTaHOBMEHHbIE YPOBHU U3NyYeHUsi, He06X0aANMbIE
ANs AOCTMXEeHUS AUarHOCTUYECKNX Lienen.

726.2 WHCTPYKUMA NO NPUMEHEHUIO U3AENUSA, FTEHEePUPYIOLLLIEro u3nyyeHue, A0IkHa codepaTtb
noapoOHYI0 MHGOPMAaLMIO O XapaKkTepe reHEpPUPYeMOro M3nyyeHus, CpeacTBax 3aluuTel Nonb3oBaTenei u
cnocobax, C MOMOLLI KOTOPbLIX MOXHO M36eXaTb HENPaBUIILHOTO NPUMEHEHUS STOTO U3AENNUS U UCKITIOUNTL
PWCKM, CBA3AHHBLIE €r0 C MOHTa)XOM U BBOAOM B 9KCMIyaTaLmio.

8 TpeboBaHUA oXxpaHbl OKpYXarlen cpeibl

81 M3penua He O0MKHbl ObiTb MCTOYHMKAMW ONACHLIX WU3NYYEeHWIn U BblAENEHW BPEeAHbIX Be-
LLIECTB, 3arpAsHAIOLLMX OKPY>KaIOLLYIO Cpeay Bbille YCTaHOBMEHHbIX HOpM no NTOCT 12.1.005.
8.2 B TexHW4eckon u SKCnnyaTauMoHHON AOKYMEHTaUMKU Ha U3AEnua JOIDKHbI ObiTb YCTAHOBMEHbI

TpeboBaHuA K yTUnM3auumn BpeaHbIX MaTtepuanos, 06pasyowmxcs Npy sKkcnyaTauum 3genmii.
9 KomnnekTHOCTb
MepeyeHb KOMMNOHEHTOB, BXOASALUMX B U3AENUE, YCTAHABNMBAIOT B TEXHUYECKUX YCIIOBUSIX HA U3aenue.
10 Bwuabl UCNbITAHUNA
Buabl n TpeboBaHus k ucnbiraHuam ndgenuin no FOCT 51352 n aeicTByIOWEMY 3aKOHOAATENLCTBY.
11 MeToAabl UCNbITAHUA

Ycnoeus 1 mMeToabl UCMbITaHMi yctaHoBneHsl B FTOCT P 51352, FTOCT P EH 12322 1 B TeXHUYECKOM
OOKYMEHTaUUN Ha U34ennsa KOHKPETHbIX BUAOB.
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12 TpaHcnopTupoBaHue N XxpaHeHue
121 TpaHcnopTupoBaHue

12.1.1 MHbopmaums usrotoBuTens, NpuBeaEHHas B TEXHUYECKON AOKYMEHTaUuNM Ha usaenue o6
0COBEHHOCTAX TPaHCMOPTMPOBAHUA AOMKHA YYUTLIBATLCSA BCEMU NMLIAMM, YY4aCTBYIOLUIMMN B XPaHEHUM, Me-
PEBO3KM M yTUNU3aLnum (YHUUTOXXEHURA) STOrO M3AEnus.

12.1.2 TpaHcnopTMpoBaTh U3AeNuUa CrneayeT TPaHCNOPTOM BCEX BUAOB B KPbITbIX TPAHCMOPTHbIX
cpeacTBax B COOTBETCTBMM C NPaBUiaMu NEPEBO30K, AENCTBYIOLLMMI Ha TPAHCNOPTE AaHHOMo BMAA.

121.3 Ycnosus TpaHCNOPTUPOBAHWUA U3AEMUIA B 4acTW BO3AEHCTBUA TeMnepaTypHbix (hakTopos
[OIMKHbI COOTBETCTBOBATL TPEOOBAHUAM TEXHUYECKUX YCMOBUIA HA U3AENUA KOHKPETHBLIX BUAOB.

121.4 TpaHcnopTupoBaHWe U3ENUi Npu TeMnepaTypax, Tpebyowmx cobniogeHns «xonoaosomn
uenuy, obecneymBaioLLeil COXPaHHOCTb TEMMNEPaTYPHOro0 PEXUMa, AOMKHO OCYLLECTBNATLCS B TEPMOKOH-
TeiiHepax OAHOPA30BOr0 MONb30BAHUA, COAEPKALUMX XNAA03NEMEHTLI, UK B TEPMOKOHTENHEPAX MHOro-
KpaTHOro NPUMEHEHUS C aBTOMATMYECKM MOAAEPXKMBAEMOV TEMNEpaTypon unu B aBTopedpwkepaTopax ¢
MCNOMb30BaHMEM TEPMOUHANKATOPOB.

121.5 M3penuqa, TpaHCNOPTMPOBaHHLIE C HApPYLUEHUEM TEMMNEPATYPHOr0 pexxuma, NpUMEHEHUIo
He moanexar.

12.2 XpaHeHue

12.21 N3penua B ynakoBKe M3roTOBUTENS CrneayeT XpPaHUTb Ha cknagax.

1222 Ycnoeus xpaHeHust U3aenuin U ux KOMMOHEHTOB B 4acTU BO3AENCTBUA TemnepaTypHbIX (hakTo-
POB AOIMKHbLI COOTBETCTBOBATL TPEBOBAHUSAM TEXHUYECKUX YCIIOBUIN HA U3AENNS KOHKPETHBLIX BUAOB.

1223 Ycnosua xpaHeHus OTAENbHbIX KOMMOHEHTOB U3AenNuUA NOCEe MX BCKPLITUA WM NOArOTOBKW K

MUCMOSb30BAHMIO B YaCTU BO3AEHCTBUA TEMNEPATYPHLIX (haKTOPOB U CPOKOB XPaHEHUS [0MiHLI COOTBETCTBOBATb
TpeBGOBaHUAM TEXHUMECKUX YCIOBUI HA N34ENUS KOHKPETHBIX BUAOB.

1224 XpaHeHue usgenui npu temnepartype ot 2 °C a0 8 °C AOSDKHO OCYLLECTBAATLCA B XONOAWSb-
HbIX KaMepax MM B XONMOAWIbHUKAX, 06ECneUMBalOLLMX pernaMeHTUPOBaHHbIN TEMNEPATYPHLIN PEXUM C exe-
OHEBHON perucTpaumen Temneparypbi. XpaHeHue nsgenvn HIDKE

0 °C [OSPKHO OCYLLECTBIATLCA B MOPO3uIbHUKAX, obecneymBaloLmx pernameHTUpOBaHHbIM TEMNEPATYPHLINA pe-
XUM C eXEeJHEBHON perucTpaumen Temnepatypbl. XpaHEeHUe CBETOUYBCTBUTESbHBIX U3AENMUIA AOIDKHO OCYLLECTB-
NATLCA B TEMHOM MeCTe.

12.2.5 Nspenus, xpaHuBLUMECS! C HAPYLLEHWEM PErfaMEHTUPOBAHHOIO PEXUMA, NPUMEHEHUIO HE Noa-
nexar.

13  YHuuUTOXEHue n yTunusauusa

131 W3genusa, npywealwme B HENPUrOAHOCTb, B TOM YUCIIE B CBSA3U C UCTEYEHUEM CPOKa rOAHO-
CTW, noanexar yTunu3auuu.
13.2 HonyckaeTca NOBTOPHOE UCNOSIb30BaAHME BXOASLUMX B HEMPUTOAHbIN ANSi NPUMEHEHUSI KOM-

NNEKT TEXHUYECKNX KOMMOHEHTOB M3aenus (NpU COXpPaHEHUU UMK SKCMITyaTalUMOHHbIX CBOMCTB) B Npeaenax
CpOKa UX rOAHOCTM.

133 W3genus, npywealwme B HEroAHOCTb, C UCTEKLLMM CPOKOM FOAHOCTH, AABMNAOLMECH Nnoaaernt-
KaMu UnM He3aKOHHbLIMWU KOMUAMW U3JENUK, 3aperucTpupoBaHHbiX B Poccuinckon deaepayum, a TaKke U3s-
Aenusi, 06Hapy>XeHHble U KOH(PUCKOBAHHbIE TAMOXXEHHbIMU OpraHamu Poccuiickon deaepauum npu ux BB03e
Ha TeppuTopuio Poccuiickoi deaepaumu, NoanexaT YHUMTOXKEHUIO UM YTUNM3aLuK.

134 YHUUYTOXXEHUE U3AENUI OCYLLECTBNSIETCA OpraHuM3auusMi, UMEKLMMN COOTBETCTBYIOLLYIO
NULEH3MIO, HA CneLumanbHO 000PY0BAHHBIX MIOLLAAKAX, MONIMIOHAX U B MOMELLEHUAX B COOTBETCTBUM C
TpeboBaHMsAMU, NPEAYCMOTPEHHLIMU CyLLECTBYIOLLMMU PeepanbHbIiM 3akoHamMu, U ¢ cobnioaeHmemM obssa-
TenbHbIX TpebOoBaHUI N0 OXpaHe OKPYXXaIoLLen cpeabl.

13.5 M3rotoBuTENb, NOCTaBLUMKU, NPOAABLIbI, UMNOPTEPbI MOTYT OCYLWIECTBAATL YHUUTOXEHUE
u3aenuii, NOTEPABLLMX CBOM NOTpebuUTenbCkUe CBOWCTBA MMN C UCTEKLUMM CPOKOM FOAHOCTM, MPU UCNOMb30-
BaHUM METOAOB, COMMACOBAHHbIX C TEpPPUTOPUANbLHLIMU OpraHaMu, OTBETCTBEHHbIMU 32 CAHUTAPHO-
anuaemMuonoruyeckoe bnarononyyne HaceneHus.

136 M3penna BO BHELLUHEW ynakoOBKE C HanMuuuMeM npeaynpeauTenbHbiX 3HAKOB 06 onacHOCTU
cneayeTt YHUUTOXAaTh € cCOBniogeHueM COOTBETCTBYIOLLUX Mep 6€30MacHOCTH U Ae3aKTusauum.
13.7 YKnakue KOMNOHEHTbI (peareHTbl, peakTUBbI) YHUYTOXAIOTCA pasfaBfiMBaHMEM BHYTPEHHEWN

ynakoBkM C nocneayowmm passegeHunem sogon 1:100, cnmBom pacTtBopa B KaHanu3auuwio M BbIBO3OM
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ocCTaTKa ynakoBOK Kak MPOW3BOACTBEHHbLIN MNu ObITOBON Mycop. TBepAble KOMMOHEHTbI noanexaT apobne-
HMIO, NOCneayLeMyY pa3BeaeHuo Bo4OoW B cooTHOWeEHMM 1:100, cnMBOM pacTBOpa B MPOMBILLUMIEHHYIO Ka-
Hanu3auuio U BbIBO3OM OCTATKOB YMakKOBOK KakK MpPoOu3BOACTBEHHOIO WIU 6bITOBOIO Mycopa. KOMMOHEHTHI
I/I3/J,eﬂl/ll7l, HepacTBOpuMbIE B BOAE, YHUUTOXKAIOT NyTEM CKUTaHUA.

13.8 M3genua, cogep)xalume noTeHUMansHO OnacHble matepuansl, Nepes YHUUTOXEHNEM OOJK-
Hbl ObITb 06€33apa)keHbl B COOTBETCTBMM C AENCTBYIOLLIMM 3aKkoHOAATENLCTBOM Poccuiickon deaepauumn.
13.9 TexHu4eckne npUCnocobneHusi, NPUHaAANEXHOCTU, BXOASALME B KOMMMNEKTALUIO U3aenus,

noanexar MexaHUM4eCcKOMy pa3pyLUEeHUIO C BbIBO3OM OCTaTKOB Kak NPOU3BOACTBEHHOIO UNK GLITOBOrO Myco-
pa nnu CXnraHuio.

13.10 MepcoHan, oCyLLeCTBRALWMIA YHUYTOXEHUE U3AENUIA, A0MKeH cobnogaTtb npasuna 6es-
OnNacHOCTU NpoBeAEHUA TOTO UITU NHOTO crnocoba YHUUTOXXEHUA.

14 TapaHTUK U3roToBUTENA
141 B TexHu4ecknx ycnoBusix Ha U3aenus A0MkHbl ObITb YCTAHOBMEHbI FAPAHTURHBLIE CPOKK FOA-
HOCTU U3genuin.

14.2 [apaHTUNHBLIN CPOK rOAHOCTU U3AEnNWUi yCTaHaBNMBAETCHA CO AHA NPUEMKU U3Jenusa oTAerioM
KOHTPONS U3roTOBUTENS.
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Mpunoxexue A
(pekomeHayemoe)

O6uue TpebOBaAHNA K COAEPKAHUIO MHCTPYKUUUN MO NPUMEHEHUNIO U3Aenua

MHCTPYKUMSA MO NPUMEHEHWIO M3AENUsA AOMMKHA CoaepXaTb Creaytowue pasgerns:

-HasHaueHwe;

-XapaKTepucTuKa usaenus,

-aHaNUTUYECKME XapaKTepUCTUKA N3AeNs;

-Mepbl NPeLOCTOPOXHOCTU Npu paboTe ¢ U3OeNUeM;

-oBopygoBaHue 1 Matepuarnsl, Heobxogumele Npu paboTe ¢ usgenuvem,

-aHanuanpyeMble Npobel/oGbeKThI (MPK HEOBX04UMOCTH);

-MOAroTOBKa KOMMOHEHTOB/M3enusa Ans UccregoBaHus (Mpu HeobxogumocTu);

-poBefeHne nccneoBaHns (aHanuaa),

-pacHeThl (Mpy HeOBX0ANMOCTH);

- YCIOBUSA XpaHEHUS, TPaHCTOPTUPOBaHNUSA U SKCTIyaTauyu U3fenus.

A1 B pasgene «HasHa4eHve» [OMmKHEI BbITb YkasaHb!:

-MOMHOEe HaUMEHOBaHNE U3AENUS;

-NpeAHasHaueHne U3genus u ero AnarHocTMHeckas porb.

A2 B pasgene «XapakrepucTuka U3genusa» AomMKHbl ObiTb YKasaHbl:

-COCTaB M3genus,

-41Cro aHanuanpyeMsIx Npod Gruonorndeckoro Matepuana;

-MPVMHLMN MeToha, NOMOXEHHOTO B OCHOBY paboThl U3Zenus.

A3 B pasgene «AHanuTU4eckue xapakrepucTUki U3Aennsi» JOMmKHbI ObiTb yKasaHbI:

- cneunUYHOCTE U3aenus (Npu HeobXxo[MMocTH);

-YyBCTBUTENBHOCTE (MUHUMANBHOE KOMUYECTBO BELLECTBE, KYNbTYphl MUKpOOPraHusaMa Wi akTUBHOCTL (hepMeHTa,
onpeaensieMble n3genvem);

-BOCMPOU3BOANMOCTb Pe3ynbTaToB (KOS DULMEHT BapUaLmu pesynsTaToB onpeeneHns, Npyu HeoGXoMMOoCTH);

-A1anasoH onpeaenseMbiX KOHLUEeHTpaLmiA BeLLecTBa (Unv aKTMBHOCTU (hepMeHTa);

- NIMHEeAHOCTb orpeeneHuns B inanasoHe onpeaensemblX KOHUEHTpaLWiA BelLiecTBa (MK akTUBHOCTU (hepMeHTa), Npu
HeoBXoANMOCTH,

- 3Ha4eHMA KOHLGHTPaLWii BeLL,ecTBa (U aKTUBHOCTU (hepMeHTa), COOTBETCTBYHOLLIME HOPMarbHBIM.

A4 B pasaene «Mepbl NpefoCTOPOXHOCTU Npu paboTe ¢ UsgenMeM» A0MKHLI ObiTb YKasaHbl Mepbl 6esonacHo-
CTW, NO3BOSIIOLLME NMPEAOXPAHATL onepaTopa OT BO3MOXHOIO BPEAHOIO BAMSHUS KOMMOHEHTOB U3A eSSt Ha OPraHU3M.
A5 B pasgene «O6opyaosaHue n Matepuarbl, Heobxoaumele Npu paboTe ¢ U3genmemy», AoMKkHbI GbiTb ykasa-

Hbl:
-pekoMeHyeMOoe U3MepuTenbHoe 06opyaoBaHUE,;
-4031pYyloLLMe YCTPOICTBA,
-Apyroe ucrnonbsyemoe 0bopyaoBaHue (TepMOCTaT, BCTpSXMBaTenNb, BAGPALMOHHLIA CMecUTeNb, LWTATUB U T. M),
-nabopaTopHas nocyaa;
-MaTtepuansl U peareHTbl, He BXOAALLWUE B COCTaB M3 enus.
A6 B paspene «AHanusupyemble Npobbi» JOrmKHBI BbITb YkasaHb!:
-BUJ, aHanM3upyemoro 61MonorM4ecKkoro MaTepuana;
-npoueaypa NosnyveHUs aHanusnpyemoro Guonormueckoro Matepuana (Npyu HeoGXo[UMOCTH),
-OrpaH14eHUs Mo UCNONbL30BaHNIO aHaNU3MpyemMoro Matepuarna;
-YCINOBMWA BO3MOXHOIO XpaHeHUs aHanu3supyemeix o6pasLioB Gruonornieckoro Matepuarna.
A7 B pasgene «[loaroToBka KOMMNOHEHTOB A5 MCCIIEA0BAHNA (aHanu3a)» AormkHbl GbITb YKasaHbl METOALI:
-MPUrOTOBSIEHNSI peareHToB (NpY Heo6XoAUMOCTH);
-MOArOTOBKU KOMIMOHEHTOB (Npy HeobxoamuMocT);
-NPUroTOBNEHUS KanUBPOBOYHbLIX NPOG (NPYU HANUYKK U (MNK) NPYU HEOBXOAUMOCTH);
-MPUrOTOBMEHUSI KOHTPOSNBHOW CIBOPOTKM (NPU HArM4mum 1 (Un) Npu HeoGXoAUMOCTHK).
A8 B pasaene «[lMpoBeaeHue nccneaoBaHust (aHanmsa)» 4omkHbI ObiTb yKasaHbl:
-pacxof, Kaxaoro KOMMNOHEHTa (peareHTa),
-NocnNefoBaTeNnbHOCTL NPOBEAEHNS 3TaNOB UCCNEAOBaHUA (aHanu3a);
-Heo6xoAuMble JOMNOoNHUTESNbHBIE NPOoLieAYPh! (NPOMbIBKa, HKYOMpOBaHWe, BCTPSXUBAHUE U T. .);
-npoueaypa U3MepeHus U OLeHKW pesynbTaTta (UBET, pasmepbl KONOHWIA 1 ap.).
A9 B pasgene «PacyeTbl» JOMmKHbI 6bITb YKasaHbI:
-cnocobbl MOCTPOEHUA KanuBpOoBOHHON KpUBOW (NPU HEOBXOAUMOCTH);
-popMynbl pacueTa CoAepKaHUA ONpeaensaemMoro BeLLiecTBa (aKTUBHOCTU hepMeHTa);
-UCMonb3yeMble KOMNBIOTEPHBIE NPOrpaMMbl (NPYU HEOBXOZUMOCTH).
A10 B pasaene «Ycnosua XpaHeHUs, TpaHCNopTUPOBaHWUA U 3KCNyaTaLmMu U3genusi» JoMmKkHbl ObITh YKasaHbl:
-YCNOBUSA XpaHEHUs U3Aenus,
-YCNOBUA TPaHCNOPTUPOBAHUA U3AENUS,
-CPOK FOAHOCTYU M3genus,
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-CPOK FOf}HOCTW BCKPBITHIX KOMMOHEHTOB U3AENUS;
-CPOK MO HOCTY MPUrOTOBMEHHLIX A1 paGOoTLI KOMMOHEHTOB (peareHToB).
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