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rOCT P UCO 10993-15—2009
MNpeavcnosue

Llenv v npuHumnel cTaHaapTusaummn B Pocecniickon Pegepaumum yctaHosneHsl PegepansHbiM 3aKOHOM OT
27 pekabps 2002 r. Ne 184-93 «O TexHW4ecKoM perynMposaHumn», a npasuna NpUMeHeHnst HaLMoHanbHbIX
ctaHgaptoB Poccuiickon ®egepaumn — FNOCT P 1.0 — 2004 «CtaHagapTusaums B Poccuiickoin degepaLmu.
OCHOBHbIE NOMOXEHUS»

CBepeHusi o cTaHpapTe

1 NOArOTOBJIIEH ABTOHOMHOI HEKOMMeEpYeCcKon opraHusaLlmen «MHCTUTYT MeauKo-Bronornieckmx
nccneaoBaHuii n texHonoruin» (AHO «MMBUNT»)

2 BHECEH TexHU4ecknm KomuTeToM Nno ctaHaapTusaumm TK 422 «OueHka b1uonorniyeckoro aencTaust
MeANLUHCKNX U3aenuin»

3 YTBEPXXOEH VI BBELAEH B JEMCTBWE Mpukasom deaeparbHOro areHTCTBa Mo TeXHUYECKOMY pery-
nvpoBaHuio U meTponorin ot 14 aekabpsa 2009 r. Ne 754-cT

4 HacToswwi cTaHgapT uaeHTU4eH mexayHapogHomy ctaHgapty MCO 10993-15:2000 «OueHka 6uo-
nornyeckoro AenUcTBMA MeanunHCKnX usgenui. Yacte 15. geHTndukauunsa n konmdecTBeHHoe onpegerneHue
NpoayKToB gerpadauun usgenuin n3 metannos u cnnasos» (ISO 10993-15:2000 «Biological evaluation of
medical devices — Part 15: Identification and quantification of degradation products from metals and alloys»).

Mpu NpUMeHeHNM HacTosILLIEero cTaHAapTa PEKOMEHAYETCA UCNONb30BATb BMECTO CChIMOYHbIX MeXayHa-
POAHbLIX CTAH4APTOB COOTBETCTRBYIOLIME UM HauMoHanbHble cTaHaapTel Poccuiickoid deaepalimn, ceeeHuns o
KOTOPbIX NpYBeaeHbl B AOMONHUTENLHOM NpunoxeHnn D

5 BSAMEHTOCT P NCO 10993-15—2001

UHbopmayus 06 USMEHeHUsIX K HacmosiuemMy cmaHoapmy rybnukyemcs e exe2o00Ho uszdasaemMom
UHGbopMayUOHHOM yKa3amerie «HayuoHarbHbie cmaHOapmbly, @ MEKCM U3MEHEHUU U r1oMpasoK — 8 exxeMe-
CAYHO U3dasaeMbiX UHOPMaUUOHHBIX yKka3amerisix « HayuoHaneHbie cmaHdapmely. B cnyyae nepecmMompa
(3aMeHbl) uniu ommMeHbl Hacmosiwe20 cmaHoapma coomsemcemeytoujee yeedomneHue 6ydem onybnukosaHo
8 exxeMecs14Ho usdasaeMoM UHGopMayUOHHOM ykasamere «HayuoHansHelie cmaHdapmely. Coomeemcemey-
rowasi UHgopmauusi, yeeOoMIIeHUe U meKCcmbl pasMeuaromcest makxe 8 UHghopMayuoHHol cucmeme obuwjezo
rnonb308aHusi — Ha opuyuansHom calime OedeparnbHO20 a2eHmMemaa 1o MexXHUYEeCKOMY pe2ynuposaHuio U
Memponoauu e cemu iHmepHem

© CrangapTtuHodopm, 2010

HacToawumit ctaHaapT He MoXeT BbITb MOMHOCTbIO UMW YaCTUYHO BOCTIPOU3BEAEH, TUPaXKMPOBaH U pac-
npocTpaHeH B kadecTBe oguumMansHOro usgaHus 6e3 paspewernna deepanbHOro areHTCTBa No TeXHUYecKo-
MY pPerynMpoBaHuio U MeTposiorum
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FOCT P UCO 10993-15—2009
BBepeHune

CobntogeHune nonoxeHuin ctaHaapToB cepun MCO 10993 «OueHka Buonormieckoro AeNCTBUS Mean-
LMHCKUX M3aenniny nos3Bonmt obecneumts CUCTEMHbIA Noaxod K MccnegoBaHuio BUONornyeckoro AencTens
MeaNLUHCKNX 3aenni.

Llenbto aTux cTaHOapTOB He siBNsieTCst 6e3yCNOBHOE 3akpennieHne eanHoobpasHbiX METOA0B UccneaoBa-
HWUIM M UCTBITAHWI 3a rpynnaMn 0gHOPOAHBIX MeANLMHCKMX U3AENNIA B COOTBETCTBUM C NPUHSTON Knaccudukaum-
el UX No BUAY W ANUTENbHOCTU KOHTaKTa ¢ OpraHu3MoMm Yenoseka. [1oaTomy nnaHUMpoBaHWe U nNpoBeaeHue
nceneaoBaHnin v UCTIbITaHUIA OMKHBI OCYLLIECTBIIATL CNeLuanncTbl, UMeLLMe COOTBETCTBYIOLLIYIO MOATOTOBKY U
onbIT B 061aCTN CaHUTAPHO-XUMNYECKON, TOKCUKOSIOTMYECKON 1 BUONOrMyeckon OLLeHOK MeAULMHCKUX U3AETTUNA.

CtangapTel cepum MCO 10993 angatoTcs pyKoBOAALLMMU JOKYMEHTaMU AiNsi NPOrHO3MPOBaHUS U Uccne-
[0BaHNsi BMONOrMYECKOro 4eNCTBUS MEQULMHCKUX U3OENNIA Ha cTaauu Bbibopa MaTepuarnoB, npeaHasHayYeH-
HbIX 419 UX U3rOTOBMNEHUSA, a Takke ANs UCcneaoBaHUA roTOBLIX N34eNUIA.

B cepuio NCO 10993 BxoaaT cnegytowme 4yactu nog obwmm HassaHuem «OueHka 6uonornyeckoro
OeNCTBNA MeANLNHCKUX N3AENNAY:

Yactb 1 — OueHka 1 uccrneqoBaHus;

Yactb 2 — TpeboBaHUs K 06paiLieHUIo ¢ XKMBOTHLIMM;

Yacts 3 — WccrnegoBaHusi reHOTOKCUMHOCTU, KaHLLEPOreHHOCTU M TOKCUYECKOro AEACTBUS Ha penpo-
OYKTUBHYIO (PYHKLINIO;

YacTb 4 — VccnepoBaHue nsgenuia, B3anMoaencTBYOLLMX C KPOBbIO;

Yactb 5 — WccnegosaHue Ha LMTOTOKCUMHOCTL: MeToAbl in Vitro;

Yactb 6 — WcecnegoBaHne MECTHOIO IBNCTBUA NOCNe UMNNaHTauuun;

Yactb 7 — OcTaTovHoe cogepkaHue aTuneHokcuaa nocne cTepunusaunm;

Yactb 9 — OCHOBHbIE NPUHLMNBI UAEHTUUKALUN N KONMHYECTBEHHOTO onpeaerneHnsi NoTeHUManbHbIX
NpoAyKTOB Aerpagaunu;

Yactb 10 — NccneposaHus pasgpaxaroLero U CeHCUBUNM3npyowero AencTens;

YacTtb 11 — WNccnepoBaHne obLUeToKCUYecKoro AenNcTens;

Yactb 12 — lMpurotosneHune npob u KOHTPonbHLIe 0bpasLbl;

Yactb 13 — VgeHTudumkaums n konudecTBeHHoe onpeaeneHne NpoaykToB Aerpagaunn nonuMepHbIX
MeaULNHCKNX N3aenuni;

Yactb 14 — VgeHTudmkaumst n konmiyecTBeHHOe onpeaeneHue NpoAykToB Aerpagauum Msgenuia us
KepaMmnku;

YacTtb 15 — NaeHTudukauma n KonmdecTBeHHoe onpeaeneHne NpoaykToB Aerpajauuy U3aenuiai us
MeTarnnoB 1 CNiasos;

Yacte 16 — MogenunposaHue 1 nccnegoBaHne TOKCUKOKMHETUKA NPOAYKTOB Aerpagalyii U BoIMbIBaHUS;

Yactb 17 — YcTaHoBNeHWe NOporoBbIX 3HAYEHN ANs BbIMbIBAEMbIX BELLECTB;

YacTtb 18 — NccnegoBaHne XMMUYECKNX CBONCTB MaTepunarnos;

Yactb 19 — WUccnepoBaHue OUINKO-XUMUYECKUX, MOPOMOrniecknx 1 Tonorpaduyeckmx CBOWCTB
MaTepuanos;

Yactb 20 — lMpuHUMNBI 1 METOAbI UCCNEAOBaHNS UMMYHOTOKCUYECKOTO AeACTBUSA MeQNLVNHCKAX U3AETTUIA.

O61beKkToM cTandapTa ABASOTCA MeTOAbI MAEH TUMDUKALMM U KONMYECTBEHHOIO oNpeaeneHnsa NpoayKToB
Jerpagauun MeTansoB 1 CniaBoB, KOTOpasi BOSHUKAET B pe3yfbTaTe 3feKTPOXUMUYECKOrO pasfoxXeHus Npu
B3aMMOOEeNCTBNN MeNLUHCKOTO N34enuns Npu KoHTakTe ¢ BMoNornyeckMMm cpegamm opraHmama.

B Takmx 61Monormyecknx cpefax pasHole NPOAyKThl pasnoXeHUss MOryT B3anMoaencTsoBaTh ¢ 61Monoru-
YeCKOIM CUCTEMON Pa3NNYHBIMU NYTSAMU. [Mo3TOMY AEHTUMKALNS U KONTMYECTBEHHAS OLLeHKa 3TUX NPOAYKTOB
pasnoXxeHns ABMNAKTCA BaXKHbIM LUAroM A1 OLeHKN 61MONornieckoro AeCTBMSA MeaAnLMHCKNX U3enunii.

[aHHble, Nonyyaemble B pesynbTaTte naeHTudukaLumn 1 KoMYecTBEHHOro onpeaeneHnst XMMnYeckoro
cocTaBa NpoAyKTOB Aerpagaunn, Cnyxat OCHOBOW A1 OLEHKN prcKa 1, Npy HeobxoanmocTu, 61uonornyeckon
6e30nacHOCTU MeANLNHCKNX N3Aenuii U3 MeTannoB U cnnaBoB B cooTBeTcTBUM ¢ MCO 10993-1.

[onyckaeTcsa NpUMeHeHWe Apyrux MeToaoB, obecneynmBarolnX naeHTUgmrKaumMo U KoNM4yecTBeHHoe
onpepgeneHune NPoAyKTOB Aerpagalin MeTasnsios U CriaBoB B COOTBETCTBUN ¢ TpeboBaHUAMM MeXayHapoa-
HbIX CTaHOapTOB.
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HAUMWOHANBbHBLIA CTAHOAPT POCCUMUCKOW SGEREPALUMU

n3gennda MEQUUMHCKUE
OLIEHKA BUONOIMMMYECKOIro AEUCTBUA MEOULIMHCKUX U3OENUA
YacTtb 15
UpeHTudukaumsa u konmvecTBeHHOe onpeaeneHne NPOAYKTOB Aerpagauum usgenuini U3 MeTannos

uncnnaeoB

Medical devices. Biological evaluation of medical devices. Part 15. Identification and quantification of degradation
products from metals and alloys

Aara BBegenna — 2010—09—01

1 O6nacTb npMMeHeHUs

HacToswMuit cTaHaapT coaepknT 0CHOBHbIe TpeBoBaHNsA K cCUCTeMe METOA0B UCCNEeNoBaHUs sl KOMnu-
YeCTBEHHOrO aHanunsa NpoayKToB Aerpagaunyv MeavuUMHCKAX U3aennil 3 MeTannos U CniasoB U cooTee-
TCTBYHOLWMX 06pasLOB MaTepuarnos, rOTOBbIX AN KMAHUYECKOro NPUMEHeHNs.

HacToswmii cTaHaapT pacnpocTpaHsaeTca TOMbKO Ha uccnecBaHUA NPOAYKTOB Aerpagauuu, obpasyio-
LUMXCSA B pesynbTaTe XUMUYECKUX NSMEHEHNI cocTaBa MeQULIMHCKUX U3AENNiA, NPU UCMONb30BaHUA METOA0B
yCKOPEHHO Aerpagaum B yCroBusix in vitro. CnegyeT NnoA4YepkHYTb, YTO pe3ynbTaThl UCCIEA0BaHNU yCKOpEeH-
HbIX UCMBITAHWA MOTYT He OTpaXkaTb NOBeAEeHUs U3AenUsl UM MaTepuanos B opraHname yernoseka. s nonHo-
ro onucaHus NPOAYKTOB Aerpagauuv Heobxoaumo NpuBNEkaTh CyLECTBYIOLIME MeTOoAUKN XUMUYECKOro
aHanusa.

Hacroswwii ctaHgapT He pacnpocTpaHaeTcs Ha NpoayKThl Aerpajauuun, obpasylowmecs B pesynstarte
MeXaHU4eCK1X HarpyaokK.

MpwumeyaHune— [OnaonMcaHns NpoueccoB MEXaHUYECKON Aerpagaumm, TakuxX Kak \BHOCOCTONKOCTb, HEOBX0-
AVMO NMpU Hann4uu NpuBneKkaTe CTaHA4apThl 4NA KOHKPETHOro Bnga Npoaykuuu, B KOTOPbIX KONUYECTBEHHbIV aHanNu3 npo-
OYKTOB Aerpajalmm NpoBOANTCS C NOMOLLBIO CrieLNanbHbIX METOANK.

M3-3a LuMpokoro cnekTpa MeTansiMyecknx matepuanos, NpUMeHsIeMbIX A9 N3roToBNeHUs MeaULUMHCKUX
M3ennii, He cylecTByeT cneunanbHOro aHanuTU4eckoro o6opyaoBaHus Ans KONMYECTBEHHOIO aHanu3a npo-
AykTOB Aerpagaunn. UaeHTudukaumsa cneoBbiX KONMYECTB 3NEMEHTOB (MeHee 10‘6), coepKalmxcsl B KOH-
KpeTHbIX MeTannax u cnnasax, He ABNsAeTcA 3agadvein HacTosAWwero ctaHgapTta. B ctaHgapTe He cyllecTByeT
cneunanbHbIX TpeBoBaHWUI K YPOBHIO NPOAYKTOB Aerpagauuu.

HacToawui ctaHaapT He NnpeAgHasHadveH ANs nccnegosaHus BUonoruieckoil akTMBHOCTM NPOAYKTOB Aer-
pajauuu, KoTopble N3NoKeHbl B COOTBETCTBYOLWMX paszaenax MCO 10993-1 n MCO 10993-17.

2 HopmaTuBHbIe CCbINKM

B HacTosAweM cTaHaapTe UCNONb30BaHbl CCbINIKA Ha HOPMAaTUBHbIE AOKYMEHTbI, cofepKallue nosoxe-
HUA, KOTOpbIe ABNATCA COCTABHOM YacTbio MOMOXEeHUN HacTosLWero cTaHgapTa. B npuBeaeHHbIe HOpMaTUB-
Hble AOKYMEHTbI HeMnb3A BHOCUTL Nobble ucnpasneHna n gononHexnusa. OgHako aonyckaeTcs BO3MOXHOCTb
NCNoNb30BaTb NocneaHWe usgaHusl HOpPMaTUBHOW AOKYMeHTauuu, npuseaeHHol Huxke. Mpu cebinkax Ha
HOBbIE MONOXEHNA NocNeAHNX U3AaHUN HOPMATUBHBIX JOKYMEHTOB 3Ta HOPMaTUBHAsA AOKYMEHTaLMUs AOMMKHA
npunaraTbesa. YUneHsl UCO n MOK AomkHbBI MOCTOAHHO CNEAUTL 3a COXPaHEHUEM OPUANYECKON CUIMNbI MexXay-
HapoAHbIX CTaH4apTOB.

NCO 3585 Crekno 6opocunukatHoe 3.3. CBONCTBa

NCO 3696 Boaa ans nabopaTopHbIX aHann3oB. XapakrepucTuka u MeTogbl TECTUPOBaHUS

UapaHne ochmumnanbHoe
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MUCO 8044 Kopposus meTannos 1 cnnaBoB. TepMUHLI U onpeaeneHns

NCO 10993-1 OueHka buonormyeckoro AeUcTBUA MeauunHCKkux nsaennin. Yacto 1. OueHka n uccneno-
BaHUsA

MCO 10993-9 OueHka bronoruiyeckoro AeUCTBUA MeauUMHCKUX n3aenuii. Yactob 9. OCHOBHbIE NPUHLK-
Mbl NASHTU(UKALMN U KONTMYECTBEHHOIO onpeaeneHns NoTeHuManbHbIX NPoAyKTOB Aerpagauum

MCO 10993-12 OueHka 6Monormueckoro AeNCTBUA MeauuUNHCKUX nsgenuii. Yacts 12. MpurotoeneHune
npob 1 cTaHaapTHble obpasLbl

MCO 10993-13 OueHka buonorudeckoro AencTeus MeauunHcknux nsgenuin. Yacts 13. UaeHTudukaumna
1 KONMYeCTBEHHOE onpeaeneHue NpoaykToB Aerpagaumnmn NonMMepHbIX MeguuMHCKUX U3aenuia

MCO 10993-14 OueHka 6uonornyeckoro 4eUcTeUA MeauLMHCKnX nsgenuin. Yacto 14. UaeHtudpmkauma
1 KONMYEeCTBEHHOE onpeaeneHne NPoAYKTOB Aerpagaunv usgenuin s kepammnku

MCO 10993-16 OueHka buonormyeckoro 4enNcTBUA MeaULMHCKUX u3genuin. Yacte 16. MogenuposaHue
1 ncernenoBaHne TOKCUKOKMHETUKU NPOAYKTOB Aerpagaly v BbIMbIBaHUS

3 TepmuHbI M onpeaeneHns

B HacTosilwem cTaHgapTe npuMmeHeHbl TepMuHbl no MCO 10993-1, UCO 10993-9, UCO 10993-12,
NCO 8044, a Tarke cnegyolme TEPMUHBI C COOTBETCTBYIOLMMN ONpeaeNeHNAMN:

3.1 cnnaB: MaTepuan, cCOCTOSALLMIA N3 MeTaNIMYecKoro anemMeHTa ¢ ogHon unu 6onee gobaskamu apy-
TMX MeTanIM4YecKmX 1 (M) HEMEeTarTMYECKNX SNEMEHTOB.

3.2 npopaykTbl aerpagaumu: NpoaykTbl, KOTOPbIE NOAYYANTCA NPU 3NEKTPOXUMUYECKOM pacnaze unm
Jerpagauun matepuana.

3.3 norpaHu4HbLIN NOTeHUUan naccuBHon o6nactu E,: MoTeHunan Havana Toka Kopposun (CM. pUcy-
HOK 1).

3.4 anekTponuT: PacTBop, coaepXalluil noHbl, cnocobHble NPOBOAUTL SEKTPUYECKUN TOK.

3.5 noTteHuuan npo6os Ep: Kputnueckuin noteHumnan, Boile KOTOPOro NPOUCXOAUT TpaHCnaccuMBHast
Kopposus.

3.6 paBHOBeCHbLIN NOTeHUUaN: 3NeKTPoAHbIA NoTeHUunarn, NPY KOTOPOM COOTBETCTBYIOLMNE 3MEKTPO-
OHble peaKkuu TepMoaMHaMNYEeCKU PaBHOBECHDI.

3.7 noTeHuuan pa3oMKHyToM Lenu: MNoTeHLMan aneKkTpoaa, U3aMepeHHbIN Mo OTHOLLEHWIO K 3MeKTpoay
CpaBHEeHWs UK gpyromy anekTpoay Npwn OTCYTCTBUM TOKa MeXay HUMM (cM. puc. 1).

4 MeToAabl MccnieaoBaHUA Aerpagauumn

4.1 O6wune nonoxeHus

Ons naeHTMduUKaLm u KONMYECTBEHHOM OLLeHKU NPOAYKTOB ASrpadaLMn MeTasnoB 1 CMiaBoB, BXoas-
LMX B COCTaB MeAULMHCKUX M3AENUIA, UCNONb3YIOT coveTaHne ABYX NOAXOAO0B K MCCneqoBaHuio Aerpagaumm
METannoB 1 Crnasos.

MepBbIii NOAX0A 3aKMOYaETCA B UCNOMb30BaHUU ABYX 3MEKTPOXUMUYECKUX METOAOB UCCNeoBaHUs:
NOTEHUMOANHAMUYECKOTO U NoTeHUMocTaTuydeckoro. Bropon cnocob npeacrasnseT coboil UMMEPCUOHHDLIN
MeToA UcnblTaHui. BbiGop MeToAa ucneiTaHui onpeaenseTca hyHKUMOHaNbHBIM HazHaYeHUeM MeAULIMHCKO-
ro usgenus.

MoTeHUMOANHAMMYECKUA METOA NPUBNIEKAIOT ANA U3YyYeHUs oBLLEero 3neKTPOXUMMYECKOro NoOBEASHUSA
nccnegyemMoro Matepuana u anst HaxoxaeHua onpeaeneHHblX cneuudpuyecknx Touek (Ep n E,) Ha kpuson
noTeHuMan/nnoTHOCTL Toka. MoTeHuMocTaTuIeckuin MeToa NPUMEHAIOT A5 aKTUBHOTO PasfnoXeHust uccneay-
€MOoro MaTepuana npu onpeaeneHHoOM NoTeHUMane ans Nony4YeHUa NPoAyKTOB 3MEKTPOXUMUYECKOTO paspy-
LLUEHWS € Lienbto AarbHelwero aHanmsa.

MMMepCUOHHbBIN MeToA NPUMEHSIIOT AN XMMUYECKOro paspyLUeHus uccnegyemMoro matepuana ¢ Lenbio
nony4eHns NpoAyKkToB Aerpagauun 4na AanbHenwero aHanusa.

4.2 Heo6xoaumble ycrnoBusi

CKOpOCTM peakLuin 3neKTpoXUMUYECcKon aerpagauumn matepuana YyBcTBUTeNbHbI K HeBONbLIUM U3Me-
HEHUSIM YCIMOBUI UCTILITaHWIA, K NpuBopamM U3MepeHuin, cocToaHuio obpasLa u cnocobam ero UaroToBneHus.
MoaToMy MCCre0BaHUsA 3MeKTPOXUMUYECKON Aerpagaumu (paspyeHus) o6pasuoB A0MKeH NPOBOANTL KBa-
NUULMPOBaHHBINA NepcoHan B cneuuansbHo 06opyaoBaHHbIX nabopatopusx. TexHudeckoe o6cnyxusaHue u
KanuBpoBKy annapaTtypbl HEOBXOANUMO OCYLLECTBMATL B COOTBETCTBUM C 9KCNNyaTaLUMOHHON AOKYMEHTaLNeN,
YTBEPXKAEHHON B YCTAHOBMEHHOM NOopAAKe.

2
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5 PeareHTbl M noaroToBka o6pasyoB

5.1 OnucaHue ob6pas3uoB
CocTaB maTepuana(oB) AormkeH 6biTb BHECEH B MPOTOKOI.

5.2 PacTBOp ANA UCNbITaHUMI (3NEKTPONUT)

Mpw BEIGOPE anekTponuTa cnegyeT NPUHUMATL BO BHUMaHWe YCMoBUS, NPU KOTOPbIX ByaeT UCnosb30-
BaTbCs MeaunLMHCKoe n3aenue. Bece xumndeckne peareHTbl 4OMKHBI ObITb aHANMUTUYECKONA CTENEHU YACTOThI U
pPacTBOPEHbI B BOAE aHaNMTUYECKON CTeneHn YNCToThl knacca 2 B cooTBeTcTBMM ¢ MCO 3696.

UcnonbayloT cneaylolme anekTponuThbl:

- M30TOHMYeckuin 0,9 %-Hbllh pacTBOP Xnopuaa HaTpus;

- WCKYCCTBEHHYIO CITIOHY;

- WCKYCCTBEHHY!IO Niasmy.

MpumeuaHune— CocraBbl UCKYCCTBEHHON CIIOHbI M NNa3Mbl NpUBeAeHb! B npunoxennm C.

Mpu HeOBXOAMMOCTM MOXKHO UCNOMbL30BaTL ApYrie 3NeKTPONUTLI, eCii OHU COOTBETCTBYIOT Npeanona-
raemMomMy NpUMeHeHUo MeaNLMHCKOro U3genus.

B oTyeTe 06 nccnenosarusx Bbi6op anekTponuta gomkeH 6biTb 06ocHoBaH. ECniv ucnonbayoT HensoTo-
Hudeckuni 0,9 %-Hbllh pacTBOp Xrnopuaa HaTpus, To B oTYeTe ykasbiBaloT pH npumeHsiemoro pacTteopa.

5.3 NogroTtoBka o6pa3uoB

5.3.1 OGpasubl ANA UCNbITaAHUNA

UyBCTBUTENLHOCTL METOAOB XUMUYECKOW Aerpafauqn 3aBUCUT OT cocTaBa MaTepuana, o6pa6oTku
maTepu1ana v okoHYaTenbLHol 06paboTku noBepxHocT. OTGop 06pasua, ero gopmMa 1 noaroToBKa NOBEPXHOC-
TV UMEIOT cylllecTBeHHoe 3HauyeHue. O6pasLbl NPEACTaBNsIOT B TOM BUAE, B KOTOPOM OHU UCMONbL3YIOTCA B
rOTOBOM MeAWULMHCKOM U3aeNnN.

5.3.2 OT60p o6pa3LoB

B cooTtBeTcTBMM ¢ MCO 10993-12 ona UCnNbITaHAA U3OENUIA Ha CKITOHHOCTbL K XUMUYECKON aAerpaaaumnm
rOTOBAIT He MeHee ABYX 06pa3sLoB. Ecnin obHapyxeHbl 3HaunTeNbHble OTKIIOHEHUS B pe3yfbTaTax uccrneaoBa-
HWIA, BLIICHAIOT NPUYMHBI OTKIOHEHWI M UCCreAoBaHUo noasepratoT 6onbluee Yucno o6pasLoB.

Ecnu meTannuyeckuii obpasel, obnagaeT aHM30TPONHLIMU CBOWCTBaMU, 0BYCMOBIEHHLIMU YCITOBUSIMA
NponsBoOACTBA, B UCCIeJOBaHUSA, CBA3AHHbIE C U3y4YeHUeM TONbKO CBONCTB MOBEPXHOCTU, AOIMKHbI BbITh BKIIO-
YeHbl 06pasLibl, paspesaHHble B NPOA0SIbHOM U MONepeYHOM HanpaBneHUsIX.

5.3.3 ®opma obpasLoB

Ons ucnelraHnii UCNonb3yoT 0A4HOTUMHBLIE 06pasLbl (MPAMOYrONbHbIE UMK KPYTTible CTePXXHU, MIacTUHBI
nnu o6bpaslbl ¢ 0gHON cBOBOAHON NOBEPXHOCTBLIO), M3roTOBMNEHHBIE CNOCO6OM, aHaNOrMYHBIM U3rOTOBIEHUIO
mMeauumnHekoro nsgenusi. O6pasuel, npeactasnsiowme cobon 4acTb KOHKPETHOMO MEAULIMHCKOTO YCTPOWCTBA,
MOryT 6bITb oGO hopMbI 1 NOGOro COCTOSAHUS, OAHAaKO UCCNeA0BaHUA AOMKHBI MPOBOANTLCA B TLLATENLHO
KOHTPOMUpPYeMbIX YCITOBUAX, KOTOPble (BUKCUPYIOT B NPOTOKONE.

Mnowaab noBepXHOCTN 06pasLa, KOHTAKTUPYIOLLAA C 3NEKTPONNTOM, A0DKHa ObITb onpeaerneHa ¢ To4-
HocTbo Ao 10 % obuein reomeTpuyeckoi nnolaan, ans Toro YTobwl 06ecneunTb 4OCTOBEPHOE 1 BOCTIPOU3BO-
Anmoe onpeaerneHne CKopocTh Aerpajauuu.

5.3.4 KauyecTBO NOBEpPXHOCTU

Tak kak Ka4eCcTBO NMOBEepXHOCTU MaTepuarna MOXeT B/IMATb Ha ero 3/1eKTpoXMMUYeckne CBOMCTBA, Kadec-
TBO NMOBEPXHOCTU 1Uccreqyemoro obpasLia M roTOBOro MEAULIMHCKOTO U3AENNS AOITKHO ObITb MAEHTUYHO.

Co0TBeTCTBYHOLME XapaKTEPUCTUKM NOBEPXHOCTU 0BpasLa 1 usaenus 4omkHbl ObiTb NpeacTasneHbl B
oT4eTe 06 UccneaoBaHuu. Ans cpaBHeHUs pe3ynbTaToB UCNBITaHUA Pa3fiMYHbBIX MaTepuanos Ka4ecTBo NoBep-
XHOCTM 06pasLOoB AOTKHO GbITb OANHAKOBBIM.

6 JneKTpoXMmMmnyeckue MeToabl UCNbITAHUN

6.1 O6opyaoBaHue

6.1.1 NamepuTenbHble siueiikn n3 6opocUnNMKaTHOrO CTekna COOTBETCTBYIOLLMX pPasMepoB COrfacHo
NCO 3585, TepmocTaTpoBaHHble, KOHTPOML TeMMNepaTypbl C TOYHOCTbIO + 1 °C.
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6.1.2 lMoTeHumocTat cAnanasoHOM U3MepeHus NnoTeHunana B npeaenax + 2 B u3HavyeHUAMU BbIXOAHOTO
TokaoT 10200 10-1 A.

6.1.3 BonbTMeTp C BLICOKUM BXOAHLIM conpoTusneHuem (6onee 1011 Om), ¢ TouHoCTbIO perucTpaumm
+1 MmB B AnanasoHe +2 B.

6.1.4 AMnepmeTp AnanasoHoM namepeHus Toka ot 10-° o 10~1 A u oTHOCUTENLHOM NOrPELLHOCTLIO B
npepgenax+1 %.

6.1.5 Pabouui anektpog (uccnegyemslin obpasel).

6.1.6 UsmeputenbHbIN anekTpoa, HanpuMmep nnaTuHa (ceTka, NnacTuHKa Uy NPoBooka) unu rpacduTo-
BbI 3M1eKTpoA nnowaabio, He MeHee 1YeM B 10 pas npeBbilwaoLLeit nnowaab pabodero anekrpoaa.

6.1.7 3OnekTpoa cpaBHeHUs.

6.1.8 pH-meTp ¢ TOYHOCTbIO U3MepeHna +0,1.

PyHKUMOHaNbHaA cxema 3NeKTPOXUMUYECKON U3MEPUTENbLHON Lieny NpeacTasrieHa B NpUnoxeHun A.
CxemaTnyeckunin pucyHoK 3NeKTpoNMTUHECKON SiUeiiki NpuBedeH Ha pucyHke B.1 npunoxexusa B.

6.2 MNMoagrotoeka obpa3yos

O6paseL, (pabounin aneKkTpoa) ycTaHaBNMBaIOT B BOAOHENPOHULL@EMbIA AepXaTerb 3anekTpoaa Takum
0bpa3som, 4ToBLI TONbKO UccneayemMasn NOBEPXHOCTb KOHTaKTUpOBana ¢ anekTponuToM. MNpuHUMaT mMepbl
nNpeaoCTOPOXHOCTU, ANA TOro YTobbl Mexay AepxaTtenem anekrpoda u 06pasuom He 6bino 3a3o0pa, Tak kak B
3TOM CIy4ae BO3MOXHa Lwernesas kopposus. Nepea nccnegosaHmeM pabounii a1eKTpo o4ULLIaIoT B 3TUMIOBOM
CnupTe CMOMOLLbIO yNbTpasByka B TedeHne 10—15 MuH, TWwaTensHo NpombiBatoT Bogow krnacca 2 no UCO 3696
1 cpasy e NoMeLlaoT B USMEPUTENbHYO AHYERKY.

6.3 YcnoBusa npoBeaeHUA U3MepeHnin

Auyeliky 3anonHAT PpacTBOPOM (3NEKTPONNTOM). Tak Kak CKOPOCTb BONBLUMHCTBA 3MEKTPOXUMUYECKUX
peakuuin 3aBucuT OT TeMmnepaTtypsbl B guanasoHe oT 10 °C go 50 °C, To nuamepeHus peKoMeHayoT NpoBOAUTL B
TepMocTaTUpoBaHHON aYvelke npu TeMnepaTtype (37 £ 1) °C.

YpoBeHb Kucnopoaa B 3nekTponute cHuxatoT nyteM 6apboTupoBaHus pactsopa a3oToM Ui aproHoM
6es npumecen kucnopoaa co ckopocTbio 100 cm3mMuH—1 B TeueHmne He MeHee 30 MUH 10 HaYana M3MEepEeHMIA.
OneKkTponuT NnepeMelwmBsaoT nyTeM 6apboTMpoBaHUA rasoM UM MEXaHUYECKU AN YyCTpaHeHUs! rpagueHTa
KoHUeHTpaumi. MNpu nepemelumBaHumn Ny3blpbkaMun rasa Heobxogumo usberatb UX agre3vn K uccnegyemMomn
NOBEPXHOCTU.

Mpu ncnonb3oBaHWU MarHNTHBIX MeLlarok Heo6xoAnMMo y4YMTEIBaTb BO3MOXHOE UX B3aUMOAENCTBUE C
3MeKTPOXMMUYECKo s4elkoi. JaHHbln achdekT AormkeH BbITb yUTeH Npu Banugauum usmepuTenbHoro obopy-
AosaHus (cMm. 4.2).

6.4 MNoTeHuMoAUHaMUYeckue N3MepeHust

MoTeHumnan pa3oMKHYTOW Lienu n3amepsitoT B TeYEHME He MeHee 2 Y Mocre NorpyxeHus pabovero anekrpo-
Aa. 3HadeHune aToro NoTeHLMarna ABnsieTCsl HaYanbHOM TOYKO AN MOTEHLMOOUHAMUYECKUX U3MepeHuit. CKo-
POCTb pasBepTKM MoTeHuuana gomkHa coctasnath 1,0 mB/c~!. B Tex vccneposaHusix, rae CKOpOCTb
N3MeHeHWs NoTeHuMana okasblBaeT He3HavyuTeNbHOE BIUsIHNE, BpeMSI U3MEePEHUst MOXXHO COKpaTUThb, yBenu-
ymBas ckopocTb 3anveun Ao 10 MB/c—1. Kpusyto noTeHLUMan/nnoTHOCTL ToKa 3anuckiBaloT 40 MaKCUManbHOro
noTeHumana 2000 MB unu MakcumansHom NnoTHOCTM Toka, pasHol 1,0 MA-cM~2 (UTO HacTyNuUT paHee), 40 A0C-
TWXeHns obnacTi TpaHcnaccuBMpoBaHus (pucyHok 1). Uto6bl ybeanTbesl B BOCMIPOU3BOAMMOCTY NOMYy4EHHBIX
pes3yrnbTaToB, NPOBOAAT 3anvcb B 06paTHOM HanpaBneHuu, Mo KpanHen mepe, 40 NoTeHUMana pasoMKHyTOR
Lenu. 3aTeM BHOBb KPUBYIO NOTEHLMAN/NMOTHOCTL TOKa 3anuckIBatoT 40 3HadeHuin 2000 MB unin 1,0 MA -cM—2.
Ecnuv kpusasi He BOCNPOM3BoAUTCS, TO MOBTOPSAOT Lk oT 5 Ao 10 pas. Ecnnnocne 5—10 unknos He 6yaeT goc-
TUTHYTO BOCNPOU3BEAEHMNE KPMBOW NOTEHLMAN/NNOTHOCTb, HE0BX0AMMO NccneaoBaTh BO3MOXHbIE MPUYNHDI,
Takue Kak NpaBUbHOCTb MPOBeAeHNUs UccnegoBaHNsl, COCTOsIHNE 3neKkTpoaa, 0Co6eHHOCTM CBOMCTB MaTepma-
nawn gap. Takke KpUBYO NOTEHLMAN/NNOTHOCTb TOKa NPeAcTaBnsiioT B orapudMnyecknx KoopanHatax (pucy-
HOK 2). ®dukcupyloT noTeHuman npobos Ep, onpefeneHHbIn Ha KPUBOW MOTEHUMan/MnoTHOCTL ToKa Ha
nocnegHem Lukne (prcyHok 1).
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MnoTHOCTb TOKa, MA-CM'2
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[MprvmedyaHune—3HavyeHne Ep onpeaensioT Ha NPOAOIKEHUN NTMHENHOW YaCTU KPMBOW OKUCIEHUS NPY 3HaYe-
HUW MITOTHOCTU TOKA, PaBHOM HYITHO.

PucyHok 1 — Kpueas 3aBUCMMOCTU NINOTHOCTM TOKA OT MNOTEHLMAana, NokassiBaoLias Havano Toka Kopposum npu £,
M noTeHuman npo6os Ep

6.5 MoTeHUUocTaTUYECKUE USMEPEHUSA

OTOT MeTof NO3BOMSIET MPOBECTU KAYECTBEHHOE WU KOMMYECTBEHHOE ornpederieHne pacTBOPEHHbIX B
3MeKTponuTe NPOAYKTOB AerpagaLmmn obpasua.

WUccnenytoT obpaseL, Npu NOCTOSIHHOM MOTEHLMANe U PErMcTPUPYIOT KPUBYHO MNOTHOCTL TOKa/BpeMSI.

Jlorapudm NNoTHOCTK TOKa
-1

2
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4
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PricyHok 2 — Kpusas 3aBMCHMOCTU norapudma nnoTHOCTY TOKA OT NOTEHLMAana, uriiecTpupyiowas noteHuuan npobos £,
B TOYKe nepermba KpuBon



rocT P UCO 10993-15—2009

3HaveHure noTeHumana npobosi, KOTOPOEe UCTIONB3YIOT AN orpeAeneHns NPoAyKTOB Aerpagalmu, paBHo
3Ha4YeHuo noTeHUMana npobos nntoc 50 MB. B 3aBUCMMOCTM OT N3yvyaeMoro MaTepuana Bpems nonsapusauum
cocTtaBnsaeT 1 unns5y.

Mpoaonk1MTeNsHOCTL NONSPU3aL M U 06 beM UCTIONb3YEMOro 3MEKTPOSIMTa BHOCAT BOTYET ANs nocneay-
FOLLNX BEIYUCTIEHUA.

7 UMMepCUOHHbIN MeToA

7.1 O6opynoBaHue

7.1.1 UameputerbHble SUeikn (kamepbl, KOHTEMHepbl) U3 BOPOCUMNNKAaTHOrO CTEKIa COOTBETCTBYHOLLMX
pasmepoB cornacHo MCO 3585, TepmocTaTnpoBaHHble, KOHTPOSb TeMnepaTypbl € TOMHOCTbIO + 1 °C.
7.1.2 pH-MeTp c TOYHOCTbIO N3MepeHns =0,1.

7.2 MoparoToBKa o6pa3yoB

Uccnegyemblin obpasel, nomeLlaeTcs B 0TAEbHYIO M3MepuTenbsHyto avenky. Pasmep nsmeputensHomn
AYEIKN AOMKeH BbITb TakUM, 4ToBbl 06beM anekTponuTa 6bin He MeHee 1 M Ha 1 cMZ noBepxHOCTU oBpasLa u
MOITHOCTbIO MOKpbIBas ero. YTobel nonyvaTe 4OCTOBEPHbIE Pe3ybTaThl, 311eKTPOSIUT NPUroTaBNNBAOT B acen-
TUYECKNX YCIOBUSAX.

Mnowagb noBepxHocTn obpasla n obbem anekTponuTa AoSMKHbI BbITb 4OCTATOYHbI 4NA NPoBeAeHUs
HeobxoAMMbIX aHanusos (CM. pasgen 8).

O6pauatoT ocoboe BHUMaHWE Ha To, YTo6bI 06pasew, HUrae He cConpukacanca co CTeKNAHHOW MOBEpPXHOC-
TblO, 32 UCKMIOYEHNEM MUHUMANbHOW JIMHUN UKW TOYKK, Heobxoaumon ana noaaepxku. Mpu HebonbWwom
obpasue Tpebyemoe CoOTHOLLIEHWE NMoLWaab NoBepxXHOCTW/obbemM MOXeT He aocTuratbes. B aToM cnyyae
nccnegyembli 06paseL, cocTaBnAoT U3 ABYX unu bonee YacTei, M 3TMYacTU He A0IMKHbI KacaTbCs Apyr apyra.

7.3 lMpoBeneHUe UMMEPCUOHHOTO U3MepeHUn

UamepstoT pH anekTponuta B UamMeputensHoOn suenke ¢ nccnegyembiM obpasLom 4o Havana ucnbita-
HWIA. 3aTeM M3MepUTENbHYIO AYENKY NNOTHO 3aKpbiBalOT ANA NPeAoTBPaLLeHUs! CapeHust pacTBOpUTENs U
MHKYBuMpytoT npu TemnepaTtype (37 £ 1) °C B TedeHue (7,0 + 0,1) cyTok. Mocne okoHYaHWA uHKyGaLmmn obpasel,
BbIHUMAIOT U U3MepsitoT pH anekTponuTa.

8 AHanu3s nony4YeHHbIX pe3yrnbLTaToB

C ucnonb3oBaHMeM ONTUYECKOW MUKPOCKOMUU UCCREeAyloT COCTOsiHUE MNOBepXHOCTU obpasua npu
Heb6onbLMX yBenuyeHusix (6onee 50x) 1 3anNMCLIBaOT B OTYETE CYLIEeCTBEHHbIE U3MEHEHNs Ka4yecTBa NoBep-
XHocTu. MNpu HeobxoaMMOCTH Bo3MOeH boree geTanbHbIN aHanu3 NoBepXHOCTU.

Mocne Kaxgoro akcnepuMeHTa ocyLLEeCTBASAOT Ka4eCTBEHHbIA U KONMYECTBEHHBIA aHanM3bl 3M1eKTPoSu-
Ta, UCNOMb3ys NOAXCASALME MO YYBCTBUTENLHOCTU MeToabl (Hanpumep, He meHee 1,0 x 10~6 npu aTom-
HO-abcopbLUMOHHOM MeToAe WM Macc-cnekTpockonuu). PermcTpupytoT TOMbKO Te  KONUMYEeCTBeHHble
N3MeHeHUsi CoOCTaBa 3MeKTponuTa, KOTopble Bbille MUHUMANLHOTO YPOBHS onpeaenerus. Ecnu 6uonornyveckn
onacHble KOMNOHEHTbI KONMYEeCTBEHHO He OnpeaensatoTcs, TO UCMOSNb3YIOTCSA ApYrue aHanMTudeckmue MeToabl.
[lononHuTensHO perucTpupyloT BCe BelecTBa, OcaXaeHHble Ha u3aMepuTenbHOM anekTpoae. Kpome Toro,
cocTasnsoLLMe, onacHble A1 300POBbSA YeoBeKa, perncTpupytoT B 0TYeTE B yCTaHOBIEHHOM Nopsiake.

9 OTtyeT 00 MCCneaoBaHUAX

OTueT 06 UccnegoBaHUAX AOIDKEH cogepkaTb:
- MOJIHYI0 uaeHTUUKaLmio uccnegyemoro obpasua, BKo4as XMMUIeCckuii CocTas;
OTHOLLEeHWe MIoLaan noBepxHocTu paboyero anekTpoaa k o6beMy 3neKTponuTa;
- cocTas, 06bem 1 pH (¢ TouHoCTbIo + 0,1) aNeKkTponuTa, TUN 3NeKTPOAA CPaBHEHWUSA ANSA 3MEKTPOXUMU-
YECKNX U3MEPEHUIA;
- TeMmnepartypy aMeKTponuTa;
- KpuBYIO(ble) NMOTHOCTU TOKa/NoTeHuMana, xenaTtenbHo B norapudMuyecknx koopamHartax;
noTeHuuan pa3oMKHYTOM Lienu;
noTeHuunan npobos E, M NnNoTHOCTL TOKa Npu noTeHuuane npobos;
CKOPOCTb pa3BepTKu (M3MEHEHWUS) NoTeHUMana;
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- KpuByto (ble) NNIOTHOCTb TOKa/BpeMs U obLuee BpeMs USMepeHni;

- KpaTKWUiA aHanms KpUBLIX (rMcTepesnc, MMKMuT. 4.);

- onucaHue Kaknx-nnbo sHaunTeNbHbIX U3MEeHeHWi ToBepXHOCTHU 06pasLa 1 (M) 3NeKTPoNnTa;

- pesynbTaTbl aHanusa MPOAYKTOB Aerpafauun B 3MeKTponunTe, BKIOYash CKOPOCTb Aerpadauuu,
MKI/CM2/4 AN 3MeKTPOXMMMUYECKOro TeCTa U MKr/cm2/7 cyT AN UMMEPCUOHHOMO TecTa;

- MeTo[ XMMUYECKOro aHanmsa anekTponuTa;

- TWUM 3MeKTpoaa CpaBHEHUS (3HaYEHUSI NOTEHLMANOB A0MKHbI ObITb OTHECEHBI K HOpManbHOMY BOAO-
poAHOMY noTeHuunany);

- hamunuio, UHULMansI;

- [AaTy NpoBeAeHWs uccreaoBaHus;

- noAanuck uccneaosaTtens.
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MpunoxeHne A
(cnpaBo4Hoe)

®yHKUMOHANbHAaA CXeMa N3MePUTENbLHON Lenu

PYHKUNOHANBHAs CXeMa N3MepUTENbHONW Leny npuBeaeHa Ha pucyHke A.1.

I
6

1 — noTeHumMocTaT; 2 — aMmnepmeTp; 3 — NpoTMBOANEKTPoa; 4 — 3MeKTpoAd cpaBHeHus; 5 — pabouni anekTpon;
6 — npubop AnfA nsmepeHus noTeHuuana

PucyHok A.1 — ®yHKUMOHANbHAs CXeMa N3MepUTENbHON Lenuv
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MpunoxeHne B
(cnpaBo4HoOe)

CxeMaTu4eCcKUl pUCYHOK 3IEeKTPONUTUYECKON AYENKU

LA

1 — sA4enKa ¢ NOCTOSIHHOW TemMnepaTypow; 2 — 3MeKTpPonuT; 3 — BbINYCKHOE OTBEpPCTUE ANs BOAbl; 4 — BNyCKHOE OTBEpCTUE ANA rasa

(BxogHoe); 5 — TepmomeTp; 6 — NpoTUBO3aNEKTPOA; 7— pabouun anekTposq; 8 — BbINYCKHOE OTBEpCTUE Ans rasa; 9 — aneKTponutu-

Yeckun moctuk; 10 — anekTpon cpaBHeHUs! (HACbILLEHHbIN kanomenbHbIn 3nekTpoa); 77 — HacbIWeHHbIA pacTBop; 12 — kanunnsp;
13 — BnyckHOe oTBepCcTUE ANs BOAbI C NOCTOSAHHON TeMnepaTypon; 14 — cTep)eHb MarHUTHOW MeLluanku; 75 — marHuTHas mewlanka

PucyHok B.1 — CxemaTuieckuin pucyHOK 3NeKTPONMTUHECKON STHENKN
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MpunoxeHne C
(cnpaBo4Hoe)

CocraBbl I/ICKyCCTBeHHOVI CINMIOHbLI N I/ICKyCCTBeHHOVI nna3mbl KaK 311eKTponuToB
AnNA 3N1eKTPOXUMU4e CKuxX UcnbITaHUN

C.1 Obwwmre nonoxeHus

Bce xuMmmnyeckue peareHTbl 4OMKHBI ObITb aHANMTUYECKON CTENEHN YNCTOThI, paCTBOPEHNE AOMKHO NPOBOANTLCS B
Boae knacca 2 no CO 3696.
CnegyeT npeanpuvHATL MepbI Mo NpeacTBpalLeHnio 06pa3oBaHus ocazka.

C.2 WUckyccTBeHHas cntoHa (cMm. [2])

Na,HPO, 0,260 r/n
NaCl . . ... . . e 0,700 r/n
KSCN . .. . e 0,330 r/n
KH,PO, oo 0,200 r/n
NaHCO; 1,500 r/n
KCl. . . e 1,200 r/n
C.3 UckyccTBeHHas nnaama (cm. [2])

NaCl . . ... . . e 6,800 r/n
CaCl, 0,200 r/m
KCl. .o e 0,400 r/n
MgSO, 0,100 r/m
NaHCO; 2,2001/n
Na,HPO, 0,126 r/n
NaH,PO, . . ... ... ... ... ... .. 0,026 r/n

10
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MpwnoxeHne D
(cnpaBo4Hoe)

CBefieHUA 0 COOTBETCTBUUN HALUOHaNbHbIX cTaHgapToB Poccuiickon CDe,qepau,vm CCbINTOYHbIM

Tab6nwuwua D.1

MeXxayHapogHbIM CTaHO2apTam

OB603Ha4YeHne CCbINOYHOro
MeXyHapoaHoro ctaHaapTa

0O603Ha4YeHne n HaMMeHoBaHue COOTBETCTBYOLLEro HauMoOHaNbHOro ctaHaapTa

MNCO 3585 FOCT 27460—87 Tpy6ku, kanunnsipsl U nanodku n3 GopocunmkatHoro crekna 3,3.
O6Lupre TeXHNYeckue yCroBus

MCO 3696 FOCT P 52501—2005 Boga anst nabopatopHOro aHanuaa. TexHU4Yeckue ycroBusi

MNCO 8044 [[OCT 5272—68 Koppo3aus meTtannoe. TepMUHbI

MNCO 10993-1 FOCT P MCO 10993-1—2009 Nagenusa meamumHckmne. OueHka 61onornieckoro gem-
CTBUSA MeaguUMHCKmX nagenui. Yactb 1. OueHka u nccnegoBaHust

MCO 10993-9 [OCT P MCO 10993-9—2009 OueHka 6Monormyeckoro JeNcTBUS MEAULMHCKUX U3-

genui. Yactb 9. OCHOBHbIE NPUHLMNBI MOEHTUMUKALMM U KONTMYECTBEHHOTO onpeaene-
HUSI NOTEHLManbHbIX NPOAYKTOB Aerpagauum

NCO 10993-12

[OCT P ACO 10993-12—2009 Wapenus meanumHckne. OueHka GUONOrmyecKkoro
OeNCcTBusA MegnmumHckux nagenui. Yactb 12. MpurotoBneHne npob u KOHTPOINbHLbIE 06-
pasubl

NCO 10993-13

[OCT P ACO 10993-13—2009 Wapenus meanumHckne. OueHka BUONOrMYecKkoro
OEeNCTBUA MeanumMHCKMX nagenuin. Yacte 13. VigeHTudmkaums n konm4ecTBEHHOE onpe-
JeneHre NpoaykToB Aerpagaummy NonMMepHbIX MeAULIMHCKUX U34enuii

NCO 10993-14

[OCT P CO 10993-14—2009 Wapenus meanumHckne. OueHka BUONOrmyecKkoro
OEeNCTBUA MeanuMHCKMX nagenuin. Yacte 14. VaeHTudmkaums n konm4ecTBEHHOE onpe-
JeneHre NpoaykToB Aerpagaumumn ngenuii 3 Kepammku

NCO 10993-16

[OCT P ACO 10993-16—2009 Wapenus meamumHckne. OueHka BUONOrmyYecKkoro
OEeNCTBUA MeguUMHCKMX nagenui. Yacte 16. MogenvpoBaHune v uccnegoBaHme TOKCUKO-
KMHETVKM NPOAYKTOB Aerpazaumm U BbIMbIBaHWS
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