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Mpeaucnoewne

Llenu, ocHOBHEE NPUHLEKNALL KW CCHOBHOA NOPAACK NpCREAEHHA paboT No MEMroCYAapcTBEHHOR CTaH-
OapTHIauWd yoTadoeneds MOCT 1.0—592 aMexrocy apcTESHHAA CHCTEMA CTaHapTHIaudK. OCHOBHLIE
nenoxedna: 1w NOCT 1.2—2009 «MewrocygapcTeeHHan CHCTEMa CTaHdapTHaaUmMM. CTaHugapTel MEMrocy-
OAQCTEEHHBIE, NPABWNE 1 PEKOMEHTZALMK N0 MEXTOCYJAPCTEEHHOR cTaHgapTHaauk. Npaewna paspaboTe,
NEMHATAA, TPUMEHEHHA, OGHOBNEHWA W OTMEHI b

CeepeHWA o cTaHgapTa

1 MNOOMSTOBRNEH ABTOHOMHOHE HEKOMBMEDHECKDA OPradnaagked « FIHCTHTYT MEeEQMKo-0H0NorMYackmy
wmeccnegoeaHui U TexHonorii (AHD «MMEMIAT ) va ocHoBe coDCTREMHOMD ayTEHTHYHOIO NEpER0OA HA DYC-
CHAM AJLIK CTAHOARTA, YKAIAHHOMD B NYHKTE 5

2 BHECEH degepansHoisd aréHTCTEOM MO TEXHHMSSCKOMY DEeryNADoRaHW W METDONCTMA [PoccTan-
aapr)

3 NPHUHAT MexrocydapcTEEHHBIM COBETOM N0 CTAHOAPTHAAUWK, METRONOTMM W CepTHDHEALWM
(npoTokon oT 27 sMapta 2015 r. Ne 76-I)

3a NPUHATHE NDOroNoCoBand.

KPETEDE FISHMEHDOBIHHE CTEAFRER ﬂ\'.ljl CTRAHE ':DEDHI.I.I,EFHG‘E HEHMEHDBAAWS H3 UATHANGHOM DEraREd
no MEGACO 3186} DO4—47 o ME JECO 3168 004 —8T na CTAHAARTHIALMA
Eenapyck BY Mocctangapr PeocnyBnmgn Benapyce
KazaxcTan KZ MococTannapr PecnyBnwem KasascTad
KHprizna KG Kelpreaactangapr
Mangoaa WD Mongoea-CTaHOBRT
Poccur R PoccrangapT
TansHEMcTaH Td TEoMHECTAHGapT

4 Mpurazom PegepantHorg aredTcTEa No TEXHAYECKOMY DETYIHMPOEAHMK M METPoNoMK oT 27 anpena
201571, Me 294-CT Mesrocy JapcTBeHHBIA CTAKAAPT BEE0EH B AS2ACTEME B KA4BCTREE HaUWoHaNLHOrD cTaMaapTa
PoccHickod Pegepauis o 1 wons 2016T.

o HacTtoAwmkiA CcTandapT HOeHTWYeH MexOysapogHomy cTadngapTty 150 10993-9.2008 Biclogical
evaluation of medical devices — Part 9: Framework for identification and guantification of potential degradation
products (OugHka SUONOMMYEckan MeQHUWHCKHE H30ENKA. HacTe 9. CTRyETYDE WOEHTHPHKAUHH M KEGHTHM-
HALMK NOTEHUMANBHLIX NPOAYKTOR PAINOHeHINA).

Mepesod C aHMARCKOND A3sKa (en).

CrefeHa o COOTEETCTEMM MERTOCYIAPCTREEHHEIX CTAHGADTOR CObINMOYHbIM MEKIYHADOOHBIM CTAHIAD-
Tam NEHEEOeHE B SONONHATENEHOM NDHNCHEHR M 1A

CTengHes COSTEETCTEMA — WoeHTH4Hasa (10T

& B3AMEHMOCT IS0 10983-0—2011

Mrihoprialiua off UIMa e HUaY K HacmoaLweny cmakdapmy MyBnukyemaca @ 8xa20dHoM UHPoDMaULIoH-
MOk yEa3amena s HauuoHansHse Candapimbls, & MErc UIMEHENUD L ToNDasoN — & BMEMECAYMOM UHBoD-
MALLOMMoM yRaZamene «Hayuodaneseie cmaddapmers. B cnyvae qepecMompa {3amensl] i omsaassl
HACMOAWE20 cmandapma coomeememayiowes yeedomnaxue Oydem onybNukoeaHd & eXeMacAYHOM
UHDOPMALUOHKOM Vkazamens sHauuaransdke cmardapmels. Coomesemomayiowans UHhopdauus, yee-
GOMTEHLUE U MEKCME! DEIMELLUFINTICA MakKe & UHbooMauuoHH ol cucmene obWe20 NoNLI0aanuR — Ha agu-
ULATEHOK cadme Dedepantnds0 82eHMamMea Mo MEXHUSECKOMY DE2UPOERHLIID U MEMDOTOELIL & Cemu
Humepuam

B CravgapTiadopm, 2015

B Poccuickol Qegepauvd HAcTOAWMA CTAHZADT HE MOMET Dbl Th NOMNHOCTEKD MK YACTHY MO BOCIPOMIBE-
A2, THPAMWPOEAH ¥ PACNPOCTRAHEH B KAYSCTES odPrUMANsHoro Migands Ges paspewanind CeiepansHong
AreHTCTREA N0 TEXHHYBCKOMY DETYIIMDOBAMMK M METROMNOrHKM
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ErepeHue

Cobmoggine nonowes i CTaHdapToR capiud |30 10993 « Ouenka BUoNormeeckoro 4encTBra MEgnUHK-
CHHX H3OENAAS NOIECNAT 002CNeYnTeE CHETEMHLIA NOGX0O K HCCNeaoBaHnk BUoNoMMYecsoro JeRCTEHRA MEOMH-
LIMHCKMY H3Oenii.

Leneso 3Ty cTaKdapTos He ABNseTcR DEaycnoaHoe sakpennedws earHoobpaitEE METOO0B HCCNeao-
BAHHA M MENBITAHKWA 38 TRYNNaMK O0HOPOOHBEE MEJWLMHCKKME H3DEMNHR B COOTRETCTEMK € NPUHATOR Bnacoudi-
HALMEN WX N0 BAGY W AMUTENBHOCTA KOHTAKTA C OPraHMsMon Henosesa . NMoatomy NNaHHpoBaHHE 4 NPORE 02 HAe
WCCMEgoBaHHA M ACNLI TAHWA 0MHHE OCY W ECTENATE CNEWWANHCTE, MMEKWWE COOTBETCTBYIOWYIO NOAroToskKY
W ONeT B OBNACTH CAHWTADHO-XAMHYSCKOR, TORCHKONOMMHECKDA U DUONOMMHeckod OUBHOE MEJWULHHCKWX
WHIDE A,

Cranaaptsl cepun S0 10993 sENAKTCA PYKOBOOALWMMIA SOEYMEHT 38K 3NA NPOTHOIMDOBAHWA W wCone-
OCBAHAA BASNOTH4ECHOMN0 JEACTENA MEAULMHCKWY MAZENWA Ha CTaJHd BREEORa MaTEpHAN0E, NPEIHAIHAYEH-
HislX ANA WX WIF0TORNEHAA, 8 TAKKE ONA HCCNeaoBaHWA FOTOBLIX WALenHiA.

B cepwo |50 108993 exogaT cnegyiowMe 4acTd nod obwdm Haseadden «OueHEa SuomoriHeckons
OeRCTEAA MEQMLMHCKAX H3JeMnE s

YacTe 1. DugHKa W KCNHTAHWA B pasMEax NPoUEcca MeHEIHMEHTA DUCKA;

HYacTe 2. Tpebopawka £ oxpase 30000RLA MHBOTHED,

YacTe 3. MonelTAHKMA HA FEHOTOECHYHOCTE, KAHUEPOMEHHOCTE M TOKCHYHOCT, BIMAIKILLYH Ha penpoayi-
THBHOC T,

YacTe 4. BeiBop MCNBITAHKA, OTHOCRLWWYCA K BE3aWMO00eACTBHW C KDOBRIO,

YacTe 5. WonsiTaHKa M8 UMTOTOKCHYMOCT B METOOE in vitrd,

Yacte 6. MonwiTakka ANA onpeaenaina NokaneHex e ToR NoOCNe MMNNanTauM9;

YacTe 7. OcTated NpK CTERHNAIALME 3TNSHOKCIMOOM,

YacTe 9. CTPYETYDE MOSHTUPHEALMH KW EBIHTHEWEA LKA NOTEHLHANEHE NPOOYETOR PRINoHE A,

YacTe 10, MNpoGul Ha pasopaxe HAA W anNenriSecky D PEaKLLAKD KoM,

HacTe 11, MoNuiTauuA Ha CHCTEM MY TOKCHYHOCTE,

HYacte 12 MNpurotoenadmne npob ¥ cTaHgapTHele 00pasus;

YacTe 13, MaeHTHEAKAUMA # KONHYSCTESHHAA OUSHKS NPSOYKTOR PAINoHEHHA B NOMAMERHGLEN MEDM-
LUKHCEKY YETPORCTEAX,

YacTe 14, MagHTHEMEALWMA ¥ KONHYSCTREHHAA OLUEHKA NPOOYKTOR DAINOHEHWA KEDAMAEA,

YacTe 15, MasHTHBHMKALWA ¥ KONWYECTEEHHAA OUEHKS NPOOVETOR DAsNOHMEHHA METANNOE M CNNAB0R,

YacTe 16. KOoHUENUMA TOKCHEOKHHETHHECKMY HCCNedoBa KA NPOOyKTOR Da3NOMEHKA M Beilenaqdraas-
MbLE BELLECTE,

YacTe 17, YCTAHORMEHWE OONYCTHMEX NPELenNos B ENaYHEaEMalX BELWECTE,

HYacTe 18, Onpedeneasie XMMWYECKHK XaparkTepHcTHE MaTeprancs,

YacTe 19, CUIMES-XMMULECKaRA, MORHONOrd4eckan v TonorpadyHeckan xapakTeprcTHES MaTepyanca
(TEXHAYECKE TpeBoBaHHA];

YacTe 20, MNprHUMNE W METodb MCCNegoBaHra MEMYHOTORCHEONOMMYECKME HCNBITAHHA MEgUUKHCKKE
HMIGENWA [TEXHHYECEWE TReGoBaHHa ).

HacTosWKA cTaHaapT NRESCTABNAET OCHOBHENS NPMHULKNE, Ha3 KOTODbBIX OCHOBAHSL! MCCNeQoBaHHA no
HOBHTHPMEALKA M KONHYSCTEEHHOMY ONPEEneHHI0 NPCOYETOR JECTRYKLMH KOHKPETHBIX MaTEDHUanos, oni-
CcaHHbe B 150 10883-13 (gna nonumepos), SO 1099314 (gna kepamiin ) W 150 1089315 (ona MeTannon |
CNMAABoE).

MHbopsaukio, NoONy-eHHYID B X008 3THE WCCNEoBaHii, MCNONeE3ynT GNA oUeHE GUonorMHeckons
OeRCTRAA MaTeDWManoe 1 HagenHH.

Matepransl, HCNoNLAYEMBIE ANA CO3ZAHHA MEGHUNHCKIE HIQENKHA, MoryT HopMAPOBaTE NPOQYETE Jac-
TOVELMA M NPW KOHTAETE © OMONOMAHEcEH M oKDY REHHEM, 3 B YENoBSYEckoM TENE 3TH NPOLYETEl MOMYT BECTH ceba
o= O pYToM Y.

Kak Npasdnog MeXasHn4ecEbil MAHoC NDHBOOKT K ODPaIcEaHMg YacTHY. B TO BpEMA KAk BeiCEODOMIEHNE
BEWECTE & NOBEEXHOCTH MI-38 BRIMBEBAHAA, XMMHYSCHOrD PACNANA UMW KOPPOIHK MOKET NPUBECTH K oBpaio-
BAHHIO MOHOE WM PAIHOODRAIHE PEAKLMOHHOCNOCOBHLIX NPOGYETOE B BALE CRraHHHECKAE WM HEDPraHw-
HECKHE COS0HHEHIA.

MpoaykTel ABCTRYELKKA MOMYT BbiTh PEAKUMOHHOCTOCORH LI WK CTAGMNEHBIMIA 1 B3 WX DA0XHMAYEC-
KOW pEakUMM CO Cpedoi. TeM HE MEHEE, HAKONNEHHE IHAYATENEHOMD KONWYECTES CTA0HNEHEK NRPOLYKTOR
OECTREYELMA MOEET OKA3A T (DHIMYECKOES BOIOERCTEHE HA OKPYRAOWKWE TEAHK. [TPOOYETLl ABCTRYELKN MOMYT
OCTABATLCA B MECTAX WX BEOSMNEHHA KK MOMYT NEPEMEWATECA N0 BHONOrHYeCKoR Coeqe NOCpedcTROM Dad-
NEYHEY MEXaHHIMOB.

I
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YpoaeHe BACNOrMYEcKoN NEgeHOCHMOCTH NDOAYKTOE QECT PYELMA JERMCHT OT KX NPUPOGE M KOHUEHTpa-
LA M gonsed BeiTe NEPBOHEYANLHD OLUEHEH B KNAHHYECKOM JRCHE0HMEHTE M LENEHANPABMEHH bIMHA HCCnego-
BakvAsK. [AnNA TEopeTHYECKH BOIMOMHEX, HOBLIX WIANK HEWMABECTHLIX NPOOYETOE JeCTRYRLM HEoGxogrME
COOTBETCTEYHILLWME MCNeTanHrs. JNA X0poWwo HCCNeZ0aan KX W KIMAHHYSCKR NPHUEMNEMBIX NPOOYRTOR ASCTEYE-
LA JaNbHEALLKE MCNBITAHHE HeCEAIaTENEHbI.

BawHo, 4To GeaonacHocTe 4 3D e THEHOCTE MEJWUWHCKOND MA0ENHA MOMeT BulTe CKOMNEHCHpODaHa B
pEAYNTATE DBCTRYRL MK, 4 Y4TO QECTPYELMA O0MHMHA BbiTh YYTEHA NPK OLEHEES BPHCKS MAGENHa.
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M E X 0 C ¥ O APUG CTIBTETHH b H C TAHIOIAPT

M3OENKMA MEOAWUWHCKHE.
OUEHKA EMONOrMYECKOro AEWCTEBMA MEOWUMHCKUX M3OENWA

YacTte 9

OCcHOBHLIE NPUHLMNL] MASGHTHEMHALWK 1 KONHYeCTEEHHOTD ONpeRenaHua
AGTEHLMANLHLIX NPOAYKTOR ASCTPYELHK

Medical devices. Blologeea! evaluaiion of medical devices.
Fart 9. Framework for identification and quantfication of potential degradation producls

Oata BeegeHun — 2016—06—01

1 OBnacTb NPUMEHEHWA

HacToAWWA CTaugapT YCTAHABNKBAET OCHOBHBLIE NPHHLWNGB ANS CHETEMATHYSCKHY HOCNEROBaHui no
HOEHTHRHKAUHH M EOMNUYECTESHHON OUEHKE NMOTEHUHANEHOHE B Habnmoacson SHOO0eCTPYELMA MEedHUHHCKMX
HIOENAH 1 4NA NNaHWPOBAHHA 1 NPoBEOeHKA nocenedoeaqui DuonecTpysumn. Mudopmauma, nonydeHHan e
pEAYNeTATE 3THE HECNEA0BAHKA, MOKET BblTe HCNCMNLICBAHE NPH GUEHEE BUONOMMHYecsors AeRCTBRE, ONUCaH-
HOW B Cepid 150 10993, HacToRLWWi cTaqQapT paccMaTDHEIST Kak peacphd pyerBIE, TaK K HERe30pEHpyeMBLIe
MaTeprank.

CTadgapT He pACnPOCT PaqASTCA!

= HA MIYHEHKE BOIHVEHOBEHWA NPOOYETOR JSCTRYELMK B DEIYNIETATE MERAHWHECKKK Npouecooe. Meto-
OHEM MONYYSEHHA NPOOYKTOE ASCTRYELMK 3TOMS THNE HANGKEHEl B CTAMAAPTAX HA KOMKPETHLIE MATEDHAN R

MpAaredad e — DecTpykUuna B8 PRIYVNETATE HHMCTO MEXEHHHECKOMD NPOYACCA B OCHOBHOM NPEEODHT K ofpaic-
BEHWN MATEDHANEHE X H3CTHL. XOTH 5TO W BXOAWT 8 0bnacTe npeMeseHUA BaHHOE SacTi IS0 10903, Takwe npoaysTe
DECTRYKUHA MMy T B 38aTe BHOnNOrideci«il OTEET W, TAKWM OBpaI0M, OoNHHE BeTe NOABS PrHY T GUSHEE D@onordqeckons
OeACTEWA, ONECAHHOA B Apyrax HacTax 150 10093;

= NPOOYKTEl Bl LLENAYMBAHMA, KOTORLIE HE ABNAKTCA NPOAYKTAMW DECTRYELMKM,
« MBOWLMHCHAS WA0BTHA WK A3 KOMI0HEHTEL, HE BCTYMELIAG B NDAMOE MIK KOCEEHHE HOHTAKT C TEnoM
nagHeHTa.

I pHME4aHd@e — HacToRWHEW CTEHAAPRT MO=ET Bkl Th NEAMSHAM K J8CTRYEUWE MATEDAAN0E, HCMONEIYEMEIE B
NEBoM @308NHEH, NOONAARWEM Mo onpeneneHde aMeJAGHHCEoe Wagendes a8 50 10993-1, Dake ecnu TAKHE HIGenHa
SErYNHAPYIRTCAHODMATHABIMH, CTNHYHBIMH OT NDHKMEHHMEIE £ MEOQULAHCHAM MI02NHAM, HaNEHMSD KAPEEC TEAHSWHES HEP-
HOMD MeQAUHHCEDNS H2aanka HNd MaTpiua-nefeHOCYWE GnAa OOCTagkd Megd@UHHCENRE #NH Beanoriyeckuy BeLecTa.

2 HopmaTHBHLIE CChINKK

B HacToAWeM CTaHaapTe MCRONbICEaHE COBINMKN Ha HODMATHEHEIZ JOKYMEHTEl, COOEOMALLHE NoNoHE-
HKA, KOTOPLIE ABNAINTCA COCTABHOR YACTEID NONOHEHHA HACTORWENS cTaHdapTa. B npHBeger e HOpMaTHE-
HENZ JOKYMEHTE HENBIA BHOCHTE N00LIE KHCNPABNEHKS M JONONHEHHA, DOHAKD QONYCKARTCR BOIMOMHOCTE
HCNONB3ACEATE NOCNEdHHE WANAHMA HODMATHEHOR O0KYMEHTALWHA, NpHBESJeHHOR Hiuxe. TP CobUNKax Ha
HOBEIE NOMNOHKEHAR MOCNELHWY HIGAHAR HOPMATHBHEX AOKYMEHTOR 3TA HODMATHEHAA JOKYMEHTALKSE O0MHHA
nprnaratech. Ynede MCO 4 MIK gomssHsl NOCTOAHHD CNegMTE 38 COXDaHEHHER I0DHOAYECK0A CHNBLl MEwdy-
HAPOOHLIX CTAHAAPTOR,

MapgaHue ohMUuHansHoe
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S0 10883-1 Biological evaluation of medical devices — Part 1. Evaluation and testing within a risk
management process (Ouenka DUONOMMYeckoro JeACTEMA MELUUMHCKHY Kagden Wi, HacTe 1. QUeHEa ¥ HCNLITa-
HWA B PaMKaX NPOUECCa MEHERMEHTA DHUCKa)

122 10993-2 Biological evaluation of medical devices — Part 2. Animal welfare requirements (OuesHka
AHONCrAYECKOrD OeRCTEHMA MEQWLWHCKKE Manendii. HacTe 2. TpeGopaH1a K 0XpaHe 3000080A HHBOTHbIX )

[ 10993-13 Biological evaluation of medical devices — Part 13: [dentification and quanfification of
degradation products from polymenc medical devices (OueHka Bronormeeckoro AeACTEMA MESHMUWHCKWMX Wane-
nuA. Hacte 13, MoeHTHgHEaLKE 1M KONKYECTESHHAA CUEHKA NPOOYETOR DAANCHEHAA B NOMAMEDHEX METHLHH-
CHMX YCTRORCTEAN )

|22 10993-14 Biological evaluation of medical devices — Part 14: |dentification and quantification of
degradation products from ceramics (OueHka SHONOMAYECKOND J8RCTERA MEIHLHHCKHE Wadenyid. HacTe 14,
HOeHTHgMEaUKS M KOMWHECTEEHHAR OUEHKS NPOOYKTOS DAANOKEHWNA KEDaMUKK)

S 10993-15 Biological evaluation of medical devices — Part 15: [dentification and quantification of
degradation products from metals and alloys (OugHxka BAONOTHYECKOND DEACTEMA MEOHUWHCKAX MIZENAA.
HacTe 15, MoeHTHEMKAULKA W EONAHECcTESHHAA OUEHKA NPOOYETOR DAAN0HSHWA METANNOE W CNABoe)

3 TepMHHbI K OnNpenenedHuna

B HACTORLWEM CTAHOADTE NEHMEHEHSE TEDMHHE N0 150 10993-1, a Takke cnegyiowWe TepHEl © CoOoT-
BETCTEYHILAMA CIPELE e AN,

3.1 pecTpyeuWa: PazpylUeHde MaTepyana.

3.2 DHOoOeCcTpYEUMA: Paipylleriie MaTepWana 8 peayneTaTe BOagerncTBWA DHONOrMHEeckod Cpelbl.

3.3 ovopelopiMpyeMos MeaMUMHCKOS Wagende: MeddUuWHCKDe W3nende, pazpywUainlwesca Wi
pACCACHBAKALESECH B DHONCTHHECKOR COaOE GRraHdImMa.

3.4 NpoOyKT BuilenadyvBanHnA. JECTRATHPYEMEIR KOMMOHEHT MaTEDHAaND, HE ABNAKLWWACA NDoOayK-
TOM KMMHUSECHOA DECTOYELNG,

3.5 KoppoanA: BoadeRcTBHE HA METANNAYECEHE MATEDHMANE NYTEM XHMAYECKHX KN 3NeKTROKMK-
HECKMY PESEL WA,

Mpuwme«wanHne—HWHoMLA TERMHAH #KCDDOZMA R j-'l'lGTFIE'ﬁJ’!-H-GT B Gonee WHAPDEDM CMBlCnE OnA ofosHaueH R
FEYQUIEHW A La4ECTEE OPYrAE MaTepuance. B HECTOAWEM CTEHA apTe OH OTHOCHTCA K MaTannam W cnnagam.

3.6 BeWwecTEO: XHAMWYECKWA ANEMEHT, COEOMHEHWE AN KOMNNEKS COSOHHEHHA.

3.7 chparmeHT M3genua: OOHa UNd HECKONBED YaCTER Magenua.

3.8 NpooykT AecTpyKuriH: [H0Gan Y4acTHUua WK XMMAHEcKDe cosdWHedde, ofpaloaapwdeca npW
KIMHSECKOM PRIDYLLEHKK MCXOAHOro MaTeprana.

10 paGovan cpenal AHATOMWYECKOS MECTOPACNONOMEHWE ANS NpeqnonaragMoro NpMMeHsHW A
HAGENKA, BENIOYEA OKRYHAKILLWE MUAKOCTH, THAHK 1 BHOMONE Ky Nk,

4 TpUHUMNEI NNAHKMPOBAHWA MCCNeOBAHWA OSCTPYKLUMKM

4.1 O6uwMe nonokeHWA

Meaxon K oueHES QECTPYELMH AABKCHT OT NPHPOIL BCCNEqYEMOrD MATERMANS, MEJHLMHCKOMD H3OEMHa,
YCNOBWA NPWMEHEHWA W NOKANHIAUWK KOHEDETHOTD M3genna B oprankame. Mogend, esbpadHsle Qns cueHER,
OON¥HB COOTEETCTEGEATE PafoYyel cpeie Kanenya. Mononsacaa e SRONSr-eckol ek HEohRIATENLHD,
HMECMEQ0BAHHE MOMHO NPOBSAHTE B YENOBKAK, MOOENHEYIELWK TEpamMeTpil BHONCrMHeckoi cpe .

ONeITNOKA3LIBAET, 4T0 NP OT 08N bHbIX NPOLSCoAX ST DYHLA K MOSENA T WG HE OTDARAI0T BOEX SCTEK-
108 patoyend Cpedbl, HanPHMED, MEXAHWYECKWE NPOLECoR MOMYT NOBNWATE Ha BHoOecTEYELKIO W G0MHHL DbiTE
MNEAHATE B0 BHUMAHWE NPW oNpedeneHnd CMolenHpoBaHHci paboYel cpelbl.

Mo BoIMOMHOCTHA NP NNAHWDOBAHAK KCCNegoBaHnA JECTDYELMK HCNONBEIYIOT CTAKAAPTE GNA HEEHTH-
DHEALMH W KONWYECTEEHHOTD ONPEgenes s NPoOYETOE SECTRYKLWA ONpeaeneHHex rEynn Marepdancs,
Hanpusep S0 10883-13 — ana nondmepoe, 1S0 10993-14 — ana kepamiid 4 150 10993-15 — gna Metan-
Noe W cnnascs. Np9 MccNegoBaHuK Magenui, CoCToALMY Bones 4enM 13 J8yE DAINAYHER MATEDHaN0E, YYMTE-
BT BCE COOTERETCTEYOWME CTAHOAD TS MO DECTOVELIHIA.

2
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IS0 1088313, |30 1099314 1 130 10983-15 paccmaTpueaioT TONeXD NDOOYETE QeCcTRYELMK, 0bpaao-
BANHHLIE B PEIYNLTATE XMMWYECKOTD HIMEHEHWA TOTOBOTD WALENHA. DHK HE NPMMEHAIDTCH K JECTRYELKK Maga-
NUA, NPOM20WEOLSA 8 NPOUECCe NPeaHaAZHAYEHHOMD KCNoNEIACBAHNA B DL3YNETATE MEXaHUSECHOR HATPYIKN,
HAHOCA WNW SNeETROMATHWTHOMD WanyYedua. [nR Takol AecTpysUMKd HeodxodwuMo paccMoTpaTe OpyTie
METOOk.

4.2 MNpegeapuTensLHOe pAcCCMOTREHNA

HEoTeeMNEMON HACT b0 OUEHKKM BHoNorMeeckorn DEacnacHocT M MA0enHa ABNAETCA TWATENLHOE NEorHo-
IMPOBAHME CNOCOGHOCTA MATELHANEA K OSCTRYELWM, BEMMHAA OHMOAEM Y ¥ HENDEABH ZEHH YR JeCTOYELMIO.

HaqankeHeM aTANOM NPOFHSIMEOBAHWA ABMASTCA OUEHKA XHMUYECKWY XAPaKTEDHCTHE W MIBECTHBLIX
MEXIHKIMOE JECTOVEUMA. 3aTel OUEHWEAINT HE0BX0gHMOCTE IKCNENHMEHTANBHOMD HCCNEA0BaHKA DHonec-
TRYELHA ¥ COCTABNAKT NNaH HCCNegdoBannd. HeT HechxoOHMoCTH, 8 TakMe HE BCErga CyLWECTEYET BOIMON-
HOCTE MNPCBOOWTE WAY4EHHE OBCTPYEUMK ANS acex wagenwd. OLocHoBauk:s HeoBxX00WMOCTH HIyHeHkA
OECTRYEWAK NPEQCTARNEHE B NDHNOHEHHH A

CyeHEa HEOBXOOMMOCTH NPOBESEHHR JKCNEDHMEHTANLHLIX MCCNEL0BaHAR QECTRYELMK JOMEHa BrNK-
4aTk B cela ob3op NMTERPETY b W [HMNH) 0IHAKOMMEHWE © AAHHBIRMIA 00 ONBITE KNHHAYECKOrS NPMMEHEHWA . Pyrn-
BOACTEC Mo HAANEXAWEMY 0D30DY NHTEPaATYPR CogepuTca B 150 10993-1. Takan OUeHES MOHET NEHBECTH K
AN EHARD, 4TO HET HEOBXOOMMOCTH NPOBEOSHKA IKCTIEPUMEHTANLHLIX MCCNBROBAHKA, KOTE8 HaYyYasMon
HAOENAE YCNEWHD NPAMEHRETCA B MEOHUHWHCEDA NPAKTHEE, & TANKE HMEI0TCA HOBBIE W ONyYENUESBAHHEIE SakH-
HEAE M HENOMH C H3BRCTHBIMA HAGEMAARMA, MATEDHANAMM M NPOOYETAMA OECTDY KL,

PykoBoacTes No ougHEs DHONGrYeckors QedcTeqa NpooyETOR QECTRYKLWE W BRHLLENaYMaaHKS npea-
cTapneHo s IS0 108531, IS0 1098316 w IS0 1099317 B IS0 109583-12 npyeegeHs DYROBOLCTEO M0 BRI OENE-
HHKD NPOOYETOR BbIWUENaYHBEIHNA M3 MEQMUMHCKUX n3gennd, a e S0 10883-18 — pykoBOogCcTRO NO XKMMMYECKOR
AAPAKTEDHCTHEE MATEDHANOE W WX NPOOYETOR BEIMBBAHWA, WCNONbIVEMEX B MEOHUHHCKMX WIDEnHAx.
B IS0 1088319 npueegeHo pyEoBOACTEO N0 UAMKS-XMMAYECKON, MOponorwueckod u Tonorpadmdeckoi
HAPAKTEDHCTHEARR MaTepranos. MpUHATAE BO BHYMAHKE 3THX CTAHOARTOR NEQEN NEOBEOEHAE M OUEHKA O8C-
TREYELHA MOMET NOMOHE B HOEHTWHEALHK NROGYETOR BHWENAYMBAHKE 1 DECTPYHLMH,

I pPHMEYAHPE— HBCMOTRA HE PAZHALY MEXOY NP3OYETAMH EbIWENZYMBEIHHA @ QECTRYELWA, BOIMOKHD ofibe-
OFHAETE HAYYUSHHEE NPOOYETOE QECTRYELWE C HAYHEHHEM BRWENAY ME32MElE KOMNOHEHTOE. Fazn«4aTth NPCAYETE ABCTPRYH-
LM ¥ BeiWensYMEaHMA Heolin3aTeneHo ANA QaneHeAWwed oueHEd BRoNornieckors GeRcTENR. TeM HE MEHRS, KOTOE CHHEE-
=HE YDOBHA BelWeNaYHEIEM b EOMNOHEHTOE ABNAETCR HEODEOSUMEM B K3YECTEE KORTRONA pHCKE, OBHHER WHPODMBLHA
ABMNASTCA BAXHOW,

4.3 MnanHpoBEaHHe HCCNeaoBaH WA

MnaK KCCNeaoBaHHA | ro Lenb GoNMHb bl TE COCTABNEHR! W OROpMNEHE B COOTBETCTAMM & NOMOHEH-
ARA 4.1, B nnase yEaibBanT MeToOB aHannia, © NoMOoWBD KOTOREIX HIYLSaT CNeayiowHe XapaskTeprcT kK
NPOOYETOR QECTRYKLHH.

a) XMMWYECKHE W DUIMKS-XWMUHECKHE CBONCTRE,

b} ssopchonorvio NoREpKHOCTH,

c) GMOXHMMUYECcKME CROACTEA.

B nnade Takme Wanaramt MeTosl, MCNonsayeMsle ANA Nonyyqedns Npogdykroe gecTpyruud. Metoge
Oon#Hel BblTe ONTHMAIKPOBAHE ONA OGHAPYHREHHE DECTPYETHRYIOWMY BelecTe ¥ oBocHoBaHsl. B nnane
HCCNEAoBARWA KAENHA, COCTORALLME M3 MHOTHX DDArMEeHTOR, YHHRTEHEIKT Ka¥ s DparMedT N9 MaTepran,
CHHEDTAYECKOE BNHMAHKE PAINKYHEX GRAarMeHTOR HA QECTRYKUHID, 8 TAKHKE BOSMOMHOCTE BTODMYHEX peaKLmi
MEMIY NPOOYKTaMMA DECTPYHLHA,

M PAMBEBYEHNE— EHE‘.QE'GTFI}'MHH MOHET ObiTh CMOO2NAPOBEHA B IKCNERHMEHTEX I WIird.

4.4 XapakTepHCTHEA NPOOAYETOR OSCTPYKLHA MeOWUMHCKAY HaaenHi

MpogykTel QeCTpYEUMK, NOMYYeHHEE B X008 WCCNeqoBadMa, MOoryT NpencTaBnATe CoGol YacTHik,
PACTEODMMEE COSOUHEHMA MAW HOHE. NA onpeaenedlia KapakTepucT g NPoayKToR A8 CTRYKLAW HCNonB3YIoT
COOTEETCTEYOWAE AHANMTHYSCKME METOOL . T METOOE JonHHE DblTe 0BOCHOBAHE! W NPUBEOEHR B OTHETE
o woccnegoeaduk. Ecnu ocbpasoeankce Yactuudbl, HeolXoOuMo ONMCATE MX pazmep, opsy, NNoWwagns
NOBEQXHOCTIA W ODYIME AHAYHMBIE XADAKTEDHCTHEM.

I PHMEYEHME— PUIMHECEAE @ XNWMHYECKHE CEOACTES MATEDHENOE W3 TEEROEIX Y3CTHU MOMYT MEHATECA HE
HAHOYPOBHE, 3TO MOMET NOENWATE HE WX TOKCHWKONOTWYECKENE CBOWCTEE.
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Ecnv Heobxoguma Bronori4eckas oueHEa NPoSYRTOR QECTPYELAR, Hy#HO yOeaQWTeCA, 4TO NNaH weone-
OCBAHWA HE MEWAET NPOBESEHKI0 GHONOIAYECKoro aHan9Yaa.

Mogxoap K Way4eHue DHogecToyvELUHKM NpegcTaBne s B NoHNoxeHnn B,

MpoToORGN ACNKEH BEMNIOYETE B Ce5R cneqyiowes:

a) MOSHTHHEALHID W XaDakTEDHCTHEY MAGENKA H [(MNK) MaTepHana i Npeanonarassos NPHMEHEHHE,

B} MASHTHEHKALMIO M XADAKTERHMOTHEY BOIMOMHOND MEXAHMIMA OECTPYELWH,

C) WOEHTHOMEAUMKD W X3PAKTEDHCTHEY WIBESCTHLIX, BEDOATHBIX W NOTEHUMANBHBIX NPOOYKTOR
OECTRYHLLMK,

d} MEeTOObL WCCIEeOoBEIHAA.

MpumMedasne — CTENBHE W CHOPOCTs BelcBoboxaesun NEOGVETOE QECTRYELWM JABMCAT OT TAKWE DEKTOROE,
KAKNMpoUesCrl NPOMEBCACTEE, KOTOPES HEMEBHAKDT COCTAE W CTROYETYRY NOEEPEAOCTH, MHEMTPEUNA ENOEERXHOCTH @3 ofibemMa
METEpHANE, pPRCTHEODMMOCTE, XMMAYSCHRA COCTAR, PHINONOTMYECKEA CReaE W T. 4.

5 OtyeT 06 MCcCcnegoBaHMK

B oT4eT 0f HCCne oBaHnyg BEMKYaI0T CRegyiowy o MHiopsMag k.

a) onNUCaHWe MaTepMana M (Mnu) nagenus e cooTeeTcTery ¢ B .2 npunoxenna B, aknoqyan npegnonarae-
MOE NPWMEHEHKE W BHO KOHTAKTA © OpradnaMon

B} oueHKY QECTPYEUWMH 1 0BOCHOBAHKE OLEHEN DQECTDYELHM,

C) ONUCAHKWE METOA0E H3YYEHMA JSCTDYELMK, YCNOBKA MCCNEeOoBaHUA, TECT-MATELHANE! K METOOHKM
HMECMEA0BAHHS, BHNOYAS BUOL KOHTRONA,

d} ONHCaHHE METOLOB AHANKIA, BETOYAER KONHHECTBEHHBIE NDESENE M BHGE KOHTRONA,

) O0KYMEHT O COOTRETCTEHI HCNLITATENEHONA NABopaToOpHK CUCTEME YNPABNEHKA KA4ECTBOM HCNkLITA-
TEMEHEX NAbopaTopyAHE U {Mnn) pykoeogeTes |50 17025,

fl moeHTWdHEAUHAID ¥ KONUYECTESHHOE ONpEQenes e NoocaYKToE OeCTPYELMK (Hanpumep, dopma W
COCTORHHE NPOOYKTOR ASCTRYHLMK, MX CTAGHNLHOCTE B MCNONLICEAHHLIR KOHTDONE),

gl KpaTHEOE MaNOMEHWE PEaIYNLTATOR;

N} MHTEpNRETALMED W obcyROEHHE DEIYNBETATOR.
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Mpunoxenue A
(ofA3aTensHoB)

OBocHoBaHME HEOBXOOWMOCTH NPOBEOBHWA HCCNOOOBAHMA OGCTPYHLMA

HeofioaMMoCTE NDCESOEHWA MCCNEL0EaHAA DECTRYRLUME PECCMABTPHERNT, BCIMW:

8) #I0Enwe AENABTCA PACCACHBADWWMER B BUonoriyeckoR cpene;

by #anen#e NPesgHEsHEYEHO ONA MMNNEHTAWWK HE CROK, NDEBRIWAMILIWA 30 oyT:

C) BcTh MHHPODMAEYUE O BEPOATHOM BRCEOG M OSHHY TOKCHYHH X BELECTE NPM KOHTAKTE AAHHOMD MAETEPHANS & Opra-
HU IR,

MayueHue QECTPYKLMW HEeODAIATENBHD, BCMM:

8) HONWHECTED BO3MOMHEIX NPOOYETOR QECTPYELAM NPELCLAZYEMO W CEOPOCTe oBpaI08AHNA NDOOYETOR QEcT pyk-
yeH nogofHa Tod, KOTODER MIBECTHE U3 MELWUXHOKOA NpaxTHM Kak DesonacHan;

by pazseps, hopwME, pAacNpeaeneH e i KSNMSEcTEO HAcTY NoaofHe Tem, Ge20nacHOCTe KOTOPEIX OKABZEHE ONsl-
TOM MPHMEHEHHA B MEIHUHHCKOR NPESHTURE;

C) yHe CYURECTEYKT QaHHLIS O ABCTRYELMM, B TOM YHCAE O BELISCTEAY W NPOOYKTAX ABCTRYRLWA NPpA npaananarae-
BOM MPHMEHEHHM.

HeoSxoAMMOCTe HOCNBO0BAHMRA I VWVD PACCMATRHEENT HE DCHIEES PEYNETATOR A VIlrD.

Mo BOSMOHHCCTA MPH WIYHEHHH TEORETUMBCKY NEEOCEEIYE M B X MROGECCO8 ABCTPYELWMA YHUTEIEZ0T 3KCNEPUM BHTE
n vitvo. BRNONHAR WCCNEOOBEHWA 11 Vive, HECHXOOWMO NOMHETE © TREBO0EAHEAR K 33LETE HEB0TH=X (o8, |50 10993-2).
On# anpenenesHA BELOATHICTH DECTPYEUAY W AGEHTUWMMEUMA NPeANGAATaeMslX NEOGYETOR OSCTRYELMA U 88 CHOPOCTH
oB0C HIERIBANT HEOBXOAWMOCTE NPOESAEHUA HCCNBOOBIHAR (T ¥ivo M 1N Wi,

Bnok-cxeMa. NpMBESSHHAR HE PHCYHES AT, CNYHET UNNOCTPALUMER NOMEEA, NDAMEHAMOA NEW STHE PACCMOTREHWRY.
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Mpunoxesse B
(enpagovHoe]

JononHUTensHan WHGOPMALKA K NNAHY KIYUSHWA QECTPYKLWH

B Ofwne nonoxeHHs

HacToAkles NEPMNOKEHWE COO0EDHHT NONOXEHNA, KOTOPRIE YYHTEHB3WT NPW OUEHEE BEROATHOH E-rtl:l.IJ-EIGTFIjI.{LI,HH.
B chRyyae GTCYTOTEMA ofwes ARPOPMAUMHA O AeCTRYELWA WADENHA W MATEpHANoE, 3 TakEe O Beanori4eckom GeACTE MM
BO3IMOEERIE NPOAYETOE JECTRYRGHHA NPoBSIAT CCOTEETCTEY W NS SHCNEpPAMEHTANEHSIE HCCRe QOB EH WA,

B2 OndcaHve MEAUUMHCHOTS WIOENWA W [Mn H] MATEPHANA BENEDYAET B celn:

8) HANMEHOEEHRS MedsLHHEROD 308 NEA W {MNW) MaTepMana;

b} HEIHAHEHWE MEHLWHOKDTD HADSN WA,

C) Npeanonaraedos NpUMeHeHEe,

d} npeanonaraeuyic Buonoradsckyss cpegy,

8) COCTES METEpPWAna:

fi noaroroscy MatTepnana {ofpadoTia, CTEPURWIALKA];

0} COCTORHWE NOESEPXHICTE,

h) paisMepsi;

I} oTHEeNbHEA BIpartesT,;

|} oTOenbHEA SpEFMEsT, HENONEIYEMBR B KOMBHHALAW C APYTUMA ¥ XADAKTED WL B3AHMOOBRCTEWA;
k) oyeHsy KAGOro MATERHANE, BROOALYSTD 8 COCTAR WAGSNHA, COCTOAWEID M3 HECKONEKHY MPErManTos;
I} NPEAONEUTENEHDCTh KOHTELTA:

M} SEYIEe XE0EKTEDHCTHH.

B.3 OueHHS BOSMOMHEIE @ WIBECTHRIX NPOAYHTOE GeCTRYEWMH

B.3.1 WameHeHWe maTepHana B obseame

D@ aeMble H HENPELEMISHHEE H3MEHEHUWA MATepwans B ofeeme MOTYT NPHBOAMT: € OBPE30BAHW K NPOAYHTOE
OECTRYELMM B EWAE HACTMY, B TEKHE BENMATE HE CTABMNEHOCTE NOBEPRHOCTA. M3MSHESWA METEPWAaNa B obbeMa mMory T npo-
HOEGANTE, HANPAMER:

- B NPOUECCE WITOTORMNEHHE;

- B0 BPEMA CTEPUTHIAURN,

- NpY NPOEEOSHKA MMINEHTELEH AB0 BPEMA Npelb BAHWA NMONEHTATA 3 ORraHMIM S,

- 8 peayneTaTe Buopesapbumm;

- NP XPEHEHWA M B CBA3IH ¢ e CTABMNEHOCTRD,

- NP MIMEHSHKY U IRHeCKOrD COCTORHMA [HEGYXAHWE, (hES0ERE NePEXTAR W T. 0.).

B.3.2 Beixog BRUWECTE C NOBEREXHOCTH

Brixof 88WecTs ¢ NOSEREHOCTH MOMET NPOHCXOOMTE B CREOYHILL ML CRYHSAK,

- EHMHHECEHE BEIHLHK,

- Bl ENEY HEBHHE,

- MATPALWA;

- DENCNAMEpH3ALMA;

- OTCNEHEAH#E, OTWLENYLLAB3H NS,

B.3.3 Magenwe, COCTOALLES M3 HECEKONBEAX KOMMNOHEHTOE MNH MCNONBIYEMOE BMECTE ¢ APYIAMA M3ge-
NHABM

B OononHesHe K NEReYicnasHoMy, HEGBX0OU MO DACCMOTRETE CNEAYIWHE ABNEHWA:

- PRSPYILERHE CTRYETYR.

- PECCNaEUEAHWE,

- MUMPAUMK BRIWECTE M3 GOHOMO RATMEHTA B JPYTOR,

- BO3MORHOCTE PEAKUMW MEXELY NPOOYVETEME O8CTRYELHA.
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Mpunoxesne OA
(cnpaEoYvHoe)

CEeAoHHA 0 COOTEATCTREMM MERTOCYAAPCTREHHLIL CTAHAAPTOD
CELINOUHEIM MEHAYHAPOAHLIM CTAHAAPTaM

Tatnwus QAN

OEaanaueHnE M HaRE EHOTAHNE EEEAYHAPOOGHDID
CTAHAOAaQTHA

CrenaHe
COOTEETETEANA

D EOAMDYEHNE # HE MR E DB A MERIOCYOQaAPCTAEHHRDID
LTAHOAPTA

IS0 10963-1:2003 OysHsa G@0nNorE4eckoro IoT FOCT ISO 10993-1—2011 Magensa MejudUsHoEHeE

OEHCTEEA MEAWUSHCKWY W3gendia. 4Yacte 1. OueHKE BHONGIMHACKONT OBACTENA MEJHUMHCKAY @a-

DUEHES M WCN&ITAHWA B DEMEAX NPOULECCE Me- nenMia. YacTe 1. DWeHEE H RCCNESCEAHWA

HEOMEHTE pHCKS

IS0 10893-2: 2008 Oueska BuonorywecLan Mea- - -

OWUMHCEMY #3nenda. YacTs 2. TpeBopadue «

CEREHE S00P0BRA HHBOT HbIX

150 1089893-13:10998 OueHka Sdonord4eckan oT FOCT 150 108983-15—2011 Magenna MeldusH-

MEQNBMHCKAE wagenuad. HacTe 13, MaedTaduea- ckue. DysHEa GUONOMMYAcKorn JeACTEMR MELULMH-

GMA M HONMHECTEEHHER OUEHKA NPOAYETOR pE3- CEMX  M30endAd. YecTe 13, MaeHTadueau«a  «

TIHEHHA B NONMBERHEE  WE0RLHHCHS KONAMSCTAEHHOE ONPeLENeH e NpoayETOR Aerpana-

yoTpoACTaER" UK NONUMEDHBIX MEIMLHHCHRY H3JEndA

150 109893142001 Dyenka Suonorsveckan oT FOCT 150 10983-14—2011 Magenma Meguu@H-

MEAWMYMHCEAY H3gendd. HacTe 14, MaeHTaduia- ckne. OysHxa BHONOrMYECKOrD O8ACTEUR MEGHLUWH-

LA W KONMHECTESHHER OUEHKA NPOAYETOR pas- CHMX  MIOENMA. YacTe 14, HMoeHTadurkau«a @

NICHEHNA EEDAMERE KONAMSCTEEHHOE ONPELEnNsH e NpoayEToR ARTpaLa-
Ul A30SMME W3 KepaM KN

IS0 10983152000 Duyerka Owonordveccan 10T FOCT 180 10983-15—2011 Hagenwa MeguU@H-

MedMgMHCKRY Banenid. HacTe 15, MaeHTuduka-
QWA H HONHYeCTE2HHER SUEHEA NPOOYETOE pa3-
NGHEHAA MSTaNN0E W CnNaeoa

cide. OueHEa BUoNOrM4acEoro JeACTEMA ME QU LU@H-
CEM®  M3IOENWA HacTe 15 HAoeHTHWKaU#A @
EdNAYecTaIesHOE GnpedensH e NpoadyeETos Aerpala-
LW W30end@ W3 METENNOE W CNNaBos

" CGﬂTEETETE}'EIlI.I,I-’lJ% MERMOCYNLAPCTEEHHEA CTEHAADT OTCYTCTRYAT. O0 B0 yTESPEAEHUA PEROMEsIYEToA WOnons-
30EATh NEPES0A HE PYDCEMA ASRE J2HHOTD MEMAYHAPOAHOMD CTAHGAPTAE. nEFI'E'EG_CI,.CIEH HOMS MeEdYHApOLHOMD CTRHOEP-
Ta HAXOOWTCA B ¢‘E£|E'FI&.I'-E.H{IM POHLE TEXHWYECKMY PErMaMaHTos @ CTAHGapTOE.

MpumeywaHue— BHACTOAWER CT BHOEPTE AICONONE3I0B A0 CNe8ayibUiEe YINOBEHDE OBOIHEYSHHAE CTENEHW COOT-

BETCTEMA CTAHGAPTOE!
- DT — MASHTHYHEIE CTEHOAPTE.
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BuBnuorpadua

[1] 15310271, Dental matallic matenals — Caomosion estmethods (CTorMaTonorda. MeToOs MCNETIHEA B8 KOPRO3A-
OHHYE CTCAKOCTE METANMHYECENY MATEHANGE |

121 153 13781, Poly(L-lackde) resine and fabricated forms for surgecal implants — o witro degradation esting (Caons
W CTHOPMOBAHHBIE 3NEMEHTE HE ocxo8e nonu|L-AEKTMAR] BNA XMPYPrHMECERs MMANEHTAToE. MCnuTaH«e Ha
PAINOHEHHE METOLOM I wira)

[3]  IBOMEC 17025, General requirements for competence of lesting and catibration laboratores (Dfwne TpeboaaHna
¥ KOMMETEHTHOCTH HONETATENEHEY W xBNUBpOBEOHHEIX nadopaTopnid)
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rMoCcT 150 10993-9—2015

YOK 61546:002:008 354 RAKC 1910020 P20 DT
Krrqesse cnoea: MEOWUAHCEME M302NHAA, MBNNadTaTe, DeCTRYELMS, ﬁHDﬂEE:'I'I}"_-'HLl.HH. MEOOYET BblMbIBaHMA,
KOpDoana
Fegaktop H 8. Tanarwoma
Texmpuacknil pegakrop 5.4, Apyraross
Koppeaxrap M.C. KaGawoes
KomnworepHan eperas FLA. Hareixonog
Caane o mafap 21.06.2015.  MNopnecaso o nesars D206 2015, @opwear 8084 % Tapoerypa Apaan
Yem may, n. 1,088, Yuemag.ono 1,400 Tapax 30 2«3, 3ag 2055,
Wapare n omegarano so YT s CTAHOAPTHMHBOPM+, 123995 Mocesa, Mpasasnws nep., 4
www . gostinfa.ru infai@gastinfa.r
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