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BBeneHue

Hacrosiuuii cranHnapr siisiercss npsiMbIM TIpMMeEHeHMeM MeXnyHaponHoro craHaapra UCO 1463097
«HeakTUBHBIE XHMpPYpPrUYecKUe UMILIaHTAThl. OO1Me Tpe®oBaHUS», MOATOTOBRIEHHOTro EBporneickuM Ko-
mMuTeToM 1o craHzapTusanuy (CEH) coBMecTtHO ¢ TexunuyeckuM komutetoM MCO 150 « AMItaHTaTh! s
XUPYPIrUU» B COOTBETCTBHHU C COrJallIEHHEM IO TexHudyeckoMy cotpyaHudectBy Mexay MCO u CEH
(BeHckoe CornaieHue).

Crangapt EH UCO 14630—98 paspabotraHn Texnudyeckum KomuteroM CEH/TK 285 «HeakTtusHble
XUPYPru4ecKue MMIUIAHTAThl» (CeKpeTapuaT KOoToporo (GyHKIMOHUpYeT Ipv HunepnaHiackoM MHCTUTYTE
craHgaprusauuy) B corpyagHuuectBe ¢ TexHmyeckum KomuteToM MCO TK 150 «HMmmnanratel g
XNUPYPIrUn».

EBpornieficKiid craHgapr paspaboraH 1no nopydyeHuo, naHHoMy CEH Esponeickoii koMuccueit u
Esponeickout accoumaruenn csodbonmHoi Toprobiad (EACT), M noareepxnaer OCHOBHBIE TpeOOBaHMS
Hupexktus EC.

EBponeiickue cTaHmapThl, ONpeaensonue TpeOoOBAHUSI K HEAKTUBHBIM XUDPYPrHU4Ye€CKUMM WMIUIAHTA-
TaM, NOOPA3NCISIOT HA TPU YPOBHS (II€PBbIM YPOBEHB SBIASIETCS HAUBBICLIKM):

NEPBRINE — OOLME TPEOOBAHUS K HEAKTUBHLIM XUPYPIUYECKUM HMILIAHTATAM;

BTOPOM — 4acTHBIC TpeOOBAHUS K IPyINaM HEaKTUBHLIX XUPYPruyeCKMX UMIUIAHTATOB;

TpeTUH — creldaldbHble TPeOOBAHUSA K OTHAEIBLHBIM THITAM HEAKTUBHbLIX XUPYPrHUeCKHWX UMIUIAHTA-
TOB.

HacTosiiMit cTaHaapT sIBJISIETCST CTAaHOAPTOM I[1EPBOrO YPOBHS U COUEPXUT TpeOOBaHHA KO BCeM
HEaKTUBHBIM XUPYPrHYECKUM UMILUIAHTATAM. B HEM TakKe JaHBI CChUIKU Ha JOIIOJIHATEIbHbIE TPEOOBaHUS,
coiepXauecs B CTAaHAAPTaX BTOPOTO U TPEThETO YPOBHEM.

CTaHaapThl BTOPOTo YPOBHS IPUMEHSIOTCS K OoJiee orpaHHWYEHHBIM IrpyInaM Wiy THIIAM MMILIAHTAa-
TOB, HAIIpUMEP, K YCTPOUCTBAM, NpeAHA3ZHAYECHHBIM IS OCTEOCHUHTE3a, CEPACYHO-COCYIMCTON XUPYPIruun
WIX 3HOONPOTE3UPOBAHUIO CYCTABOB.

CTaHAapTHl TPETHEroc YPOBHS I[IPUMEHSIIOTCS K CHEIHANbHBIM THIIAM HMIUIAHTATOB, HanpuMeEp, K
[IpoTe3aM Ta300eApEeHHBIX CYCTABOB WM IIPOTE3aM MOJIOYHOM XeJIe3bl.

O3HAaKOMJIEHUE CO BCEMHU TpeOOBAaHUSAMU cCJjellyeT HAYMHATDL C IMOCAECIHEro B KaXJIOM KOHKPETHOM
CJIy4ae YpOBHS.

B npunoxenuu A nepedyucieHnl eBponelckue craHaaptbl EH, nelcTByrollie B HACTOsIEEe BpeMs
JIM00 HaxonsiliMecs B cTanuy pa3paboTKH.

IIpumMeqyaHne— IlepeurcneHsbie B IIpWIOXKEHMH A €BpoOIiCicKHe CTaHJapThl HE BO BceX cCjaydasix
MPUHATH B KaYeCTBe MEXAYHAPOAHBIX CTAHAApPTOB (CM. TaKXe NpMMeYaHue, NpuBedcHHOE HIDKE, U pa3leln 2).

Hacrodluuii cTaHAapT yCTaHaBIUBAET MOPSAIOK CODJIIONEHUA COOTBETCTBYIOLLUX OCHOBHBIX TpeOOBa-
HUI, Kak OHM M310XeHbl B o0meM Buae B Ilpmwioxenun 1 Jupextusn: Cosera 93/42 EEC ot 14 urons
1993 r., Kacaoumxcss MEIULIMHCKHUX YCTPOWCTB B TOM Mepe, B KaKOM OHM OTHOCATCSA K HEaKTHBHBIM
XUPYPru4YeCcKUM HUMIUIAHTaTaM. B HeM TakKe HALUIM OTpaXe€HHE OCHOBHbIE IIPpUHLMITBI TeXHUYecKoro
oryeta UCO 14283, TaKk KaKk OHM IIPUMEHSIOTCS K HEAKTUBHBIM XUPYPrHYECKUM MMIUIAHTATAM.

st TaKUX W30 MOTYT ITPUMEHSITECS YACTHBIE M CICLIHAIbHbIE TpeOOBAHHUS. ITH MOIMOJAHUTENBHBIE
TpeOOBAHUA HOPMHUPOBAHELI B CTAHIAPTAX BTOPOIrO M TPETHEro YPOBHSI WIM UX YACTSIX.

IlpuMeyaHue— CTpyKrypa HaCTOSIIIIEro CTaHAApTa U MMeEIoLMecd B HEM HOPMATUBHbIE CCLUIKH Oa3Hpy-
JOTCS Ha MCITONb30BaHMU cTaHaapTa B cooTtBeTcTBHMM ¢ JdupexTuBor Cosera 93/42 EEC.

KpoMe eBponelickux CTaHAapToB, IIEPEYMCIIEHHBIX B pasaeiie «HopMaTUBHBIE CCBUIKH», MMCIOTCH
MEXIYHApOoAHble CTAHAAPTH! (CM. TAKoKe pasjena 2 U IIpMMedaHue, NpUBeleHHOe BBhIILIE).

[Tonp3oBaTenssM MeEXIYHAPOAHBIX CTAHAAPTOB CJEAyeT 3HAaTb, YTO OHU HE BCEra COOTBETCTBYIOT
OCHOBHBLIM TpeboBaHuaM dupektusnl Cosera 93/42 EEC WM MHBIM HOPMATUBHBIM TpeOOBAHUSM APYTUX
CTpaH U PErMOHOB.
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FTOCYJAPCTBEHHDBIN CTAHIAPT POCCUHUCKOHU PEJEPAIIUU

HEAKTUBHDBIE XUPYPTUYECKUE UMILJIAHTATDI

Oo0mue Texangeckue TpedOBaARNA

Non-active surgical implants.
General technical requirements

IlaTa BBenenus 2001—01—01

1 ObmacTh pacnpocTpaneHns

Hacroganmii cTaHoapT yctaHaBIMBaeT ob61uue TpeOoBaHUsI K HEAKTUBHBLIM XUPYPIHYECKUM HMIUIAH -
TaTaM, TpeOOBaHMS K IOKA3aTe/SIM Ha3HA4YCHHSI, OCOOCHHOCTSIM KOHCTPYKLIMM, MaTepHalaM, OLEHKE
KOHCTPYKIIMH, ITPOLIECCY U3NOTORICHUS, CTCPUIM3AllMH, YIAKOBKE, MCIILITAHUSM U MHDOpMALIUY, NOCTAB-
jasseMod usrorosuresieM. Mcnbiraums, HeoOXoauMbIE VIS BLEISIBASHHUSI COOTBETCTBUSI TpeOOBaHUAM HACTO-
SIIIET0 CTaHAapTa, pacCMaTpUBaIOTCs B CTAHAApTax APYIrUX YPOBHEMN.

CTaHIOapT HE pacHpoCTPaHSIETCS Ha CTOMATOJOTMYeCKUe MMIUIAHTATbl U1 BOCCTAHOBUTE/IbHBIC MaTe-
pHaJibl, TPAHC3HAOAOHTHYECKHUE M TPAHCPAAUKYJISIpPHbIE MMIUVIAHTAThl M BHYTpUIVIa3HbIE (KOHTAKTHBIC)
JINH3HI.

TpeOoBaHHMS HACTOSILEIO CTAHAApPTA SBISIOTCS PEKOMECHIYEMBIMMU.

Hacrostimmmi crangapT BKIKO4aeT B ce0s1 KaK JaTHpOBaHHbIC, TaK U HeJaTUPOBAHHBIC CCHUIKM, a TAKXKe
HU3RICYCHUS U3 OPYTHMX HCTOYHUKOB. DTU HOPMATHMBHBIC CCHLUIKM NPHUBEOCHBI B COOTBETCTBYIOIIMX MECTAX
TEKCTa, a B JaJIbHEUIIIEM YIIOMHMHAIOTCS KaK ITyOJIUKalUH.

Yro KacaeTcs JaTHPOBAHHLIX CCBUIOK, TO IOCJACAYIOIINE JONOJHEHMSI WIH U3MEHCHMSI, BHECCHHBIC
B 3TU NYyOMMKALMH, TIPHUMEHSIIOTCSA K NAaHHOMY CTaHAapTy TOJBKO ©C/IM OHM BBEICHLI B HEro B OpMe
JOTIOJTHEHUST UM M3MeHeHHUs. [IpMMEHHUTEIbHO K HEeOAaTHPOBAHHEIM CCHUIKAM OPHCHTUPOBATHCS ClIeAyeT
Ha IIocJeaHee N3JaHue JAaHHOHW IyOIuKaluu.

2 HopmaTusHble CCHLUIKM

B HacTroseM cTaHAapTe UCIOMb30BaHbl CCHUIKM Ha CACOVIOIIME CTAHOAPTLI:

[OCT P UCO 10993.1—99 Hzmemus menmimHcKHe. OIleHKa OMOJIOTHIYeCKOro ASHCTBMS MEIUIIMH -
ckux uanenuu. Yacres 1. Onenka ¥ McciaeqoBaHUsl

EH 540—93* Kimnuueckve nucciaenoBaHusl MEOULMHCKMX YCTPOUCTB, NPEeAHA3HAYCHHbIX JIs1 Opra-
HM3Ma YeJI0BEKa

EH 550—94* Crepmwm3zanusa MeOHUMHCKMX ycrpodcTB. IloaTrBepXiaeHHe M TeKyllasd NpoBepKa
ra30BOM CTCPHIH3ALIMH OKHMCHIO STHICHA

EH 552-94* Crepwmszauys MeTUIIMHCKHX yeTpoicTB. [loaTBepXxneHue M TeKylas npoBepKa CTepH -
JU3allud oOyYeHHEM

EH 554—94* Crepwmzannsg MeOMUMHCKHX ycTpoMcTB. lloarBepXxiacHue M TeKyllas IIPOBEpKa
CTepWIH3aLUH BJIaXHbLIM TEILIOM

EH 556—94* Crepunuzaiusi MEOMLUHMHCKHUX YCTPOUCTB. TpeboBaHUs K MEAUIIMHCKHM YCTPONCTBaAM
C 3TUKETKOH «CTCPHWILHO»

EH 868-1—97* ¥YmnakoBodHbIC MaTepHaisbl 4JId CTCpHIM3alMK n3aeani B obeprke. Yacts 1. OO1ue
TpeOORaHHA U TpeOOBAHHS MO OLUEHKE COOTBETCTBUS YIIAKOBKH JJIsI M3ACIHUHA, NPOLIeAIINX OKOHYATEILHYIO
CTePWIN3AIIUIO

EH 980* TepMmunonorust, CHMBOJIbI M HH$pOpMaLMsl, ITOCTABIsIEMAasl C MEAULIMHCKHUMH YCTPOMCTBAMHU.
['padpmaeckre CHMBONEI, HCHOJB3YEMbIC HA 3TMKETKAX MEANLIMHCKUX U3CTUMN

* Mexayaapomubie ctaHraptbl — Bo BHUMMKMUM TNoccranmapra Poccenu.
HN3nasne opunuaibHOE
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IIpoexT EH 1041—98* TepMuHOnorus, cuMBosl ¥ HHpOpMALIMI, NIOCTARNIEeMasl ¢ MEANMLIMHCKUMU
n3genusmMu. UadopMmanua, nocrarisieMass U3roTOBUTENIEM
[Tpoexr EH 1441—-97* MenuuuHckue usnenusa. AHAIN3 PUCKA

IIpuMegaHUu 4y

1 C HeKOTOPEIMU H3 ITEPEIUCICHHBIX €BPONCHCKUX CTAHIAPTOB COOTHOCSTCS AHAIOTHYIHLIC WIN TeXHUWYICSCKHU
CBSI3aHHbIC ¢ HIMH MEXIYyHApPOIHbIEe CTaHIapTH (IPWIOXeHHe A).

2 B npunoxeHUHN A IIPUABEACHBI CCHUTKM Ha CTAHIAPTHl PATUYHEIX YPOBHEH U [IPYTHE €BPOIIECKHe CTaHIapTHI,
a TaKXe Ha MHPQOPMAlMOHHBIE CCBUIKM B TEKCTS CTaHIAPTa.

3 Onpenenenusn

B nacrosiineM crasnapre NpUMEeHSIOT CACAYIOIME TepMHUHBI C COOTBETCTBYIOLINMMM ONpeacICHUSIMU:

3.1 HeaKTHBHBIA XUPYPruveCKMH MMIUIAHTAT: VIMIUIaHTHpPYyEMOE YCTPOMCTBO 063 aKTHBHOTO IIPHBE/C-
HHUs eroc B ICHCTBHE.

3.2 MMILTARTMPYEMOE YCTPOMCTBO: YCTPOHMCTBO, NpeJHa3HA4YCHHOE IS TIOTHOIO BXMUBJIEHUA B Opra-
HHU3M 4YeJJOBEKa WIM 3aMCHBI IOBEPXHOCTH SIHUTEIMSA WIH IOBEPXHOCTH IJia3a IIyTeM XUPYPIMYECKOTO
BMCEILLIATE/ILCTBA, I10CJIC 3aBEpUICHHS] KOTOPOIro BXHUBIACMOE YCTPOMCTBO OCTAaeTCd B MECTS €N0 MMILIaHTA -~
nuy. K uMIuiaHTHpyeMbIM YCTPONCTBAM OTHOCST TAKXKe NoOble MeAULIMHCKHE YCTPOUCTBA, NIPCIHAZHAYCH -
HbIC /11 YAaCTMYHOIO BBEACHMS B OPTAHM3M YEJOBEKAa B NPOIIECCe XHUPYPrUUECKOIo BMellaTeJIbCTBA M
HaXoXIeHHs B OpraHU3Me MOCche 3aBeplicHU ornepalinu He MeHee 30 nuewn.

3.3 aKTHBHOE MEJIHIMHCKOE YCTPOMCTBO: MeOULIMHCKOE YCTPOMCTBO, KOTOpOE paboTaeT OT HICTOYHHUKA
3JICKTPUYECKON WM APYTON SHEPTrUH, KpOMe FeHepUPYyeMOI HelmoCpeACTBEHHO OPTraHU3MOM 4eJIOBeKa WU
CWIOH TSCKECTH, W ACHCTBYET B pe3yabTaTe NpecoOpa3oBaHMsl 3TOM 3Hepruy, MeauuuHCKHe YCTPOMCTBA,
rpeaHasHadeHHbIC ISl TIepelavyd 3HEpIruy, BEleCTB WM HMHBIX YACTHIl OT AKTUBHOIO MEAULMHCKOTIO
YCTPOHMCTBA K IIAllMEHTY 0e3 BHeCceHMsl CKOJbKO-HHMOyAL CYILECTBEHHOIO MU3MCHCHHS, HE CUUTAIOTCH
AKTUBHBIMH MEAULIMHCKMMU YCTPOMCTBAMMU.

3.4 Oe3omacHOCTh: OTCYICTBHE pUCKA HAaHeCeHMA yuiepoOa.

3.5 cocrosHME I'OTOBHOCTH K MMILIAHTADMH: COCTOSHHE TOTOBHOCTM HMMIUIAHTATA [J1s1 BXHMBJICHHS B
OpraHHU3M 4YeI0BEKa.

3.6 yreuka: HenpenycMorpeHHOe mnonagaHue XUIKOcTH (B TOM 4ucie ¥ (PU3HOJIOTHYSCKOM) B
VMILIAHTAT WIK BBIXOJ XUAKOCTHU W3 UMIUIAHTATA B pe3yiabTaTe nchekra B CTPYKIYPe CTCHKH KOHTSHHEpA.

3.7 noxperte: Cioll MaTepuaa, UCITOIb3YeMbIN A1 MOTHOM WIM YAaCTUYHOM 3allMTHEl UMIUIAHTATA.

4 Yloxa3areiM Ha3HAYEHHA

B nmoxkyMeHTallyM Ha HU3Oenve ITOLDKHBI OBITE IIPUBCACHBI CACAYIOLIME MOKa3aTejid Ha3zHA4YCHUS
MMILIAHTATA:

- (PYHKUMOHATILHEIE XapaKTepPUCTUKY,;

- TUNOBOE NPUMEHEHMUE;

- YCJIOBHUA 3KCIUTyaTallMM ¢ yaeJeHHeM ocoboro BHUMaHMsI BorpocaM 0e30I1acHOCTH.

[IpuMedaHUe— HeobxomuMo IIpUHAMATH BO BHUMaHHKE OIYOJIMKOBAHHBIC CTaHIAPTHI, HAYYHYIO JTUTE-
pPATYPY M JUTEPATYPY 10 KIIMHWYECKOM IIPAaKTHKE, a TAKXE YTEEpXICHHBIC pe3yJIbTaThl UCITEITAHUMN.

S Oco0eHHOCTH KOHCTPYKUUH

[Ipu paszpaboTke MMIUIAHTATOB OODKHBI OBITH YITEHBI clieRyIoIHMe (PaKTOPHI:

a) MaTepHaibl 1 UX OMOCOBMEeCTUMOCTD (paszzaes 6);

b) dn3mueckue, MEXaHMYECKHEe M XMMHYECKME CBOMCTBA MATEPHUANIOB, BKIIOYAs MX TIPOYHOCThL U
NONTOBEYHOCTD (pasnenkl 6, 7);

C) XapaKTepHUCTHMKH H3HOCA MAaTepHaZoB M BIWAHHE HU3HOCAa W €ro MHpOAYKTOB HAa HMMIUVIAHTAT H
OPTAaHHU3M 4YEJIOBEKA,

d) BAMSHHE TEXHOJOTHYECKHUX MPOLECCOB (BKIIIOYAs CTEPHIM3AUNIO) Ha XapAKTEPUCTUKM MATEPHAJIOR
H 3KCIUIyaTallMOHHEIE CBOMCTBa (pa3neibl 6—9);

* MexayHapomusie ctaHxaptsl Haxogsared Bo BHHUHWMUWUKMHM I'occrannapra Poccun.
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€) B3aUMOJIEUCTBUE MATEPUATIOB UMILIAHTATA C APYTHMH MaTepyUaJaMH U BellecTBaMM (pa3lesibl
6, 7);

f) pacnpocTpaHeHUe U RIMSTHUE YTeukH M/Wwin quddy3ud BeleCTB, UCIIONB3YEMBIX U1 3alIOTHEHHS
MMIUIaHTaTOB (pasgensl 6, 7);

g) COCOUHEHHs H HX BO3ACHCTBHE Ha HOPMATHBHbLIE XapaKTepHUCTUKM (pasnen 7);

h) KOHTaKTHpYIOLHMe NMOBEPXHOCTH MEXIY MMIUVIAHTATOM M OMOJOIMYeCKHMMH TKaHSIMHU, OCOOEHHO
Ha y4acTKaX KpervieHUH ¥ COeMMHEHMI, cocTosgHMe NOBepXHOCTH (pasnen 7);

1) ¢opMa M pasMeprl MMIUIAHTATA C y4Y€TOM HX BO3MOXHOTO BJIMSIHMS Ha TKAaHU M XUIKOCTU
opraHusmMa (pasnen 7);

j) OHOCOBMECTHMOCTb UMIUIAHTAaTa B COCTOSSHUM HMMIUIAHTALIMM (pa3nensl 6, 7);

k) dusmyeckue U XUMHYECKHME BO3NESHCTBUS OpPraHH3Ma M BHEIIHHMX OKPYXalOIIMX (PaKTOpOB Ha
MMIUIAHTAT (pas3nen 7);

1) BIusIHMEe pagualivy (M3Iy4eHMM) ¥ MarHMTHBIX TI0JIEM Ha HMMIVIAHTAaT M HMX IOCIeOyIOlMUe
BO3NEHUCTBHSI Ha OpraHu3M 4esoBeka (6.1, pasnen 7);

m) cHocoOHOCTh MMIUVIAHTATA K BXUBICHUIO, YIAJSHUIO ¥ 3aMCLICHUIO M10C/1e MMIUIAaHTalMM (pasnen 7);

n) YPOBHH MHUKpPOOMOJOrMYECKOIO 3arps3HeHHS M 3arps3HeHHA MakpodacTullaMM (pasaeinsl 8—10);

0) NPHUIoOHOCTL U 3¢ddeKTUBHOCTE YNIAaKoBKM (pasnen 10).

OcobeHHOCTH KOHCTPYKIIMY MMIUIAHTATA HO/DKHBI OBITh OTpaXXeHbI B JOKYMEHTALMH. Ecian xapakre-
PUCTHKH, coepXalecss B HEpPeYMCJICHHBIX IYHKTAaX, He TIPUMEHSUIMCh, TIPMYMHA 3TOTr0O JOIKHA OBIThH
O00OOCHOBaHa M OTpaXeHa B JIOKyMEHTAaX.

6 Marepuaini

Marepuasne! 1J1s1 M3TOTORICHHUS MMIUIAHTATOB BBLIOMpPAIOT ¢ ydeToM (QPYHKIMOHAJLHOIO Ha3zHadeHUd
MMIUIAHTaTa, BIAMSHHS TeXHOJOTHYECKMX IpOLEecCOoB, ¢mocob0oB obOpauieHHMsT ¢ MMIUIAHTATAMM, THIIA
CTepWIHN3aUHU M YCIOBUHM XpaHeHU. loXHEI ObITh pacCMOTPEHBI BO3MOXKHBIE B3aUMOIEHCTBUS MMIUIAH -
TaTa C XMUBLIMH TKAHAIMHY Y XHAKOCTSIMH, APYTUMU MaTepuallaMH, IPpYTHMMH MMINVIAHTATAMM, BellleCTBAMMU,
razaMy, U3JY4YCHHUSAMU U 3JICKTPOMArHUTHBIMHU IoNsSIMH (pasaen 7).

Ecim cocTaBHOM 4acThO MMILIAHTATA SIBIBIETCS JIEKAPCTBEHHOE CPEeACTBO, NOJDKHO ObITH MPOBEACHO
er0 COOTBETCTBHUE TPCOOBAHHUSAM, NpPEObSBISIEMBIM K (dapMalleBTHYESCKOW MNpoAyKUMHM. MMIUia’urar He
JOJDKE€H OKa3bIBaTh BO3NCUCTBHS Ha XapaKTEpHCTHKH JIEKAPCTBEHHOTO CPEICTBA, UCIIOIh3YEMOIo B KOMOH-
Halli¥ C HUM, U HA000poT (CM. IIpuMedaHue 1).

MaTtepHasipl, HCHIOBE3YEMBIS 111 MMIUIAHTATOB M MX IMOKPBITHM, BKMIOYasd OHOJOIMYSCKHE MATSpHAIbl,
NOJIy4EHHbBIE METOIOM IN'eHHOM MIDKEHEPHUH, B COCTOSSHUMM MMIUIAHTALMM JOJDKHBI ObITh B AOCTATOYHOM CTEIeHU
COBMECTMMEBL. YPOBEHb COBMECTHMOCTH IIPOAYKTOB BO3MOXKHOIO HM3HOCA M pacliana IJO/DKeH OBbIThb TaKKe
npuemieMbiM. [IpHeMieMOCTh MAaTEpHAZIOB B TOM WIM MHOM KOHKPCTHOM CJTy4ae HOJDKHA OBITh TOATBEPXKICHA!

a) WIM JOKYMEHTOM cooTBeTCcTBHA ¢ nojoxeHusMu [OCT P UCO 10993.1;

b) WiIM BRIOOPOM MATCPHAJIOB, KOTOPLIC JOKA3aJIM CBOK TIPUTOAHOCTSL NIPH aHAJIOTMYHOM HCIIOIb30-
BaHMHM B KNIMHUMYECKOM ITPAKTHKE.

IIpuyMegdanus

1 JInsa obecrievedusa cootBercrBust [Jupektuse Copera 93/42 EEC ot 14 mwona 1993 r. B 9acTd MeIUITMHCKHUX
H3neaui 0e30r1acHOCTh, Ka9eCTBO M IIPUTOMHOCTE JICKAPCTBEHHOI0 CPEACTBA INO/DKHLI OBITH IIPOBEPEHBI C YUYETOM
Ha3HaYCHUA UMIUIAHTATA 10 aHAJIOTHH ¢ COOTBETCTBYIOIIUMH MeTolaMi, HopMupoBadHbIMU B [{upekruse 75/318 EEC.

2 Hexoroprble W3 CTAHIApPTOB BTOPOIO YPOBHS BKIIOYAIOT IIEpeYHH MATEPHAJIOB, ITPH3HAHHBIX MOJMHBLIMM IS
KOHKPETHBIX BULOB [IPUMCHCHHA.

3 Mmruianrathl, B KOTOPBIX HCIIOAB3YIOT MaTepUAIbl XXUBOTHOIO IIPOUCXOXACHUS, CISNYeT OLICHUBATEL ¢ TOYKH
3peHHS OITaCHOCTECH, BOZHMKAIOLIIMX M3-3a BO3MOXHOCTH IIepelad HHOEKIMYM, B YaCTHOCTH 4epe3 HeDaKTepHaIbHbIC
M HeBUpPYCHBIE arcHTHL. CTaHmapThl Ha MEIUIMHCKHC U3ICIMSA ¢ HCIIONB30BaHMEM TKaHel XWMBOTHBIX HAXOIATCH B
CTAIKUH pa3paboTKH (cM. A.2).

7 OuneHka KOHCTPYKIMM

7.1 OOmue monoxenus

OlLieHKY MMIUIAHTATOB IPOBOMAST AJIS1 AEMOHCTpALIMM AOCTHZKCHHUS NMPOEKTHLIX IToKa3aresieil Ha3Have-
Hus (pasnen 4). B nokyMeHTalMM JODKHA OBITh OTpaXeHa CTelNeHb COOTBETCTBUSA NPOSKTHBIM XapaKTepHC-
THKaM. be3omacHoOCTb MOKHA ObITh TMNOATBepXIeHa IPESIAKIMHUYCCKON W KIMHUYECKOM OLISHKOM,
[peaycMaTpUBaloIlel COOTBETCTBYIOLLICH aHaIM3 pHcKa cornacHo npoekty EH 1441.
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7.2 IlpeaxnManNgecKas omeHKA

MMIuiaHTaTH HEO0XOAUMO TTOABEPTATh NPEABAPUTEILHON KITMHMYECKOH (TIPeAKITMHUYIECKOM) OLICHKE
ClIenyIoUMHU criocobaMu:

a) cOOpOM M KpUTHYECKHUM aHATW30M COOTBETCTBYIOIISH HAYYHOM JTUTEpaTypHI;

b) aHanM3oM pe3yJbTAaTOB MCHNBITAHMH.

[IpeaxnuHuyecKye UCIILITAHUA UMIUIAHTATOB AOJDKHLI MMHUTHUPOBATh YCIOBHS IIPOSKTHOTO NpUMEHE-
HUA MMIUIaHTAaTa. B HacToseM cTaHaapTe IpUBeAeHB] CCHUIKH Ha MEeTOAB! MCIILITAH W1 M COOTBETCTBYIONIUE
KPHTEPHUU NPUEMKH VISl CTICLIAANbHBIX THIIOB UMIUIAHTATOB.

7.3 Kimanueckas omnenxka

JIns X TMHHYEeCKOHM OLleHKA UMIUIAHTATOB HEOOXOIMBI:

a) cOop ¥ KpMTHUYECKHH aHANIU3 COOTBETCTBYIOLIEH HAayYHOM ¥ KIMHUYECKOH JIUTEepaTyphl, B KOTOPOH
paccMaTpMBaeTCs Ha3HAUCHHOE NPUMEHEeHUE NaHHOTO MMIUIAHTAaTa WIH IOAOOHBIX MMILIAHTATOB;

b) aHa/IM3 pe3yNbTATOB KIMHHUYECKHX MCCASIOBAaHMM.

[Ipy npoBeieHUH KIMHHYSCKHX UCCIISIOBAHHIN HeOOXOMMMO pyKOBOICTBOBATECS TpeboBanusiMu EH 540.
TpeboBaHUsg K KIMHHYSCKUM HCCISAOBAHUAM CHSUHMAILHBIX THIIOB H3AEAHIl BKIIOYEHEL]I B OPYIryue 4YacTH
HacToSLIero CTaHJapTa.

8 UHzrorosjienue

NMrnnaHTaThl JOJDKHEI OLITH M3IOTOBJISHB! TaKUM 00pa3oM, 4ToObl ObLIM obecrieyeHbl HOpMUPOBaH -
Hble XapaKTePHUCTMKH KOHCTPYKUMH. BTH TpeOOBAHHSI pacCMAaTpPHUBAIOT B INPYIUX pasfesiaXx HacTOALIero
cTaHOapTa.

[TpuMe aaHue— JooyckaeTca mpuMeHATh cUcTeMbl KadecTBa 1o EH 46001 1 EH 46002 (A.2).

9 Crepmwmsanys

9.1 H3neaus, mocraBjiseMbie CTEPHILHBIMHA
MMraaTaTsl ¢ 3TMKeTKOH «CTepWwIbHO» JOJIKHDBI COOTBETCTBOBATH TpeboBanusM EH 356.

[IpumegaHue—B EH 556 ypoBeHD rapaHTHUI CTEPWILHOCTH ycTaHOBIEH 100,

IIponecc crepiwm3saiimy nopkeH ObITh OOOCHOBAH M PETYIISIPHO NpoBepAThCes. CTepunnzaliis UMIDIaH-
TATOB OKCHIAOM 3TWICHA NODKHA cooTBeTcTBOBATh TpebopaHusM EH 550, crepwmsaims obnydeHueM —
tpeboBaHusIM EH 552, napoBas crepwimzanus — no EH 554.

9.2 N3nenus, NOCTARIAECMbIE HECTEPIWIbHLIMH

st HecTepHIBbHBIX UMIUIAHTATOB HU3NOTOBHTENbL AO/DKEH yKa3aTh HEe MEHee OAHOTIOo MOAXOMSIIErc
METOMIA CTCPWIN3ALMM. DTOT METOA HE NOJIKCH OKa3LIBATh BPEIHOTO BO3AEHUCTBHUSA HA PYHKUHMOHAIHLHYIO
OeszonacHoOCTh, UMIUIaHTaTa. ECIM MHBHOrokpaTHasi CTepHIN3alMs 3ampellieHa, 370 JO/DKHO ObITh YKa3aHO B
HHdbopMalHH, riocTaBIsgeMo H3rorosuTteneM (pasnen 11).

9.3 OcraTo9nsie BeMIeCTBA NOC/E CTePHIM3aUHN

HcnreITanust Ha NpoBepKy OCTATOYHBLIX BELIECTB ITOCJE CTEPHUIH3ALMH IIPOBOISIT B COOTBSTCTBHU C
TpeboBanmwsiMu ['OCT P UCO 10993.1. YpoBHH OCTAaTOYHBIX BEUICCTB HE OOJDKHBI NPEBHILIATL YCTAHOB-
neHHBIX B coorBeTcTBYIOMX YacTax TOCT P MCO 10993 (A.2).

10 Ynaxoeka

10.1 3ammra oT HOBpEXACHMA NPH XPAHEHHHN U TPAHCTIOPTUPOBAHUH

YnakoBKa KaXXgoro UMIUIaHTaTa JoJ/DKHA ObITh TaKOM, YTOOBI B YKa3aHHbBIX M3TOTOBUTEIIEM YCIIOBHUSX
XpaHCHMsI, TPAHCIIOPTHUPOBAHMS M OOpalllcHHUd ¢ MMIUVIAHTATOM (BKIIOYAA KOHTpPOJb 3a TeMIICpaTypoM,
BJIAXKHOCTDBIO U JaBJICHUEM OKPYKAIOUICH Cpeabl, €C/IM OH BO3MOXEH) obecIrieynBanacy 3aliiTa UMIVIAHTaTa
OT NOBPEeXHACHUH U YXYILICHUS €0 CBOMCTB IIPU OTCYTCTBUU BPEeAHOTO BO3JCHUCTBUS HAa MMILUIAHTAT.

IIpuMevanus
1 B xome penerraddit MOXXKHO HUCIIONB30BaTh MeTonn!l, puBeaeHHBIe B EH 60068-2-27, EH 60068-2-32 u/mwm

EH 60068-2-47 (A.2).

2 Ilepex TeM, xak IMPHHATE KaKOH-mMbO croco® YIIAKOBKH, OUEHUBAIOT €0 MMPUTOMHOCTH A JAHHOIO
Ha3HaYeHUA ¢ IIOMOMILIO HCIOEITAaHUA THIIA <«OITaCHOTO IIepeMElIeHUA», HMHTHUPVIOIIETO IUIOXOe OOpallicHue ¢
VIIAKOBKOKM IIpH Cay49aiilHOM CTOJIKHOBEHUH.

4
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10.2 Coxpasenne crepwIbHOCTH IPH XPAHEHMM U TPAHCHOPTHPOBAHMM

HMMrmuiaHTaTel ¢ 3THKeTKOM «CTepWIbHO» HOKHBLI OBITH YIIAKOBaHBI TaK, 4YTOOBLI 0OECICUUTH HX
CTEPWILHOCTE B HOPMAJIILHBIX YCJIOBHSIX XpaHEHHSI, TPAHCIIOPTUPOBAHUS U TP HOPMAaJIbHOM oOpallleHHH,
€CJIM TOJBbKO YNAKOBKA HE MOBpeXIeHa WIK BCKpBITA. YIIAaKOBKA NOJDKHA COOTBeTCTBOBaTb Ipoekry EH
868-1.

11 HUndopmamia, nperocrasiaeMas H3rOTOBUTEIEM

11.1 O0mme nmoJsoxKeHun

Nudopmanus, nocrarnseMass A3roTOBHTE/IEM MMIUIAHTATa, AC/DKHA COOTBETCTBOBaThH ITpoekty EH
1041. Ucnonb3yeMble cHMMBOJIBI HJOJDKHBI coorBeTcTBOBAaTh EH 980.

3afipcuIcHHE MHOIOKPaTHOM CTepWIM3ALMM AOJLKHO OBLITh YKa3aHO B MHQPOpPMALMU, IIOCTABIsIEMOMH
U3IOTOBHUTEJIEM.

11.2 Orpasnyenus npH KOMOMHMPOBAHNM HMMILIARTATOB

HMcnonb3oBaHue HUMIUIAHTaTa B COYETAHMM C IPYTMMH HMMIUIAHTaTaMHM MM YCTPOHCTBaAaMU WM

OTpaHUYEHHs UCTIONL30BAHHUA TaKMX KOMOMHAIIMH NOJDKHBI OBITh YKa3aHbl Ha 3TUKETKE WIH B UHCTPYKIIUHU
(PYKOBOJICTBE) 1O 3KCIUTyaTallHH.

11.3 MapkupoBka HA HMIUVIAHTATAX

Ha mMrutaHTaTtax gJo/ixHa ObITh CHCGOYIOIHASI MAPKUPOBKA:

- HaMMEHOBAaHME IWIH 3aBOICKasl MapKa HU3TrOTOBUTECS,;

- KOJ napTuy (HoMep NapTHM) WIN CEpUNHBIA HOMED;

- «CTepWIbHO» — IS U3NEIMH, IIOCTABIsIeMbIX CTEPUILHBIM (cM. 9.1).

Ecny MapKHMpoBKa MOXET TIOBIAMATL Ha IIPOSKTHBIC 3KCIVIYATALUMOHHBIC XapaKTEePHMCTUKM, WIH
HMIUIAHTAT CJIMIIKOM MaJl, WiM ero (pU3HYecKHe CBOMCTBA HE ITO3BOLIIOT Pa3INdUTh MApPKUPOBKY,
HeoOxomuMast WHbopManusa OOJCKHA OBITh NpUBelcHa Ha 3TUKETKS WM NOKHBI OBITH HPEAYCMOTPEHBI
UHbIEe CPEACTBa AJg OTCASXUBAHUS NMPOMCXOXIACHUS ITPOAYKIIMH.
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[IPUITOXEHUE A
{(cripaBOYHOE)

Ilepeyenn cranaaproB (AEHCTBYIONIMX M HAXOISIIHXCA B CTAIHHM pPa3paboTku)

A.1. IlepedeHp CTaHIAPTOB PASNHMYHBLIX YPOBHEH

A.1.1 Craaaaprsl nepsoro yposas

EH 12011 HMuctpymeHTapuii njid HCIIONB30BAHUA ITPH paboTe ¢ HeaKTHBHBIMUY XHPYPIrUdecCKUMY MMIUIAHTATAMU.
O61e TpeCoBaHUst

A.1.2 CrampapTsl BTOPOro ypoBHA

[Tpoekr EH xxxxx HeakTHBHEIE XHUpypruuyeckue UMIUIaHTarel. VMIvianTaThl, noBTOpsrolme (GopMy Teda.
Yacturic TpeboBanua (B ctaguM pa3paboOTKH)

[Ipoexr EH 12006-1 HeaxTHBHEIC XUpypruiecKie EMILTAHTATRI, YacTHRIC TPeOOBAHUA K CepAeIHO-COCYIUCTRIM
uMILtadTaTaM. Yacts 1. [IpoTesnl KiIanaHoB cepilia

EH 12006-2 HeaxktuBHBIE XUpYPrU4eCcKHE HMIUIAHTATBHL. YacTHBIE TpeOOBaHUSA K CEPOEIHO-COCYTUCTHIM MMII~
nagraraM. Yacts 2. [Ipore3nl cocynoB, BKodasd KaHalbl CEpAeIHBIX KIAITaHOB

[Tpoexkr EH 12006-3 HeakrusHbIe XMpyprudYecKre UMIUIAHTATEH. YacTHEIE TpeOOBaHUSA K CEPIEeIHO-COCYTUCTRIM
yMIUIaHTaTtaM. Yacth 3. CTeHTH! U1 COCYAOB U QMIBTPHI IS ITOJBIX BeH

ITpoexkt EH 12010 HeakrnBHBIC XUpyprudecKkde UMIUTaHTaThl. UMIUIAHTATH! — 3aMEHMTEIM CYCTaBOB. YacTHbIe
TpeOOBaHMS

EH HCO 14602 (I'OCT P HUCO 14602)* HeaxTuBHBIC XUPYPrHYeCKME HMMIUIAHTATHL. MMIUIaHTaTHl IS
OCTECOCHHTe3a. 1 eXHIeCcKUe TpeboBaHus

A.1.3 CranpapTsl TpeThero ypoBHA

IIpoektr EH 12180 HeaxTtusHble XUpyprudecKue MMIDIaHTaTH. MMIuraHTaTel, moBTOpdoniue ¢opMy Tela.
CrnenpaibHbIe TpeOOBaHUS K IIPOTE3aM MOJIOYHOHN XKeJIe3bI

[Ipoexr EH 12563 HeakTuBHBIE XUpyprudecKue MMILIAHTATh. 3aMEHUTEIHM cycTaBoB. CrenanbHbIe TpeOOoBa-

HUS K ITpOTe3aM Ta300eqpeHHRIX CYCTABOB

[Tpoexkr EH 12564 HeaxktuBHbIC XUpYPIrUueCcK¥e HMIUIAHTATH. 3JaMEeHUTENIX cycTaBoB. CriellalbHEe TpeOoBa-
HUMS K [IPOTE3aM KOJICHHBIX CYCTABOB

A.2 ErponeickHe CTAHAADTHI, HA KOTOPbIE AAHLI CCHUIKH B HACTOMIIEM CTaHMNAPTE

EH HUCO 10993-7 (I'OCT P HACO 10993.7)* HNszpenuma MmenuimHcKHe. OneHKa OHONOTMIESCKOro ACUCTBHS
MeINIMHCKHUX uanenmid. Yacte 7. OcraTogHoe conepXaHUe OKMCH 3TWIeHa rmocie crepunuzamuu (MCO 10993-7--95)

EH 46001 Cucremsr Kadecrsa. Usnemna MemmmuHckue. Crnelanbable TpeboBanug no npuMeHeHmo EH 9001

EH 46002 Cucremsl kauectBa. M3nenua Memmmusckue. CrienpanbHble Tpebopanus o nmpuMeriermo EH 9002

EH 60068-2-—-27 WcrmTamisa Ha Bo3icicTsHe BHeIIHUX daxrtopoB. Yacrts 2. Ucnormanusa. Ucnmranyme Ea u
DYKOBOJACTBO. Ynap

EH 60068-2—32 Hcneranus Ha posaeidcrsue BHeurHuUX ¢daxropoB. Yacte 2. Ucmmrranust. Mcenmrranve Ed.
CBobonHoe MafeH:e

EH 60068-2—47 HcrbrraHus Ha Bo3AcicTBUE BHEIMHUX (akropos. KpeiuieHue 3JIeMEHTOB, aniapaTypbl U
IPYTUX M3JeTuid I MuHaMU4YeCKHAX MCIBITaHni, Bkiodas yaap (Ea), tpacky (Eb), subpamuio (Fe, Fd), nuHelinoe
ycKoperue ((Ga), a TakKXe PyKOBOJICTBO

[Tpoext EH 12442-1 Tkany XUBOTHBIX M UX MPOHU3BOIHBIC, MUCHOJB3YEeMBIC IIPY HU3TOTOBRICHUH MEIWITMHCKMX
ycTpoicTB. HacTes 1. AHanus ¥ yIpaBIcHHE PUCKOM

[Ipoexkt EH 12442-2 TKaHM XHMBOTHBRIX ¥ UX IIPOM3BOIHBIC, UCIIONB3YEeMBIC MIPH M3TOTOBICHUN MeIHIIMHCKHX
yctpoiicTB. YacTh 2. Ilonck, rmposepxa, cGop U criocodnl oOpalleHus

[Tpoexkr EH 12442-3 TKanu XXMBOTHBIX ¥ WX IIPOHU3BOAHLIC, HCIIOIL3YeMbBIC TP U3TMOTOBICHUH MEeTUIIMHCKIX
ycrpoiicTB. Yacte 3. Mckmiodenme H/WIM Je3aKTHBAlMS BUPYCOB H JIPYTHMX HOcHTeldel HH(pexnmy. OnpenesieHue
HeXHM3HeCIIOCOOHOCTH

A.3 Copasounsie eBponeicKHe CTaHAAPTH H coorBeTcTBYIONME craraaprel HCO

Ha Bpems myOIuKaidd HACTOSLIETO CTaHHapTa ilepeguciacHHble Huxe craHmaptel MCO 6nUm oTHECcEHBI K
UACHTMIHBIM (A.3.1) Wik TEeXHIECKH CBA3aHHBIM ¢ HACTOSIIMM cTaHIapToM (A.3.2).

* O0o3hadeHUe OTeYECTBEHHOrO CTaHaapTa, pa3paboragHoro Ha ocHose crannaprta Y CO.
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A.3.1 HaeaTuyHsie cTAHIAPTHI

Taoxuimma A.l
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EBponedcKuy crapapT MeXIyHapOOHbId CTaHAAPT
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EH NCO 10993-1 l NCO 10993-1 (T'OCT P UCO 10993.1*) Hsmenua memuimHckue. OleHxa
OHOJIOTUIECKOr0 HAcHCTBUA MeIUIIMHCKUX wWaneauit. Yacts 1. Ormlesixa #
HCcCIeTIOBaHUA

EH NCO 10993-7 NCO 10993-7 (ITOCT P UCO 10993.7*) Uzpmenna memmmrckue. OneHKa i
OHOJIOTUYECKOI'O HOEUCTBHS MeIMIMMHCKUX wm3neawit. Yacts 7. OcratodHoe
COIepXaHUE OKHCH ITWICHA [TOCHEe CTEPWIN3AIIUU

- S | — —_— e e - e

EH 60068-2—27 M3BK 68-2-27 Hcobranyga Ha BosjaeiicTBMe BHelnmHMX dakropoB. Yacts 2.

Ncnerranus. Ucimerranue Ea 4 pykoBoncTBo. Yaap |

! i, — S - |

EH 60068-2-32 MBK 68-2-32 HcnblTanmss Ha Bo3decTBME BHeUIHMX daxropoB. YacTh 2.
IHCIIBITaHI/IH. HUcmerranue Ed. CeobomHoe nmageHue

EH 60068-2—47 MBK 68-2-47 Hcobltagua 11a Bo3neicTBHe BHeuIHUx dakropoB. KperuieHue

3JIEMEHTOB, allIaparypbl U JIPYrdX H3IEIHM T ITUHAMWYIeCKMX MCIILITAHUIA,
pxmiogas yoap (Ea), tpacky (Eb), subpammo (Fc, Fd), nuneitioe yckoperue (Ga)

O CTBO
N 17 PYROBOACTEO _ __

* B ckobkax ykazaHo 0003Ha9eHME OTeYCCTBCHHOrO CTaHiapTa, pa3paboTaHHOro Ha ocHoBe cTaHmapTa MCO.
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A.3.2 TexnuuecKH cBA3aHHbIE CTARNADPTDI

Taonumga A2
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EBponeMcKvil cTaHAapT MexnyHapoadbi CTAHIAPT
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NCO/IIMC 14155 KnuHu4dscKUe HUCCIeI0BaHMS MEIUIMHCKIX YCTPOUCTB |

EH 550 N CO 11135 Memunutckue yerpolicta. [ToarBepxaeHue ¥ TeKyIIas IpoBepKa
ra30BOH CTEPWIN3AIIMU OKHUCHIO 3TWIEHA

EH 552 i HCO 11137 Crepunuzauus H3OeIHWil, UCUOIBIYEMBIX B BIpaBOOXpPaHEHWM.
TpeboBaHMA K MOIOTBEPXACHUIO M TEKVIICH IIpoBepke. ['azoBadg crepummaanys
OKYICBIO 3THWJICHA

il eyl il PR S el I I L - - il i

EH 554 NCO 11134 Crepwnuszauus HU3IAeIUN, HUCIIONB3VEMBIX B 30paBOOXpaHEHMH.
TpeboBaHMsd K IIOOTBEPXIACHHUIO M TEKYyIICH IIpoBepkKe. IIpoMblliuteHHad
CTepUIM3AIU BIaKHBIM TEIUIOM

EH 46001 HMCO 13485 (I'OCT P 51536*) CucreMnl xadectBa. Usnemias MeTUITMHCKHE. |
CreimanbHeie TpeboBanus o npuMeHeHHo 1CO 9001

EH 46002 ACO 13488 (I'OCT P 51537*) Cucremsl xadectBa. V3nemmss MeqUIIMHCKHE.

| lCnctmaJmeIe Tpebosanus o npumenennio 1CO 9002
[Ipoext EH 1441

h—

il

MCO 14971-1 (I'OCT P 1CO 14971.1*) Memuumrickue us3neaus. YIpapileHue
| PHCKOM. Yacts 1. llpuMeHeHe aHalH3a pUCcKa K MEOUITMHCKIM M3ICITUAM |

- L

. *B ckobOKax yxazano o003HaYeHUEe OTeYSCTBEHHOIO CTaHaapTa, pa3padotaHHoro Ha ocHoBe ctaHmapta MCO.

e i

A.3.3 Mexnyrapoaasie CTAaHAAPTHI, DOJIE3HEIE IS CTPAH, He ABMMOIMXCH wieHaMu Esponeiickoro Coio3a
NCO/TO 14283 MmrutanTaTel A Xupyprud. OcHOBHBIE TpeOOBaHUS
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