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HAUMWOHANBbHBLIN CTAHOAPT POCCMUCKOW SEOLEPALUUMN

MHCTPYMEHTbI, UCMOJNb3YEMbIE COBMECTHO C HEAKTUBHbIMUW
XUPYPITUYECKUMU UMMNNTAHTATAMU

O6wue Tpe6oBaHus

Instrumentation for use in association with non-active surgical implants. General requirements

Dara BBepeHna — 2012—03—01

1 ObnacTb NnpuMmeHeHusA

Hacrosiwuit craHgapt ycraHaBnuBaeT obume TpeboBaHUsA K MHCTPYMEHTaM, NpeAHa3HaYeHHbIM AN
MCMNOMb30BaHUSI COBMECTHO C HEAKTUBHLIMU XMPYPrU4YeCKUMMU UMMNaHTatamu. 3T TpeboBaHns pacnpocTpa-
HAIOTCSI KaK HAa MHCTPYMEHTbI MPU UX U3FOTOBIIEHUM, TAK U HA MHCTPYMEHTbI NOCNE PEMOHTA.

HacToswmin ctaHaapT pacnpoCTPaHSIETCs TaKkKe HA UHCTPYMEHTbI, KOTOPbIE MOTYT GbITb NOAKIMIOYEHbBI K
cMcTeMaM C UCTOYHUKaMKU SHEPIUM; HA CUCTEMbI C UCTOMHUKAMU 3HEPTUN — HE PACNPOCTPAHAETCS.

B oTHOLIeHun 6e30nacHOCTU HACTOSILLMI CTanAapT ycTaHasnueaeT TpeboBaHUA K NoKasaTensM HasHa-
YeHus, 0COBEHHOCTAM KOHCTPYKLMKM, Matepuanam, oLeHke KOHCTPYKLUKM, NPOM3BOACTBY, CTEpUnusaLum, yna-
KOBKE U MHG)OpMAaLMK, NPEAOCTaBNSAEMON U3TOTOBUTENEM.

HacTosAwuin craHgapT He pacnpoCTPAHAETCA HA MHCTPYMEHTBI, UCNOSb3yeMble COBMECTHO CO CTOMa-
TONOMMYECKUMU UMNIIAHTaTaMK, TPAHCOHAOAOHTUHECKUMMN, TPAHCPAAUKYIIAPHBIMU U OPTANBMONOTMYECKMMN
UMnnaHTaramu.

2 HopMaTuBHbIe CCbIITKU

CrnegytoLme CCbINoYHbIE JOKYMEHTbI 0653aTenbHbl NpY NPUMEHEHNU HACTOALLero ctavaapra. ina aa-
TUPOBAHHbIX CCbINIOK NMPUMEHNMA TONBKO yKa3aHHasa B nepeyHe sepcus. [ina HeaatupoBaHHbIX CCbINOK NPu-
MEHUMa NOCNEAHANA N0 BPEMEHMN U3JaHUA BEPCUS CCbINOYHOTO A0KYMEeHTa (BKoyas BCe NONpaBKu).

NCO 11135-1 MeauumHckne usgenua. Banugauus u TEKYLLMI KOHTPOMNb CTepunusaummn OKCUAOM 3TU-
neHa

MCO 11137-1 Crepunusaumsi MEOMLMHCKOW npogykuuu. PaguaumonHasa ctepunusauus. Yacts 1. Tpe-
6oBaHus k paspaboTke, Banuaauun U TEKYLLEMY KOHTPOMIO npouecca CTepunu3aunm MeguUMHCKUX N34enun

MCO 11137-2 Crtepunusaums MeaULMHCKON Npogykumun. PaguaumoHHas crepunusauums. Yactb 2. Ycera-
HOBMNEHUE CTEPUMUIYIOLLEN J03bI

MCO 11137-3 Crepunusaumsa MeauuMHCKON npoaykuun. PagnaumoHnHas crepunusaums. HYacre 3. Py-
KOBOZCTBO MO BONPOCaM AO3UMETPUN

MCO 11607-1 YnakoBka Anst MeAULUMHCKMX N34enuid, Noanexawmnx UHULLHON cTepunusauuu. Yacrb 1.
Tpe6GoBaHus k matepuanam, bapbepam obecnedeHus CTepunbHOCTU M CUCTEMAM YNAKOBKK

MCO 11607-2 YnakoBka Anst MEAULMHCKMX N3enuid, Noanexanx UHULLHON cTepunusaumu. Yacrtb 2.
TpeboBaHuA kK BanuaaLum npoueccos POPMOBKHU, repMeTusauum u cbopku

MCO 14155-1 PykoBOACTBO MO NPOBEAEHMIO KIMHUYECKNX UCTILITAHMIF MEAULMHCKUX n3aenuin. Yacrtb 1.
O6ume TpeboBaHus

MCO 14155-2 PykoBoaCTBO NO NPOBEAEHUIO KNIMHUYECKUX UCMbITAHWIA MEAULIMHCKUX n3aenui. Yacrtb 2.
MnaHMpoBaHue KNMHUYECKUX NCNbITAHWUIA

M3paHue ocpuumanbHoe
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NCO 14971 Uspgenus meguuuHckme. NMpUMEHEHNE MEHEXKMEHTA PUCKOB K MEAULMHCKUM U34ennMam

NCO 15223-1 MeaunumHckue usgenua. CUMBOSbI, NPUMEHSAEMbIE MPU MAPKMPOBaHUKU HA MEAULMHCKUX
n3genuax, STUKETKax U B CONPOBOAUTENLHON AOKyMeHTauuun. Yacte 1. Obwmne TpeboBaHus

NCO 17664 Ctepunusaums MegUUUHCKUX n3genuin. Mudopmaums, npegocrasnaemMas u3rotoButenem
Ana 06paboTkyn NOBTOPHO CTEPUNN3YEMbIX MEAULIMHCKUX U3AENUI

NCO 17665-1 Ctepunusauus MEAULMHCKON npoaykuun. Ctepunusauus napom. Yacte 1. TpeboBaHus
K pa3paboTke, BanuaaUuu U TEKYLLIEMY KOHTPOMIO NpoLiecca CTepunuaaunm MeaULIMHCKUX U3aenuii

EH 556-1 Ctepunusauusi MeamuuHckux naaenuin. TpeboBaHusi K MEAMLUHCKUM U3AENUSIM C MapKUpPOB-
KON «CTepunbHO». YacTb 1. TpeboBaHMsA K MeAUUMHCKUM U3AENUSAM, NOANEXaLMM (PUHULLHON CTepunusaumm

EH 556-2 Ctepunusauusi MeamuuHckux nagenuin. TpeboBaHusi K MEAMLUHCKUM M3AENUSIM C MapKUpPOB-
KON «CTepunbHoy. Yactb 2. TpeboBaHWsA K MEAULMHCKUM U3AENUAM, U3TOTOBIIEHHBIM B YCIOBUSIX acenTuye-
CKOro Mpou3BOACTBA

EH 1041 WHdopmauusa, npegocraesnsgeMasi MU3rotoButenemMm MeauUUMHCKUX U3genuin

3 TepMmuHbI U onpeaeneHus

B HacTosiLiem ctaHaapTe NpUMeHeHbl crielyloLme TePMUHbI C COOTBETCTBYHIOLLMMU ONpeaeneHUsIMu:

3.1 ucnonb3yemMbii COBMECTHO MHCTPYMEHT (MHCTPYMEHT): HeakTuBHOE MEAMUMHCKOE usgenue,
npegHasHavyeHHoe AN UCMOMb30BaHUS BO BPEMSI XMPYPruYeCcKkux npoLeayp, CBA3aHHbIX C HEAKTUBHBLIMU XU-
PYPrudeCKUMU UMNIIAHTATaMU KOHKPETHBIX TUMOB.

3.2 BTOPUYHO NOCTABJI€HHbIA UHCTPYMEHT: VIHCTPYMEHT Unu Habop MHCTPYMEHTOB, BO3BPALLEHHbIN
M3rOTOBUTESO U MOBTOPHO BbINYLLEHHBI HA PBIHOK.

4 MNMoka3aTenun Ha3HavYeHus

B nokymeHTauuu Ha usgenue AomkHbl ObiTb NPUBEAEHbI Crieaytolme nokasaresnim HasHadyeHust UHCTPY-
MeHTa (C yaeneHnem ocoboro BHUMaHust 6e30nNacHOCTH):

a) byHKLMOHANbHbIE XapaKTEPUCTUKMK;

b) NnpeayCcMOTPEHHbIE YCNOBWA NPUMEHEHNUS.

MpuMeyvaHue—TIpu STOM CrieAyeT yuUTLIBATL:

- ony6nuKoBaHHbIE CTaHAapPTHI;

- OMyGNUKOBaHHYH Hay4HYH W KITMHUYECKYHO NUTepaTypy;
- BaJIAUPOBAHHBIE Pe3ynbTaThl UCTIBITaHWA.

HomkHa ObITb onpefeneHa creneHb, ¢ KOTOPOW AOCTUrAOTCA NOKa3aTenu Ha3HayeHus1 MHCTPYMEHTOB
(c™m. pasgen 7).

5 OCOBEHHOCTU KOHCTPYKLUMN

Mpu pa3paboTke xapakTePUCTUK KOHCTPYKLMU MHCTPYMEHTOB AN obecnevyeHna nokasarenen HasHade-
HUS, ONnpeaeneHHbIX U3rOTOBUTENEM, AOIMKHO ObITh YYTEHO, MO MEHbLLEW Mepe, crieayioLlee:

a) dusnyeckne, MexaHM4eCcKMe N XMMUYeckne CBOMCTBa MaTepuanoB MHCTPYMEHTOB (CM. pasgensl 6, 7);

b) ypOBHU MUKPOBUOMNOrMYECKOro 3arpsA3HeHNUst U 3arpsisBHEHMs Yactuuamm (Cm. pasaenst 7, 9, 10);

C) MpOCTOTa NPUMEHEHUS], YNCTKM U 0BCnyXuBaHus (CM. pasgen 7);

d) noTeHuManbHOE yXyALlEHMEe CBOMCTB MaTepuarnoB B NpoLuecce crepunusanumn u xpaHeHms (Cm. pas-
aenel 6 — 8);

€) NOCNeACTBUA KOHTAKTa Mexay WHCTPYMEHTOM M OpraHu3MOM YeroBeka, MMMNMaHTaTtoM U Apyrumu
WMHCTPYMeHTamu (CM. pasgen 7);

f) dbopmy u pasmepbl MHCTpPYMEHTA, BKMOYAA UX BO3MOXHOE BO3JEWCTBME HA OPraHu3M YenoBeka
(c™m. pasgen 7);

g) XapakTepuCTUKM U3HOCA MaTtepuanoB W BMUSHME W3HOCA U €ro NPOAYKTOB HA UHCTPYMEHT U opra-
HU3M YyenoBeka (Cm. pasaensi 6, 7);

h) BcTaBka, n3BneyeHne n coegmHeHne vyacten (cm. pasgen 7);

i) YPOBEHb YTEUKM XKUAKOCTU M/UnK AMddPY3nmn BELLECTB BHYTPb MU U3 MHCTPYMEHTOB (CM. pasaensl 6, 7);

j) TOMHOCTb M MOBTOPAEMOCTb PE3ynbraTtoB U3MEPEHUN ANS UHCTPYMEHTOB C (DYHKUMEN M3MEPEHUS
(cm. pasgensl 7, 8);

2
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k) BO3MOXHOCTb OOHapyXeHUsi UHCTPYMEHTA UMM €ro YacTu MPW NOMOLLM BHELUHEro0 CKaHUPYHOLLEro
ycrponctea (cM. 11.5).

6 Bbibop maTtepuanos

Marepuanbl AnA U3roTOBNEHUS MHCTPYMEHTOB AOMKHbI BbIOUPATLCA C Y4ETOM CBOWCTB, HEOOXOAUMbIX
ANdA npeanonaraemoro Ha3HavyeHus!, BIMSHUA NPOLECCOB NPOM3BOACTBA, 06paboTku, CTEPUNM3aLmMmM U XpaHe-
HUs (cM. pasgen 7).

MpurogHOCTL MaTepuana aAns KOHKPETHOTO NPUMEHEHUS A0MKHA ObITb NOATBEPKAEHA:

a) UIM OLEHKON B COOTBETCTBUU C pasgerniom 7;

b) nnu BeIGOPOM MaTepuana, Ana KOTOPOro AokasaHa NPUroAHOCTb MPU aHANOTMYHOM UCNOMNbL30BaAHUN
B KITMHUYECKON MPaKTUKE.

Il pumMmedaHne — B NpunoXeHnu A nepe4vucneHbl HeKOTopble MaTepuanbl, KOTopble NPpU3HaHbl NnpuemMneMmeiMn
AnA onpefeneHHbIX I'IpI/IMeHeHI/II7I.

7 OueHKa KOHCTPYKUUMn

7.1 O6wmne nonoxeHnsa

MHCTpYMEHTbI CneayeT OLeHMBaTb COBMECTHO C UMMMAHTaToOM, ANA KOTOPOro OHM pa3paboTtaHbl, And
NoATBEPXKAEHUSI COOTBETCTBUA NoOKasarenam HasHadveHust (M. pasgen 4). besonacHOCTb A0MmKHA ObITb NOA-
TBEPXAEHA NPV AOKMMHUYECKON OLIEHKE, a TaKkKe NyTEM NPOBEAEHUSI aHanu3a PUCKOB B COOTBETCTBUU C
NCO 14971.

7.2 NOKNMMHMUYECKaA OLEeHKa

Ecnu TpebyloTcst LOKMMHUYECKNE UCTIBITAHWUS MHCTPYMEHTOB, TO NMPU UCMbITAHUSIX AOSDKHbI ObITb CMOAe-
NMPOBaHbI NPEeAYCMOTPEHHBIE YCIIOBUS NMPUMEHEHUS.

7.3 KnuHuyeckas oueHka

Ecnu TpebyeTcsa KIMHUYECKan OLEHKa, TO OHa [0IHKHA OCYLLECTBNATLCSA G UCMONb30BAHUEM UMMMaH-
Tara, AN KOTOpOro paspaGoTaH WHCTPYMEHT, MPW NPEAYCMOTPEHHbIX YCIOBUSIX MPUMEHeHus. B cnydae
MNPOBEAEHNS KIMHUYECKMX WUCTILITAHWIA, OHU JOMMKHbI ObiTh BbINOMHEHLI B COOTBETCTBMM C TpeGOoBaHUSIMU
NCO 14155-1 n NCO 14155-2.

8 lMpoussoacTBO

MHCTPYMEHTbI AOMXKHbI ObITb U3rOTOBMNEHBLI B COOTBETCTBUM C HOPMATUBHOW JOKYMEHTauuen Takum 06-
pa3om, 4ToObl Bbinn 06ecnevyeHbl HOPMUPOBAHHbIE XapakTEPUCTUKN KOHCTPYKUMK (CM. pasaen 5).

MpumedvaHue 1 — lMNMpUMeHeHNe CUCTEMbI MeHeAXMeHTa kadecTBa, onucaHHo B MCO 13485, moxeT ObiTb
LenecoobpasHbiM.

MpumMedaHue 2 — PaspaboTka crieLmdukaLuil A5 NOBTOPHO BbIMYCKAEMBIX Ha PIHOK MHCTPYMEHTOB He 006s-
3aTeNbHO J0SKHa ObiTh Takol e, Kak AN MHCTPYMEHTOB, BhiMyckaeMblx BrepBble, Npu YCIOBUM, YTo TpeGoBaHus Ha-
CTOSILLero cTaHgapTa ANA BbiNyckaeMblX BrepBble MHCTPYMEHTOB BbIMOMHEHbI.

9 Crepunusaums

9.1 VIHCTPYMEHTbI, NOCTaBNsieMble CTEPUSTIbHbIMU

MHCTPpYMEHTbI, MapknpoBaHHble Hagnucbld « CTEPUIIBHO», gomkHbl coorBeTrcTBoBath EH 556-1 n
EH 556-2.

Mpouecc cTepunusaymum AomKeH BblTb BANMAUPOBAH U NOABEPraTbCA TEKYLLEMY KOHTPOTIO.

Ecnn MHCTPYMEHTbI CTEPUIN3YIOT aTUNEH okecnaoMm, npumenaeTca MCO 11135-1.
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Ecnu UWHCTPYMEHTbl CTepunusyloT paguaument, npumensiorca UCO 11137-1, UCO 11137-2 nu
nCcoO 11137-3.
Ecnu uHCTpyMeHTbI cTepunusytot napom, npumensierca UCO 17665-1.

9.2 NHCTPYMEHTBI, NOCTaBNAEMblE HECTEPUITbHBIMU

NSl UHCTPYMEHTOB, KOTOPbIE NOCTABNAIOTCH HECTEPUIIbHBIMU, U3TOTOBUTENDb AOMMKEH yKa3aTb, N0 MEHb-
wei mMepe, OAWH NOAXOAALMI METOA CTEPUNM3ALMMU, NPU KOTOPOM He yxyallaetcsl chyHKUMOHanbHas 6es-
0nacHOCTb usgenuin. Ecnu MHOrokpaTHasa crepunusauus HegonycTuma, 310 AOMKHO ObITb yka3aHo (cM. 11.6).

[nsi MHCTPYMEHTOB, KOTOPbIE NOCTaBMAIOTCA HECTEPUIBbHLIMU UIK AN KOTOPbLIX paspeLLeHa NOBTOPHasn
cTepunu3aums, U3rotoBUTENb AOMKEH obecneunTb uHdopmauumio 06 06paboTke 3TUX UHCTPYMEHTOB B COOT-
BeTcTBuu ¢ UCO 17664.

10 YnakoBka

10.1 3awura OT NOBpPEXAECHUIA NPU XPaHEHUU U TPAHCNOPTUPOBAHUMN

YnakoBKka KaXioro MHCTPYMEHTa JOIbkHA ObiTb TakoW, YTOObl B YKa3aHHbLIX U3rOTOBUTENIEM YCITOBUSIX
XPaHEeHUsI, TPAHCMIOPTUPOBAHMSI U 0DPALLEHNSI C MHCTPYMEHTOM (BKIIO4Asi KOHTPOIb TEMMEPATYPbI, BIAXHO-
CTW 1 aTMOCCHEPHOIO JaBNEHUs, ECNU NPUMEHUMO), 06eCneunBanach 3amTa MHCTPYMEHTA OT MOBPEXAEHUM
1 yXYZOLLEHUS ero CBOWCTB, NPUYEM CaMa YNaKOBKA HE 0KAa3biBana BPEAHOIO BO3[EeNCTBUS HA MHCTPYMEHT.

Mpumevyarnune 1 — [Ons ucnbiTaHMA MOXHO WCMONb3OBaTb MEeTOAbI, NpuBeAeHHble B MOK 60068-2-27,
M3K 60068-2-32 n/unu M3K 60068-2-47, ecrniv NpMMEHUMO.

10.2 CoxpaHeHue CTEPUSILHOCTU NPU TPAHCNOPTUPOBAHUMN

WHCTpYMEHTLI, MapkupoBaHHbie Hagnucbio « CTEPUITbHO», aomkHbI ObITh ynakoBaHbl Tak, YTOObI CO-
XPaHANCS UCXOAHbIN YPOBEHb CTEPUITLHOCTU B HOPMAribHbIX YCIOBUSIX XPaHEHUS, TPAQHCMOPTUPOBaHUS U NPU
HOpManbLHOM obpaLleHum, 3a UCKITIOYEHMEM CryvaeB, Koraa ynakoska, obecrne4nsatoLasi CTepunbHOCTb, No-
BpPeXAEeHa UMK BCKPbITA.

YnakoBka gomkHa coorsetrcrsoBatb MCO 11607-1 u NICO 11607-2.

11 Undopmauusa, npegocraBnsiemasl U3roroButeriemM

11.1 OOwWwKne nonoxeHus

UHopMaums, npeaocTaBnsemMas M3roToBUTeNEM BMECTE C MHCTPYMEHTaMM, A0IMkKHa COOTBETCTBOBATb
EH 1041. YnakoBka gOmKHa UMETb STUKETKY, MOMHOCTbIO MAESHTUULMPYIOLLYIO coaepumoe. Ecnn aTukeTka
He NOMHOCTbIO NAEHTUMDULUPYET COAEPKUMOE, TO AOSPKHA NpKUaraTbCa ONUCh BRNOXeHUsi. Ecnu ncnonb3yior-
CSs1 CUMBOSbI, OHU AOMMKHbI COOTBETCTBOBAThL NCO 15223-1.

Aapec nsrotoButens JomkeH ObITb BKIOYEH B MHOPMALUNIO, NPeaoCTaBNSAeMYI0 U3roTOBUTENEM.

MpumedvaHue 1 — EBponeiickoe 3akoHoaaTenbCTBO TpebyeT HauMeHoOBaHWe 1 afpec yNonHOMOYEHHOro Npea-
cTaBuTens B EBponelickom CoobLecTBe.

MpumeyvyaHune 2 — EBponeiickoe 3akoHogaTenbCcTBO TpebyeT, YTobbl AaTa BhiNycka Uin NocrnegHero nepecmo-
Tpa UHCTPYKLMM NO NPUMEHEHWIO YNOMUHanach B MHCTPYKLMM NO aKCryaTaLuiu.
11.2 IHCTPYMEHTbI C U3MEPUTENBHOW PYHKLMEN

B MapkupoBKe M3Zenus U/MnKU Ha APIbIKE, UMK B UHCTPYKLWMKM NO 3KCMNyaTauun AOIMKHbI YKa3biBaTbCA
napameTpbl TOMHOCTU MHCTPYMEHTOB, MMEIOLLMX U3MEPUTENBHYIO (DYHKLIMIO.

MpumevaHue 1 — 3To TpeGoBaHUE HE PaCcMpPOCTPaHSETCS Ha MHCTPYMEHTLI Anst BuiGopa pasMepa KOMMOHEeH-
TOB W U3LENWI ANS OLEHKU TUNa «MOBXORUT/HE MOAXOANT».

4
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11.3 OrpaHu4yeHUss N0 COBMECTHOMY NPUMEHEHUIO UHCTPYMEHTOB

ECnu MHCTPYMEHT NpefHasHayYeH Ans UCNONb30BaHMS B COMETAHUM C APYTMMU MHCTPYMEHTaMM, YCTPOM-
CTBaMM U1 060pya0BaHUEM, TO OTPAHUYEHNS MO COBMECTHOMY NPUMEHEHMIO A0MKHbI BbITb YKa3aHbl Ha 9TU-
KETKE UMK B MHCTPYKLMM MO MPUMEHEHUIO.

11.4 MapkupoBKa UHCTPYMEHTOB

Ha uHcTpymeHTax gomkHa ObiTe CneayroLas MapkupoBka:

- HAUMEHOBAaHNe U3rOTOBUTENS UNU €0 TOBAPHbIN 3HAK;

- KO NapTUX UNU CEePUNHBLIA HOMEP, eCnN NPUMEHUMO;

- HOMEp MO Karanory, ecnv NPUMEHUMO, W/MNK yKkasaHue pasmepa, B cnyvae HeobxoaumocTu, Ans
6e3onacHoro BbIbopa M UCNONbL3OBaHUS.

Ecnu mapkupoBKka MOXET NOBMAWATb HA 9KCMNyaTaLUOHHbIE XapaKTEPUCTUKN NN MHCTPYMEHT CRIULLKOM
Man Anst HaHeceHus pa3bopynBOl MapKUPOBKM, Tpebyemas nHpopMaums yKkasbiBAaETCS Ha STUKETKE.

11.5 VHCTPYKUMA NO NPUMEHEHUIO

ECrnn MHCTPYMEHT He MOXeET OblTb UCMOMb30BaH 6e3 UHCTPYKLMM MO NpUMeHeHuo 6e3onacHo, To ee
HeobX0aMMO NpeaocTaBuTb. OOMKHO ObITh YKa3aHO, MOXET NI UHCTPYMEHT UNK Kakas-nmbo ero 4yactb ObiTb
oBHapy»eHa npy NoMOLLM BHELLHETO CKaHMPYIOLLErO YCTPOICTBA C yKazaHUeM TUna Takoro yCTpoicTaa.

11.6 NHCTpPYMEHTHI, NpeaHa3Ha4YeHHble Af1IA OQHOKPATHOro NpPMMeHeHUs

MHCTpYMEHTLI, NpeaHasHayYeHHble Ans OAHOKPAaTHOrO NPUMEHEHUs1, AO0IMKHbI ObiTb MAPKUPOBAaHbI Haj-
NMUCbIO KTOMBKO ANS OAHOKPATHOrO NPUMEHEHMSA» UM CUMBOSIOM B COOTBETCTBUM ¢ MICO 15223-1.

Ecnu ykazaHo, YTo MHCTPYMEHT npegHa3HayvyeH Anst OQHOKPATHOro NPUMEHEHUS, TO MHCTPYKLUUA NO Npu-
MEHEHUIO AO0IMKHA codepXkaTb MHPOPMALMIO 0 XapakTepUCTUKAX U TEXHUYECKUX pakTopax, U3BECTHbIX U3rO-
TOBUTENIO, KOTOPbLIE MOTYT NPeACTaBNATb ONACHOCTb, €CINM UHCTPYMEHT ByAeT MCNOMNb30BaH MOBTOPHO.
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lMpunoxeHue A
(cnpaBouHoe)

TunuyHbIE NPUMEpPbI NPUMEHEHUs MHCTPYMEHTOB BMeCTe C MaTtepuanamMu,
CYMTAKLUMUCA NPUEMIIEMbIMU OIS U3rOTOBIIEHUA UHCTPYMEHTOB

A.1 /lHBa3auBHbIe NPUMEHEHUA

A.1.1 VIHCTPYMEHTBI € PEXYLLMMU KPOMKaMM:
- HOXHULbI,

- Umbl;

- HOXW;

- KaHwonu,

- 3ybuna;

- cBepna;

- CTaMeCKH;

- NPOTSKKMK;

- KKopeTKy,

- NNl

- Byps;

- pa3BepTky;

- TpenaHbl.

A.1.2 NHCTpYMEHTBI, Ucrnornb3yeMble B Ka4ecTBe HanpaBuTeneil:
- KaHonw;

- MPOBOAHMKA NI,

- HanpasnsLLe cBepna;

- YCTpoWcTBa NpULennBaHus.
A.1.3 VIHCTPYMEHTbI, UMEIOLLME KOHTaKT C MMMITaHTaTaMu:
- KEpHbI;

- BKCTPaKTopHhI;

- MIHTPOAblOCEpH;

- UMMaKTophl;

- TonKartenu;

- NpobHbIe UMMNaHTaThI;

- COEAVHUTENN C NpUBOJaMM.
A.1.4 VIHCTPYMEHTBI, HE UMEIOLLME KOHTaKT ¢ UMNNaHTaTaMu:
- peTpaKTophl;

- HanpaBuTeny,

- paclumpuTenu;

- caiisepbl;

- 3@XMNMBbI,

- U3MepUTENbHbIE YCTPOICTBA;
- fepxarenu;

- NpobHble UMMNaHTaThI;

- 3anupatoLyue ANeMeHThI.
A.1.5 NMpouue:

- WLbY;

- LETKY;

- OrpaHuYUTENN.

A.2 HeMHBa3suBHOE NpUMeEHeHue:

- BHELLHWE BbINPSAMIISIIOLLUE HanpaBuTenu;
- PYYKM.

A.3 Matepuansl AN UHBa3SMBHOIO NPUMEHEHUA

A.3.1 UHCTpYMEHTbI C peXyLMMU KpOMKaMu

A.3.1.1 Hepxaselowlas cranb

CMm. Tabnuuypl A.1—A 4.

MUCO 5832-1 MmnnaHTaThbl AN xupyprun. Metannuyeckue matepuansl. Yactb 1. CTanb KOppO3MOHHO-CTOIKasA (He-
pxasetoLasi) aepopmupyemas,

MUCO 5832-9 NmnnaHTaThl AN xupyprun. Metannuyeckue matepuanel. Yactb 9. CTanb KOppO3MOHHO-CTOIKas (He-
pxasetoLLjas) AepopMupyeMast ¢ NOBbILLEHHBIM COAepXaHUeM asoTa.
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A.3.1.2 Kobanksr-xpoMoBeLIe crinaBbl

NCO 5832-4 WmnnaHTathl AN Xxupypruu. MeTannudeckne matepuansl. Yacte 4. CrnaB koGansT-xpom-
MonNuGAeHOBLII NMUTERHBIN;

MCO 5832-5 UmnnaHTathl AN xupyprun. Metannuyeckue matepuansl. Yacte 5. [lechopMupyemelii cnnae Ha oCHO-
Be kobanskra, Xxpoma, Bonbdpama U HUKENS,

MCO 5832-6 MmnnaHTaThl AN xupyprun. Metannuyeckue Mmatepuansl. Yacte 6. [lechopMupyemelii cnnas Ha OCHO-
Be kobansra, HUKeNsi, XpoMa U MonudaeHa;

MCO 5832-7 NmnnaHTaTel Ana xupyprun. MeTannuyeckue matepuansl. Yactb 7. Cnnas Kobanbr-XpoM-HUKenb-
MONWGAEHOBRIN, cofiepKalLmii Xene3o, KOBKUIA U X0NogHOAEMdOPMUPYEMBIA;

MCO 5832-8 MmnnaHTaThl AN xupyprun. Metannuyeckue Mmatepuansl. Yactes 8. [lechopMupyemelii cnnas Ha OCHO-
Be kobankra, HUKenNs, XpoMa, MonubaeHa, BonbgpaMa n Xenesa;

NCO 5832-12 WmnnaHTatel AN xupyprun. MeTannudeckne maTepuansl. Yactb 12. CrnaB KoGanbT-xpom-
mMonnbaeHoBLIn ecopMUpYEMBINA.

A.3.1.3 HeMeTannuyeckue matepuansi:

- Kapbug KpeMHus;

- Kapbug Bonbgpama.

A.3.1.4 TokpbITuA:

- HUTPUZ TUTaHa,

- kapbupg TuTaHa;

- kapbug KpeMHus.

A.3.2 HCTpyMeHTbI, UCNIoNb3yeMble B KauecTBe NPOBOAHUKOB

A.3.2.1 HepxaBetoLlas cranb

Cwm. Tabnuypl A.1—A 4.

MCO 5832-1 mnnaHTaThl Ana xupyprun. Metannuyeckne matepuansl. Yactb 1. CTanb KOPPO3UOHHO-CTOWKasA (He-
pxasetoLlas) AedopMUpyemas;

NCO 5832-9 MmnnaHTaThl Ana xupyprun. Metannuyeckne matepuansl. Yactb 9. CTanb KOPPO3UOHHO-CTOWKAsA (He-
pxaBsetoLias) AecbopMupyemas ¢ NoBLILLUEHHLIM COAEpXKaHMEM asoTa.

A.3.2.2 Kobansr-xpoMoBble cnnaesbl

NCO 5832-4 UmnnaHTaThl ANA xupypruu. Metannuyeckme matepuanel. Yactb 4. CnnaB KobansT-xpom-
MONUEGAEHOBLIN NUTERHBINA;

NCO 5832-5 NmnnaHTaThl 4Nna Xupyprun. MeTannuuyeckue matepuansl. Yactb 5. [lecopmMupyemblil cnnas Ha 0CHO-
Be kobankra, XxpoMa, Bonbdpama W HUKens,

NCO 5832-6 mnnaHTaThl 415 Xxupyprun. Metannuyeckue Mmatepuarnsl. Yacts 6. [lecbopMupyemelii cnnae Ha OCHO-
Be kobankra, HUKens, Xpoma U MonubaeHa;

NCO 5832-7 UmnnaHTaTel ANa xupyprui. Metannudeckue Matepumansl. Yactb 7. CrnaB ko6ansT-xXpoM-HUKeNb-
MonubaeHoBbIN, cogepallunii XKeneso, KOBKWA U XxonoaHoaethopMUpYEMLIi;

NCO 5832-8 UmnnaHTaThl 4N xupyprun. Metannuyeckue Mmatepuansl. Yacts 8. [lecbopMupyemelii cnnae Ha 0OCHO-
Be koBansra, HUKens, Xpoma, MonnbaeHa, BonbdpaMa 1 xenesa;

NCO 5832-12 MmnnaHTaThl ans xupyprum. Metannudeckue Matepuansl. Yactb 12. Cnnas kobansT-XpoM-
MonubaeHoBbIR edbopMUpyEMBIN.

A.3.2.3 TutaH/TWTaHoBbIE CrnaBbl

NCO 5832-2 MUmnnaHTaTbl ANa xupyprun. Metannudeckne matepuansl. Yactb 2. HenernpoBaHHbIA TUTaH;

NCO 5832-3 UmnnaHTaTbl AN xupypruv. Metannuyeckne matepuansl. Yacte 3. Cnnas Ha 0CHOBe TUTaHa, cofep-
Xawuii 6 % antomuHua U 4 % BaHagus, jedopMUpyeMbli;

NCO 5832-11 MmnnaHTaTsl Ana xupypruv. Metannudeckue matepuansl. Yacte 11. CnnaB Ha ocHOBe TUTaHa, Co-
Aepxalyuii 6 % antoMUHUA U 7 % Huobus, jedopMupyembli.

A.3.3 HCTpyMEeHTbI, MeloLwmne UMNNaHTUPYEeMbIe KOHTaKTbl

A.3.3.1 HepxaBetollas cTanb

CM. Tabnuybl A.1—A 4,

NCO 5832-1 MmMnnaHTaTkl 4118 xupyprun. Metannu4eckne matepuansl. Yactb 1. Ctanb KOppo3uoHHO-CToMKas (He-
pxaBsetoLas) geopMupyemMas;

NCO 5832-9 MMnnaHTaThl Ana xupyprun. Metannuveckne matepuansl. Yactb 9. Ctanb KOppo3UOHHO-CTOWKas (He-
pxasetolias) AepopMupyemas ¢ NoBLILUEHHLIM COAepPXaHneM asoTa.

A.3.3.2 Kobanker-xpomoBble crnaBbl

NCO 5832-4 WmnnaHTaTel Ana xupyprum. Metannudeckue matepuanel. Yactb 4. CnnaB KobanbT-XpoM-
MONUBAEHOBLIN NMUTERHLIN;

MCO 5832-5 UmnnaHTaThl AnA xupyprun. Metannuyeckue Mmatepuarnsl. Yacte 5. [lecbopMupyemblii cnnae Ha 0CHO-
Be kobanera, Xpoma, Bonbdpama 1 HUKENS,

MCO 5832-6 UmnnaHTaThl AnA XMpyprun. Metannuyeckue Mmatepmarnsl. Yacts 6. [ledbopMupyemblii cnnas Ha OCHO-
Be kobanera, HUKeNs, XpoMa U MonudaeHa;

NCO 5832-7 MmnnaHTaTbl Ana xupypruv. Metannudeckne Matepuansl. Yactb 7. CrnnaB kob6ansr-XpoM-HUKenb-
MonnBAEHOBLIN, cofepaLLuii Xene3o, KOBKUA U xonoaHoaethopMUpyeMbIii;
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MCO 5832-8 UmnnaHTaThl 418 XUpyprun. Metannuyeckue marepuansl. Yactb 8. [ledopMupyemblii cnnae Ha ocHo-
Be Kobanbkra, HUKens, xpoma, MonubaeHa, BonbdpamMa u xenesa;

MCO 5832-12 WmnnaHTaThl Ans xupypruM. Metannuueckue Marepuansl. YacTe 12. CnnaB kobansr-xXpoMm-
MonubaeHoBbLI AeopMUPYEMBIIA.

A.3.3.3 TuTan/TuTaHoBLIE CrNaBbl

NCO 5832-2 UmnnaHTaThl AnA xupyprun. Metannudeckue Matepuansl. Yactb 2. HenernpoBaHHbIA TUTaH,;

NCO 5832-3 MmnnaHTaTkl 4NA xupypruu. Metannudeckue matepunansl. Yactb 3. Cnnas Ha 0cHOBe TUTaHa, coaep-
xawuid 6 % antomuHna u 4 % BaHagus, AedopMUPYEMBIN,

MCO 5832-11 UmnnaHTatel Ana xupyprun. Metannuyeckne matepuansl. Yactb 11. CnnaB Ha OCHOBe TUTaHa, Co-
Aepxalluii 6 % anioMuHus u 7 % Huobus, edopMupyeMbli.

A.3.3.4 MNMonumepsl:

- nonuauetans (Hanpumep, Delrin, Celcon),

- nonuacpunpamuy (Hanpumep, Ultem);

- OKUCU CMOJT;

- nonukap6oHat (cM. npumMeyaHue 1),

- MonuapupHLIe CMONHI;

- nonucynbdoH (cM. NpumedaHue 1);

- CUITUKOHOBLIE Kay4yKu;

- NONU3TUNEH (CM. NpUMeYaHue 2);

- NoNUypeTaH,

- NONUMPONUIeH;

- nonvamugsl (Hanpumep, HEMMoH);

- nonuapunadgupkeToH (Hanpumep, PAEK),

- XJ10MOK, YeUneHHbl deHondopmManegerugamu (Hanpumep, Canvesi).

MpuMevaHUe 1 — 3TN NoNMMepsbl MOTYT pacTpecknBaTLCA NPU BO3ASACTBAN NUNNA0B.

MpuMeYdaHue 2 — HekoTopble METOA LI MOBTOPHOW CTEPUNM3aLMU NONMUSTUINEHA MOTYT NOBAUATL HA MEXaHWye-
CKUe CBOWCTBa U CcTaBUNEHOCTL Pa3MepPOB.

A.3.4 'HCTpYMEHTbI, UMeIoLLMEe NACCUBHbIE KOHTAKTbI

A.3.4.1 HepxaBetoLljas cTanb

CM. Tabnuybl A.1—A.4.

NCO 5832-1 MmnnaHTaThl 4Na Xupyprun. Metannuyeckue matepuanel. Yactb 1. CTanb KOppO3UOHHO-CTOlKas (He-
pXaBetoLlasn) gedpopMupyeMas;

NCO 5832-9 MmnnaHTaThl A4na Xupyprun. Metannuyeckue matepuanel. Yactb 9. CTasnb KOppO3UOHHO-CTOlKas (He-
pxaBsetoLlas) AedpopMUpyeMas ¢ NoBbILEHHLIM COAePXaHMeM asoTa.

A.3.4.2 Kobaner-xpoMoBkie cnfasbl

NCO 5832-4 WMmMnnaHTaThl Ana xupypruu. Metannudeckne wmatepuansl. Yacte 4. Cnnae kobansr-Xpom-
MonnbaeHoBBIA NUTERHBINR;

NCO 5832-5 UmnnaHTaThl 4na xupypruv. Metannuyeckue marepuansl. HYacto 5. ledopMupyemblii cnnas Ha 0CHO-
Be kobankra, Xpoma, Borbgpama U HUKeNS;

NCO 5832-6 mnnaHTaTel Ana xupypruv. MeTannuyeckue marepuansl. Yactb 6. [ledopMupyemblii cnnas Ha oCHO-
Be Kobankra, HUKens, XxpoMa U MonubaeHa,

NCO 5832-7 MMnnaHTaTbl gna xupyprun. Metannudeckue matepuansl. Yactb 7. Cnnae koGanbr-XpoM-HUKeNb-
MOnMOLEHOBbLIN, cogepXalluil xxerne3o, KOBKUIA N xonogHoaeopMupyeMbIi;

NCO 5832-8 MmnnaHTaTkl Ansa xupyprun. Metannuyeckne matepuansl. Yacts 8. [lepopMupyeMblii cnnas Ha OCHO-
Be kobankra, HUKens, xpoMa, MonubaeHa, Bonbdgpama u xenesa;

NCO 5832-12 MmnnaHTaTel AnA xupyprun. Metannudeckue matepuansl. Yactb 12. Cnnas kobanbT-Xpom-
MOnMOLEHOBbIN AePOPMUPYEMBINA.

A.3.4.3 TuTaH/TUTaHOBbLIE craBbl

NCO 5832-2 UmnnaHTaTel AnA xupyprun. Metannudeckune matepuansl. Yactb 2. HenernpoBaHHbIA TUTaH,

NCO 5832-3 MmnnaHTaTel 4ns xupyprun. Metannuyeckne matepuanel. Yacte 3. Cnnae Ha 0CHOBe TUTaHa, cofep-
xawuid 6 % antomuHua u 4 % BaHagus, AedPopMUpyembIn,

NCO 5832-11 NmnnaHTaTel Ana xwpypruv. Metannuyeckne matepuansl. Yactb 11. CnnaB Ha 0CHOBe TUTaHa, CO-
Zepxalyuii 6 % antoMuHna n 7 % Huobus, aedopMupyeMbli.

A.3.4.4 AntoMUHKEBBIE CrnaBbl

Bce antoMnHMeBLIe KOMMOHEHTHI AOMKHLI BbITb aHOAWPOBAHHLIMM.

EH 2100 Aspokocmuyeckas cepusn. AntomuHunesblil cnnas AL-P2014A-T4511. MNpeccoBaHHble NpyTKA 1 npodounu a
unn D < unu = 200 mwm;

EH 2127 AspokocMuyeckas cepua. AntoMuHneBblin cnnas AL-P7075-T73511. lNpeccoBaHHble NpyTkU 1 npodounn a
unn D < unu = 100 mm;

EH 2128 AspokocMuueckas cepusn. AniomuHunesblii cnnas AL-P7075-T7351. BoiTsAHyTbI® NPYTKW 6 MM < unu = a
unn D < unn =75 mm,

8
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EH 2318 AspokocMuueckas cepusa. AntoMuHueBblid cnnas AL-P2024-T3511. MpeccoBaHHble NpyTKW U npodunu
1,2 MM < unu = a unu D < unu = 150 mwm;

EH 2326 AspokocMuyeckasn cepus. AntoMuHuesslii cnnas AL-P6082-T6. MNpeccoBaHHbIe NPYTKW U Npodunu a unu
D < unu =200 MwMm;

EH 2384 AspokocMuyeckan cepus. ArtomMuHueselii cnnae AL-P2014A-T6511. MpeccoBaHHbIe NpyTk U npodunn
awnu D <unn = 150 mm.

A.3.4.5 MNonumepbt:

- nonunayetane (Hanpumep, Delrin, Celcon);

- nonnadepamug (Hanpumep, Ultem);

- OKMCK cMOon;

- nonukap6oHat (cM. npumMedanmne 18 A.3.3.4);

- nonuadupHblEe CMONbI;

- nonucynbgoH (cM. npumedanmne 1 8 A.3.3.4),

- CUNUKOHOBBIE Kay4yKu;

- NONM3TUNEH (CM. NpumeyaHune 2 B A.3.3.4),

- NONWypeTaH,;

- NOAWUNPONUAEH;

- nonMamugbl (Hanpumep, HEANoH),

- nonnapunadpupkeToH (Hanpumep, PAEK);

- XNONOK, ycuneHHbli eHondopmansaerngamu (Hanpumep, Canvesi).

A.3.5 MNpoune

A.3.5.1 Wnuyp!:

- NBX nnacTuuLmpoBaHHbIi.

A.3.5.2 Wetku:

- nonnamug (Hanpumep, HeANoH).

A.3.5.3 OrpaHunyutenu:

- NONUSTUNEH;

- NONWypeTaH,;

- NOAWUNPONUIIEH.

A.4 Marepuanb! Ans HEMHBa3MBHOTO NPUMEHeHUs!

Bce maTepuansl, cTaHgapTusmposaHHble no MCO 5832-1 — UCO 5832-12.

A.4.1 HepxaBelowas cTanb

CMm. Tabnumuybl A.1—A 4.

A.4.2 AnloMUHUEBbIE CMnaBbl

Bce antoMuHWeBBIE KOMMOHEHTBI JOMXHbI ObiTb aHOAMPOBaHHBLIMU.

EH 2100 AspokocMmuyeckas cepus. ArmoMuHmnesslii cnnae AL-P2014A-T4511. MpeccoBaHHbIe NPYTKA U Npodunm
aunn D <unun =200 mm;

EH 2127 AspokocMmudeckas cepus. ArtoMmuHueselii cnnas AL-P7075-T73511. MpeccoBaHHbIe NPYTKM U Npocunu a
unu D < unu = 100 MMm;

EH 2128 AspokocMmudeckas cepus. AntoMuHneBbId cnnae AL-P7075-T7351. BbiTAHyTbIe NpyTku 6 MM < unn = a
unu D <unu =75 mm;

EH 2318 AspokocMuyeckas cepus. AntomuHuesbli cnnas AL-P2024-T3511. MpeccoBaHHble NPyTKW W Npocunu
1,2 MM < unu = a unu D < unun = 150 mm;

EH 2326 AspokocMudeckas cepusi. AntoMuHneBLIN crinas AL-P6082-T6. MNMpeccoBaHHbIE NPYTKU U NPOGUIK @ Unu
D < unn =200 mm;

EH 2384 AspokocMudeckasn cepua. AntoMuHneBelid cnnae AL-P2014A-T6511. MpeccoBaHHLbIe NpyTKKU U NPOUNK
aunn D <wunu =150 mm.

A.4.3 Monumepsl:

- nonuauyeTansb (Hanpumep, Delrin, Celcon),

- nonuadupamug (Hanpumep, Ultem),

- OKucK cMmon;

- nonukap6oHat (cM. NnpumMedanmne 18 A.3.3.4);

- NONNaPUPHLIE CMOSbI;

- nonucynbdoH (cM. NpuMmevarue 1 8 A.3.3.4),

- CUNINKOHOBbIE Kay4yKy,

- nonNuaTuneH (cM. npuMeyaHue 2 8 A.3.3.4);

- NonnypeTaH,

- NoNMNponuneH,;

- nonuamugbl (Hanpumep, HEANoH),

- nonuapunagpupkeToH (Hanpumep, PAEK);

- XNoNoK, ycunenHelit eHondgopmansaerngamu (Hanpumep, Canvesi);

- NeH, ycunexHbl peHondopmMansgerngamu (Hanpumep, Tufnol).
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Tabnuya A1—1 AycTeHUTHbIE HepXaBetoLne cTanm

MapKkupoBKa CTanu B COOTBETCTBUN C Xumudeckuii coctas, %
CC:J?&:;:)%-};IKVBE NCO 4957 AlSI c He GSCIJ’J'[ee He “G/Igjllee He 6Fc,;nee s Mo Ni
M 304 0,17 1 2 0,45 He 6onee 0,03 O1t17 po 19 — Or8p011
N 303 0,15 1 2 0,60 Ot 0,15 80 0,35 Ot 17 no 19 2 Ot 8011
o) — 0,12 1 2 0,45 He 6onee 0,03 Ot 16 go 18 — Or6po8
P 316 0,07 1 2 0,45 He 6onee 0,03 01 16,500 18,5 OTt2p025 0110,580 13,5
Tabnuya A2 — MapTeHCUTHbIE HepKaBetoLme cTanu
MapKk1poBKa CTanu B COOTBETCTBUN C Xumndecknit coctas, %
NCO 7153-1, Si, Mn, P, . Lpyrie
cebiroyHas NCO 4957 AlSI C He He He S Cr Mo Ni
BykBa bonee | Gonee | Gonee SNEMEHTH!
A — 410 010,09 800,15 1 1 0,04 He 6onee 0,030 | Ot 11,580 13,5 — He 6onee 1 —
B 27 420A | OT0,16 0 0,25 1 1 0,04 He 6onee 0,030 Ot12p014 — He Gonee 1 —
C 28 420B | Ot 0,26 no 0,35 1 1 0,04 He 6onee 0,030 Ot12p014 — He 6onee 1 —
D — 420C | 010,42 100,50 1 1 0,04 He 6onee 0,030 | OT 12,580 14,5 — He 6onee 1 —
| — — 010,47 po 0,57 0,5 1 0,030 | He 6onee 0,030 | OT13,7 00152 — He 6onee 0,5 —
F — — 010,60 800,70 0,5 1 0,030 | He 6onee 0,030 011280 13,5 — He 6onee 0,5 —
G — — O10,657800,75 1 1 0,04 He 6onee 0,030 Ot12p014 0,5 He Gonee 1 —
H — — O10,35800,40 1 1 0,045| He 6onee 0,030 Ot 14 po 15 O10,4000,6 — Vor1pa015
| — — 010,42 o 0,47 1 1 0,045| He 6onee 0,030 Ot12p015 010,45 go 0,90 — Vor1p015
K 30 — 010,33 000,43 1 1 0,03 He 6onee 0,030 Ot 150017 Or1p015 He 6onee 1 —
C 28 420B | Ot 0,26 no 0,35 1 1 0,04 He 6onee 0,030 Ot12p0 14 — He 6onee 1 —
D — 420C | 010,42 100,50 1 1 0,04 He 6onee 0,030 | OT1 12,580 14,5 — He Gonee 1 —
| — — Ot 0,47 po 0,57 0,5 1 0,030 | He 6onee 0,030 | OT13,7 80152 — He 6onee 0,5 —
— — 010,60 800,70 0,5 1 0,030 | He 6onee 0,030 011280 13,5 — He 6onee 0,5 —
G — — O10,65800,75 1 1 0,04 He 6onee 0,030 Ot12p014 0,5 He 6onee 1 —
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OkoHYyaHue mabnuupsi A.2

MapKVIPOBKa CTanun B COOTBETCTBUU C XumMmnyeckumn COCTaB, %
NCO 7153-1, Si, Mn, P, it
CCbINoYHasn NCO 4957 AlSI C He He He S Cr Mo Ni pyrue sne-
MEHTbI
Byksa Gonee | Gonee | bonee
H — — 010,35 800,40 1 1 0,045 | He bonee 0,030 OTt14 po 15 0OT10,4 no 0,6 — Vor1a015
[ — — 010,42 1o 0,47 1 1 0,045 | He bonee 0,030 OTt12p0 15 OT1 0,45 pno 0,90 — Vor1p015
K 30 — 010,33 10 0,43 1 1 0,03 He 6onee 0,030 OTt1580 17 OTr1p015 He Gonee 1 —
— — 431 He 6onee 0,20 1 1 0,04 He 6onee 0,030 OTt15 0017 — Or1p015 —
V ot 0,07
R — 440B 010,85 o 0,95 1 1 0,045 | He bonee 0,030 OT17 po 19 0T109p01,3 — 100,12
— — 440A | OT10,60 800,75 1 1 0,04 He 6onee 0,030 OT16 go 18 He ©tonee 0,75 — —
— — 440F | OT10,95 0o 1,20 1 1,25 | 0,06 010,15 80 0,27 OT16 go 18 — He 6onee 0,5 Cu
He Oonee 0,6
— — — 010,33 100,43 1 1 0,03 He 6onee 0,030 | OT1 12,500 14,5 010,8p01,2 He 6onee 1 —
Tabnuya A3 — HepxaBetowme cTanu, 3akaneHHble cocTapuBaHnem
MapKI/IPOBKa CTalin B COOTBETCTBUU C XumMmnyeckum COCTaB, %
NCO 7153-1, Si, Mn, P, il
cobinouas | MCO 4957 | AISI | ¢C He He He S cr Mo Ni Cu Nb+Ta pyrme
ANneMeHTbl
Oykea 6onee | 6onee | 6onee
_ _ _ _ Al ot 0,15 go 0,50
0,030| 0,07 1 0,03 0,015 OT11po13 [OT3 405 OT8p010 |OT1,5803,5 TioT 0.5 10 1.2
— — 630 | 0,07 1 1 0,04 | 0,03 | OT15 0017 — Or3p05 Or3po5 |0O10,154800,45 —
— — 631 | 0,09 1 1 0,04 | 0,03 | OT16 0018 — OT16,5007,75 — — AloTr 0,75801,5
Tabnunya A4 — QeppuTHbIE HEPXKABEIOLLME CTanNn
MapKVIpOBKa CTann B COOTBETCTBUAU C Xummndeckni COCTaB, %
NCO 7153-1, ccbinoyHasa UCO 4957 AlS] C, Si, Mn, P, s Cr Mo Ni,
Byksa He 6onee | He 6onee | He Gonee He Bornee He Boree
L — 430F 0,08 1 1,5 0,6 Ot10,15 80 0,35 Ot 16 o 18 0,6 1

19091 02N d 1001

(32114



roCcT P UCO 16061—2011

MpunoxeHune OA
(cnpaBouHoe)

CBeeHUsl 0 COOTBETCTBMU CCbINIOMHbIX MeXAYHAPOAHbIX CTaHOAPTOB
CCbUIOYHbIM HaUMOHANbHbLIM cTaHaapTam Poccuiickon Pepepaunmn
(v AeHCTBYIOIUM B 3TOM KayeCTBe MeXrocyaapCcTBeHHbIM CTaHAapTam)

Tabnuya OJA 1

OB603Ha4eHNe CCbINOYHOro CTeneHb
O603HaveH e U HalMeHOBaHWe COOTBETCTBYIOLLIETO HaLMOHabHOro cTaHgapTa
MexayHapo4Horo ctaHgapTta COoOTBeTCTBMA
NCO 11135-1 DT FOCTUP MCO 11135—2000 «MeaunumHckme nagenus. Banugaumsa v Te-
KYLLMiA KOHTPOMb CTEPUIM3aLMn OKCULOM STUIeHay
MOCT P NCO 11137-1—2008 «CTepunusauus MeAULMHCKON NpogykK-
NCO 11137-1 DT umu. PagnaunoHHas ctepunusaums. Yactb 1. TpeGoBaHus K paspaboT-
Ke, Banugauum 1 TekyLlemy KOHTPOto npoLiecca cTepunusaumm megu-
LIMHCKUX U3genuniy
MOCT P NCO 11137-2—2008 «CTepunusaums MeguLMHCKON Npogyk-
NCO 11137-2 IDT uuun. PaguauunoHHas ctepunusaums. Yacte 2. YcTaHOBNeHWe cTepunu-
3yloLelt 403bI»
MOCT P UCO 11137-3—2008 «CTepununsalns MeguLUHCKON Npoayk-
MCO 11137-3 IDT uuun. PagnaumoHHan ctepunusaums. YacTte 3. PykoBogcTBO Mo BONPoO-
caM JO3MMETPUNY
MCO 11607-1 — *
NCO 11607-2 — *
FOCT P NCO 14155-1—2008 «PykoBOACTBO MO MPOBEAEHUIO KITMHU-
MCO 14155-1 IDT YecKWX UCTIbITaHWA MefuLMHCKUX u3genuin. Yacte 1. O6me Tpebosa-
HUsI»
FOCT P UCO 14155-2—2008 «PykoBOACTBO MO NPOBEAEHMIO KITUHU-
NCO 14155-2 IDT YECKUX UCNbITaHWA MeaUUMHCKMX nuagenun. Yactb 2. MNnaHupoBaHue
KITMHUYECKUX UCNBITaHMiA»
NCO 14971 DT FOCT P NCO 14971—2009 «U3aenua meguunHckue. NpuMmeHeHne me-
He[KMeHTa pucka K MeULIMHCKUM U3LeNnaM»
MCO 152231 — *
MCO 17664 — *
MCO 17665-1 — *
EH 556-1 — *
EH 556-2 — *
EH 1041 — *

* COOTBETCTBYHOLLMIA HaLMOHarbHbIA CTaHAapT OTCYTCTBYET. [0 ero yTBepXXAeHUs pEKOMEHAYETCS UCMonb3oBaThb

nepeBoj Ha PYCCKUI A3bIK JaHHOrO MeXAyHapoAHOro ctaHgapta. NepesBos AaHHOrO MeXAyHapoaHOro cTaHAapTa Ha-
xoautca B GegepansHOM UHDOPMALMOHHOM hoHAE TEXHUMECKUX perflaMeHToB U CTaHAapToB.

MpumeyaHue — B HacTosiLel Tabnuue Ucnonb3oBaHo cnepyollee ycrnosHoe 0b6o3HayeHne cTeneHu coot-

BETCTBUA CTAaHQAPTOB!:

- IDT — uaeHTUYHbIe CTaHAapThI.

12




(1]
(2]
(3]
[4]
(3]

[6]

[7]
(8l
[0

(10]

(1]

[12]
[13]

[14]
(18]

[16]

[17]
(18]

[19]

[20]

[21]

[22]

(23]
[24]
[25]

[26]

FOCT P UCO 16061—2011
Bubnuorpadus

ISO 4957 Tool steels

ISO 7151 Surgical instruments — Non-cutting, articulated instruments — General requirements and test methods
ISO 7153-1+18S0 71563:1991/Amd 1 Surgical instruments — Metallic Materials — Part 1: Stainless steel

ISO 7740 Instruments for surgery — Scalpels with detachable blades — Fitting dimensions

ISO 8319-2 Orthopaedic instruments — Drive connections — Part 2: Screwdrivers for single slot head screws,
screws with cruciate slot and cross-recessed head screws

ISO 10993-12 Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk management
process

ISO 10993-72 Biological evaluation of medical devices — Part 7: Ethylene oxide sterilization residuals
ISO 10993-12 Biological evaluation of medical devices — Part 12: Sample preparation and reference materials

ISO 10993-13 Biological evaluation of medical devices — Part 13: Identification and quantification of degradation
products from polymeric medical devices

ISO 10993-14 Biological evaluation of medical devices — Part 14: Identification and quantification of degradation
products from ceramics

ISO 10993-15 Biological evaluation of medical devices — Part 15: Identification and quantification of degradation
products from metals and alloys

ISO 10993-18 Biological evaluation of medical devices — Part 18: Chemical characterization of materials

ISO/TS 10993-19 Biological evaluation of medical devices — Part 19: Physico-chemical, morphological and topo-
graphical characterization of materials

ISO 11138-1 Sterilization of health care products — Biological indicators — Part 1. General requirements

ISO 11138-2 Sterilization of health care products — Biological indicators — Part 2: Biological indicators for ethylene
oxide sterilization processes

ISO 11138-3 Sterilization of health care products — Biological indicators — Part 3: Biological indicators for moist
heat sterilization processes

ISO 11140-1 Sterilization of health care products — Chemical indicators — Part 1. General requirements

ISO 11140-3 Sterilization of health care products — Chemical indicators — Part 3: Class 2 indicator systems for use
in the Bowie and Dick-type steam penetration test

ISO 11140-4 Sterilization of health care products — Chemical indicators — Part 4: Class 2 indicators as an alternative
to the Bowie and Dick-type test for detection of steam penetration

ISO 11140-5 Sterilization of health care products — Chemical indicators — Part 5: Class 2 indicators for Bowie and
Dick-type air removal tests

ISO 11737-1 Sterilization of medical devices — Microbiological methods — Part 1: Determination of a population of
microorganisms on products

ISO 11737-2 Sterilization of medical devices — Microbiological methods — Part 2: Tests of sterility performed in the
definition, validation and maintenance of a sterilization process

ISO 13408-1 Aseptic processing of health care products — Part 1: General requirements
ISO 13485 Medical devices — Quality management systems — Requirements for regulatory purposes

ISO 141613 Sterilization of health care products — Biological indicators — Guidance for the selection, use and
interpretation of results

ISO 149373 Sterilization of health care products — General requirements for characterization of a sterilizing agent
and the development, validation and routine control of a sterilization process
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ISO/TR 14969 Medical devices — Quality management systems — Guidance on the application of ISO 13485: 2003

ISO 15882 Sterilization of health care products — Chemical indicators — Guidance for selection, use and
interpretation of results

ISO 15883-1 Washer-disinfectors — Part 1. General requirements, terms and definitions and tests

ISO 15883-2 Washer-disinfectors — Part 2: Requirements and tests for washer-disinfectors employing thermal
disinfection for surgical instruments, anaesthetic equipment, bowls, dishes receivers, utensils, glassware, etc.

ISO 15883-3 Washer-disinfectors — Part 3: Requirements and tests for washer-disinfectors employing thermal
disinfection for human waste containers

ISO 18472 Sterilization of health care products — Biological and chemical indicators — Test equipment
IEC 60068-2-27 Environmental testing — Part 2-27: Tests — Test Ea and guidance: Shock

IEC 60068-2-31 Environmental testing — Part 2-31: Tests — Test Ec: Rough handling shocks, primarily for
equipment-type specimens

IEC 60068-2-47 Environmental testing — Part 2-47: Test — Mounting of specimens for vibration, impact and similar
dynamic tests
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