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Mpeavcnosne

Llenn n npuHumnel ctaHgapTM3auun B Poccuiickoii ®efepaunmn yctaHoBneHbl PefepasibHbIM 3aKOHOM
oT 27 pekabps 2002 r. No 184-®3 «O TEXHUYECKOM PeryimpoBaHnmn», a npasuia NpUMMeHeHNs HaunoHabHbIX
cTaHaapToB Poccuiickoit ®epepaunm — FOCT P 1.0—2004 «CtaHgapTusauns B Poccuiickoin ®eanepaumu.
OCHOBHbIE MONOXEHUSA»

CBefieHusi o cTaHgapTe

1 NOArOTOBNIEH YupexgeHnem PAMH «HayuHblli LieHTp cepgeyvyHo-CocyAaucTol  Xupyprim
um. A.H. bakynesa PAMH» (HLUCCX um. A.H. bakynesa PAMH) Ha ocHOBaHW/ COBCTBEHHOIO ayTEHTUUYHOIO
nepeBoAa Ha PyCCKWil A3blK MEXAYHAPOAHOro CTaHAapTa, ykasaHHoro B nyHkTe 4

2 BHECEH YnpaBneHvem TeXHUYECKOro perysvmpoBaHusa 1 ctaHgaptusaunm ®degepasbHOro areHTcrea
no TEXHUYECKOMY PeryimpoBaHuio 1 MeTposiorm

3 YTBEPX/EH V1 BBEJEH B IENCTBVE lMpukasom ®efepasnbHOr0 areHTCTBa Mo TEXHUYECKOMY pe-
ryIMpoBaHuio 1 MeTposiornu oT 7 ceHTabps 2011 r. N9 265-cT

4 HacTosilwunii cTaHAApT MAEHTUMYEH MeXayHapoaHoMy cTaHaapTy MCO 14630:2008 «MMnnaHTaTtbl Xu-
pypruyeckue HeakTuBHble. O6Lne TpeboBaHusa» (ISO 14630:2008 «Non-active surgical implants — General
requirements»)

Mpn NpMMeHeHUN HacToALLero cTaHJapTa PeKOMeHAYeTCs UCMO0/1b30BaTb BMECTO CCbIJIOYHbIX MeXAyHa-
POAHBIX CTaHAAPTOB COOTBETCTBYHIOLLME UM HaLUMOHabHble CTaHAapTbl Poccuiickoli ®egepaunm, cBefeHns o
KOTOpPbIX NpMBEAEHbI B OMOMTHUTENBHOM MpUnoxeHun JA

5 B3AMEH INOCT P NCO 14630—99

MHhopmaumsi 06 M3MEHEHUSX K HAC T OsILLEMY CTaHAap Ty Ny6AUKyeTCs B €XerogHo 13gaBaemMom UH-
¢hopMaLMOHHOM yKa3aTesne «HauMoHanbHble CTaHAapThi», @ TEeKCT U3)/eHeHnii 1 NonpaBoK — B exeme-
CAAYHO M3[aBAEMbIX MHPOPMALMOHHBIX YKazaTensax «HauuoHanbHble CTaHgapThi». B cnydas nepecmMoTpa
(3amMeHbI) MM 0T MeHbl HACTOSILLENO CTaHAapTa COOTBETCTBYIOLLEE yBeJoMeHNe ByaeT ony6/MKOBaHO
B XXEMeCA4YHO M3[aBaeMoM MHGOPMaLMOHHOM yKasaTene «HaunoHabHble cTaHgapThi». CooOTBEeTCTBY-
loLas nHopmauusl, yBeJOMNeHe N TEKCT bl pa3MelLalo T csl Takxe B MH(OPMaLMOHHOA cucTeme o6Lwero
No/b30BaHNSl — Ha OhMUMA/IbHOM caiiTe defepaslbHOro areHTCTBa M0 TEeXHUYECKOMY PeryMpoBaHnto 1
MeTpOonorun B ceTun VIHTepHeT

© CraHpapTuHcopm. 2011

HacToswuii ctaHgapT He MOXeT GbITb MOJTHOCTBIO UIN YACTMYHO BOCNPOU3BEAEH, TUPAXUPOBAH U pac-
MPOCTPaHEH B KaYecTBe OhULMANLHOTO N3haHns 6e3 paspelleHus PefepasibHOro areHTCTBa Mo TEXHUYECKO-
My peryMpoBaHvio U MeTposiorum
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BeBepgeHune

HacTosiwumii cTaHaapT ABNsSeTCA NPsIMbIM NMPUMEHEHUEM MeXAyHapoaHoro ctaHgapTta MCO 14630:2008
«HeakTuBHble XMpypruyeckme nMmnnaHtatbl. O6uwme TpeboBaHNs», NOArOTOB/IEHHOTO TeXHUYECKM KoMuTe-
ToM VNICO 150 «MMmnnaHTaTbl 418 XUPYPIrum».

HacTosAwwmii cTaHgapT onpegenseTt Nopsifaok cobnoaeHns yHAaMeHTanbHbIX NPUHLMNOB 6e30nacHo-
CTW, ycTaHoB/MEeHHbIX B ICO/TO 14283, B TOI YacTu, B KOTOPOI OHN NPYMEHUMbI K HEAKTUBHBIM XMpypruye-
CKMM MMNnaHTatam. Takke HacToAWwuiA cTaHfapT onpegenseTt noAxos K NoATBEPXKAEHNI0 COOTBETCTBYHOLLMX
OCHOBHbIX Tpe60BaHuii 6e30macHOCTM, ChOPMyIMPOBaHHbIX B 06LWeM Buge B Mpunoxenun 1 Aupektusbl Co-
BeTa EBponbl 93/42/EEC oT 14.06.93. koTOpast OTHOCUTCA K MEeAULUHCKUM U3LENNAM.

CyuwiecTByeT TpU YpPOBHSA CTaHAapTOB, OTHOCALMXCA K HEaKTUBHBLIM XUPYPruyeckum umniaHtatam u
NPVHAaONEXHOCTAM K HUM:

- ypoBeHb 1, onpefenstownii obine Tpe6oBaHNA K HEaKTUBHBIM XMPYPruyecknuM UMnaaHTaTam:

- YPOBEHb 2, ONpeaensaioLLnii YacTHble Tpeb6oBaHUSA K ceMeiicTBaM HeakTUBHbIX XUPYPruiyecknx nMniaH-
TaTos;

- YPOBeHb 3. onpejensowuii cneuvanbHble TpeboBaHUA K OTAE/NbHbIM TUNaM HeaKTUBHbIX XMpypruye-
CKMX UMMMAHTaTOB.

Mpy aTOM ypoBeHb 1 ABNSIETCA HaMBbLICLLKM.

CraHgapTbl ypoBHA 1. Takne kak HacToAWMiA cTaHAapT, a Takke [4]. cogepxar TpeboBaHns, NpUMeHN-
Mble KO BCEM HeaKTVWBHbIM XMPYpruyeckMm umnnaHtaram. [pu aTom AONOMAHUTENbHble TpeboBaHus 6yayT
yCTaHOB/EHbI B CTaHAapTax ypoBHel 2 u 3.

CrtaHfapTbl ypoBHsi 2 (Hanpumep, (5] - [9]) npyMeHUMbI K 60/1ee orpaHMYEeHHbIM rpynnam unu cemeii-
CTBaM HeaKTVBHbIX XUPYPrUYECKUX UMMIAHTATOB, Kak. Harnpumep, K UMnaaHtaram, npejHasHavyeHHbIM /15
Helipoxupypruu, cepaeqyHo-cocyauCcToi XUpYprum nam aHLoNpoTe3npoBaHNs CycTaBoB.

CTaHfapTbl TpeTbero ypoBHs (Hanpumep, [10] - [13]) npyMeHUMbI K cneyunasnbHbIM TUNaM UMNIaHTaToB
B paMKax OfHOro cemeiicTBa HeakTUBHbIX XMPYPruyecknx UMNIaHTaToB, Kak, HanpyMep, K aHgonpoTesam Ta-
306e/ipeHHOro cyctasa Win apTepuasnbHbIM CTEHTaM.

[ins Toro, 4TO6bLI OXBATUTL BCE TPEOOBAHNA K KOHKPETHOMY MMMAaHTaTy, cfefyeT HauuHaTb paccmoTpe-
HMe C NPMMEHNMOro cTaHfapTa Hanbonee HU3KOro YpPOBHS.
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HAUWOHANBbHBLIAN CTAHOAPT POCCUMNCKOW OSOELEPALWUMU

MMNNAHTATbl XUPYPITMYECKWE HEAKTWUBHbIE
O6uwue TpeboBaHus

Non-active surgical implants. General requirements

Jata BBefeHus — 2012—03—01

1 O6nactb NPUMEHEHMNS

HacToswwmii ctTaHpapT ycTaHaBnnBaeT o6Live TpeboBaHNS K HEAKTUBHBLIM XUPYPruYecknM umnaaHtTaram
(nanee — mmnnaHTathbl). HacToswuii ctaHAAPT HE pacnpocTpaHAeTCs Ha CTOMATON0TMYeckue MMNIaHTaTbl U
BOCCTAHOBWTE/bHbIE MaTepuasbl, TPAHCIHAOAOHTNYECKME U TPAHCPAAUKYIAPHbIE UMMIAaHTaTbl, UCKYCCTBEH-
Hble XpYCTa/IMKN rnasa u UMNIaHTaTbl, CoAepXaLline Xn3HecnocobHbIe TKaHU XMNBOTHBbIX.

B OTHOLIEHNM 6E30MacHOCTY HACTOAWMI CTaHAapT yCTaHaBIMBaeT Tpe6oBaHNsA K NokasaTtesnsim HasHa-
YeHUs1. 0COBEHHOCTSAM KOHCTPYKLUMW, MaTepuanam, oLeHKke KOHCTPYKLMM, MPON3BOACTBY, CTepuamnsauuu, yna-
KOBKE U MHChOpMaLmK, NpefocTaBisgeMoli U3rotToBuTenem, 1 UCNbITaHUAM 415 LeMOHCTpaLM CoOOTBETCTBUA
[aHHbIM Tpe6oBaHUAM. [loNONHUTEIbHbIE UCMILITAHUSA YKa3aHbl UK Ha HUX NPUBEAEHbI CCbISIKW B CTaHAapTax
ypoBHen 2 n 3.

MpumeyaHne — Hactoawwin cTaHaapT He TpebyeT, 4ToObl M3rOTOBUTE/b UMEN BHEAPEHHYIO CUCTEMY MEHe[-
XMeHTa kadectBa. OfHaKo NpPYMEHEHME CUCTEMbI MEHEKMEHTa KayecTBa, Takoi kak onucaHo B MICO 13485, moxeT
6bITb YMECTHbIM /151 NOBbLILLEHNA rapaHTUK TOTO, YTO UMMNIAHTAT AOCTUraeT CBOMX SKCMIyaTaUMOHHbIX XapakTepucTuk.

2 HopmaTuBHbIe CCbI/IKU

CnegytoLime cCblIOYHbIE CTaHAapTbl 06A3aTe bHbl NP NPUMEHEHMN HacTosLero ctaHdapTa. Ana aa-
TUPOBAaHHbIX CCbIOK MPUMEHNMO TOJIbKO yKa3aHHas B nepeyHe sepcus. [ns HefaTMPOBaHHbIX CCbISIOK Npu-
MeHMMa Noc/eHAs N0 BPeMEHN U34aHNS BEPCUSA CCbISIOYHOrO CTaHAapTa (BKioyas BCce nonpasku).

NCO 31 (Bce yacTu) BennunHbl 1 eanHULbI U3MEPEHUSA

MCO 8601 Cucrtema cTaHAapToB no nHopmaumu, 6ubnmoTeyHomy u nsgatesibckomy aeny. Npencras-
NneHve aat n Bpemexn. O6wue TpebosaHus

NCO 10993-1 W3pgenus meamumHckme. OueHka 6MON0rMyeckoro AencTBus MeSVLMHCKUX W3aenuid.
YacTb 1. OueHka n nuccriefosaHnsa

MCO 10993-7 N3penusa meguumHckue. OueHka OMOI0rMYecKoro AeincTBuss MeguLMHCKUX U3LesniA.
YacTtb 7. OcTaTouHOE cofepXaHue aTUIeHoKcuaa nocse crepuansaunm

NCO 11135-1 MepguuuHckue uagenus. Banugauus u TEKYLUA KOHTPO/b CTEPUIM3ALIMN OKCUAOM 3T-
neHa

NCO 11137-1 Crepunusauusa meguunMHCKoi npogykuun. PagnaumnoHHas ctepunusauyms. Yacts 1. Tpe-
60BaHNA K paspaboTke, Banngauum n TekyLemMy KOHTPO0 npouecca cCTepunvsauumn MeguuMHCKUX nsgenuii

NCO 11137-2 Ctepwim3auns MeguuuHCKON npoaykuun. PagmnaumorHHas ctepunusauus. Yactb 2. YcTa-
HOB/IEHWEe CTepWIn3ytoLLein ao3bl

NCO 11607-1 YnakoBka [ANns MEAULMHCKUX W3AENWiA, nofsexawinx (UHULLHOK CcTepuansauun.
YacTb 1. TpeboBaHus k matepuanam, 6apbepam obecneyeHns CTepuibHOCTA U cucTtemam ynakoBku

W3paHne ouymansHoe
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MCO 13408-1 AcenTuyeckas obpaboTka u3genuii MefuMuMHCKOro HasHaueHus. YacTb 1. O6lwune Tpe-
6oBaHuA

MNCO 14155-1 PyKoBOACTBO MO NPOBEAEHUIO KTMHUYECKMX UCMbITAHW MeAULMHCKNX n3genuidi. Yactb 1.
O6Lwume TpeboBaHUs

NCO 14155-2 PyKkoBOACTBO N0 NPOBEAEHUI0 KNIMHUYECKMX UCTIbITAHUIA MeAULMHCKNUX n3genuii. YacTb 2.
MnaHnpoBaHve KINHUYECKNX UCTbITaHWUl

NCO 14160 CTtepwniusaums o4HOPA30BbIX MEAULMHCKUX U3AENNIA, COAEPXALLMX MaTepuasbl XUBOTHO-
ro NPoOuNCXoXAeHus. Banmpaunsa u Tekywwmii KOHTPOb CTepun3aLmn ¢ NOMOLLbIO XUAKNX CTEPUNNIYIOLLNX
cpefcTs

NCO 14937 Crepunusauums MeguLMHCKol npoaykumn. O6uwme TpeboBaHus ANs onpeaenieHnst xapak-
TEPUCTUK CTEPUSIUIYIOLLLETO areHTa 1 paspaboTku, Basmgauuy n TekyLero KOHTposIa nNpoLeccos cTepunnsa-
L1 MeANLMHCKUX U3genuii

MCO 14971 W3pgenus meguumHckue. NpuMeHeHne MeHeXMeHTa PUCKOB K MeAULMHCKUM n3gennam

NCO 17664 Crtepunusauunsi MeAULMHCKMX U3LeNnid. MiHdopMauus, npefoctaBnsemast u3roToputenem
ANns 06paboTkM NOBTOPHO CTEPUIN3YEMbIX MEAVNLMHCKAX n3aenuii

NCO 17665-1 CTtepwunusauus MeauLMHCKOM npoaykuumn. Ctepunusaums napom. Yacts 1. TpeboBaHus
K paspaboTke, BanngaLum v TekyLLeMy KOHTPOIO npouecca CTepuamsanum MeauumnHCKUX usgenui

NCO 22442-1 W3penua MeAuUMHCKUE, U3TOTOBMIEHHbIE C MPUMEHEHNEM TKaHeli XXUBOTHOTO NPOUCXO-
XAEHUA U UX Npou3BoAHbIX. YacTb 1. [pumMeHeHne MeHemKMeHTa pucka

NCO 22442-2 WN3penusa mMeAWLUHCKUE, U3FOTOB/IEHHbIE C NPUMEHEHWEM TKaHEeW XMBOTHOIO MPOUCXO-
XOEHVA 11X NPon3BoAHbIX. HacTb 2. KOHTPOb nonyyexus, otbopa 1 06paboTkm

NCO 22442-3 WN3penusi MeguLMHCKME, W3rOTOB/IEHHbIE C MPYMEHEHWEM TKaHeW XMBOTHOr0 MPOMCXO-
XOEHVA N X NPOM3BOAHBIX. YacTb 3. Banugaumsa YHUUTOXEHUS W/WNN NHaKTMBAaLMU BUPYCOB 1 BO3GyAuTenel
TpaHCMWCCUBHOW rybyatoii aHuedanonatum (TSE)

3 TepMuUHbI N onpeaeneHus

B HacTosleM cTaHgapTe NpUMEHeHbl CeayoLime TePMUHbI C COOTBETCTBYIOWMMMN ONpeaeieHNsiMA:

3.1 nokpbiTue: Croil mMatepuana, NOKPbIBAKLWMA UM YACTUYHO NOKPbLIBAKOLWMUA NMOBEPXHOCTL UM-
nnaHTara.

3.2 cocTosiHUe umnnaHTaymum: CocTosiHMe UMNAaHTaTa, NoAroTOB/EHHOIO A1 UMMNAaHTauun B Ye-
noBexka.

3.3 yTeuka: HenpeaycMOTPEHHOe NepeMeLleHne XUAKOCTY, BKIYash XUAKOCTU OpraHu3Ma, BHYTPb
WK U3 UMNaHTaTa.

MpumeyaHne — SABneHne HenpeaycMOTPEHHON ANtdy3nn SIBASIETCS MPUMEPOM YTEUKU B paMKax HaCTOSILLEro
cTaHfapTa.

3.4 NpoOCTpPaHCTBO MarHMTHOro pesoHaHca (MP npocTpaHcTBO): [pocTpaHCTBO B Npegenax AnHUK
0,50 mTn [5 Faycc ()) cucTteMbl MarHUTHO-pe3oHaHCHOW ToMorpadun (MPT). kKOTOopoe BK/OYaeT BCe Tpex-
MepHOe NPOCTPaHCTBO, OKpyXalolliee CUCTEMY MarHUTHO-pe3oHaHCHOoW Tomorpadun ([27]. nyHkT 3.1.7).

MpumeyaHne — Ana cnyyaes, Korga imHua 0,50 MTN HaxoaMTca B nNpefenax NpoCTPaHCTBa, 3aKpbITOro 3aLum-
Toli ®apajesn, BCe NPOCTPAHCTBO paccmaTpusaeTcs kak MP npocTpaHcTBo. [ns cnyyaes, korga nnHnsa 0.50 MTn HaxoauT-
sl 3a Npefenamm NpocTPaHCTBa, 3aKpbITOro 3aluToil ®apages (Hanpumep, B NpueratoLleli KoMHaTe Uam Tepputopum),
pekomeHayeTcs, 4Tobbl BCA NpunerarLwas KomHara uim Tepputopus paccMaTpuBaineh Kak yacte MP npocTpaHCcTBa.

3.5 marHuTHo-pesoHaHcHaa Tomorpadusa (MPT): lnarHocTuyeckas CkaHupytoLlasa TeXHOMNOIus, Ko-
TOopas UCMonb3yeT cTaTuyeckue U nepeMeHHble MarHuTHble Nons AN hopmmrpoBaHus U3obpaxeHns TkaHei
nyTeM MarHMTHOro pe3oHaHca sigep atoMoB ([24]. nyHKT 2.1.4).

3.6 HeaKTUBHbIV XUPYPrUYeckuii nMnaaHTart: Xvpypruiyeckuii uMmnnaHtar, paboTta KOTOporo He 3a-
BUCUT OT 3N1EKTPMYECKON SHEPTUW WX T06Or0 APYroro UCTOYHUKA SHEPTUW 3a UCK/TIOYEHUEM CUJIbl TSXKECTU
WM 3HEepruun, HenocpeacTBEHHO reHepupyemMoit Tesiom yenoseka.

3.7 6e3onacHocTb: OTCyTCTBME HEeAOMyCTUMOro pucka ([2]. nyHkT 3.1).

3.8 xupypruyeckuii umnnaHTaT: M3genve, npegHasHayeHHoe AN NOMHOTO BBEAEHNS B Tes0 YesoBe-
Ka nnv ANsa 3ameLleHns anuTenns unav NoBepxXHOCTH rnasa NyTeM XUPYPruyeckoro BMelLaTelbCTBa u ero Ha-
XOXAEHUA B MecTe BBeJEHUA Mnocfie npouenypsl; a Takke noboe meamumnHCKoe nsgenve, npegHasHavyeHHoe
AN YaCTMYHOTO BBEAEHMSA B TENO YesioBeKa NyTeM XWPYPruyeckoro BMeLLATeNbCTBa U €ro HaxoXAeHus B
MecTe BBefieHVA nocne npoueaypbl He MeHee yeM Ha 30 gHeil.

2
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4 Tloka3aTenu HasHayeHus

B gokymeHTauun Ha usgenue Ao/KHbI 6bITb NPYBEAEHb! CeayloLve nokasaTeny HasHa4yeHns MniaH-
TaTa (C yaeneHvem ocob6oro BHUMaHWUA 6e30nacHoCTH):

a) npegycMoTpeunHoe(ble) masHayeHue(s);

b) pyHKLMOHaATbHBIE XapaKTepUCTUKK;

C) NpeAyCcMOTPEHHbIe YC/I0BMSA NPUMEHeEHUS;

d) NnpesycMOTpEHHbI CPOK CyXO6bI.

MpumMmeyaHune — MNpu 3TOM CNeAyeT yunTbIBaTb ONYG/IMKOBaHHbIE CTAHAAPTLI, OMy6IVKOBAHHYHO HAYUHYHO U KNn-
HUYECKYI0 NINTepaTypy, BaIMANPOBaHHbIE pe3y/bTaTbl UCTbITAHNIA.

5 OCo6eHHOCTU KOHCTPYKLUMU

XapakTepucTukn KOHCTPYKUUM ANS obecneyeHus nokasaTenieli HasHauyeHuss AO/DKHbl YyYuTbiBaTb, MO
MeHbLUe Mepe, cneayollee:

a) maTepuasnbsl U MX 6UOCOBMECTUMOCTL (CM. pasaen 6);

b) hnsnueckne, MexaHM4eckne n XMMmyeckme CBOKCTBa MaTepvasnos, BKIOYasA XxapakTepucTykn yCTOoN-
YMBOCTU K BHELUHUM BO3AeNCTBUSAM 1 cTapeHue (cMm. pasgensl 6. 7);

C) XapaKkTepucTvkn U3Hoca MaTepuasnios 1 BANSHWE U3HOCA W ero NPOAYKTOB Ha UMMNAAHTaT U OpraHnsm
yenoseka (CM. pasgensl 6. 7);

d) xapakTepucTuku gerpajauum maTepuanos u BAUsHUE gerpagaummn, npoAykToB gerpagauny v Bbille-
nayvBaHus Ha UMMAaHTaT u opraHusmM yenoseka (CM. pasgensl 6. 7);

€) 06beM 1 BNusHue yteyek (cM. pasgensl 6, 7):

0 6e30nacHOCTb B OTHOLLEHUN BUPYCOB W APYIMX NEPEHOCUMbIX areHToB (HeknaccuuumpoBaHHbIX na-
TOreHHbIX MUKPOOPraHW3mMoB, NPUOHOB 1 NOLOGHbLIX MUKPOOPraHU3MOB), a TakkKe B OTHOLIEHWUW TKaHew XNBOT-
HbIX WU MPOU3BOAHbIX U3 TKAHEW XMBOTHbLIX, MPUMEHSIOLLMXCA B UMMIAHTATEe UK NPU €ro U3roTOBIEHUN (CM.
pasgen 6);

[) BNUSiHNE TEXHOMNOMMYECKUX NpoLLeccoB (BKIOYas CTePMIN3aLIMI0) Ha XapakTepUCTUKN MaTeprasnos u
3KcnayaTalMoHHbIe cBOMCTBA (CM. pasgensl 6—9);

h) B3aumogeiicTBMe mMatepvasoB MMMAaHTaTa ¢ ApyrumMy Matepvanamu v BeliectBamu (CMm. pasge-
nel 6. 7);

i) BHyTPEHHMNE CBA3M B UMNAHTaTe U UX BIMSHWE Ha 3KCn/lyaTalnoHHbIe CBOMCTBa (CM. pasgen 7);

j) B3aumogeiicTeme(s) Mexay MMnaaHTaToM 1 TKaHblo(MW) opraHM3ma YenioBeka, B 0COGEHHOCTU B OT-
HOLLEeHWW uKCaLMM N KOHTaKTa, W yCNOBUIA Ha NOBEPXHOCTM UMNNaHTaTa (CM. pasgen 7);

k) dhopmy v pasmepbl uMnnaHTaTa, BKAOYAA UX BO3MOXHOE BANAHWE Ha TKaHW W XWAKOCTW opraHusMa
yenoseka (cMm. pasgen 7);

1) 6MoCcCOoBMECTMMOCTb UMnAaHTaTa (cMm. pasgensi 6. 7);

T) hm3nyeckne n xummnyeckne BO3AECTBUS OpraHn3ma YenoBeka U BHELLHWX OKpYXatoLmx (hakTopos
Ha umnnaHTar (cM. pasgen 7);

n) BAMAHUA pagnauun, 3NeKTPOMarHUTHbIX ¥ MarHWTHbIX NOMe Ha VMNAaHTaT u ero paboTy v nobble
nocnegywoline BAUSHUA Ha OpraHnM3M Yyenoseka (CM. pasgensl 6, 7).

MpumeyaHne — Ocoboe BHUMaHNE 0GPALLAETCA Ha MOJS, UCNOMb3yeMble B MarHUTHO-Pe30HaHCHOI Tomorpa-

tum (MPT) B OTHOLWEHUN Ge3onacHOCT nauyeHTa. MeTtogpl ncnbitaHuii 3 ASTM F2052, ASTM F2119. ASTM F2182 u
ASTM F2213 moryT 6bITb MCNOMb30BaHbI /151 OLLEHKN 6e30nacHOCTV umniaHTaTa B MP npocTpaHcTBe;

0) BO3MOXHOCTb MMMIAHTUPOBATb W. €C/i NPUMEHUMO, U3BNIEKATb UK 3aMEHSTb UMNIAHTaT (CM. pas-
nen7);

p) BO3MOXHOCTb ONpPeAesniATb NOMOXEHNE N OPUEHTALMIO UMMNIaHTaTa NoCPesCTBOM PasMosiornyeckmx
N APYTUX CKaHMpYLMX npoueayp;

g) YPOBHU MWUKPOGMOMOTMYECKOro 3arpsi3HEHNSA U 3arpsisHeHust yactuuamm (cM. pasgens 8— 10);

r) NPUrogHOCTb M 3hPEKTUBHOCTbL ynakoBku (cm. pasgen 10).

OCO6EHHOCTN KOHCTPYKLMM UMMIaHTaTa AO/MKHbI ObiTh OTpakeHbl B AOKyMeHTauun. Ecnu xapakrepu-
CTWKU. coiepXalinecsi B NEPEUUCTIEHHbIX MYHKTaX, HE NMPUMEHSINCL, NPUYMHA 3TOrO A0/XHA 6bITb 060CHO-
BaHa M OTpaxeHa B AOKYMEHTaXx.
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6 MaTtepwnansbl

MaTepuanbl 415 U3rOTOB/IEHWSA UMMIAHTATOB BbIGUPAIOT C Y4eTOM CBOWCTB, TPebyeMbIX ANS npeaycMo-
TPEHHOT0 Ha3HayeHus, a Takke NpYHUMas BO BHUMaHWe B/IUSHUS TEXHOMOMMYECKUX MPOLEeCcCcoB, cnocoboB
obpalleHuns ¢ uMnaaHTataMm, Tuna cTepuansaummn n yCoBuin XxpaHeHus, a Takke N6y o6paboTky (xumuue-
CKYI0. 3/1EKTPOXMMUYECKYIO, TEMNEPAaTYPHYI0, MEXaHWYECKYIo U T.N.). NPYMEHAEeMYI0 K MOBEPXHOCTN UMMIaH-
Tarta uau ee 4acTu C Lesiblo U3MEHEeHNs ee CBOMCTB. [J0/MKHbl 6bITb PpACCMOTPEHbI BO3MOXHbIE B3auMogei-
CTBUA MMMMAHTaTa C TKAHAMW W XXMAKOCTSMU OpraHM3Ma 4yenoseka, ApYrMMn mMatepvanamu, uMniaaHTaTamu,
BeLLecTBaMu, razamu, a Takke ¢ UICTOUHVMKaMU paguauun MarHUTHbIX Y 9/1eKTPOMArHUTHbIX Nonei.

Ecnun coctaBHO YacTblo UMNaHTaTa ABAAETCS leKapCTBEHHOE CPeACTBO, TO fO/KHA ObITb NpoBeaeHa
OLeHKa COOTBETCTBUSA 3TOr0 /IeKapCTBEHHOrO cpefcTea TpeboBaHuAM, NpegbsasnsemsiM K hapmauesTuye-
CKOl npoAyKumn. iMnnaHTaTt He AO/KeH oka3blBaTb BO3[ECTBUE Ha XapaKkTepuUCTUK/ NeKapCTBEHHOIO cpes-
CTBa. MCNO/Ib3YyEeMOro B KOMGUHaLMW C HUM 1 06paTHoO.

MpumeyaHne 1— Moaxofswme MeToabl OLEHKM 6E30NACHOCTM, KA4YeCTBa W Nosb3bl OT IEKAPCTBEHHOTO Cpes-

CTBa. SABNALLErOCA HEOTbEM/IEMOI YaCTbI0 MMMIAHTaTa, MOryT 6bITb YKa3aHbl B HALMOHA/IbHBIX Y PETMOHAJIbHBLIX pery-
nvpytowmx TpebosaHunax (Hanpumep, B EBponeiickoli AupekTtuee 2001/83/EC).

MaTepuansl, BkIoyas 6uonornyeckue matepuasbl, UCNOAb3yeMble ANS UMNAAHTATOB M UX MOKPbITUNA,
[OMKHbI 6bITb B AOCTATOYHOM CTENeHW COBMECTUMbI C GMOMOTMYECKUMI TKAHSIMK, KNeTKkaMmn U XULKOCTSMM
opraHusMa 4enioBeka, C KOTOPbIMU OHW HAXOAATCA B KOHTaKTe. Takke [o/XHa ObITb JOCTaTOYHAA CTeNeHb Co-
BMECTUMOCTM C MPOoAyKTamn BO3MOXHOro M3Hoca v gerpagauun. [JoctaToyHOCTb CTENEHN COBMECTUMOCTU B
3aBMCMMOCTM OT KOHKPETHOIO NPUMEHeHNs A0/MKHA OblTb NOATBEPXAEHA:

a) unu nyTem A0KyMeHTasIbHO 0hOpPM/IEHHOM OLEHKN B cooTBeTcTBUM ¢ MICO 10993-1;

b) nnn BEIGOPOM M3 MaTepuasios, KOTOpble AOKa3aau CBOK NPUIOAHOCTb MPW aHa/orMYHOM WUCMO/b30-
BaHUM B KIMHWYECKON NpakTuke.

MpumeuyaHne 2— HekoTopble CTaHAAPTLI YPOBHS 2 COAEPXKaT NepeyH MaTepuasios, 415 KOTOpbIX 6bi/10 ycTa-
HOB/IEHO COOTBETCTBUE B ONPEEEHHbIX YCIOBUSX NPUMEHEHUSI.

MMmnnaHTathbl, cogepxalyme X1M3HeCnoCo6HbIE UM HEXMCHECNOCOOHble MaTepunasibl XX1BOTHOTO NPouc-
XOXAEHWS. UM NPW U3roTOB/IEHNM KOTOPbIX ObI/IM MCMNOMb30BaHbl TakMe martepuassl, [O/MKHbl ObiTb Takke
OLEeHeHbl B COOTBETCTBUM C TpeboBaHusamu NICO 22442-1, NCO 22442-2 n ICO 22442-3 ¢ TOUKN 3peHust
onacHoCTell, BO3HMKAKLNX N3-3a BO3MOXHOCTM Nepefayn BUPYCOB U APYTNX NEPEHOCHUMbIX areHTOoB.

MpumevyaHune3 — [ins onpefeneHns TEPMUHOB «KUBOTHOE» N «TKaHb» CM. ICO 22442-1.

7 OueHKa KOHCTPYKLUM

7.1 O6wume nonoxeHms

TpebyeTcs NPOBOAWTL OLLEHKY MMMIAHTATOB C Lie/bio AoKa3aTeslbCTBa TOro, YTO UX NokasaTesv HasHa-
UeHUst AOCTUTHYThI (CM. pasgen 4). CTeneHb COOTBETCTBUSA Nokasatesneil HasHaueHus Ao/mkHa 6biTb onpeae-
NIeHa 1 fOKyMeHTasIbHO ochopMieHa. Be3onacHoCTb 1 nokasaTte i HasHauYeHWst fO/MKHbI GbITb NOATBEPXAEHDI
MNPV JOK/TMHUYECKON U KNMHUYECKOI OLeHKe, TakkKe 1 NOCNenpoAaxHOM HabMloAeHUN, BKIlOYasi COOTBETCTBY-
IOLMIA MEHEIKMEHT pUCKa Ha BCEX 3Tanax XM3HeHHOro LMK/a UMMniaHTata B COOTBETCTBUM C Tpe6oBaHUAMU
NCO 14971.

7.2 JloknuHnyeckana oueHka

MmMnnaHTaTbl 4O/MKHBI MPOATY JOK/TMHUYECKYH OLEHKY, OCHOBaHHYH Ha:

a) AaHHbIX COOTBETCTBYIOLIEN Hay4yHOU NMTepaTypbl, OTHOCSLLECA K 6e30MacHOCTU, 3KcnayaTaumoH-
HbIM 1 KOHCTPYKTOPCKAM XapakTepucTukam, a Takke K npeaycMoTpeHHOMY NpYMeHEHU0 UMNIaHTaTa;

b) aHasIM3e AOCTYMHbIX AaHHbIX O pe3ynbTaTax W NoCNeACTBUAX NPUMEHEHUS, HanpyuMep U3 Takux uc-
TOYHWKOB, Kak CUCTEMA HALMOHA/IbHOW U UHOW perncTpaumm;

C) aHa/M3e AaHHbIX UCMbITAHWUIA, BKIOYAs CTEHAO0BbIE UCMbITAHWUSA, U. €CAN €CTb B HA/MYMK, OaHHbIX,
NOMyYEHHbIX C UCNO/Ib30BaHNEM Ba/IMANPOBAHHbLIX METOAOB OLEHKM GE30MacHOCTM 1 3KCMNyaTaUMOHHbIX Xa-
pakTepUCTUK UMMIaHTaTa.
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[oknuHnyeckne nCnbiTaHUA UMNAaHTaTa AO/IKHbI MOAEeNpoBaTh YC/I0BUA NPesyCMOTPEHHOIO npume-
HeHuA. MeTofpl ucnbITaHuii n COOTBETCTBYHOLNE OrpaHNvYeHUA ANA KOHKPETHbIX TUNOB UMNaHTaToB A0J/1XKHbI
6bITb onpegeneHol n 060CHOBaHbl N3roTOBUTE/IEM.

MpumeyaHne — MeToAbl UCTIbITAHWIA 1 COOTBETCTBYIOLLME OrpaHNYeHUs /19 KOHKPETHbIX BUOB UMMN/IaHTaTOB
MOTyT 6bITb ONMCaHbl B APYrIX COOTBETCTBYHLLMX CTAHAAPTaX, HEKOTOPbIE U3 KOTOPbIX Nepeyvmnc/ieHbl B Gubnmorpadguu.

7.3 KnuHunyeckasa oLeHka

MmMnnaHTatbl AO/MKHbI NPOATW KTMHUYECKYIO OLLEHKY, OCHOBaHHYIO Ha:

a) KPUTMYECKOM aHasIn3e faHHbIX COOTBETCTBYIOLLEN HAayYHO NTepaTypbl, OTHOCSLLElCS K 6e30nacHo-
CTW. 3KCNyaTaLMOHHbIM U KOHCTPYKTOPCKAM XapakTepMUCTUKaM, a TakkKe K NpeAyCMOTPEHHOMY MPUMEHEHMIO
3TOro MMNaHTaTa Win B 4OCTATOYHOM CTENEHN aHaNorMYHbIX UMMNIAHTaToB, Wn

b) pesynbTarax BceX MpoBeAeHHbIX KNNMHUYECKNX UCTIbITaHUIA, uin

C) KOMBMHALMN KNMHUYECKNX AaHHbIX, MONYYEHHbIX B NEpeYncneHusx a) u b).

B cnyyae npoBefeHUs KTMHUYECKMX UCMbITAHUIA OHU AO/KHbI GbITb BbINO/IHEHLI B COOTBETCTBUM C Tpe-
6oBaHuAMU NCO 14155-1 n UCO 14155-2.

MpuMeyaHue 1 - TpebGoBaHUA K KIMHAYECKUM WCTIbITAHWSIM KOHKPETHbIX TUMNOB WMMIAHTATOB MOTYT 6biTb
BK/TIOYEHBI B AipyTiie COOTBETCTBYIOLME CTaHAAPTbI.

NMpumeyaHune 2— NCO 14155-2 TpebyeT, 4TO6bI NMaH KIIMHUYECKNX UCTbITAHWIA BKIOYA yKasaHue cpoka no-
cneonepauvoHHOro HabnAeHUs 418 KOHKPETHbIX NaLyeHTOB — YYaCTHUKOB KNMHUYECKUX UCMbITaHuli ¢ 060CHOBaHWEM
3TOro cpoka. PekomeHfyeTcs, UTO6bI CPOK Noc/eonepaunoHHoro HabnrgeHna no3sonsan bl nokasatb 3KCMIyaTaumoH-
Hble XapaKkTepuUCTUKN B TeYeHVe BPEMEHW, AOCTATOYHOrO A1 AOCTOBEPHOro NpeacTaBeHns XapakTepucTuk n3genvs un
NAEHTUUKALUW 1 OLLEHKW pUCKa /TH0ObIX HexXenaTte/bHbIX 3pekToB OT MMniaHTara.

7.4 NMocnenpogaxHoe HabnwogeHne

M3roTtoBuUTENEM AOMIXKHA ObITb BHEAPEHA NpoLleaypa A1 CUCTEMATUYECKOro aHasim3a nocnenpoaaxHbIx
[AaHHbIX 06 UMnaHTaTax.

Ecnn aHanus pucka, NpoOBEAEHHbIi M3rOTOBUTENEM, MOKa3blBaeT, UYTO MPUCYTCTBYET CYLLECTBEHHbI
pYCK AN NauMeHTa B c/lyyae oTkasa UMniaHTata Wan HeCOBMECTUMOCTM MeXAy UMNIaHTaTOM M NauMeHToM
B TOUEHMWe NpeayCcMOTPEHHOIO CpoKa CyX0bl, U3roTOBUTE b JO/HKEH MPUHATL Mepbl, YTO6bI y6eAnTbCS B TOM.
4TO 3KCNyaTaluMOHHbIE XapakKTEPUCTUKN U GE30MACHOCTb MMMIaHTaTa COXPaHSIOTCS.

MpumeuyaHune — MoaxofsLmMe MeToabl MOHUTOPUHIA IKCT/TyaTaLMOHHbIX XapakTepuUcTvK 1 6e30MacHOCTH 1M-

NNaHTATOB BK/IOYAIOT aHa/IM3 BbDKMBAEMOCTU (C Lie/Iblo NEepPecMoTpa KOHCTPYKLIMKM), KIMHUYeckoe HabnogeHre nauneH-
TOB WM APYTViE METOAVKM, OCHOBaHHbIE Ha HAy4HO-060CHOBAHHBIX PYKOBOACTBAX CM. [3]).

8 lMpowusBoacTBO

MiMnnaHTaTbl A0/MKHbI 6bITb U3rOTOB/IEHbI TaKUM 06pa30M, 4yToObl 6bIM 06ecneyeHbl HOPMUPpOBaHHLIE
XapakTepuCTUKN KOHCTPYKUNUN U MaTepunasioB.

MpumeuyaHne — Tpe6oBaHUs K NPON3BOACTBY HEKOTOPLIX TUNOB UMM/IAHTATOB BK/IOHYEHbLI B COOTBETCTBYIOLLME
cTaHaapTbl.

9 Crepunusaumsa

9.1 O6ume nosoxeHns

M3roToBUTENb JO/MKEH NOATBEPAWTL, YTO MPedyCcMOTpeHHbIi(bie) MeToh(bl) CTEPUNU3ALMKA WUN. eCcn
NPVYMEHUMO, NMOBTOPHOI CTEPUAM3ALMK MMMNIaHTaTa He HapylwaeT(loT) ero 6e30MacHOCTb U 3KCN/lyaTaLlnoH-
Hbl€ XapaKTEPUCTUKN.

9.2 IMnnaHTaThl, NOCTaBNAEMble CTEPUSIbHbIMU

lMpouecc ctepunmsaunmn JonxeH 6bITb BanmManpoBaH un noagseprartbCA Tekywemy KOHTPOJIH.
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Lna nmMnnaHTaToB ¢ (OMHWLLIHOW cTepunmn3aumneli, MapkmpoBaHHbIX Hagnuceio «CTEPU/IbHO», Teope-
TUYeckas BEPOATHOCTb NPUCYTCTBUS XMN3HECNOCOOHbIX MUKPOOPraHM3MOB B U34eNnn Ao/mKHa ObiTb He 6onee

1x10"*,

MpumeyaHune — TpeboBaHWS K APYrMM YPOBHSIM CTEPUIBHOCTU AN1S HEKOTOPbIX MMMNIaHTATOB AaHbl B COOTBET-
CTBYIOLUMX CTaHAapTax ypoBHeli 2 n 3.

M3roToBuTENN MOTYT UCNO/MBL30BATL APYrie YPOBHW CTEPWUIBHOCTM, €C/IN 3TO 060CHOBAHO AOKYMEHTas b-
HO 0hOpM/IEHHOI OLEHKOI purcKa.

Ecnn nmnnaHTtaTel CTEPUNN3YIOT 3TUNEH OKCUAoM, npumeHsetca MCO 11135-1.

Ecnun nmnnaHTatbl CTEPUIN3YIOT paguaumein, npumensitotca MCO 11137-1 n MCO 11137-2.

Ecnu umnnaHTatel cTepuansyoT napom, npumensetcsa NCO 17665-1.

Ecnu vmnnaHTarsl, cogepxaline matepuasibl )XUBOTHOTO MPOUCXOXAEHWUS, CTEPUNUSYIOT XULKUMN Cpe-
namun, npumensetca NCO 14160.

Ecnn umnnaHTatbl CTEPU/IM3YIOT /I6LIM APYTM MEeTOA0M cTepum3sauuu, npumerHseTca NCO 14937.

Ecnn mnnaHTaTtbl M3rotaBnuBaloT B acenTUYeCcKUX ycrioBusx, npumeHsetca NCO 13408-1.

9.3 Crepunusauns notpebutenem

9.3.1 VimnnaHTaTbl, NOCTaBAAEMble HECTEPU/IbHbIMU

[na umnnaHTaToB, NOCTaBASAEMbIX HECTEPWU/IbHBIMU, U3FOTOBUTE b AO/HKEH yKka3aTb N0 MeHbLUel Mepe
OfIVH NOAXOAALLMI MeTOA CTEPUIN3aLUN C TaKUMK NapamMmeTpaMy CTePUIN3aLMOHHOrO Lmkna, 4Tobsbl 6e3onac-
HOCTb 1 3KCM/yaTaunoHHble XapakTepUCTVK1 UMnaHTaTa He yxyawanuce. Ecnv mHorokpatHoe noBTopeHune
LVKMIOB CTEpMAN3aLmmn He AONycKkaeTcs, TO 3TO AO/HKHO ObiTb yKa3aHO B CONPOBOAUTENbHON [OKYMeHTaLmm
nsrotosutens (cm. pasgen 11).

9.3.2 loBTOpHaa crepunusayus

ConposoauTenbHas AOKyMeHTaumsa OT U3roToBUTENSA A0/IKHA yKa3blBaTb, BO3MOXHA /I NMOBTOPHas CTe-
punusauma umniadTaTa u. ecnu a, To meTog(bl) U napameTpbl CTEPUIN3ALMOHHOIO LuKNa JOKHbI ObiTh
ykasaHbl B cooTBeTcTBuM ¢ CO 17664. N3roToBuTeNb AO/MKEH YKa3aTb MakCMMaslbHOE YMC/O LWKMIOB MOo-
BTOPHOW CTepuM3aunm, BbIMOSIHEHWE KOTOPbIX HE NPUBOAUT K YXYALUEHNIO XapakTepucTuk 6esonacHocTy 1
3KCnyaTauMOHHBIX XapakTepucTuK uMnaaHTara.

9.4 Tpumecun nocne crepunnsayunmn

WcnbiTaHne Ha npymMecy nocse cTepuansaunm O/mMKHO ObiTb NPOBEAEHO B COOTBETCTBUM C NPUHLMNamMu
no NCO 10993-1. YpoBHU NpuMeceii He A0/KHbI NPeBbIWaTh Npesesnos, ycTaHoBEeHHbIX B UICO 10993-7.

10 YnakoBKa

10.1 3awuTa OT NOBPEXAEHW NPU XPAHEHUN 1 TPAHCNOPTUPOBAHUN

YnakoBka Kaxoro umnnaHTaTa fo/bkHa ObiTb Takoi, YTOObl B yKa3aHHbIX WU3roTOBUTENEM YC/TOBUSAX
XpaHeHus, TpaHCNopPTUPOBaHUA 1 06palLeHVs C UMMNNaHTaToM (BKoUYas KOHTPO/b TemnepaTypbl, BaXHOCTH
1 aTMOChepHOro AaBfeHns, ec/im NPYMEHMMO), obecneynBanach Gbl €ro 3alimMTa oT NoBpeXAeHnli n yxyauwe-
HWS CBOICTB, NPMYEM cama ynakoBka He oka3blBana Obl BpeAHOro BO3AelCTBUA Ha MMNAaHTaT.

MpumeuaHne 1— [Ns vCnbITaHWIi Taikke MOXHO UCMOMb30BaTb MeTOAbl, NpuBeAeHHble B M3K 60068-2-27.
M3K 60068-2-32 n'vnn M3K 60068-2-47. ecnv NPUMEHUMO.

MpumMmeyaHue2 — 10 NPUHATUA N1060rO Cnocoba yrnakoBKM PEKOMEHAYETCS MPOBECTU OLEHKY 70 COOTBETCTBUS
npeaycMOTPEHHOMY NPUMEHEHUID. DTO MOXET GbiThb BbINOIHEHO MyTEM UCMbITAHUIA NPpY TPAHCMOPTUPOBAHNUU B YCIOBUSIX
onacHbIX BO34ECTBUI, MOAENMPYIOLLMX YC/IOBMS, KOTOPbIE MOTYT BO3AENCTBOBATL HA YNaKOBKY.

10.2 CoxpaHeHue CTepu/IbHOCTW NPU TPaHCNOPTUPOBAaHUN

MimnnaHTaTbl, MapkMpoBaHHble Haanucbilo «CTEPW/IbHO», fo/mKHbI 6bITb ynakoBaHbl Tak. 4To6bl CO-
XPaHSAICA UX UCXOAHbIA YPOBEHb CTEPU/IBHOCTU B HOPMasibHbIX YCNOBUAX XpaHeHUs, TPaHCNopTMpOBaHus 1
obpalleHns, 3a UCK/IIYEHNEM CrlydaeB, Korja ynakoska, obecneymsaioLLas CTepuibHOCTb, NMOBPEXAeHa um
BCKpbITa. YNakoBKa fo/XHa cooTeeTcTBoBarb MICO 11607-1.
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11 VHdopmauma, npegocrtaBnsgeMmas n3rotoBmtenem

11.1 O6wwme nonoxeHns

ConpoBoguTefibHasi MHopMaLus, npefocTaBnsemMas U3roToBUTeNIeM U npefHasHauyeHHas Ans Heno-
CPeACTBEHHOTO BU3yaslbHOTO BOCMPUSATHS, [O/MKXHA GbiTb Pa3bopuMBoil NpyY NPOCMOTPE MPU OCBELLEHHOCTM
215 1K HOPMasbHbIM WM CKOPPEKTMPOBAHHLIM 10 HOPMaJ/IbHOTO 3PEHNEM C PACCTOSIHWS, ONpefesieHHoro ¢
yuyeToM hopMbl U pazmepa KOHKPETHOTO UMMaHTaTa.

MpumeuyaHunel — PekoMeHayeTcsl y6eauTbCs B TOM. UTO NpeacTaBsemas UH(opMaLys NOHATHA NOTEHLMab-
HOMY M0/1b30BaTENO U/MN APYTUM NIULAM, €CAIN MPUMEHMO.

B cnyyae HegocTaTka MecTa Ha ynakoBKe M34envs COOTBETCTBYOLWAs UHopMauus MoxeT bbiTb gaHa
BO BJ/IOXEHUW, B CONPOBOXAAOLLEM JOKYMEHTE WK Ha C/ieflylOLEeM C/I0e YNakoBKW, eCv NPUMEHUMO.

Pacno3HaBaHue onpefeneHHbIX MapknpoBOK Ha Masibix MMNAaHTaTax uan uMnaaHTaTax oco6oii hopmbl
MOXeT noTpe6oBaThb NPUMEHeHNe MeTOA0B, OT/IMYHBLIX OT BU3YyaslbHOr0, HanpuMep, 3/1eKTPOHHbIX METOAOB.

Ecnv npumeHnmo, cumsonbl, abbpesBnartypbl 1 LBeToBas naeHtTudukauma MoryT 6biTb MCNO/Ib30BaHbI B
MapKUPOBKE 1 CONPOBOANTENbHBIX flOKYMEeHTax nMnaaHTara. J1tobble Mcnosib3oBaHHbIE CUMBOSLI, ab6bpeBuna-
Typbl U LBeTa MAeHTUdMKauuM AOMKHbI COOTBETCTBOBATL HAaLMOHANbHbLIM N MeXAYHAapOoAHbIM CTaHAapTam
(Hanpumep. NCO 7000). B cnyyae OTCYTCTBMS Takux CTaHAApPTOB U3rOTOBUTE b JO/DKEH ONMUcaTb CUMBOSIbI,
a66peBnaTypbl UK LBETA UAEHTUMKALMN B CONPOBOANTE/NbHOW AOKYMEHTALMMN HA UMNIaHTaT.

ConpoBogutenbHast MHchopMauus, npefocTtaBnsemMas W3rotoButenem, fo/mkHa ObiTb npeacTaBneHa
Tak, 4ToObl HEBO3MOXHO ObI/I0 ee NepenyTaTthb C APYroii BaXHO MHopMaLmeii.

Bce efMHWLbI n3MepeHunii foMKHbI ObITh BbipaxeHbl B egnHuuax CU. kak ykasaHo B cTaHgapTax cepum
MCO 31. CooTBeTCTBYIOLWME eANHULbI MOTYT 6bIThb YKa3aHbl B KPYI/bIX CKOOKax.

MpumeyaHune2 — NCO 1000 aaeT fanbHelillee pyKOBOACTBO NO NPUMEHEHNIO eAnHUL, CU.

Hacko/ibko 3TO pauMoHanbHO U NPUMEHUMO, MHhopMaLmMs, Heobxoaumast Ans 6e3onacHoro npumMeHe-
HUS MMNNaHTaTa, AO/HKHA OblTb HAHECEHA Ha cam MMMAHTaT W/WAK Ha YyNakoBKY KaXAoro umnnaHtaTta umm,
€cnn NPUMEeHUMO, Ha NOTPebUTensekyo Tapy. Ecnv nHamBmayanbHas ynakoBka ANs KaxX4oro uMniaHtara He
pauuoHanbHa, MHhopMaumsa fo/MKHA ObiTb BHECEHA BO BKNAAbILW, NMPUKNAAbIBAEMbINA K KAXA0MY UMNIAHTATY
WK K ynakoBKe UMMaHTaToB.

Ecnv npumMmeHMMO, perynvmpyemsie nosb3oBaTesieM YacT UMNaHTaTa fO/KHbI UMETb YETKOE yKa3aHue
CBOUX CPYHKLWIA.

Nobble pazbeMHble YacTu, NpeaHa3HaYeHHble U3rOTOBUTENEM AJ151 UCMO/Ib30BaHNS OTAE/BHO OT CaMoro
MMnaaHTaTa, AO/HKHbI ObiTb NAEHTU(ULMPOBAHbI KOAOM NapTUM WA APYTMMU NOAXOAALLMUMY CPELCTBAMM.

NMobana gata gomkHa 6biTb nNpeactasneHa B oopmate YYYY-MM-DD. van YYYY-MM, nan YYYY — B
cootBeTcTBMM ¢ MICO 8601.

11.2 MapkupoBKa 3TUKETKU

JTUKeTKa [0/IKHA cofepxXaTb crefytoLlyo MHhopMaLio:

a) ec/im ynakoBka COAEPXMNT Kakne-nMbo pagnoakTUBHbIE BELLECTBA, TO OHA A0/HKHA UMETb MapKUpOB-
Ky. YKa3bIBaIOLLYO TUM U CTENeHb aKTUBHOCTW PAAMOAKTUBHbLIX BELLECTB:

b) HAMEHOBaHVE 1 afipec U3roTOBUTEIs, BK/IKOUAs, N0 MeHblUel Mepe, ropof 1 CTpaHy.

C) onucaHve uzgenvs (Hanpvmep, NpoTes knanaHa cepaua), 0603HayYeHne MOLENU WU3Aenus W. ecnm
MPMMEHVMO, HOMEP MapTUK U CepUiiHbIA HOMEP N3AeNusi C COOTBETCTBYIOLMM 0603HAYEHNEM.

Mpumep 1 — <LOT», oSN». cMMBON NapTwuM UAM CUMBON cepuiiHOro Homepa no MCO 7000-2492 wn
NCO 7000-2498 cOOTBETCTBEHHO;

d) ecnu NnpefycMOTpPEeHHOe Ha3HavyeHne umnaaHTaTta HeoYeBUAHO A5 NoSb30BaTeNs, YeTKoe yka3aHue
npegycMOTPEHHOIo HasHavyeHus;

€) ecnv NPUMEHNMO, yKa3aHue, YTO COAEPXKMMOE YNakoBK CTEPUSIBHO, N METOA CTepuam3aumm.

Mpumep 2 — Cnoso ACTEPU/IbHO» nnu cumeon cTepunbHocTuM no NCO 7000-2499. nnum ofguH U3 CUM-

BOJIOB SACTEPUIM30BaHO C KUcnofib3oBaHuem...» no NCO 7000-2500. NCO 7000-2501, NCO 7000-2502 wnn
MNCO 7000-2503;
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f) eC/in 0AMuHaKOoBbIe UK NoXoXne nMmnnaHTatbl NpogardTCA U B CTEPUIBHOM, N B HECTEPU/IbHOM COCTOA-
HUAX, YETKOE yKa3aHue, 4To coaepxmumoe KOHerTHOVI YyNakoBKW HECTEPWU/IbHO, eC/ NPUMEHUMO.

Mpumep 3— CumMBO BHECTepunbLHo» no MCO 7000-2609;

[) ecnu NnpMMeHnMo, AaTy «UCMNo/b30BaTb A0», BbIPAXEHHYIO Kak rof 1 Mecsi.
Mpumep 4 — CumBON BUCNOMb30BaTb A0» no NCO 7000-2607;

h) ykasaHvne ogHOKpaTHOro NpMMEeHeHNs nMniaHTara.

Mpumep 5— CuMBON BHE NCMONBb30BATb NOBTOPHO» No MICO 7000-1051;

i) no6ble cneymanbHble YCN0BUSA XpaHeHUs u/unu obpalleHus:
j) nobble cneunanbHblie paboune MHCTPYKUUK;
K) npegynpexaeHns nnu npefocTepexeHns no NPUMEHEHUIO.

11.3 WVHCTPYKLUMA NO NPUMEHEHUIO

VIHCTPpYKUMSA NO NPUMEHEHMWIO AN KOHKPETHOro UMniaaHTaTa fo/mkHa cojepxarb cneynLwyo nHgop-
MaLmio. ecnu NprMeHUMO:

a) ecnv ynakoBKa COLepXuT Kakne-nnbo pagnoakTMBHbIEe BelecTsa, TUM U CTeNneHb akTMBHOCTY paano-
aKTVBHbIX BELLECTB;

b) HaVMeHOBaHWe 1 agpec U3roToBUTENSA, BKIKOYAs, MO MEHbLUE mMepe, ropod, CTpaHy 1 HoMmep Tene-
thoHa;

C) onucaHue n3genus (Hanpumep, NpoTe3 knanaHa cepala) u 0603HaYeHne MOL4ENN UMNAaHTaTa;

d) ecnv npefycMOTpeHHOE Ha3HayeHWe MMMaaHTaTa HeoueBMAHO ANA NoNb30BaTeNs, YeTkoe ykasaHue
npefyCMOTPEHHOr0 Ha3HavYeHus;

€) npefyCMOTPEeHHble JKCMyaTaunoHHbIe XapakTePUCTUKN, ONUCaHHble B pasdene 4. u nobble Hexe-
natenbHble N060YHbIE APdEKTbI:

f) MHhopMaLmsa, No3sonaoLLas nosb3oBartento BblibpaTtb NOAXOAAWMIA UMNNaHTaT (BKYas npaBusb-
HbIli pa3mep), NPUHAANIEXHOCT K HEMY W ApyrMe COOTBETCTBYIOLME nU3fenus, ¢ Lefbio obecnevenuns 6e3o-
nacHOro coyeTaHus;

4) nHdopmaumsa no NpaBwWIbHOK MMNAAHTaUUM 1 MeTogam nsbexaHus uim MMHUMU3aLun cneundunye-
CKMX PUCKOB, CBA3aHHbIX C UMNAaHTaumel;

h) uHdopmauus, Heobxoanmas Ana NPoBepKu (PYHKUMOHUPOBAHMA 1 6e30nacHOCTU paboTbl MMNNaH-
TaTa;

i) yKasaHue, 4To coflepXnmMoe ynakoBku CTEPU/ILHO, U UCNONb30BaHHbIN METOA CTEPUM3aLNN.

Mpumep 1 — Cnoso BCTEPWU/IbHO» unu cumson cTepunbHocTU no NCO 7000-2499, nnu o4unH U3 CUM-
BOJIOB BCTEPUIM30BAHO C MCMNo/sb30oBaHWeM...» no MCO 7000-2500, MCO 7000-2501, UCO 7000-2502 wnnu
MNCO 7000-2503:

j) ecnu oguHaKoBble UK MOXOXWE UMMNAHTaTbl MPOAAKTCS U B CTEPUSIBHOM, U B HECTEPUIBHOM COCTOSI-
HUSIX, UHCTPYKLMIO, ECNIN NPUMEHVMO, Kak CTEPUSIM30BATL COLEPXUMOE:
k) nogpo6HocTy Nto6oii 06paboTKM UK NOATOTOBKM, TpebyeMoii 40 NCMNOMb30BaHNUs UMNIaHTaTa.

MpumMep 2— OKoHYaTesNbHas C60pKa, OUNCTKA, CTEepuIn3anmus n T.nm;

|) WMHCTPYKUMA NO MeToay cTepunmsaumn c Tpe6ye|\/|b||vw| napameTpamMmn CTepuan3aymoHHOro yukna ansa
NMNIaHTaToB, NOCTaB/AAEMbIX HECTEPU/IbHBIMU, NN ONA CydyaeB UCNOJ/1Ib30BaHUA COAEepPXMUMOro, ecnu yna-
KoBKa 6blna nospexaeHa MM paHee OTKpbITa, U MakCUMa/ibHOE 4YMUC/0 UUKMI0B pecTepunmsaumnmn, KotTopble
MO>XHO BbINOJ/THATD;

T) yKasaHne ogHOKPaTHOro npuMeHeHna nMmniaaHTara.

Mpumep 3— CuMBO/ BHE MCNOJb30BaTb NOBTOPHO» no MMCO 7000-1051;

n) Nobble cneymanbHble YyCNoBUSA XpaHeHns n/vnu obpatyeHus;

0) npeaynpexaeHus Uiy npefocTepexeHus no NPUMEHEHUI0, BKIOYas OrPaHUYEHUs] MO XMMUYECKUM
BELEeCTBaM (Hanpumep, ChvpT), BO3LEWCTBMIO KOTOPbLIX UMMIAHTAT MOXET MOABEPraTbCs B KIMHUYECKUX
YCIOBUSIX;

p) NPOUCXOXAEHNE OMEPTBESIbIX TKaHel XMBOTHLIX UK UX NPOU3BOAHBIX (HanpumMep, HeobpaboTaHHas
TKaHb, BbICOKOOUMLLEHHAS NPOU3BOAHAS), ECNIN UMM/IAHTAT COAEPXKUT Takne Matepuans;

8
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q) npeaynpexgaeHns 06 onacHoOCTsX, BO3HUKAKLWMX NpU B3aMMOAEWCTBUM UMMIaHTaTa 1 Apyrux usae-
NNIA. KOTOpblE YaCTO MPUMEHSIOTCS NPY NPOYUX KMHUYECKMX NpoLeaypax U NeveHnm,

r) ykasaHne OTHOCUTeNIbHO 6e30nacHOCT uMniaHTata B MP npocTpaHCTBe W. eCnu NpUMEHUMO, WH-
hopmanymsa 06 apTedaktax MP n3o06paxeHus ans coAeiicTBUS Bpayam B MHTepnpeTauun UCKaXkeHuii n no-
Tepb curHana B MP n306paxeHun oT uMniaHTaTa;

Mpumep 4 — TepmuHbl M CMMBO/BI N0 MP 6e30nacHOCT U faHbl B [27].

Mpumeya Hne 1— B [24] yka3aH METOZ, UCMbITaHW AN OLEeHKN apTedakToB MP 1306paxeHnsi 0T HeaKTUBHbIX
MMMIaHTATOB;

S) UHCTPYKLMSA NO NpaBu/IbHOMY U3B/IEYEHUIO U yTUAMU3AUUY UMNAaHTaTa.
Mpumeya Hue 2 — PyKoBOACTBO MO U3BMIEUEHUIO N aHauTM3y umniaHTaros no MICO 12891-1;

t) NoApoGHOCTY, NMO3BONSIOWNE MEeANLMHCKOMY NepcoHany MHOPMUpPOBaTb nauyeHTa OTHOCUTENbHO
npefocTepexeHnii, BkIoYas;

-AeincTBuA, KoTopble cneayet nlberatb;

- BO3MOXHble NPefoCTEPEXEHNS NPY HOPMaJTbHON eXefHEeBHON AeATeNIbHOCTY.

Mpumep 5— M36eraTb NeCTHUL, He NPUHMMATb NO3y rNy6boKoro npuceaa;

- NPEfOCTePEXEHUs 4151 NPeAOTBPALLEHUSI BPEAHbIX BIUSHWIA OT U3MEHEHWI B paboTe UMNNaHTaTa;
- pEKOMEeHAAaLUN NaLMEHTY 0 HEOBXOAMMOCTY KOHCY/IbTaLMN ¢ MeaukaMu nepes nepexooM B NOTEHLM-
afibHO OMacHy OKpYXaloLlyto cpegy, koTopasi MOXeT MOBMUATL HAa PaboTy UMNIaHTaTa;

MpumMep 6 — INeKTpPoMarHUTHbIE MOJsi, IKCT pemMasibHas TeMnepaTypa, U3MEHeHUs LaBNeHus:;

- MHhopMaLMsi 0 NOTeHLUMasIbHbIX B3aUMOAENCTBUAX NPY NPoUMX TepaneBTUYECKUX UK AuarHocTuye-
CKUX Mpouegypax wiv ¢ U3genvsiMu.

Mpvmep 7— MarHMTHO-pe3oHaHcHasa Tomorpadgus;

I vHpopmaumsi no Mo6bIM NleKapcTBEHHbIM BELLeCTBaM, cofepxXaliumcs B UMMaHTaTe (CM. pas-
aen 6).

114 OFpaHVILIeHVIFI Nno COBMECTHOMY NPUMEHEHUID NMN1aHTATOB

Ecnu umnnaHTat npegHasHayeH AN NPUMEHEHUS COBMECTHO C APYTMMU UMMAAHTaTaMu Uan u3genus-
MW, TO TaKoe coveTaHue B LesioM, BKIoUas CpefcTBa CoeAnHEeHUs, O/MKHO ObiTb 6€30MNacHbIM N He [JO/IKHO
yXyflaTb YCTaHOB/IEHHbIE 3KCMyaTaUMOHHbIE XapakTepucTKu MMmMaaHTaTta. Jlilobble orpaHnyeHns no co-
BMECTHOMY MPUMEHEHUIO AO/MKHbI GbITh YKa3aHbl HA 3TUKETKE WA B MHCTPYKLMKU NO NPUMEHEHWIO.

11.5 MapKknposka umnnaHTaToB

Ha nmnnaHTatax fo/mkHa ObITh Cnefyrowas MapkupoBka:

- HAMMEeHOBaHWe U3rOTOBUTENS UM TOBAPHbIA 3HaK;

- Kog napTum (HoMep nNapTun) Wiv cepuiiHblii HOMep.

Ecnn mapkupoBka GyfAeT yxyalwartb npefycMOTPEHHbIE 3KCM/yaTalMOHHbIE XapakTepucTuK1, Uanm Um-
naaHTaT CAMLLKOM Mas. UK ero (hn3nyeckne cBoiMcTBa He NO3BOISIIOT HAHECTY Pa36opUMBY MapPKUPOBKY, TO
Tpebyemas nHdopMaums foKHa ObiTb flaHa Ha ATUKETKE WK C MOMOLLIbIO APYTMX CPeACTB A8 obecneyeHns
NpoCnexnsaeMocTy.

11.6 MapkupoBka 4715 cneynanbHbIX Lenei

Ecnn umnnaHTat npeAHasHayeH ANA crneuuanbHblX Leneid, 3TUKETKN U UHCTPYKUMA MO NPUMEHEHWIO
[OMKHbI cofiepXaTb ykasaHue cneuuanbHOW uenun (Hanpumep, «MU3roTOB/IEHO Ha 3akasd» WM «TOJIbKO A/1A
KTMHUYECKNX UCTIbITaHUIA»).

MpumMeyaHne — MapkupoBKa LieNM MOXer 6bITb TPE60BAHNEM KOHKPETHBIX HALIMOHA/TbHBIX UK PErYoHabHbIX

perynupyrowmx AOKYMEHTOB, Takmx kak yactb 21 CFR 812.5 Coga ®epepansHoro 3akoHogarenscrtea CLUA wnm cyue-
cTBeHHble TpebosaHua 13.3 a) n 13.3 h) iupektnebl CoseTa EBponbl 93/42/EEC.
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MpunoxexHne A
(cnpaBoyHOE)

CooTBeTcTBME HacTosAwero ctaHgapTa NCOMIO 14283:2004

Tabnuya A.l — CooTBeTCTBME pa3fesioB HACTOSILLEro cTaHdapTa pasgenam MICO/TO 14283:2004

Pasgen HacTosaluero craHaapTa Pasaen UCO/TO 14283:2004
4 3.1;3.2;34;411
5 3.1;3.2;3.3;34;35;4.1.1;41.2;41.3;4.15;4.1.6;4.2;4.3.1,4.3.2
6 3.1;3.2,4.1.1;4.1.2;4.1.3;4.1.4; 415; 422,432
7 3.1;3.2;33;34;36;4.1.1;41.2; 41.3;4.1.5;4.1.6:4.2; 4.3.1;4.3.2; 4.9
8 3.1:3.2;3.3:35;4.1.1; 4.1.2
9 3.1;3.2;41.2,;4.2.1;4.2.3:4.2.4
10 3.1:3.2:3.3:35;4.1.2; 424
n 3.1;3.2;4.2.7,481
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Ta6bnunya OA1

O603HaYeHMe CCbUTOYHOrO CreneHb

MEX[yHaPOAHOrO CTaHaapTa  COOTBETCTBUS
NCO 31 —
MCO 8601 toT
MCO 10993-1 oT
NCO 10993-7 toT
NCO 111351 HoT
NCO 11137-1 oT
NCO 11137-2 0T
MNCO 11607-1 —
NCO 13408-1 —
NCO 14155-1 HoT
NCO 14155-2 oT
MNCO 14160 oT
NCO 14937 —

FOCT P NCO 14630—2011

Mpunoxexune OA
(cnpaBoyHoe)

CBefileHNsi 0 COOTBETCTBUU CChI/IOUHBIX MEXAYHAPOA4HbLIX CTAHAAPTOB
CCbIIOYHBLIM HaLMOHAaNbHBLIM CTaHaapTaMm Poccuiickoil ®egepayun
(v peficTByOW MM B 3TOM KaueCTBE MeXIocyAapCTBEHHbIM CTaHAapTam)

O603HaqeHe 11 HaMMEHOBaHE COOTBETCTBYIOLLENO HALMOHA/ILHOTO CTaHAapTa

FOCT NCO 8601—2001 «CwucTema CTaHAApTOB N0 MHopMaLmK,
6U6/IMOTEYHOMY 1 n3aaTenibckomy aeny. MpeacTas/ieHne gat U BpeMeHu.
O6Lme TpeboBaHus»

FOCT P MCO 10993-1—2009 «WM3genusa wmeguuuHckme. OueHka
61onornyeckoro AeicTems MeAUUMHCKUX m3genuii. Yactb 1. OueHka u
uccnenosaHnsa»

FTOCT P WCO 10993-7—2009 «W3genuss meguumHckme. OueHka
61010rMYEeCKOro AeiCcTBUA MeauUMHCKMX u3genuidi. Yactb 7. OcTaTouHoe
cofiepxaHue 3TUIeHOKCUAa nocne cTepunusaumumn»

FOCT P NCO 11135—2000 «MeauumnHckue nsgenus. Banngauma v te-
KYLLMIA KOHTPO/Ib CTEPUN3ALMN OKCUAOM 3TU/IEHA»

FOCT P NCO 11137-1—2008 «CTtepunusaumst MeanLUHCKOA NPOAYyK-
uun. PaguaumnorHas cTepunusaums. Yacte 1. Tpe6oBaHua k pa3paboTke,
BamMaauun 1 TekyLLeMy KOHTPOJIIO npouecca cTepunnsaunm MmeguuuHCKuX
n3gennins

FOCT P NCO 11137-2—2008 «CTepunusaums MeauLUHCKON Npoayk-
umn. PaguaunoHHasn ctepununsaums. HYactb 2. YcTaHOB/IEHUE CTEPUIN3YIO-
e 103bI»

FOCT P MCO 14155-1—2008 «PyKoBOACTBO NO NPOBEAEHWNIO K/IMHUYe-
CKMX UCMbITaHUI MeguUMHCKMX n3genunii. YacTb 1. O6Lime TpeboBaHms»

FOCT P MCO 14155-2—2008 «PyKoBOACTBO MO NMPOBEAEHWNIO K/IMHUYe-
CKMX UCNbITAHUI MeaMLUMHCKMX m3genuii. YacTb 2. MnaHupoBaHue KAMHU-
YeCKMX UCMbITaHU»

FOCTP N C014160—2003 «CTepunmnsamsa 04HOPa30BbIX MEAULIMHCKMUX
N3fenunid, cogepxatiux maTepuanbhKMBOTHOTO MPOUCXOXAEHNS. Bannaaums
W TeKyLLMIA KOHTPOSIb CTEpUIM3aLmmn ¢ NOMOLLBIO XUAKNX CTEPUIN3YHOLLMX
cpeacTs»
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OkoHuaHve Tabnuubl JA. 1

O603HaueHVE CCbIIOYHOMO CreneHb

MEXyHADOHOM CTAHIADTA  COOTBETCTEUR O603HaueHe U HAMMEHOBAHE COOTBETCTBYHOLLIErO HaLWIOHaILHOMO CTaHaapTa

FOCT P NCO 14971—2009 «W3penua megmuuHckue. MNprMeHeHve me-

MCO 14971 0T
HeKMEeHTa pucka K MeULUHCKUM U3Aennsm»
MCO 17664 — -
MCO 17665-1 — .
FOCT P NCO 22442-1—2011 «W3penus meguuuHCKue, ucrnosb3youe
NCO 22442-1 0T TKaHW 1 NX NPON3BOAHBIE XXMBOTHOIO NPOUCXOXAeHusA. YacTb 1. MeHepKMeHT

pucka

FOCT P NCO 22442-2—2011 «W3penvsa MeauumuHCKne, Mcnonb3yowme
NCO 22442-2 0T TKaHW 1 UX NPOU3BOAHbBIE XMBOTHOTO NPOUCXOXAEHNA. YacTb 2. KOHTpONb OT-
6opa. cbopa 1 06paboTKn»

FOCT P NCO 22442-3—2011 «W3penvsi MefuumHCKue, Ucrnosnb3yoLme
TKaHU U NX NPOU3BOAHbIE XMBOTHOrO Mpoucxoxaerus. Yactb 3. Banvpaums
YHUUTOXEHUS V>'WM ile3aKTBaLMN BUPYCOB M areHToB MHDEKLMOHHOM rybya-
TOI aHUedanonaTum»

NCO 22442-3 0T

’ COOTBETCTBYHOLMIA HALMOHANBbHBIA CTaHAAPT OTCYTCTBYET. [l0 €ro YyTBEPXAEHNS PEKOMEHAYETCS UCMO/b30BaTb
NepeBOA Ha PYCCKWiA A3bIK 4AaHHOTO MEXAyHapoAHOTo cTaHaapTa. MepeBos 4aHHOro Mex/yHapoAaHoro cTaHaapTa Ha-
xoauTes B defepasibHoOM MHAOPMALMOHHOM (DOHAE TEXHUYECKMX PETNTaMEHTOB 1 CTaH4APTOB.

MpumeuyaHne — B HacToslweli TabnMue UCMoMb30BaHO criefytollee YCI0BHOE 0603HauYeHne CTeneHn cooT-

BETCTBUA CTAHAAPTOB:
- FOT — ngeHTU4YHbIe CTaH4apThbI.
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Buénuorpadgusn

ISO.TR 14263:2004 Implants for surgery — Fundamental principles
ISO/IEC Guide 51:1999 Safety aspects — Guidelines for their inclusion in standards

MEDOEYV 2.12-1 rev 5 (April 2007) Medical Devices: Guidance document. Guidelines on a medical devices
vigilance system

Level 1standards

[4]

ISO 16061 Instrumentation for use in association with non-active surgical implants — General requirements

Level 2 standards

[5]
(6]
(@)
®

19

ISO 14602 Non-active surgical implants — Implants for osteosynthesis — Particular requirements
ISO 21534 Non-active surgical implants — Joint replacement implants — Particular requirements
ISO 5840 Cardiovascular implants — Cardiac valve prostheses

EN 12006-2 Non-active surgical implants — Particular requirements for cardiac and vascular implants — Part 2:
Vascular prostheses including cardiac valve conduits

EN 12006-3 Non-active surgical implants — Particular requirements for cardiac and vascular implants — Part 3:
Endovascular devices

Level 3 standards

@o1
a1
(123

133

ISO 7197 Neurosurgical implants — Sterile, single-use hydrocephalus shunts and components
ISO 14607 Non-active surgical implants — Mammary implants — Particular requirements

ISO 21535 Non-active surgical implants — Joint replacement implants — Specific requirements for hip-joint
replacement implants

ISO 21536 Non-active surgical implants — Joint replacement implants — Specific requirements for knee-joint
replacement implants

Additional standards relevant in this context

(14]
(15]
(16]
(7]

(18]

(19]
(20]

(21

(22

(23]

(24]

ISO 1000 SI units and recommendations for the use of their multiples and of certain other units

ISO 7000 Graphical symbols for use on equipment — Index and synopsis

ISO 12891-1 Retrieval and analysis of surgical implants — Part 1: Retrieval and handling

1ISO 13485 Medical devices — Quality management systems — Requirements for regulatory purposes

1S0 16429 Implants for surgery — Measurements of open-circuit potential to assess corrosion behaviour of metallic
implantable materials and medical devices over extended time periods

IEC 60068-2-27 Environmental testing — Part 2-27: Tests — Test Ea and guidance: Shock
IEC 60068-2-32 Environmental testing — Part 2-32: Tests — Test Ed: Free fall

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

IEC 60601-2-33 Medical electrical equipment — Part 2-33: Particular requirements for the safety of magnetic
resonance equipment for medical diagnosis

ASTM F 2052-02 Standard Test Method for Measurement of Magnetically Induced Displacement Force on Medical
Devices in the Magnetic Resonance Environment

ASTM F 2119-01 Standard Test Method for Evaluation of MR Image Artifacts from Passive Implants
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[25] ASTM F 2182 Standard Test Method for Measurement of Rad»o Frequency Induced Heating Near Passive Implants
During Magnetic Resonance Imaging

[26] ASTM F 2213 Standard Test Method for Measurement of Magnetically Induced Torque on Medical Devices in the
Magnetic Resonance Environment

[27] ASTM F2503-05 Standard Practice for Marking Medical Devices and Other Items for Safety in the Magnetic
Resonance Environment

Legal regulations referred to informatively

[28] Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on the Community code
relating to medicinal products for human use

[29] European Council Directive 93'42/EEC of 14 June 1993 concerning medical devices

[30] U.S. Code of Federal Regulations, section CFR 812.5
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