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MpeoucnoBue

Llenn u npuHuyunbl ctaHaapTusauuu 8 Poccuiickon degepaunumn ycraHoBneHol deaeparnbHbiM 3aKOHOM
oT 27 pekabps 2002 r. Ne 184-93 «O TEXHUYECKOM PErYyNUPOBaHUMY, @ MPaBUNA NPUMEHEHUSI HALMOHANBHbIX
ctranaapros Poccuiickon deaepauun — MOCT P 1.0—2004 «CraHgaptusauma B Poccuiickon deaepaumu.
OCHOBHbIE NOMOXEHUAY

CeeaeHua o ctaHaapre

1 NOANOTOBJIEH YupexaeHunem PAMH «HayuHbwi LleHTp cepaeqHO-cocyaucTon  Xupyprum
um. A H. Bakynesa PAMH» (HLICCX um. A.H. Bakyneea PAMH) Ha ocHOBaHUM COBCTBEHHOTO ayTEHTUYHOTO
nepesoAa Ha PyCCKU A3bIK MEXYHAPOAHOrO CTaHAAPTa, YKa3aHHOTO B NyHKTE 4

2 BHECEH YnpaeneHueM TEXHMYECKOrO perynupoBaHusa u ctaHgaptusauun deagepanbHOro areHTcTea
No TEXHUYECKOMY PerysiMpoBaHUIO U METPOSOTUM

3 YTBEPXXAEH W BBEJEH B IENCTBWE Mpukasom deaepansHOro areHTcTsa no TEXHWYECKOMY pe-
rynupoBaHUIO U METPONOTruK OT 7 ceHTabps 2011 . Ne 265-ct

4 HacroAawuin craHaapT UAEHTUYEH MexayHapoaHomy ctanaapty MCO 14630:2008 «MmnnaHTartbl Xu-
pyprudeckue HeakTuBHble. O6Lwme Tpebosanusy (ISO 14630:2008 «Non-active surgical implants — General
requirementsy)

Mpu NnpUMEeHeHUn HaCTOALLEro CTaHAAaPTa PEKOMEHAYETCA MCNONb30BaTh BMECTO CCbINOYHLIX MEXAYyHa-
POAHLIX CTAHAAPTOB COOTBETCTBYIOLLIME UM HALMOHaNbHbIE cTaHaapTel Poccuiickoii deaepauum, ceeaeHus o
KOTOPbIX NPUBEAEHLI B AONONHUTENBHOM NpUnoXxeHun QA

5 B3AMEH roCT P UCO 14630—99

UHpopmayus 06 usMeHeHUaxX K HacmosuweMmy cmanO0apmy nybnukyemcs e exez2o00Ho u3daeaeMoM UH-
gopmayUOHHOM yKkasamerne «HauyuoHanbHbie crmaHdapmbly, @ meKem usMeHeHull U nonpasok — e exeme-
CAYHO u3dasaemMbix UHDOPMaUUOHHbIX yKazamensax «HayuoHanbHblie cmaHdapmbly. B criyyae nepecmompa
(3ameHbi) unu OMMeHbl Hacmoawie2o cmaHoapma coomeememeayrouiee yeedomneHue bydem orybriukoeaHo
8 eXXemMecsa4YHo u3dasaemMoM UHGHOPMaLUOHHOM yKka3amere «HayuoHaneHbie cmaHdapmbi». Coomeemcmey-
owas uHgopmayus, yeedoMieHUe U MmeKcmsl pasmewaromes makxe 8 UHhopMauuoHHoI cucmeme obwezo
nonb3oeaHus — Ha oghuyuanbHom calime ®edeparnbHo20 aezeHmemea o MEexXHUYECKOMY Pe2yriupos8aHuro U
memporsiozuu 8 cemu ViHmepHem

© CraHgaptuHdopm, 2011

Hacroswmii ctaHaapT He MOXeT ObITb NONHOCTbIO UM YaCTUYHO BOCMPOU3BEAEH, TUPAXKUPOBAH U pac-
NPOCTPaHEH B Ka4ecTBe ohmLmMansHOro usgaHus Ges paspelueHns denepanbHOro areHTCTBa No TEXHUYECKO-
MY PerynmpoBaHu1io u METPOTOru
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BBeaeHue

HacToawun ctaHaapt sensetca npsMbiM NpUMeHeHnem mexayHapoaHoro cradaapra MCO 14630:2008
«HeakTuBHbIE XUpypruveckue umMnnantartel. O6wme TpebosaHnsA», NOArOTOBNEHHOTO TEeXHUYECKUM KOMUTE-
ToM NICO 150 «MMnnaHTaTbl Ans XMpyprumns.

Hacrosawumin ctaHgapt onpeaensier nopsaok cobnoaerns dyHgamMmeHTanbHbIX NpuHUMnos 6e3onacHo-
cTu, ycTaHoBneHHbIX B MCO/TO 14283, B TOI 4acTW, B KOTOPOW OHWU MPUMEHUMbI K HEAaKTUBHLIM XUpyprude-
CKMM UMMMaHTaTaMm. Takke HaCTOsILMI CTaHAapT onpeaenseT Nnoaxoa K NOATBEPXAEHUI0 COOTBETCTBYOLLUX
OCHOBHbIX Tpe6GoBaHuit BezonacHocTn, chopMynmMpoBaHHbIX B 00Lem Buae B Mpunoxenun 1 Qupektusbl Co-
Beta EBponbl 93/42/EEC ot 14.06.93, koTOpas OTHOCUTCH K MEAULMHCKUM N3AENUAM.

CyLUEeCTBYET TPU YPOBHSI CTAHAAPTOB, OTHOCALUMXCA K HEAKTUBHbLIM XUPYPrUYECKUM UMMMAaHTaTam M
NPUHAANEXHOCTAM K HUM:

- ypoBeHb 1, onpeaenstowmii obyme TpeboBaHNA K HEaKTUBHbLIM XUPYPIMYECKUM UMMAHTaTam;

- YPOBEHL 2, ONpeAensaoLLMi YacTHbIe TPeBoBaHMS K CEMEHCTBaM HEAKTUBHBIX XUPYPINYECKUX MMMNaH-
TarTos;

- ypoBeHb 3, onpeaensaowmii cneumanbHblie TPEOOBAHNUSA K OTAEMbHBIM TUNAM HEAKTUBHBIX XUpYypruye-
CKMX UMMNAHTATOB.

Mpu aTOM ypOBEHb 1 ABNAETCA HAUBLICLLUM.

CrtaHaapTtbl YpoBHS 1, TaKMe Kak HacCTOALUMI CTaHAApPT, a Takke [4], coaepxat TpeboBaHus, NPUMEHK-
Mbl€ KO BCEM HEaKTMBHbLIM XMPYpruyeckum umnnantaram. MNpu 9TOM gononHutenbHble TpebosaHua GyayT
YCTaHOBNEHbI B CTaHAapTaX YPOBHEN 2 U 3.

CTtaHaaptbl YpoBHS 2 (Hanpumep, [5] — [9]) npumMeHUMbI kK Gonee orpaHWYeHHbIM rpynnam unu ceme-
CTBaM HEaKTUBHbIX XMPYPrMyeckux UMMNMaHTaToB, Kak, Hanpumep, K UMNnaHTaTtam, npegHasHayeHHbIM Ans
HENPOXUPYPruun, CepaAEYHO-COCYANCTON XMPYPIUM UNKU 3HAOMNPOTE3MPOBAHMS CYCTaBOB.

CraHgapTbl TPeTbero yposHs (Hanpumep, [10] — [13]) npyMeHuMBbI k cneuuanbHbIM TUNAaM UMNNAHTaTOB
B pamKax OAHOr0 CEMeNCTBa HeaKTUBHbLIX XMPYPrMYECKMX MMMNMNAHTaTOB, KaK, HanpuMep, K 9HAoNpoTe3am Ta-
306e4pEeHHOro cycraBa unu aptepuanbHbIM CTEHTaM.

[ns Toro, uTo6bl OXBATUTh BCE TPEOOBAHMS K KOHKPETHOMY UMMNAHTATY, CeayeT Ha4unHaTb paccMoTpe-
HWE C NPMMEHUMOrO CTaHaapTa Haubonee HU3KOro YPOBHS.
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HAUMWOHANBHBIWN CTAHAAPT POCCUUCKOWN OEAEPALUUMN

MMMNAHTATbI XUPYPMMYECKME HEAKTUBHBIE
O6wue TpeSGoBaHUA

Non-active surgical implants. General requirements

Dara BBegeHusa — 2012—03—01

1 O6nacTb NpUMeHeHust

Hacrosawwit ctaHaapT yctaHasnueaeT obLume TpeboBaHUA K HEaKTUBHBIM XUPYPrUYE€CKUM UMMaHTaTam
(nanee — uMnnaHTatbl). HactoAwwmin cTaHAapT He pacnpoCTPaHAETCA Ha CTOMATONorMYeckne MMnNaHTaTsl U
BOCCTaHOBUTENbHbIE Marepuarnsl, TPAHCIHAOAOHTUYECKUE M TPAHCPAAUKYISAPHBIE UMMNNAHTaTbl, UCKYCCTBEH-
Hble XPYCTanuku rrnasa u UMNiaHTaTthl, cogepikallme >XM3HecnocobHbIe TKaHU XMBOTHbIX.

B oTHoLIeHMM Ge30nacHOCTU HAcTOSALWMI CTaHaapT ycTaHaBnuBaeT TpeboBaHusA Kk nokasaTenam HasHa-
YeHUs, 0COBEHHOCTAM KOHCTPYKLMU, MaTepuanam, oLueHKe KOHCTPYKUUKM, NPOM3BOACTBY, CTepunusauumm, yna-
KOBKE M MHOpMauuu, NPeaoCTaBNseMOn M3roToBUTENEM, U UCMIbITAHUAM ANSA AEMOHCTpaLuU COOTBETCTBUA
JaHHbIM TpeboBaHMAM. [10NONHUTENbHBIE UCNBITAHUA YKa3aHbl UM HA HUX NPUBEAEHDLI CChINKW B CTaHAAapTax
YpOBHeW 2 n 3.

MpumedaHune — Hactoawuit ctangapt He TpebyeT, 4ToGbl U3roTOBUTENb UMEN BHEAPEHHYIO CUCTEMY MeHes-
XMeHTa kavectBa. OAHAKO NPUMEHEHNE CUCTEMBbl MEHEAXMEHTa KavecTsa, Takol kak onmcaHo B UCO 13485, moxeT
BBITb YMECTHLIM A5 NOBBILWEHWA rapaHTUN TOro, YTO UMNNAHTAT JOCTUraeT CBOUX IKCMyaTaLMOHHbIX XapaKTepUCTUK.

2 HopmaTuBHbI€ CCbINKU

Cnenyiowme CCbiNOYHbIE CTaHAAPTHI 06A3aTeNbHLI NPU NPUMEHEHUU HACTOALLEro cTaHaapTa. Ana pa-
TUPOBAHHbIX CCbISIOK NPUMEHUMO TOSbKO yKa3aHHas B nepeyHe Bepcus. [na HegaTMpoBaHHbIX CCbINOK Npu-
MEHMMa NocneaHAsa N0 BPEMEHU U3aaHUS BEPCUS CCbINIOYHOTO cTaHaapTa (BKnioYas BCe NonpaBku).

NCO 31 (Bce yactn) BenuuuHbl  eanHNULLI M3MEPEHUA

MCO 8601 Cucrema craHaaptoB no uHgopmauumu, GubnuotedHoMy u nsgarensckomy aeny. lNpeacrae-
neHue aart u Bpemenun. Obwue TpeboBaHus

MCO 10993-1 Uspenusa meauumHckne. OueHka OMONOrMyecKkoro AeWCTBUS MEAULMHCKUX WU3AENMiA.
Yactb 1. OueHka u uccnenoBaHusi

NCO 10993-7 Uspenusa meauumHckne. OueHka OMONOrMyeckoro AeWCTBUS MEAULMHCKUX WU3AENUiA.
YacTk 7. OcTaTtoqHoe coaepxaHue STUNEHOKCUAAa Nocne CTepunusauum

MCO 11135-1 MeauuuHckue usgenua. Banmaauusa v TekyLmi KOHTPONb CTEPUAU3auun OKCMAOM 3TU-
newHa

NCO 11137-1 Crepunusaums MeauuUMHCKON npoaykuuun. PaguaumonHas ctepunusaums. Yacre 1. Tpe-
OoBaHus k paspaboTke, Banuaaumm U TEKyLLEMY KOHTPOJIO NpoLiecca CTepunu3aumm MeaNLUHCKUX U3aenun

NCO 11137-2 Crepunusaums MeauLMHCKON Nnpoaykumn. PaanaumoHHas crepunusagusa. Yacre 2. Yera-
HOBMEHUE CTEPUNUBYIOLLEN 103bI

MCO 11607-1 YnakoBka Ana MeAUUMHCKMX W3AENnuid, noanexawmx (QUHULWHONW CcTepunusauyuu.
Yactb 1. TpeboBaHus k MaTepuanam, 6apbepam obecnevyeHnss CTEPUNbLHOCTU U CUCTEMAM YNAKOBKU

N3pnaHue oduuymanbHoe
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MCO 13408-1 Acentuyeckas 06paboTka U3genuin MeauuuHCKoro HasHadeHus. Yacte 1. O6wme Tpe-
6oBaHusA

MCO 14155-1 PykoBoaCTBO MO NPOBEAEHMIO KIMMHUYECKMX MCNbITAHUI MEAULUHCKUX u3aenun. Yactb 1.
O6wue TpeboBaHus

MCO 14155-2 PykoBoacTBO MO NPOBEAEHMIO KIMMHUYECKMX MCNBITAHUI MEAULUHCKUX u3aenun. Yactb 2.
MnaHupoBaHWe KNMHUYECKUX UCTIbITAHUN

MCO 14160 Crepunusaumsa oaHOPA30BbIX MEAULIMHCKUX U3AENUIA, CoaepKaLlLMX MaTepuarbl XXMBOTHO-
ro NpouCxoXaeHus. Banuaauus v TeKyLmMii KOHTPONb CTEPUNMU3ALMM C NOMOLLBIO XUAKUX CTEPUIUYIOLLUX
cpeacTs

NCO 14937 Crepunusauus megumumHCKoii npoaykuun. O6lme TpeboBaHua ANA onpeaeneHns xapak-
TEPUCTUK CTEPUIUBYIOLLIETO areHTa u paspaboTku, Banuaauun N TEKYLUEro KOHTPONA NPOLECCOB CTepunusa-
UMM MEAULIMHCKUX M3AENUi

NCO 14971 Uspenus meguuuHckue. NMpUMEHEHNEe MEHEIXKMEHTa PUCKOB K MEAULMHCKUM U3AEeNUam

MCO 17664 Crepunusauma MeauuuHCKux usgenuin. MHcopmauus, npegocrasnsemas u3rotoButenemM
Ans 06paboTkyu NOBTOPHO CTEPUNU3YEMbIX MEANLIMHCKUX U3AEnnii

NCO 17665-1 Ctepunusauyus MeauumHCKON npoaykuum. Ctepunusayusa napom. Yacte 1. TpebosaHus
K paspaboTke, Banugaumu 1 TekyLLemy KOHTPOSIIO NpoLiecca CTepunusauun MeauumHCKUX n3aenui

NCO 22442-1 N3penua meauuuHCKUE, M3rOTOBMEHHbIE C NPUMEHEHUEM TKAHEN XXMBOTHOIO NMPOMUCXO-
KOEHUA U UX NPOU3BOAHLIX. YacTb 1. MNpumMeHeHne MeHeaXXMeHTa pucka

NCO 22442-2 N3penua meanumHCKue, U3roTOBMIEHHbIE C MPUMEHEHUEM TKaHEW >KUBOTHOIO MPOUCXO-
XKOEHUA U UX NPOU3BOAHLIX. YacTb 2. KoHTponbk nony4veHus, otéopa u 06paboTtku

NCO 22442-3 N3penua meauuuHCKUE, U3rOTOBMEHHbIE ¢ NPUMEHEHUEM TKAHEN XXMBOTHOIO MPOUCXO-
XOEHWA U X NPOU3BOAHBIX. YacTe 3. Banuaaumsa yHUUTOXXEHUS1 U/MNU MHAKTUBALIMM BUPYCOB U BO3OyauTenen
TPaAHCMUCCHBHOI rybuaToii aHuedanonatum (TSE)

3 TepMUHbI 1 onpegeneHus

B HacTosILLEeM CTaHAapTe NPUMEHEHbI CNeayoLMe TEPMUHBI C COOTBETCTBYIOLLMMU ONpeaeneHUsIMu:

3.1 nokpbiTue: Croii marepuana, nokpbiBatOLWUA UM YaCTUMHO NOKPLIBAIOWMIA NOBEPXHOCTL WM-
nnadrara.

3.2 cocTtoaHue umnnanTaumu: CoCTOsHUE UMNAaHTara, NOAroTOBAEHHOrO ANA UMNAAHTALMN B Ye-
rnoBeka.

3.3 yTeuka: HenpeayCMOTPEHHOE NEPEMELLEHUE XKMAKOCTU, BKMIOYAA XUAKOCTU OpraHu3ma, BHYTPb
UM N3 uMmnnaHTara.

MpuMeyvaHue — FiBNeHe HeNpe[yCMOTPEHHON AU IDY3NN SBNSIETCS NPUMEPOM YTEHKW B paMKax HacTOsILLEro
cTaHgapra.

3.4 npocTpaHCcTBO MarHUTHOro pesoHaHca (MP npoctpaHcTBO): MpoCTpaHCTBO B Npeaenax NMHum
0,50 mTn [5 Maycc (IN)] cuctembl MarHUTHO-pe3oHaHCHoW ToMmorpacdum (MPT), KOTOpPO€E BKIIOYAET BCe Tpex-
MEepHOE NPOCTPAHCTBO, OKPY>KaloLLee CUCTEMY MarHUTHO-Pe30HaHCHo Tomorpaduu ([27], nyHkT 3.1.7).

MpumMevaHue—[na cnyyaes, koraa nuHus 0,50 MTn HaxoauTes B NpeAenax NPpocTpaHCTBa, 3aKpbITOro 3allu-
Toii ®apafes, Bce NpOCTpaHCTBO paccMaTpuBaeTces kak MP npocTpaHceTeo. [Ansa cny4aes, korga nunusa 0,50 MTn HaxoguT-
cA 3a npefenaMu NPoCTpaHCTBa, 3aKkpbIToro 3awuToin Papanes (Hanpumep, B NpuerarLLeil KoMHaTe UM TEpPUTOpUN),
pekomeHpyeTcs, YTobbl BCA NpuneratoLLlas KOMHaTa Unu TeppUTopUsa paccmarpusanincs kak Yacte MP npocTpaHcTaa.

3.5 marHutHo-pe3oHaHcHaa Tomorpadgpusa (MPT): OuarHoctuyeckaa CKaHUpyOLWAasa TEXHOMNOIMS, KO-
TOpas NCNonb3yeT CTAaTUYECKNE M MEPEMEHHbIE MarHUTHbIE NONs Anst HOPMUPOBaHUA U300paXKeHUS TKaHeN
nyTeM MarHUTHOIrO pe3oHaHca saep atoMoB ([24], nyHKT 2.1.4).

3.6 HeaKTUBHbIA XMPYPruYeckui MMnraHTaT: Xupypruyeckuii MMnnaHTar, paGota KOTOporo He 3a-
BUCUT OT 9MNEKTPUYECKON SHEPrun unu modoro aApyroro UCTOMHMKA 3HEPTUM 3@ UCKIIOYEHUEM CUIbl TSXKECTH
UNK 3HEeprumn, HenoCpPeaCTBEHHO reHepupyemMon TENOM YEnoBeka.

3.7 6e3sonacHocTb: OTCYTCTBME HEAOMYCTUMOTO pucka ([2], nyHkT 3.1).

3.8 xupypruuyeckumin UMnnasTar: Magenue, npegHasHa4yeHHOe AA NOSIHOMO BBEAEHUA B TENO Yenose-
Ka unu ans saMeLLeHns dnNMTennsa unu NoBEpPXHOCTU rnasa NyTeM XMPYPruyeckoro BMELLATENbLCTBA U ero Ha-
XOXAEHUA B MECTe BBEJEHUS Mocne npoueaypbl; a Takke noboe MeauunMHCKoe n3aenue, npefHasHa4eHHoe
ANs 4aCTUYHOrO BBEAEHMWS B TENO YENoBeKa NyTemM XUPYPruyeckoro BMeLLaTeNbCTBa M ero HaxoXaeHus B
MecCTe BBEEeHUA Nocne npoueaypbl He MeHee YeM Ha 30 gHen.
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4 lNoka3arenu Ha3HaYeHus

B AOKyMeHTaUuu Ha usgenue 4OoMmkHbI ObITb NPUMBEAEHBI CEAYIOLME NoKa3aTenu Ha3HavYeHna UMNNaH-
TaTa (c yaenenmem oco6oro BHMMaHusi 6e3onacHocTu):

a) npeaycMoTpeHHoe(ble) HagHayeHue(s);

b) pyHKUMOHANbHbIE XapaKTePUCTUKH;

C) NPeayCMOTPEHHbIE YCIMOBUS NPUMEHEHNS;

d) npeayCMOTPEHHBIN CPOK CIy>Obl.

MpumedaHune—TIlpu sTOM criegyeT yunTeIBaTh ONyOnMKoBaHHbIE CTAHAAPTLI, ONyONMKOBaHHYIO HAY4YHYHO U KNK-
HUYeCKYIo NUTepaTypy, BanuMaupoBaHHble peynsraTthl UCTbiTaHUiA.

5 OCO6EeHHOCTU KOHCTPYKLUN

XapakTepuCTUKM KOHCTPYKUMM Ans obecnedyeHus nokasatenei HasHa4YeHus! AOIDKHbl Y4uTbiBaTb, NO
MeHbLUEeW Mepe, cneayioLlee:

a) marepuanbl U ux GBUOCOBMECTUMOCTb (CM. pasaen 6);

b) husmyeckue, MexaHu4eCKne N XMMUYECKME CBOWCTBA Marepmaros, BKNOYash XapakTe pUCTUKU YCTOMR-
YMBOCTHU K BHELLUHMM BO3AEICTBUAIM U CTapeHue (CM. pasaensl 6, 7);

C) XapaKTepuCTUKW U3HOCa MaTepuarnos U BNMSHWE U3HOCA M ero NPOAYKTOB HAa MNNAHTaT U OPraHU3m
yenoseka (CM. pasaensl 6, 7);

d) xapakTepuCTUKM aerpagaumm Matepuanos u BNusiHue aerpagaumu, NpoaykToB Aerpajauuu U Bbllle-
nauMBaHWS Ha UMNAHTaT U OpraHn3m Yenoseka (CMm. pasgensl 6, 7);

€) 06bem U BnMsaHMe yTedek (CM. pasgenst 6, 7);

f) 6e30nacHOCTb B OTHOLUEHUM BUPYCOB U APYrUX NEPEHOCUMBIX areHTOB (HeKnaccuuuMpoBaHHbIX na-
TOr€HHbIX MUKPOOPraHU3MOB, MPUOHOB U NOAOOHbLIX MUKPOOPraHM3MOB), a TAKKE B OTHOLLEHUM TKAHEN XXNBOT-
HbIX UK MPOU3BOAHBIX U3 TKAHEW XUBOTHBIX, MPUMEHSIOLLMXCA B UMIMIAHTATE WA NPKU €ro N3roTOBMNEHNU (CM.
pasgen 6);

g) BMUSIHUE TEXHOMNOIMYECKUX MPOLIECCOB (BKMIOYAs CTEPUNN3aLMIO) HA XapakTepUCTMKU MaTepuanos u
3KCNyaTaumMoHHbIe CBOMCTBA (CM. pasaernbl 6—9);

h) B3aumopgencTeue maTepuanos umnnaHTara ¢ Apyrumn Marepuanamu v BewecTsamu (CM. pasae-
nel 6, 7);

i) BHyTPEHHME CBA3W B UMMNIAHTATE U UX BIUSAHUE HA 9KCNNyaTaLMOHHbIE CBOWCTBA (CM. pasaen 7);

j) B3aumopencraue(s) mexay UMNNAHTATOM W TKaHbIO(AMM) OpraHu3Ma 4YernoBeka, B 0COGEHHOCTH B OT-
HOLLEHMM DMKCALMM U KOHTAKTa, U YCMOBUI HA NOBEPXHOCTM uMnnaHTara (CM. pasaen 7);

k) dopmy 1 pasmepbl umnnaHTarta, BKIoYas MX BO3MOXHOE BNUSIHUE HA TKaHU U XXMAKOCTM OpraHu3ma
yenoseka (cM. pasgen 7);

I) BuocoBMECTUMOCTb MMNNAaHTaTa (CM. pasaensl 6, 7);

m) U3M4ecKne n Xumnu4eckme Bo3aenCTBUSA OpraHn3Ma YenoBeka U BHELLUHUX OKPY>KaloLmx haktopos
Ha umnnaHTat (cM. pasgen 7);

n) BNUSHUA paguauumn, SneKTPOMarHUTHbLIX U MarHUTHbIX NOMei Ha uMnnaHTaT u ero pabory u niobble
nocrneayoLme BAMAHWUA Ha OpraHam Yernoseka (CM. pasaensl 6, 7).

M puMedaHune — Ocoboe BHUMaHUe o6pau.|ae‘rc;| Ha nond, ncnonbsyemMble B MaI'HVITHO-peSOHaHCHOVI TOoMoOrpa-

¢dun (MPT) B oTHOLeHUn BesonacHocTH NaumeHTa. Metogbl ucneiTanuii ns ASTM F2052, ASTM F2119, ASTM F2182 u
ASTM F2213 moryT 6bITb UCNOMb30BaHbI A5 OLeHKM 6e3onacHocTh uMnnarTata B MP npocTpaHcTBe;

0) BO3MOXHOCTb UMMNNAHTUPOBATbL U, €CAM NPUMEHUMO, U3BMEKATb UMW 3aMeHsITb UMNNaHTaT (CM. pas-
Aen7);

p) BO3MOXXHOCTb ONpeAensiTb MNOSNIOXKEHWE U OPUEHTALMIO UMMIIAHTaTa NOCPEeACTBOM PaanONOrnyeckux
W Apyrux CKaHUpyoLwmx npoueayp;

() YPOBHM MUKPOOMONMOrMYECKOro 3arpsisBHEHNA U 3arpasHeHns Yyactuuamm (cM. pasaensl 8—10);

r) NPUro4HOCTbL N 3PP EKTUBHOCTL YrakoBku (CM. pasaen 10).

OCOBGEHHOCTU KOHCTPYKLUUM UMMMaHTata AOKHbl ObITb OTPaXKeHbl B AOKYMeHTauuu. Ecnu xapakrepu-
CTUKM, COAEPXALLMECH B NEPEYUCTIEHHBIX NMYHKTaX, HE NPUMEHSANUCEL, NPUYMHA 3TOTO JOIKHA ObiTb 0BOCHO-
BaHa n OTpa)keHa B JOKYMEHTaX.
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6 Marepuanbi

Martepuanbl Ans U3rOTOBMIEHUS UMNNAHTATOB BbIOUPAIOT C YYETOM CBOICTB, TpebyeMbIX ANA Npeaycmo-
TPEHHOr0 HasHavyeHus, a Takxke NPUHUMas BO BHUMaHWE BIUAHMA TEXHONOrMYECKMX NPOLECCOB, CrNocoboB
obpaLleHust ¢ umnnaHTataMm, Tuna CTepMnU3aLmmn n yCnoBuin XpaHeHus, a Takxe nobyto 06paboTky (xummude-
CKYI0, SNEKTPOXUMUYECKYIO, TEMMNEPATYPHYIO, MEXAHUYECKYIO U T.M.), MPUMEHSAEMYIO K MOBEPXHOCTU MMMNaH-
Tarta WM ee YacTu C Lenblo U3MEHEHUs ee CBOMCTB. [omkHbl ObiTb PACCMOTPEHbI BO3MOXHbIE B3anmoaeii-
CTBMA UMNNaHTaTa C TKaHAMU W XXMAKOCTSIMM OpraHm3mMa YenoBeka, Apyrumu Matepuanamu, MMnnaHTaramu,
BeLlecTBaMu, razaMmu, a TaKke ¢ ICTOMHMKaMKN paguauuu MarHUTHbIX U 3MEKTPOMarHMTHbIX NONen.

Ecnu cocTtaBHOI YacTbio UMMNIaHTaTa ABNAeTcs nekapcrBeHHoe cpeacTBo, TO A0IMKHA ObITb npoesegeHa
OLEHKa COOTBETCTBUSI 3TOM0 NEKapCTBEHHOIO cpeacrsa TpeboBaHMsAM, NpeabsiBNsieMbiM K hapMaleBTUye-
CKOW npodykuuu. MMnnaHTar He JOSKEH OKa3blBaTb BO3AENCTBUE HA XapakTEPUCTUKN NEKAPCTBEHHOTO cpea-
CTBa, UCNONb3yEMOro B KOMOGUHALUMK C HUM U 0BPAaTHO.

M punmMmeyaHue 1— I'Io,qxo,q;lmme MeTOoAbl OL€HKMN 6630I'IaCHOCTI/I, Ka4ecTBa N NoJib3bl OT NNEKapCTBEHHOro cpen-

CTBa, ABMAIOLLErocs HeOTbeMNEMO YacTbio UMMNaHTaTa, MoryT ObITb YKasaHbl B HaLMOHAIbHBIX U PerMoHaneHbIX pery-
nupyroLux TpeboBaHusx (Hanpumep, B EBponeiickoit Qupektuse 2001/83/EC).

MaTepmanbl, BKITI0Masa buonoruyeckue mMmarepuansl, UCNonb3yemble ANA UMNNAHTaToB N UX I'IOKprTl/[VI,
OOMKHbI ObITb B AOCTATOYHOW CTENEHW COBMECTUMbI C BUONOrMYECKUMU TKAHAMMU, KINETKaMU U XKMOKOCTAMM
opraHvM3ma 4enoBeka, C KOTOPbIMU OHW HaXOAATCA B KOHTAKTE. Takke AomkHa ObITb JOCTATOYHAsA CTENeHb COo-
BMECTMMOCTM C NPoAyKTamu BO3MOXHOMO M3Hoca u gerpajauun. JoctatoOMHOCTb CTENEHN COBMECTUMOCTH B
3aBUCMMOCTU OT KOHKPETHOIO NPUMEHEHNA A0MKHaA ObITb nogrsepixaeHa.:

a) unu nyTem AOKyMeHTanbHO 0OPMIEHHON OLEHKN B cooTBETCTBMM C NCO 10993-1;

b) unu BeiIGopom us Marepuanos, KOTOpbLIE A0Ka3anu CBOK NMPUrOAHOCTb NPU @HaNnorMYHOM UCNONb30-
BaHUU B KIIMHUYECKOW NPaKTUKE.

MpuMeyaHue 2 — HekoTopble CTaHAAPTEl YPOBHS 2 COAepXaT NEpevHn MaTepuanos, AN KOTOPbIX Obiro ycTa-
HOBMEHO COOTBETCTBUE B OMPEAENeHHbIX YCIOBUAX NMPUMEHEHUS.

MmnnaHTaTbl, cogepxallme XusHecnoCcobHbIe UM HEXXMCHECTIOCOOHbIE MaTepuanbl )XMBOTHOTO NPOUC-
XOKOAEHUSA, UMW NPU U3FOTOBANEHUU KOTOPbIX BbiNM MCMONbL30OBaHbI TAKME Marepuanbl, AOMKHbI ObiTb TaKkke
OLIEHEHbl B COOTBETCTBUM C TpeboBaHusimu UCO 22442-1, NICO 22442-2 u UCO 22442-3 C TOUKM 3peHUst
ONacHOCTEN, BOSHUKAIOLMX U3-3a BO3MOXHOCTHN Nepeaayu BUPYCOB U APYTUX NEPEHOCUMbIX areHTOB.

MpumevaHune 3 — [na onpeaeneHma TEPMUHOB «KUBOTHOE» U «TKaHb» cM. UCO 22442-1.

7 OueHKa KOHCTPYKUMKN

7.1 OOwure nonoxeHusn

TpebyeTca NPOBOAUTL OLEHKY UMMIAHTATOB C LIeNbIo A0Ka3aTenbCTBa TOro, YTO MX MOKa3aTenu HasHa-
YeHUA AOCTUTHYTHI (CM. pasaen 4). CTeneHb COOTBETCTBUA NOKa3aTenel HasHavYeHusl AomkHa ObITb onpeae-
neHa u AoKyMeHTanbHo opopmneHa. 5esonacHoCTb U NoKasaTenu Ha3HauYeHUs OMKHbI ObITb NOATBE PXKAEHbI
nNpu AOKANHNYECKON U KNUHUYECKON OLEHKE, Takke U NoCNenpoaaXXHOM HabnioaeHun, BKIIoYas COOTBETCTBY-
IOLLMIA MEHEMKMEHT PUCKA HA BCEX 3Tanax >XM3HEHHOIOo LMKNna uMnnaHTara B COOTBETCTBMU C TpeboBaHUAMU
NUCO 14971.

7.2 floknuHU4eckan oleHka

UMnnaHTaThl AOMKHbLI MPOWTU AOKIMHUYECKYIO OLIEHKY, OCHOBAHHYIO Ha:

a) AaHHbIX COOTBETCTBYIOLUEH HAY4YHOW nUTEpaTypbl, OTHOCALLENcA K 6e30nacHOCTM, SKChnyaTaLumoH-
HbIM U KOHCTPYKTOPCKUM XapakTepucTMKaM, a Takke K NpeayCMOTPEHHOMY NMPUMEHEHWIO UMNNAHTATA;

b) aHanu3e AOCTYNHBIX AAHHBLIX O pe3ynkratax U NOCNEACTBUSIX MPUMEHEHUS, HANPUMED U3 TaKUX UC-
TOYHUKOB, KaK CUCTEMA HALMOHANbHOM U UHOW perucTpaumu;

C) aHanu3e AaHHbIX UCMbITAHUN, BKIIOYas CTEHAOBbLIE UCMLITAHUS, W, €CNN €CTb B HANWUYUK, AAHHBIX,
NOMy4€eHHbIX C UCMONb30BaHWEM BanuAUPOBAHHLIX METOA0B OLIEHKU 6€30NacHOCTH U AKCNIyaTaUMOHHbIX Xa-
pakTepucTuK UMNNaHTara.

4
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LOKNUHUYECKME UCMBITAHUS UMNNAHTaTa AOMKHLI MOJAENUPOBaTh YCIOBUSA NPeayCMOTPEHHOTO NpuMe-
HEeHUAA. MeTO,D,bI UCNbITaHUN U COOTBeTCTByPOLIJ,VIe orpaHn4vyeHua ana KOHKPETHbIX TUNOB UMNNAHTATOB AOJDKHbI
ObITb OonpeaeneHbl 1 060CHOBAHbI U3rOTOBUTENEM.

MpumeyvaHune — MeTOAbI UCMbITAHUIA 1 COOTBETCTBYHOLLME OrpaHUYeHNsI AN KOHKPETHBIX BUAOB MMINaHTaToB
MOryT GbITb ONMCaHbl B APYrIX COOTBETCTBYIOLMX CTaHAapTaX, HEKOTOPLIE U3 KOTOPLIX NepedncneHtl B GuGnuorpagum.

7.3 KnuHunyeckas oueHka

MMnnaHTaTbl AOMKHbI MPOUTU KIIMHUYECKYIO OLIEHKY, OCHOBAHHYIO Ha:

a) KPUTUYECKOM aHanNu3e AaHHbIX COOTBETCTBYIOLLEN HAYy4YHOW NMTepaTypbl, OTHOCALLENCA K 6e3onacHo-
CTK, 3KCNSyaTalLMOHHbIM U KOHCTPYKTOPCKMM XapakTepucTukam, a Takke K npeaycMOTPEHHOMY NPUMEHEHUIO
3TOro MMNMaHTarTa unu B AOCTATOYHOM CTEMNEHW aHaNOMMYHbIX UMMNAHTaTOB, UMK

b) pesynbTatax Bcex NpoBeAEHHbIX KMMHUYECKUX UCMbITAHUIA, UNK

€) KOMOUHAUUW KNMHWUYECKUX AaHHBIX, MOMYYEHHbIX B NEPEYUCIEHUSAX Q) U b).

B cny4ae npoBeAeHWA KNMHUYECKUX UCTIBITAHUI OHU JOMXHbI ObITb BLIMNOSIHEHBI B COOTBETCTBUMU C TPe-
6oBaHusimMn NCO 14155-1 n UCO 14155-2.

MpumevyaHune 1 — TpeGoBaHWS K KIMHUYECKAM WUCMBITAHUAM KOHKPETHBIX TUMOB WMMMAHTaTOB MOryT GbiTb
BKITHOYEHBI B APYrMe COOTBETCTBYIOLLME CTaHAapThI.

MpumevyaHue 2 —UNCO 14155-2 TpebyeT, 4TOOLI NNaH KINMHAYECKUX UCTIBITAHWIA BKIOYanN ykasaHue cpoka no-
crneonepauuoHHOro HabnMOAEHNUSA A5 KOHKPETHBLIX NaLUEeHTOB — Y4aCTHUKOB KITMHUYECKUX UCTIbITaHUI ¢ 060CHOBaHWEM
3TOro cpoka. PekomeHayeTes, YToObI CPOK MocreonepaLyoHHoro HabnoaeHns nossonsAn 6bl Nokasatb 3KcnnyaTayuoH-
Hble XapaKTepuUCTUKN B TE4EHUE BPEMEHM, JOCTATOMHOrO AN AOCTOBEPHOrO NPeACTaBleHUs XapaKTepuUCTUK U3RENUA 1
UAEHTUMKALMM U OLIEHKM pUCKa NOBbIX HEXenaTenbHbIX 3 eKToB OT UMNnaHTara.

7.4 MocnenpogaxHoe HabnroageHue

M3rotoBuTenemM aomkHa GbiTb BHEAPEHA NpoLIEAYPa ANst CUCTEMATUYECKOTO aHanNn3a NoCNenpPOAaXHbIX
ZAaHHbIX 00 uMnnaHTarax.

Ecnu aHanu3 pucka, NpOBefAeHHbId M3rOTOBUTENEM, MOKA3bIBAET, YTO MPUCYTCTBYET CYLLECTBEHHbIN
PUCK AN nauueHTa B cry4ae oTkasa UMnsaHTara Uiy HECOBMECTMMOCTU MEXAY UMIMIIAHTaTOM U NMaLUEHTOM
B TEYEHME NPEAYCMOTPEHHOIO CpoKa Crny0bl, U3rOTOBUTESb AOMKEH NPUHATL Mepbl, YTOObl yGeauTLCS B TOM,
YTO SKCMIyaTaLUMOHHbIE XapakTEPUCTUKU U BE30MacHOCTb UMMMAHTaTa COXPaHSIIOTCA.

MpumeyvaHue — Mogxogsline METOAEI MOHUTOPUHIE 3KCMNyaTaLMOHHLIX XapakTepucTUK n 6e3onacHoOCT UM-

MNaHTaToB BKIHOMAKT aHanu3 BbKMBAeMOCTH (C LieNblo NepecMoTpa KOHCTPYKLMK), KIIMHUYeckoe HabnofeHue nauyueH-
TOB WU ApYrue METOANKM, OCHOBaHHbIE Ha Hay4HO-060CHOBaHHLIX pyKoBoACTBax cM. [3]).

8 NpoussoacTeo

MMnnaHTaTtbl 4OMKHbI ObITb U3rOTOBMEHbI TAKUM 0Opa3om, YToObl Obinn obecnevyeHbl HOPMUPOBAHHLIE
XapaKTepPUCTUKMU KOHCTPYKLUMM U MaTepuanos.

n puMedaHne — TpesoBaHVlﬂ K NPOU3BOACTBY HEKOTOPLIX TUMOB UMNJTaHTaTOB BKIOYEHbLI B COOTBETCTBYOWUE
CTaHAapThl.

9 Crepunusauus

9.1 O6Lwue NonoxeHuA

M3roToBUTENb AOMMKEH NOATBEPAUTb, YTO MPEayCMOTPEHHbIN(bie) MeToA(bl) cTepunusauuu unmu, ecnu
NPMMEHUMO, NOBTOPHON CTepUnu3aumm UMNnaHTaTa He HapyLaeT(lot) ero 6e30nacHOCTb U 3KCNyaTauuoH-
Hbl€ XapaKTEPUCTUKM.

9.2 imnnaHTaTthl, NOCTaBnsaeMble CTePUSIbHbIMU

Mpouecc crepunusaummn AomkeH 6biTb BaNMAMPOBAH U NOABEPraTbCS TEKYLLEMY KOHTPOSIO.
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Ona umnnaHTatoB ¢ PUHULLHON CTepunusauuen, MapkupoBaHHbIX Hagnucblo « CTEPUNBbHO», Teope-
TUYECKas BEPOATHOCTb NPUCYTCTBUS KM3HECTIOCOOHBIX MUKPOOPTaHM3MOB B U3aenuu AosmkHa ObiTb He Gonee
1 %1078,

MpumeyvaHune — TpeboBaHWUA K APYTUM YPOBHAM CTEPUNBHOCTU ANSA HEKOTOPLIX MMNNAHTATOB AaHbl B COOTBET-
CTBYIOLLMX CTaHAapTax ypoBHeh 2 1 3.

M3roToBUTENM MOTYT UCMONbL30BAaTh APYIMEe YPOBHU CTEPUIbHOCTH, €CNKN 9TO 060CHOBAHO AOKYMEHTAarb-
HO OCPOPMIIEHHOM OLIEHKON pUcka.

Ecnu umnnaHtatel CTEPUNU3YIOT 3TUIIEH OKCUAOM, npumeHseTca NCO 11135-1.

Ecnu uMmnnaHTtatel ctepunuaytot paguauuen, npumensiorca MCO 11137-1 u UCO 11137-2.

Ecnu umnnanTaThl CTEPUNUBYIOT NApoM, npumersetca NCO 17665-1.

Ecnu uMnnaHTatbl, CoOaepxawme marepuanbl XXMBOTHOTO NPOUCXOXAEHUA, CTEPUNUIYIOT XXUAKUMU Cpe-
Aamu, npumensetca MCO 14160.

Ecnu umnnanTaThl CTEPUMNU3YIOT N0ObIM APYruM METOAOM CTepunu3aumu, npumensierca UCO 14937.

Ecnu umnnaHTaTbl M3rotTaBnuseator B acenTuyeckux ycnosusax, npumensaerca NCO 13408-1.

9.3 Crepunusauusa norpedurenem

9.3.1 MmnnaHTaThbl, NOCTaBNAEeMbIe HECTEPUSIbHBLIMU

[na umnnaHTaros, NOCTaBMAEMbIX HECTEPUNbHBLIMU, M3TOTOBUTENb AOMKEH YKa3aTb NO MEHbLUEN Mepe
OJWH NOAXOAALLMIA METOA CTEPUNN3ALIMK C TAKUMM NAapaMeTpaMmn CTEPUNN3ALIMOHHOIO LMKNa, 4ToObl Gesonac-
HOCTb U 3KCNIyaTaUWOHHbIE XapaKTepUCTUKU MMNNAaHTaTa He yxyawanucs. Ecnu MHOrokpaTHOE NOBTOpPEHue
LIMKMOB CTEPUNN3aLMUM He AONYCKAETCs, TO 3TO AOMKHO ObiTb yKa3aHO B CONPOBOAUTENbHON AOKYMEHTauum
nsrorosutens (cm. pasgen 11).

9.3.2 MNMoBTOpHasn cTepunusauusa

ConposoautenbHasi AOKYMeHTauuUs OT U3roToBUTENA AOMX¥HA YKasbiBaTb, BO3MOXHA NU NOBTOPHAA CTe-
punusauma MMnnaHTaTa u, ecnu ga, To Metoa(bl) U napameTpbl CTEPUNU3ALMOHHONO LMKNA AOMKHbI ObiTb
ykasaHbl B cooTBeTcTBUM ¢ UCO 17664. N3rotoButenb AOMKEH yKa3aTb MakCUMasibHOE YUCNO UMKMIOB No-
BTOPHOW CTepUnM3auum, BbIMOSIHEHUE KOTOPbIX HE NPUBOAUT K YXYALLUEHUIO XapakTepucTuk 6e3onacHoCTu U
3KCnNyaTauMOHHbIX XapakTEPUCTUK UMNMaHTara.

9.4 Mpumecu nocrne cTepunusaumm

McnbiTaHne Ha npumMecu nocne CTepUnu3aLm AOMMKHO BbITh NPOBEAEHO B COOTBETCTBUU C MPUHLMNAMMU
no MCO 10993-1. YpoBHM NpuMecel He AOMKHbI MPEBbLILLATL NPeAenoB, YCTaHOBMEHHbIX B MCO 10993-7.

10 YnakoBka

10.1 3awuTa OT NOBPEXAECHUNA NPU XPAHEHUU U TPAHCMOPTUPOBAHUMN

YnakoBka KaXgoro umnnaHTata JorkHa OblTb TakoM, YTODObl B yKa3aHHbIX U3rOTOBUTENIEM YCIOBUSIX
XpaHeHUs!, TPaHCNOPTUPOBaHMS U 0BPaLLEHUS C UMMNAHTATOM (BKIOYas KOHTPONb TEMNEPATYpPbl, BNAXKHOCTU
U aTMOCcPePHOTo JaBneHus, ecnu NpMMeHUMo), obecneunsanach 6bl €ro 3aluTa oT NOBPEXIAEHUIA U yXyALLE-
HWS CBOWMCTB, MPUYEM CaMa ynakoBka He okasbiBarna Obl BpeHOro BO3eiCTBUA HA UMMNNAHTAT.

MpumedaHue 1 — [nA ucnbiTaHUA Takke MOXHO UCNONb3OBaTb MeTOAbI, NpuBeeHHble B MOK 60068-2-27,
M3K 60068-2-32 n/unu MOK 60068-2-47, ecnu NpuMeHUMO.

MpuMeyaHue2— [Jo NpuHATUSA NtoGoro cnocoba ynakoBKU PeKOMEHAYETCs TPOBECTU OLIEHKY €r0 COOTBETCTBUS
MpesycMOTPEHHOMY NMPUMEHEHMI0. 3TO MOXET ObiTh BHINONIHEHO MyTEM UCTILITaHWIA NPY TPaHCMOPTUPOBAHUM B YCIOBUSIX
onacHbIX BO3eNCTBUIA, MOLENMPYIOLLUX YCIOBUS, KOTOPLIE MOTYT BO3AEWCTBOBATL Ha YMNaKoBKy.

10.2 CoxpaHeHue CTepusibHOCTU NMPU TPAHCNOPTUPOBAHUU

MmnnaHTaTel, MapkupoBaHHble Haanucelo «CTEPUITbHO», aomkHbl ObITb yNnakoBaHbl Tak, 4Tobbl Co-
XPaHANCHA UX UCXOAHLIA YPOBEHb CTEPUNBHOCTU B HOPMASbHbIX YCMIOBUSIX XPaHEHUS, TPAHCMOPTMPOBaHUS U
obpalLeHus, 3a UCKIIOYEHNEM Cnyyaes, KOraa ynakoBka, o0ecneqmsaioLas CTepUnbHOCTb, MOBPEXAEHA UK
BCKpbITa. YnakoBka gomkHa cooTsetcreosarb MCO 11607-1.
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11 Uncpopmauusn, npeaocrasnsiemas U3roroBuTenem

11.1 OOwue nonoxeHunnA

ConposoauTtenbHas MHGOPMaLMS, NPENOCTABNAEMasn U3roTOBUTENEM U NPEAHA3HAYEHHas ANA Heno-
CPEACTBEHHOTO BU3yanbHOr0 BOCMPUATHA, AOMKHA ObiTb pasGopunBoi NpuU NPOCMOTPE MPU OCBELLEHHOCTH
215 nK HOPManbHBIM WUAN CKOPPEKTUPOBAHHBLIM 10 HOPMANLHOTO 3PEHNEM C PACCTOSIHUS, ONPEAENeHHOro C
yueToM hOpMbl U pazmepa KOHKPETHOTO MMMMaHTara.

NMpumevaHue 1 —PekoMeHayeTcs yGeAUTLCS B TOM, YTO NpeacTaBnsiemMas UHOPMaLUs NOHATHA NOTeHUNanb-
HOMY NOMBL30BATENIO U/MAN APYTUM NIULAM, €CAIU MPUMEHUMO.

B cny4yae HegocTaTka Mecta Ha ynakoBke usgenusi COOTBETCTBYIOLWAn MHGOPMAaLUMA MOXET ObiTb AaHa
BO BIIOXXEHWUU, B CONPOBOXA AIOLLEM AOKYMEHTE UIN HA CMEAYIOLWEM Coe YNaKOBKU, €CNU NPUMEHUMO.

PacnosHnaBaHue onpeaeneHHeIX MapkupoBOK Ha ManbIX UMAAAHTATaX UM UMNNaHTarax 0co6om hopmbl
MOXET NoTpeboBaTh NPUMEHEHME METOAOB, OTIIMYHBIX OT BU3yarnbHOrO, HanNpumep, 3NEKTPOHHbIX METOA0B.

Ecnu npuMeHumo, cumBorbl, ab6peBunatypbl 1 LiBeTOBas uaeHTUUKALMA MOTYT ObiTb UCNONb30BaHbI B
MapKMPOBKE U CONPOBOAMUTENbHbIX AOKYMEHTax uMnnadrtara. Jltobble NCnonb3oBaHHbIE CUMBONLI, ab6GpeBua-
Typbl U LBETa UAESHTUMDUKALMKN JOMKHbI COOTBETCTBOBATL HALMOHAmNbHbLIM U MEXAYHApPOAHLIM CTaHaapTaM
(nanpumep, MCO 7000). B cniyyae OTCYTCTBMA Takux CTaHAAPTOB W3rOTOBUTENb AOSMKEH ONMUCATL CUMBOSLI,
abbpeBuaTypbl UK LBETa UAEHTUMDUKALMKN B CONPOBOAUTENbLHOW AOKYMEHTALMM HA UMNNAHTAT.

ConpoBoautenbHas MHMOPMaLUA, NpeaocTaBnseMas U3roToBUTENEM, AOMKHA ObITb npeacTaBneHa
Tak, YToObl HEBO3MOXHO ObINO €e nepenyTaTtb C APYroi BaXKkHOW UHpopMaLmei.

Bce eauHuLbl n3aMepeHuii 4oMmKkHbI ObITh BbipaXeHbl B eanHuuax CU, kak ykasaHo B craHaaprax cepuu
MCO 31. CooTBeTCTBYIOLLME €AUHULIbI MOTYT ObITh YKa3aHbl B KPYribiX CKOOKaXx.

MpumedaHune 2 —MNCO 1000 gaeT ganbHeiillee pyKOBOACTBO MO NpUMeHeHUto eguHuL CHA.

Hackonbko 310 pauMoHarnbHO U npuMeHUMo, nHcpopmaums, Heobxoamumas ans 6esonacHoro npumeHe-
HWUSA MMNNaHTaTa, AOMkKHa ObITb HAHECEHA Ha caM MMNIAHTaT W/WMKU Ha YNaKOBKY KaXaoro umnnaHTara unu,
€Cnu NPUMEHUMO, Ha NoTpebuTenbCkyio Tapy. Ecnu nHaueuayanbHasa ynakoBka Ans KaXkaoro UMMnaHTara He
paunoHanbHa, MHpopmaumsa omkHa ObiTb BHECEHA BO BKNaAbILL, NPUKNAAblBAEMbINA K KaXKAOMY UMMNaHTaTy
WK K yNakoBKEe UMMNAHTAaTOB.

Ecnu npuMeHumo, perynupyemMble nNonb3oBaTeneM 4acTu MMnnaHTara omkHbl UMETb YETKOE yKa3aHue
CBOUX (OYHKUMUIA.

JTioBble pazbeMHble YacTu, NpeaHa3HAa4YeHHbIE M3rOTOBUTENEM A IS CMONb30BaHUs OTAENbHO OT CAMOT0
UMMNaHTaTa, A0MKHbI ObITb UAGHTUMULMPOBAHbLI KOAOM MAPTUM UK APYIMMU NOAXOASALLMMU CPECTBAMU.

IMobas pgara gomkHa 6biTb npeactaeneHa B dopmare YYYY-MM-DD, unmn YYYY-MM, unu YYYY — B
cootBetcTBUn ¢ MCO 8601.

11.2 MapKnpoBKa 3TUKETKU

OTUKETKa AOMKHA coaepXaTb Cneayowyo uHdopmauuio:

2) ecnu ynakoska COAepPXMUT Kakne-nmbo paanoakTUBHbIE BELLECTBA, TO OHA JOMDKHA UMETb MapKUpPOB-
KY, YKa3bIBaIOLLYIO TUN U CTENEeHb aKTUBHOCTU PAaANOAKTUBHBIX BELLECTB;

b) HauMeHoBaHue U agpec UIroTOBUTENSA, BKIOYasA, NO MEHbLLUER MEpE, rOpoA U CTPaHy;

C) onucaHue usgenua (Hanpumep, NPoTe3 knanaHa cepaua), 0603HauYeHUe mMoaenu Usgenust U, ecnu
NPUMEHUMO, HOMEP NAPTUU UIU CEPUIHBIN HOMEP U3AEeNUA C COOTBETCTBYIOLLIMM 0603HAYEHUEM.

lpumep 1 — «LOT», «SN», cumeon napmuu unu cumeosi cepuliHozo Homepa no UCO 7000-2492 u
HNCO 7000-2498 coomeemcmeeHHo;

d) ecnu NnpegycMOTPEHHOE HasHa4YeHne umnnaHTaTa Heo4eBuAHO ANA NoNbL30BaTeNs, YeTKoe ykasaHue
NpeaycMOTPEHHOT0 HasHa4YeHus;

€) ecrnn NPMMEHNMO, yKasaHue, 4To COAepPXMMOe YNakoBKU CTEePUIIbHO, U METOA CTepUnusauun.

lMpumep 2 — Cnoeo «CTEPUIIbHO» unu cumeon cmepunsHocmu no UCO 7000-2499, unu oGuH u3 cum-

80/106 «CMepusIi308aHO C UCMONb3oeaHueMm...» no MUCO 7000-2500, MCO 7000-2501, ACO 7000-2502 unu
HUCO 7000-2503;
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f) ecnv 0AMHaKOBLIE UMW NMOXOXWE UMNMAHTATLI NPOAAIOTCH U B CTEPUIILHOM, U B HECTEPUSTBHOM COCTOSI-
HUAX, YETKOE yKasaHue, YTo COAEepPXMMOE KOHKPETHOI YNaKkoBKM HECTEPUIbHO, €CN MPUMEHUMO.

lMpumep 3 — Cumeon «HecmepunbHo» Mo NCO 7000-2609;

g) ecnu NpUMeHNMOo, AAaTY KUCMONb30BATb A0», BbIPAXEHHYIO KaK rog u Mecsy,.
lpumep 4 — Cumeon «ucnonb3oeams do» no UCO 7000-2607;

h) ykasaHue o4HOKPaTHOro NPUMEHEHUA UMMNaHTara.

lMpumep § — Cumeos «He ucnosbL3068ams NoemopHo» no ACO 7000-1051;

i) nobble cneynanbHble YCNOBUS XPAHEHUA U/MNK 00paLLeHus;
j) noBble cneunanbHblie paboune MHCTPYKLUMK;
k) npegynpexaeHusa unu npegoCcTepexxeHns nNo NPUMEHEHNIo.

11.3 VIHCTPYKLUMA NO NPUMEHEHUI0

MHCTPYKUUSi NO NPUMEHEHUIO ANA KOHKPETHOr0 MMMnaHTaTa AoshkHa coaepxaTb creayowyto nHdop-
Mauuio, ecnu NPUMeHUMO:

a) ecnu ynakoBka CoAepXKUT Kakne-nmbo pagnoakTUBHbLIE BELLECTBA, TUM U CTEMNEHb aKTUBHOCTM paguo-
aKTUBHbIX BELLECTB;

b) HaumeHoBaHWe 1 agpec U3roTOBUTENS, BKNOYas, N0 MEeHbLUEN Mepe, ropoa, CTpaHy u HoMep Tene-
hoHa;

C) onucaHue usgenus (Hanpumep, NpoTes knanaHa cepgua) u 0603Ha4YeHne MOAENY UMNIIAHTATA;

d) ecnu npegycMOTPEHHOEe HasHaYeHWe UMMMaHTaTa HeoYeBUAHO ANA NONbL30BATENsl, YETKOE yKasaHue
npeaycMOTPEHHOro Ha3Ha4YeHus;

€) NpegyCMOTPEHHBIE 3KCMIyaTalUMOHHbIE XapakTepucTUkn, ONUCaHHbIe B pasaene 4, u nobble Hexe-
nartenbHble NO60YHbIE 3DDEKTDI;

f) MHdopmaLus, nossonALLAaA NonL3oBaTento BbIOPaTL NOAXOAALUMIA MMIAHTAT (BKIMIOYas Npasusb-
HbIii pasMep), NPUHAANEXHOCTU K HEMY U APYrMe COOTBETCTBYIOLLME M3AENUS, C Lienbio obecneveHnsa 6eso-
NacHoro coveTaHus;

g) MHopMaLMsA NO NPaBUITLHON UMMNAHTAUMK U MeToAaM U3GexaHus unu MuHMMU3aumMmM cneuudude-
CKMX PUCKOB, CBA3AHHBLIX C UMIMIAHTaLuen;

h) undopmauus, Heobxoaumas aAnsa NPoOBepPkn hyHKLUMOHUPOBAHUA U 6e30nacHOCTU paboTbl MMNNaH-
Tara;

i) ykasaHue, 4to CoaepXXMMoe ynakoBku CTEPUNbHO, U UCNOMNBb30OBAHHLI METOA CTepUNU3aLun.

lMpumep 1 — Cnoeo «CTEPUITBHO» unu cumeon cmepusnbHocmu nno MCO 7000-2499, unu oduH u3 cum-
80/108 «CMEPUII308aHO C UCMONbL308aHuUeM...» no MCO 7000-2500, UCO 7000-2501, UCO 7000-2502 unu
UCO 7000-2503;

j) ecnu ogMHaKOBbLIE UM MOXO0XHUE UMMNIAHTAaTbl NPOAAIOTCA U B CTEPUSIBHOM, U B HECTEPUITBHOM COCTOSt-
HUSIX, UHCTPYKLMIO, €CIIM MPUMEHUMO, KaK CTEPUNU30BaTL COAEPKUMOE;
k) nogpo6HocTn nio6oi 06paboTkn Unu NOAroToBKKU, Tpebyemon 40 UCNONL3OBaAHUSA UMMMAHTATA.

lNMpumep 2 — OkoHYamenbHasa cbopka, oYucmKa, cmepunusayus u m.n;

I) MHCTPYKUMSA MO MeToay CTepunu3auum ¢ TpeSyeMbIMU NapaMeTpamm CTEPUN3ALIMOHHOIO LMKNa Ans
WMIMAHTATOB, MOCTABMSAEMbIX HECTEPUIIbHLIMU, UAN ANA CMy4aeB UCMONb30BAHUA COAEPXXUMOTO, eCnu yna-
koBKka Gbina MoBpexaeHa MU paHee OTKPLITA, U MAKCUMANbLHOE YMCTIO LIMKIIOB PECTEPUNU3ALIUU, KOTOPbIE
MOMHO BbIMNOMHATS;

m) yKasaHne OHOKPATHOro NPUMEHEHNS MNMaHTaTa.

lMpumep 3 — Cumeon «He ucnosL308ams noemopHo» no MCO 7000-1051;

n) miodble cneuuanbHble YCNOBUA XPaHEHUA n/unu obpalleHus;

0) NpeaynpexaeHus Unu NPeaoCTEePeXXeHUA NO NPUMEHEHUIO, BKIOYas OrpaHuyYeHns N0 XMMUYECKUM
BellecTBaM (HanpuMep, CNUpT), BO3ASWCTBUIO KOTOPLIX MMMMAHTAT MOXET MoABEeprarbCa B KNUHMYECKUX
YCNOBUSAX;

P) NPOUCXOXAEHNE OMEPTBESIbIX TKAHEW XMBOTHBLIX UMM UX NPOU3BOAHLIX (HanpumMep, HeobpaboTaHHas
TKaHb, BbICOKOOYMLLEHHAS NPOU3BOAHARA), ECNWU UMMNMAHTAT COAEXKUT Takne marepuarnbi;

8
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q) npeaynpexaeHns 06 onacHOCTAX, BO3HUKAIOLLMX NPU B3aMMOAENCTBUM UMNMIAHTATA U APYrMX usae-
TIMIA, KOTOPbIE YaCTO NPUMEHSAIOTCA NPU NPOYUX KITMHUYECKUX NPOLIEAYpaX U NEYEHUN;

r) ykasaHue oTHocuTenoHo 6esonacHoctu umnnaHtara B MP npocrpaHcTBe U, eCnM NPUMEHUMO, UH-
dopmauus 06 apredakrax MP nsobpaxeHusi Ans coaeicTBUS Bpayam B MHTEPNpPETAUUN UCKAXKEHWIA U No-
Tepb curHana B MP n3o6paxeHuu oT UMNNaHTara;

lMpumep 4 — TepmuHbI U cumeonsl no MP 6e3onacHocmu OaHbi 6 [27].

Mpumevanune 1 — B [24] ykazaH MeToA MCNbITaHUA ANs oLeHKkn apTedakToB MP n3obpaxeHns oT HeaKTUBHbIX
UMNNaHTaTOB;

S) MHCTPYKUMA NO NPaBUSIbHOMY U3BNEYEHUIO M YTUNU3ALMKU UMNNAHTAaTA.

MpumevaHune 2 — PykoBoACTBO MO W3BMNEYEHUIO M aHanuU3y umnnaHTaros no MCO 12891-1;

t) noapoBHOCTK, NO3BONAIOWLME MEAMLIMHCKOMY NEepCoHany MH(OpMUPOBAThL MALMEHTA OTHOCUTENbLHO
NPeaoCTEePEXEHUIN, BKMIOYANA:

- feiicTBuA, KOTOpbIe cneayet usberarb;

- BO3MOXHbIE MPeaoCTePeXeHns NP HOPManbHOW eXXeAHEBHON AEATENbHOCTU.

lMpumep 5 — Nzbezamb lecmHuY, He NPUHUMamb No3y 2J1y60K020 nNpuceda;

- NpefocTepeXxXeHnus1 ANsi NpeAoTBPaLLEeHUst BPeAHbIX BUSIHWIA OT M3MEHEHUI B paboTe UMNNAHTATa;
- peKOMeHAaLUK NaumeHTy 0 HeoBX0AUMOCTU KOHCYNBTALMKU C MEAUKAMU Nepes NEPEXOAOM B MOTEHLU-
anbHO ONAaCHYI0 OKPY>aIOLLYI0 cpely, KoTopasi MOXET NOBNUATL HA pabGoTy UMNNaHTAaTa;

Tpumep 6 — SnekmpomMazHUMHLIe 1101151, SKCMpeMalbHas memriepamypa, UsMeHeHUs1 0aeneHusl;

- UHbopMaLWs O NOTEHUMANbHbIX B3aUMOAEHCTBUSIX NPU NPOYMX TEPANEBTUUECKUX UIU AUATHOCTUYE-
CKMX MpOoLEAypax Unm ¢ Usgenusmu.

lNMpumep 7 — Mae2HumHo-pe3oHaHCcHas1 momogapagusi;

- WHbopmaumsa Mo mMobbIM NEKapCTBEHHLIM BeLUECTBaM, COAEpXalMMcs B uUMnnaHrare (CM. pas-
aen 6).

11.4 OrpaHu4yeHUs N0 COBMECTHOMY NMPUMEHEHUI0 UMNSIAHTATOB

Ecnu umnnaHTar npegHasHa4eH 4nA NPUMEHEHUs1 COBMECTHO C APYTMMU UMNITAHTATaMKU UK n3genus-
MW, TO TAKOE COYeTaHne B LENOM, BKIOYAs CPeAcTBa COEAUHEHUS, A0MKHO GbiTb 6€30NaCHbIM U HE JOIDKHO
YXyALIATh YCTAHOBIIEHHbIE 3KCNNYaTALUMOHHbIE XapaKTepuCTUKM umnnanTara. Jliobble orpaHuyeHus no co-
BMECTHOMY MPUMEHEHNIO AOMKHbI GbiTb YKA3aHbl HA STUKETKE UAW B MHCTPYKLUMUM NO NPUMEHEHUIO.

11.5 MapkupoBKa UMNNaHTaToB

Ha umnnaHTtarax gormkHa 6biTb CneayloLas MapkupoBka:

- HAUMEHOBaHNE U3rOTOBUTENA UM TOBAPHbI 3HAK;

- KO4 napTum (HOMep NapTumn) UNU CEPUIRHbLIA HOMED.

Ecnu mapkupoBka OyaeT yxyalarb npeycMOTPEHHbIe 3KCMNyaTauuoOHHbIe XapaKTepUCTUKK, UNu UM-
NNaHTaT CAULLKOM Mar, unu ero comamyeckue CBOWCTBA HE MO3BOJISIKOT HAHECTU pa3topUnByIO MapPKMPOBKY, TO
Tpebyemas uidopmaums AomkHa ObiTb JaHa HA 3TUKETKE UK C NOMOLLLIO IPYTMX CpeacTs aAna obecneyeHuns
NPOCNEXUBAEMOCTH.

11.6 MapkupoBka Ana cneuuanbHbIX Leren

Ecnu umnnaHTar npegHasHavyeH Ans cneumanbHbiX LUEeNen, STUKETKM U MHCTPYKUMS NO NMPUMEHEHUIO
JOIDKHbI coaepXaTb yKasaHue cneuuanbHOW LEenu (Hanpumep, «M3roTOBMEHO Ha 3akas» UIU «TOSbKO ANs
KIUHUYECKUX UCMBITAHUNY).

MpumeydaHune — MapkupoBka Lienu MoxeT 6biTb TpeboBaHWEM KOHKPETHLIX HaLMOHANbHbLIX UK PermoHanbHbIX

perynupyroLmx JOKYMEHTOB, Takux kak yactb 21 CFR 812.5 Ceoaa ®epepansHoro sakoHoaaTensctea CLUA unum cyuye-
cTBeHHble TpeboBaHua 13.3 g) n 13.3 h) [upektusul CoBeTa EBpontl 93/42/EEC.
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MpunoxexHue A

(cnpaBoyHoe)

CooTBeTCcTBUE HacTofawero craHgapra MCO/TO 14283:2004

Tabnuya A.1— CoOTBETCTBME pa3fenoB HacTodALWero ctaHgapTa pasgenam MCO/TO 14283:2004

Pasgen HacTosLero cTaHAapTa Pazgen NCO/TO 14283:2004
4 3.1;3.2, 34,411
5 3.1;3.2,3.3,3.4,3.5,411,412,413,4.1.5,416;42,43.1,432
6 3.1;3.2,4.11,41.2; 41.3; 41.4, 41,5, 422, 432
7 3.1;3.2,3.3,34,3.6,41.1,412,41.3;,4.1.5,416;42;43.1,43.2,4.9
8 3.1;3.2,3.3,35,41.1,412
9 3.1;3.2,4.1.2,421,423;42.4
10 3.1,3.2,3.3,35;41.2,424
1" 3.1, 3.2,4.27,4.81
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Mpunoxenue JA
(cnpaBouHoe)

CBe1IeHUAA O COOTBETCTBUM CChINIOYHbIX MEXAYHAPOAHbLIX CTAHAAPTOB
CChINOYHbIM HaLUMOHAarbHLIM cTaHaapTam Poccuiickoii ®enepaummn
(M OeCTBYIOWMUM B 3TOM KayecTBe MeXrocyAapCTBeHHbLIM CTaHgapTam)

Tabnuya JA1
OGosHaerue cerirotHoro Crenext 0O603Ha4eHMe U HaMMeHoBaHWe COOTBETCTBYIOLEro HauuoHanbHoro ctaHgapra
MeXayHapo4Horo ctaHgapta COOTBETCTBUA Yo H Aap
NCO 31 — *
OCT MNCO 8601—2001 «Cucrtema cTaHAapToB Mo WH(opmaLuu,
NCO 8601 IDT 6nbnmoTedHOMy M n3aaTensckomy Aeny. NpefcraBneHne fat u BpEMEHM.
Obwue TpeboBaHUA»
TOCT P NUCO 10993-1—2009 «WM3pgenua meguumHckue. OueHka
NCO 10993-1 IDT Guonornyeckoro AeWCTBUA MeAMUMHCKUX u3genuii. Yactb 1. OueHka u
uccregoBaHuay
TOCT P NUCO 10993-7—2009 «WM3pgenua meauuuHckme. OueHka
NCO 10993-7 IDT GuonorMyecKkoro AencTeus MeguUMHckux nsgenuii. Yactb 7. OctaTtouHoe
cofepxaHne STUNEeHOKCHa nocne crepunuaaun»
NCO 11135-1 DT FOPT P UCO 11135—2000 «MeguuuHckne usgenua. Banuaauus n Te-
KYLLMIA KOHTPOSb CTEpUnu3aLyn OKCUAOM 3TUNEHa»
[OCT P UCO 11137-1—2008 «CTtepunusaymsa MefULUMHCKOW NpoAyK-
NCO 11137-1 DT yuu. PaguayuonHas crepunusauus. Yactb 1. TpeboBaHus k paspaboTke,
Banujauun U TeKyLLeMy KOHTPOAIo Npouecca CTepunusaLn MeaULIMHCKUX
nspenuin»
[OCT P UCO 11137-2—2008 «CTepunuaaumsa MefULMHCKOW NpomyK-
MCO 111372 IDT yuu. PagnaumoHHas ctepunusauyua. Yactb 2. YcTaHOBNEeHUe CTepunuayio-
et fO3bI»
MCO 11607-1 — *
MCO 13408-1 — *
NCO 14155-1 DT [OCT P VIC(? 14155-1—2008 «PyK?BOACTBO no NPoBeAEeHUI0 KNUHNYe-
CKWUX UCMNbITAHUI MERULMHCKMX n3aenuid. Yactb 1. Obwne TpeboBaHns»
[OCT P UCO 14155-2—2008 «PykoBoaCcTBO NO NpOBEAEHUIO KNNHUYe-
NCO 14155-2 IDT CKUX UCMNbITaHUA MeauUMHCKMX usfgenuidi. Yactb 2. MNnaHnposaHne KNUHM-
YeCKUX UCTIbITaHUIi»
FOCT P UCO 14160—2003 «CTepunusayus ogHOpa3oBbiX MEAULMHCKNX
NCO 14160 DT u3genuii, copgepxalyux matepuarbl XXUBOTHOTO MPOUCXoXAeHus. Banugayus
U TEKYLLUMIA KOHTPOSIb CTEPUNU3ALIMM C MOMOLLIO XUAKUX CTEPUNU3YIOLLUX
cpeacTe»
NCO 14937 — *

1
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OkonyaHue mabnuupi [JA. 1

OGosHaueHue cCuino4Horo Crenens O603HaYeHne U HanMeHOBaHWe COOTBETCTBYIOLLEro HaLMOHaNbHOro cTaHaapTa
MeXAyHapoHoro ctaHaapTa | cooTBETCTBUA yroul “ Aap
MOCT P NCO 14971—2009 «U3penua meguuuHckue. MNpumeHeHne me-
UCO 14971 IDT HeAXMeHTa pUCKa K MEAULIMHCKUM U3gennuam»
NCO 17664 — *
NCO 17665-1 — *
FMOCT P UCO 22442-1—2011 «U3genua meguuuHCKue, UCNonbayolue
NCO 224421 IDT TKaHU 1 UX NPOU3BOAHLIE XXUBOTHOIO MPOUCXOXAEHUA. YacTb 1. MeHemKMeHT
pucka»
MOCT P NCO 22442-2—2011 «U3genua meguuuHckue, Ucnonbayowme
NCO 22442-2 IDT TKaHW 1 NX NPOU3BOAHBIE XKMBOTHOMO NpoucxoxAeHus. YacTb 2. KoHTponb oT-
6opa, cbopa 1 o6paboTkn»
FMOCT P NCO 22442-3—2011 «M3genua meguunHckue, Ucnonbsyowme
NCO 22442-3 DT TKaHW W MX NPOU3BOAHLIE XMBOTHOIO npoucxoxaeHus. Yacts 3. Banugauua
YHUUTOXEHWUS W/UNW fe3aKTUBaLMKU BUPYCOB U areHTOB UHAPEKLMOHHOM rybya-
ToW 3HLUedanonaTum»

BETCTBUA CTaHAAPTOB:

- IDT — naeHTUYHblE cTaHaapTh.

* COOTBETCTBYHOLLWIA HALMOHAMBHBIA CTaHAapT OTCYTCTBYET. [l0 ero yTBepXAeHNs peKOMEHAYETCS UCToNb3oBaThb
NepeBof Ha PYCCKWA A3bIK AaHHOrO MeXAyHapo4HOro ctaHaapTta. [epeBoa AaHHOMO MeXAYHapoAHOro cTaHfapTa Ha-
xoauTcs B PegepanisHOM MHEPOPMaLMOHHOM (POHAE TEXHUYECKUX PErfaMeHTOB U CTaHAapTOB.

MpuMedaHune — B HacToswWel Tabnuue NCNONL30OBaHO cheaylolee ycnosHoe 0603HaYeHUe CTeneHn cooT-
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ISO/IEC Guide 51:1999 Safety aspects — Guidelines for their inclusion in standards

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

Level 1 standards

(4]

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

Level 2 standards

(3]
6]
(7]
(8]

(9]

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

[10]
(1]
[12]

[13]

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]
[17]
(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

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

ISO 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 Radio 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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