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BBeaeHue

Hacroawwii ctangapTt ycTaHaBnMBaeT METOL, OCHOBaHHbLIA Ha (hyHAAMEHTANbHbIX NpUHUMNax, npu-
BegeHHbIX B ISO/TR 14283, KOTOPLIE NPUMEHSAIOT B OTHOLUEHUU HEAKTUBHbLIX XUPYPrMYECKUX UMMNaHTaToOB.
B HacTosilem cTaHaapTe Takke NpeacTaBneH METoA, NPU3BaHHbIN NPOAEMOHCTPUPOBATL COrNAacoBaHHOCTb
C COOTBETCTBYIOLLMMU OCHOBHbIMM TPEOOBAHUSAMU, KOTOPbIE ONUCAHLI B NPUNoXeHun | aupektussl EBponeii-
ckoro coseta 93/42/EEC ot 14 nioHa 1993 . u KacaTcs MeAULMHCKUX U3AENUIA, MPUMEHSIIOLLUXCS B paboTe
C NAaCCUBHLIMU XUPYPrUHECKMMU MMMNITAHTaATaMU, YTO TaKXKe CnocoOCTBYET NPOLECCy COrnmacoBaHusi NpOU3BO-
JUTEnsiMM COOTBETCTBUSA TPEOOBAHUSIM APYIUX PETYNATOPHLIX OPraHoOB.

CyLLEeCTBYET TPU YPOBHSI CTAHAAPTOB, B KOTOPLIX PACCMATPUBAKOTCS HEAKTUBHbLIE XUPYPrUYECKUE UM-
NNaHTaTbl U COOTBETCTBYIOLLMI MHCTPYMEHTapuii. CTaHaapTbl AN UMNNAHTaTOB NEPEYNCIEHbl HUXKE, cpean
KOTOpPbIX YPOBEHb 1 ABMAETCA HAWUBbLICLUUM:

- ypoBeHb 1 — ObLme TpeGoBaHUS K HEAKTUBHbLIM XMPYPIUYECKUM UMNNAHTaTaM;

- YypOBeHb 2 — YacTHble TpebOBaHMA K rPyNNam HEAKTUBHbLIX XUPYPrUYECKUX UMMIAHTATOB;

- ypoBeHb 3 — Ocobble TpeboBaHUA K OTAENMbHbLIM TUMAM HEAKTUBHBLIX XUPYPrUYECKMX MMMITAHTAaTOB.

CtaHaapTtbl YPOBHS 1, TaKMe Kak HACTOSILUMIA CTaHAAPT M NpUBEAEHHbIE B [4], cogepxaTt TpeboBaHus,
KOTOpbI€ NPUMEHMUMbI KO BCEM HEAKTUBHBIM XMPYpPruyeckum nMnnadtaram. OHu Takke npegycmar puBaoT Jo-
nonHuTenNbHble TPpeboBaHUA B CTaHAapTax ypoBHEN 2 1 3.

CrtaHgaptbl ypoBHSA 2 (cM. [5], [6], [7], [8] v [9]) npuMeHuMbI K Bonee orpaHUYEeHHON rpynne HeakTUBHbLIX
XUPYPrMYeCKUX UMNNAHTATOB, HaNnpUMep NPeaHasHa4YeHHbIX ANS UCNONb30BaHNUA B 06NacTu HEMPOXUPYPruu,
CepaevHO-CoCyaNCTON XUPYPruu Unu Ans nNpoTesMpoBaHns CyCTaBoB.

Crangaptbl ypoBHa 3 (cm. [10], [11], [12] v [13]) npuMEHMMbI K 0COObIM BUAAM HEAKTUBHbLIX XUpPypruye-
CKMX UMMITAHTATOB, TAKUM KaK UMMNIAHTaTbl TA300€APEHHON0 CyCTaBa Unv aprepuarnbHbi€ CTEHTDI.

Ona Toro 4yTo6bl OXBaTUTL BCE TPEOOBAHMA K KOHKPETHOMY MMMNIAHTATY, PEKOMEHAYETCA BHayane pac-
cMmarpuBath TpeboBaHMA CTaHAapTOB HaMbonee HU3KOro YPOBHS.

Il pumedyaHune — Tpe6OBaHI/IF| HacToALlero CtaHgapTa COOTBETCTBYHOT MeXAYyHapoAHbIM JOMOBOPEHHOCTAM. WH-
AnBuayanbHble UNU HaUWOHaNbHbIE CTaHAapThI nn6o pPerynAaTopHble opraHbl MOryT NpeabABnATL Apyrune Tpe6OBaHVIF|.
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HAUMOHANBLHBIN CTAHAAPT POCCUUCKON ®EJEPALUMN

UMMNNAHTATbI XUPYPITMYECKUE HEAKTUBHbBIE

O6wume TpedboBaHUA

Non-active surgical implants. General requirements

Dara BBegeHua — 2018—01—01

1 O6bnactb NnpUMeHeHus

Hacroswumii ctaHaapT ycraHaBnuBaeT obwme TpeGoBaHUs K HEAKTUBHBLIM XMPYPruyeckum umnnaHtTaTam
(nanee — umMnnaHTaTbl). HacToAwwmii cTaHAapT He pacnpOCTPAHAETCS HA CTOMATOMNONMYeCKMe UMMMIaHTaThbl
M CTOMaTONIOrMYECKME BOCCTAHOBUTESNIbHbIE MaTepuansl, TPAHCIHAOAOHTUYECKWE W TpaHCpaAuKynspHble
MMMAaHTaTbl, UCKYCCTBEHHbIE XPYCTanuku rnasa M WMNMaHTaTbl, COAEPXALUMe >KM3HECroCOoBHbIe TKaHu
XKMBOTHbIX.

B oTHOLeHUM Ge30nacHOCTU HACTOSALLMIA CTaHAApT yCTaHaBnMBaeT TpeboBaHMA K MoKasaTensm Ha-
3HaYeHnsA, 0COGEHHOCTAM KOHCTPYKLUMKM, Marepuanam, oLueHKe KOHCTPYKLUM, NPOU3BOACTBY, CTEpUNuU3aLum,
ynakoBKke W MH(OpMaLMKM, NPEAOCTaBNAEMON U3rOTOBUTENEM, A TakKe K UCNbITaHUAM ANA AEMOHCTpauuu
COOTBETCTBUA AaHHbIM TpeboBaHMAM.

JononHuUTenNbHbIE UCMbITAHUSA YKa3aHbl, UM HA HUX NPUBEAEHbI CObINKU B CTaHAAPTaX ypoBHEW 2 n 3.

MpuMevyaHne — B HacTosLeM cTaHfapTe He YCTAaHOBMEHO HaNWU4YUe Y U3roTOBUTENS BHEPEHHOW CUCTEMbI
MeHeaXMeHTa kadecTBa. OfHaKo NPUMEHEHUe CUCTEMbI MeHeAKMEHTa kadecTBa, npusegeHHoin B MCO 13485, moxer
OblTb YMECTHBLIM ANsi MOBLILLIEHWSA FrApaHTUK TOrO, YTO UMNMAHTAT AOCTUraeT CBOMX SKCMIyaTaLMOHHbIX XapaKTepPUCTUK.

2 HopmatuBHbIE CCbIFIKM

B HacToslLEM CTaHAapTe UCMONb30BaHbl HOPMATUBHBIE CCbISIKM HA Creaylolme CTaHAapThbl, KOTOPbIe
HeoDOX0AUMO YUMUTLIBaThL NMPU €70 UCMONb30BaHUKU. B cnyyae CCbiNOoK Ha AOKYMEHTbI, Y KOTOPbIX NpUBEeAeHa
JAata yTBepXaeHusi, Heo6xoaMMO NoNb30BaTLCS TONbKO YKa3aHHOW peaakuuein. B Tom cnyyae, korga gara yr-
BEPXXAEHUSA HE NpUBEAEHA, CrieayeT Nomnb30BaTbCa NocneaHen peaakumen CCbiNoYHbIX JOKYMEHTOB, BKIlloYas
nobble NONPaBKN U U3MEHEHUS K HUM:

ISO 8601 Data elements and interchange formats — Information interchange — Representation of
dates and times (GnemeHTbl AaHHbIX U hopmaTkl g4nst 06meHa nHcopmaumen. ObmeH nucdopmavuein. Mpen-
CTaBfnieHue Aat u BpeMeHmM)

ISO 10993-1 Biological evaluation of medical devices — Part 1. Evaluation and testing within a risk
management process (buonornyeckas oueHka MeaMUUHCKuX usaenuin. Yacte 1. OueHka n UCMbITAHUA B paMm-
Kax npouecca ynpasrieHUsi puckamm)

ISO 10993-7 Biological evaluation of medical devices — Part 7: Ethylene oxide sterilization residuals
(Buonornyeckas oueHka MeAUUMHCKMX u3aenuii. Yactb 7. OCTaTOMHOE coagepXaHue 3TUNEHOKCUaa nocne
cTepunusauum)

ISO 11135-1 Sterilization of health care products — Ethylene oxide — Part 1: Requirements for devel-
opment, validation and routine control of a sterilization process for medical devices (Ctepunusauua MeauLmH-
ckoil npoaykumn. Okcup atuneHa. Yactb 1: TpeboBaHuA k pa3paboTke, Banuaauum U TEKyLLIEMY KOHTPOJIO
npouecca crepunusaumm MeguuUMHCKUX U3aesnum)

ISO 11137-1 Sterilization of health care products — Radiation — Part 1: Requirements for development,
validation and routine control of a sterilization process for medical devices ISO (Ctepunusauna MeanLMHCKON

Uzpanue ocpuumnanbHoe
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npoaykuuu. PagmaumoHHas crepunusauus. Yacte 1. Tpeboeanua k paspaboTtke, Banuaaumm u TeKyLLEeMmy
KOHTPOIMIO NpoLuecca cTepunu3auuy MegMLMHCKUX N3AENnii)

ISO 11137-2 Sterilization of health care products — Radiation — Part 2: Establishing the sterilization
dose (CTepunusaumsi MeaMLMHCKON NpoayKuun. PagmauuornHas ctepunusauums. Hactb 2. YcTaHoBneHue cre-
pUNU3yIoLLER 03bI)

ISO 11607-1 Packaging for terminally sterilized medical devices — Part 1: Requirements for materials,
sterile barrier systems and packaging systems (YnakoBka ansi MEAULIMHCKUX U3AENNIA, MOANEXALUNX DUHULL-
Hoii cTepunusauuu. Yactb 1. TpeGoBaHus kK maTepuanam, 6apbepam CTepUNbLHOCTM U CUCTEMaM YNaKoBKM)

ISO 13408-1 Aseptic processing of health care products — Part 1: General requirements (Acentuye-
ckass 06paboTka usgenuini MeauUMHCKOro HasHaveHus. Yactb 1. O6wme TpeGosaHus)

ISO 14155 Clinical investigation of medical devices for human subjects — Good clinical practice (Pyko-
BOACTBO MO NPOBEAEHMIO KITMHUYECKMX UCNbITAHUI MEAMLIMHCKUX M3aenuin. Hagnexawaa knmHuyeckas npak-
TUKa)

ISO 14160 Sterilization of health care products — Liquid chemical sterilizing agents for single-use
medical devices utilizing animal tissues and their derivatives — Requirements for characterization, develop-
ment, validation and routine control of a sterilization process for medical devices (Ctepunusauus meauuun-
CKoW npoaykumu. XKujikue xummyeckne Ctepunusytome cpeacrea ans 0AHOPa3oBbIX MEAULMHCKUX U3AENUN,
coaepXalumx TKaHU XXMBOTHOIO MPOUCXOXKAEHUA U UX NPOU3BOAHLIE. TpeboBaHMA K XapakTepucTukam, pas-
pa6oTke, BaNMAaLMKU U TEKYLLEMY KOHTPOSIO NpoLecca CTepunusaumn MeauLMHCKUX U3aenui)

ISO 14937 Sterilization of health care products — General requirements for characterization of a
sterilizing agent and the development, validation and routine control of a sterilization process for medical de-
vices (Ctepunusaumsa mMeauuuHCKON npoaykumu. Obwme TpeboBaHUA K XapakTEPUCTMKaM CTEPUIU3YIOLLMX
CpeacTs U k pa3paboTke, Banuaauun U TEKyLLEMY KOHTPOSIO Npouecca CTepunm3auun MEeAULIMHCKUX U3AENNIA)

ISO 14971 Medical devices — Application of risk management to medical devices (MeauumHckue un3s-
aenus. NpuMeHeHne CUCTEMbI YNPaBNEHNA PUCKaMm ANst MeAULIMHCKUX M3AEnni)

ISO 17664 Sterilization of medical devices — Information to be provided by the manufacturer for the
processing of resterilizable medical devices (Ctepunusauus meauuuHcKon npoaykumu. Mudopmauus, npeao-
cTaBnsieMas usrotoButTenemM ans o06paboTkn NOBTOPHO CTEPUNU3YEMbIX MEAULIMHCKUX N3AENnii)

ISO 17665-1 Sterilization of health care products — Moist heat — Part 1. Requirements for the de-
velopment, validation and routine control of a sterilization process for medical devices (Ctepunusauus me-
AWUMHCKON npoaykuun. Ctepunusaums napom. Yactb 1. TpebosaHus k paspaboTke, BanuaaLum U TEKyLLEMY
KOHTPOIMIO Npouecca cTepunu3auuu MegMLMHCKUX U3AENuii)

ISO 22442-1 Medical devices utilizing animal tissues and their derivatives— Part 1: Application of risk
management (MeauumMHCKue u3genus, coaepXalume TKaHU XMBOTHOTO NPOUCXOXAEHUS U UX NMPOU3BOAHBIE.
YacTb 1. MpUMeHeHne cuctembl ynpaBneHnst puckamm)

ISO 22442-2 Medical devices utilizing animal tissues and their derivatives — Part 2: Controls on sourc-
ing, collection and handling (MeauunHckue usgenusi, coaepxalime TKaHW XXUBOTHOTO MPOUCXOXKOEHUS U UX
npou3BoAHble. YacTb 2. KOHTpOnb MCTOYHUKOB, cOopa n 00paboTku)

ISO 22442-3 Medical devices utilizing animal tissues and their derivatives — Part 3: Validation of the
elimination and/or inactivation of viruses and transmissible spongiform encephalopathy (TSE) agents [Me-
OULMHCKME U3OENUA, COAepKaLLme TKaHW XXMBOTHOTO MPOUCXOXAEHUS U UX NPOM3BOAHbIe. YacTe 3. Banupa-
LSl YHUHMTOXKEHUA U/MNWU MHAKTUBALMKU BUPYCOB WU BO3OyauTEnein TpPaHCMUCCUBHON rybyaTon aHuedanonatum
(TSE)]

ISO 80000 (all parts) Quantities and units (BenuunHbl M €4UHULLI U3MEPEHUS)

3 TepmuHbI n onpeaeneHus

B HacTosLeM cTangapTe NpUMEHEHbI CreayloWme TePMUHbI C COOTBETCTBYIOLUMMI OMNpeaeneHnsamMmu:

3.1 nokpbIiTHe: Cnov marepuana, NOKPbIBAIOLMIA UM YaCTUYHO NOKPbIBAIOLUA NOBEPXHOCTb MMINAH-
Tara.

3.2 umnnaHTa6enbHOCTL: COCTOAAHME UMNNAHTATA, NOArOTOBNEHHOTO ANsi UMMNNAHTALUM YENOBEKY.

3.3 yTeuka: HenpeayCMOTPEHHOE MepeMEeLLEHNEe XUJKOCTU, BKIOYAs XWUAKOCTM OpraHuaMa, BHYTPb
UK HapYXXy UMNAaHTaTa.

NMpumevyaHune 1 — sBneHne HENPEAYCMOTPEHHOM| ANDdY3UN SBRSETCA NPUMEPOM YTEUKA B pamKax HacTos-
Lero cTanaapTa.

2
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3.4 npocTpaHCTBO MarHUTHOro pesoHaHca (MP npocTtpaHcTBO): [MPOCTPAHCTBO B nNpeaenax fMHUK
0,50 mTn (5 Maycc, ) CMCTEMbI MarHUTHO-PE30HAHCHON TOMOrpadumn, KOTOPOE BKIOYAET BCE TPEXMEpPHoe
NPOCTPaHCTBO, OKPY>KatoLLee MarHUTHO-PE3OHAHCHbIH ToMorpad.

MpumevyaHue 1—[naTex crnydaes, Korda nuHua 0,50 MTN HaxoaUTCA B NpeAenax NpocTpaHcTBa, 3aKpbIToro
sawutoin Papages, Bce noMeLLeHne paccmaTpusatoT kak MP npocTpaHcTBo. [1ns Tex cnyyaes, koraa nuuua 0,50 MTn Ha-
XOAWUTCS 3@ Npefeniamu NpocTpaHCTBa, 3aKpbiToro 3awuton Qapages (HanpuMmep, B COCEAHEM NMOMELLEHUN UK TEPPUTO-
puun), pekoMeHayeTcs), YToBbl BCce coceHee NOMELLEHUEe N TePpUTOPUS paccMaTpuBanuck kak Yacts MP npocTpaHcTBa.

[ACTM $2503-05, 3.1.7]

3.5 marHuTHO-pe3oHaHCHasi Tomorpadus; MPT: Metoanka BU3yanusmpyioLero nccneaoBaHuns, B
KOTOPON MCMOMNb3YIOTCA CTAaTUYECKWE U MEepPEeMEeHHble MarHWTHele nons Ans )OpMUPOBAHMS U306paxeHus
TKaHen nyTemM MarHUTHOro pe3oHaHca atoMHbIX saep.

[ACTM ©2119-07, 2.1.4]

3.6 HeaKTUBHbIN XUPYPru4eCKUM UMNNAHTAT: XUPYPruyeckuin UMNnaHTar, yHKLUMOHUPOBAHUE KO-
TOPOro He 3aBUCUT OT BMEKTPUYECKON SHEepPruu unu nboro Apyroro UCTOYHUKA SHEPruu, 3a UCKNIHEHUEM
CUIbl TSHKECTU UMW SHEPTUU, HEMNOCPEACTBEHHO reHepUpPYEMOoi TernoM Yenoseka.

3.7 6e3onacHocTb: OTCYTCTBUE HENPUEMIIEMOIO pUCKA.

[MCO/M3K PykosoacTteo 51:1999, 3.1]

3.8 xupypruyeckuit UMnnaHTar: Misgenuve, npeaHasHa4e€HHOE ANs NOSIHOTO BBEAEHUS B TENO YenoBe-
ka nubo Ans 3aMeLLeHus SNUTENUA UM NOBEPXHOCTM rnasa nyTeM Xupypruyeckoro BMeLLIaTenbeTBa, KOTopoe
JOJDKHO 0CTaBaTbCA B OpraHM3Me Mocrie 3aBepLUeHns NpoLeaypbl; a Takke noboe meauuuHckoe usgenue,
npeaHa3Ha4YeHHOe AN YaCTUYHOro BBEAEHUA B TENO YeroBeKa nyTeM Xupypruyeckoro BMeLLaTenscraa, KoTo-
poe 4OMKHO OCTaBaTbCA B OpraHu3mMe nocrne 3aBepLueHns npoueaypsl He MeHee yeM 30 aHen.

4 MpoeKTHble TeXHMYECKNe XapaKkTepUCcTUKn

B aokymeHTauuu Ha u3genue AomkHbl ObiTb NPUBEAEHBI CrEAYIOLLMEe NPOEKTHbIE TEXHUYECKUE XxapakTe-
PUCTUKM UMMNAHTaTa, yaensas npu aTom ocoboe BHUMaHue 6e30nacHoCTU:

a) NpegyCMOTPEHHOE Ha3HauYeHue,;

b) dyHKUMOHaNbHbIE XapakTEePUCTUKH;

C) NpeyCMOTPEHHbIE YCIOBUSA NPUMEHEHUS;

d) NnpeayCMOTPEHHBIA CPOK Cry>KObl.

Mpumedvarnune — [pu onucaHnu nokasartenei HasHa4eHUs PEKOMEHAYETCA AenaTh akLeHT:
- Ha ony6rnuKoBaHHbIX CTaHAapTax;

- ONyGIMKOBaHHOM Hay4HOW U KIMHUYECKOI NUTepaType;

- BanunaupoBaHHbIX pesyrnbTaTax UCTbITaHWi.

5 OCOOGEHHOCTUN KOHCTPYKLUUK

OCOBEHHOCTH KOHCTPYKLUMM aAnst 06eCneyYeHuns nokasareneil Ha3HaueHUs JOIMKHbI YYUTBIBAThb, MO MEHb-
wen Mepe, creayioulee:

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

b) dm3anueckme, mexaHmveckne u XuMmM4eckne CBOICTBa MaTepuanos, BKIIOYAsA XapaKkTe PUCTUKK YCTON-
YMBOCTM K BHELLHUM BO34ENCTBMAM U CTAPEHUIO (CM. pasaensl 6, 7);

C) XapaKkTepuCTUKM U3HOCA MaTepuarnos U BNMsHWE U3HOCA M ero NPOAYKTOB HA MMNNAHTaT U OPraHU3m
yernoseka (CM. pasgensl 6, 7);

d) xapakTepuCTuku gerpagauumu Matepuanos u BNUAHUE aerpagauum, NpoAyKTOB Aerpagauum u Bbille-
nayuBaHUS HA UMNNAHTAT U OpPraHn3m Yenoseka (cm. pasaensl 6, 7);

€) 00bem u BnusiHwe ytedek (CM. pasaens 6, 7);

f) 6e30MaCHOCTb B OTHOLLEHWM BUPYCOB U APYIMX Nepeaaromxcsi 60ne3HEeTBOPHLIX areHToB (HEKNaccu-
PMLMPOBAHHBIX NATOrEHHLIX MUKPOOPraHM3MOB, NPUOHOB U NOAOGHBLIX MUKPOOPraHU3MOB), a TAKKE TKaHen
>KMBOTHBIX UM UX NPOU3BOAHBIX, NPUMEHAIOLLMXCA B UMMIAHTATE UMM NPW €ro U3roToBNeHun (CM. pasaen 6);

g) BNUSHUE NPOU3BOACTBEHHbIX NMPOLECCOB (BKMOYasa CTEPUNN3aLuio) Ha XapakTepucTMkM MaTepuanos
N 9KCnnyaraumMoHHble CBOWCTBA (CM. pasaensl 6—9);

h) BO3MOXHOE B3aumMOAeNCTBUE MaTepuanoB uMnnadTara ¢ Apyrumy marepyanamMm u BeLecrsamm (Cm.
pasaensl 6, 7);
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i) BHYTPEHHUE COEAMHEHUSI B UMMNIAHTATE U UX BMUSIHWE HA SKCNyaTaLUMOHHbIE XapaKTepPUCTUKN (CM.
pasgen 7).

MpumevyaHune — PeKkoMeHAYETCS NMPUHUMaTL BO BHUMaHWe popMy U pa3Mmepbl UMMNaHTata, LonycTUMble
OTKJTOHEHUA BHYTPEHHUX COeAUHEHUN, a Takke NoTeHUManbHbI U3HOC, AerpafaLuio, KOPPO3Uo U SMNEKTPOTUTUYECKUE

ahdekThl;

j) B3auMogaencTeme mexay UMNIaHTatoM U TKaHAMKU OpraHu3ma, B 0COGEHHOCTM B OTHOLUEHUW dUKCa-
LK1, COEAUHEHUA U YCIIOBMIN HA NOBEPXHOCTW UMNNaHTara (CMm. pasaen 7);

k) cdhopma u pasmepbl UMNNaHTara, BKOYasa UX BO3MOXKHOE BNIUSAHWE HA TKaHU U XMAKOCTU OpraHusma
(cm. pasgen 7);

[) BMOCOBMECTMMOCTb UMMIIaHTaTa B €r0 UMNAAaHTUPYEMOM COCTOSAHMM (CM. pa3gensl 6, 7);

m) pn3n4eckoe u XMMMYECKoe BO3JEeNCTBUE OpPraHU3Ma YenoBeka U BHeLHUX PakTOPOB OKPY>KatoLLen
cpeabl HA umnnanTar (oM. pasgen 7);

n) BNUSHWE paanaunu, SNeKTPOMAarHUTHbIX U MArHUTHBIX NONEN Ha UMMMAHTaT U ero paboTy u mobbie
nocneayoLme BNUSAHUA Ha OpraHn3M Yenoseka (CM. pasgensl 6, 7).

MpuMmevyaHne — Ocoboe BHUMaHWe obpalljaeTcs Ha MNons, UCMoMb3yeMble B MarHUTHO-PE30HaAHCHOW TOMO-
rpacum (MPT) B oTHoLeHUK Be3onacHOCTU naumeHTa. Metogbl UcnbiTaHuin, npueeaeHHble B ACTM ©2052, ACTM ©2119,
ACTM ©2182 n ACTM $2213, moryT 6bITb Cnonb3oBaHbl AN oLeHku BesonacHocTu umnnanTarta B MP npocTpaHcTBe,

0) BO3MOXHOCTb UMNMAHTUPOBATL M, ECNU NPUMEHUMO, U3BMEKaTb UMW 3aMEHATb UMNNAHTaT (CM. pas-
aen7);

p) BO3MOXHOCTb ONPEAEenaTb NOMOXEHWE U OPUEHTALMIO MMNNaHTaTa NOCPEACTBOM PaANONOrMyecKnx
W Apyrux CKaHUpyroLmx npoueayp;

() YPOBHM 3arpA3HEHUss MUKPOOpraHu3amamu u Yactuyamm (cm. pasaens 8—10);

I) NPUrogHOCTE N 3PPEKTUBHOCTbL yrnakoBku (cM. pasaen 10);

S) eCnu YMECTHO, aHTPONOMETPUYECKUE N aHaTOMUYECKkne 0coOBEeHHOCTU YenoBeka, A4 KOTOporo npea-
Ha3Ha4yeH MMnnaHTarT;

t) cocTosiHME 1 NaTonorus TKaHu peLmnnueHTa;

u) TpebyeMble onepaTMBHbIE METOALI M HaANEXaLui yxoa 1 obpalleHue ¢ UMNNaHTaToM, YTOObl YMEHb-
LUMTb PUCK OLLMBOK MPW UCMONb30BAHUM, MPU STOM HE HApPYLLAA NPeayCMOTPEHHOE NPUMEHEHUE U (PYHKLIMO-
HUpOBaHME UMMNNaHTaTa,

V) ecnu NpUMEHUMO, XapakTep M TN NiobbiX paAUOaKTUBHBLIX BELLECTB, BKMIOYEHHbIX UMW UCNONb3ye-
MbIX C UMNAIAHTATOM AN AOCTUXEHUSA Nnokasarenein HasHa4YeHus, NPU OAHOBPEMEHHOM CHUKEHUU UK yCTpa-
HEeHUK pucka HenpeaBMAEHHOro 06nyyYeHns NauMeHToB, NoNbL30BaTeNnen U Apyrux nuu,.

OCOBGEHHOCTU KOHCTPYKLMM MMIMMNAHTATa AOIMKHbLI ObiTb OTPaXKeHblI B AOKYMEHTauuu. Ecnu 4to-T0 13
NepPeYnCreHHOro0 He NMPUMEHSINOCh, NPUYUHA 3TOTO A0IPKHA ObiTb 060CHOBAHA M OTpaXKeHa B JOKYMEHTaxX.

6 Marepuansbl

Matepuans! 4ns UMNAAHTATOB BLIOUPAIOT C YUETOM NPEAYCMOTPEHHBIX HasHaYeHUeM CBONCTB, HEOOXO-
AUMBIX NS NpeyCMOTPEHHOIO Ha3HAYeHus:, a Takke NPUHUMAA BO BHUMAHUE BNUSIHUE NPOU3BOACTBEHHBIX
npoueccoB, obpalleHne ¢ UMNIaHTaTaMu, TUM CTepunu3auum, YCnoBua XpaHeHus, niodyio obpaboTky (xu-
MUYECKYIO, AMEKTPOXUMUYECKYIO, TEPMArIbHYIO, MEXAHUYECKYIO U T. N.) NOBEPXHOCTU UMMIIAHTATA UMK 4acTy
C LIENbI0 U3MEHEHUA €e CBOMCTB. [l0mKHbI ObiTb PACCMOTPEHBI BO3MOXHbIE B3aUMOAEWCTBUSI UMNNAHTaTa ¢
TKaHAMMU U XMOKOCTSIMM OpraHu3ma, ApyruMy marepuanamu, MMnnaHtatamu, BewecrsaMmm u rasamu. Bos-
MOXHO€ BnuAHUE Ha Matepuan paagunoaktTuBHOIO U3nNy4vyeHuns, MarHUTHbIX U ANEKTPOMArHUTHbIX nonewn Takke
OOMKHO ObITb PACCMOTPEHO.

Ecnu cocraBHOM 4acTbi0 MMNMAHTATA ABNSIETCS NEKapCTBEHHOE CPeACTBO, TO OHO AOIDKHO ObITh OLle-
HEHO B COOTBETCTBUM C TpeboBaHMAM, NpeabsBnsaeMbiMU K hapmaueBTU4eckon npoaykuuu. MnnaHtar He
OOIMKEH BNUATL Ha XapaKTepUCTUKN NEKapCTBEHHOIO CPEACTBa, NCNONb3yeMOro B KOMOUHALMKN C HUM, U/Unu
HaobopoT.

M puMevdyaHue 1 — COOTBeTCTByPOU.WIe MeTOoAbl OL|EHKU 6930I‘IaCHOCTVI, Ka4vectBa U NoJb3bl NieKapCTBEHHOro
cpefcTBa, SBAILWEroca HEOTLEMIIEMOIA YacTLI0 UMNMaHTaTa, MoryT 6biTb ykasaHbl B HaLMOHamNbHbLIX U permoHarnbHbIX
pykoBogcTBax (Hanpumep, B EBponeiickoit gupektuse 2001/83/EC).

Martepuansl, Bkntovas Guonormueckme, Mcnosnb3yemblie 41 UMNAAHTATOB U UX MNOKPLITUIA, AOIDKHbI ObITh
B JOCTATOYHOMN CTENEHWU COBMECTUMbI C BUONOrMYECKMMM TKAHSIMU, KNETKAMU M XXMAKOCTAMM OPraHn3ma, ¢ Ko-
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TOPLIMU OHW KOHTaKTUPYIOT B UMMITAHTUPYEMOM COCTOSIHMU. MIX COBMECTUMOCTb C BO3MOXHbLIMMW NPOAYKTaMU
M3HOCa U Aerpajauum Takke AomkHa ObiTb npuemnemMoii. Buonornveckas nPUeMNeMoCTb ANst KOHKPETHOW
0o6nacTu NpUMeHeHUs A0MKHA BbiTb NPOAEMOHCTPUPOBaHa crieaytowmm o6pasom:

a) nyTem JJOKyMeHTanbLHO 0hOPMIEHHON OLEeHKM B cooTBETCTBUU ¢ UCO 10993; unu

b) nocpencresom BbIOOpa M3 MaTEPUANOB, KOTOPbIE 0KA3anu CBOIO KIIMHUYECKYIO NPUIOAHOCTb MNPU aHa-
FNIOTMYHOM UCNONb30BAHUN.

NMpuMeuyaHue 2— HeKkoTopble CTaHAAPTHI YPOBHS 2 coaepXaT NepeyHn MaTepuanos, KOTopkle Gbinu npusHa-
Hbl NPUeMNEeMbIMU A1 ONpeAeneHHbIX YCIIOBUIA NPUMEHEHUSI.

Ecnu B uMnnaHTaTax copepxarcs HEeXU3HEeCnocoOHbIe Marepuanbl XWUBOTHOMO MPOUCXOXAEHUS UMK
OHM ObINN NPU3HAHbI HEXKM3HECTIOCODHBLIMM B CAMOM UMMNNaHTare nu6o Npu ero U3roTOBNEHUM, AaHHbIE MaTe-
puanbl AOMKHbI ObITb OLIEHEHbI B COOTBETCTBUM C TpeboBaHuamu MCO 22442-1, NCO 22442-2 n NCO 22442-3
C TOYKW 3peHus 6e30NacHOCTU B OTHOLLEHWM BUPYCOB U APYrux nepeaaomxcs 60n1e3HeTBOPHbIX areHToB.

Mpumeyanune 3 — OnpegeneHns TEpMUHOB KUBOTHOE» U «TKaHb» npueaeHsl B UCO 22442-1.

7 OueHKa KOHCTPYKLUKM

7.1 OOwwue TpedboBaHuA

MMnnanTaTtbl 4OMKHBI ObITh OLIEHEHbI 411 AEMOHCTPALMK TOrO, YTO UX NoKa3aTenu HasHauYeHus JOCTMI-
HyTbl (CM. pa3agen 4). CTeneHb COOTBETCTBUSI MOKa3aTenen HasHa4YeHus aomkHa ObiTb onpeaeneHa u 10Ky-
MeHTanLHo oopmrneHa. be3onacHoCTb U nokasarenyu HasHa4YeHUs1 AOMKHbI ObITb NOATBEPKAEHLI NPU [ OKNK-
HWYECKOM U KNMUHUYECKOI OLIEHKE U NOCNENPOAAXHOM HabnIoAEeHUN, BKNIOYas COOTBETCTBYIOLLEE YpaBreHUe
puUCKaMmn Ha BCEX dTanax XXM3HEHHOTO LMKITAa MMIMIAHTaTa B COOTBETCTBUM ¢ TpeboBaHuamu UCO 14971.

7.2 [JOKNMUHUYECKAA OLeHKa

MMnnaHTaTbl AOMKHbI MPOWTU AOKIMHUYECKYIO OLIEHKY, OCHOBAHHYIO:

a) Ha AaHHbIX HAY4HO NMTepaTypsbl, OTHOCALLEWCS kK 6€30NacHOCTH, SKCryaTaLuOHHbIM U KOHCTPYKTUB-
HbIM XapaKTEPUCTUKaM, 8 TaKkke K MPeayCMOTPEHHOMY NPUMEHEHUIO UMNNAHTaTa;

b) aHanuse UMeLLMXCA NPOrHOCTUYECKUX U UTOrOBbIX AaHHbIX U3 TAKMX UCTOYHUKOB, KaK HauMOHasnb-
Hble U UHbIE PEeCcTPbl; aHanu3e AaHHbIX, NONYYEHHbIX B pe3ynbTaTe UCMbITAHWA, B TOM YUCHE CTEHAOBbLIX, U
nyTem NPUMEeHEHUs1 MPOBEPEHHbIX METOAOB, OLIEHKM 6e30MacHOCTM MMNINAHTATOB 1 NoKa3arenen Ha3Ha4YeHus.

B obbeme A4OKMMHMYECKOW OLEHKM CrieqyeT YYuTbiBaTh CYLLECTBYIOLUME JaHHble B OTHOLIEHUM NOA06-
HbIX UMNNAHTATOB UNU KOHCTPYKTUBHBLIX 0COBEHHOCTEI.

[oknuHUYeckne ucnblTaHUst UMMNAHTATOB AOMKHbI MOAENUPOBAaTb YCNOBKUSA NPEAYCMOTPEHHOrO Npume-
HeHuA. MeToabl UCMbITAHUIA U COOTBETCTBYIOLLME OrPaHNYEHNUs ANA KOHKPETHBIX TUMOB UMMNIIAHTATOB [ 0SMKHbI
ObITe OnpeaeneHbl 1 060CHOBAHbI M3rOTOBUTENEM W BKMOYaTb, NMPU HEOOXOANMOCTU, SKCNIyaTaLUOHHbIE UC-
NblTaHWUA in vitro ANa NPOBEPKW NpeanonaraemMoro B3auMOoAenCTBUS MEXAY MMMNNAHTaTOM U annapaTtypoii u,
€Cnu NPUMEHUMO, MEXIY CMEXHBIMU UMMNAHTaTaMM.

B Tex cnyyasx, korga umnnaHTauuma u, npu HeodxoaAMMOCTH, yaaneHne NMnnaHTara He MoryT ObiTb OLe-
HEHbl NYyTEM HENOCPEACTBEHHOrO CPaBHEHWUA C CYLLECTBYIOLLMMMU YCTPONCTBAMU, A0SHKHA OblTh BbINOMHEHA
MOCMEPTHasA 3KCNepTunsa, ecriv BO3MOXHO.

B TOM cnyyae ecnu Ans OLEHKWM UMMIaHTaTa akTyanbHbl CTaTUMEcKue W/Wnu AUHaAMUYECKWE Harpy-
304HbI€ UCMbITAHUS, TO AOIHKHBI MPUMEHSTh NMMBO NPUHSTbIE CTAHAAPTbI UCMILITAHUIA, NPU UX HAaNU4KUK, NGO
WHAUBKUAYANbHbIE TECTOBbIE MOAENM, YYMThIBAIOLIME XapakTepUCTUKU umnnadTara. Beugy Gonblioro pas-
HOOBpa3sns UMNNaHTaToOB U UX OCOGEHHOCTEN CTaHAapTbl UCMLITAHWIA MOTYT OTCYTCTBOBATb UMM MOTYT GbIThb
M3MEHEHbI N0 HEOBXO0AUMOCTH.

Tarke MOryT 6bITb MCNONb30BaHbI BUOU3NYEcKUe UK UMUTALMOHHbIE UCCIIe]0BaHNUS ANA AEeMOHCTpa-
LUK TOrO, YTO NPEeAYCMOTPEHHbIE IKCMIyaTaLMOHHbIE XapakTePUCTUKU UMMIAHTAaTa JOCTUTHYTbI.

McnbITaHua AOIMKHBI yYMTBIBATb OXUAAEMYIO HArpy3Ky U/unu ycnoBusi oKpykatoLien cpegbl. Kpome Toro,
ucnbiTyemble 06pasubl JOMKHbI C MaKCUMAIIbHOW TOYHOCTBIO UMUTMPOBATbL UCTONb3yeMblE UMMNAHTAThI.

Meroabl UCNbITAHWI 1 OTPAHUYEHUS ANS KOHKPETHbIX BUAOB MUMIMIIAaHTaTOB MOTYT ObiTh ONUCaHLI B ApY-
rMX COOTBETCTBYIOLLMX CTAHAAPTAaX, HEKOTOPbIE U3 HUX NepedncreHbl B bubnuorpadun.
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7.3 KnuHunveckan oueHka

MmMnnaHTaTbl A0MKHBI NPOWTU KNUHUYECKYIO OLIEHKY, OCHOBAHHYIO:

a) Ha KPUTMHECKOM aHanNU3e AaHHbIX HAYYHOW U KITMHUYECKOW NUTEpaTypbl, OTHOCALLMXCS K 6e3onacHo-
CTH, JKCMNIyaTauMOHHLIM U KOHCTPYKTUBHBLIM XapakTEPUCTUKAM, a TaKke K NpeayCMOTPEHHOMY NPUMEHEHUIO
9TOro uMnNnaHTara unu Aokasyemo aHanorn4yHbixX UMNIAHTATOB; UM

b) pesynbratax Bcex NpoBeAEHHbIX KITMHUYECKUX UCTILITAHUIA; UK

C) KOMGMHALUMMN KNMHUYECKUX AaHHBIX, NONTYy4YEHHbIX U3 NEPEYNCEHHBIX BbiLLE UCTOYHUKOB.

Ecnu npoeoaAT KNUHUYECKUE UCNLbITAHUS, OHU AOMKHbI ObITh BbINONHEHLI B COOTBETCTBUM C TpeboBa-
Huamun UCO 14155.

MpumevaHune 1 — TpeboBaHUA K KIIMHUYECKUM UCMBITAHUAM KOHKPETHBIX TUMNOB MMMIAHTATOB MOMYT ObiTh
BKJIIO4EHbI B COOTBETCTBYIOLME MEXAYHAPOAHBIE CTaHAaPTHI.

MpumevaHnue 2— B WNCO 14155 yctaHOBNEHO BKITIOMEHME B MNaH KIMHUHECKOTO UCTIbITAHUS yKasaHUsi cpoka
nocnegymowlero HabnogeHNsa AnNa KOHKPETHLIX NaLUEHTOB — YYaCTHUKOB KIUHWUYECKUX UCNBITAHUIA — ¢ 060CHOBaHWEM
3TOro cpoka. PekoMenayeTtcs, 4Tobbl CpoK nocrneaytowero HabnogeHnss NO3BONSAN NPOAEMOHCTPUPOBaTb (YHKLMOHU-
poBaHWe B NepuUof BPEeMeHW, JOCTaTOMHLIA ANS JOCTOBEPHOIO MpPeACTaBNeHUA XapakTepucTuk U3genus, a Takke Ans
naeHTUdUKaLUn U OLUEHKN pucka Niobbix HexenaTenbHbIX 3 eKToB, CBA3aHHLIX C UCNONb3OBAaHMEM UMNNAHTaTa, B STOT
nepuog.

7.4 NMocnenpoaaxHbIW KOHTPONb

JomkHa cyLecTBOBaTb CUCTEMATM3MPOBAHHAS NPOLIEAYPA AN aHan3a NocnenpoaAaKHbIX AaHHbIX 06
uMnnaHTarax.

Ecnu aHanu3 pucka, NpOBeAEHHbIN WU3rOTOBUTENEM, MOKA3bIBAET, YTO MPUCYTCTBYET CYLLIECTBEHHbIN
pUCK ANS NauueHTa B CMy4ae 0TKasa WUMNMAHTATa UMM HECOBMECTUMOCTM MEXAy UMNNAHTATOM W OpraHus-
MOM NaLWeHTa B TeYeHUe NPEAYCMOTPEHHOIO CPOKa CyXObl, U3TOTOBUTENb AOMKEH NPUHATL Mepbl, YTOGbI
y6eauTbCs B TOM, YTO hYHKLMOHMPOBaHUE U 6E30MacHOCTb UMIMNAHTaTa COXPaHAIOTCA.

MpumedyaHune — [logxofslime MeToAbl MOHUTOPUHIa PYHKUMOHMPOBAHUA U 6€30NacHOCTU UMNNAHTaTOB
BKIIHOYAIOT @aHanu3 BbXMBAEMOCTU (C peBU3NEN B Ka4eCTBE KOHEYHOM TOUKM), KNUHUYECKoe nocnegytollee HabnogeHue
nauWeHTOB UMK Apyrue METOAMKM, OCHOBaHHbIE Ha Hay4HO 060CHOBaHHLIX pykoBoacTBax (cM. [3]).

8 lMpousBoacTBO
WmnnaHTaTbl 4OMKHBI ObITb U3rOTOBNEHbI TaKUM 06pa3om, UToGbl Bbinu 0CYLLIECTBNEHBI YKa3aHHbIE 0CO-
GEHHOCTUN KOHCTPYKLIUK.

MpuMedaHune — TpeboBaHUs K NPON3BOACTBY HEKOTOPLIX TUMOB UMMIIAHTATOB BKITOYEHE! B ApYrue cTaHAapThl.

9 Crepunusauus

9.1 O6wme TpeGOBaHUA

M3roToBUTENb AOMMKEH NOATBEPAUTD, UTO NPUMEHSEMbIE METOAbLI CTEPUNM3ALIMN UMK, eCNn HeobXoauN-
MO, NOBTOPHOI CTepunusauuy UMNMaHTara He HapyLlaloT ero 6e30nacHOCTb UMK 9KCNMyaTaLMoHHbIE Xapak-
TEPUCTUKMN.

9.2 Uspenusa, noctaBnseMble CTEPUNbHbIMU

Mpouecc crepunu3aumn ormkeH ObiTb BAaNMAMPOBaH M perynspHO KOHTPOIIMPOBATLCS.

Ons umnnaHTatoB ¢ PUHULLHON CTepunusauunen, MapknpoBaHHbIX Hagnuceto « CTEPUINBHO», Teope-
TU4ecKas BEPOATHOCTb NPUCYTCTBUS XU3HECTOCOBOHBIX MUKPOOPraHU3MOB BHYTPU M3AENUA UMK HA HEM LOJK-
Ha 6bITb He Gonee 1 - 1075.

MpumeyvaHune — TpeboBaHUA K APYrUM YPOBHAM KavyecTBa CTEPUNBHOCTMU AMA HEKOTOPLIX UMMNMaHTaToB faHbl
B COOTBETCTBYIOLLUMX CTaHAapTax ypoBHeh 2 n 3.

MsrotoBuTenn MOryT UCNOMNb30BaTh APYrue yPOBHU KauecTBa CTEPUNBbHOCTU, €CNK 3TO 06O0CHOBAHO A0-
KYMeHTanbHO ohOpPMIIEHHON OLIEHKON pucka. Ecnu uMnnaHTaTbl CTEPUNUYIOT 3TUNEHOKCUAOM, PYKOBOACTBY-
totca NCO 11135-1; ecnu obnyyeHmem, 1o — UICO 11137-1 u UCO 11137-2; ecnu napom, To — NCO 17665-1;
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€Cnn UMNNaHTaThbl, cogepXxalume Matepuanbl XXMBOTHOIO NPOUCXOXAEHUSA, CTEPUIUIYIOT XUMUYECKUMW XUI-
kocTamu, npumensaiotT UCO 14160; ecnu niobbim Apyrum MeToaoM bMHULLIHON cTepunu3auun, — UCO 14937.
Ecnu umnnaHTaTtbl U3roTaBnMBatoT B acenTUYeckux ycrnosusx, npumensior UCO 13408-1.

9.3 Crepunusauus norpedurenem

9.3.1 U3penusa, noctaBnsieMbleé HeCTEPUNbHLIMKN

[na uMnnaHTaToB, NOCTaBNSIEMbIX HECTEPUNBbHBIMU, U3FOTOBUTENb AOSMKEH YKa3aTb N0 MeHbLUEH Mepe
O/IUH NOAXOASILLMIA METOA CTEPUIU3ALMU C TAKUMU NapaMeTpamMu CTEPUNU3ALMOHHOTO LMKNa, Y4ToObl nx 6e3-
OMacHOCTb U 3KCNMyaTaLUOHHbIE XapaKTEPUCTUKN HE yXyallanucb. Ecnu MHOrokpaTHble LMKnbl cTepunuaa-
LiUM HEAONMYCTUMBI, 3TO AOSMKHO ObITh yKa3aHo B MHpopmauum, npeaocrasnsemMon npou3soaguTenem (cm. pas-
aen 11).

9.3.2 MNoBTOpHaAA cCTepuUnNUsauusa

B undopmaummn, npegoctaBnsaeMoii U3rotoButenem, Ao/mkHa ObiTb yka3aHa BO3MOXXHOCTb MOBTOPHOM
cTepunu3aummn UMNNaHTaTa U MeToAbl U NapameTpbl CTEPUNU3ALMOHHOTO Linkna B cooTeeTcTBumn ¢ UCO 17664.
MsrotoButens AOMKeH yka3aTb MakCUManbHOE YUCNO LMKNOB MOBTOPHOW CTEpUnu3auuu, KOTOpble MOryT
ObITb BbINONHEHbI 63 HapyLLueHUs 6e30NacHOCTU U 3KCNyaTaLUMOHHbIX XapaKTepUCTMK UMMMAaHTaTa.

9.4 OcTtaToyHble BelecTBa Nocne cTepunusaunm

McnbiTaHue Ha OCTaTouyHble BeLecTsBa NOCIE CTepunu3auunm AOMKHO COOTBETCTBOBATH MPUHLMMNAM,
ycraHoBneHHbiM B MICO 10993-1. OctatouHoe coaepkaHue 3TUNeHoKCUaa He AOMKHO NPEeBbILLAaThL NPeernos,
yKa3aHHbix B UICO 10993-7.

10 YnakoBka

10.1 3awwuTa OT NOBPEXAEHUA NPU XPAHEHUU U TPAHCNOPTUPOBAHUN

YnakoBka KaXxgoro MMmnnaHtata AomkHa ObiTb TakoW, YTOObl B yKa3aHHbIX W3rOTOBUTENEM YCMOBUAX
XpaHeHus, TPaHCNOPTUPOBAHMS U 06paLLeHNsl C UMNNAHTATOM (BKOYas KOHTPOSb TEMNEPATYpPbl, BNAXXHOCTH
1 aTMOCEpPHOro AaBneHNs, eCnu NPUMEHUMO) obecneumBanach €ro 3almTa oOT NOBPEXAEHUN U YXYALIEHUS
CBOWCTB, a camMa ynakoBKa He okasbiBarna BpeAHOro BO3AE€MCTBUSI HA UMNIIAHTAT.

MpumevyaHue 1 — MNpu HeobXogMMOCTU MOryT GbiTb UCMONB30BaHbl METOALI UCTbITAHWIA, NpeCcTaBNeHHbIE B
M3K 60068-2-27, MGK 60068-2-31 nunu M3OK 60068-2-47.

MpumevyaHue 2 — [o NpuHSATUSA onpefeneHHoro criocoba ynakoBKM peKOMEHAYETCHA NMPOBOAUTL OLIEHKY ero
COOTBETCTBUS NPEeSYyCMOTPEHHOMY NPUMEHEHUI0. OTO MOXET BbITb BLINOMHEHO NMYTEM UCTbITAHWIA NpU TpaHCNopTUpOBa-
HUMW B OMacHoii cpefe, MOAENMUPYIOLLEN YCIOBUS, KOTOPbLIE MOFYT BO3[e/CTBOBATL Ha yNakoBKY.

10.2 CoxpaHeHUe CTEPUNBLHOCTU NPU TPAHCNOPTUPOBAHUMN

MmMnnaHTatbl, MapkupoBaHHble Hagnuceto «CTEPUNBHO», 4omkHbI ObITh YNakoBaHbl TAKUM 06pa3omMm,
4YTOOblI COXPAHANCH UX UCXOAHbIA YPOBEHb CTEPUNBHOCTU NPU YKA3aHHbIX YCNOBUAX XPaHEHUS, TPAHCMOPTU-
poBaHuu U oBpaLleHusi, 3a UCKITIOYEHMEM TEX CIy4aeB, Korga ynakoBka, obecnednBaloLlas CTepUnbHOCTb,
noBpexxaeHa Unu BCKpbITa. YnakoBka AomkHa cooTeeTcTeoBate MCO 11607-1.

11 UHcpopmaumsn, npegoctaBnsiemasl npoussoauTenemM

11.1 O6wme TpeGoBaHUA

MHdopMauus, npegoctasnsemas U3roToBuTenemM U npegHasHavdeHHasa Ans HenocpPeaCTBEHHOIO BU3Y-
anbHOro BOCMPUATUSA, AOMKHA ObITb MErko YUTaeMON U YETKON Npu NPOCMOTPE NPU OCBELLEHHOCTM 215 nk
nonb30BaTeneM ¢ HopMarnbHbLIM MU CKOPPEKTUPOBAHHBIM A0 HOPMAIBHOTO 3PEHWMEM C PacCTOsIHUSA, onpeae-
NEHHOro C y4eToM (POPMbI U pasmMepa KOHKPETHOrO MMMNMaHTaTa.

MpumedvyaHune 1— PekomeHayeTcs yGeanTbCA B TOM, YTO NpejocTaBnseMas MHopMaLWs NOHATHa NOTEHLU-
anbHOMY NonbL30BaTenNto UK ApyruM nuLam, npu HeobXxogMMoCTMy.

Ecnu Ha KOHTeliHepe u3aenusa HeaoCTaToMHO MeCTa, COOTBETCTBYIOLLAA UHAOPMAaLMA MOXKET GbiTb NpU-
BEAEHA BO BMOXEHWUM, B CONPOBOAUTENBHOM AOKYMEHTE UMK Ha CMEAyoLLEM CMOe YNaKoBKN.
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[ns pacno3HaBaHWsA onpeaeneHHoNn MapKUPOBKM HA MarnbiX UMK CNeLManu3npoBaHHbIX UMMNaHTaTax
MOryT noTpeboBaTbCs APYrne MeToasl, NOMUMO BU3yarbHOrO, HanpuMep aNeKTPOHHbIE METOAbI.

Mpu HeobXoaAMMOCTH, B MapKUpPOBKE M COMPOBOAUTENbLHLIX AOKYMEHTaX MMMnaHTara MoryT 6biTb UC-
nonb30BaHbl CUMBOIbI, abbpeBuatypel n UBeToBas uaeHTudukauma. Jiiobble UCNONb30BaHHbLIE CUMBOINbI,
abbpeBuatypbl U LUBETa MAEHTMMUKALMW OOMKHbLI COOTBETCTBOBATb OMYGNMKOBAHHBLIM MEXOYHAPOAHbLIM
crtaHgaptam (Hanpumep, MCO 7000). B cnyyae nx oTCyTCTBUA U3rOTOBUTENb AOMKEH ONUCATb CUMBONbI, ab-
Opesuartypbl UK LIBETa nAEHTUAMKALMKA B CONPOBOAUTENBHON AOKYMEHTALMU HA UMNMAHTAT.

WHdpopmaums, npegocraBnsemas u3arotoButenem, 40m«Ha obiTb NpeacTaBneHa TakuMm o6pasom, Ytobbl
HEBO3MOXHO BObINO €e nepenyTaTtb C APYroi BaXKHON MHAOpMaLMei.

Bce eamHuubl namepeHuii 4omkHbI ObiTh BbipaXeHbl B eanHulax CU, kak ykasaHo B MCO 80000. SkBu-
BaNeHTHbIe €4MHULbI MOTYT ObITb NPUBEAEHDbI B KPYITbIX CKOOKaX.

MpumeyvyaHue 2 — Cneayer obpaTuTb BHUMaHWe Ha MCO 80000-1, B KOTOPOM AaHbl AONONHUTENbHLIE YKasa-
HUS OTHOCUTENbLHO NpUMeHeHnsa egnHul CU.

B cnyyae BO3MOXHOCTU U1 LienecoobpasHoCcTu, nHdopMaums, HeoGxoammas anst 6e3onacHoro npuMeHe-
HUA UMNnaHTara, 40JpKHa OblTb HAHECEHa Ha caM MMNNaHTar, n/vnu Ha YNaKOBKy Ka)XAoro umnnadHrara, unu,
npu HeoBXo0AUMOCTH, HA NOTPeOUTENbLCKYIO Tapy. ECnn nHaMBuayansHas ynakoBka Anisl KaXgoro uMnnaHrara
He MOXeT ObITb MCMONb30BaHa, MHopMaumsa AorkHa ObiTb NPUBEAEHA BO BKMaabllle, npunaralowemMecs K
KaXXaoMy nmnnaHtTarty unm ynakoBke.

Ecnu npumeHumMo, perynupyemble nonb3oBaTenem 4actu umnnaHTara AosmkHbl UMETb YETKOE yKasaHue
CBOUX (DYHKLIMNA.

Jliobble CbeMHbIE YacTu, NpefHa3HavYeHHbIe U3rOTOBUTENEM ANA UCMONb30BAHUS OTAENbLHO OT Camoro
UMnnaHTara, AOMKHbl ObITb MAEHTUUUUPOBAHLI KOAOM NAPTUK UMK APYIMMKU CnocoBamu.

Bce patbl gomkHbI ObITh NpeacrasneHsl B hopmare MTT-MM-440, wam FTTT-MM, wnu I'TTT B cooTeeT-
ctBuu ¢ UCO 8601.

11.2 HaHeceHue 3TUKETOK

Ha atukeTke gormkHa ObITh yKkasaHa crnegyowas nHopmauyms:

a) ecnu ynakoBKa COAEPKUT PaaNOaKTUBHbIE BELLECTBA, TO OHA [10JDKHA UMETb MAPKUPOBKY, YKa3biBalo-
LLYIO TUM U CTEMEHb aKTUBHOCTU PaAMOAKTUBHbLIX BELLECTB;

b) HaumeHOBaHME U aapec M3roTOBUTENA UMK, €CNU HEOOXOAMMO, YNONMHOMOUYEHHOTO NPEACTaBUTENS,
BKIOYas, MO KpaliHei Mepe, ropoa u CTpaHy;

C) onucaHue uspenusa (Hanpumep, CepAeYHbIN knanaH), 0603Ha4YeHne Moenu uaenus 1, Npu Heo6xo-
OUMOCTHW, HOMEP NAPTUMN NN CEPUAHBIN HOMEP U3AENUS C COOTBETCTBYIOLLMM 0003HaYEHNEM.

Mpumep — «LOT», «SN», Homep napmuu unu cepuliHbili Homep no UCO 7000-2492 u UCO 7000-2498
€o0meemcmeeHHo;

d) ecnu npeaycMOTPEHHOE Ha3HAYEHUE UMMIIAHTATa HE O4EBUAHO ANIS MOSb30BaTeNsl, YETKOE yKasaHue
NpeyCMOTPEHHOIO HAa3HAYEHUST,
€) eCNM NPUMEHMMO, YKa3aHME, YTO COIEPXKMMOE YMAKOBKU CTEPUITLHO, M METO/ CTEPUNU3ALIMK.

lpumep — Cnoeo «CTEPUINbHO», unu cumeon crepunbHoctu no MCO 7000-2499, unu oauH U3 CUMBO-
noB «CTepunusoBaHo ¢ UcMNonb3oBaHWeM...» cornacHo NCO 7000-2500, UCO 7000-2501, NCO 7000-2502 nu6o
NCO 7000-2503.

f) ecnu oagUHAKOBbLIE UMM NOXOXXME UMMIIAHTATLI PEanu3yioT U B CTEPUNBHOM, U B HECTEPUIIBLHOM BUaeE,
YeTKOe yKa3aHue, YTO COAEePKMMOE KOHKPETHOM YNaKOBKN HECTEPUITLHO.

Mpumep — Cumeon «HecmepussHo» rno UCO 7000-2609;

@) ecnu NpUMMEHMMO, Aata «roAeH A0...» (roa u Mecsw).

lpumep — Cumeo «200eH do...» no UCO 7000-2607;

h) ykaszaHue, 4To MMNNaHTaT NpeaHasHayYeH AN OAHOKPAaTHOIO UCMOJb30BAHMSI.
lMpumep — Cumeon «He ucrnosi308amkb ifoemopHo» no UCO 7000-1051;

i) cneyunanbHble YCNOBUSI XpaHEeHUs U/unu obpaLLeHus;
j) cneymnansHble paboune UHCTPYKUUK;
K) npeagynpexaeHus unu npegocTepeskeHns nNo NPUMEHEHMUIO.
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11.3 VHCTPYKUMM NO IKcnyaTauum

MHCTpyKUMK NO 3KCnnyaTauum AOMKHbI CoAepXKaTb CreaytoLLyio MHopmaLmio, eCrnm NPUMEHUMO:

a) ecnu ynakoBKa COAEMKUT PaJUOaKTMBHLIE BELLECTBA, TUM M CTENEHb aKTUBHOCTU PaAUOaKTUBHbLIX
BeLLUeCTB U nogpobHasa uHdopMauus o NpMpoae U3NyYyeHus, CpeacTBax 3almuThbl NauMeHTa, nonb3oBaTens u
TPETbUX NU1L, a TaKKe 0 NYTAX NPeaoTBPaLLEHMSA HENPABOMEPHOTO UCMONb30BaHUS;

b) HanmeHoBaHWE U agpec N3roTOBUTENS, BKIOYAsA ropoj, CTpaHy M HoMmep TenedoHa;

C) onucaHue umnnaHTata (Hanpumep, CEpPAEYHbIN KnanaH) U 0603Ha4YeHUe MOAENU UMNMAHTATA;

d) ecnu npeaycMOTPEeHHOE HasHayYeHne uMnnaHTara He O4eBMAHO AN NONbL30BaTEeNs, YETKOe yKazaHue
npeayCMOTPEHHOIO Ha3HaYeHus;

€) NPeayCMOTPEHHbIE 3KCNIyaTauuOHHbIe XapaKTepUucTUKU, ONUCaHHbIe B pasaene 4, n Bce Hexena-
TenbHble NOB0YHbIE 3hEKTHI;

f) nHdbopmauma, No3BoONALASA NONbL3OBATENIO BLIOPaTh NOAXOAALMIA UMMNNAHTAT (BKOYaA NpaBUslb-
Hblli pa3mep), NPUHAAMEXHOCTM K HEMY U APYrMe COOTBETCTBYIOLLME U3JEnNuUs, C Lenblo obecneveHust 6es3-
OMAacHOr0 COYETaHUS;

g) MHcopMaLmsa No NpaBuIbLHON UMMNMAHTALMKU U METOAAM M30EXaHUSE UMK MUHUMKU3aUMK cneuuduyde-
CKMX PUCKOB, CBA3AHHbIX C UMNaHTauUuen;

h) uHdopmauus, Heobxogumasa Ana NPOBEPKU NPaBUIIBHOTO M 6e30MacHOro PYHKLUMOHUPOBAHUA UM-
nnaHrara;

i) ykasaHue, 4yTo CogepK1UMOoe YyNakoBKU CTEPUIBHO, U UCMONb30BAHHLIN METOA CTEPUNMU3aLn.

lMpumep — Cnoeo «CTEPUIIbHO», unu cumeon cmepusibHocmu rno ACO 7000-2499, unu oOuH u3 cumeorsioe
«CMepusIu308aHo € UCNOoNL308aHUeM...» o MCO 7000-2500, UCO 7000-2501, UCO 7000-2502 unu ACO 7000-2503;

j) ecnn ognHaKkoBbIE MW CXOXWE UMNMAHTaTbl PEANU3YIOT U B CTEPUNBHOM, U B HECTEPUSIbHOM COCTOS-
HUSIX, UHCTPYKLMIO NO CTEpUNM3aummu CoaepKumMoro, ecnm npuMeHUMO;

k) noapobHas nHcdopmaumusa o nboi ob6paboTke unu nNoarotoske, TpebyeMoi A0 UCNONbL3OBAHUSA UM-
nnaxTara.

lMpumep — OkoHYamenbHas cbopka, oyucmia, cmepunusayus u m. n.;

I) MHCTPYKUMA NO MeToAy cTepunu3aumu ¢ TpebyembiMU napameTpamu LMKNA AN MMNIAHTaToB, No-
CTaBnsieMbIX HECTEPUNbHBLIMU, UK 41151 TEX CryYaeB, KOrga ynakoska Obina noBpeXxaeHa Ui paHee oTkpbITa,
U MaKCUMAarnbHOE YMCIO LIMKMOB NOBTOPHOM CTEPUNU3ALIMK, KOTOPOE MOXKET ObITh BbIMOMNHEHO;

m) yKazaHue, YTo UMMaHTaT npegHasHaveH Ans OA4HOKPATHOMO UCNOMNb30BaHUS.

lMpumep — Cumeon «He ucnosbL308ame nosmopHo» no UCO 7000-1051;

n) no6ble cneunanbHbie YCNOBUA XpaHeHUs n/unu obpalueHus;

0) npegynpexaeHnsa unu npeaocrepexxeHnsa no NnpuMeHeHuto, BKniovass orpaHu4eHust No XMM1M4eCkum
BeLwecrsaM (HanpuMep, CNUpPT), BO3AENCTBUIO KOTOPLIX MMMNIIAHTAT MOXXET NOABEPraTbCH B KIIMHUYECKUX YC-
noBusx;

p) XapakTep HEeXXU3HECMOCOBHbIX TKAHEN XMBOTHBIX UIM UX NPOU3BOAHbLIX (HANpUMMeEp, HENOBPEXAEHHOM
TKaHM, BbICOKOOYULLEHHBIX MPOU3BOAHbIX), ECNU UMMIIAHTAT COAEPXUT Takue matepuarnsi;

) npeaynpexaeHust 06 oNacHOCTAX, BO3HUKAIOLLMX NPU B3aUMOAEHCTBUM UMNIAHTaTa u Apyroro 06o-
pPYyOOBaHUs!, KOTOPOE YaCTO MPUMEHSIOT NPY NPOYMX KIMHUYECKUX NpoLieaypax UK neveHuu;

r) ykasaHue OTHOCHUTENbHO BeszonacHocTu umnnavtara B MP npoctpaHcTBe M, npu Heob6XoaUMOCTH,
uHdopMauus o6 apredakrax MP nsobpaxxeHusi B Lensx coaenicTBUsi BpayaM B MHTEPNPETaLMU UCKAXKEHUN U
notepb curHana B MP n3o6pa)xeHuu, BbI3BaHHbLIX MMMNIIAHTATOM.

lMpumep — TepmuHbI U cumeosbi no MP 6e3onacHocmu daHbl 8 ACTM ®2503-05.

MpumevyaHune — Cnepyer o6patnTb BHUMaHWe Ha ACTM ®2119, B KOTOPOM yKasaH MeTof UcnbITaHuii ANA
oLeHku apTedakToB MP nsobpaxeHus, Bbl3BaHHLIX HEaKTUBHBEIMU MMNNaHTaTaMy,

S) UHCTPYKLWMS NO NPABUIIbHOMY M3BMEYEHUIO U YTUNU3ALMM UMNNAHTAaTa.

MpumevyaHune — CneayeT o6patnTb BHUMaHne Ha MCO 12891-1, B KOTOPOM AaHbl AONOMHUTENbBHBLIE YKa3aHUA
MO U3BINEYEHWUIO U aHanNU3y UMNNaHTaToB,
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t) nogpo6HOCTU, NO3BONAIOLLME MEAULIMHCKOMY NEepCoHany uHgopmupoBaTh naumeHTa 060 Bcex Mmepax
nNpeaoCTOPOXHOCTU, KOTOPbIe HEOGXOAUMO NPUHSATb, BKIIOYAA:

- AeNCTBUSA, KOTOPLIX crneayer usberarb;

- BO3MOXXHbIE MEpPbl NPegOCTOPOXHOCTU, KOTOPbIE CrneayeT NPeanpuHATL NPU HOPMarnbHOW NOBCEAHEB-
HOW AEATENbHOCTH.

lMpumep 1 — U3bezamb nnecmHuUY, He NPUHUMamMb No3y 27ly60K020 npucedaHusi;

- Mepbl NPEeI0CTOPOXHOCTU ANS NPeAOTBPALLEHUS HEXENATENbHbIX ABMEHUI B CBA3U C U3MEHEHUSIMU B
hYHKLMOHUPOBAHNM UMMNAHTATA;

- peKOMEeHAaLMKU NauneHTy 0 HeoBX0AMMOCTU MEAULIMHCKOW KOHCYNLTALMU NPYU BO3MOXXHOM BO3HUKHO-
BEHWUU NOTEHLMANBLHO HEGNArONPUATHLIX YCIOBMIA, KOTOPbLIE MOTYT NOBMUSATL HA (DYHKLIMOHUPOBAHWE UMMIIaH-
Tara.

Tpumep 2 — SnekmpomazHUMHLIE 101151, IKCMpeMaslbHasi meMepamypa, nepenads! 0aeneHus;

- UHHOPMALIMSI O MOTEHLMANbHbIX B3AMMOZENCTBUSAX C APYTMMU TEPANEBTUYECKUMU UMW AUATHOCTHUYE-
CKMMM npoLeaypaMu Unu U3aenusmu.

Mpumep 3 — MPT;

- nHhopMauusi 060 BCeX NEKaPCTBEHHbIX BELLECTBAX, COAEPXALLUMXCA B MMNaHTare (CM. pasaen 6);
u) AaTa BbiNycKa Unu NocneaHen peaakuum MHCTPYKLUU MO NPUMEHEHUIO.

11.4 OrpaHu4YyeHUs NO COBMECTHOMY NPUMEHEHUIO

Ecnu uMnnaHTaTt npegHasHayeH Ansi NpUMEHEHUSI COBMECTHO C APYIMMU UMMNaHTaTaMu UM YCTPOii-
CTBaMu, TO TAKOE COYETaHWE B LIENOM, BKIIOYasi CPEICTBA COEAUHEHUS, IOIMKHO ObITh 6€30MacHbLIM U HE HapY-
LLIATb YCTAHOBIEHHbIE 3KCMIyaTALMOHHbIE XapaKTEPUCTUKM UMNNaHTaTa. Bce orpaHMyYeHust No COBMECTHOMY
NPUMEHEHNIO AOMKHbI ObITh YKa3aHbl HA STUKETKE UMK B UHCTPYKLMKU MO NPUMEHEHMIO.

11.5 MapkupoBKka UMNIaHTaTOB

Ha umnnaHTatax 4omkHa ObITb Crneayiowas MapkupoBska:

a) HaMMeHOBaHWe U3roTOBUTENA UMW TOBAPHLIN 3HAK;

b) Ko napTumn (HOMep NapTuKn) UnNu CEPUHLIN HOMEP.

Ecnu mapknpoBka 6y4eT BNMATb Ha NPegyCMOTPEHHOE (OYHKLMOHUPOBAHNE, UM UMNAAHTAT CIIULLKOM
man, unu ero u3n4eckne CBOWMCTBA He MO3BONSIOT HAHECTU pasbopuMBy0 MapKUPOBKY, TO Tpebyemas WH-
cdhopmauus gormkHa GbITb NPUBEAEHA HA STUKETKE UMK C MOMOLLLIO APYIMX CPEACTB ANns ob6ecneyeHus oTcne-
KMBAEeMOCTH.

11.6 MapkupoBKa cneuunanbHOro HasHayeHusa

Ecnu umnnaHTaTt npeaHasHayveH Ans cneuuanbHbiX Lenemn, STUKETKM M UHCTPYKUUS MO NPUMEHEHWUIO
AOJDKHBI COAePXaTb ONPeaeneHHbIe ykasaHnsa (Hanpumep, «M3roToBEHO Ha 3aKa3y MW «TOJSbKO AN KIWHKU-
YECKMX UCTIbITAHWUIY).

MpuMmedaHue — HacneynanbHylo MapkupoBKy MOFYT PacnpoCcTPaHATLCA HaUMOHaNbHbIE UMK peroHarnbHble
HopMaTmBbI, Tak1e kak pasgen 21 CFR 812.5 cBofa desepanbHoro sakoHogatensctsa CLLA unu ocHoBHble TpeboBaHUA
13.3 g) 1 13.3 h) aupekTuebl Coeeta EBponsl 93/42/EEC.

10
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MpunoxeHune A
(cnpaBouHoe)

CBeeHusA 0 COOTBETCTBUM CCbISTIOYHbIX MEXAYHAPOAHbLIX CTaHAAPTOB
HauUoOHaNbHLIM U MEXITOCYAAPCTBEHHLIM CTaHAApPTaAM

Tabnuya OAA1

0O6o3Ha4YeHne CCbINOYHOro
MexXayHapoaHoro ctaHgapTa

CreneHb
COOTBETCTBUA

O6o3HayeHUe U HaUMEHOBaHWe COOTBETCTBYIOLLEro HALMOHANbHOo
U MEXrocyjapCTBEHHOTO CTaHAapTa

I1SO 8601

IDT

FOCT UCO 8601-2001 «Cuctema ctaHaapToB no uHdopmauuu, 6Gubnuo-
Te4YHOMY U m3garenbckoMmy feny. MNpeacraeneHune fat n speMmeHn. Obwme
TpeboBaHusA»

ISO 10993-1

IDT

FOCT NUCO 10993-1-2011 «M3penusa meauumHckne. OueHka Buonorude-
CKOro AeicTBUA MeauLUMHCKMX uagenuin. Yactb 1.0UeHKa U uccnefoBaHusa »

ISO 10993-7

IDT

FOCT NUCO 10993-7-2011 «U3penusa meauumHckne. OueHka Guonorude-
CKOro AeicTBUA MeAULMHCKUX usgenui. Yactb 7. OcTaTouHOe coaepxaHue
3TUNEHoKcHAa Nnocrie cTepunusagum»

SO 11135-1

IDT

FOCT UCO 11135-1-2007 «CTepunusauusa MeguunHCKon Nnpoaykunumn. 3tu-
neHokena. Yacte 1. TpeboBaHusA k paspaboTke, Banuaauunm U Tekywemy
KOHTPOIO npoLecca CTEpUnn3aumn MEAULIMHCKNX U3REeNnii»

SO 11137-1

IDT

MOCT UCO 11137-1-2011 «Crepunusaums MeAULUUHCKON NpoayKLUUN.
YacTb 1. TpeboBaHuA Kk paspaboTke, BanuaauMu U TEKyLEMY KOHTPONIO
npouecca cTepunuaaLun MeiULIMHCKUX Usgenuin»

ISO 11137-2

IDT

FOCT UCO 111372-2011 «Crepunusaums MeAULUHCKON NpoayKLUN.
PapvaumoHHasa cTtepunusauua. Yactb 2. YcTaHOBNEHWE CTepUnusyioLlen
[03bI»

ISO 11607-1

IDT

FOCT NCO 11607-1-2011 «YnakoBKka MefWLMHCKUX W3AEnuii, nopnexa-
WKMX bUHULWHOK cTepunusauun. Yactb 1. TpebosaHuA K MaTepuanam,
GapbepHLIM cMCTEMaM ANA CTEPUNM3aLumn U yNnakoBOYHBEIM CUCTEMaM»

SO 13408-1

IDT

FOCT P NCO 13408-1-2000. «AcenTu4eckoe Npon3BoACTBO MeULIMHCKOW
npoaykuum. Yactb 1. O6wme TpeboBaHus»

ISO 14155-2

IDT

FOCT P UCO 14155-2—-2008 «PykoBogcTBO NO NPOBEAEHMIO KITMHUYECKNX
UCnblTaHWn MeaULMHCKUX n3genuid. YacTs 2. NnaHmposaHne KITMHUYECKUX
ucnblTaHniny

ISO 14160

IDT

[OCT ISO 14160-2011 «Ctepunusauma ogHopasoBblX MefULMHCKUX 13-
Aenuid, cogepxalyux maTepuarbl XUBOTHOrO NpoucxXoxaeHns. Banvwgauus
N TeKYyLUMIA KOHTPOMb CTepunmaaLnm ¢ NOMOLLIO XUAKUX CTEPUMU3YIOLLUX
CpeacTB»

ISO 14937

IDT

FOCT P NCO 14937-2012 «CTepunusaums MeanyuHckoin npogykymu. O6-
e TpeboBaHNA K onpefeneHuio XapakTepucTK CTEPUNU3YIOLLLEro areHTa
1 k paspaboTke, Banugauun 1 TEKyLLEeMY KOHTPOSIO MpoLiecca cTepunvaa-
LM MeJMLMHCKUX U3genniy

ISO 14971

IDT

FOCT P CO 14971-2009 «Mafenus MeanLUmMHcK1e. MNpuMeHeHne MeHeaxX-
MeHTa puUcka K MegULUUHCKUM U3gennam»

ISO 17664

IDT

OCT P UCO 17664-2012 «CTepunusauma MeguuUHCKUX uagenuid. H-
dopmMaLms, npenocTasnseMass 3roToBuTenem ANs NPoBeAeHUA NoBTOp-
HO CTepunusaLn MeaULMHCKUX N3Aenunii»

SO 17665-1

IDT

FOCT P UCO 17665-1-2006 «CTepunusauyua meguLMHCKOA NPOAYKLWMU.
BnaxHoe Tenno. YacTe 1. TpeboBaHWA K paspaboTke, Banuaauumn u Teky-
LLeMy KOHTPOJIO NpoLecca CTepUNU3aLn MeguLMHCKUX U3genuiy
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OkoH4aHue mabnuupi [JA. 1

OB03HaYeHNe CCbINOYHOro CTteneHb OBo3Ha4eHe U HauMeHoBaHWe COOTBETCTBYHLLEro HaunoHarnbHoOro

MeXAyHapo4Horo ctaHgapTa COOTBETCTBUA N MeXrocygapcTtBeHHOro craHgaprta

ISO 22442-1 IDT FOCT P UCO 22442-1-2011 «M3genuna meguLMHCKUe, NCNONb3yoLLue TKa-
HW 1 UX NPOU3BOLHbLIE XWBOTHOIO NpoucxoxgeHus. Yacts 1. MeHegxmeHT
pucka»

ISO 22442-2 IDT FOCT P UCO 22442-2-2011 «3genuna MeguLMHCKUe, NCNONb3YoLLue TKa-
HW W UX NPOU3BOLHLIE XWBOTHOIO MpoucxoxgeHus. Yactb 2. KoHTponb oT-
6opa, cbopa n 06paboTkn»

ISO 22442-3 IDT FOCT P UCO 22442-3-2011 «3genuna meguLMHCKUe, UCNonb3ytoLue Tka-
HW 1 UX MPOU3BOAHbIE XWBOTHOIO NpoucxoxgeHus. Yactb 3. Banugauwsa
YHUUTOXEHWSA MW Je3aKTMBaLMKu BUPYCOB U areHToB WHAEKLWOHHON ry6-
YyaToln sHuedononaTUn»

ISO 80000 (all parts) IDT FOCT P NCO 80000-1-2009 «KayecTBO AaHHbBIX»

BETCTBUA CTaHOapTOB!

- IDT — ngeHTUYHble cTaHgapThl.

M punMmedyaHne — B HaCTOHLLleVI Ta6n|/|qe ncnonbL3oBaHoO cnejykolee ycnoBHoe 0b03Ha4YeHune cTeneHn cooT-
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ISO/TR 14283:2004, Implants for surgery — Fundamental principles

ISO/IEC Guide 51:1999, Safety aspects — Guidelines for their inclusion in standards

MEDDEYV 2.12-1, Medical Devices: Guidance document, Guidelines on a medical devices vigilance system
CtaHpaprtbl ypoBHA 1

ISO 16061, Instrumentation for use in association with non-active surgical implants— General requirements
CtaHpapTbl ypoBHA 2

ISO 5840, Cardiovascular implants — Cardiac valve prostheses

ISO 14602, Non-active surgical implants — Implants for osteosynthesis — Particular requirements

ISO 21534, Non-active surgical implants — Joint replacement implants — Particular requirements

ISO 25539-3, Cardiovascular implants — Endovascular devices — Part 3. Vena cava filters

EN 12006-2 + A1, Non-active surgical implants — Particular requirements for cardiac and vascular implants —
Part 2: Vascular prostheses including cardiac valve conduits

CTaHAapTbl ypoBHA 3
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 replace-
ment implants

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

JdononHuTenbHble CTaHAAPThLI, UMeloLME OTHOLIEHUE K AaHHOMY BONPOCY

ISO 7000, Graphical symbols for use on equipment — Registered symbols

ISO 12891-1, Implants for surgery — 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 60068-2-31, 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

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

ASTM F2052, Standard Test Method for Measurement of Magnetically Induced Displacement Force on Medical
Devices in the Magnetic Resonance Environment

ASTM F2119-07, Standard Test Method for Evaluation of MR Image Artifacts from Passive Implants

ASTM F2182, Standard Test Method for Measurement of Radio Frequency Induced Heating On or Near Passive
Implants During Magnetic Resonance Imaging

ASTM F2213, Standard Test Method for Measurement of Magnetically Induced Torque on Medical Devices in the
Magnetic Resonance Environment
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[26] ASTM F2503-05, Standard Practice for Marking Medical Devices and Other ltems for Safety in the Magnetic
Resonance Environment

MpaBoBble HOpMbI ANA CNpPaBKK

[27] 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

[28] European Council Directive 93/42/EEC of 14 June 1993 concerning medical devices
[29] U.S. Code of Federal Regulations, section CFR 812.5
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KntoueBble crioBa: MMMAHTaTbl A1 XUPYPrUK HEakTUBHbIE, obLue TpeGoBaHus
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