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NPOEeKT») Ha OCHOBE COOGCTBEHHOIO NEPeBOAA Ha PYCCKMWIA A3bIK aHI/T0A3bIYHOW BEPCUM CTaHJapTa, YkasaHHOro
B MyHKTe 4

2 BHECEH TexHunyeckuM KOMUTETOM no cTaHgaptusaumm TK 453 «mnnaHtaTel B XUpyprum»

3 YTBEPX/EH VI BBEJEH B IENCTBVE MNpukasom ®eaepanLHOro areHTCTBa No TeXHNYECKOMY pe-
rynMpoBaHunio 1 MeTposnoruy oT 22 despansa 2017 r. No 61-cT

4 HacTtoslwuii cTaHapT MAEHTUYEeH MexayHapogHoMmy cTtaHgapTy MCO 14630:2012 «WmnnaHTatsl
Xnpypruyeckne HeaktTuHble. Obwme TpeboBaHua» (ISO 14630:2012 «Non-active surgical implants — General
requirements», IDT).

Mpy NpUMEeHeHNN HacToALLEero cTaHaapTa pekoMeHAyeTcsa NCNob30BaTb BMECTO CCbI/IOYHbIX MeXAyHa-
POAHBIX CTaHA4apTOB COOTBETCTBYIOLLME UM HALMOHa/IbHbIE U MEXIOCYAapCTBEHHbIE CTaHAAPTbl, CBEAEHNS O
KOTOPbIX NPUBEAEHbI B JONONHUTENBLHOM Npunoxexnun A

5 B3AMEH IOCT P NCO 14630—2011

MpaBuna NnpuUMeHeHUs HaCcTOSALWEero cTaHgapTa yCTaHOoB/eHbl B cTaTbe 26 defepasbHOro 3akoHa
oT 29 moHA 2015 r. Ne 162-®3 «O cTaHgapTwusauun B Poccuiickoii ®egepaunm». ViHdopmauus ob
U3MEHEHUSX K HacTosWeMy CTaHgapTy ny6/imkyeTCcs B eXerogHom (Mo cocTOosHUI0 Ha 155HBapsa TeKyLwero
rofa) UHOPMaLMOHHOM yKasaTesne «HauuoHaslbHble CTaH4apThi», a 0hULMaIbHbIA TEKCT U3MEHEHWIA
M NONpaBOK — € eXeMeCcsa4YHOM WHC(OPMAaLMOHHOM ykaszaTene «HauuoHanbHble cTaHgapThi». B cnyvae
nepecMoTpa (3amMeHbl) UM 0TMEHbl HACTOALWEro cTaHAapTa CooTBeTCTBYLEee yBeJoMIeHe bygeT
ony6/NKOBAHO B OG/MKaLLIEM BbIMYCKE €XEeMECSYHOro MHOPMALMOHHOIO ykaszaTensa «HaunoHasbHble
cTaHgapTbi». CooTBeTCTByWLWAasa WHDOPMaLMs, YyBeLOMMIEHNe M TeKCThbl pasmellalnTCcs Takke B
MH(OPMaLMOHHON cucTeme obLero nofb3oBaHusa — Ha ohruymanbHom cainTe PefepasibHOro areHTCcTBa
Nno TEexXHUYEeCKOMY PerynpoBaHuio n MeTponorum B ceTun MHTepHeT (mvw.gost.ru)
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BBepeHve

HacToAwwmii cTaHAapT ycTaHaBnvBaeT METOA, OCHOBAaHHbIAN Ha (dyHAaMeHTasbHbIX NpUHUMNax, npu-
BefieHHbIX B ISO/TR 14283, koTopble NPUMEHSIOT B OTHOLIEHUWN HEAKTUBHbIX XMPYPrMYecKnX UMMNIaHTaToB.
B HacToswem cTaHgapTe Takke npeAcTtaBfieH MeTof, NpY3BaHHbI NPOAEeMOHCTPMPOBaTL COM1acoBaHHOCTb
C COOTBETCTBYIOLMMUN OCHOBHbIMY TpeboBaHNAMU, KOTOPbIE ONMUCAHbI B MPUIOXeHUW | aupekTusbl EBponeit-
ckoro coBeTa 93/42/EEC ot 14 nioHs 1993 r. 1 kacaloTca MeAULUHCKUX U3LENNIA, NPUMEHSIIOLWMXCS B paboTe
C NaCCMBHLIMU XUPYPIUYECKNMU UMMIAaHTaTaMu, YTO Takke Crnoco6CTBYeT npoLeccy cornacoBaHns Npou3so-
AUTEeNsAMK COOTBETCTBUA TPebOBaHUAM APYrUX PerynaTOpPHbIX OPraHoB.

CyluecTByeT TpU YPOBHSA CTaHAapTOB, B KOTOPbIX PacCcMaTpyvBalOTCA HeaKTUBHbIE XMPYypruyeckne M-
naaHTaTbl U COOTBETCTBYIOLMIA MHCTPYMeHTapuii. CTaHaapTbl A0S UMMNIAHTATOB NEpPeYncrieHbl HUxe, cpean
KOTOPbIX YPOBEHb 1 ABNSETCA HAVBbICLINM:

- ypoBeHb 1 — O6Lume TpeboBaHNA K HeaKTUBHbLIM XMPYPruyeckuM MnaaHTaTam:

- ypoBeHb 2 — YacTHble Tpe6oBaHUs K rpynnam HeakTUBHbIX XUPYPrMyecknx UMNIaHTaTos;

- ypoBeHb 3 — Ocobble TpeboBaHNA K OTAENbHbIM TUMaM HeaKTUBHbIX XUPYPruyecknx MMMnIaHTaToBs.

CTtaHfapTbl YPOBHA 1, Takme kak HacTOSLWMIA cTaHAapT U npuBeAeHHble B [4], cogepxart TpeboBaHus,
KOTOpble NPYMEHUMbI KO BCEM HEaKTUBHbIM XUPYPruyeckum nmnnaHtatam. OHK Takke npegycMmaTpusaloT fo-
nonHuTeNbHble TpeboBaHUs B CTaHapTax ypoBHein 2 n 3.

CTtaHgapTbl ypoBHs 2 (cm. [5], [6], [7]. [8] v [9]) npumeHMMbI K 60Nlee OrpaHUYeHHO rpynne HeaKTUBHbIX
XVPYPruyeckmx UMMIaHTaToB, Hanpumep npegHasHayveHHbIX 4159 UCMONb30BaHNSA B 061aCTy HElpOXUpypruu,
CepLeyYHo-CoCyANCTON XUpyprum unu ans NnpoTesnpoBaHns CycTaBoB.

CtaHfapTbl ypoBHsa 3 (cM. [10]. [11]. (12] n [13]) npMMeHUMbI K 0COBbIM BUAAM HEaKTUBHbIX XUpypruye-
CKMX MMMN/IAHTATOB, TakMM KakK MMMNaHTaTbl Ta306epeHHOro cyctasa uiv aptTepuasbHble CTEHTbI.

[nsa Toro uTo6bl 0XBaTUTHL BCE TPeboBaHNA K KOHKPETHOMY MMMIaHTaTy, peKkoMeHayeTcs BHavane pac-
cMmaTpuBaTh TpeboBaH/A CTaHAAPTOB HaMbosiee HU3KOro YPOBHS.

MpumeuaHne — TpeboBaHUA HACTOALLErNO CTAHAAPTA COOTBETCTBYIOT MEXAYHAPOAHbIM AOTOBOPEHHOCTSAM. UH-
LVBMAYanbHbIe UK HALMOHANbHbIE CTaHAAPTLI NGO PerynsTopHbie opraHbl MOryT NPeAbaBAsATL Apyrue TpeGoBaHus.
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HALUWOHANbHBIN CTAHOLAPT POCCUMNCKOW SGEALEPALUMN

NMMNAHTATBI XMPYPTNYECKNE HEAKTUBHbBLIE
O6wue Tpeb6oBaHNSA

Non-active surgical implants. General requirements

Jata eBegeHns — 2018—01—01

1 O6nacTb NpUMEHEHUS

HacToswwmii ctTaHpapT ycTaHaBnnBaeT o6Live TpeboBaHNS K HEAKTUBHBLIM XUPYPruYecknM umnaaHtTaram
(nanee — vmnnaHTathbl). HacToAWwMA cTaHAapT He PacnpoCTPaHSETCS Ha CTOMATONIOrMYeckre MMnaaHTaTbl
1 cTOMaTosIorMyeckne BOCCTAHOBUTE/IbHbIE MaTepuasbl, TPAHCIHAOAOHTUYECKME W TpaHCpaavKynspHble
UMNNaHTaTbl, WCKYCCTBEHHblE XPYCTa/IMKW [flasa U MMNAaHTaTbl, cOoAepXalline XWU3HEecnocobHble TKaHu
XWUBOTHBIX.

B OTHOLWEHNM 6e30MacHOCTM HACTOSILLMIA cTaHfapT ycTaHaB/nMBaeT TPeOGOBaHWA K nokasatensam Ha-
3HauyeHUsA. 0COBEHHOCTSIM KOHCTPYKLMKU, MaTepuasnam, OLeHKe KOHCTPYKLMKW, NPOM3BOACTBY, CTepuansaumu,
ynakoBke ¥ MH(OpMaumu, NpeAoCcTaBASEMON U3rOTOBUTENEM, a TakkKe K UCMbITaHUAM ANA AeMOHCTpauum
COOTBETCTBUA AAaHHbIM TPEGOBaHUAM.

JononHuTenbHble NCNbITAHWA yKasaHbl, WK Ha HUX NPUBELEHbBI CCbINIKM B CTaHAapTax ypoBHel 2 1 3.

MpumeuyaHne — B HACTOAWEM CTaHAAPTE HE YCTAHOB/IEHO HA/IMYME Y U3TOTOBUTE/IS BHEAPEHHON CUCTEMBI
MeHeLKMeHTa kayecTBa. OfHAKO NMPUMEHeHUe CUCTEMbl MEHe[XMeHTa kadyecTsa, npuBefeHHON B CO 13485. moxet
6bITb YMECTHBIM A/151 MOBbILUEHWS TAPaHTUM TOTO, YTO UMMIAHTAT AOCTUTraeT CBOMX KCM/yaTaUMOHHbIX XapakTepPUCTUK.

2 HopMmaTuBHbIE CCbIIKN

B HacTosAwem cTaHAapTe MCNo/ib30BaHbl HOPMATMBHbIE CCbISIKM HA Cleaylowmne cTaHAapThl, KOTopble
Heob6xo0AMMO yunTbiBaTb MpY €ro UCMob30BaHUKW. B cnyyae ccbiNOK Ha AOKYMEHTbI, Y KOTOPbIX MpuBegeHa
Jarta yTBepXaeHuns, Heob6xoAnMo nosib30BaTbCA TOMILKO YKa3aHHOW pefakuveli. B Tom cnyvae, korga gata yT-
BEPXAEHUS HE NpuBeAeHa, cnefyeT no/ib30BaTbCa nocneHeli pegakumeii CCbIIOYHbIX JOKYMEHTOB, BK/IOYas
nto6ble NONPaBKN N U3MEHEHUS K HUM:

ISO 8601 Data elements and interchange formats — Information interchange — Representation of
dates and times (3nemeHTbl faHHbIX 1 hopmaThl 418 o6MeHa nHopmMauvein. O6meH nHdopmaumeid. Mpes-
cTaBfieHue Aat 1 BpeMeHu)

ISO 10993-1 Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk
management process (Buonornyeckas oueHka MeAuLMHCKUX n3genuii. Yactb 1. OueHka 1 ncnbiTaHus B pam-
Kax npouecca ynpasneHns puckamm)

ISO 10993-7 Biological evaluation of medical devices — Part 7: Ethylene oxide sterilization residuals
(Buonornyeckan oueHka MeauUMHCKMX u3genuit. YacTb 7. OcTaTouHoe cofepxaHune 3aTuneHokcuaa nocne
cTepunansauum)

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 (Ctepunusauus MeguumH-
cKoli mpogykumm. Okcug atuneHa. YacTb 1. TpeboaHus kK pa3paboTke, Banngauum n TeKyLiemy KOHTPOSIO
npotecca crepuamnsaunm MeguumnHCKNX nsgenui)

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 1SO (CTepunusayusa meauLMHCKO

M3paHune oduymansHoe
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npoaykuun. PaanaumnoHHan ctepunusauumsa. Yacte 1. TpeboBaHua kK paspaboTke, Banngaumm n Tekylemy
KOHTPO/II0 npoLecca cTepuansannm MeguLuHCKUX n3genwin)

ISO 11137-2 Sterilization of health care products — Radiation — Part 2: Establishing the sterilization
dose (CTepunusauns MeguMUUHCKON npoaykumn. PagmnanmoHHas ctepunmsaums. YacTb 2. YcTaHOBIEHWE cTe-
pyunusytoLL et fo3bl)

ISO 11607-1 Packaging for terminally sterilized medical devices — Part 1: Requirements for materials,
sterile barrier systems and packaging systems (Ynakoska 15 MeANLUMHCKMX U3AEeNniA, nognexawmx uHnL-
HoW cTepunusaumn. Yactb 1. TpeboBaHus kK MaTepuanam, 6apbepam CTEPUILHOCTY U CUCTEMaM YNaKoBKM)

ISO 13408-1 Aseptic processing of health care products — Part 1. General requirements (Acentuye-
ckasi o6paboTka usgenuii MeguUMHCKOro HasHadveHus. Yactb 1. Obwue TpeboBaHus)

ISO 14155 Clinical investigation of medical devices for human subjects — Good clinical practice (Pyko-
BOZACTBO NO NPOBEAEHNIO KTMHNYECKNX UCMbITaHNA MeAULMHCKMX n3gennin. Hagnexawas kavMHnyeckan npak-
TVKa)

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 (Ctepuausauma MeanunH-
CKOWV mpoAykuun. XXugkme xmMmyeckme ctepunusylolime cpeactaa A8 04HOPas3oBbIX MeAULMHCKUX U3LEeNuii,
cofepXalinx TKaHu XUBOTHOTO MPOUCXOXAEHUS U UX NPOM3BOAHbIE. TpeboBaHUA K XapakTepucTukam, pas-
pa6oTke. BanngaLum 1 TekyLleMy KOHTPOJII0 npoLecca CTepuam3anum MeguunHCKNX n3genuia)

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 (CTepunusaums meauuUmMHCKON npoaykuun. O6ume TpeboBaHUS K XapakTepucTukam CTepunsyowmx
CpefCTB 1 Kk pa3paboTke, Bamgaumn 1 TekyLieMy KOHTPOJIIO NpoLiecca CTepuansaummn MegnLMHCKUX Usgesnnia)

ISO 14971 Medical devices — Application of risk management to medical devices (MeguunHckme mns-
fenus. MpumMeHeHne cMCTeMbl yNpaBeHns puckaMn AN MegnLUHCKUX n3genunin)

ISO 17664 Sterilization of medical devices — Information to be provided by the manufacturer for the
processing of resterilizable medical devices (Ctepunusauuma meauuUMHCKOM Npoaykumn. MiHcopmauus, npego-
cTaBnsemMas n3rotosutesnem ans 06paboTkM NOBTOPHO CTEPUIN3YEMbIX MEAULMHCKAX U3aennit)

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-
AVLMHCKOW npoaykuun. CTepunmsauus napoM. YacTte 1. TpeboBaHus k pa3paboTke, BaMaumm n TekyLiemy
KOHTPO/II0 npoLecca cTepuamnsannm MeguLuHCKUX n3aenuit)

ISO 22442-1 Medical devices utilizing animal tissues and their derivatives— Part 1: Application of risk
management (MeguuuHckue nsgenvs, cogepxallive TKaHN XUBOTHOTO MPOUCXOXAEHUS U UX NPOU3BOAHbIE.
YacTb 1. MpumeHeHne cucTembl ynpaBieHns puckamm)

ISO 22442-2 Medical devices utilizing animal tissues and their derivatives — Part 2: Controls on sourc-
ing. collection and handling (MeguunHckMe n3genus, cofepxaline TKaHW XXMBOTHOTO MPOUCXOXAEHUSA U KX
nponsBoAHble. HacTb 2. KOHTPOb UCTOUYHUKOB, cbopa 1 06paboTkm)

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-
OVILMHCKME 13[enus, codepXalline TKaHy XUBOTHOMO NPOUCXOXAEHUS U NX NpousBoaHble. YacTb 3. Banuga-
LM YHUUTOXEHUS /MU NHaKTMBAL MU BUPYCOB 1 BO3GyaMTENeil TpaHCMNCCUBHOW ry6yaToli sHuedanonatnm
(TSE)j

ISO 80000 (all parts) Quantities and units (BenuunHbl U eaUHULLI U3MEePEeHNs)

3 TepmMuHbI 1 onpegeneHns

B HacToswem cTaHgapTe NPUMEHEHBI CrieAyLMe TEPMYHbI C COOTBETCTBYHOLLMMMK ONpefeneHUsMu:

3.1 nokpbITno: Cnoli matepuana, NOKPbIBAKLMNA NN YACTUYHO MOKPbIBAOLLMI MOBEPXHOCTL UMMNJ/IAH-
TaTa.

3.2 umnnaHTabenbHocTb: COCTOSSHME MMMNIaHTaTa, NOArOTOB/IEHHOMO A/19 UMMNaHTaLUM YenoBeky.

3.3 yTeuka: HenpegycMOTpeHHOe nepeMeLleHne XUAKOCTU, BKIYasa XUAKOCTU opraHu3Ma, BHYTPb
WU HapYXy UMMAaHTaTa.

MpumevyaHune 1— fABNeHWe HENPeRYCMOTPEHHON AN dy3nn ABNSETCA NPUMEPOM YTEUKM B paMkax HacTosi-
Lero ctaHgapTa.

2
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3.4 NpoCTpaHCTBO MarHMTHOro pesoHaHca (MP npocTpaHcTBO): MNpoCTpaHCTBO B npegenax NnHUn
0.50 mTn (5 laycc. ') cucTeMbl MarHMTHO-pe30HaHCHOM Tomorpadmmn, KOTOpoe BK/IKOYaeT BCe TPeXMepHoe
NPOCTPAHCTBO, OKPYXatoLiee MarHMTHO-Pe30HAHCHbI ToMorpad.

MpumevaHune 1— [inaTex cnyyaes, korga nuHus 0.50 MTN HaxoguTCa B npefenax NpocTpaHcTBa, 3aKpbiToro
3awmuToli ®apajges, Bce NOMeLleHe paccmaTpuBaloT kak MP npocTpaHcTBo. 15 Tex cnyyaes, korga nnuua 0,50 mTn Ha-
X0AUTCA 3a npefenamu NpocTpaHCcTBa, 3akpbiToro 3awutoii ®apagesn (Hanpumep, B cOceAHEM NMOMELLEHUN UK TeppuUTo-
pun). pekomeHayeTcs, UTo6bl BCe coCcefHee NOMeLLLeHNE NN TePPUTOPUSA paccMaTprBaanch kKakyacTb MP npocTpaHcTBa.

[ACTM ©2503-05. 3.1.7]

3.5 marHuTHo-pe3oHaHcHas Tomorpadusa; MPT: MeTogvka BU3yann3vpyloLwero uccrefoBaHus, B
KOTOPOI MCNONb3YyTCS CTaTMYeckne M NepemeHHble MarHuTHble nons Ans opMupoBaHnUa 1306paxeHus
TKaHeli NyTeM MarHMTHOrO pe3oHaHca aTOMHbIX S4ep.

[ACTM ©2119-07. 2.1.4]

3.6 HeaKTUBHbIW XUpypruyecknii UMnNAaHTaT: Xupypruieckuii umnaaHTar, yHKLUOHWPOBaHNE KO-
TOPOro He 3aBUCUT OT 3NEKTPUYECKON IHEPrMM Unu Nboro ApYroro UCTOYHMKA 3HEPTUU, 3a UCKTHYEHNEM
CUJTbl TSXKECTU UAN SHEPrMmn, HenocpeaCcTBEHHO reHepupyemMoi TefioM YesloBeka.

3.7 6e3onacHOCTb: OTCYTCTBME HENPUEMNIEMOTO pUCKa.

[MCO/M3K PykoBoacTBo 51:1999. 3.1]

3.8 xupypruyeckuii umnnaHTart: i3genve, npegHasHavyeHHoe 415 NOSIHOro BBEAEHMS B TE€/0 Yenose-
Ka NMnbo Ansa 3aMeLLeHns aNuTensa Uam NoBEPXHOCTUN rnasa nyTeM XMpypruyeckoro BMeLllaTenbCTea, KoTopoe
[O/KHO OoCcTaBaTbCA B OpraHM3Me Moc/ie 3aBeplueHus Npoueaypbl, a Takke boe MeauUUHCKOe u3aenve,
npegHasHayeHHoe A8 YacTUYHOro BBEAEHWS B Te0 YenioBeka NyTeM XUpypruyeckoro BMellaTenbcTea, KoTo-
poe [0/HKHO OCcTaBaTbCA B OpraHvW3Me nocse 3aBepLleHns npoueaypbl He MeHee yem 30 AHel.

4 npoeKTHbIe TEXHNYECKUNE XapaKTeEPUCTUKKN

B floKyMeHTauun Ha nsgesnune fomkHbl 6biTb NpUBEAEHbI CreayoLne NPoeKkTHbIe TEXHUYECKMe XapakTe-
PUCTUKN UMNaHTaTa, YAenss npu 3ToM ocob6oe BHMMaHWe 6e30MacHoCTU:

a) NpeaycMOTPEHHOE Ha3HauYeHue;

b) PyHKLMOHA/IbHbIE XapaKTEPUCTUKN:

C) NPefyCMOTPEHHbIE YCIOBUSI NPUMEHEHUS;

d) NpesyCcMOTPEHHbIN CPOK CYXO6bI.

NMpumevyaHue — lMpy onucaHnn nokasarteneil HasHauyeHWs pekoMeHAyeTCs fenaTh akLUeHT:
- Ha ONy6/IMKOBaHHbIX CTaHAapTax;

- ony6/1IMKOBAHHOW Hay4YHOI U KIMHUYECKOl nuTepaType:

- BANUMPOBAHHbIX pe3yfibTaTax UCNbITAHWIA.

5 OC06eHHOCTU KOHCTPYKLN

Oco6eHHOCTN KOHCTPYKLUMKU An1A obecneyeHns nokasarenei HasHauyeHUst AO/MKHbI YUnTbIBaTb, MO MEHb-
e mMepe, cnegyioulee;

a) maTepuasibl ¥ UX GUOCOBMECTUMOCTL (CM. pasgen 6);

b) hnsmnueckne, MexaHM4eckne n XuMmyeckme CBOKCTBa MaTepranos, BK/IOYaA XapakTepucTyKv yCTOW-
YMBOCTU K BHELLHUM BO3AENCTBMAM U CTapeHuio (CM. pasgensl 6. 7);

C) XapaKkTepucTvkn U3Hoca maTepuasnos 1 BAUSHWE U3HOCA U €ro NPOAYKTOB HA UMMNAAHTAT U OpraHn3m
yenoseka (cMm. pasgensl 6. 7);

d) xapakTepucTuku gerpajauum matepuanos u BAWsHUE gerpagaummn, npoaykToB gerpagauuy v Bbille-
nayvBaHUs Ha UMMAaHTaT 1 opraHn3mM yenoseka (CMm. pasgensbl 6. 7);

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

0 6e30MacHOCTb B OTHOLUEHWUW BUPYCOB U ApYrnx nepegatLymxcs 60/1e3HeTBOPHbIX areHToB (Heknaccu-
VL MPOBaHHBIX MNATOrTEHHbIX MWKPOOPTraHW3MOB, MPUOHOB U NOAOGHBLIX MUKPOOPraHU3MOB), a TaKke TKaHei
XUBOTHbIX UM UX NPOU3BOAHBIX, MPUMEHSIIOLUXCS B UMNIAHTATE WM NPU ero U3rotoBneHnn (M. pasgen 6),

A1) BNAHWE NPON3BOACTBEHHbIX NPOLLECCOB (BK/IOYasA CTEPUN3ALIMIO) HA XapaKTePUCTUKN MaTeprasios
1 3KCcn/lyaTaluuoHHble cBOCTBaA (CM. pa3genbl 6—9);

h) BO3MOXHOE B3auMofeicTB/e MaTepnasioB UMNaaHTara ¢ Apyrumy Matepuanamm un sewectsamu (Cm.
pasgensl 6. 7);
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i) BHYTPEHHME COEAVHEHVS B UMMNAAHTaTe W WX BAUSHUE Ha 3KCMyaTalUOHHbIe XapakTepucTuku (Cm.
pasgen 7).

MpumeyaHne — PekoMeHAyeTCsS NPUHUMATb BO BHUMaHue CbOpMy n pasmMepbl nMmnnaHtTarta, gonyctumbie
OTK/IOHEHNA BHYTPEHHUX COeAMHeHMM, a Takxke I'IOTeHLU/IaﬂbeII‘/‘I W3HOC, aerpagaunto, KOppo3n N 3N1EKTPONNTUYECKMEe

ahpexThbl;

j) B3aumogeincTere Mexay UMNaaHTaTtoM U TKaHSMU opraHn3ma, B 0CO6eHHOCTW B OTHOLWEHWUW dhukca-
LK. COeAVNHEHNS 1 YCNOBUIA Ha MOBEPXHOCTU MMNaHTaTa (CM. pasgen 7);

k) chbopma 1 pasmepbl UMNNaHTaTa, BKIOYas MX BO3MOXHOE B/IMSHWE Ha TKaHW U XUAKOCTW opraHu3ma
(cm. pasgen 7);

) 6MOCOBMECTMMOCTb UMMIaHTaTa B €r0 MMMNAIaHTUPYEMOM COCTOSHUM (CM. pasgensl 6. 7);

T) dhm3nyeckoe 1 XMMUYECKOE BO3AEiCTBME OpraHn3Ma YesioBeka M BHELIHUX (hakTOpoB OKpyXatoLleit
cpegpl Ha uMmnnaHTaT (M. pasgen 7);

n) BAVSIHWE paguauun, 3N1eKTPOMArHUTHbIX M MarHUTHbIX NOJeil Ha UMNaHTaT 1 ero pa6oTy u nobblie
nocnegyrowme BAUAHUSA Ha OpraHW3m YenoBeka (CcM. pasgenst 6, 7).

MpumeuaHne — Ocoboe BHMMaAHME obpaljaeTcs Ha NOMSA, UCNOMb3yeMble B MArHUTHO-PE3OHAHCHOW TOMO-
rpacoun (MPT) B OTHOLWEHNN 6€30NacHOCTU NauneHTa. MeToabl UCNbiTaHWii, npuBeaeHHble B ACTM #2052, ACTM ©2119,
ACTM ©2182 n ACTM ®2213. MOryT 6bITb NCNO/b30BaHbI A9 OLEHKM 6e30nacHOCTM umnaaHTata B MP npocTpaHcTBe;

0) BO3MOXHOCTb UMM/IAHTUPOBATb W. eCIM NPUMEHNMO, U3BNeKaTb MW 3aMeHATb UMNAaHTaT (CM. pas-
pen 7):

p) BO3MOXHOCTb ONpefensATb NOMOXEHNE U OpUEHTaLMI0 UMNIaHTaTa nocpeacTBOM Pagmnosiornyecknx
N APYrMX CKaHUPYIOLLMX Npoueayp;

g) YPOBHU 3arpsA3HEHNs MUKpoopraHusMamu v yactuuamu (cm. pasgenst 8—10);

r) MpUrofHOCTb 1 3(hHEKTUBHOCTL YnakoBku (cM. pasgen 10):

S) ecnnm yMecTHO, aHTPONoMeTpuyeckme N aHaToMnyeckre 0Co6eHHOCTU YenoBeka, A1 KOTOpPOoro npej-
HasHayeH vMnnaHTar;

t) coCcTOsIHME U NaTOMIOrNA TKaHW peLunueHTa:

1) TpebyemMble onepaTvBHble METOAbI Y HaAnexalluin yxoa 1 obpalleHne ¢ UMNIaHTaToM, YTo6bl YMeHb-
LUNTb PUCK OLIMGOK MpY UCMO/Ib30BaHNMW, MPU 3TOM HE Hapyllas npefyCMOTPeHHOe MpUMeHeHne n PYHKLKNO-
HYpOBaHVe MMNNaHTaTa;

V) eC/im NPUMEHNMO, XapakTep v TUM M6biX PagnoaKkTUBHbLIX BELECTB, BKIOYEHHbIX WU UCMONb3ye-
MbIX C UMMIAHTATOM A5 AOCTUXEHUS NokasaTeneli Ha3HavyeHusl, NPy 04HOBPEMEHHOM CHUXEHUW UK ycTpa-
HEeHWN prcka HenpeaBUAEHHOTO 06/1y4eHUst NaLMeHTOB, Nob3oBaTenei n Apyrux auL.

OCO6EHHOCTM KOHCTPYKLUWM UMNAaHTaTa fO/DKHbI GbiTb OTPaXeHbl B AOKyMeHTauuu. Ecnm yto-To 13
nepeyncreHHoro He NPUMEHSI0Ch, NMPUYMHA 3TOro JO/MKHA ObiTb 060CHOBAHA M OTPaXKeHa B JOKYMEHTax.

6 Martepwnanbl

Matepuans! 418 UMNIaHTaTOB BbIGMPAIOT C YYETOM NPeyCMOTPEHHbIX HA3HAYEeHNeM CBOWCTB, HEOGXO-
OVMBIX AN51 NPeyCMOTPEHHOTO Ha3HAYeHUs, a Takke NPUHUMAas BO BHUMaHWe B/IUSIHUE MPOU3BOACTBEHHbIX
npoueccos, o6palleHne ¢ MMNaaHTaTamm, TUn cTepuansauum, yCnoBms XpaHeHus, nobyto o6paboTky (xu-
MUYECKYI0, 3N1EKTPOXUMNYECKYHD, TEPMasbHY0, MEXAHUYECKYIO U T. M.) NOBEPXHOCTU MMMaHTaTa Win 4yactu
C LENbi0 U3MEHEHUS €B CBOWCTB. [O/MKHbI GblTb PACCMOTPEHLI BO3MOXHbIE B3aUMOZENCTBUSI UMMNaHTaTa ¢
TKAHAMU U XUAKOCTAMK OpraHusma, Apyrumy matepuanamu, umniaHtTatamu, BeljecTBamu v rasamu. Bos-
MOXHO€ B/IMSIHWE Ha MaTepuas pafvoakTUBHOMO U3/TyYEeHNS, MarHUTHbIX U 3/1IEKTPOMAarHUTHbIX Nonei Takke
[LO/HKHO GbITb PAcCMOTPEHO.

Ecnu cocTaBHOI YacTbio UMMNaHTaTa ABASAETCA ekapCTBEeHHOe CPEefCTBO, TO OHO JO/HKHO 6bITb OLe-
HEHO B COOTBETCTBMM C TpeboBaHWAM, NpeabsABASEMbIMY K hapMaleBTUYecKoin npoaykumn. mMnnaHTar He
[OJKEH BNMSATL HA XapakTEPUCTUKM NEKAPCTBEHHOIO CPEACTBA, UCMO/b3YEMOTo B KOMBUHALMUM C HAM, W/1nn
HaobopoT.

MpumeyaHue 1— CooTBeTCTBYIOLME METOAbI OLEHKM 6€30MacHOCTM, KayecTBa W MoJib3bl IeKapCTBEHHOTO
CpeAcTBa, ABMAILWErocss HeOTbeM/IEMOI YacTbl0 MMNIaHTaTa, MOryT ObiTb YKka3aHbl B HALUVMOHAbHbIX VW PErMOHabHbIX
pykoBoacTBax (Hanpumep, B EBponeiickoii gupektnee 2001/83/EC).

MaTepuansl, BkItovas 6uonormyeckme, UCnonb3yemMble 4158 UMMNAIAHTATOB U UX NOKPbITUA, A0/KHbI 6bITb
B OCTATOYHOW CTENEeHN COBMECTUMbI C BUONOTMYECKUMY TKAHAMM, KNeTKamu 1 XUAKOCTAMU OpraHu3Ma, ¢ Ko-
4
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TOPbIMW OHU KOHTaKTUPYIOT B UMMNIAHTUPYEMOM COCTOAHUW. VIX COBMECTUMOCTb C BO3MOXHbIMU MPOAYKTaMm
M3Hoca n ferpagauuun Takke Ao/mkHa 6biTb npuemnemoii. buonornyeckas npvemnemMocTb ANA KOHKPETHOM
obnacTv npumeHeHns fo/kHa 6biTb MPOAEMOHCTPUMPOBaHa CreAyoLWyM 06pasom:

a) nyTeM AOKyMeHTaslbHO 0hOPMJIEHHOW OLEeHKn B cooTBeTcTBUM ¢ NCO 10993; nnu

b) nocpeAcTBOM BblbOpa U3 MaTepuasnios, KOTOPbIE [0Ka3asM CBO K/IMHUYECKYO NPUrOAHOCTb NPU aHa-
NOTMYHOM MCMOb30BaHUN.

MpumeyaHune 2— HekoTopble CTaHAAPThl YPOBHA 2 coAepxXaT nepeyHu matepuanos, Kotopble 6binn npu3Ha-
Hbl NpnuemaemMblMu Ansa onpeaeneHHbIX yCﬂOBI/Il‘;I npuMeHeHnsa.

Ecnn B MMnnaHTaTax cofepxaTcs HeXM3HeCnocobHble maTepuanbl XWBOTHOFO MPOUCXOXAEHUS Wan
OHW 6bINN NPU3HAHBI HEXW3HECTOCO6HLIMU B CAMOM UMMIaHTaTe 160 Npu ero U3roToB/IEHUN, faHHble maTe-
pvianbl LO/KHbI ObITb OLLEHEHBI B COOTBETCTBUM C TpeboBaHnsamu MCO 22442-1. CO 22442-2 n NCO 22442-3
C TOYKM 3peHunss 6e30MacHOCTV B OTHOLLEHUV BMPYCOB U APYrUX nepegaroLmxca 601e3HeTBOPHbIX areHToB.

MpumevyaHune 33— OnpefeneHna TEPMUHOB «XKUBOTHOE» N «TKaHb» npusBefeHsl B ICO 22442-1.

7 OueHKa KOHCTPYKUUU

7.1 O6uue TpeboBaHuA

MmnnaHTaTtbl f0/MKHbI 6bITb OLeHEHbI A1 AeMOHCTPaL MK TOro, YTO UX NnokKasatenn HasHavyeHus foCTur-
HyTbl (cM. pa3gen 4). CTeneHb COOTBETCTBUA MokasaTeneli HasHavyeHus [O/HKHa OblTb onpegeneHa u AokKy-
MeHTaslbHO odhopmsieHa. be3onacHocTb 1 nNokasarenn HasHauyeHns AO0/MKHbI ObiTb NOATBEPXAEHLI NPU AOK/N-
HWYECKOI 1 KNMHUYECKOI OLeHKe 1 NoCNenpofaXHOM HabnogeHUN, BKIOYas COOTBETCTBYOLLEe ynpaBieHne
puckamm Ha Bcex aTtanax XXU3HEeHHOro LuKna vMmnaaHTata B COOTBETCTBUM € TpeboBaHuamu MICO 14971.

7.2 [loKNMHUYecKas oLeHka

NmnnaHTaTtbl 4O/DKHbI NPOATU AOKAVHUYECKYIO OLEHKY, OCHOBAHHY!IO:

a) Ha laHHbIX HAay4YHOW NUTepaTypbl, OTHOCALLERCA K 6€30NacHOCTM, 3KCMNyaTaLNOHHbIM N KOHCTPYKTUB-
HbIM XapakTepucTukaM, a Takke K npefyCMOTPEHHOMY MPUMEHEHMIO UMNNAHTaTa;

b) aHann3e UMEeKLLNXCA NPOrHOCTUYECKNX N UTOTOBbLIX AaHHbIX U3 TakMX UCTOYHWKOB, KaK HaLWoHa/b-
Hble U UHble PeecTpbl; aHan3e AaHHbIX, NOYYEHHbIX B pe3yfnbTaTe UCNbITaHUi, B TOM YAC/e CTEHAOBbIX, U
nyTem NPUMEHEHUs NPOBEPEHHbIX METOAOB, OLeHKV 6€30MacHOCTM UMNIaHTaTOB ¥ NokasaTesieil HasHaueHus.

B o6beme JOKIMHNYECKON OLEHKM cnefyeT yuuTblBaTb CyLECTBYIOLWME faHHble B OTHOLEHUN noAo6-
HbIX UMMNNAHTATOB WU KOHCTPYKTUBHbIX 0COGEHHOCTEIA.

JoKnnHUYeckne NCnbITaHs UMNAAHTaToOB A0/MKHbI MOAENMPOBaTb YC/I0BUSA NpeAyCMOTPEHHOro npuve-
HeHnsA. MeTofbl UCMbITaHWI 1 COOTBETCTBYIOLLME OrPaHNYEHNA A5 KOHKPETHBIX TUMOB UMMIAHTATOB fO/KHbI
6bITb OnpefeneHbl 1 060CHOBaHbLI U3FOTOBUTE/IEM W BK/IOYATb, NPW HEO6XOAMMOCTU, IKCNIyaTalMOHHbIE UC-
nblTaHUsA in vitro 4Ns NpoBepkn npegnosaraeMoro B3aumoeincTBmua Mexay MmnaaHTaToMm u annapaTtypoin w.
€C/iM NPUMEHNMO, MeXAY CMEXHbIMU MNIaHTaTamu.

B Tex cnyyasx, Korga uMnaaHTaumnsa v, npy Heo6xoanMocCTK, yaaneHme uMmniaHTaTa He MoryT GbITb oue-
HeHbl MyTeM HemnocpefCTBEHHOr0 CPaBHEHWUS C CYLLECTBYIOLWMMU YCTPOKCTBaMU, A0/HKHA ObiTh BbINOHEHA
nocmepTHas 3KCnepTusa, ecav BO3MOXHO.

B TOoM cnyyae ecnv gnsA OUEHKUM UMMAaHTaTa akTyasbHbl CTaTUyeckue UYwiM guHamuyeckue Harpy-
304HbIE MUCMbITAHWSA, TO AO/DKHbI NPUMEHATL NGO NPUHATLIE CTAHAAPTbI UCMbLITAHWIA, NPW UX HaNU4YMKU, N6o
UHOMBMAYaNIbHbIE TeCTOBble MOAENW, yuuTblBaloLiMe XapakTepucTukn umnaaHtata. Beugy 6onblioro pas-
HoOOpas3nsa MMNIaHTaToB U X 0COBGEHHOCTEel CTaHAapTbl UCMbITaHW MOryT OTCYTCTBOBaTb WU MOTYT ObiTb
M3MEHEHbI N0 HE0HX0AMMOCTMW.

Takxe MoryT 6bITb UCNOMNb30BaHblI GUON3NYECKMe UM UMUTALMOHHbIE UCCNef0BaHUS AN1A 4eMOHCTpa-
L1 TOro, 4TO MPeAyCMOTPEHHbIE 3KCMyaTalMOHHbIE XapakTepUCTUKN UMNaHTaTa JOCTUTHYThI.

McnbiTaHnsa AO/MKHbBI YUMTbIBATb OXMAAEMYIO HArpy3Ky U/uamn ycnosus okpyxatwLleli cpedbl. Kpome Toro,
UCnbITyeMble 06pasLbl AO/KHbI C MAKCUMasIbHOM TOYHOCTbIO MMUTMPOBATbL UCMNO/Ib3yeMble UMMNIaHTATbI.

MeToabl UCNbITAHWIA N OrpaHNYeHUst AN KOHKPETHbIX BUAOB MMMNAAHTaTOB MOryT 6biTh ONucaHbl B Apy-
rMX COOTBETCTBYIOLUX CTaHJapTax, HeKOTopble U3 HUX NnepevncneHsl B Bubnvorpadun.
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7.3 KnuHnyeckasa oueHka

ViMnnaHTaTbl JO/HKHbI MPOATU KTIMHUYECKYIO OLLEHKY, OCHOBaHHY!HO:

a) Ha KpMTUYECKOM aHasim3e faHHbIX Hay4YHOMN U KIMHUYECKON NuTepaTtypbl, OTHOCALLMXCS K 6e30nacHo-
CTW. 3KCnyaTauMOHHbIM YU KOHCTPYKTUBHbBIM XapakTepucTukam, a Takke K npefyCMOTPEHHOMY NPUMEHEHU0
3TOr0 MMMAaHTaTa Uan AokasyemMo aHaornMyHbIX UMMIaHTaToB: WK

b) pesynbTarax Bcex NpoBeAeHHbIX KIMHUYECKUX UCNbITaHWA: 1n

C) KOMBUHALNN KITUHNYECKNX JaHHbIX, MONyYEeHHbIX U3 NMePEYNCNEHHbIX Bbille NUCTOYHUKOB.

Ecnn npoBOAAT KIMHMYECKME UCMbITAHWUSA, OHW AO/MKHbI ObiTb BbINOHEHbLI B COOTBETCTBUM C TpeboBa-
Huamu VICO 14155.

MpumeuaHune 1 — TpeboBaHUSA K KIIMHUYECKAM UCMbITAHUSM KOHKPETHBLIX TUMOB UMMIAHTATOB MOTYT 6bITh
BK/IOYEHbI B COOTBETCTBYHIOLME MEXAYHAPOAHbIE CTaHAapThbl.

MpumeyaHne 2 — B WNCO 14155 ycTaHOB/IEHO BK/IIOYEHNE B N1aH KIMHWYECKOIO UCMbITAHUSA yKa3aHus cpoka
nocnegytouiero HaboAeHNA 419 KOHKPETHbIX NauMeHTOB — YYaCTHUKOB K/TMHWYECKUX WUCMbITaHWi — ¢ 060CHOBaHWEM
3TOro cpoka. PekomeHfgyeTcsi, YTo6bl CPOK nocnefytollero HabnwaeHns no3Bossan NPOAEMOHCTPUPOBATL (PYHKLMOHM-
poBaHve B Mepuoj BPEMEHU, JOCTaTOuHbI 418 AOCTOBEPHOrO NpeAcTaB/NeHUs XxapakTepucTuk usfgenvs, a takke gns
NAEHTUUKALUN N OLLEHKN pUcKa NMoBbiX HexenartebHblX 3P (eKToB, CBA3AHHbIX C UCNO/Ib30BaHWEM UMMIaHTaTa, B 3T0T
nepuog,.

7.4 MNocnenpogaxHblii KOHTPONb

JonxHa cywecTBoBaTb CUCTEMATM3MPOBAHHAS NpoLieypa A/1s aHanm3a NocnenpoAaXHbIX AaHHbIX 06
vMnIaHTaTax.

Ecnu aHanus pucka, NpoBefeHHbIi N3roToBUTENIEM, MOKa3blBaeT, YTO NPUCYTCTBYET CYLLECTBEHHbIN
pvCcK ANS NauveHTa B C/yyae oTkasa MMnaaHTaTa WM HeCOBMECTUMOCTM MeXAY WMMNIaHTaTOM U OpraHus-
MOM NauueHTa B TeYeHue NpeaycMOTPEHHOMO CPoKa CyX6bl, U3roTOBUTENb AO/MKEH NPUHATbL Mepbl, YTOGbI
y6eauTbCsA B TOM. U4TO (DYHKLMOHMPOBaHNE 1 6€30MacHOCTb UMMIaHTaTa COXPaHSIOTCS.

MpumeuaHune — [oAXOAAWME METOAbI MOHUTOPUHIA (DYHKLMOHNPOBAHUS 1M 6€30MaCHOCTU WMMIAHTATOB

BK/IOYAIOT aHaN3 BbIXMBAEMOCTH (C PEBM3NEI B KAYECTBE KOHEUHOI TOUKM), KMHMYecKoe nocnegytouiee HabnoaeHe
nauMeHToB WAV Apyre MeTOAVKU, OCHOBaHHbIe Ha HayYHO 060CHOBAHHbIX PYKOBOACTBAX (CM. [3]).

8 T[pousBoacTBO
MMmnnaHTaTbl 4O/DKHbI ObITb N3rOTOB/NEHBI TAKUM o6pa30|v|, YTOObI 6bINN OCyLlecCTB/IEHbl YKa3aHHble 0CO-
6EHHOCTUN KOHCTPYKLUW.

MpumeuyaHune — TpeboBaHWs K NPOU3BOLACTBY HEKOTOPLIX TUMOB MMMNIAHTATOB BK/IOUEHbI B APYTve CTaH4apThl.

9 Crepunusaums

9.1 O6wue TpeboBaHuA

M3rotoButenb AO/IKEH NOATBEPANUTb, YTO NPUMEHSEMble METOAbl CTepuansaunm uin. ecnu HEOﬁXO,EI'I/I-
MO, I'IOBTOpHOI7I cTepunnsaunn nMmnaaHTaTta He HapywarT ero 6e30nacHOCTb UK 3KcnnyatauynoHHble Xapak-
TEPUCTUKN.

9.2 WN3penusa, noctaBnsemMble CTePUNbHbBIMU

Mpouecc cTepunmsaumm Ao/MKeH OblTb BAIMANPOBAH U PEryNsSpHO KOHTPONPOBATLCS.

[ns umnnaHTaTtoB ¢ (DUHWLLHOM cTepunnsaumein, MapkupoBaHHbIX Hagnucbio «CTEPUIbHO», Teope-
Tuyeckas BepoATHOCTb NPUCYTCTBUS XN3HECNOCOBHbIX MUKPOOPTraHU3MOB BHYTPU U3AeNNSA UK HA HEM [0/X-
Ha 6bITb He 6onee 1 10'6.

MpumevyaHune — TpeboBaHUA K APYTMM YPOBHAM KayecTBa CTEPUIbHOCTM AN HEKOTOPbIX UMNIAHTATOB AaHbl
B COOTBETCTBYHLLMX CTaHAapTax ypoBHei 2 n 3.

M3rotoButenn MoryT UCNonb30BaTh 4pyrie YPOBHU KauyecTBa CTEPUIbHOCTH, eCc/im 3TO 060CHOBAHO A,0-
KYMeHTa/IbHO 0hOPMJIEHHO OLEHKOI pucka. Ecnv nMnnaHTaTbl CTEPUIN3YIOT 3TUIEHOKCMAOM. PYKOBOACTBY-
totca NCO 11135-1: ecnu 061yveHnem, To — MICO 11137-1 n CO 11137-2; ecnm napom, To — UICO 17665-1;

6
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€ec/iM MMNAaHTaTbl, cogepxallme matepuasbl XXUBOTHOTO NPOUCXOXAEHUSA, CTEPUINIYIOT XUMUYECKUMU XNJ-
KoCcTAMU. npumeHsiloT MCO 14160; ecnu No6bIM ApyrumMm MeToAoM (hUHULLIHON cTepunusanun. — MICO 14937.
Ecnu uMmnnaHTatbl M3rotaBNnBaloT B acenTuyecknx ycnosusx, npumeHsoTr NCO 13408-1.

9.3 Ctepunusauusa notpebutenem

9.3.1 N3genusa, noctaBnsgeMble HECTEPUIbHBbIMU

[na umnnaHTaToB, NOCTaB/SAEMbIX HECTEPU/IbHBIMU, U3rOTOBUTE b AO/DKEH YKa3aTb N0 MeHbLUEl mepe
OfIVH MOAXOAALMIA METOA, CTePUIN3aLUN C TaKUMK NapamMeTpamy CTEPUIN3ALMOHHONO LKA, YTOObl UX 6e3-
0nacHoOCTb U 3KCnyaTauMOHHbIE XapakTepUCTUKM He yXyAlanuce. Ecnv MHoOrokpaTtHble LMKbl cTepununsa-
L HeAonyCTUMBI, 3TO AO/IKHO 6bITh yKa3aHo B MHopMaLlmu, npefocTaBnseMoi npoussogutenem (CM. pas-
fen 11).

9.3.2 ToBTOpHaA cTepunusaums

B vHdpopmaumn, npefoctaBnsemMoin M3rotosutenem, fo/mkHa ObiTb ykazaHa BO3MOXHOCTb MOBTOPHOIA
cTepunansaymnm uMnaaHTaTa u MetTobl U napameTpbl CTEPUIN3ALMOHHONO Lnkna B cooTBeTcTBumM ¢ NCO 17664.
M3roToBuTeNb AO/MKEH yka3aTb MakCMMasibHOE YMCO LUKI0B NOBTOPHON CTepuav3auuun, KOTopble MOryT
6bITb BbIMO/IHEHbI 6€3 HapyLleHnss 6€30MacHOCTU U IKCMNyaTauMOHHbIX XapakTepUCTUK MMMaaHTara.

9.4 OcTaTouHble BellecTBa nocse crepuamnsanum

McnbiTaHme Ha ocTaTouHble BeliecTBa Mocne CTepuansaumn JO/HKHO COOTBETCTBOBaTb MpUHLMNAM,
yCTaHoBJ/IEHHbIM B VICO 10993-1. OcTartoyHoe cofepKaHune aTUIeHoKeuaa He A0/1KHO NpeBbIWaTh npeaesnos,
yKasaHHbIX B MICO 10993-7.

10 YnakoBKa

10.1 3awwuTa OT MOBPEXAEHWI NPU XPAHEHUU N TPAHCMOPTUPOBAHWM

YnakoBKa Kaxoro vmnaaHTata fO/KHA GbiTh Takoi, uTo6bl B yKAa3aHHbIX W3rOTOBUTE/IEM YC/IOBUSX
XpaHeHusl, TpaHCNoPTUPOBaHUS U 06paLLEHUsI C UMMIAHTATOM (BK/IOUAs KOHTPO/b TEMMNEPATYPbl, BNaXHOCTH
U aTMOCEepHOro JaBNeHNs, eCNN NPUMEHKNMO) 06ecneunBanach ero 3awuTa oT NOBPEeXAEHNI 1 yXyALLEHNs
CBOICTB, & cama ynakoBka He OkasblBasia BpeAHOro BO34elCTBUS Ha UMMN/IaHTar.

NMpumevyaHue 1— MNpu HEOBXOAUMOCTN MOTYT 6bITb NCMOMb30BaHbI METOAbl UCMbITAHWIA, MPeACTaBeHHbIE B
M3K 60068-2-27. M3K 60068-2-31 nnnm M3K 60068-2-47.

NMpumevyaHne 2 — [lo NPUHATUA ONpeAeseHHOro cnoco6a ynakoBkM pekoMeHAYeTCs NMPOBOAWUTL OLEHKY ero
COOTBETCTBUSA NPESYCMOTPEHHOMY NPUMEHEHNIO. DTO MOXET BObiTb BbINOHEHO MYTEM UCMbITAHWI NPW TPaHCNOpPTUPOBa-
HUK B ONacHo! cpeae, MofenupyoLell ycnoBus, KOTopble MOTyT BO3AeiicTBOBaTb Ha YNakoBKy.

10.2 CoxpaHOHMe CTepPUILHOCTU NP TPaHCNOPTUPOBAHUN

WmnnanTaTsl, MapkupoBaHHble Haanucbld «CTEPU/IbHO», fo/mkHbI 6biTh YNnakoBaHbl TakuM 06pas3oMm,
YTOObLI COXPAHAICA UX UCXOAHBIVE YPOBEHb CTEPUIBHOCTU NPU YKa3aHHbIX YCNOBUAX XPaHeHWs, TpaHCnopTu-
poBaHMK 1 o6pallleHns, 3a UCK/IlYeHneM Tex c/lyvyaes, Korfa ynakoska, obecrneumsarollas CTepUIbHOCTD,
nospexaeHa uan BCKpbiTa. YnakoBka fo/mkHa cootseTcTeoBarb VICO 11607-1.

11 WHcopmaums, npegocTaBisiemMmas npousBoauTeNIemM

11.1 O6uwue TpeboBaHuA

MH(*)OpMaLI,I/IFI, npegocrtasnisemMas U3rotoeuTesieMm M npegHasHa4yeHHaa And HenocpencTtBeHHOro Busy-
aJ/ibHOro BOCNPUATUA, O0J/DKHA ObITb JIErKO YNTAEMOWN N YeTKol npn nNpocMoTpe npu oCBeWeHHOCTHN 215 nk
nonb3oBaTesieM C HOpMa/sibHbIM WU/TN CKOPPEKTUPOBaHHbIM A0 HOPMaJ/ibHOro 3peHnemM C paccTtoAaHusA, onpeae-
JIEHHOIo C y4eToM CpOprI N pasmMepa KOHKPEeTHOro nMmnaaHTara.

NMpumeyaHne 1— PekomeHayeTcs y6eAuTLCA B TOM, UTO NPeAoCTaBAsieMas MHOPMaLMs MOHATHA NOTEHLM-
anbHOMY Nonb3oBaTento Urvau ApyruM NnLam, npyu Heo6XoANMOCTHU.

EC/n Ha KOHTeNHepe U3aenusi HeJoCTaTouHO MecTa, COOTBETCTBYIOLWAs MH(OPMaLMs MOXET 6bITb Npu-
BeJeHa BO B/IOXEHUM, B CONPOBOAUTE/NILHOM JOKYMEHTe UMK Ha CliefytoleM C/loe YyNnakoBKu.
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[na pacnosHaBaHWs onpefenieHHOW MapKUPOBKMA Ha MasiblX UK Cneuuann3vpoBaHHbIX UMMIaHTaTax
MOryT notpeboBaTtbcsa Apyrne mMeToAbl, MOMVMO BU3YasIbHOr0, HanpuMep 3/1eKTPOHHbIE MeTOAbI.

Mpy HEO6XOAMMOCTH, B MapKMPOBKE U COMPOBOAWUTESbHBIX [OKYMEHTax MMmnaaHtata MoryT 6biTb MC-
nonb30BaHbl CMMBOJ/IbI, abbpeBnaTypbl W LBeToBas MAaeHTUukauusa. Jllo6Gble UCNo/Ib30BaHHbIE CUMBOSbI,
abbpeBuaTypbl W uBeTa WAEHTUdVKALMN [O/MKHbI COOTBETCTBOBATb OMY6/UKOBAHHBIM MeXAYyHapOoAHbIM
cTaHgaptam (Hanpumep. MCO 7000). B cnyyas ux OTCYTCTBUA W3rOTOBUTE/b AO/DKEH ONUCATb CUMBOJIbI, ab-
6peBMaTypbl UK LBeTa UAEHTUMKALUM B CONPOBOANTENbHOW AOKYMEHTALMMN HA UMNIaHTaT.

WHdopmauws, npegoctasnsemMast M3rotoBUtenem, Ao/mkHa 6biTb NpeAcTaBneHa TakvuMm 06pasom, YTo6b!
HEBO3MOXHO 6bI/10 ee nepenyTaTtb C APYroi BaXXHON MHopMaLuei.

Bce efnHMLbI M3MepeHUii AO/MKHbI ObITb BblpaXeHbl B eguHuuax CU, kak ykaszaHo B ICO 80000. SkBu-
Ba/IEHTHbIE €4UHNLbI MOTYT ObITb NPMBEAEHbI B KPYI/bIX CKOOKaX.

MpumeyaHne 2 — CnepyeT 06patuTb BHMUMaHne Ha MICO 80000-1, B KOTOPOM AaHbl AONOIHUTE/IbHbIE YKa3a-
HUSA OTHOCUTE/ILHO NPUMeEHeHns eanHny CU.

B cnyyae BO3MOXHOCTYM 1 LileniecoobpasHocTu, nHpopmauus, Heobxogumas Ans 6e3onacHoro npumeHe-
HUA UMNaHTaTa, fo/MKHa OblTb HAHECEHA Ha caM UMMaHTAT, U/Wn Ha yNakoBKY Kaoro umniadrara, uim,
npy Heo6Xo4MMOCTH, Ha NoTpebuTenbekyto Tapy. Ecnv niavengyansHasa ynakoska Ans Kaxgoro nmnnadtara
He MOXeT OblTb MCnosib3oBaHa, MHdopMaunsa Ao/xXHa OblTb NpuBeAeHa BO BKNagbllle, npuaararowemcs K
KaoKlOMy UMMIaHTaTy uau yrnaxkoBke.

Ecnu npumeHumo, perynvpyembie nosib3oBaresieM 4acTu UMmniaHTaTa Ao/DKHbI UMeTb YeTKOoe yKkasaHue
CBOMUX (DYHKL WA

Nobble cbeMHble YacTu, NpegHasHavyeHHble U3roToBUTENEM A1 UCMO/b30BaHUA OTAEe/IbHO OT camMoro
nMnnaHTarta, fo/MKHbI 6bITb AEHTU(ULMPOBAHLI KOAOM NapTUX UAK APYrMMK cnocobamu.

Bce gaTbl fo/mKHbI ObITh NpeAcTasneHsbl B choopmate MT-MM-44. v FAT-MM. wau I'TTT B cooTBeT-
cteun ¢ NCO 8601.

11.2 HaHeceHue 3TUKeTOK

Ha aTukeTke gomkHa 6bITb YkasaHa crnegytolias nHpopmawms:

a) ecny ynakoBka COepXuT paanoakTBHbIe BeLLecTBa, TO OHa A0/HKHA UMeTb MapKvpOBKY, YKa3blBato-
LLYIO TUMN U CTeNeHb aKTUBHOCTU PaAnoaKTUBHbIX BELLEeCTB:

b) HaMMeHOBaHWe 1 aApec U3roToBUTENS WK, ecn Heo6X0AMMO, YNOSIHOMOYEHHOrO NpeAcTaBuUTeNs,
BK/lOYas, Mo KpaiHel mepe, ropog u cTpaHy;

C) onucaHue n3genus (Hanpumep, CepAeYHbIn knanaH), 0603HauYeHne Mogenu n3genus u. Npu Heobxo-
AVMMOCTMN, HOMEP NapTUX UK CePUIHBIA HOMEpP U3eNus ¢ COOTBETCTBYIOLLMM 0603HAYEHUEM.

Mpumep — «LOT», aSN», HOMep napTun WAN cepuitHblii Homep no NCO 7000-2492 n NCO 7000-2498
COOTBETCTBEHHO,

d) ecnu NnpegycMOTPEHHOE Ha3HaYeHne MMNIaHTaTa He O4YeBNAHO 415 NOSIb30BaTe s, YeTKOe yKasaHue
npeaycMoTpeHHOro HasHa4eHus;
€) ec/ii NPUMEHUMO, yKa3aHue, YTO COAEePXNMOe YNakoBKN CTEPUIIBHO, U METO/ CTepuIm3aumnn.

Mpumep — Cnoso «CTEPWU/IbHO», unn cumson crepunbHoctn no NCO 7000-2499, nnn oanH N3 CUMBO-
nos «CTepunnsoBaHo C UCMONb30BaHMWEM...» cornacHo MCO 7000-2500, NCO 7000-2501, MCO 7000-2502 nu60
MNCO 7000-2503.

Oecnu ogMHaKoBble UAN MOXOXNE UMNNAHTaTbI peanmn3yoT n B CTeEPUSIbHOM, U B HECTEPU/IbHOM BUAeE,
4YeTKoe yKasaHue, YTo coaepxmnmoe KOHerTHOI7I YNakoBKN HECTEPU/IbHO.

Mpumep — CumBON «HecTepunbHo» no NCO 7000-2609;

) ecnu NnpuMeHMMo, Jata «ToAeH Ao...» (rof U Mecsu).

Mpumep — CumMBON «rofeH fo...» no MCO 7000-2607;

h) yKasaHue, 4To nMnaaHTat npegHasHayeH ansa oAHOKPaTtHOro Ucnosib3oBaHus.
Mpumep — CUMBON «He UCMONb30BaTb NOBTOPHO» No MCO 7000-1051;

i) cneunanbHble YCNOBUS XpaHeHUs n/mnm obpatyeHus;
j) cneunansbHble paboune NUHCTPYKLUN.
K) npegynpexaeHns nnv npefocTepexeHuns no NPUMeEHEHUIo.
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11.3 WHCTpyKuMn no akcnayarayunm

WHCTpyKUun no akcnayaTauuv AO/MKHbI coAepxaTb cneayoLyto nichopmanuio, ecnv nprMeHnMo.

a) ecnv ynakoBka COAEPXWUT pajnoakTUBHble BELLeCTBa, TUM U CTEeNeHb aKTUBHOCTW pafnoakTUBHbIX
BellecTB M nogpobHasa nHopmauuns o nNpupoge nsnyyeHus, cpeacTeax 3awmutbl NauneHTa, nonb3osarTens u
TpeTbUxX 1L, a Takke o NyTAX NpefoTBpaLleHns HeNpPaBoOMEPHOr0 UCMNO/Ib30BaHNS;

b) HaMMeHOoBaHWe 1 ajpec U3roToBUTE NS, BKOYas ropof, CTpaHy n HoMmep TenedoHa;

C) onvcaHve uMnnaHTara (HanpumMep, cepheyHblii knanaH) u 0603HavYeHne MoAenn UMNAaHTaTa;

d) ecnu npegycMoTpeHHOe Ha3HavYeHe nMnaaHTaTa He O4eBUAHO A1 NO/Ib30BATE A, YETKOE yKasaHue
npefyCMOTPEHHOr0 Ha3HauYeHus;

€) npefyCcMOTPEHHbIE 3KCNyaTalOoHHbIE XapakTepucTuku, onucaHHble B pasgene 4, u BCe Hexena-
TeNbHble No6oYHbIe 3PP EKTHI;

0 uHbopmaums, NO3BONAIOWAA NONb30BaTeN0 BbiOpaTh NOAXOAALMA MMNNaHTaT (BKIOYas npasusb-
HbIA pasmep), NPUHaANEXHOCTN K HEMY U ApYyrMe COOTBETCTBYLME U3[enus, ¢ Lenblo obecneveHns 6es-
0MnacHoro covyetaHus;

) nHdhopmMauus no NpaBuIbHOW UMNAaHTauMn n MeTogam usbexaHvs nam MuHMMm3aumm cneynduye-
CKMX PUCKOB, CBA3@HHbIX C UMNAaHTaLUNeid.

h) nHpopmaumsa, Heobxogumasa ANA NPOBEPKM NPasBWUbHOTO U 6e30nacHOro yHKLMOHUPOBAHUA UM-
nnaHTaTa;

i) ykasaHvie, YTo CoAepXunmMoe ynakoBKku CTEPUIbHO, Y UCNOJb30BaHHbIA METOZ, cTepumnsaumm.

Mpumep — Cnoso «CTEPUJ/IbHO», nnn cumeon cTepunbHocTun no NCO 7000-2499, unv o4UH U3 CUMBOIOB
BCTEPUIN30BAHO C UCNOMb30BaHueMm...» no NCO 7000-2500, NCO 7000-2501, NCO 7000-2502 nnn NCO 7000-2503;

j) ecnn ooMHaKOBbLIE UMW CXOXME MMMNIAHTaTbl peanusyloT ¥ B CTEPUIbHOM, U B HECTEPUIBHOM COCTOS-
HUSAX. UHCTPYKLMIO MO CTEPUAN3ALIMN COLEPXKMMOr0, eC/in NPUMEHUMO;

k) nogpo6Has nHchopmauus o 6ot 06paboTke WM NOATOTOBKE, TPebyemMoii A0 NCNONb30BaHUS UM-
nnaHTarta.

Mpumep — OKOHYaTeNbHas c6opka, OUMCTKA, CTEepuansayns n T. n.;

1) MIHCTPYKUMS MO MeTody cTepuimsaumun ¢ TpebyembiMy napametpamu Uukia 418 UMnaadTaTos, no-
CTaBNSieMbIX HECTEPUIbHBIMU, UMW 418 TEX ClyYaeB, KOrAa ynakoBka 6bl1a NoBpeXaeHa Uim paHee OTKpbITa,
1N MakcuManibHOe YMCO LMKI0B MOBTOPHOW CTepmMansaLmm, KoTopoe MOXET ObiTb BbINOSTHEHO;

T) yKkasaHue, YTO UMNMAHTAT NpefHa3Ha4YeH A4Na OAHOKPATHOIO UCMOJb30BaHUs.

Mpumep — CUMBO/ «HE UCNOSIb30BaTb NOBTOPHO» no NCO 7000-1051;

n) no6ble cneyynanbHble YCA0BUA XpaHeHUs n/nnn obpalleHuns;

0) npeaynpexweHua nnn npenoctepexeHna no npuMmeHeHuto, Bki4dasa orpaHn4yeHus no XxmMmnyeckum

BELLeCTBaM (Hanpumep, CNUpT), BO3LEWCTBUIO KOTOPbIX UMMIAHTAT MOXET NMOoABepraTbecsi B KMHUYECKNX YC-
NoBUSIX;

p) XapakTep HeXU3HECNOCOGHbLIX TKaHel XUBOTHLIX UKW UX MPOU3BOAHLIX (HANPUMEP, HEMOBPEXAEHHO
TKaHW, BbICOKOOUMLLLEUHbIX NPOM3BOAHbIX), €C/IM UMMIAHTAT COAEPXKUT Takue MaTepuab;

q) npeaynpexaeHnsi 06 onacHOCTSAX, BO3HUKAIOLWMX NPU B3avMOAENCTBAM UMNaHTaTa 1 Apyroro 060-

PyAoBaHUA. KOTOPOE HacCcTo NMPUMEHAKT NPU NMPOYNX KJIMHNYECKUX npoueaypax uin nev4eHnin;

r) ykasaHve OTHOCUTEeNIbHO 6e3onacHoCTV umnnaHtata B MP npocTpaHcTBe W, Npy HEOO6X0AMMOCTH,
nHhopmauma 06 aptechaktax MP n3obpaxeHns B Lensx CoAeiicTBMA Bpayam B MHTepnpeTaLmnm NckaeHnii n
noTepb CUrHana B MP M306pa>Keva|, BbI3BaHHbIX UMMNJ/TAHTATOM.

Mpumep — TepMuHbl U cumBONbI N0 MP 6e3onacHocTu gaHbl B ACTM $2503-05.

MpumeuvuaHune — Cnepyer o6patuTb BHUMaHne Ha ACTM ®2119. B KOTOPOM yka3aH MeTOA MCNbITaHui Ans
oueHkn apTedaktoB MP n306paxeHusi, BbI3BaHHbIX HEAKTUBHbIMU UMMNIaHTaTaMu;

S) MHCTPYKUMA NO NpaBU/IbHOMY U3B/IEYEHUIO N YTUNN3aUUn nMmniaHTara.

MpumeuvyaHune — CnepyeT obpatuTb BHUMaHue Ha NCO 12891-1. B KOTOPOM faHbl AOMNOHUTE IbHbIE YKa3aHus
N0 M3BMIEYEHUNIO 1 aHa/IM3y UMMNIaHTaToB;
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t) nogpo6HOCTM, NO3BONSIOLLME MEAULMHCKOMY NepcoHany NHGopMMpoBaTh NauueHTa 060 Bcex Mepax
npesoCTOPOXHOCTH, KOTOPble HEOGXOAMMO NPUHATL, BKIHOYAS:

- AelicTBUA, KOTOpPbIX cneayeT usberatb:

- BO3MOXHble Mepbl NPeA0CTOPOXHOCTW, KOTOpble creayeT NPeAnpuHATL NPU HOPMasbHO NoBCeAHEB-
HOWi eATeNbHOCTH.

Mpumep 1— M3beraThb IeCTHUL, HE NPUHUMAT b NO3Y Fy60OKOro NpuceAaHus:

- Mepbl NPefOCTOPOXHOCTY A1 NPEfOTBPALLEHNS HEXeNaTe bHbIX SB/IEHNI B CBSI3W C U3MEHEHUSIMU B
(PYHKUMOHMPOBAHUM UMMAHTATA;

- peKoMeHAaLMN NauneHTy 0 Heo6X0AMMOCTY MEAULMHCKONM KOHCYNbTaumy Npy BO3MOXHOM BO3HUKHO-
BEHUW NOTEHLMASIbHO HEBNArONPUSITHBLIX YCNI0BUIA, KOTOPbIE MOTYT NMOBAMATL HA (DYHKLVOHWPOBAHWE VMMaH-
TaTa.

MpumMep 2 — SNEKTPOMArHUTHbIe MoAs, 3KCTpemManbHas TemnepaTypa, nepenagbl JaBneHus:

- I/IH(bOpMaLI'I/lﬂ 0 NoTeHuUunanbHbIX B3aMMO,qeﬁCTBMSIX C Apyrumn TepaneBTUYECKUMU NN anarHoctuye-
CKMMKn npouegypamun nnn n3pgennamin.

Mpumep 3 — MPT;

- MHbopMaLws 060 BCEX NIeKapPCTBEHHbIX BELLECTBaX, CoAepXallyxcsi B UMniaHTate (cM. pasgen 6);
1) JaTta BbiNycka wav NocneaHeil pefakyum UHCTPYKLMUU MO NPUMEHEHUIO.

11.4 OrpaHuM4yeHna No COBMECTHOMY NPUMEHEHUID

Ecnu MMnaaHTaT npeAHasHayeH A8 NpUMeHeHUs COBMECTHO C APYTUMW UMMNaHTaTaMu WU YCTPOiA-
CTBaMu. TO TAKOe CoUYeTaHue B Lie/IOM, BK/ouas CpeAcTBa COeAMHEHNs, A0/MKXHO 6biTh 6€30MNacHbIM 1 He Hapy-
LWaTb YCTAHOB/MIEHHbIE 3KCM/yaTalMOHHbIE XapaKkTepuUCTUKN MNiaHTaTa. Bce orpaHMyeHnst No COBMECTHOMY
NMPUMEHEHUIO JOKHbI ObITh YKa3aHbl HA 3TUKETKE W B UHCTPYKLUWK MO MPUMEHEHWIO.

11.5 MapKkupoBKa MmnaaHTaToB

Ha nmnnaHTatax fo/mkHa 6bITb cneayrowas MapknpoBKa:

a) HavMeHOoBaHWe U3roTOBUTENS WU TOBAPHbIW 3HaK;

b) Kog, napTn (HOMep NapTUK) NN CepuiiHblii Homep.

Ecnun mapkmpoBka 6ygeT BMATbL Ha NpefyCMOTPEHHOE (DYHKLUOHUPOBAHUE, UIW UMM/IaHTaT C/IULLKOM
MaUl, U ero ou3nyeckme CBOCTBA He MO3BOJISIOT HAHECTUM pa3bopuMBY0 MapKMpPOBKY, TO Tpebyemas WH-
hopmauus fomkHa 6biTb NprBEefeHa Ha 3TUKETKE MUK C MOMOLLLIO APYTUX CPeAcTB A1a obecneyeHus oTcne-
XVBaemMocCTu.

11.6 MapkupoBKa cneumasnbHOro Ha3HayeHus

Ecnn vmnnaHTat npefHasHayeH ANs cneunasnbHbIX Uenei, STUKeTKA U UHCTPYKLMUA N0 NPUMEHEHWIO
OO/DKHBI cofepxaTb onpefeneHHble ykasaHus (Hanpumep, «M3roToBIEHO Ha 3aKa3s» WK «TOJbKO A1 KINHU-
YeCKUX UCMbITaHUI»).

MpumMmeuyaHne — HacneunanbHylo MapKMpOBKY MOTYT PacnpoCTpaHATbCs HaLMOHaNbHbIE WK PETNOHATIbHbIE

HOpMmaTMBbI, Takne kak pasgen 21 CFR 812.5 cBoga thenepansHoro 3akoHogatensctea CLUA unmn ocHoBHble TpeboBaHUA
13.3 pa) n 13.3 h) gupektnuebl CoBeTa EBponbl 93/42/EEC.
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MpunoxeHue JA
(cnpaBoyHoeE)

CBefleHNA 0 COOTBETCTBUU CCbIJTOYHbLIX MEXAYHapoAHblX CTaHAapTOB
HaunoHas/IbHbIM U MEeXroCcyaapCTBEHHbIM CTaHAapTam

IDT

IDT

IDT

IDT

IDT

IDT

IDT

IDT

IDT

IDT

IDT

IDT

IDT

IDT

CteneHb
COOTBETCTBUA

O60o3HauYeHWe U HAaNMEHOBaHNE COOTBETCTBYIOLLEr0 HALNOHANBHOTO
1 MeXrocyAapCTBEHHOrO cTaHaapTa

FOCT NCO 8601-2001 «Cuctema ctaHAapToB No MHdopmauuun, 6méamo-
TeyHoMy W usgatennbckomy geny. MNpeactasnexnve gaTt u spemeHn. O6umne
TpeboBaHMA»

FOCT NCO 10993-1-2011 «W3pgenus mepuumHckme. OueHka 6uonoruye-
CKOTO AelicTBUSI MegULUHCKUX n3aenuii. YacTb 1.0ueHKa 1 nccnefoBaHms»

FOCT NCO 10993-7-2011 «W3penus mepuumHckme. OueHka 6uonoruve-
CKOTo AelicTBMA MegULUHCKUX n3genuii. YacTb 7. OcTaTouHOe cofiepxaHue
3TUIEHOKCMAA Noce CTepunmsaummn»

FOCT NCO 11135-1-2007 «CTepunamsaumsa MeanLMHCKON NpoayKumum. 3Tn-
neHokeug. Yactb 1. TpeboBaHus Kk pa3paboTke, Bannfauun n Tekyliemy
KOHTPO/I0 Npolecca cTepuansaunn MeanuLMHCKUX n3genmnii»

FOCT MCO 11137-1-2011 «CTepunusauus MeAWLUHCKON NpoayKuun.
Yactb 1. TpeboBaHus k pa3paboTke, Banujauuv U Tekylemy KOHTPOJIO
npouecca cTepuamsauun MeguLuHCKuX n3genunii»

FOCT NCO 11137-2-2011 «CTepunamsauus Me[ULUHCKON npoayKuum.
PaavauunoHHas ctepunusauus. YacTb 2. YcTaHOBNEHME CTepun3yloLei
A03bI»

FOCT NCO 11607-1-2011 «YnakoBka MeAULUHCKWX U3genvii, nognexa-
Wnx uHWWHOK cTepunusauun. Yacte 1. Tpe6oBaHusi k maTepuanam,
6apbepHbIM cucTeEMaM A8 CTepunansauun n ynakoBoyHbIM cucteMam»

FOCT P NCO 13408-1-2000. «AcenTuyeckoe NpoM3BOACTBO MEANLNHCKOW
npogykuun. Yactb 1. O6wme TpeboBaHnA»

FOCT P NCO 14155-2-2008 «PykoBOACTBO N0 NPOBEAEHUI0 K/TMHUYECKMUX
ncnblTaHWii MeAULMHCKNX n3genuii. YacTb 2. MNaaHnpoBaHUe KIUHUYECKUX
ncnbiTaHnn»

FOCT ISO 14160-2011 «CTtepunusaumsa ofHOPaA30BbIX MEAULMHCKAX W3-
[Aenuii. cogepxalynx matepuasnbl XMBOTHOTO NpoucxoxaeHuns. Banngauyus
N TeKyL M KOHTPOb CTEPUNN3ALIMMN C MOMOLLBIO XUAKUX CTEPUINIYIOLLNX
cpencTe»

FOCT P UICO 14937-2012 «CTepunusauus MeanuMHCKoi npogykuun. O6-
wye Tpe6oBaHUs K ONpefeneHnio XapakTepucTK CTEPUIU3YIOLLENO areHTa
1 K paspaboTke, Banmgauum n Tekylemy KOHTPOSIIO npouecca cTepununsa-
LU MEAULMHCKUX U3LENNii»

FOCT P NCO 14971-2009 «M3penunsa meanunHckue. NpuMeHeHne MeHex-
MeHTa pucka K MeANLUHCKUM N3fennsim»

FOCT P NCO 17664-2012 «CTepuamsauma MeanUUHCKUX unsgenuii. WH-
opmaumsa. npegocTaBfsiemasi U3roToBUTeNEM A8 NPOBEAEHUSI NMOBTOP-
HOW cTepunusauun meanuLHCKUX U3genmnin»

FOCT P NCO 17665-1-2006 «CTepununsauus MeLuLUHCKON NpoAyKLUN.
BnaxHoe Tenno. Yactb 1. Tpe6oBaHusA K pa3paboTke, Banugauum n Teky-
L|eMy KOHTPOJII0 Npouecca CTepuansaLnm MeguuuHCKUX nsaenuii»
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OkoHuaHue Tabnuubl JA. 1

O603HaYeHVe CCbINIOYHOTO CreneHb
MEX/yHapOoAHOro cTaHaapTa  COOTBETCTBYS

ISO 22442-1 (o)
1ISO 22442-2 0T
I1ISO 22442-3 0T
ISO 80000 (ar parts) 0T

O603HaYEHVEe 11 HAMMEHOBaHVIE COOTBETCTBYHOLLIETO HALMOHa/IbHOTO
1 MEXTOCYAapCTBEHHOMO CTaHAapTa

FOCT P NICO 22442-1-2011 «W3genva meguumnHcKMe, UCNOMb3yoLne Tka-
HV ¥ MX MPOU3BOAHBIE XNBOTHOTO NponcxoxgeHns. Yacte 1. MeHegKMeHT
pucka»

FOCT P UCO 22442-2-2011 «W3penusa MeuLMHCKUE, UCNO/b3YoLine TKa-
HV U YX MPOU3BOAHBIE XNBOTHOIO NpoucxoxaeHuns. Yactb 2. KoHTponb oT-
6opa, c6opa n o6paboTkmn»

FOCT P NCO 22442-3-2011 «W/3penua meauumuHCcKue, NCnosb3ytoLne Tka-
H/M U UX NPOU3BOAHbIE XMBOTHOIO MpoucxoxaeHusi. YacTte 3. Banupaums
YHUUTOXEHNS UN fe3akTuBauun BUPYCOB U areHTOB MHMEKUNOHHON ry6-
yatoii aHuedononaTumn»

FOCT P NCO 80000-1-2009 «Ka4ecTBO AaHHbIX»

MpumeuaHune -B HacToswel Tabnuue NCNONbL30BAHO Ceaytollee YC/I0BHOe 0603HaYeHne CTeneHmn cooT-

BETCTBUS CTaHAapPTOB:
- lOT - naeHTUYHble CTaHAapThI.
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Buénuorpadgusn

ISCOTR 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
CTaHfapTbl ypoBHA 1

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

1ISO 25539-3, Cardiovascular implants — Endovascular devices — Part 3: Vena cava filters

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

CTaHfapTbl ypoBHA 3
ISO 7197. Neurosurgical implants — Sterile, single-use hydrocephalus shunts and components
ISO 14607, Non-active surgical implants — Mammary implants — Particular requirements

1ISO 21535. Non-active surgical implants — Joint replacementimplants — Specific requirements for hip-joint replace-
ment implants

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

[ononHUTENbHbIE CTAHAAPTHI, UMeLW e OTHOWEHNE K AHHOMY 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 metaBic
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 (or Marking Medical Devices and Other Items (or Sa(ety in the Magnetic
Resonance Environment

MpaBoBble HOPMbI 41 CNPaBKW

[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 cnoBa: UMNAaHTaThl A1 XUPYPruvM HeakTUBHbIE, 06LLMe Tpe6oBaHNA
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