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[lpeaucnoBue

Llenun n npuHuunbel ctaHaapTusaumm B Poccunuckon deaepaumnn yctaHoBrneHbl deaepanbHbiM 3aKOHOM
oT 27 aekadopsa 2002 r. Ne 184-P3 «O TeXHUYECKOM peErynmMpoBaHun», a npasuna npumMeHeHnsa HaLunoHarnbHbIX
craHpaaptoB Poccumnckon depgepaumm — [OCT P 1.0—2004 «CtaHpaptusaumna B Poccunckomn dbeaepauun.
OCHOBHbIE MONOXXEHUA»

CBeaeHuAa O cTaHaapTe

1 NoAroToBJIIEH YupexpeHnem PAMH «Hay4dyHbiM LleHTp cepaeyHO-COCyAUCTON XUPYPrun
um. A.H. bakynesa PAMH» (HLICCX um. A.H. Bakynesa PAMH) Ha ocHOBaHUM COOCTBEHHOIO ayTEHTUYHOIO
nepeBoja Ha PYCCKUN A3bIK MEXAYHAPOAHOro ctaHgapra, ykasaHHOro B NyHKTe 4

2 BHECEH YnpaBneHunem TexHn4ecKkoro perynupoBaHusa n ctaHgaptusaumnm degepanbHOro areHTcTea
MO TEXHUYECKOMY PErynMpoOBaHNIO U METPONOTNN

3 YTBEPXIOEH  BBEOAEH B OEVCTBWE Mpukasom degepanbHOro areHTCTea no TEXHUYECKOMY pe-
ryrnmpoBaHuto u metponornn ot 7 ceHtaopa 2011 r. Ne 265-ct

4 Hacrtodawmun ctaHpaapTt naeHtndeH mexagyHapogHomy ctaHaapTty NCO 14630:2008 «MmnnaHTaThl Xu-
pypruyeckne HeaktuBHble. Oome TpedboBaHna» (ISO 14630:2008 «Non-active surgical implants — General
requirements»)

[Tou NPUMEHEHUN HACTOALLErO CTaHaapTa PEKOMEHAYETCA NCNONb30BaTh BMECTO CCbhINMOYHbIX MEXXAYHa-
POAHbLIX CTAHAAPTOB COOTBETCTBYOLLME UM HAaLMOHanNbHbIE cTaHaapTbl Poccunckon deagepauumn, ceeaeHmnsa o
KOTOPbLIX NPUBEAEHLI B AONONMHUTENBLHOM MPUNOXKeHun QA

5 BSBAMEH I'OCT P NCO 14630—99

VIHgbopmauusa 06 UMEeHeHUsaX K HacmosdauwemMy cmaHoapmy rnybnukyemcecs 8 exe200H0 u30asaemMomM UH-
cpopmMalyUoOHHOM yKasamerne «HauyuoHarnbHbie cmaHoapmbpi», @ mekem U3MeHeHUU U nonpasoK — 8 €XXeMe-
CAYHO u30asaeMbiX UHOPMAaUUOHHbIX yKa3lamenax «HauuoHarnbHble cmaHoapmbi». B cnyyae nepecmompa
(3aMeHbl) unu ommMeHbl Hacmosduwie2o cmaHoapma coomeememesyrouiee yeedomreHue byodem onybrnukoeaHo
8 €XXKeMEeCAYHO u3oasaemMomM UHpopMaUUOHHOM yKa3amene «HayuoHarnbHbie cmaHoapmbiy». Coomeemcemay-
rowasa uHopmMayusd, yeeooMrieHUe U mexKkemsl pasmewlaromes makxe e UHeopMayuoHHOU cucmeme obujeao
r10/1b308aHUA — Ha ouyuarnbHOM catime ®edeparnibHO20 azeHmemea rno MexXHU4eCcKoMy peaynupoeaHuio U
Memporsioauu 8 cemu MIHmMepHem

© CtaHpgapTtuHdopm, 2011

Hactoswmin ctaHaapt HEe MOXET ObITb MONTHOCTLIO UM YACTUYHO BOCNPOU3BEAEH, TUPAXKUPOBAH U pac-
NMPOCTPaHEH B Ka4yecTBe odhmuUmnanbHOro nagaHus 6e3 paspewesHns degepanbHOro areHTcTaa no TEXHUYECKO-
MY PErynmpoBaHUIO U METPONOTUN
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BBeaoeHue

HacTtodLwmn ctTaHaapT aBNAeTca NnpamMbiM NpUMeHeHnemM mexxgyHapoaHoro cravgapra MCO 14630:2008
«HeakTuBHble xupypruyeckne nmnnadrarbl. Oowme TpedoBaHUA», NOArOTOBMNEHHOIO TEXHUYECKUM KOMUTE-
TOoM CO 150 «<MmnnaHTaTtbl Ana xupyprum».

HacToawun ctaHaapTt onpeaenaer nopaaok cobnoaeHna doyHaamMeHTanbHbIX NPUHUKMNOB ©€30MnacHO-
CTK, yctaHoBneHHbiX B MCO/TO 14283, B TOM YacTU, B KOTOPOU OHU NPUMEHUMbI K HEAKTUBHbLIM XUPYpPru4ye-
CKUM nMnnaHraram. Takke HACTOALUMW cTaHAapT onpeaendeTr noaxod K noATBEPXAEHUIO COOTBETCTBYHOLLUX
OCHOBHbIX TpeboBaHn De3onacHOCTU, CHoOpMynUPOBaHHbLIX B 00LLemM Buae B IMNpunoxenHnn 1 upektusbl Co-
BeTa EBponbl 93/42/EEC o1 14.06.93, KoTOpPada oTHOCUTCA K MEAULIMHCKUM U3OENUAM.

CyLLUEeCTBYET TPU YPOBHA CTAHAAPTOB, OTHOCALUMXCA K HEAKTUBHbIM XUPYPrniyeckumMm umnnaHtatam wu
NPUHAANEXHOCTAM K HUM:

- ypoBeHb 1, onpegenatoLmnn odLune TpedboBaHUA K HEAKTUBHbIM XUPYPrM4eCKUM UMNNaHTaram;

- YPOBEHb 2, ONpeaensaoLwmnin YacTHble TPEDOBAHUA K CEMENCTBAM HEAKTUBHbIX XUPYPTUYECKNX NMMIMIAH-
TaTOB;

- YPOBEHb 3, onpeaenarowmn cneumnanbHble TpedboBaHUA K OTAENbHbIM TUNAM HEAKTUBHbLIX XUPYpPruye-
CKUX UMNNAHTATOB.

[1pn 3TOM ypOBEHb 1 ABNAETCA HAUBbLICLLUM.

CTaHgapTbl YpOBHA 1, TAKME KakK HACTOALLUMKW CTaHAAPT, a Takke [4], cogepxart TpeboBaHnsa, NPUMEHU-
Mbl€ KO BCEM HEAaKTUBHbIM XUPYPruyecKknm umnnaHrtaram. [pn 3TomMm AONONMHUTENbHbIE TpeboBaHua OyayT
YCTAHOBIEHLI B CTaHAapTax YPOBHEU 2 U 3.

CTaHgapTtbl ypoBHA 2 (Hanpumep, [5] — [9]) npumMmeHumbl K bonee orpaHnYeHHbIM rpynnam Unmu cemMemn-
CTBaM HEaKTUBHbLIX XUPYPIrMYECKMX UMNNAHTATOB, KaK, HAaNnpMMep, K uMnnadraram, npegHasHavyeHHbIM AnS
HEUPOXUPYPIUKU, cepaevYHO-COCYAUCTON XUPYPrun nnun aHAoNpoTe3snpoBaHna CyCcTaBoB.

CTaHaapTthbl TPETLENO ypoBHA (Hanpumep, [10] — [13]) npumMeHumMbl K cneunanbHbIM TUNAM UMMNNAHTATOB
B paMKax 0HOro CEMeUCTBa HEAKTUBHbLIX XUPYPrMYECKNX UMMNMAHTATOB, KaK, HAaNnpuUMep, K 3HAONpoTE3aM Ta-
300epeHHOro cycraBsa unm aprepuarnbHbiM CTEHTaM.

[ng Toro, 4ToObl OXBaTUTL BCE TPEOOBAHUA K KOHKPETHOMY MMIMIIAHTATY, CNeAyeT Ha4YMHaTbh PpacCMOTpe-
HUE C NPUMEHUMOTO cTaHaapTa Hanbonee HN3KOro ypoBHS.
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HALULWOHAJIbHBIN CTAHAOAPT POCCUUNCKOWN PEOEPALUNWN

AMIMTNAHTATBblI XUPYPITMMECKME HEAKTWBHDbIE

Oobuwune TpedoBaHuA

Non-active surgical implants. General requirements

[1ata BBegeHusa — 2012—03—01

1 Obnactb NPUMEHEHUS

Hacrodawmun ctanaapTt yctaHaBnmMBaeT ooLne TpeboBaHUA K HEAKTUBHLIM XUPYPruyecknm nMmnnaHraram
(panee — uMmnnaHTarthbl). HacTodLLIUMKM CTaHAAapT HE pacnpoCTpPaHAETCA HA CTOMATONOTMYECKME UMNNaHTaThl U
BOCCTAHOBUTENLHbLIE MATEPUanbl, TPAHCIHAOAOHTUYECKME N TPAHCPAAUKYNAPHbIE UMNNAHTATbI, NCKYCCTBEH-
Hble XPyCTarimky rnasa u UMnnaHTarbl, coaepxalime >XM3HeCnoCoOHbIE TKAHWN XXUBOTHbIX.

B oTHOLIEHMK ©e30nNaCHOCTU HACTOALLMIN CTaHAapT ycTaHaBnuBaeT TpeboBaHUA K nokas3aTensam HasHa-
YeHUda, 0COOEHHOCTAM KOHCTPYKLIMK, Marepuanam, oueHKe KOHCTPYKUUK, NPOU3BOACTBY, CTEPUNU3aLINK, yna-
KOBKE U MHpopmMauuun, npegocraBnaemMon U3arotToButenem, U UCNbiTaHUAM ANa AeMOHCTPAaLMU COOTBETCTBUA
OaHHbIM TpeboBaHNAM. [lononNHUTENbHbIE NCNLITAHUA YKa3aHbl UMW HA HUX NPUBEAEHbI CCbINMKWU B CTaHaapTax
YPOBHEN 2 U 3.

[TpuMeyaHKne — HacToalMn cTaHaapT He TPebyeT, YTOObI U3roTOBUTENE UMEN BHEAPEHHYIO CUCTEMY MEHE-
XMeHTa KadectBa. OgHaKo NpUMEHEHUe CUCTEMblI MEeHedXXMeHTa KadecTBa, Takol Kak onucaHo B MCO 13485, MOXeT
ObITb YMECTHbLIM ANA NOBLILLEHUA rapaHTUK TOro, YTO UMNMAHTAT AOCTUrAET CBOUX SKCNNyaTaLUMOHHbBIX XapaKkTepUCTUK.

2 HopMaTuBHbIE CCbIJSIKN

Crneaylowme cCbiNoYHble CcTaHAapTbl 00A3aTenbHbl NPU MPUMEHEHNN HACTOSALLEro ctaHaapra. [na aa-
TUPOBAHHbLIX CCbINOK MNPUMEHUMO TONMbLKO yKa3aHHadA B nepeyHe Bepcud. [ina HegaTupoBaHHbLIX CChINMOK MPU-
MEHUMa nocneaHAasa no BpeMeHN U3gaHna BepPCcus CCbINMOYHOro ctaHaapra (BKnoyas Bce nonpaBKn).

NCO 31 (Bce yactun) Benn4yuHbl U eJUHULIbI U3MEPEHUA

NMCO 8601 Cucrema ctaHaaptoB No nHpopmauumu, oMdbnnoredyHomy n n3agarenbckomy aeny. Npeacras-
neHune gat u spemeHun. OdLme TpedboBaHuUA

NCO 10993-1 Uspenna meguumHckue. OueHka OUONornyeckoro AemcrBusa MeaULMHCKUX U3OEeNun.
YacTtb 1. OueHKka u uccnegoBaHus

NMCO 10993-7 N3penua meguumHckne. OueHka OMONornyeckoro AeucTtBUA MEAULIMHCKUX W3aernun.
Yactb /. OcTaToO4yHOE CcoAepXaHue ITUNEHOKcHaa Nocne crepunm3aumn

NCO 11135-1 MeaununHckue nsgenud. Banuaauma n TEKYLLUUN KOHTPOIMb CTEpUnmn3aumMm OKCUA0OM 3TU-
neHa

NCO 11137-1 Ctepunusaumna meanunmHCKOW npoaykumn. PagnaunoHHaa crepunusaund. Hacrto 1. Tpe-
boBaHu4 K pa3padoTke, Banuaauun 1 TEKyLLEMY KOHTPOIIO npouecca crepunu3aunn MeguumMHCKUX n3aenum

NCO 11137-2 Ctepunusauna meguLnHCKON npoaykuun. PagnaumoHHada crepunmnsaumd. Hacrtb 2. Ycra-
HOBINEHNE CTEPUNNIYIOLLEN O03bl

NCO 11607-1 YnakoBka Aand MeAWLUMHCKUX Wu3genun, noanexawmx OUHULLHOU CTepunusauuu.
YacTtb 1. TpeboBaHua kK matepunanam, bapbepam odbecneyeHnsa CTepurnbHOCTU U CUCTEMAM YIMAaKOBKY

N3paHune odpuyumanbHoe
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MCO 13408-1 Acentudyeckaa obpaboTka nsgenum mMeamumMHCKoro HasHadveHusa. Yacto 1. Obiue Tpe-
boBaHUA

NCO 14155-1 PykoBoACTBO NO NPOBEAEHUIO KIMUMHUYECKUX UCNbITAHUU MEAUUNHCKUX u3genun. Yactb 1.
ObLumne TpedboBaHUA

NCO 14155-2 PykoBoaCTBO NO NpoBEeAEHUIO KIMMHNYECKNX UCNbITAHUN MeAULIMHCKX ndgenun. Yactb 2.
[1TnaHnpoBaHne KNMHNYECKUX NCMNbITAHUN

NCO 14160 Ctepunusauma ogHopas3oBbIX MEANLMHCKUX U3OEMUN, COAEPKALLMX MaTEPUanbl XKUBOTHO-
ro npoucxoxaeHud. Banungaumna n Tekywmm KOHTPONb CTeEpUnu3aumm ¢ NOMOLLUBI XUAKUX CTEPUNU3YIOLLINX
CpeacTB

NMCO 14937 Crtepunusauna meamumHckon npoaykumun. Odmne TpedosaHuUa Anda onpeaeneHnsa xapak-
TEPUCTUK CTEPUNUIYIOLLIErO areHTa n paspaboTkn, Banungaumm u TeKyLlero KOHTPOons npoueccoB cTepununsa-
UM MEAULMHCKNX U3AENUN

NCO 14971 WN3penua meauunHckue. [NNppumeHeHne MeHea>XMeHTa pUCcCKoB K MeAULIMHCKUM U3AENUAaMm

NCO 17664 Crtepunusauma meguumHckux nsgenun. MHpopmaund, npegocraBnaemasa n3arotoButenem
anga odbpaboTKM NOBTOPHO CTEPUNU3YEMbBIX MEANLUMHCKUX N30ENUN

MCO 17665-1 Ctepunusaumna meauumHCKon npoaykummn. Ctepunusauyma napom. Hactb 1. TpedboBaHu4
K pa3paboTke, Banugaumnn n TekyLuemMy KOHTPONIO npoLecca crepunu3daunn MmeguumnHCKnX nagennm

NCO 22442-1 N3pgenna meanumHCcKne, M3rotoBrieHHble ¢ NPUMEHEHNEM TKAHEWN XKMBOTHOTO MPOUCXO-
XXOEHUA U uX npon3soaHbIX. HacTtb 1. [puMeHeHne MeHeaKMEHTA pPUCKa

NCO 22442-2 V3penna meanumHcKkue, N3rotoBneHHbIE C NPUMEHEHNEM TKAHEW XXUBOTHOIO MPOUCXO-
XOEHUA U UX NPOoU3BOAHLIX. YacTb 2. KOHTPOnb nony4yeHus, otoopa n oopadoTKku

NCO 22442-3 VN3penna meanumHCKne, M3roToBreHHbIE C NPUMEHEHNEM TKAHEWN XXUBOTHOTO MPOUCXO-
XXOAEHUA N uxX npon3BodHbiX. Hactb 3. Banngauma yHUYTOXEHUA W/MNU MHAKTUBALIMU BUPYCOB U BO3DyaUTENEN
TPAHCMUCCUBHOW rybyaTon sHuedpanonartum (TSE)

3 TepMUHbI U onpeaeneHun

B HacTtodwlem craHaapTe NpUMEHEHbI cneayoLne TEPMUHbI C COOTBETCTBYIOLLIMMK onpeaeneHnamMu:

3.1 nokpbiTUe: Cnon martrepuana, nokpbiBavOLWLMN UAN YACTUYHO NOKPbIBAKOLWLUMKU MOBEPXHOCTb WUM-
nnaHrara.

3.2 COCTOAHME uMmnnaHTaumm: CoCToOdHUE UMNnaHTara, NoAroToBNEHHOro ANA UMnNNaHTaunum B Ye-
noBeKa.

3.3 yTevyka: HenpeayCcMOTpPEHHOE nepemMeLleHne XUAKOCTU, BKOYaa XXUAKOCTU OpraHu3ama, BHYTPb
Unn U3 UMNNaHTara.

[MTpuMeyaHune — FABneHne HenpeaycMoTPEHHON ANddy3nmn ABNAETCS MPUMEPOM YTEYKN B paMKax HaCTOSLLEro
cTaHaapTa.

3.4 NpocTpaHCTBO MarHUTHoro pe3oHaHca (MP npocTpaHcTBO): [1poCTpaHCTBO B npeaenax NUMHUm
0,50 mTn [5 laycc ()] cucrtembl MarHUTHO-pe3oHaHCHOU ToMorpadpum (MPT), KOTOpO€e BKIMIOYAET BCE TPEX-
MEPHOE NPOCTPAHCTBO, OKpy>KaloLlee CUCTEMY MarHMTHO-PE3OHAHCHOW ToOMorpaduu ([27], nyHKT 3.1.7).

[TpumMmedaHune — Ana cnyyaes, korda nuHua 0,50 MTn HaxoguTca B nNpegenax NpocTpaHCTBa, 3aKpbITOro 3allu-
TON Papageq, Bce NPOCTpaHCTBO paccMmaTpuBaetca kak MP npocTpaHcTBo. [nda cnyyaes, korga nuHua 0,50 M Tn HaxoguT-
cA 3a NpegenamMun NpPoCcTpaHCcTBa, 3aKkpbiTOro 3awnton Gapageqa (Hanpumep, B NpuneraroLllen KOMHaTE UNN TEPPUTOPUN),
pEKOMEHAYETCA, UTOOLI BCA NpuneratoLllaa KoMHaTa Unu TeppUTopua paccMaTpuBaninck Kak Yacte MP NpoCTpaHCcTBa.

3.5 MarHUTHo-pe3oHaHCcHaA ToMorpadpua (MPT): [lnarHocTtnyeckaa ckaHupyroLlaa TEXHOMNOIM4A, Ko-
TOpas UCNOonb3yeT CTaTUYECKME N NepPemMeHHble MarHUTHbIE NonNga Angd popMupoBaHnUa N300pakeHna TKaHeW
nyTeéM MarHUTHOIO pe3oHaHca aaep atoMoB ([24], nyHKT 2.1.4).

3.6 HEAKTUBHbIU XUPYPruY€CKUNU UMNNAHTAT: XUPYPrudecknn nMmnnaHTar, pabora KOToporo He 3a-
BUCUT OT 3NEKTPUYECKOU SHEPrUKN U nNodOro Apyroro UCTOMHUKA 3HEPIMUU 3a UCKIIOYEHUEM CUMbI TAXKECTHU
UIMN 3HEPTrUnN, HENOCPEACTBEHHO reHEPUPYEMON TENOM YENOBEKA.

3.7 6e3onacHoCTb: OTCcyTCTBUE HeagonycTtumoro pucka ([2], nyHkT 3.1).

3.8 xupypruyeckum uMnnaHrar: Visgenue, npeagHasHa4eHHOE ANA NOMHOro BBEAEHUSA B TEMNO YenoBe-
Ka UNn anga 3amMeLleHuda anuTennMa Unn NoBEPXHOCTU rnasa NyTem XMpypru4e€Cckoro BMeLLaTenbCTBa U €ro Ha-
XOXXOEHNA B MECTE BBEAEHUA MOCKE NMPoUeaypbl; a Takke nodoe MeauunuHcKoe usagenue, npegHasHa4yeHHoe
aAng 4YacTMYHOro BBEAEHUA B TEMO YernoBeKa NyTeM XUPYPruyeckoro BMELLATENLCTBA U €0 HaxX0XXOEeHUA B
MECTE BBEAEHUA Nocne npoueaypbl He MeHee Yyem Ha 30 aHen.

2
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4 NMoka3zarenun Ha3HauYeHUN

B AOoKymMeHTauumn Ha nuaagenue AomkHbl OblTb NPUBEAEHLI CReAYIoLLne nokasarenu Ha3HavYeHns UMMaH-
Tarta (C yaeneHmem ocoboro BHMMaH1Us 6€30nacHOCTH):

a) NpeaycMoTpeHHOEe(bl€) HAa3HA4YeHUe(s);

D) PYHKLUMOHANbHbIE XapaKTEPUCTUKH,

C) NpeayCMOTPEHHbIE YCINOBUA MPUMEHEHNS,;

d) npeayCMOTpPEHHbIN CPOK CIY>KObI.

[MTpumedvyaHune—Ilpn 3ToM cregyeT yunTbiBaTb ONybnmMKkoBaHHbIE CTaHAaPThl, ONMyONMKOBAHHYH HayYHYH U KITN-
HUYECKYIO NUTEepaTypy, BannanpoBaHHble pe3ynbraThl UCMBITAHWNA.

5 OCcODOEHHOCTU KOHCTPYKUUMU

XapaKkTepucTUKM KOHCTPYKUUKM Ans odecneyeHua nokasartenen HasHavyeHusa AOIMKHbl y4uTbiBaTb, NO
MEHbLLUEN MEpe, cCneayloLlee:

a) marepuanbsl U X OMOCOBMECTUMOCTbL (CM. pa3aen 6);

D) dbnsnyeckme, MEXaHN4YECKUE U XMMNYECKME CBOUCTBA MaTEPUAnoB, BKNIOYaa XapakTe PUCTUKN YCTOU-
YNBOCTU K BHELLIHUM BO3AENCTBUAM U CTapeHune (CM. pasaensl 6, 7);

C) XapakTepuCTuUKM M3Hoca MarepmuanoB U BNUAHUE U3HOCA U €ro NPoAyKTOB HA UMNNAHTAT U OPraHn3m
yenoBeka (CM. pasgensbl 6, 7);

d) xapakrepucTtuku aerpagaumm matepuanoB U BNMuaHUe aerpagauuun, npoaykroB Aerpagaunn u BblLLE-
naymMBaHusa HaA UMNNAHTAT U OPraHn3m 4YernoBeka (CM. pasaensl 6, 7);

e) o0beM U BNUSAHNE ytedek (CM. pasaensbl 6, 7);

f) ©be3onacHOCTb B OTHOLLUEHUW BUPYCOB U APYIMX NEPEHOCUMbIX areHToOB (HEKNAacCUPULIMPOBAHHbIX Na-
TOr€HHbIX MUKPOOPraHM3MOB, MPUOHOB 1 MNOAO0OHBIX MUKPOOPraHM3MOB), a TAKXKE B OTHOLLEHUN TKAHEWN XXUBOT-
HbIX UMM NPOU3BOAHbLIX U3 TKAHEN XXUBOTHbLIX, MPUMEHSAIOLLMNXCA B UMNNAHTATE UMW NPU €ro N3roToBNEHNN (CM.
pasgen 6);

J) BNMUAHUE TEXHONOMMYECKNX NPOLIECCOB (BKMIOYaA CTEPUNN3ALINIO) HA XapaKkTEPUCTUKU MaTEpPUanoB U
aKcnnyartauuoHHble CBOUCTBA (CM. pasaenbl 6—9);

h) B3anmogenucrBue marepuanoB umnnaHrara ¢ agpyrumm marepuanamu m BellecrtBamMu (CM. pasge-
nbl 6, 7);

1) BHYTPEHHNE CBA3MU B UMNIAHTATE U UX BIUAHUE Ha 3KCcnnyaTtaunoHHbIE CBOUCTBA (CM. pasaen /);

|) B3anmMmoaencTtBme(s) Mmexxay UMniaaHTatomMm u TKaHblo(AMKW) opraHM3mMa 4YenoBeKa, B 0COOEHHOCTU B OT-
HOLLEHUK PUKcaUunn U KOHTaKTa, U YCITOBUM HA NMOBEPXHOCTU nMnnaHrara (Cm. pasaen /);

K) opMy U pasMepbl UMMNNaHTarTa, BKMovasa nx BO3MOXKHOE BIMUAHUE HA TKAHU U XXUOKOCTU opraHnama
yenoBeka (CM. pasgen /);

) ONOCOBMECTUMOCTb MMMMAHTara (CM. pasgenbl 6, 7);

m) PU3NYECKNEe U XMMUYECKNE BO3AEUCTBUSA OpraHn3ma YenoBeka U BHELLUHUX OKPY>XKAaloLLKUX pakTOPOB
Ha UMNNaHTar (CM. pasaen /);

n) BNMUAHUA paguaunmn, 3NeKTPOMarHUTHbIX U MarHUTHbLIX MONEN HA UMNNAaHTaT U ero paboty u nodbie
nocneayioLune BNMAHNUA Ha opraHn3m YernoBeka (CM. pasaens 6, 7).

[TpumMeyaHune — Ocoboe BHUMaHNe obpallaeTca Ha Nonsd, UCNOMb3yeEMbIE B MAarHUTHO-PE30OHAHCHOW TOMOrpa-
buun (MPT) B oTHOLWLEHNK DBe3onacHOCTU NaumeHTa. Metoabl ucneltannm ns ASTM F2052, ASTM F2119, ASTM F2182 u
ASTM F2213 MoryT OblTb UCNOMB30BaHbI AN1A OUEHKKM Be3onacHOCTU uMnnaHTata B MP npocTpaHcTBeE;

0) BO3MOXXHOCTb UMNNAHTUPOBATbL U, €CNn NPUMEHUMO, U3BNEKATb UMW 3aMEHATL MMMNNAHTAaT (CM. pas-
aen /7);

P) BO3MOXXHOCTb OMNPEeAEnATb MOJNIOXXEeHNEe N OpueHTauuio uMmnnaHTarta nocpeacTBoM pagauonornyeckmux
N APYrnx CKaHUpPyOLLUUX Npoueayp;

J) YPOBHU MUKPOONONOrM4ecKoro 3arpsa3HeHua n sarpasHeHnsa yactuuamm (Cm. pasgensl 8—10);

) NPUroAHOCTb N IPPEKTUBHOCTL YyNnakoBku (CM. pasaen 10).

OCODEHHOCTN KOHCTPYKUMKM UMNNAaHTaTa AO0JMKHbI OblTb OTPaXKeHbl B AOKYMEHTaUun. Ecnu xapakrepu-
CTUKW, coaepXKalluecqa B NepevymucneHHblX nyHKTax, He NPUMEHANNCH, NPUYNHa 3TOro AoMmkKHa ObiTb 0OOCHO-
BaHa U OTpaXKeHa B AOKYMEHTAaX.
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6 MaTepunanbi

Martepuanbl 4Nns U3roToBNeHNS UMNMaHTaToB BbIONMPAKOT C yY4€TOM CBOUCTB, TPEOyeMbIX A1A nNpenycMo-
TPEHHOro Ha3HaA4YeHusd, a Takke NPUHUMAasA BO BHUMAaHWE BIUAHUA TEXHOMNOTMYECKUX NpoueccoB, CNOCOOOB
obpalleHua c uMnnaHTaTtaMmu, Tuna ctepunu3aymm u YCrnoBumn XpaHeHusd, a Takxe nobdyto oopaboTKy (XumMuye-
CKYI0, SMNMEKTPOXUMUNYECKYIO, TEMNEPATYPHYIO, MEXAHUYECKYIO U T.M.), NPUMEHAEMYIO K MOBEPXHOCTU UMIMAH-
Tara UnM ee 4yactu C LUenblo N3MEeHEHUs ee CBOUCTB. [OMmkHbl ObITb PACCMOTPEHBLI BO3MOXHbIE B3aUMO/EN-
CTBUA UMMNAHTATA C TKAHAMU U XXUOKOCTAMWU OpraHM3mMa YenoBeka, ApyruMu matepuanamMmu, uMnnaHraramMmu,
BELLleCTBaMM, ra3amMu, a Takke ¢ UCTOMHUKaAMKU paavaunn MarHUTHbIX U 3NEKTPOMArHUTHbLIX NOSEN.

Ecnu coctaBHOW YacCcTbio UMMNNAHTATA ABMAETCH NIEKApPCTBEHHOE CPeCTBO, TO AO0JHKHA ObITb NpPoBeAEHA
OLEHKa COOTBETCTBUA 3TOr0 NEKapCTBEHHOro cpeacrBa TpeboBaHUAM, npeabsaBndeMbliM K ddoapMmaueBTUYe-

CKOW nNpoaykumun. MMmnnaHTaT He A0IMKEH OKa3biBaTbh BO3AENCTBUE HA XapaKTEPUCTUKN NEKAPCTBEHHOIO Cpes-
CTBAa, UCMONb3yeMOro B KOMOMHaLUum ¢ HUM N 00pPaTHO.

[TpumMmedvyaHune 1 —Tllogxogaline metoabl oLeHKN 6e30MNacHOCTU, KavyecTBa U NONb3bl OT JIEKAPCTBEHHOIO Cpes -
CTBa, ABMANWEroCa HEOTHLEMNEMON YaCTbO UMMNMNaHTaTa, MOryT OblThb YKasdaHbl B HaUMOHANIbHLIX U perMoHanbHbIX pery-
nupyrownx TpedboBaHnax (Hanpumep, B EBponenckon dupektuee 2001/83/EC).

Marepuanbl, BKno4yasa ononornyeckne marepuarnbl, UCNomnb3yemblie AN UMMNNAHTATOB U UX NOKPbITUN,
OOIMKHbI ObITb B JOCTATOYHOW CTEMEHU COBMECTUMbI C DMOMOrMYECKUMN TKAHAMU, KMETKAMU U XKNAKOCTAMMU
opraHuama 4YenoBeka, ¢ KOTOPbIMKU OHU HAXOAATCA B KOHTAKTE. Take A0omkHa ObITb 4OCTAaTOYHAA CTENEHb CO-
BMECTUMOCTHU C NpoayKTamMn BO3IMOXHOIo M3Hoca u gerpagaumnmn. JoctatrodHOCTb CTENEHN COBMECTUMOCTU B
3aBUCUMOCTHN OT KOHKPETHOrO NPUMEHEHNSA A0MKHA ObITb NOATBEPXKAEHA:

a) UNN NyTeM AOKYMEHTaNbHO OPOpPMNEHHON oLEHKM B cooTBETCTBUU C NCO 10993-1;

b) unu BLIDOPOM N3 MaTepUanoB, KOTOPbLIE AOKAa3anu CBOK NPUIroAHOCTb NPU aHANOrM4YHOM UCMNOJSb30-
BAHUW B KIIMHUYECKOWN NPAaKTUKE.

[TpumMeyaHune 2— HeKkoTopble CTaHAaPThLl YPOBHSA 2 coaepaT NepeydHn MaTepuanos, ANs KOTOPbIX ObINO ycTa-
HOBIEHO COOTBETCTBUE B ONpefeneHHbIX YCNOBUAX NPUMEHEHUS.

MMnnaHTaTbl, cogepxalume >XM3HECNOCOOHbIE UMMM HEXUCHECNOCOOHbIE MaTEPUanbl XXMBOTHOTO MPOUC-
XOXOEHUA, NN NMPU UITOTOBIMEHUN KOTOPBLIX ObINM UCNOMNbL30BaHblI TAKUE MaTepuarnsl, AOMKHbI ObITb TaKKe
OUEeHEHbI B COOTBETCTBUN C TpeboBaHuammn NCO 22442-1, NCO 22442-2 n NCO 22442-3 ¢ TOYKN 3peHUS
ONaCHOCTEWU, BO3HUKAKOLLNX U3-3a BO3SMOXHOCTU Nepeaayn BUPYyCcoOB N APYrMX NEPEHOCUMbIX areHTOB.

[TpumMedyaHue 3— [na onpedeneHns TEPMUHOB «KUBOTHOE» U «TKaHb» cM. NCO 22442-1.

7 OueHKa KOHCTPYKUUU

7.1 O0LmMe nNonoXxXeHun

TpebyeTca NnpoBOAUTL OLIEHKY MMMMAHTATOB C LIENbLIO AOKa3aTenbCcTBa TOro, YTO MX NnokKasarenu HasHa-
YyeHusa OOCTUTHYTLI (CcM. pa3aen 4). CteneHb COOTBETCTBUA NoKa3aTenen HasHavyeHus J0ImKHa ObITb onpeje-
neHa n JoKyMeHTanbHo odhopmneHa. be3onacHOCTb U NOKa3aTenn Ha3HaA4YeHUA AO0MKHbI ObITb NOATBEPXAEHbI
Npwu OKNUHUYECKOU U KITMHUYECKON OLEHKe, TaKkke U nocnenpoga>kHom HabnogeHuun, BKntovasd COOTBETCTBY-

IOLLMA MEHEMKMEHT pUCKa Ha BCEX 3Tanax >XM3HEHHOro LUMKIa uMnnaHrara B COOTBETCTBUU C TPEOOBaAHUAMMU
NCO 14971.

7.2 loOKnNMHUYeckKasa oueHkKa

MiMmnnaHTaTtbl A0OMKHbI NMPOUTU AOKNMUHNYECKYIO OLEHKY, OCHOBAHHYIO Ha:

a) JaHHbIX COOTBETCTBYIOLLEN HAY4YHOW NMUTEPATYPLI, OTHOCALLENCA K 6e30MacHOCTU, 3KCnnyarauuoH-
HbIM U KOHCTPYKTOPCKMM XapaKTepucTukam, a tTakke K npeaycMoTpeHHOMY NPUMEHEHUIO UMNNAHTATA,

D) aHann3e AOCTYNHbLIX AAHHbLIX O pe3ynbrartax U NOCNeaCTBUAX MPUMEHEHNA, HANPUMEP U3 TaKNX UC-
TOYHUKOB, KaK cuctema HauuMoHanbLHOM U MUHOU pPerncrTpauunu,

C) aHanus3e JgaHHbIX UCNbITAHUN, BKMOYaA CTEHAOBLIE UCMNbLITAHUA, U, €CNU €CTb B HANMU4MUKU, AAHHbIX,

NOJNTYHEHHbIX C UCMNOJIb3O0BAHNUEM BaligNpPOBAHHbLIX METOA0B OLUEHKIA 0e30nNacHOCTU W IKCMNNYaTauMOHHBbIX Xa-
PAKTEPUCTUK UMMTIAHTATA.
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[JOKNMHUYECKNE UCnbITaHUA UMMNNaHTara gomKkHbl MOAENMUPOBATb YCNOBUSA NPEeAyCMOTPEHHOIO NPUMeE-
HeHnsA. MeToabl UCNbITAHUA U COOTBETCTBYIOLLIME OrPaHUYEHUSA AN KOHKPETHBLIX TUMOB MMMMAHTATOB JOIMKHbI
ObITb OonpeaeneHbl 1 000CHOBAHbI U3rOTOBUTENEM.

[MTpumMmedaHune — MeToabl UCNBITAHUA N COOTBETCTBYHOLLINE OrpaHNYeHUsa AN KOHKPETHBIX BUA OB UMMMAHTATOB
MOryT ObITb ONUcaHbl B APYrMX COOTBETCTBYHOLUNX CTaHAapTax, HEKOTOpbIe U3 KOTOPLIX Nepeduncrienbl B Subnuorpadun.

7.3 KnuHu4yeckasa oueHKa

MiMnnaHTaTtbl A0IMKHbI NPOUTU KIMTMHUYECKYIO OLIEHKY, OCHOBAHHYIO Ha:

a) KPUTUYECKOM aHann3e AaHHbIX COOTBETCTBYIOLLIEN HAYYHOWN NUTEPATYPbI, OTHOCALLIENCS K De30nacHO-
CTU, 3KcnnyaTtauMOHHbIM U KOHCTPYKTOPCKUM XapaKkTepPUCTUKaM, a TaKKe K NpeayCMOTPEHHOMY MPUMEHEHUIO
3TOro MnNNaHTara unu B 4oCTato4HON CTENEHN aHANOTNYHbIX UMMNIAHTATOB, UNN

D) pesynbraTtax Bcex NPOBEAEHHbLIX KIMUHUYECKUX NCMbITAHUWU, UMK

C) KOMOMHAUNU KNMUMHUYECKUX AaHHbIX, MONYYEHHbIX B NEPEYUCEHUAX a) U D).

B cnydyae npoBeaeHUA KIIMHUYECKUX UCTIbITAHUA OHWN AOIKHbI ObITb BbINOMHEHLI B COOTBETCTBUN C Tpe-
oosaHuamMu NCO 14155-1 n UCO 14155-2.

[] pPuMMeYaHNE 1T — Tpe60|3aHm=| K KIMTUHNYECKUM UCMNblITaHUAM KOHKPETHbBLIX TUMNOB WWMIMJ1aHTaTOB MOI'yT ObITh
BKITFOMEHBI B APYINEe COOTBETCTBYHOLWWE CTaHA4APThI.

[TpumevaHune 2 —NCO 14155-2 TpebyeT, 4TOObI NNaH KIMHUYECKUX UCMBITAHWUIA BKIOYan ykasaHue cpoka Mno-
cneonepaUnoHHOro HabnaeHNa ANA KOHKPETHLIX NaUMEHTOB — YYaCTHUKOB KNMUHWUYECKUX UCTMBITaHUA ¢ OOOCHOBAHUEM
9TOro cpoka. PekoMeHayeTca, YTobbl CPOK nocrneonepaulmMoHHOro HabnwgeHna no3sonan Obl NoKasaTb 3KcnfyaTauuoH-
Hble XapaKTepUCTUKN B TeYeHUe BPeMEHU, OCTAaTOMHOro ANA AOCTOBEPHOro NpeAcTaBneHUa XapakTepUcTUK U3genna u
MAeHTUPUKAUNKU U OLIEHKN pUCKa NHOOLIX HeXxXenaTenbHbIX 3pdeKToB OT UMMNaHTaTa.

7.4 MNMocnenpopaaxHoe HabnwaeHUue

M3rotoButenem AomkHa ObITb BHEQPEHA npoueaypa Ans CMCTEMaTUYECKOro aHanu3a nocnenpoaakHbix
NaHHbIX 06 nMnnaHTaTax.

Ecnn aHanu3 pucka, npoBeAeHHbIA U3rOTOBUTENEM, MOKA3bIBAET, YUTO NMPUCYTCTBYET CYLUECTBEHHbIN
PUCK ANA NaUMeHTa B CNy4Yae 0TKa3a UMMNIaHTara uiim HECOBMECTUMOCTU MEXAY UMMIIAHTATOM U NAUUEHTOM
B TEYEHUE NPEAYCMOTPEHHOIO CpoKa Cny>0Obl, N3rOTOBUTENb AO0MKEH NPUHATL MEPbI, YTOObI yOeanTbCA B TOM,
YTO 9KCNNyaTaLUMOHHbIE XapakTepUCTUKN 1 BE30MacHOCTb UMNIAHTATa COXPaHAOTCS.

puMeudaHune — MNogxoadallne MeToAbl MOHUTOPUHIA SKCMyaTaLUUOHHbIX XapakTepUCTUK U 6€30MacHOCTU UM-
MNaHTaToOB BKIOYAOT aHanu3 BbKMBAEMOCTU (C LeNnblo NepecMoTpa KOHCTPYKLMK), KNMHUYecKoe HabntogeHne naumneH-
TOB UMW Apyrne MeToauKkn, OCHOBaHHbIE Ha Hay4YHO-000CHOBaHHBLIX pyKkoBoACcTBax cM. [3]).

8 Npon3BoacTBO

MMmnnaHTaTtbl 40MKHbI ObITb U3roTOBMEHbLI TAKMM 00pa3oM, YTOObLI OblNK obecneyeHbl HOPMUPOBAHHbIE
XapakTePUCTUKMU KOHCTPYKLMN N MaTEPUANOB.

[] PMMEeYaHWNE — Tp66OBaHVIFI K NPON3BOACTBY HEKOTOPLIX TUNMOB UMIJTaHTATOB BKJTHOHEHbBlI B COOTBETCTBYHOLLWE
CTaHAapThbl.

9 Ctepunusauus

9.1 OowKne nonoxeHun

N3rotoButenb AOIMKEH NOATBEPAUTL, UTO NMPeagyCcMOTPEHHbIU(bIE) METOA(bl) CTEPUNU3ALUUN UNU, ECNN
NMPUMEHNMO, NOBTOPHOWN CTEPUNU3aALIMN MMNNAHTaTa He HapyLUaeT(toT) ero 6e3onacHoOCTb U 3KCnnyaraumnoH-
Hble XapaKTEePUCTUKMN.

9.2 AMnnaHTaTbl, NOCTaBNAeMble CTePUNbHbIMU

[Mpouecc crepunmsauun AomKeH ObiTb BanMANPOBaH U NOABEPraTbCs TEKYLLEMY KOHTPOIMIO.
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[lna nMmnnaHTatoB ¢ MUHULLHOWN cTepunusaunen, mapknposaHHbiX Haanucbito «CTEPWUJTIBHO», Teope-
TUYECKas BEPOATHOCTb NMPUCYTCTBUSA XXU3HECNOCOOHbIX MUKPOOPraHn3mMoB B U3ZAennn AofmkHa ObITb He Donee
1x107°,

[TpumedvaHne — TpedoBaHUA K 4PYrMM YPOBHAM CTEPUITBHOCTU ANA HEKOTOPLIX UMNMAAHTATOB AaHbl B COOTBET-
CTBYHOLLNX CTaHQapTax YPOBHEN 2 N 3.

3rotoBUTENM MOTYT UCNONbL30BAaTb APYrne ypoBHU CTEPUNBLHOCTU, €CIU 3TO 0OOCHOBAHO AOKYMEHTAarb-
HO OCPOPMIEHHON OLIEHKOUW PUCKA.

Ecnu nMmnnaHTaTbl CTEPUNU3YIOT 3TUNEH OKCuaom, npumeHdaetca NCO 11135-1.

Ecnu nmnnaHTatbl cTepunu3yilot paanaumen, npumeHarrca ACO 11137-1 u MCO 11137-2.

Ecnu nmnnaHTaTtbl CTEPUNU3YIOT NapoMm, npumeHdaerca NCO 17665-1.

Ecnn uMmnnaHTaThl, cogepxaLwimue marepuansl XKUBOTHOITO NPOUCXOXAEHUSA, CTEPUNUIYIOT XKUOKUMU CpPe-
namu, npumeHaetrca NCO 14160.

Ecnu nmnnaHTartbl CTEPUNU3YIOT NIOObLIM APYyruM MeToA0M crepunusaumnn, npumensaerca NCO 14937,

Ecnu nmnnaHTaTtbl U3roTaBnMBAatlOT B aCENTUYECKUX yenoBuax, npumeHaerca NCO 13408-1.

9.3 Ctepunusauuda notpeourtenem

9.3.1 ViIMnnaHTaTbl, NOCTaBNA€Mbl€ HECTEPUIIbHbLIMMU

[lna nMmnnaHTaTtoB, NOCTaBNAEMbIX HECTEPUIbHbLIMU, N3TOTOBUTENbL AOIMKEH yKa3aTb N0 MEHbLLLUENU MepEe
OAMH NoAxXoAsLLnnN MeTo ] CTeEpUNM3aLmm ¢ TakKMMu napamMmeTpamm CTepUnnM3aumMoHHOro umukna, Ytoodbl besonac-
HOCTb U 9KCnnyaTauuoOHHbIE XapakKTEPUCTUKU NUMMMAHTAaTa HE yxXyaLwanucb. EcnmM MHOrokpaTtHOEe NOBTOPEHUE
LMKIMOB CTEpUnu3aLnm He JOoNyCKaeTcs, TO 9TO AOIMKHO ObITb yKa3aHO B COMPOBOAUTENbHON AOKYMEHTAUUN
n3rotoeutenda (cm. pasagen 11).

9.3.2 INoBTOpHaAA cTepunusauua

ConpoBoauTENbHaa AOKYMEHTaLUKUsa OT U3roTOBUTENSA AOMKHA yKa3biBaTb, BO3MOXHA N NOBTOPHAsA CTe-
punu3auusa nMmnnadrtara u, ecnu ga, to metoa(bl) U napameTpbl CTEPUNN3ALIMOHHOIO LMKNa AOIMKHbI ObITb
yKa3aHbl B cooTBeTCTBMU ¢ NCO 17664. N3rotoButenb AOMKEH yKasaTb MakCMManbHOE YUCNO LUMKMOB MO-
BTOPHOW CTepunuU3aunun, BbIMONMHEHNE KOTOPbLIX HE NPUBOAUT K YXYALUEHUIO XapaKTEPUCTUK 0e30nacHOCTU U
aKCnnyaTaLuuOHHbIX XapakTePUCTUK UMMNIMaHTarTa.

9.4 lNpumecu nocne crepunu3sauumn

cnbiTaHMe HA NPUMECK NOCEe CTEPUNU3aUnmn 0MKHO ObITb NPOBEAEHO B COOTBETCTBUU C NMPUHLIMNAMMU
no NCO 10993-1. YpoBHU NpUMECEN HE AOJKHbI MPEBLILWLATL Npeaenos, yctaHoBneHHbIX B MCO 10993-7.

10 YnakoBka

10.1 3awuTta oT noBpexXaAeHUn Npu XpaHeHUM U TPaHCNOPTUPOBAHUN

YnakoBKa KayKAoro MMnnaHtata AomkHa ObiTb Takown, YTOObI B yKA3aHHbIX U3rOTOBUTENEM YCMOBUAX
XPaHEHUSA, TPAHCNOPTUPOBAHNSA U 06paLLIEHNS C UMNNAHTATOM (BKIMOYAsA KOHTPONb TEMMNEPATYPbI, BNAXHOCTU
N atMocepHOro gaBneHuns, ecnm NpMMeHNMo), obecnednsanachk 6bl €ro 3awmTa oT NOBPEXAEHUN N yXyLLe-
HUS CBOMCTB, NPUYEM CaMa yNakoBKa HE oKa3sbiBana Obl BPeAHOro BO3AENCTBUSA HA UMMIAHTAT.

[TpumedaHne 1 — [na ucnbiTaHU TakKe MOXHO UCMOMNb30BaTbh MeTOoAbl, NpuBegeHHble B MOK 600068-2-27,
MOK 60068-2-32 n/unn M3K 60068-2-47, ecnu npUMeEHUMO.

[MTpnmeyaHune2—/[lo npuHATus ntoboro cnocodba ynakoBKM PEKOMEHAYETCHA NPOBECTUN OLEHKY €ro COOTBETCTBUS
npeayCMOTPEHHOMY NMPUMEHEHUD. OTO MOXET ObITb BLIMOMHEHO MYTEM UCMBITAHUIA NPU TPAHCNOPTUPOBAHUN B YCINOBUSAX
OMacHbIX BO3€ACTBUIA, MOAENUPYIOLLIMX YCNOBUA, KOTOPblE MOIYT BO3J€ACTBOBATL Ha YMaKOBKY.

10.2 CoxpaHeHuUe CTepUnNbHOCTU NPU TPAHCNOPTUPOBAHUMN

MmnnaHTarbl, MapkmpoBaHHble HaaANUCbo «CTEPUJIBHO», aomkHbl ObITb ynakoBaHbl Tak, YTOObI CO-
XpaHANCcAa NX NCXOAHbLIW YPOBEHbL CTEPUINBbHOCTU B HOPMAarbHbIX YCNOBUAX XPAHEHNA, TPAHCNOPTUPOBAHUA Y
obOpaLleHuns, 3a UCKITIDYEHNEM CIy4aeB, Korjaa ynakoBka, obecneymnBatoLLasa CTeEPUIbHOCTb, MOBPEXAEHA UNN
BCKpbITA. YNakoBKka AomkHa cootBetcreoBatb NCO 11607-1.
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11 Undpopmauuna, npeaocraBnsaeMas n3rotoBurenem

11.1 OOwKMe NornoxeHun

ConpoBogutenbHaa nHdopmaums, npegocraBnsaeMas u3aroToBUTENEM U NpeaHasHavYeHHasa Ans Heno-
CpeaCTBEHHOIO BMU3yanbHOrO0 BOCMPUATUSA, AOMKHA ObiTb pa3dopunBon npu NpoCMOTPe Npu OCBELUEHHOCTW
215 Nk HoOpManbHbIM UMW CKOPPEKTUPOBAHHBIM A0 HOPMAaNbHOTO 3PEHUEM C PACCTOSAHUSA, ONPEAENEHHOrO C
y4eToM POPMbl U pa3Mepa KOHKPETHOrO MMNaHTara.

[MTpumedaHune 1—PekoMmeHayeTca yOeanTLCA B TOM, YTO NpeacTaBnaeMas MHdopMaL s NOHATHa NoTeHUnanb-
HOMY MONb30BaTENO U/UNKn ApyrumM nuuam, ecrnm NPUMeHNMO.

B cny4yae Hegocratka MecTta Ha ynakoBKe usgennsa COOTBETCTBYIOLLIAA MHAOpMaLMA MOXKET ObITb AaHa
BO BITOXXEHWUN, B CONPOBOXKAalOLLEM AOKYMEHTE UNN HA CNeayloLleM cnoe ynakoBku, ecnu npuMeHuUmo.

Pacno3HaBaHue onpeaeneHHbIX MapKMPOBOK HA ManbIX UMMAHTaTax unu nMnnaHrarax ocooomn opmoil
MOXKET noTpeboBaTb NPUMEHEHNE METOAO0B, OTNNUYHbIX OT BU3yanbHOro, HaNnPUMepP, 3NeKTPOHHbLIX METOA0B.

Ecnn npuMmeHnmo, CMMBOIbI, a00peBuaTypbl U LBETOBAA naeHTUPUKALUUA MOTYT ObITb NCMOMb30BaHbI B
MapPKNPOBKE U COMPOBOAUTENbHbIX AOKYMEHTaAX uMnnaHrtara. J1tooble ncrnonb3oBaHHblIE CUMBOIbI, a00peBUa-
TYpPbl U LUBETA UAEHTUMDUKALUMUNU AOMKHbI COOTBETCTBOBATb HALUMOHANbHbLIM U MEXAYHAPOAHLIM CTaHAapTam
(Hanpumep, NCO 7000). B cnyyae oTCyTCTBUA TaKUX CTAHAAPTOB U3rOTOBUTENDL AOIMKEH Onucatb CUMMBOIbI,
abopeBuarypbl N UBeTa nACHTUUKALUNN B CONPOBOAUTENBHON AOKYMEHTALIMN HA UMIMIMAHTAT.

ConpoBoauTenbHasa nHgopmauua, npegocraBngaemMaa U3rotoButenem, AormkHa ObiTb npeacrasneHa
TakK, YTOObI HEBO3MOXKHO ObINO €e nepenyTarb C APYyron BaXXHOM MHpopMaLIMEN.

Bce egnHULUbI M3MEPEHUN AO0IMKHbI ObITb BblpaXkeHbl B eanHuuax CH, kak ykasaHo B ctaHaapTax cepumu
NCO 31. CooTBETCTBYIOLLNE €AUHULIbI MOTYT ObITb YKa3aHbl B KPYrnbiX CKOOKaXx.

[TpumevaHune 2— NCO 1000 gaeT ganbHeunwee pykoBogcTBo No npumMeHeHuro eguHul CU.

HacKonbKo 3TO0 paunuoHanbHO U MPUMEHNMO, UHpOPMAaLIMA, HEODOXoAUMAasa ANa 6e30nacHOro nNpuMeHe-
HUA MMnNnaHTaTa, AoMmKHa OblITb HAHECEHA HA caM UMMNMNAHTAT UW/UIMK Ha YNAKOBKY Ka)40ro uMnnaHTara unu,
ecrnn NPUMEHUMO, HA NOTPEOUTENLCKYIO Tapy. Ecnu nHanBnayanbHaa ynakoBka And KaXaoro uMmnnaHrara He
pauuoHanbHa, UHdopMaLmMa A0MKHA ObITb BHECEHA BO BKNaAblLU, MPUKNaabiBaAEMbIW K KQXXKA0MY UMMNNAHTATY
UNKU K YNakoBKE UMMNIMAHTATOB.

Ecnu npuMeHNMo, perynupyemsie nonb3oBartenem 4Yactu UMnnaHTara omkHbl UMETb YETKOE yKa3aHue
CBOUX (PYHKLIUN.

JTtobble pasbeMHble YacTu, NpeaHa3Ha4YeHHble U3roTOBUTENEM ANA NCNONb30BAHUSA OTAENbHO OT CaMOro
nMnnaHrTara, 4oImKHbl ObITb MAEHTUMPULMPOBAHBLI KOAOM NMapTUMX UMK APYrMMKU NOAXOASALLNMMU CpeaCTBaAMM.

Jiobaa pata gomkHa obiTb npeacrasneHa B popmare YYYY-MM-DD, unm YYYY-MM, unu YYYY — B
cooTBeTcTBun ¢ NCO 8601.

11.2 MapKUpoBKa 3TUKETKH

STUKETKA AO0MKHA coaepXKaTb crnegyroLyo MHPOPMaLIUIO:

a) eCnu yrnakoBKa Coaep>XXuT Kakne-nmdbo pagnoakTUBHbIE BELLECTBA, TO OHA AOHKHA UMETb MAPKUPOB-
KY, YKa3bIBAOLLYIO TUMN U CTEMNEHb aKTUBHOCTU paaN0aKTUBHbLIX BELLECTB;

D) HaUMEeHOBaHUE N agpec U3rOTOBUTENSA, BKMOYada, N0 MEHbLUEN MEPE, TOPOoad U CTPaHY;

C) onucaHue u3genua (Hanpumep, NPoTes KnanaHa cepaua), obo3HavyeHne Moaenn usagenusa u, ecnu
NMPUMEHUMO, HOMEP NapPTUN UNN CEPUNHBLIN HOMEP N3 ENNUA C COOTBETCTBYIOLLMM 0003HAYEHUEM.

[Ibumep 1 — «LOT», «SN», cumeos1 napmuu unu cumeosi ceputiHoeo Homepa rnno NCO 7000-2492 u
NCO 7000-2498 coomeemcmeeHHO,

d) ecnu npeayCMOTPEHHOE HA3HAYEHNE NMNIAHTATa HEOYEBUAHO ANS NONb30BAaTENSA, YETKOE yKa3aHue
npeayCMOTPEHHOIO HA3HAYEHUS;
e) ecnu NPUMEHNMO, YKa3aHue, YTO COAEPXKMMOE YNAKOBKU CTEPUIIBHO, U METOA, CTEPUNU3ALINMN.

[bumep 2 — Cnoeo «CTEPUIIBHO» unu cumeonn cmepunbHocmu rnmo ACO 7000-2499, unu oOUH u3 cum-
80J108 «Cmepusiu308aHo ¢ ucrionb3oeaHuem...» no NCO 7000-2500, NCO 7000-2501, NCO 7000-2502 unu
NCO 7000-2503;
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f) ecnv 0ogMHAaKOBbLIE UMK MOXOXUE UMNIAHTAThI NPOAAITCA U B CTEPUNBHOM, U B HECTEPUITBHOM COCTOS-
HUSAX, YETKOE YKA3aHUE, YTO COAEPKUMOE KOHKPETHOM YNAKOBKU HECTEPUITbHO, €CIN MPUMEHUMO.

lIpumep 3 — Cumeon «tHecmepusibHO» no NCO 7000-2609;

g) ecnu NPUMMEHUMO, AAaTy «UCMONb30BaTh A0», BbIPAXKEHHYIO KaK rog U MECSILL.

[Tpumep 4 — Cumeon «ucnonbioeamb do» no ACO 7000-2607;

N) ykazaHne ogHOKpPaTHOro NpMMEeHEeHUa uMnnaHrTara.

llpumep 5 — Cumeon «He ucrnosnb3oeambs noemopHo» no ACO 7000-1051;

) ntoOble cneunanbHble YCNOBUSA XPaHEHUA U/UnNu odpaLLEHNS;

j) NtobOble cneunansHble paboune MHCTPYKLUUN,;
K) npegynpexxgeHusa unu npegoctepexxeHnusa no NPUMEHEHMUIO.

11.3 HCTPYKUMA NO NPUMEHEHUIo

MHCTPYKUMSA MO NPUMEHEHUIO ANS KOHKPETHOrO UMMMNaHTaTa AOMmMKHA coaep kaTh CneayroLwyo nHop-
Mauuo, €CnNn NPUMEHUMO:
a) ecnv ynakoBKa coaepXuT Kakne-nmbo paamoakTUBHbIE BELLIECTBA, TUM U CTEMEHb aKTUBHOCTU paguno-

aKTUBHbIX BELLIECTB;
b) HaMMEHOBaHNE U aapPeC U3rOTOBUTENS, BKIIOYAA, NO MEHbLUEN MEpPE, ropoa, CTpaHy U HOMEpP Tene-

dOOHA;

C) onucaHue nsgenua (HanpumMmep, NPoTes KnanaHa cepgua) u obosHavyeHne Moaenn UMNNaHTara;

d) ecnun npeayCMOTPEHHOE HAa3Ha4YeHUe uMmnnaHTaTta Heo4YeBMAHO ANA Nonb3oBaTend, YeTkoe yKkasaHue
npegycMOTPEHHOro Ha3HaYeHU4;

€) NpeayCMOTPEHHbIE 3KCNNyaTtauuoHHbIE XapakTEpPUCTUKN, ONUCaAHHbIE B pasaene 4, n nodble Hexe-

narernbHble NO0OYHbIE 3PPDEKTDI;
f) ntHdpopmauunsa, No3BONAKLLAA NONbL3OBATENIO BblIOpaTh NoAXoAALLMA MMNNAHTAT (BKMOYasa npaBurb-
HbIW pas3Mmep), NPUHAANEXHOCTU K HEMY U ApYyrMe COOTBETCTBYIOLUME U3AENUA, C Lenblo obecnevyeHns 0e3o-

MacHOro cCoveTaHus;
g) nHdopmMaumna no npasurbHON UMNNAHTaUMKM U METOAAM U30EXKAaHUA UK MUHUMU3ALKMK cneundunye-

CKUX PUCKOB, CBA3aHHbIX C UMMNAHTAUNEMN,
h) nHdpopmauunsa, Heobxoammasa Ana nNPoOBEPKN PYHKUMOHUPOBAHUSA U Oe3onacHOCTU padboTbl MMMNIAH-

Tara;
) YKa3aHue, 4YTO CoaepXXumoe yrnakoBKU CTEPUIIBHO, N NCNONb30BAHHbIN METO CTEPUNU3ALINN.

[Ipumep 1 — Cnoeo «CTEPUJIBHO» unu cumeonr cmepunsHocmu no ACO 7000-2499, unu oQuH U3 cum-
80J108 «CcmepusiuloeaHo C ucnonk3oeaHuem...» no NCO 7000-2500, NCO 7000-2501, NCO 7000-2502 unu

NCO 7000-2503;

) ecnu oAMHAKOBbIE UITK NOXOXKUE NMMIAHTATbI NPOAAOTCA U B CTEPUINTbHOM, U B HECTEPUITIbBHOM COCTOSA-
HUAX, UHCTPYKLUUIO, ECITU NPUMEHUMO, KaK CTEPUITM30BaTb COAEPXKUMOE;
K) noapobHocTu nobon obpadoTkn nnu NnoAroToBKkK, Tpedyemon A0 NMCNOMb30BAHUA UMNAHTAaTA.

[pumep 2 — OKkoHYamesbLHasi c6opKa, oyucmKa, cmepuausauus u m.i;

) MTHCTPYKUMSA MO METOAY CTEpUnM3aummn ¢ TpedyemMbiMM napamMmeTpamMmn CTEPUNN3aUMOHHOIO LUUKIa Ans
MMMNI1AHTATOB, NOCTABNAEMbIX HECTEPUIbHBIMU, UM ANSA CIy4aeB UCMNONb30BAHUA COOEPXKUMOTO, €CINN yna-
KOBKa Oblna NOBpeXaeHa UM paHee OTKPbITa, U MakCUMMarnbHOE YUCNO LUMKNOB PeECTEpUNn3aummn, KotTopble
MOMHO BbINOSNHATD;

M) yKa3aHue 0aHOKPaTHOro NPMMEHEHUSa UMNIaHTara.

[pumep 3 — Cumeonr «He ucrionlb3oeambs rroemopHo» no ACO 7000-10561;

n) nodble cneunanbHble YCNOBUSA XpaHeHnsa u/unu obpalleHuns;

0) NpeaynpeXxXaeHns Unu NPeaoCTEPEXEHUA N0 MPUMEHEHUIO, BKIIOYASA OFPAHUYEHUSA MO XUMUYECKUM
BeLWecTBaMm (Hanpumep, CnupT), BO3AENCTBUIO KOTOPbLIX MMMNIAHTAT MOXMET MNOABEPratbCA B KIMUHUYECKUX
YCNOBUSAX;

D) NPOUCXOXOEHNE OMEPTBENLIX TKAHEN XUBOTHLIX UITN UX NPOU3BOAHLIX (Hanpumep, HeobpaboTaHHas
TKaHb, BbICOKOOYULLIEHHAS NPOU3BOAHASA), ECNU UMNIAHTAT COAEPKUT TakKue mMmarepuansl;

8
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J) npeaynpexxaeHna od onacHOCTAX, BO3SHUKAOLWLUX NPU B3aMMOAENCTBUN UMMNNAHTaTa U APYrux usae-
NN, KOTOPbIE YaCTO NPUMEHSAITCA NPU NPOYNX KNMMHUYECKUX npoueaypax u nevyeHuu,

N yKasaHue OTHocuUTernbHO ©e3onacHocTu umnnantara B MP npocrpaHcTBe U, ecnu NpUMEHUMO, UH-
dopmauna ob apredpakrax MP nsobpaxeHua ansa coaencTtBuAa Bpadvam B MHTEpNpeTaumm UCKaXKEHUWU U MO-
Tepb curHana B MP nsoopakeHun ot umnnaHTara;

[Tpumep 4 — TepmuHbl U cumeonbki no MP 6ezonacHocmu OaHbl e [27].

[TpuMmedvaHune 1 — B [24] ykasaH MeTOA UCMBITAHWA ANA oueHKU apTedakToB MP n3odbpaxeHna oT HeaKTUBHbLIX
UMNNaHTaTOB;

S) UHCTPYKUMS NO NPaBUNbHOMY U3BIEYEHUIO N YTUNU3aLUMN MMMNNAaHTaTA.

[TpuMmevyaHUne 2 — PykoBoACTBO NO U3BMeYEeHUO U aHanuay uMmnnadHTaToB no NCO 12891-1;

t) noapodbHoCcTK, no3BonaoLme MEANLUMUHCKOMY NepcoHany nHopmMmuposaTtb nauneHTa OTHOCUTENbLHO
npeaocTepeXeHMn, BKno4vasa:

- IEUCTBUA, KOTOpbIE cneayeTt nsberarb;

- BO3MOXXHbIE NMPeaocTepeXeHna npm HopmManbHON eXXeaAHEBHOW AEATENLHOCTMN.

lpumep 5 — Uzbezamb necmruy, He NIPUHUMamMb o3y as1yboKo20 npuceda;

- NpeaocTepeXXeHns Ans npeaoTBpaLleHna BpeaHbIX BINUAHUA OT U3BMEHEHUN B paboTe nMnnaHTaTra;
- pEKOMEHAALNN NALNEHTY O HEODXOANMOCTU KOHCYNbTALMKN C MEAUKAMU Nepe NnepexoaomM B MOTEHLIN-
anbHO OMACHYIO OKPY>KAIOLLYIO Cpealy, KOTOpas MOXET NOBMUATL HA padoTy uMnnaHTara;

lpumep 6 — SnekmpomMazHUMHbIe 107151, IKCmpemMasibHass memrnepamypa, UsMeHeHUsI 0aerIeHUs;

- HpopMaLUa 0 NOTEHUMNANBbHBIX B3aUMOAENCTBUAX NPU NPOYUX TEPANEBTUYECKUX UMK AUATHOCTUYE-
CKMUX npoLeaypax unu ¢ u3aenusamu.

lIpumep 7 — Mac2HUMHO-pe30HaHCHass momMoezpausi;

- MHpopMaumna no nodbiM NEKApCTBEHHbLIM BELLUECTBaAM, coAgepXallmMmca B UMMNnaHrare (CM. pas-
nen o).

11.4 OrpaHuny4yeHuAa N0 COBMECTHOMY NPUMEHEeHUI0 UMMNJIAHTaTOB

Ecnn nmnnadTar npeaHasHadyed gns npPUMEHEHNS COBMECTHO C APYTMMU UMMNNAaHTaTaMn Unu n3aenus-
MW, TO TAKOE COMETAHUE B LENOM, BKNIOYAsA CPEACTBA COEAMHEHUSA, AOIMKHO ObITb 6E€30NacCHbIM U HE JOITHKHO
yXyALlaTb YCTAHOBMNEHHbIE 3KCMIyaTaLUMOHHbIE XapakTepPUCTukM nMmnnadHrara. Jliiobble orpaHnyeHns no co-
BMECTHOMY NPUMEHEHUIO AOITKHbI ObITb YKa3aHbl HA STUKETKE UMW B UHCTPYKLIMK NO MPUMEHEHMUIO.

11.5 MapkupoBKka UMNfaHTaToB

Ha nmnnaHrarax gomkHa oObiTb cnegyowas MmapKknpoBKa:

- HAUMEHOBAHNE U3TOTOBUTENA UMK TOBAPHbIN 3HAK;

- Koa napTum (HOMEp nNapTun) UM CEPUUHLIKM HOMEP.

Ecnn mapkupoBka OyageTr yxyawarb NpeayCMOTPEHHbIE 3KCNIyaTauMOHHbIE XapPaKTEPUCTUKN, UITU UM-
nnaHTaT CNULKOM Man, Uinn ero pusnyecKkmne CBOMNCTBAa HE NO3BONAIOT HAHECTU Pa3bOPUMBYIO MAPKUPOBKY, TO
Tpebyemaa nHpopmaumna gomxHa ObiTb AaHa Ha 3TUKETKE UMK C NOMOLLLIO APYruX cpeactB Anga odbecnevyeHuns
NPOCNEXXNBAEMOCTH.

11.6 MapkupoBKa And cneuuaribHbIX Lenen

Ecnn MmnnaHTar npeaHasHadyeH Ana cneuunanbHbIX LEenen, 3TUKETKU U UHCTPYKUMA NO NMPUMEHEHUIO
OOIMKHbI CoaepXXaTb yKa3aHUe cneunanbHOU uenu (Hanpumep, «M3rotoBneEHO Ha 3aka3» UNU «TONbKO AN
KIMMHUYECKNX UCTIbITAHUNR).

[TpuMedyaHKne — MapKkupoBKa Lenn MOXET ObITb TpeOOBaHNEM KOHKPETHbLIX HaUMOHaNbHbLIX UMW permoHanbHbIX
perynupyrolnx AoKyMeHToB, Taknx Kak YacTtb 21 CFR 812.5 CBoga PegepanbHoro sakoHogatensctea CLUA unu cylle-
CTBEHHbIE TpeboBaHna 13.3 g) 1 13.3 h) Aupektusbl CoBeTta EBponbl 93/42/EEC.
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[TpunoxeHue A
(cnpaBoYHoOE)

CootrBeTcTBME HactoAawero craHgapra ACO/TO 14283:2004

abnunua A.1— CooTBETCTBUE pa3fenoB HacToAwWero ctaHgapta pasgenam NCO/TO 14283:2004

Pasgen HacTodwlero ctaHaapTa Pazgen NCO/TO 14283:2004
4 3.1, 3.2, 3.4, 4.1.1
5 3.1, 3.2, 3.3,3.4;,3.5,41.1,412,41.3,41.5, 416,42, 43.1,4.3.2
6 3.1,3.2,4.1.1,41.2,41.3;,41.4,4.1.5, 422,432
/ 3.1, 3.2, 3.3, 3.4, 3.6,41.1,412,41.3,41.5,416;,42,43.1,4.3.2;,49
8 3.1, 3.2, 3.3, 3.9,4.1.1, 41.2
9 3.1, 3.2,4.1.2; 421,423,424
10 3.1, 3.2, 3.3, 3.5,4.1.2,424
11 3.1, 3.2, 4.2.7, 4.8.1
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[MpunoxeHue OA
(cnpaBoYHoOE)

CBe1leHMA 0 COOTBETCTBUU CChINMOYHBIX MEXAYHAPOAHbIX CTAHAAPTOB
CCbINIOMHbIM HaLUMOHAaNbHbLIM cTaHaAapTam Poccunckon Peaepaumm
(VM AEeNCTBYKOLWMUM B 3TOM KayeCTBe MeXrocygapCTBeHHbIM CTaHAapTam)

Tadbnunuya DA 1

O6o03HaveHne CCbINMOYHOIo CTeneHb
Obo3Ha4vYeHVe U HaMMeHOoBaHUWe cooTBeTCTBYOLLETO HAUMNOHAJIBHOTO CTaHAapTa
MEXAYHAPOAHOIO CTaHdapTa COOTBEeTCTBUA
NCO 31 — *
[OCT NCO 8601—2001 «Cucrtema cTaHpaptoB MO WHGPOPMaLUN,
NCO 8601 IDT OMONMoTEYHOMY U n3gatenbckomMy aeny. lNpeacraBneHne gaT U BPpEMEHM.
O0LWmne TpeboBaHMUA»
[OCT P UCO 10993-1—2009 «WN3genna wmeaunumHckne. OueHKa
NCO 10993-1 IDT OMonorn4yeckoro AencTBua MeguuuMHCKux usgenuin. Yactb 1. OueHKa W
ncenegoBaHuUA»
[OCT P UCO 10993-7—2009 «WM3genna ™eaunumHckne. OueHKa
NCO 10993-7 1D OMONOorn4yeckoro AeNCcTBMA MeAUUMHCKUX nuagenunin. YacTtbe 7. OcTaTouHoE
cCopepXaHue aTuneHoKkcuga nocne crepunusaumumn»
NCO 11135-1 DT FOE)T P MCO 11135—2000 «MeguunHckne nsgenusa. Banugaumna mn Te-
KyLUMWA KOHTPOIb CTEpUNU3aLMnU OKCULOM STUIEHA»
[OCT P NCO 11137-1—2008 «CTtepunusaumna mMeguUNHCKON MPOAYK-
NCO 11137-1 DT unn. PagunaumnoHHas ctepunusaumsa. Yacte 1. TpeboBaHUa K paspaboTke,
Banugauun u TeKyLleMy KOHTPOI0 npouecca ctepunmsayum MeguumuHCKNX
n3genniny
[OCT P NCO 11137-2—2008 «CTtepunmnsauna mMeguUNHCKON MPOAYK-
NCO 11137-2 IDT UK. PagnaunoHHaa ctepunumsauna. YacTtb 2. YCTaHOBNEHUE CTEPUNUIYIO-
e 403bI»
NCO 11607-1 — *
NCO 13408-1 — *
[OCT P NCO 14155-1—2008 «PykoBoACTBO MO NpoBeeHUIO KITUHNYe-
NCO 14155-1 IDT y y
CKUX UCMbITaHUW MeauUnHCKMX nsgenun. Yacte 1. ObLwmne TpeboBaHNA»
[OCT P NCO 14155-2—2008 «PykoBoACTBO MO NpoBeaeHUIO KITMHNYe-
NCO 14155-2 IDT CKMX UCNbITaHUN MegUUUMHCKUX usgenuin. YacTtb 2. [lnaHupoBaHUe KIUHU-
YEeCKUX UCTILITAHUN»
[OCT P WNCO 14160—2003 «CTepunumsauna ogHopasoBbIX MeguUMHCKUX
NCO 14160 DT n3genuin, cogepxallnx MaTepuarnbl KMBOTHOMO NPOUCXOXAeHNA. Banngauna

N TEKYLLMIA KOHTPOSb CTEPUNM3ALUN C NMOMOLLBI XUAKAX CTEPUIUIYIOLLINX
CPEACTB»

MCO 14937

11
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OkoH4YaHuUe mabnuubi [JA. T

QOBbo3HavYeHe CCbINOYHOTO CTeneHb

O0bo3HaYvYeHne U HauMeHoBaHWe cooTBeTCTBYHOLLUETO HAUMNOHAJIBHOTO CTaHAApPTA
MEXAYHAPOAHOIO CTaHdapTa | COOTBETCTBNA

[OCT P NCO 14971—2009 «M3genna megununHckue. NpUMeHeHne me-

NCO 14971 IDT
HeAXXMeHTa pUcKa K MeAUUUHCKUM U3JeNnUam»
NCO 17664 — *
NCO 17665-1 — *
[OCT P UCO 22442-1—2011 «N3pgenna MmeguUUMHCKME, UCMNONb3yroLLne
NCO 22442-1 1D, TKaHW N UX MPOU3BOAHbBIE XXNUBOTHOIrO NpoucxoxgeHna. Hacte 1. MeHea ) XMeHT

prucKa»

[OCT P UCO 22442-2—2011 «N3genna MeguUUMHCKME, UCMNONb3yroLLne
NCO 22442-2 1D TKaHU U X NPOU3BOAHBbIE XMBOTHOIO NPoOUCXoXaeHuda. YacTtb 2. KOHTPONb OT-
bopa, cbopa n obpaboTKN»

[OCT P NCO 22442-3—2011 «3genua meguUnHCKME, UCNOonb3yroLllme
NCO 22442-3 DT TKaHW U UX MPOU3BOAHLIE XXUBOTHOIO NpoucxoxaeHua. Yacte 3. Banngauuns

YHUYTOXEHUA N/unu gesaktneaunm BUPYCOB U areHTOB MH(PEKLMOHHON rydya-
TOW SHUedanonaTtum»

* COOTBETCTBYIOLLUNIA HALMOHaNbHbIA CTaHAapT OTCYTCTBYET. [lo ero yTBep»aeHnsl peKOMeHAYETCA NCNOSb30BaTh
NepeBoj Ha PYCCKUIA A3bIK AaHHOro MexayHapoaHoro ctanHaapra. [lepeBoj AaHHOro MeXxAyHapoAHOro ctaHaapTa Ha-
xoautca B PegepanbHOM MHDOPMaLIMOHHOM OHE TEXHUYECKNX PErnamMeHToB U CTaHAapToB.

[] puMeHaHNeE — B HEiCTOFILLI,Eﬁ T86J'II/ILI,E NCMNoJib30BaHO criegyrulee yCriioBHOE 0D03Ha4YeHue CTeneHn CcooT-
BETCTBUA CTaHOAPTOB.

- IDT — naeHTuYHbIE CTaHAapThI.
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[30] U.S. Code of Federal Regulations, section CFR 812.5
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