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MpeaucnoBue

Llenu 1 npuHuunbl ctaHaapTusauun B Poccuiickon deaepaumu ycTaHoBneHsl ®defepanbHblM 3aKOHOM
oT 27 pekabpsi 2002 r. Ne 184-93 «O TeXHU4YeCKOM perynupoBaHn1y, a npasuia NpUMMeHeHUs HaunoHanbHbIX
ctangapToB Poccuiickoin ®epgepaumm — FOCT P 1.0—2004 «CtaHgapTmsauus B Poccuiickoit ®eaepaumu.
OcHOBHbIE NOSIOXEHUSA»

CBefeHusi o cTaHgapTe

1 MOArOTOBIJIEH O6LwecTBOM € OrpaHN4YEHHON OTBETCTBEHHOCTLIO «PapMcTep» (000 «dapmcTep»)
Ha OCHOBe MepeBoAa Ha PYCCKWUI A3bIK CTaHAapTa, YKa3aHHOro B NMyHKTe 4, KOTOPLIA BbINOAIHEH UHCTUTYTOM
«Brodursukar

2 BHECEH TexHuuyeckum komuteToM no ctraHaaptusaumm TK 383 «Ctepunusaums MmeguumHCKon npo-
OyKLUNY

3 YTBEPX/JEH W BBEJEH B OEWCTBUE [Mpukasom denepanbHoro areHTcTsa no TexHU4YecKkomy
perynupoBaHuio U MeTpororuum oT 2 gekabpsa 2009 r. Ne 530-ct

4 Hacrtosiumin ctaHgapT naeHTndeH esponenckomy ctaHgapTy EH 556-1:2001 «Ctepunusauna megu-
LUMHCKMX n3genuin. TpeboBaHusa K MeAMLMHCKAM U3AENUAM KaTeropumn «ctepunbHble». Yactb 1. TpebosaHus k
MeANLMHCKUM U3aenusm, noanexawmm dpuHuiiHon ctepunuaauumn» (EN 556-1:2001 «Sterilization of medical
devices — Requirements for medical devices to be designated STERILE — Part 1: Requirements for
terminally sterilized medical devices»), Bknio4asa nameHeHua AC:2006.

M3meHeHus K ykazaHHOMY MeXayHapoAHOMY CTanAapTy, NPUHATbLIE nocne ero oduumanbHon nybnuka-
Lnn, BHECEHBI B TEKCT HACTOSILLEro cTaHaapTa v BbiaeneHbl ABOUHON BepTUKaNbHOW NUHUEN, PacnoNoXKeHHON
Ha NomsiX OT COOTBETCTBYIOLLEro TeKcTa, a 0603HavYeHue 1 rod NPUHATUA U3MeHeHUA NpuBeaeHbl B Ckobkax no-
Cre COOTBETCTBYHOLEro TekcTa.

Mpu NpUMeHeHUU HacToALWEro cTaHAapTa peKOMeHAYeTCsl UCMONb30BaTb BMECTO CCbIMIOYHBLIX MeXAyHa-
pOAHbLIX CTaHAapTOB COOTBETCTBYIOWNE UNN HaLMOHanbHble cTaHgapThl Poccuitickon deaepauunu, ceegeHns
KOTOpPbIX MpuUBeAeHbl B AONONHUTENBHOM NpunoxeHun A

5 BBE[AEH BMNEPBbLIE

UHpopmauus 06 usMeHeHUsIX K HacmosiueMy cmaHoapmy rybrukyemcsi 8 eXe200H0 U30agaeMoM UH-
popMayuoHHOM yKkazameie «HayuoHansHbie cmaHOapmbi», @ MEKCM U3MEHEHUU U rorpaeok 8 €XXeMeCSYHO
usdasaeMbix UHGOpMaUUOHHbIX yKa3amerisix «HayuoHansHble cmaHOapmei». B criydae nepecmompa (3ame-
HbI) UnU omMeHsi Hacmosiweao cmaHOapma coomeemcmesyioujee ysedomiieHue bydem orybnukosaHo 6
eXeMeCsHHO U30asaeMOM UHGOPMaUUOHHOM yKka3amere «HayuoHarnbHele cmaHOapmely. Coomeemcmaeyio-
Was UHghopMauusi, ysedoMIlIeHUe U MeKCmbl pa3Mewaromces makke 8 UHghopMayuoHHol cucmeme obujezo
rone308aHus1 — Ha oghuyuarnsHoM calime QedepalibHO20 a2eHMCMea 1o MeXHUYECKOMY pe2ynupo8aHuio U
mempornoauu 8 cemu VIHmepHem

© CrangapTtnHgpopm, 2011

HacTosawuia CTaHOapT He MOXeT 6bITb MOMHOCTLIO UM YaCTUYHO BOCNpoussedeH, TupaxuposaH 1 pac-
NpocTpaHeH B kayecTBe oduumansHoro nsgaHus 6es paspelueHus PegeparnsHOro areHTCTBa Mo TEXHUYECKO-
MYy perynmposaHuo 1 MeTponorim
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BBegeHune

CTepunbHbIM CHUMTAETCA Takon NPOAYKT, B KOTOPOM OTCYTCTBYIOT XXM3HECMOCOOHBIE MUKPOOPraHn3Mel. B
crydyae HeobXxoAMMOCTW NOCTaBKN CTEPUIbHOIO NpoAyKTa B €BpoNencknux cTaHgapTax cogepxuTtca Tpebosa-
Hue, YTobbl crydaiHoe MUKpPoBuonornieckoe sarpsisHeHMe U3 BCeX UCTOYHUKOB BbINo cBeAeHO K MUHUMYMY
BCEMU BO3MOXHbIMU cnocobamu. TeM He MeHee, NpPoAyKUMsi, Npou3BeAeHHasi Npu cTaHAapTU3UPOBAHHBIX
YCNOBUSIX B COOTBETCTBUUN C TPEBOBaAHUSIMU CUCTEMBI KAUECTBA, OTHOCALUMMWUCS K MeQULIMHCKUM U3aenusiM
(cm. EH NCO 13485:2000 nnu EH NCO 13488:2000), moxeT A0 cTepunusaummn HecTn B cebe MUkpoopraHus-
Mbl Aaxe B Manbix konuyecTeax. Lienksto npolecca ctepunusaumm aBnseTca ymepLusneHue (rbernb) natoreH-
HbIX U HenaToreHHbIX MWKPOOPraHW3MOB W, TakuMm o6pas3om, npespalleHWe HecTepWNbHbIX Usgenui B
CTepunbHble.

WHakTuBaLus KynbTypbl MUKPOOPraHU3MOB NOCPEACTBOM (hU3NYECKOro U/ XMMUYECKOTO areHToB, UC-
nonb3yemas AnA CTepunMaaLnm MeOUUUHCKuUX usdesnull, 4acTo NMOYTU NOMTHOCTBI0 COOTBETCTBYET SKCTMIOHEHLIU-
anbHOM 3aBMCMMOCTU. DTO 03HaYaeT, YTo Bcerga CyluecTBYET KOHeYHas BEPOATHOCTb TOTO, UTO KakoW-nn6o
MWKPOOPraHn3mM OCTaHEeTCS XKN3HECNOCOBHbLIM He3aBUCUMO OT 06bema UCNoMb3yeMon CTePUNU3aLNOHHON 06-
paboTku. [na Kkaxaon oTAenbHO B3ATON 06paboTkm BEPOATHOCTL BbDKUBAHUA MUKPOOPraHU3MOB 3aBUCUT OT
yKcna v yCToMYMBOCTM MUKPOOPraHU3MOB, a Takke cpefbl, B KOTOPOW nocreaHue HaxoasTcst BO Bpemst obpa-
60TKW. U3 3TOr0 cneayerT, YTO HeMb3s rapaHTUPOBaTb OTCYTCTBUE XU3HECNOCOBHBIX MUKPOOPraHN3MOB Ha (B)
no6om nsgenvn, NOABEPrHyTOM CTepunmnsalnoHHol obpaboTtke. CmepunbHOCMb 06paboTaHHbIX U3aenuin
AoIkHa BbITb BhipaXkeHa B eAMHMLAX BEPOATHOCTA BbKUBAHNSI MUKPOOPTraHNM3MOB Ha (B) usgenusax. B ctan-
JapTax Ha MeHeJXMeHT CUCTeM KayecTBa NPU3HaeTCs, YTO CYLLeCTBYHOT Takie NPoLecChl, Ka4eCTBO KOTOPbIX
He MoXeT BbITb MPOBepPeHO nocreayoWnM KOHTPoNeM 1 UcTibiTaHneM npogykra. Ctepunusaumsa — 370 Npu-
Mep Takoro npouecca. MNpoLiecchl cmepunusayuu AOMKHBI NPOATU Banuaauuo nepen ncnonbsoeaHuem. Mx
3 heKTUBHOCTL JOMXKHA PerynsapHo KOHTPONMpPoBaThes, a annapaTtypa — cogepXaTbesi B paboyem cocTos-
HUK.

BakHo 3HaTb, YTO UCMOMb30BaHME MPaBUIIbHO BaNMANPOBAHHOTO 1 TOYHO perynnMpoBaHHoro npoecca
cmepusnusayuu — He eJUHCTBEHHbIN PaKTOP, rapaHTUPYIOLWMIA CMepulbHOCMb NPOAYKUUU, a Takke BO3-
MOXHOCTb €€ NpUMeHeHUs Mo HasHavyeHu. Heobxoanmo obpaTnTb BHUMaHWe Ha paa ¢pakTopos, BKNovas
MUKpobBuonoriudeckoe coctosiHne (BuoHagpy3Ky) UCXOAHBIX MaTepuarnoB WWnM BBEAEHHBIX KOMMOHEHTOB,
YCMOBWA UX NOceytoLLero XxpaHeHns, a Taloke Ha KOHTPONb cpeabl, B KOTOPOI NpoayKT NpousBeaeH, cobpaH 1
ynakosaH.
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HAUUWOHANBbHBIA CTAHOAPT POCCUUCKOWN ®EAEPALUNMU

CTepunusayua MeQULIMHCKUX U3Aenun
TPEBOBAHUA K MEOQULUUHCKUM U3AENUAM KATETOPUUN « CTEPUNBHbLIE»
YacTtb 1

TpeGOBava K MeAULUHCKUM U3aenusam, noanexawium P MHUWHON cTepunusauun

Sterilization of medical devices. Requirements for medical devices to be designated «sterile».
Part 1. Requirements for terminally sterilized medical devices

Nata BBegenna — 2011—01—01

1 O6nactbL NpMMeHeHus

HacTroswuii ctaHgapT ycTaHasnueaeT Tpe6oBaHUsA kK MEAULMHCKAM U3AEeNUAM, NPoLLIeALLIUM (DUHULLIHYIO
cTepunMsauuio, kotopble byayT oTHeceHb! k kateropun « CTEPUSIbHBIE» . EH 556-2 ycTaHaBnuBaeT TpeboBa-
HUS1 K MeAVLMHCKUM n3aenusam, o6paboTaHHbIM B aCeNTUYECKNX YCNOBUAX, KOTopble ByayT OTHeCeH I K kaTe-
ropun « CTEPUTIbBHBIE».

MpwumeyaHune—B pamkax [upektuebl EBponerickoro Cotosa, kacawowencs MeguuMHCKUX nagenmi (cm. ome-
nvorpadwio), o6o3HaveHne meguumnHckux nagenuin « CTEPUTIBHBIE» ponyckaeTcs nuwb TONbKO TOrAa, Koraa NpuMeHst-
eTCA BanuaupOBaHHbIM Mpouecc cTepunu3auun. TpeGoBaHWA K BanuaauMm U TeKywemy KOHTPOIo MpoLEeccoB
cTepunmaaumn mMeduyuHckux uddesnuli yctaHoBnensl B EH 550, EH 552, EH 554, EH MCO 14160 n EH NCO 14937.

2 HopmaTuBHbIe CCbINKN

B HacTosileM cTaHgapTe UCMonb30BaHbl HOPMATUBHBIE CChINKU Ha cnefytolMe MexayHapoaHble cTaH-
AapTbl*:

EH UCO 13485:2000 Cuctembl kadecTBa. MeauuuHckue usgenusi. YactHole TpeboBaHus Mo npume-
HeHuto craHdapta EH/MCO 9001 (M3meHeHHas pepakuma EH 46001:1996) (uoeHTuuyeH cTaHaapTy
MCO 13485:1996) (Quality systems — Medical devices — Particular requirements for the application of
EN/ISO 9001 (revision of EN 46001:1996) (identical to ISO 13485:1996)

EH NCO 13488:2000 Cuctembl kadecTBa. MeanumHckie nsgenusa. HactHole TpeboBaHMs Mo npuMe-
HeHWo craHdapta EH/MCO 9002 (M3meHeHHas pepakuma EH 46002:1996) (uoeHTuueH cTtaHaapTy
NCO 13488:1996) (Quality systems — Medical devices — Particular requirements for the application of
EN/ISO 9002 (revision of EN 46002:1996) (identical to ISO 13488:1996)

3 TepMuHbI M onpeaeneHus

B HacTosilwem cTaHgapTe NpuMeHeHb! cnegyouime TepMnHbl C COOTBETCTBYHOLLMMIN onpedeneHnaMmm:

MpumedaHue— TepM1HbI, ONPeAENeHNs KOTOPLIM AaHbl B HACTOSILLEM pasaere, BblAeneHbl B TeKCTe HacTo-
SILLEro cTaHgapTa KypcuBOM.

3.1 6uoHarpyska (bioburden): MonynAuus XuU3HECTIOCOBHLIX MUKPOOPTaHU3MOB Ha MpPoAyKTe Wiunu
ynaKoBKe.

* Ons A2TUPOBAHHBIX CChINTOKUCNONb3YIOT TONBKO YKa3aHHOe n3gaHue ctaHgapra. B clyyae HegaTpoBaHHbIX CChl-
NOK — nocnegHee nagaHune ctaHgapTa, BKIToYas BCE NSMEHEHMA U MOMpaBKW.

U3paHve opmumnansHoe
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3.2 meguuuHckoe usgenue (medical device): NioOoi MHCTPYMEHT, annapaTt, YCTPONCTBO, MaTepuan
U uHoe usgenue, Kotopble, Byay4M UCMONb3OBaHbI CAMOCTOATENbHO UMM B KOMOWUHaLUM Apyr ¢ ApPYroMm,
BKIHOYas nporpamMmHoe obecneveHne, Heobxoanmoe ANg UX NpasUbHOrC NPUMEHEHUs, NpeaHasHavYeHo nUs-
roToBUTENIEM A/151 UCMOMb30BaHWA B LiENsAX:

- AMarHocTuKMN, NpoMUnakTUKN, MOHUTOPUHIA, NeveHust Unn obnerdyeHus saboneeaHus;

- AMAarHoCTUKL, MOHUTOPMHIA, NeYeHus, 0bnerdeHmst Unm KOMNeHcawmmn TpasmMbl UM MHOTO randecko-
ro HegocTaTka;

- WU3y4YeHus, 3ameHbl, MoaudukaLnm aHaToMun1 U prusnonornieckoro npoLecca;

- KOHTpONs 3a4atus.

JeicTBne MeanMumMHCKOro U3aenna BHYTPN UMM CHapY>K1 Tena YenoBeka gocturaeTcs 6e3 nprMeHeHus
chapmakonornyeckmx, UMMyHOOrM4ecKUX U meTabonuyecknx cpeacTs, oaHako nogobHele cpeacTsa MoryT
NCMONb30BaTLCA NPU MPUMEHEHUN N3AENNNA.

3.3 crepunbHocTh (sterility): CocTosiHMe, NPK KOTOPOM OTCYTCTBYHOT XM3HECTOCOBHbIE MUKPOOPraHNU3-
Mbl.

3.4 cTepunbHbIn (sterile): CocTosiHne MeduyuHckoeo u3dernusi, NP KOTOPOM OTCYTCTBYIOT XU3HECNO-
CoBHble MUKPOOPTraHU3MbI.

3.5 npouweawnn duHULWHYKO cTepunuaauuto (terminally-sterilized): CoctostHue MmeguumHckoro nsae-
1S, KOTopoe NoaBepriiock nNpoueaype cTepunmsaLum B CBoei ynakoske 1 cobpaHHOM Buae, 4To nossonsiet
noaaepXunsaTtb CTEPUNLHOCTb MeAULMHCKOro N3aenus, NogBeprHyToro NpoLeccy cTepunusanun.

4 Tpe6oBaHus

4.1 Ons Toro, uTobbl MeAQuUUUHCKUe usdenus, npoweduwiue ¢huHULIHYIO cmepunu3ayuro, Mornn bbiTb OT-
HeceHbl k kaTeropun « CTEPUTIBHbBIE», Heobxoanmo, UTobbl BEpOATHOCTL MPUCYTCTBUSA B (Ha) HAX XKU3HECNo-
COBHBIX MUKpPOOPraHnamoB 6binia MeHee unu pasHa 1 x 1075,

MpwumeyaHune—okasatenb BepOSTHOCTH, NPEBLILLAIOWMI AaHHbIE, YKa3aHHble B HacTosILLeM pasaerne, Mo-
XeT 6bITb pas3peLLeH KOMMETEHTHBIMU PEryNMPYOLWMMIN OpraHamu. Takoe yTBepxJeHUe 3aBUCUT OT KOHKPETHOW CUTyaLmu,
B TOM YWCIe paspeLleHune AOMKHO yUnTbIBaTb 0cobble Cnyyan, BKoYasn aHannus pUckoB, NPoBeAeHHbIV Npon3eoanuTenem
MeauUMHCKOro nagenus (cMm., Hanpumep, EH UCO 14971) (AC:20086).

4.2 CooTBeTcTBME U3aenuit TpeboBaHMSIM HacTosALWero cTaHaapTa A0SMKHO ObITb YCTaHOBMEHO NPOUs-
BoauTenem unn nocTtaBWMKOM NocpeacTeoM npeocrtaBlieHUA JOKYMEHTOB U 3anucen n0Ka3aTene|7|, AoKas3bl-
BalOLWMX, YTO m3genus ObinM NOABEPrHyThbl BanuAMPOBAHHOMY MPOLECCY CTepunu3auuun, oTBevalolemMy
TpeboBaHuaM 4.1.

JokyMeHTauust M 3anMcu nNokasaTenel [AOMKHbI XPaHUTbLCSA COrfacHo npoueaype, ykasaHHON B
EH UCO 13485, nogpasaens 4.5 n 4.16, unn EH UCO 13488, nogpazaensl 4.5 n 4.16.

Mpumevanne 1— CrepnnbHOCTL MEAULMHCKOIO U3AENUS AOKA3bIBAETCA:

1) npegBapuTensHOM Banuaauuen npouecca ctepunu3auum v nocneayowmmm pesanugaumsamm, nokasbisaowm-
MM, YTO AaHHbIV NPOLECC NPUEMIIEM;

2) wndopmaumen, cobpaHHON BO BPEMS TEKYLLEro KOHTPOMsi U MOHUTOPUHIa NPOoUEecca, NoKa3biBaoLWEN, YTO Banu-
OUPOBaHHbIN npouecc 6bin 3hHEKTUBHO NPUMEHEH.

MpumeuaHune 2— CrepnnbHOCTb MEAULMHCKOIO M3AENUS ONPeaensaieTcsl ypoBHEM GMOHarpy3ku Ha ugenm-
SX, YCTOWYMBOCTBIO MUKPOOPraHM3MOB, COCTaBNSIIOWMX AaHHYl0 BUoHarpysky, U yCTaHOBIEHHOW NPOAOINKUTENBHOCTBIO
06paboTku BO Bpemsi cTepunusanum.
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Mpunoxenne ZA
(cnpaBo4Hoe)

Pazpgenbl HacTosiLlero ctaHaapTa, KacalLuecs OCHOBHbIX Tpe6OBaHUMA UMU UHBIX NMOJOXEHUN
OupekTus EBponenckoro Cotoza

HacTosiwmi ctaHgapT 66 yTBEpXXAEH B paMKax MaHAaTa, nony4eHHoro EBponenckum KOMMTETOM Mo cTaHgapTu3a-
unn ot EBponelickoin komucecun n EBponerickon accounaumm cBoGoaHOM TOProBIv, U B COOTBETCTBMM C OCHOBHbLIMU Tpebo-
BaHusmmn Oupektuebl EBponerickoro Cotosa 93/94/EQC.

MpeaynpexaeHue: K npogyKumm, K KOTOPOW NPUMEHSIIOTCS TpeBGoBaHUs HACTOSLLEro CTaHaapTa, MoryT GbiTb Npu-
MeHeHbl apyrvue Tpebosanusi u Jupektnebl EBponenickoro Cotosa.

Tpebosanus Jupektve EBponeickoro Cotosa 90/385/E3C, 93/42/E3C v 98/79/EC pononHsiioT criegylowme pasae-
INbl HACTOSAWEro cTaHgapTa, NPOUNMIOCTPMPOBaHHbIe B Tabnuue ZA.1.

CooTBeTCTBME pasaenam HacTosILLEro CTaHAapTa sIBMNSIETCS OAHUM U3 YCIIOBU COOTBETCTBUSI KOHKPETHBIM CyLL,ec-
TBEHHbLIM TPeGoBaHNsIM OUPEKTUBELI, KacaloWwencsl  CBsI3aHHON ¢ pernameHtamu EBponelickoi accounaumm cBoGoaHom
TOProBIu.

Tabnwnuya ZA.1— CoorBeTcTBue mexay TpeGoBaHusiMu HacToslWero ctaHaapta u Jupektneon Eeponerickoro Corosa

Homba3aebl HACTOSILLERO OcHoBHble TpeboBaHusA OcHoBHble TpeboBaHusA OcHoBHble TpeboBaHusA
AP ﬁ‘TaH sl - OupexTusbl 93/42/E3C, OupekTvsb 90/385/E3C, OupexTusbl 98/79/ESC,
Aap npunoxexue 1 npunoxexue 1 npunoxexue 1
4.1 1,8.1,13.3 (c) 1,7,14.1, ceabmoe Tupe 1,2.1,8.2(c)
4.2 8.4 — 2.4
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Mpunoxenvne OA
(cnpaBo4HOe)

CBefieHUA 0 COOTBETCTBUU CCbINTOYHbIX MeXAYHapoAHbIX CTaHAapTOB
CCbINTOYHBIM HauUoHanbHbIM cTaHgapTam Poccuinickon ®egepauum

Tabnuuya OA.1

O603Ha4eHne CCbINOYHOro CteneHb OB603Ha4YeHue 1 HaMMeHOBaHNe COOTBETCTBYIOLLIEro HALMOHANBHOMO
MEXAyHaApOAHOro cTaHaapTa COOTBETCTBUSA cTaHaapTa
EH NCO 13485:2000 IDT FOCT P NCO 13485—2004 «M3genus meamumnHckme. Cuctembl me-
HeKMeHTa kadecTBa. CuCTeMHble TpeboBaHWA ANs Lenew perynupo-
BaHuAa»
EH NCO 13488:2000 MOD [TOCT P 51537—99 «Cuctembl kaqecTBa. 3gennsa meanumHckue.
CneunanbHble TpeboBaHus no npumeHennio FTOCT P MCO 9002—96»

MpumeyaHwune— B HacToswen Tabnvue MCNonb3oBaHbl Criedylowme ycrnoBHble 0603HauYeHUs1 CTeneHn cooT-
BETCTBUS CTaHZ4APTOB:

- IDT — naeHTU4YHbIE CTAHAAPThI;

- MOD — moauhuumpoBaHHble CTaHaapThl.




[1]1 EH NCO 9001:1994

[2] EH NCO 9002:1994

[3] EH 550

[4] EH 552

[5] EH 554

[6] EH 980

[7] EH 14971

[8] EH NCO 14160:1998

[9] EH NCO 14937:2000

[10] 90/385/EQC

[11] 93/42/EQC

[12] 98/79/EQC
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Bubnuorpadua

Cuctembl kavecTBa. Mogenb aAnst obecneyeHns kayecTBa Npu NPOEKTUPOBaHWK, paspaboTke,
Npov3BOACTBE, MOHTaXe 1 06Cny>KMBaHUM

(EN ISO 9001:1994 Quality systems — Model for quality assurance in design/development,
production, installation and servicing)*

CucTeMmbl kOHTpoOns kavecTBa. Mogenb ans obecneveHns ka4ecTBa Npyu NPoOU3BoACTBE, MOHTa-
e U 0BCryXMBaHnm

(EN 1SO 9002:1994 Quality systems — Model for quality assurance in production, installation
and servicing)*

Crepunusaunsi MeavUMHCKMX u3genui. Banmgaums v TeKywun KOHTPONb CcTepunusauduu
OKMCbIO 3TUNEHa

(EN 550 Sterilization of medical devices — Validation and routine control of ethylene oxide
sterilization)*

Crepunusauns MeaMuUMHCKNX nsgenvii. Banmaaums v Tekywmi KOHTPOrb pagnaunoHHON CTepu-
nmsauum

(EN 552 Sterilization of medical devices — Validation and routine control of sterilization
irradiation)*

Crepunusaunsi MeAMUUHCKMX n3aenuin. Banugaums n TeKyLWMn KOHTPOMb CTepUM3anumn Boas-
HbIM NapoMm

(EN 554 Sterilization of medical devices — Validation and routine control of sterilization moist
heat)*

pachryeckre CMMBOMbI, UCMONBb3yeMble ANs1 MapPKUPOBKM MeAULIMHCKUX M3denui

(EN 980 Graphical symbols for use in the labeling of medical devices)*

YcTpolictBa MeanumHckue. lNpumeHeHne cuCTeMbl yNpaeleHnsi puckamu K MeauuUMHCKUM
yctporicteam (AC:2006) [EN 14971 Medical devices — Application of risk management to
medical devices (ISO 14971:2007)]*

Crepunusaunsi 0gHOPa3oBbIX MEAVLVHCKMX n3genuin. Banngaums v Tekywmi KOHTPOnb cTepu-
nn3auum XUAKMMU XMMUYECKMMU CTEPUIN3YIOLLMMU BELLLEeCTBaMM

(EN ISO 14160:1998 Sterilization of single-use medical devices incorporating materials of animal
origin — Validation and routine control of sterilization by liquid chemical sterilants)*
Crepunusauusi MeguuMHCKon npogykumu. Obwpme TpeboBaHus Ans onpeaeneHns xapakrepuc-
TUK CTEPUIU3YIOLLENO BEWEeCcTBa U Ans pa3paboTku, Banugaumm 1 TeKyLLLero KOHTpons npouecca
cTepunusaumum

(EN I1SO 14937:2000 Sterilization of health care products — General requirements for
characterization of a sterilizing agent and development, and routine control of a sterilization
process for medical devices)*

KoHcynbckas [dupektvBa o1 20 mioHs 1990 r. MO COOTBETCTBMIO 3aKOHOAATENbCTB rOCY-
[apCTB-y4aCTHUKOB, KacaloWasicsl aKTUBHbIX VMMNMAHTUPYEeMbIX MEeAUUMHCKUX — U3Zenuii
(90/385/EEC Council Directive of 20 June 1990 on the approximation the laws of the Member
States relating to active implantable medical devices)*

KoHcynbckas JupektnBa ot 14 nioHa 1993 r. o megmuuHckmx nagenusx [O.J.L 169 1.43 (12 vions
1993)]

[93/42/EEC Council Directive of 14 June 1993 concerning medical devices (O.J.L pp. 169 1.43
(12 July 1993)1*

KoHcynbckas [iupektvea oT 27 okTsi6psi 1998 1. no in vitro guarHocTnyecknMm MeauuUmMHCKUM n3-
aenuvsim

(98/79/EEC Council Directive of 27 October 1998 on in vitro diagnostic medical devices)*

* OdbmumanbHbIi NepeBo 4aHHOMO cTaHgapTa HaxoamTes B PegepanbHOM MHGOPMaUMOHHOM hoHAe.
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