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Mpeavcnosue

Lienun, ocHoBHbIE NPUHLMNLI U NOPAAOK NpoBeAeHUs paboT No MeXrocyAapCcTBEHHOM cTaHaapTU3auum
yctaHoBneHel FOCT 1.0—92 «MexrocynapcreeHHas cuctema ctaHgapTusauun. OCHOBHbIE NMONOXEHUA» Y
FOCT 1.2—2009 «MexrocyaapcTeeHHas cucTeMa ctaHaapTusauuu. CTaHaapTbl MEXTocyaapCTBeHHbIe, npa-
BUIa U pekoMeHaaLnn No MexrocyaapcTBeHHON cTaHdapTu3auuu. MNMpasuna paspaboTku, TPUHATUA, NpuMme-
HeHUs1, 0BHOBNEHNA N OTMEHBI».

CBepeHus o cTaHpapTe

1 NOArOTOBNEH ®eaepanbHbIM rocy4apCTBEHHBIM YHUTapHBLIM NpeanpusaTuem «Bcepoccuiickuin
Hay4yHO-UCCNeaoBaTeNbCKUA  UHCTUTYT  cTaHAapTusauMM W cepTuduKauum B MaLUMHOCTPOESHUU»
(BHUMHMALL)

2 BHECEH ®eaepanbHbIM areHTCTBOM NO TEXHUYECKOMY PEryfIMpOBaHUI0 U METPOMorum

3 MPUHAT MexrocyaapcTBeHHBIM COBETOM MO cTaHAApTU3aLMKU, METPONOrMn 1 cepTudukaumm (Npo-
Tokon oT 29 HosiBps 2011 r. Ne 40)

3a npuHATUE NporonocoBasnn:

KpaTKoe HanmveHoOBaHUe CTpaHbl KOA CTpaHbl NO Coxpameuuoe HanMeHoBaHUe HaUUOHANbLHOroO opraHa
no MK (MCO 3166) 004—97 MK (UCO 3166) 004—97 no cTaHgapTusauuu
Benapyck BY loccranpgapt Pecnybnuvku benapycb
KazaxcTtaH KZ loccrangapt Pecnybnuvkm Kaszaxcrau
Kuprnaus KG Kbipreiacrangapr
Poccus RU Poccranpapr

4 lMpukaszom PefepanbHOrc areHTCTBa No TEXHUYECKOMY PerynMpoBaHuio U MeTponorun ot 13 gekabps
2011 r. Ne 1368-cT mexrocyaapcTBeHHbI ctaHgapT FOCT EN 556-1—2011 BBeaeH B AeACTBUE B KA4ecTBe
HaluunoHaneHoro ctaHgapta Poccuiickon ®egepaunm ¢ 1 saHsaps 2013 1.

5 Hactoawumn ctaHgapT UAEHTUYEH eBponenckoMmy pernoHansHomy ctaHgapty EN 556-1:2001
Sterilization of medical devices — Requirements for medical devices to be designated STERILE — Part 1:
Requirements for terminally sterilized medical devices (Ctepnnusaunsa MeamumMHcknx nsgenuii. TpeboBaHust K
MeANLMHCKUM U3OeNnsIM KaTeropum «ctepurbHbiey. HacTb 1. TpeboBaHua K MegULUHCKAM U3aenusm, noane-
Xawmm PUHULWLHON cTepunmaasim).

CBefeHunsi 0 COOTBETCTBUN MEXrocyaapCTBEHHbIX CTaH4aPTOB CCbINIOYHbLIM MEXAYHapoAHbIM cTaHaap-
Tam npueeaeHbl B 4OMONHUTENLHOM NpunoxeHn JA.

CTteneHb cooTBETCTBUSI — naeHTnYHas (IDT).

CtangapT noarotoBneH Ha ocHoBe npumeHeHus FTOCT P EH 556-1—2009

6 BBEJEH BMNEPBbIE

UHbopmayusi 06 usMeHeHuUsIX K HacmosiweMy cmaHOapmy nybrukyemcs 8 exxe200HOM UHhOpMaLyUOH-
HOM yKka3zamere «HayuoHarbHble cmaHOapmbi», @ MEKCM UBMEHEHUU U NOMNpagoK — 8 eXXeMeCSIHHOM UHEOp-
MalyUuoHHOM yKkasamene «HauyuoHanbHble cmaHOapmel». B criydae nepecmompa (3ameHbl) Unu OMMeHbI
Hacmosiwezo cmaHdapma coomeemcmsyroujee ysedomiieHue bydem onybrlUKOBAHO 8 eXeMeCSYHOM
UH(hOpMaUUOHHOM yKkazamerne «HayuoHarnbHble cmaHOapmel». Coomeemcmeyiowasi UHhopmauusi, yee-
domIieHuUe U meKcmbl pasmMewaromces makxe 8 UHhopMayUoHHOU cucmeme obLyezo fnofb308aHust — Ha oghu-
yuasibHoM calime ®edepanbHO20 azeHmMCcmea 110 MEXHUYECKOMY peay/iuposaHuU U Memporsoauu 8 cemu
UHmepHem

© CrtaHpapTuHdpopm, 2014

B Poccuitckoin degepalmm HaCTOALWMK cTaHAAPT He MOXET BbITb MONMHOCTBIO NI YacTUYHO BOCMPOU3-
BeeH, TUPaXKMPOBaH 1 pacnpocTpaHeH B KayecTse oduLmMansHoro nsgaHunst 6es paspeluerHus degeparnsHoro
areHTcTBa No TEXHUYECKOMY PerynnpoBaHuio U MeTposorum
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BBegeHune

CTepunbHbIM CUUTaeTCs Takor NMPOAYKT, B KOTOPOM OTCYTCTBYIOT XM3HECNOCOBHbIE MUKPOOPraHU3MBbI.
B cnyyae Heo6x0anMMOCTV NOCTaBKW CTePUIBLHOMO NPOAYKTa B €BPONEeNCKUX CTaHAapTax cogepxuTtcs Tpebosa-
Hue, 4Tobbl cnyyariHoe MUKkpobuonoruyeckoe sarpsisHeHue U3 BCeX UCTOUHWUKOB Gbifio cBeAeHO K MUHUMYMY
BCEMU BO3MOXHbIMU criocobamn. TeM He MeHee, NPOAYKUUA, NPOU3BEAEHHaA NPU CTaHAAPTUIUPOBAHHbLIX
YCINOBUSIX B COOTBETCTBUM C TpeBOBaHUSIMU CUCTEMBI Ka4eCTBa, OTHOCALUMMUCA K MeAULUHCKUM U3AeNnaM
(cMm. EN ISO 13485:2000 unv EN 1SO 13488:2000), moxeT Ao cTepunusaumnm HecTn B cebe MUKpOoopraHn3mbl
Aaxe B Manblx konuyecTtsax. Llenblo npouecca ctepunusauum asnaeTca ymepuisneHue (rubenb) naToreHHbIX
M HenaToreHHbIX MUKPOOPraHM3MOB U, TakuM 06pa3om, NpeBpaLleHne HeCTEPUNbHBIX U3AENNI B CTEPUSIbHBIE.

MHakTnBaums KynbTypbl MUKPOOPraHM3MOB NOCPeACTBOM PU3NHECKOTO W/MAU XMMUYECKOrO areHToB,
ncnonb3yemas aAns cTepunusauumn MeouyuHCKUX uzdenutl, 4acTo NOYTU NONHOCTBLIO COOTBETCTBYET 3KCNOHEH-
LnarnbHOM 3aBUCUMOCTW. DTO O3HAYaeT, YTOo BCeraa cyllecTByeT KOHeYHasi BEPOATHOCTb TOTO, YTO Kako-nmbo
MWKPOOPraHn3M OCTaHeTCsl XKU3HECTOCOBHbIM He3aBUCUMO OT o6bema UCMOoNb3yeMoin CTepUNU3aLMoHHON
06paboTku. [ns kaxaon oTAeNbHO B3ATOW 06paboTKu BepOATHOCTb BbDKMBAHUS MUKPOOPTaHU3MOB 3aBUCUT OT
yncna u yCToNYMBOCTM MUKPOOPraHU3MOB, @ Takke cpedbl, B KOTOPOW NocnegHne HaxoasTcs BO BpeMsi obpa-
60TKM. N3 aTOro crnieayerT, YTO HeNb3si rapaHTUPOBaTb OTCYTCTBUE XKU3HECTOCOBHBIX MUKPOOPraHM3MOB Ha (B)
nobom n3aenuu, NoaBeprHyTOM CTepunusaumMoHHoin obpabotke. CmepunbHocms 0bpaboTaHHbIX U3aenuin
OOMKHa BbIThb BblpaXKeHa B eANHULAX BEPOATHOCTU BbRKMBAHUA MUKPOOPraHM3MoB Ha (B) usaenusix. B ctaH-
AapTax Ha MeHe)KMEHT CUCTEeM KayeCcTBa NPU3HaeTCca, YTO CYLLECTBYIOT Takue NpoLLecchl, KaYeCTBO KOTOPLIX
He MoXeT BbITb MPOBEPEHO NoCneayoLWUM KOHTPONEM U UCbITaHUEM NpodykTa. CTepunusaums — 3T1o npu-
Mep Takoro npouecca. lNMpoueccbl cmepunusayuu AONMKHLI NPOATU BanMaauuio nepes MCnonb3oBaHUEM.
Nx adpdekTMBHOCTL OOMMKHA PerynsipHo KOHTPOMUPOBaTLCA, a annapatypa — coaepXaTtbca B paboqem
COCTOSIHUN.

BaxxHo 3HaTb, YTO UCMOSb30BaHMUE NPaBUbHO BanNMANPOBAHHOTO U TOYHO PerynupoBaHHOro npouecca
cmepunusayuu — He e AUHCTBEHHbLIN hakTop, rapaHTUPYIOLWNIA cmepuTbHOCMb NPOAYKUUK, a TaKke BO3MOX-
HOCTb ee NPUMEeHeHNs no HasHadeHno. Heobxoanumo 06paTuTb BHUMaHWe Ha pag pakTopoBs, BKHOYas MUKPO-
6uonornyeckoe coctosiHie (6uoHazpysKy) WUCXOAHbIX MaTepuanoB Wunu BBEAEHHBIX KOMMOHEHTOB,
yCMoBUs UX MOCMeAyoLLero XpaHeHWsl, a Taloke Ha KOHTPONb cpeabl, B KOTOPON NpoayKT NpousBeaeH, cobpaH 1
ynakoBaH.
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M E XTI OoOCYAPC CTUBEHHUB H# C TAHIAIAPT

CTepMnusauvm MeAUUUHCKUX u3genumn

TPEBOBAHUA K MEOULUMHCKUM U3OENUAM KATETOPUUN «CTEPUJIbHBIE»
YacTtb 1

Tpe6oBaHUA K MEOULIMHCKAM U3genusaMm, noanexawmm puHUWHON cTepunusauum

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

Oara BBepenna — 2013—01—01

1 O6nacTb NpMMeHeHus

HacToswwi ctaHgapT ycTaHasnunsaeT TpeboBaHNs K MeaMLMHCKAM U3AENNAM, NpoLueAWwMm OUHULLHYIO
cTepununsauunio, Kotopble byayT oTHeceHbl k kateropun « CTEPUIbHBIE» . EN 556-2 yctaHaBnuBaeT Tpebosa-
HUS K MeaNLMHCKAM n3aennam, o6paboTaHHbIM B acenTUYeCcKUX yCroBusix, kKoTopble 6yayT OTHeCeHbl KkaTero-
pun « CTEPUTTBEHBIE» .

MpwuMedaHune— B pamkax JupektuBbl EBponelickoro Coio3a, kacaiowencs meauuuHcKkux unagenui (cm. 6mo-
nvorpacwio), 0b6o3HaveHne meauumMHekux uagenuin « CTEPUIIBHBIE» ponyckaeTcs NMULb TONBKO TOrAa, Koraa NpumeHsieT-
€A BanvanpoBaHHbIN Npouecce cTepunuaaunn. Tpe6oeaHus K Banuaaumm 1 TEKYLLLEMY KOHTPOMIO NPOLECCOB CTEpUnu3aLmnm
meduyuHckux usdenuii yctanoenensl B EN 550, EN 552, EN 554, EN 1SO 14160 n EN ISO 14937.

2 HopmaTuBHbI€e CCbINKM

B HacTosIleM cTaHAapTe UCMONb30BaHbl HOPMATUBHBIE CChISIKUA Ha cneaylolimMe MexayHapogHble cTaH-
napTtbl*:

ENISO 13485:2000 Qualitysystems — Medical devices — Particular requirements for the application of
EN/ISO 9001 (revision of EN 46001:1996) (identical to ISO 13485:1996) (Cuctembl kauecTBa. MeguuuHckue
n3genns. YactHole TpeboBaHusi No npumeHeHuio ctaHgapta EN/ISO 9001 (u3meHeHHas pepakuums
EN 46001:1996) (mgeHTuyeH ctaHaapTy ISO 13485:1996))

ENISO 13488:2000 Quality systems — Medical devices — Particular requirements for the application of
EN/ISO 9002 (revision of EN 46002:1996) (identical to ISO 13488:1996) (Cuctemsbl kayecTBa. MeauuuHckune
nsgennsa. YactHole TpeboBaHusi no npumeHeHuio ctaHgapta EN/ISO 9002 (u3meHeHHasa pegakuums
EN 46002:1996) (mgeHTuueH ctaHgapTy ISO 13488:1996))

3 TepmuHbl M onpeaeneHns

B HacToAwweMm CTaHAapTe NpUMeHeHbl creyuime TepMUuHbl C COOTBETCTBYHOLWLMMIN onpeaeneHnamMmu:

n punmeyaHune — TepMVIHbI, onpegeneHus KOTopbiM laHbl B HACTOsALWEM pasaene, BblaeneHbl B TeKCTe HacToA-
wero ctaHgapta KypcuBom.

3.1 6uoHarpyska (bioburden): Monynaums xu13HecnocoBHLIX MUKPOOPTraHU3MOB Ha MpoaykTe W/unu
ynakoBke.

* ns gatmpoBaHHbIX CChINOK NCNoNb3YIOT TONLKO yKa3aHHOe nuagaHne craHgapra. B cnyvae HegatnMpoBaHHbIX CCbl-
NOK — nocnegHee nagaHue ctaHaapTa, BKo4Yas BCe NSMEHEeHMA 1 NMornpaBku.

U3paHne ocmumanbHoe
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3.2 meauuumHckoe usgenue (medical device): Jltobol MHCTPYMEHT, annaparT, YCTPOWCTBO, MaTepuan
Unu nHoe usaenue, KoTopele, Byaydu UCMONbL3OBaHbI CAMOCTOSTENBHO UMK B KOMBUHALMKX ApYr ¢ OpYroMm,
BKITHOYasi nporpamMmmHoe obecneyeHne, Heobxoanmoe Ans X NpaBuibHOro NPUMeEHeHNs, NpeaHasHaveHo nsro-
TOBUTENEM A9 NCNONBb30BaHNSA B LieNax:

- ANarHocTuku, NpoUnakTuK, MOHUTOPWHIA, NeYeHust U obnerdyeHus 3abonesaHuns;

- ANarHoCTUKK, MOHUTOPUHra, fievyeHns, obner4yeHuns Unu KomrneHcaunmn TpasMbl UK MHOTO hU3UYECKOro
HegocTaTka,;

- N3yyeHuns, 3aMeHbl, MoauduKaLmMm aHaToMUn U pusnonornyeckoro npoLeccea;

- KOHTPOsA 3a4aTu4.

HelicTBre MeanUMHCKOro N3Aenus BHYTPU UK CHapYXXK Tena Yenoseka gocTuraeTcs 6e3 npuMeHeHus
bapmakonormiyeckmx, MIMMYHONOrMYecKUX UM MmeTabonmyecknx cpeacTs, oagHako nogobHele cpeacTsa MoryT
NCnonb3oBaTbCA NPU NPUMEHEHUN U3aenuni.

3.3 ctepunbHocTb (sterility): CocTosHue, NpU KOTOPOM OTCYTCTBYIOT XKU3HECNOCOBHbIE MUKpoopra-
HU3MBI.

3.4 ctepunbHbIn (sterile): CocTosiHWe MeduyUHCKO20 U3denusi, MpU KOTOPOM OTCYTCTBYIOT XKU3HECNO-
cobHble MUKPOOPraHU3MBI.

3.5 npowepwuin cduHUWHY cTepunusauuo (terminally-sterilized): CoctosiHue MeauUMHCKOro
n3aenns, KoTopoe NoABepriiock NpoLedype cTepunusalnm B CBOei ynakoske u cobpaHHOM BUAE, YTO NO3BO-
ngeT noaaepXuMBaTth CTEPUNBHOCTb MeAULMHCKOrO U3aenns, NoABeprHyToro npoueccy crepunusasumn.

4 TpeboBaHuA

4.1 Onsa Toro, utobbl MeduyuHckue u3denusd, npowedwue UHUWHYIO cmepunu3ayuio, Morim bbb
OTHeceHbl K kaTeropun « CTEPUSTBHbBIE» , HeobxoanuMo, 4ToObI BePOATHOCTL NPUCYTCTBUS B (HA) HUX XKU3He-
CMNocoBHBLIX MUKPOOPraHM3MoB Bbina MeHee unu pasHa 1 x 106,

MpumeyaHne—Nokasarens BEPOATHOCTU, NPEBbLIWAIOWMNIA AaHHbI, YKa3aHHbIE B HACTOSIWEM pasaene, Mo-
XeT ObITb pa3pelleH KOMNETEHTHBIMU PerynupyiolmMmMm opraHamn. Takoe yTBepaeHUe 3aBUCUT OT KOHKPETHON CUTyauuu,
B TOM HuUcne paspeleHne OJNKHO yYnTbiBaTb ocobble cnydvau, BKnovaa aHanus puckos, I'IpOBeneHHblﬁ npouv3soguTtenem
MeanUMHCKOro nagenus (cm., Hanpumep, EN 1ISO 14971) (AC:2006).

4.2 CooTBeTCcTBUE U3aenuin TpeboBaHNAM HACTOSLLIEro cTaHAapTa A0MKHO BbITb YCTaHOBNEHO NPOU3-
BOAMTENEM NI NOCTAaBLLUMKOM NOCpeACTBOM NpeAoCcTaBNeHus JOKYMEeHTOB 1 3anucei nokasaTenei, Aokasbl-
BaOLWMX, YTO M3genus Obinn noaBeprHyThl BanMAUpOBaHHOMY MNpoLeccy CTepunusauuu, oTBevarollemy
TpeboBaHuaAM 4.1,

JokymeHTaUMa M 3anMcu nokasaTenel AOMDKHbI XpaHUTbLCS COMMacHo npoueaype, ykasaHHOW B
EN ISO 13485, nogpasgensl 4.5 1 4.16, unn EN 1SO 13488, nogpasnenst 4.5 n 4.16.

MpunmedvyaHune 1 — CTepunbHOCT MEOULMHCKOIO U3AENUsS AOKa3bIBAETCA:

1) npegBapuTenbHON Banugauveii npouecca cTepunmaaumm n nocneayowmmm pesanngaumsmy, NnokasbiBaoLwmy-
MW, YTO JaHHbLIN NPOLECce npuemnem;

2) vHdopmaumeit, cobpaHHol BO BpEMS TEKYLLETO KOHTPOS U MOHMTOPWHIA NPoLecca, NOKa3biBaloWEen, YTo Banu-
OVPOBaHHbLIN Npouecc 6bin 9hPEeKTMBHO NPUMEHEH.

MpumeyaHune 2— CTepunbHOCTb MEQULIMHCKOTO U3aenus onpeaensetca yposHem GuoHarpyskv Ha usaenu-
S1X, YCTOMUMBOCTbIO MUKPOOPraHW3MOB, COCTABMAOWMX AaHHYI0 BMOHArpyaKy U yCTaHOBNEHHON NPOAOIDKUTENBHOCTLIO 06-
paboTku BO BpeMs CTepunnaauum.



MpunoxeHne ZA
(cnpaBo4Hoe)
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Pa3fgenbl HacTofALlero ctaHAapTa, kKacalLlmecs 0CHOBHbIX TpeGOBaHMVI

UNMU UHBbIX NnonoxeHun AupekTus EBponeiickoro Corsa

HacTtosiwuii ctaHaapT Gbin yTBep:XAeH B paMKax MaHaara, nony4yeHHoro EBponerickum KOMMTETOM NO CTaHAapTW-
3aummn ot EBponerickoit kommuccum n EBponenckon accounaumm cBoG6oaHOM TOProBnu, U B COOTBETCTBUM C OCHOBHLIMU

TpeboBaHnsimu dnpektuebl EBponernickoro Cotosa 93/94/EQC.

MpenynpexaeHue: K npodyKumu, K KOTOPOW NPUMEHSIOTCS] TpeboBaHWs HaCTOSIWLEro ctaHgapTa, MoryT GbiTb
npyvMeHeHbl apyrve Tpebosanns n dupektnesl EBponerickoro Cotosa.
Tpebosanus dupektne EBponenckoro Coto3a 90/385/E3C, 93/42/EQC v 98/79/EC pononHsaoT cneayowme pas-
Aenbl HAaCTOSILWEro cTaHaapTa, NPoUnNioCTpUpoBaHHele B Tabnuue ZA.1.
CooTBeTCTBME pasgernam HacTosIWEero crtaHjapTa sBNSEeTCS OAHUM U3 YCIIOBUIM COOTBETCTBUSI KOHKPETHbLIM
CyLWecTBEHHbIM TPeBGOoBaHUsM AMPEKTUBDLI, KacalowWwencs 1 CBA3aHHON ¢ pernaMmeHTamy EBponerickoi accoumaumm cBo-

604HON TOProBIw.

Tabnwnuya ZA.1 — CooTtBeTCTBUE Mexay TpeboBaHMAMM HACcTosILero cTaHaapTa u Anpektusoi EBponerickoro Cotosa

HONDa3AEN b HACTOSILETO OcHoBHble TpeboBaHusA OcHoBHble TpeboBaHusA OcHoBHble TpeboBaHusA
Ap f;‘TaH gl - OupekTusbl 93/42/E3C, OupexTuBsl 90/385/E3C, OupekTuesl 98/79/E3C,
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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Mpunoxenve OA
(cnpaBo4Hoe)

CBefleHUs 0 COOTBETCTBUM MEXrocyAapcTBeHHbIX CTaHAapToOB
CCbINMOYHbIM MeXAyHapoaHbIM CTaHAapTaM

Ta6nwuua QA1

0603HavYeHe U HaMMeHOBaHWe 0603HavYeHe U HaMMeHOBaH1e

CreneHb 0O60o3HaveHne U HaumeHoBaHue
CCbINOYHOIO MEXAyHapoaHoro MEXOyHapoaHoro ctaHgapTa
COOTBETCTBUSA MEXrocyAapCTBEHHOro cTaHaapTa
cTaHjapTa ApYyroro roga usaaHus

EN ISO 13485:2000 Cucte-| ISO 13485:2003 Wagenusa me- IDT [OCT ISO 13485—2011 Wapenus
Mbl KavectBa. MeguumHckue | guumnHckue., Cuctembl MeHea- MeguumHckme. Cuctembl MeHend-
uagenus. YactHole TpeboBa-| XmeHTa kavecTBa. CUCTEMHbIE KMeHTa kadvecTBa. CUCTeMHble Tpe-
HWS MO MPUMMEHEHWI0 CTaH-| TpeboBaHust Ans uenein pery- 6oBaHWs Ans uernen perynmpoBaHvs
papta EN/ISO 9001 NMpoBaHus (ISO 13485:2003, IDT)

*

EN I1SO 13488:2000 CwucTe- — —
Mbl KadecTBa. MeamuMHckue
uagenus. YactHele Tpeboga-
HUS MO MPUMMEHEHWI0 CTaH-
Aapta EN/ISO 9002

* COOTBETCTBYIOWMI MEXIOCYAaPCTBEHHBIN CTaHg4apT oTcyTcTByeT. [Jo ero yrBepxaeHns pekoMeHayeTcs uc-
nonb3oBaThk NepeBod Ha PYCCKMIA A3blK JaHHOrO MEeXayHapogHoro craHaapra. lNepesod JaHHOIC MeXayHapogHOro
cTaHgapTa HaxoguTcest B PegepanbHOM MHDOPMaLMOHHOM (hOHOE TEXHUHECKUX PErnamMeHToB U CTaH4apToB.

MprvmeyaHWe—B HacToAWEM CTaHAapTe MCNONb3OBAHO criedyloliee ycrnoBHoe obo3HaveHne creneHy
COOTBETCTBUS CTaHZapTa:
- IDT — naeHTUYHbIN cTaHaapT.
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TCTBWIO 3aKOHOZATENbCTB rOCY4apCTB — YYaCTHUKOB, KACaoLWAsiCsl aKTUBHbIX UMMNIIaHTUpYye-
MbIX MEANLNHCKNX 13aenuii)

Council Directive of 14 June 1993 concerning medical devices (O.J.L pp169 1.43 (12 July 1993)
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