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FOCTP UCO 16054—2013
MpepucnoBue Kk mexxgyHapogHomy ctaHgapty MUCO 16054

Hacrosawuin ctangapt aBnsetca npsambiM NPUMEHEHUEM MexayHapoaHoro ctaHgapta MCO 16054
«Mmnnantatel Ana  xupyprun. MuHMManbHble Habopbl AaHHbIX AN XUPYPrUYECKUX WMMMAHTaTOBy,
noAroToBNEeHHOro TexHnyeckum komutetom MCO 150 «MmnnanTartbl 4Na Xupyprumy.

OOuenpusHaHa BaXXHOCTb MPUMEHEHUS CUCTEM  perucTpauuu, OTCMeXWBaHWA W aHanusa
3KCMMaHTaToOB ANA OUEHKM AONTOCPOYHON 9PEMEKTUBHOCTU UMMNAHTUPYEMbIX M3AENUiA 1 HabnaeHna 3a
nayuMeHTamm B Cny4yae BO3HMKHOBEHUS HenpeaBUAEHHbIX OTKa30B u3genuii. Hacroawwmi craHaapt
yCTaHaBnNMBaeT MUHUMambHble TpeOoBaHUA K MH(OPMAaUMU NO OTHOLUEHMIO K NaUUEHTY, W3rOTOBUTENIO
u3genus, a TaKkke AaHHbIM KIMHUYECKUX M XUPYPrUYecKuX npoueayp, KOTopble AOIKHbI ObiTb COBpaHbl C
uenbio apdeKkTMBHOrO U ObICTPOrO aHamusa COCTOSHMA MauWMeHTa, B TOM YUCNE B MEXAYHAPOAHOM
mMacwrabe. CtaHgapT TaKke ycTaHaBnuMBaeT OCHOBHOW HaboOp AaHHbIX And obecneveHns CBA3EN Mexay
pasnu4YHbIMKM CUCTEMaMM perucTpauuy UMNNAHTaToB AN Lene aHanuaa SKCnnaHTaToB.

HauuoHaneHble perynupylowme yypexxaeHnsa B 00nactu 34paBOOXpPaHEHUs AOMKHbI  BKIOYATb
TpeboBaHMA K MWHUMANbLHOMY HAOOpPY AaHHbIX A4S  XUPYPrMyeckMxX UMNAaHTaToB B KayecTee
nepeaaTovyHOro 3BeHa Lienu ANCTpubbLIOTOPOB A0 KOHEYHOTrO noTpebutens, kak Tpedbyet MCO 13485.

Monb3oBaTenAM HACTOSILLErO CTaHAapTa PeKOMEHAYETCA OCYLLeCTBNATL c6op, 06paboTky u nepeaady
BCEX AaHHbIX, NPUBEAEHHbIX B HACTOsLLEM CTaHgapTe, aBTOMatuyeckumu metogamu. B npunoxenun A
npuBeAEeHbl CCbINTKU HA TEXHUYECKME CTaHAapThl, onpeaensowmue MeToabl coopa n nepegaym nHopmaumu.
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HAUMWOHANBbHBLIN CTAHOAPT POCCUMUCKOWN ®PEQEPALUMN

MMMJIAHTATbBI And XMPyPrum
MuHumarbHble Ha6opbl AaHHBLIX ANA XUPYPruYecknx UMIIaHTaToOB

Implants for surgery. Minimum data sets for surgical implants

Nara BBegeHuna — 2015—01—01

1 O6bnacTb NnpuMeHeHus

HacToswuin ctaHgapt onpeaensieT MUHUMAarnbHBIA HAabop AaHHbLIX ANA XUPYPrUYECKUX UMMSAHTATOB,
yNpoLjaLWwmini  BE4EHNE 3anuCen U MEXAYHapoAHbli OOMEH JAaHHbIMW ANsi CUCTEM perucTpauum u
OTCNEXWBAHUSI UMMIAHTATOB, A TaKKe ANA aHanu3a AaHHbIX 00paTHbix cBAdeil. TpebGoBaHua k cOopy
MUHUMAanNbHOrO Habopa AaHHbIX ONPeAeneHbl C Lenbio OTCNEXUBAHUS UMNNAHTATOB, NO3BONSAIOWETO0 UK
0TO3BaTb U3AEnue Ans koppekuuun, nnbo NpoAomKkMTb HAOMIAEHUS 3a NaUMeHTOM Npu HenpeaBUAEHHON
AnCcyHKUMN nagenusa. MUHMManbHbIN HAbOP AaHHLIX Takke 06ecneuYMBaeT BO3MOXHOCTb hOPMUPOBAHUA
NepeKPEeCTHbIX CCbIMOK Ha pasnuuyHble 6a3bl AAHHLIX C LIENbI0 aHanu3a M UCCneaoBaHUs MHOPMaLMK,
noctynatowen no o6paTHbIM CBA3SM.

Hacrosiwuii cTaHaapT npedHasHayeH Ans U3roTOBUTENEN WM AUCTPUOBLIOTOPOB WMMNNAHTUPYEMbIX
MEAULIMHCKUX U3AENUIA, nNpeAHa3sHayYeHHbIX ANA MOXU3HEHHOW UMMMaHTauuu, T.e. UMNAaHTauMm Ha CpokK
oonee 30 aHen, W ANA TeX KMMHUK U MEAULMHCKUX YUYPEXAEHWW, KOTOpble BbIMOMHAIOT Npoueayphbl
uMmnnaitauun. B cranpgapte onpeaeneHol TpeOOBaHWMA K [AaHHbIM, KOTOpble AOIDKHbI ObliTb COOGpaHbI
M3roTOBUTENAMU U AUCTPUBBLIOTOPAMU UMMNIAHTUPYEMBIX MEAWULMHCKUX U3AENUi, NpeaHasHavYeHHbIX Ans
NOXXMU3HEHHOW UMNNAHTaLMK, a TaKkKe KIMHUKaMWU U APYTMMU MEQULUMHCKUMU YUYPEXOAEHUAMMU, KaK BO BpEMSA
UMNNaHTauumn, Tak U Npu NPOBEAEHUM IKCMMAHTALMN.

HacToswuin ctaHgapT ycraHaBnuMBaeT MUHUMArbHbIM HAOOP AaHHbIX AN BCEX CryYaeB UMNnaHTaumuu
W 3KcnnaHTauumu, a Takke ans obecneyeHuss CBOEBPEMEHHOrO MOMyYEeHUWA MUHUMANbHbLIX CBeAEHWUN 00
MMNAaHTaTe Ana onpefenieHHblX rpynn NauveHToB, KOTOPbIM ObinM MMMNNAHTMPOBAHbI CRNELMAnbHO
W3rOTOBMEHHBIE U3AENUA UMK U3AENUA C ONpedeneHHbIMU HOMepPaMmn NapTuM U3roTOBAEHUA UNKU CEpUM Ans
nocneayloLwero HabnoaeHus 3a naumeHTamu.

Hacroswuit ctaHaapT He ycTaHaBnMBaeT Kakue-nmbo ocobble TpeGoBaHUSl K CPeaCTBAM MOMYYEHUS
BbILLEHA3BAHHbLIX AAHHbIX NPaKTUKYIOLUMUK BpadYamu, MEAULMHCKUMU YUPEXKAEHUAMU AN U3TOTOBUTENSMU
C LensiMK, OTNNYHBLIMKM OT Lienei NpoBeAeHUs HabnoaeHuii 3a nauyueHToMm.

2 HopMaTuBHbIe CCbIITKU

B HacTosiLieM cTaHgapTe WCMonb30BaHbl HOPMATUBHLIE CCLINIKM HA CReAyiloLne MeXayHapOoAHble
cTaHaaptbl. [OnA AaTMpOBaHHbLIX CCbINTOK MPUMEHSAIOT TOMbKO ykasaHHble u3gaHus. [na HeaaTupoBaHHbIX
CCbINOK NMPUMEHSIIOT CamMble NocnegHue usgaHus (Bkniovasa modbie N3MeHEeHUS 1 NonpaBKu).

MCO 13485 Cucrembl MeEHeOXXMeHTa kavecTBa. MeauuuHckue usgenusa. CneuuanbHbole TpeboBaHus
no npumeHenuto 1ISO 9001 (ISO 13485, Quality systems — Medical devices — Particular requirements for the
application of ISO 9001)

NCO 8402 MeHemxmeHT KavectBa M obecnevyeHue kadectea. Croeapb (ISO 8402, Quality
managementand quality assurance — Vocabulary)

3 TepMuHbI U onpeaeneHnn

B HacTofweM cTaHpapTe npuMeHeHbl TepMuHbl No MCO 13485, UCO 8402, a Takke cneayiolme
TEPMUHbI C COOTBETCTBYIOLUM ONpPeAENeHUAMM:

3.1 umnnanTMpyemble MeauuuHckue nsgenua (implantable medical device): IlioGble MmeauumHckue
U3[ENMs UIU aKTUBHBIE MEAULMHCKUE U3AENUS, NPeAHA3HAYEeHHbIEe ANs NOSIHOTO UMM YaCTUYHOTO BBEAEHUSI
B TENO YerioBeKa nyTeM Xupypru4eckoro UM UHOro MeaWUUHCKOro BMELLATENbLCTBA, UMW BBOAUMbBIE MYTEM
NpAMOro A0CTyna 4epe3 ecTeCTBEHHble OTBEepCTUA Tena, Wnu npejHasHayeHHble ANns 3amMeHbl crosi
3NUTENUSA UMM NOBEPXHOCTK rNasa, n KOTOpble AOMKHBLI OCTAaBATLCA HA MECTE B TeUeHue He MeHee 30 aHen
nocne npoweaypbl BBEAEGHMA W MOryT ObiTb yaaneHbl TOMbKO XUPYPIrUYECKUM MIU UHBIM MEAULIMHCKUM
nytem.

Uspanue opuumanbHoe



rOCT P UCO 16054—2013

MpumevaHue - BNCO 13485 npueeaeHo UHoe onpeaeneHne Ans akTMBHBLIX UMNAAHTUPYEMBIX MEAULIMHCKUX
u3genuit, U MNO3TOMY OHW HaMEPEHHO WCKNOYEeHbl W3 ONpeAerieHns UMNNaHTUPYEMbIX MEAULMHCKUX WU3AENUNA,
npuBeAEeHHOro B HacTosieM cTaHfapTte. OnpeaeneHue, nNpuBeAeHHoOe BhIlle, OTNUYaeTca oT onpeaenexdus B UCO
13485 TeMm, 4TO 0ba onpeaeneHUss aKkTUBHBLIX WMMNAHTUPYEMbIX MEAMLMHCKUX W3AENUiA U UMNNaHTUPyeMbIX
MeAULMHCKNX n3gennii obbefnHeHbl B O4HO.

3.2 umnnavtauma (implant event): Cnyyalm Xxupypruiyeckoro BmewlaTenbCTBa, MNPU  KOTOPOM
UMMNAaHTUPyEeMoe MeaULUHCKOEe u3genue:

— MONHOCTbIO BBOAUTCA B TENO YenoBeKka unm

— UCMONb3yeTca ANA 3aMeHbl Cos SNUTENNS UK NOBEPXHOCTHOIO CROA rnasa, unu

— 4YaCTU4YHO BBOAUTCHA B TE€J10 YENOBEKA,

M JOJMDKHO OCTaBaTbCA HA MecTe Mocne npoueaypbl B TeyeHue He MeHee 30 aHen, u MoxeT ObiTb
yAaneHo TOJbKO XUPYPIrUYECKUM UITN UHbIM NyTEM.

3.3 akcnnantauma (explant event): Cnyvan Xxupypruyeckoro BmelsatTenbCcTsa, NpPU KOTOPOM
UMMMAHTUPOBAHHOE paHee MeAULMHCKOE u3aenue yaansioT U3 Tena naumeHTa.

3.4 mepouumHckoe yupexpeHue (medical facility): Jluuo unu opraHusaumsi, OTBETCTBEHHblE 3a
BeaeHue nctopum 6onesHu (kapTbl) NauueHTa.

MpumedvaHue 1 - MeguuMHCKOE yUpexXaeHUE TakKe ABNAETCA KOHEYHBIM NoTpebuTtenem (cMm. UCO 8402) B
ANCTPUBLIOTOPCKON Lienu.

MpuMeyvaHue 2 - B HeKOTOpbIX CNyvasX KAWHWUKA MOrYT CHUTATLCA NOCTaBLUMKAMWU W3AENUiA, Hanpumep,
Korfja OTBETCTBEHHOCTb 3a BefjeHne UcTopun 6onesHn nayueHTa NeXuT UCKMIOYUTENBHO Ha XUpYpre, NPaKkTUKYIOLLEM B
[laHHON KINHUKe.

4 Habopbl gaHHbIX

1.1 O6wue NnonoxeHus

Ona cobupaembix (COCTOALUMX U3 OTAENbHBLIX MOAYNENW) UMNNAHTUPYEMbIX MEAULMHCKUX U3AEnui,
KOTOpble noCTaBnAlTCA nub0 OTAenNbHbIMM  YacTAMU, NUBO B  KOMNMEKTaX, Kaxabli OTAEeNbHO
NMOCTaBMAEMbIA KOMMOHEHT UMK KaXAYlo OTAENbHYIO €AUHULYY KOMNeKTa cneayet cuntaTb eAMHCTBEHHOW B
CBOEM poAde YacTbio WMMAMAHTUPYEMOrO MEAULMHCKOrO WU3Aenus, noanexawen perucrpauum Kak
YHUKanNbLHOE W OTAENbHOE u3genue npu uMNnaHTauuu u  akcnnavtauuu. [pumepamu  OTAEnNbHbIX
MOAYNbHBIX KOMMOHEHTOB ABNAIOTCA:

— reHepaTtop UMNynbCcoB U dnekTpoA(bl) OTBEAEHUMN MMIMAAHTUPYEMOrO KapauoCTUMYyRNATOpa wunu
aecdubpunnsrtopa;

— CBA3YIOLLEE BELWECTBO U KaXKAblii U3 KOMMNOHEHTOB COOPHOro nNpote3a TazobeapeHHOro cycraea.

1.2 aHHble 0 nocTaBUWUKe

[aHHbie, npuBeaeHHble B nepevucnenmsax a) — d), AO0IpkHbl ObITh 3aperucTpupoBaHbl U COXPAHEHbI
KaXablM U3 NOCTaBLUUKOB B ANCTPUOLIOTOPCKON Lienu:

a) MAEHTUPUKALMOHHbIE AaHHble NpeAblAyLLEro NoCTaBLUMKa;

b) naeHTUdUKAUMOHHbIE CBEAEHUSA O Nony4varene;

C) HauMeHOBaHWe WNW ONUcaHue U3Aenusi, HOMep Mo KarTarnory, COOTBETCTBYIOLWMI MHMOPMaUun 0
npoAaykTe NpeablAyLero NocTaBLUMKa, B KOTOPOM Obiyl OAHO3HAYHO MAEHTU(DULMPOBAH TUN U3AENUs;

d) cepuiHbIn HOMEpP WnKM HOMEpP napTuu (NoTa), HeobxoauMLIN AnNa uaeHTudukauum usgenus no
HOMEpaMm UMEHHO TOro NoTa, NapTUK, 3AenuaA, KOTOPbIM OH COOTBETCTBOBAN NPU U3rOTOBNEHUMN.

Ecnu nocrasmk npucsamMBaeT U3genuio HOBbIM HOMEP MO KaTanory, HaumMeHoBaHWe UNKU onucaHue,
MU CepPUNHBLIA HOMEP, UNW HOMEP NapTUXM UMK JOTa, TO AaHHBIW NOCTaBLUUK AOMKEH cobnoaaTb BeaeHue
3anucen, B KOTOPbIX HOBblE€ MAEHTU(PUKALMOHHLIE AAHHLIE YBA3LIBAOTCA C AAHHbLIMU, NPEACTABMNEHHbLIMU
npeabiayLyM NocTasLUMKOM B AUCTPUOBLIOTOPCKOM LIENU.

HesaBucuMble 3anuCU KaXxAOro OTAENbHOrO MNOCTaBLMKA B AUCTPUOLIOTOPCKOM LIENU [IOMKHbI
BKMIOYaTb MAEHTUMUKALMIO UCXOAHOTO W3rOTOBUTENA WMMMIIAHTUPYEMOrO MEAMLMHCKOTO u3genusa W
M3BECTHbIX Y4aCTHUKOB LI€NU NOCTaBKMU.

Benenne 3anucenn NOCTaBLUMKOM [OJDKHO NOAAEPXMBATbCA B TakOM Buge, u4ToObl Obina
npeaocTaBneHa  BO3MOXHOCTb  CBOEBPEMEHHOTO  OTCREXWUBAHUA  ABWKEHUA  MMMMNAHTMPYEMOro
MEAULIMHCKOTO U3Aenna No BCel AUCTPUOBLIOTOPCKOM Lienu.

1.3 laHHble MeAULIMHCKOTrO yuYpexaeHusa

B MeaAULMHCKOM yupexkaeHuu Ans KaXKaoro cnyyas MMnnaHTauum 4omkHbl ObiTb 3aperucTpupoBaHsbi 1
COXpaHeHb! cneayowme AaHHble, NPUBEAEHHbIE B a) — j).

B cnyuyae akcnnaHTauuu cnegyet 3aperucTpupoBaTth N0 BO3MOXXHOCTM BCe AaHHblE, NPUBEAEHHbIE B
nepeyncneHmnax a) — j), kak 4OCTynHbIe AN AAHHOTO MEAULMHCKOTO yYpeXaeHus!.

2
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3Tu paHHble cneagyeT noaAepXuBaTh B TakOM Buie, YToObl AaBaTb BO3MOXHOCTb CBOEBPEMEHHO
npefocTaBnATL NO PAAY NAUUEHTOB, KOTOPLIM Obina MPOBEAEHA MMMMAHTAUMA u3genus onpefeneHHoro
TMNa UNU U3 ONpPEeaeneHHOro AuanasoHa CepuiHbIX HOMEPOB, HOMEPOB FlOTa WX NapTUM, cneaylowme
JaHHble:

a) MecTo UMNNaHTauumn Wunm sKCnnaHTauum;

b) aaty umnnaHTauumn u/munm sKkcnnaHTauumum;

C) haMunuio, MHUUMANbLIOTBETCTBEHHOTO Bpaya KNMUHUKK,

d) chamunuio, UHUUKMAanbI NALUUEHTa;

€) HauMeHOBaHWe W afpec NOCTaBLUMKA;

f) HaumeHoBaHWe W onucaHue u3genusi, HoMep u3genus No KaTarory, ykasaHHbii NOCTaBLUMKOM B
uHdopmaLum 06 usgenuu, KOTopsIi OAHO3HAYHO UAEHTUMDULMPYET TUN U3AENUS;

d) CEpPUNHbLIA HOMEP UNM HOMEP NapTUXM UMK NOTa, AOCTATOYHbIA ANA naeHTUdukaumm usaenua no
HOMEpY UMEHHO TOro NoTa, NapTuW, U1 U3AENUs, KOTOPbIE ObINU NPUCBOEHLI U3AENUIO NPU U3FOTOBMEHUMN;

h) OCHOBHOE MeAuuuHCKOEe MoKasaHue A5 BbINONMHEHUS UMNNAHTauMM Unm skcnnaHtauum (MoXxer
ObITb BbIOPAHO M3 COCTABMNEHHOIO NepeyHs);

i) aHaToOMM4YecKoe pacnonoXeHue UMMIaHTaTa, BKNoYas MECTO UMNIAHTaLUK, €CNU NPUMEHUMO;

j) MecTOHaxoxgeHue (MecTo XpaHeHMs) IKCMNIaHTUPOBAHHOIO U3aenus.

3anucm MeaMLUMHCKOTO YYPEXAEHUSI AOSMKHbI BKMIOYATb HAMMEHOBAHUSI MCXOAHOTO W3rOTOBUTENSI
UMNNAHTUPYEMOrO MEAULIMHCKOTO M3ENNUA U U3BECTHbLIX YYACTHUKOB LIENMU NOCTaBKM.

3anMcu MeQUUMHCKOIO yuypeXxxgeHust AOSDKHbI NoAAepuBaTbCA B TakOM Buge, 4ToObl Obina
npeaocTaBfieHa BO3MOXXHOCTb CBOEBPEMEHHOIO OTCMEXUBAHUSA UMMNAAHTUPYEMOTO MEAULIMHCKOTO U3enus.
JaHHble crnefyeT XpaHUTb B TeYeHWe nepuoaa, COOTBETCTBYIOLLETO BUAY M3ENUs C YY4ETOM CpOKa CryxObl
usgenus.

OTU pJaHHele MoOryT ObiTb nepeaaHbl TpeTbel CTOPOHE AN perucrpayuum C Lenbio apxvuBauuu.
Monb3oBaTensM HacTOALWEro craHgapra Haanexut ObiTb yBEPEHHbIMM B TOM, 4TO niobas noaoGHas
nepefaya AaHHbIX COOTBETCTByeT TpeboBaHUsIM AEWCTBYIOLIMX CTAHAAPTOB MMM 3aKOHOAATENLCTBY B
006nacTu TEXHWYECKOro PerynupoBaHusi, OTHOCSILLEroCsl K 3aluuTe AaHHbIX WM npaBunam obpaiwenus ¢
MHMDOPMAaLUOHHBLIMU CBEAEHUAMM.
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Mpunoxenune A
(cnpaBo4HOe)

MapKMpOBKa usgenun gns aBTOMaTU3npoBaHHONo nNosnyyeHnsa AaHHbIX

PekomeHayetcs, 4ToObl MOMyYeHME [JaHHbIX, ONPEAErneHHbIX B HAaCTOAWEM CTaHaapte, W, ecrnu
HeobxoAMMO, nmepeaady STUX AaHHbIX AN PerucTpauuu TpeTbeir CTOPOHOM MOXHO Gblno peanu3osaTb
aBTOMaTM3WPOBaHHLIMKM MeToAamu. B HacTosleM NpunoXxeHun NpuUBEAEHbl CCbINKU HA onyGnuKoBaHHbIE
UCTOYHUKKU, B KOTOPbIX YCTAHOBIEHDI TpGGOBaHI/Iﬂ K MeéTogaMm aBTOMartu3MpoOBaHHOrO NOony4vYeHua AaHHbIX U
dopmaTam 3nekTpoHHOro o6MeHa AaHHbIMU.

— NP 15418, EAN/UPC MpumeHeHue ngeHtudukatopos u FACT naeHTudMKaTopoB AaHHbIX;

— NP 15420 Wtpuxosoe koauposanue. Cneyudukauust cumsonos. EAN/UPC;

— NP 15417 WrpuxoBoe kogupoBauue. Cneuudukauus cumeornos. Koa 128;

— CraHgapT Ha 3TMKETMPOBaHWE MNOCTABLUMKOM C MCMONb30BAHWEM LUTPUXOBOIO KOAMPOBAHMA B
3apasooxpaHeHun (Health Industry Bar Code, HIBC);

— HL7. NpumeHeHne npoTokona anekTpoHHOro obmeHa AaHHbIMKM B 06nacTu 34paBoOXpaHEHuUs;

— PykoBoacTBO No nogaepke npumeHeHus HL7;

— CooTBeTcTBYIOLME CTaHAAPTLI, paspabaTbiBaeMble ISO/IEC JTC 1/SC 31;

— EN 800, LUtpuxosoe koaguposaHue. Cneuudukaums cumsonos. Kog 39.



FOCTP UCO 16054—2013

MpunoxeHue OJA

(cnpaBo4HoOe)

CBegeHusa 0 COOTBETCTBUM CCbUTOUYHbIX MEXAYHapPOAHbIX CTaHOapToB
HauuoHarnbHbIM cTaHaaptam Poccuimnckon ®epgepauuu

TabnuuajAi

O603HaYeHne CCbINOYHOro CreneHb O6o3HaveHMe U HanMeHoBaHue COOTBETCTBYHOLLEro
MeXAyHapo4HOro ctaHaapTa COOTBETCTBUA HauWOoHanbHOro ctaHgapTa
FOCT P NCO 13485 - 2004 «3penua meguuymHCKKe.
MNCO 13485:2003 IDT Cucrembl MeHeaXMeHTa kayectBa. CUCTEMHbIE

TpeboBaHWs ANs Uenei perynupoBaHus»
*

NCO 8402

*

N CTaHOapToB.

COOTBETCTBUA CTaHAapPTOB:

COOTBETCTBYIOLWMA  HaUMOHANbHbI

- IDT — ngeHTUYHbIe CTaHapThl.

I'Ipmmeanme - B HaCTOHmeIZ Ta6nmue ncnonb3oBaHoO crefgywulee ycrnoBHoe 0003Ha4YeHne cTeneHn

cTaHgapT OoTcyTcTBYeT. [o ero yTBepXAEHWs peKoMeHAyeTcs
NCTIONb30BaTh MEPeBOf Ha PYCCKUA HA3bIK JaHHOTO MeXAYHapOAHOro cTaHgapTa. [lepeBoa AaHHOroO
MeXJYHapOoLHOro cTaHAapTa HaxognuTcs B degepanbHoM MHGOPMaLMOHHOM (hOHLE TEXHUYECKNX pernameHToB




rOCT P NCO 16054—2013

YK 616.126.3-089.28:006.354 OKC 11.040.40

KrnioueBble CnoBa: Xupypruyeckue uMMNnNaHTathl, TpeboBaHus, HaAGoOp JaHHbIX, UAEHTUUKALUS,
OTCIEXMBAEMOCTb
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