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FOCTP MCO 16054—2013
Mpeavcnosue

1 NOArOTOB/NIEH ®epepanbHbiM rOCyAapCTBEHHbIM GHOMKETHBIM yupexaeHnem «HayuHbii LieHTp
cepaeyHo-cocyancToin xmpyprum mm. A.H. Bakynesa» PAMH (®rbY «HLICCX um. A.H. Bakynesa» PAMH)
Ha OCHOBE COOCTBEHHOro ayTeHTWYHOro nepeBofa Ha pyCCKuli A3blK MeXAyHapogHOro craHjapTa,
yKa3aHHOro B nyHkTe 4

2 BHECEH ¥YnpaBneHvnemM TEXHUYECKOTO perynvpoBaHus v ctaHgaptusauumn ®epepasibHOro areHTcTea
Mo TeXHNYEeCKOMY perynnmpoBaHuio U MeTposiorum

3 YTBEPXJEH W BBEAEH B AEVCTBWE [pukasom ®eaepansHOro areHTCTBa MO TEXHUYECKOMY
perynuposaHuio u metponorum ot 07 mas 2013 r. No82-cT

4 HacTtosiwumii cTaHgapT UAeHTMYeH MexayHapogHomy cTaHgapty WCO 16054:2000 «/mnnaHTaTtbl
AN Xupyprum. MuHUMasbHble Habopbl AaHHbLIX A8 XMPYpruyecknx umnnaHtato» (ISO 16054:2000
«Ilmplants for surgery — Minimum data sets for surgical implants»).

Mpu npuMeHeHUM HacToAWero craHgapTa PeKOMEeHAYeTCA UCMNo/b30BaTb BMECTO CCbI/TIOYHbIX
MeXAyHapoAHbIX CTaH4APTOB COOTBETCTBYIOLWME VMM HauMOHasbHble CTaHAaapTel Poccuiickoin depepauum,
CBE/IEHNS O KOTOPbIX MPUBEAEHbI B AONOMHUTEILHOM NpuioxeHnn JA.

5 BBEJEH BMNEPBbIE

MpaBuna npumeHeHUss HacTOSALWEro craHgapTa ycTaHosseHbl B TOCT P 1.0—2012 (pa3gen 8).
WHpopmauus 06 nameHeHusx K HacTosAWweMy cTaHaapTy Ny6ankyeTcs B eXerogHom (no CoCTOAHWI0 Ha
1 aHBapa Tekywero roga) MHMOPMALIMOHHOM YyKasaTene «HauuoHanbHble CcTaHAapTbl» a
ohuumanbHblii TEKCT W3MEeHEeHWd W NOoMpaBoOK - B €XeMeCAYHOM  MHAOPMauMOHHOM YyKasaTene
«HaumnoHanbHble cTaHgapTbi». B cnyyae nepecmoTpa (3aMeHbl) MM OTMEHbl HaCTOSALWEro cTaHgapTa
COOTBETCTBYWLee yBegoMneHne 6yaeT onybnvmkoBaHO B 6GawxkaiilieM BbiNyCke WHMOPMALMOHHOIO
ykasaTens «HaumoHasbHble cTaHgapThl». COOTBETCTBYLWAan UHpopMaums, ysefjoMIeHne N TeKCTbl
pasmMellalnTCca Takke B MHOPMAaLMOHHON cucTeme 06Lero nonb3oBaHWsa - Ha oduuuanbHOM cainTe
PefepasibHOro areHTCTBa MO TEXHUYECKOMY PerynavpoBaHuI0 W MeTponorum B ceTun UHTepHeT
(gost.ru)

V. CTaHgapTtuHcopm. 2014

HacTtoswuii CTaHA4apT He MOXeT 6bITb MOSIHOCTBID WM YACTUYHO BOCnpousseeH, TUpaxmnposaH U
pacnpocTpaHeH B KayecTBe oOuuManbHOro wusgaHus 6e3 paspeweHus dPepepasibHOr0 areHTCcTBa Mo
TEeXHUYEeCKoMy perynnpoBaHuio 1 MeTponorum



rOCTP UCO 16054—2013
Mpeancnosune K mexayHapogHomy ctaHgapty MCO 16054

HacTosiwumii ctaHfapT siBASeTCs NPsAMbIM NPUMEHEHWeM MexayHapogHoro ctaHgapta MCO 16054
«MnnaHTatbl ANS  XUpypruv. MuHMMasibHble Habopbl AaHHbIX AN XMPYPrUYECKUX WMMNIaHTaToB»,
noAroToBneHHoro TexHuyecknm komutetom NCO 150 «mnnaHTatbl 4N XMPYPrns.

Ob6uienpmMaHaHa BaXHOCTb MPUMEHEHWS CUCTEM perucTpauuu, OTC/AeXMBaHUA W aHanusa
3KCMMAHTATOB A/ OLUEHKN A0/ITOCPOYHOW 3DPEeKTUBHOCTA MMMNNAHTUPYEMbIX U3aenuii U HabngeHns 3a
nayuMeHTamMm B c/lydyae BO3HWKHOBEHUS HENpeABUAEHHbIX O0TKa3oB u3genuii. Hactosiwwmii cTaHgapT
ycTaHaBNMBaeT MWHWMasibHble TPe6oBaHMA K MHhOpMaLMM MO OTHOWEHWIO K NauMeHTy, WU3roTOBUTESHO
n3genus, a Takke AaHHbIM KIMHUYECKUX U XUPYPIUYeckux npoueayp, Kotopble AO/MKHbI 6biTb cobpaHbl C
uenbo 3heKkTMBHOTO M ObICTPOro aHasM3a COCTOAHWA nNauueHTa, B TOM uucie B MeXAyHapoAHOM
mMacwTabe. CTaHAapT Takke ycTaHaB/nMBaeT OCHOBHOW HaGop AaHHbIX AnA o6ecrieyeHus cBaseli Mexay
pasnMYHbLIMU CUCTEMaMMW PerucTpaumMn UMNIaHTaToB AN Leneil aHanmsa aKkcniaHTaToB.

HauvoHanbHble perynupylowme yupexaeHus B 06n1acTu  34paBOOXPAaHEHUs [O/DKHbI  BKIOYATb
Tpe6oBaHWA K MWHUMANbHOMY Habopy [AaHHbIX [A78  XUPYPrMYeckMx WMMNJaHTaToB B KayecTse
nepegaTovyHOro 3BeHa Lenu ANCTpubbLIOTOPOB A0 KOHEYHOro noTpebutens, kak Tpebyet NCO 13485.

Mosb3oBaTesIsiM HaCTOSILLIEro CTaHAapTa peKOMeHAyeTcsl OCyLLecTBNATL c6op, 06paboTKy 1 nepeaady
BCEX AaHHbIX, MPUBEAEHHbIX B HACTOSLWEM CTaHAapTe, aBTOMaTW4yeckuMu meTojamu. B npunoxenHun A
npuBeAeHbl CCbIIKN Ha TeEXHUYecKkne cTaHaapTbl, onpejenstowme metoabl cb6opa u nepegayn uHopmMaLmy.



FOCT P NCO 16054—2013

HAUWOHANbHbBIA CTAHOLAPT POCCUWCKOWM OGELEPALUMN

MMMNJNTIAHTATbBI ANA XUPYPT N
MUHUManbHble HAGOPbI AaHHbIX A1 XUPYPTUUYECKMX UMNTAHTATOB

Implants for surgery. Minimum data sets for surgical implants

fata BBegeHns — 2015—01—01

1 O6nactb NPUMEHEHMNS

HacToswwii ctaHgapT onpefensieT MUHUMalbHbI HAGop AaHHbIX A4/ XUPYPrMYEcKUX WMMIaHTaToB,
ynpowawwunii  BefeHne 3anuceii M MexayHapoAHbli 06MeH [aHHbIMU A/ CUCTeM perucTpauuM u
OTC/NEeXMBAHWUSI UMMNIAHTATOB, a Takke [/ aHanu3a [aHHbIX 06paTHbIX CBsideil. TpeGoBaHus K c6opy
MVWHUMasIbHOTO Habopa [aHHbIX onpefenieHbl C Lesblo OTCNEXMBAHUA VUMMNIAHTATOB, MO3BOJISIIOLLETO UMW
0TO3BaTh M3fenue ANs KOpPpPekuun, NM60 NpoAO/KUTL HAGMIOAEHNS 33 MaUMeHTOM NpU HenpeaBueHHOM
AUCKYHKUMY n3gennsi. MrHUManbHblli Habop AaHHbIX Takke o6ecneynmBaeT BO3MOXHOCTb (POPMUPOBAHUS
NEPEeKPeCTHbIX CCbIMIOK Ha pasfinyHble 6asbl AaHHbIX C LE/bio aHain3a WM UCCefoBaHWsl MHGopMaumu,
nocTynatoleil No o6paTHbIM CBA3SM.

Hactoswwii cTaHgapT npegHasHayeH [A1s W3FOTOBUTENEN U AUCTPUGBLIOTOPOB UMMIAHTUPYEMbIX
MeAMLMHCKAX U3aenuii, npeaHasHaueHHbIX AN MOXU3HEHHOW MMMNAaHTauuu, T.e. UMNAaHTauuM Ha Cpok
6onee 30 AHell, W AN TeX KAMHUK W MEAULMHCKMX YYpeXAEeHWi, KOTopble BbIMOMHAT Npouesypbl
umnaaHTaumu. B craHgapTe onpefesieHbl TPe6OBaHUA K [AaHHLIM, KOTOpPble A0/KHbI 6biTb CO6paHbI
U3roTOBUTENIIMUA U AUCTPUGLIOTOPaMM UMMIAHTUPYEMBIX MEAUUMHCKUX W3Aenuil, npefHasHauyeHHbIX ANs
MOXW3HEHHOW MMMNAHTaLMK, a Takke KIVMHUKaMKU U APYTMU MeANLMHCKUMU YUPEXAEHUsIMA, Kak BO BpeMmst
UMMAaHTaLmMmM, Tak 1 Npu NPOBeAeHUM IKCMIaHTaLUN.

HacToswwii ctaHgapT ycTaHaBNMBAeT MUHUMASbHbIA HAGOp AaHHLIX 4151 BCEX C/yYaeB MMMIaHTaLum
W 3KCMaHTauMM, a Takke f1s 06ecrnedyeHusi CBOEBPEMEHHOrO MOJlyYeHUs MUHUMasbHLIX CBefeHuii 06
UMNNaHTaTe ANs onpefesieHHbIX [pynn MauueHToB, KOTOPbIM 6blAM  UMMIAHTUPOBAHbLI  cneuuanbHo
M3rOTOB/IEHHbIE U3AENVSI UAN U3LENUS C ONpeAeneHHbIMU HOMepaMu nNapTuy U3roTOBIEHUS UK CEpUU ANs
nocnesytoLero HabMIAeHNs 3a NayueHTamu.

HacToswwii cTaHgapT He ycTaHaBnvBaeT Kakue-nn6o ocobble TpeGoBaHWs K CPeACcTBam MosyyeHus
BblLUEHA3BAHHbIX [aHHbIX MPaKTUKYOWUMI Bpayamu, MeANLNHCKUMU YUPEXAEHUAMMU NN U3rOTOBUTENSIMU
C LensaMu, oOT/IMYHbIMU OT Lieneii NpoBefeHNsl HAGMIOAEHNI 3a NaLEeHTOM.

2 HopmaTtuBHbIE CCbI/IKU

B HacTosiwem cTaHgapTe MCMNo/sb30BaHbl HOPMAaTMBHbIE CCbISIKM Ha Creayloline MexayHapoaHble
cTaHAapTbl. 18 AaTupOBaHHbLIX CCbIIOK MPUMEHSIOT TOMIbKO yKa3aHHble usgaHvs. [AnA HeJaTUMpOBaHHbIX
CCbI/IOK NPYMEHSAIOT Camble NocnefHne usgaHusa (BknoYas nobbie U3MEHEeHUS 1 MONpaBku).

NCO 13485 Cuctembl MeHeg)xMeHTa kavyecTBa. MeauuuHckie usgenus. CneunanbHble TpeboBaHUS
no npumeHeHnto 1ISO 9001 (ISO 13485. Quality systems - Medical devices - Particular requirements for the
application of ISO 9001)

NCO 8402 MeHeoxMeHT kayecTBa M ob6ecneyeHve kadectBa. Cnosapb (ISO 8402. Quality
managementand quality assurance - Vocabulary)

3 TepMuUHbI 1 onpeaeneHns

B HacToflem cTaHAapTe npuMeHeHbl TepmuHbl Mo MICO 13485, NCO 8402. a Takke cnepywouwume
TEPMUHBI C COOTBETCTBYIOLLMM ONpeaesieHnaMu:

3.1 nmnnaHTupyemble MeauuunHckue nsgenus (implantable medical device): Mlio6ble MeguumMHCKme
n3[esMsa NN akTUBHbIE MeAULUHCKNE U3fenns, npeHasHavyeHHble A1 NMOJIHOTo WM YaCTUYHOTO BBeAEeHUs
B TE/I0 YesioBeka nyTem XMPYpPruyeckoro wam MHOro MefuvuMHCKOro BMellaTenbCcTBa, UM BBOAUMbIE MyTeM
nNpsAMOro [JocTyna 4epe3 ecTeCTBeHHble OTBepCcTuUa Tena, WM npefHasHayeHHble ANA 3aMeHbl Cros
3MMTENNa WM NOBEPXHOCTU rnasa, U KoTopble A0/MKHbI OCTaBaTbCsA HA MecTe B TeueHune He meHee 30 gHei
nocne npouenypbl BBeAEHUS U MOryT 6biTb yfAasieHbl TOMbKO XUPYPrUYECKUM WAU WHBIM MeAULUHCKAM
nyTem.

N3pgaHue ouumanbHoe
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MpumevaHnune -B NCO 13485 npusBefeHo nHoe onpejeneHne Aaa akTUBHbIX UMMIAHTUPYEMbIX MeAULMHCKMUX
n3genuii, 1 noaToMy OHW HaMepeHHO WCKIYeHbl W3 onpefeneHus UMNAaHTUPYeMbIX MEeAULUHCKUX WU3Aenuid,
npuBeAEeHHOro B HacToslweM cTaHgapte. OnpefenexHve, nNpvBefeHHOe Bbille, OT/MYaeTca OT onpegenenns B NCO
13485 Tem. 4TOo 06a onpefeneHus akTUBHbIX WMNAAHTUPYEMbIX MEAWLUUHCKAX U3fennii u  uMnaaHTupyeMbix
MefNLUHCKNX n3aennii 06beguHeHbl B O4HO.

3.2 wumnnaHTtaumsa (implant event): Cnyuvali Xupypruyeckoro BmelLaTenbCTBa, MpyW KOTOPOM
UMNNaHTUpyemoe MeauLUHCKoe nsgenuve:

— MOJIHOCTbIO BBOAMTCA B T€N0 YenoBeka uim

— UCMoNb3yeTcs 419 3aMeHbl C1I0A ANUTEIUS UM NOBEPXHOCTHOTO €105 r1as3a, um

— Y4acTW4YHO BBOAUTCA B TESI0 YesloBekKa.

N [O/MKHO OCTaBaTbCA Ha MecCTe nocne npoueaypsl B TeyeHne He meHee 30 AHeR, M MoOXeT ObiTb
YAaIEHO TOSIbKO XUPYPrUYECKUM U UHBIM MyTEM.

3.3 akcnnaHTaums (explant event): Cnyvail Xupypruyeckoro BMmellaTenbCTBa, NpW KOTOPOM
UMNNaHTUPOBaHHOE paHee MeAWLMHCKOe usfenve yaansaoT n3 Tena naymeHra.

3.4 mepguumHckoe yupexpeHue (medical facility): Sluuo wnu opraHusaums, OTBETCTBEHHble 3a
BeZeHne ncrtopum 6onesHun (kapTbl) nayneHTa.

MpumeyvaHnne 1 - MeAuUMHCKOE yupexieHue Takxe ABASETCSA KOHEeYHbIM noTpebuTtenem (cm. MCO 8402) B
ANCTPUOGLIOTOPCKON Lenw.

MpumeyaHne 2- B HEKOTOPbIX CAyYasaX KAMHWUKM MOFYT cuuTaTbCs MOCTaBLMKAMW U3fenuii, Hanpumep,
KOrAa OTBETCTBEHHOCTb 3a BefleHWe UCTOpUK GOJMIe3HN NauueHTa NeXnUT UCKIIYNTENbHO Ha XUpypre, npakTukylowem B
LAHHOI KNUHWMKE.

4 Habopbl faHHbIX

1.1 O6wme NoNoXeHNs

Lna cobupaembix (COCTOALWMX U3 OTAENbHbIX MOAYNEe) WUMNAAHTUPYEMbIX MEeAWLUHCKUX WU3aenuid,
KOTOpble MOCTaBAAKTCA /MO0 OTAENbHbIMKA  YacTAMM, W60 B  KOMMAEKTax, KaxAbli oTAeflbHO
nocTaBNsieMbllii KOMMNOHEHT WY KXYl OTAEeNbHY eAVHULY KOMMeKTa cnefyeT cuuTaTb eMHCTBEHHON B
CBOEM pofe 4acTbld WMMNIAHTUPYEMOro MeLUUMHCKOTO W3fdenus, mnoanexalien peructpauum Kak
YHVKaNlbHOE ¥ OTAeNlbHOe wu3fenve npu uUMnaaHTaumm u  akcnnavtauuu. [prMepaMu  OTAEeNbHbIX
MOAY/bHbIX KOMMOHEHTOB AB/AOTCA:

— reHepaTop WMMNy/nbCOB W 31eKTpoA(bl) OTBEAEHWA WUMNAaHTUPYEeMOro KapAuocTumynsTopa wam
Aedunbpunnatopa;

— CBS3ylOLLEe BELLECTBO U KaXAblli M3 KOMNOHEHTOB COOPHOro NpoTe3a Ta3obeApeHHOro cycTasa.

1.2 laHHble 0 nocTaBsLlunKe

[aHHble, npuBefeHHble B nepeuyncreHnsx a) - d). JOMKHbl ObITb 3aperncTpupoBaHbl U COXpPaHeHbI
KaXXAbIM 13 NOCTaBLLMKOB B AUCTPUOLIOTOPCKOW Lienw:

a) maeHTUdUKaLMOHHbIE AaHHble NpeAblayLero nocTaBLLmKa:

b) nAeHTUMKaLMOHHbIE CBEEHNS O nosydaTerne;

C) HauMeHOBaHWe WAn OnucaHue u3genus, HoMep Mo KaTasiory, COOTBETCTBYIOLWMIA MHopMauum o
npoAyKTe npeablayLwero nocTasLmKa, B KOTOPOM Obl1 OAHO3HAYHO MAEHTUMLMPOBAH TUN U3ENNS;

d) cepwiiHblli HOMEpP WX HOMEpP NapTuUU (f10Ta), HEOBXOAMUMbIA ANA uaeHTUdukKaumm m3genus no
HOMepam MMEHHO TOro 10Ta, NapTun, U3genns, KOTOpbIM OH COOTBETCTBOBA/T MPY N3rOTOBIEHUN.

Ecnu nocTaBLivK npucBavBaeT U34ennio HOBbI HOMEp NO KaTanory, HauMeHoBaHWe WAU onucaHwue,
WN CepuiiHblii HOMep, WM HOMep MapTuK WAW N0Ta, TO AaHHbIA NOCTaBLYMK AO/KEH cobnojaTb BeAeHue
3anuncei, B KOTOPbIX HOBble MAEHTUUKALMOHHbIE faHHble YBA3bIBAOTCA C AAHHbIMU, NpeAcTaBeHHbIMU
npeablayLWwm NoCTaBLWUKOM B ANCTPUOBIOTOPCKON Lienw.

He3aBucumblie 3anuMcu KaxAoro OTAEeNbHOr0 nocTaBluka B AUMCTPUOLIOTOPCKOW LEenu AO/MKHbI
BKNOYATb WAEHTUMUKALMIO WUCXOLHOTO UM3roTOBUTENA UMMIAHTUPYEMOro MefULUHCKOro u3fenusa u
N3BECTHbIX YH4aCTHUKOB LiENn NocTaBku.

BepeHne 3anuceli  NOCTaBLWMKOM [O/MKHO NOALEPXMBATbCS B TakoM Buge, 4TOObI OGblna
npefocTaB/ieHa  BO3MOXHOCTb  CBOEBPEMEHHOr0  OTC/IEXMBAHUA  [ABWXEHUSA  UMMIAHTUPYEMOrO
MeAMLMHCKOTo M3Aenvs no Bcei AMCTpnObIOTOPCKON Lienu.

1.3 laHHbIO MeAUNLNHCKOTO yypexaeHus

B MeAnUMHCKOM yuYpexAeHnn gnsa Kaxgoro cayyas MnaaHTauum AokHbl 6biTb 3aperncTpyMpoBaHbl 1
coxpaHeHbl cnefyowme AaHHble, NpUBeAeHHbIE B a) - ).

B cnyyae skcnnaHTauuu cregyeT 3aperncTpuposBaTth MO BO3MOXHOCTW BCe AaHHble, MpUBeAeHHble B
nepeyncneHusix a) - j). Kak 4OCTynHble 415 AaHHOTO MEANLMHCKOTO YUpexaeHus.

2
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OTU faHHble cneayeT nojfepxuBaTb B TakOM Buie, 4Tobbl AaBaTb BO3MOXHOCTb CBOEBPEMEHHO
npefocTaBnATb N0 psgy NaluvMeHToB, KOTOpPbIM Oblna NpoBefeHa WMMMaHTauus usgesvs onpeaesieHHoro
TMNa WAu W3 ONpefesieHHoro AuanasoHa CepuiiHblX HOMEpOB, HOMEPOB fl0Ta WAW NapTuu, cnepylolime
[aHHble:

a) MecTo MMnAaHTauum W'vam akcnnaHTaumm,

b) AaTy uMnaaHTauuMu u/unm sKkcnaaHTaumm,

c) hamwuanio, MHULNAJILIOTBETCTBEHHOTO Bpaya KIMHUKN;

d) damunuio, HMUMansl nauneHTa;

€) HaumeHoBaHMe U afpec NocTaBLLVKa;

0 HauMMeHOBaHVe W onucaHve U3[enus, HOMep U3Jenusa Mo KaTasiory, ykasaHHbli NnocTaBLUKOM B
MHpopMaL M 06 U3[enMn, KOTOpPbIA OAHO3HAYHO UAEHTUULUPYET TUN U3OENUS;

) cepwiiHblii HOMEp WAW HOMep MapTuu WiW foTa, AOCTaTOYHbIA ANA UAeHTUdMKauMm nsgenus no
HOMepY MMEHHO TOro /10Ta, NapTuun, AN u3genus, KoTopble Oblav NPUCBOEHbLI U3AENNIO NPY U3TOTOBNEHNUN;

h) ocHoBHOe MeAuLUMHCKOe nokasaHwe A/ BbIMOMIHEHUSA UMMNAaHTaLMM UnM akcnnaHtauum (MoxeTt
ObITb BbIOPAHO 13 COCTAB/IEHHOIO NEPEYHS);

i) aHaTomMuMuyeckoe pacnosioXeHue MMNaaHTaTa, BKIKYas MECTO UMMNIAHTALUW, €C/IM NPUMEHNMO;

j) MecToHaxoxpgeHvie (MecTo XpaHeHWs) 3KCNIaHTUPOBAaHHOIO U3aenus.

3anucy MeAuLMHCKOrO yupexpgeHus [AO/KHbl BKI4YaTb HauMeHOBaHWUA WCXOLHOT0 M3roToBUTENA
UMMNAaHTUPYEMOro MeAULMHCKOrO U34eNNS U N3BECTHBIX YHACTHUKOB LIeNy NOCTaBKU.

3anuc  MeAuUMHCKOTO yupexaeHus [OJ/DKHbl MOAAepXMBaTbCs B Takom Buge, 4TobObl 6Gbiia
npeaocTaBfieHa BO3MOXHOCTb CBOEBPEMEHHOIO OTC/IEXMBAHUS UMMIAHTMPYEMOrO MEeAULMHCKOrO U3AEeNNUs.
[laHHble cnefyeT XpaHUTb B TeYeHue neproa, COOTBETCTBYIOLLEro BUAy U3LENNSA C YHETOM CpoKa CyXobl
nsgenus.

OTU [JaHHble MOryT ObITb MepedaHbl TPeTbeil CTOpoHe A/ perucTpauuM C Lenblo apxuBauuu.
Monb3oBaTenaiM HacTOsWEro cTaHgapTa Hag/1eXuT OblTb YBEPEHHbIMW B TOM. 4TO /ob6as nofo6Has
nepegaya [aHHbIX COOTBETCTBYET TpeboBaHMAM AeACTBYHOLMX CTaHAApPTOB WU 3aKOHOAATENIbCTBY B
06n1acT TEXHUYECKOro PeryMpoBaHus, OTHOCSLErocs K 3awute AaHHbIX W npasBuiam obpalleHus c
MH(POPMAaLMOHHbLIMU CBEAEHNSAMMU.
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MpunoxeHne A
(cnpaBo4Hoe)

MapK1poBKa nsaenuii Ansi aBToMaTMsnpoBaHHOro NoslyYeHns AaHHbIX

PexkomeHayeTcs, 4TOObI MOMyYEHUE [aHHbIX, OMpefefieHHbIX B HacTosAlWeM cTaHjapTe, W. ecnu
HeobxoauMo, nepefavy 3TUX AaHHbIX AN perncTpauun TpeTbeil CTOPOHOM MOXHO Obl10 peann3oBatb
aBTOMaTU3MPOBaHHLIMU MeTodaMu. B HacTosiem MpUIOXEeHUUN NPUBEAEHbI CCbIIKM Ha OMNy6/IMKOBaHHbIE
WCTOYHVKN, B KOTOPbIX YCTAHOB/IEHbI TpebOoBaHUS K MeTofam aBTOMAaTU3NPOBAHHOIO MOMYYEHUS AaHHbIX U
hopmaTam 3/71EKTPOHHOTO 06MeHa AaHHbIMU.

— NP 15418. EAN/UPC MNpumeHeHne ngeHtndukatopos u FACT naeHTUUKATOPOB AaHHbIX:

— NP 15420 WTtpuxoBoe koguposaHue. Cneundmkauns cumsonos. EAN/UPC:

— NP 15417 WTpuxoBoe KoguposaHue. Cneyundurkauyma cumsonos. Kog 128;

— CraHgapT Ha 3TUMKeTMpoBaHue MOoCTaBLMKOM C WCMO/b30BaHWEM LUTPUXOBOIO KOAMPOBAHWA B
3apaBooxpaHeHun (Health Industry Bar Code. HIBC);

— HL7. MpumeHeHne NpoToKoa 3N1EeKTPOHHOr0 06MeHa AaHHbIMU B 06/1aCTV 34paBOOXPaHEHUS;

— PyKOBOACTBO NO NoAjepxke npumeHeHusa HL7;

— CooTBeTcTBYyHOLME CTaHAapThl, paspabaTsiBaemMble ISO/IEC JTC 1/SC 31:

— EN 800. WtpnxoBoe kogmposaHue. Cneundukauus cumsonos. Kog 39.



FOCTP MNCO 16054—2013

Mpunoxexne OA
(cnpaBouHOE)

CBefleHs1 O COOTBETCTBUM CChIJTIOYHbIX MEXAYHapOoaHbIX CTaHAapTOB
HauMoHasIbHbIM CTaHgapTam Poccuiickon degepaunn

Ta6nuya A1

O603Ha4YeHne CCblNIOYHOTo
MeXyHapoAHOro ctaHgapTa

CreneHb
O603HayYeHne U HaMMeHOoBaHVe COOTBETCTBYIOLLENO
COOTBETCTBUSA
HaLMOHaNbHOro cTaHgapTa

FOCT P NCO 13485 - 2004 «N3penna meguumnHckue.
MCO 13485:2003 0T Cuctembl MeHegXMeHTa KavyectBa. CUCTEMHbIE
TpeboBaHUA ANA Lenein perynupoBaHua»
MCO 8402 — *
COOTBETCTBYWOLWMIA HaAUMOHANbHbLIA CcTaHfapT oTcyTcTByeT. [0 €ero yTBEPXAEHUS peKkomeHayeTcs
1Mcnonb3oBaTb MNepeBOf Ha PYCCKMIA SA3blK AaHHOTO MeXAyHapogHoro craHgapTta. [lepeBofj [faHHOro
MeXAyHapoAHOro ctaHgaprta HaxoauTca B PeaepanbHOM MHPOPMALNOHHOM (POHAE TEXHUYECKUX pernaMeHToB

1 CTaH4apTOB.
MpumeuaHue - B HacTosiweill Ta6nuue UCNoNb30BaHO clejaylollee ycroBHoe 0603HaYeHue CTeneHu

COOTBETCTBMUS CTAHAAPTOB:
- tOT - ngeHTUYHbIE CTAHAAPTHI.
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KnwoueBble cnosa: Xupypruyeckue wmanNakrarhbl, TpeGOBaHI/ISI, Ha60p AOaHHbIX, I/I,D,eHTM(bI/IKaLU/IH,
OTCNieXxXneBaemMmoCTb
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