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rocCT P ACO 16054—2013
Mpeancnoeune

1 MoQroTOBNEH Pegepanctbli rocyaapcTEeHHbIM CIOKETHBIM yYpesgeHHer sHaydusid Uedtp
CEPOSYHO-COCYQMCTOR Xpyprid vu. A H. Bakynesars PAMH (DIBY «HUCCX 1m. A H. Bakynesar» PAMH)
Ha OCHOBE COBCTBEHHOrO AayTeHTWYHOTS NepeBoda Ha PyCCHMHE A3SkIK MEeMOYHapoOHore oradgapTa,
YEAZJAHHOTD B MyHKETE 4

2 BHECEH ¥YnpasneHWem TExHAYEcKore peryndpoBadde W cTasgapTuaauxy PelepansHorg areqTeTea
MO TEXHEYECKOMY DEMYIHEPOEIHKIO M METRORNOMM

3 ¥TBEPWIOEH W BBEOEH B JEMCTBWME Mpurazom GenepansHorc areqTcTEA No TEXHHYECKOMY
DErYNUPOBAHAI W MeTponorke o1 07 man 2013 5. MNe 82-cT

4 HacroAwrh cTaddapT WOeHTHYeH MexdyHapoaHomy cTadgapry WCO 160542000 «MMnnaHTaTw
onA  upyprdd. Munvsanesele Habopsl GaMHb ONA  XWpYPradecids  uannadtatoes (150 18054:2000
wlmplants for surgery — Minimum data sets for surgical implantss ).

MEW NPUMEHEHAW HACTOAWErD CTAaHG3apTa DeKoOMEeHAYeTCA WONoNLIoEaTh BMECTS  CCobIMOYHBIN
MEHOYHAPOOHEE CTEHIAPTOR COOTEETCTEYIOWME WM HAUMOHANLHLIE CTAHZADTel POCCHACKDR Delepauiu,
CEE208HKS 0 KOTOPLX NPKBEAEHE B GONONHATENBHOM MPUBoEsEHIn 1A

& BBEOEH BINEFBEIE

Mpasuna nouMeMasus Hacmofdeso omandapmea yomaroanexs: ¢ FOCT P 1.0—=2012 [pazden 8).
Mughopuatud 0f UIMeHEHUAX K HacMaAweMy cmardapmy nyBnukyemea @ emes0odHoM (M0 COCIMOANLIG Ha
1 AHEapl meaxyiless 20da) UHBoDMaLUOMHoOM  pRazamene sHaluvowanesee comamddapmels, 3
ouyUANBHEIT  Mekcm  waMEHaMUD o TONPaEoK - @ @WeMecAYNOM  URPODMAULOHNNOM  Vkazamene
rHayuoHansHse cmandapmels. B cayyae nepecompa (2aMensl) WL Omadelbl HAcmoswess cmardapma
cogmaemomayowes pesdomnesue Gydem onyinukosans & OAusadweM asinycke UHhopMaLUoHHoeD
yrazamend «HayboHansHse cmakdapmeis, COMMasmomayollan uhdopMalls, yeedomMnatlie u mekcib
PEIMEWAIMCA Make @ UMBODMaLULORNOO CUCmeMe obLUEsD MATEIOESHUA — H3 OfbLuLUaTLHOM Cadme
DadepalMbHo20 SSEHMCMER 10 MEXHUYECKOMY DESWILDOEARUY U MeMOMIoeUy & Ccamu MamepHam

(gost.ru)

o CradgapTardops, 2014

HacToAwnd cTangapT HE MoMEeT GelTe NOMHOCTEND MAM Y3ACTHYHD BOCNPOMIBEOEH, TURAMWDORAH M
pACnpOCTpaHed B KaYecToe OofuuManeHoro wmagauwAa Ges paspewesws degepansdoro areqTcTea no
TEXHUHECKOMY DEMYTIMO0DEAMKIO W METDONOTHE
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rocT P UCO 16054—2013
Mpegucnoere K MmexayHapogHomy ctadgapty MCO 16054

HacToAawxi cTasgapT AENAETCA NPAMEIM NRHMEHEHWEM MEexdyHapoanoro cTaswgapta MCO 16054
sldMniaasTaTe OnA  xdpyprd. Mddssanssse Habopel JadHslx O0A  XADYPIANECKWY  MMONaHTATOR?,
noareToRNeHHOr Texuusecksn kotuTaTom MCO 150 « MMnnadTaTtel Ana supy priae,

ODWeNDUMIHaAHA  BAMHOCTE  NPUMEHEHWA CHCTEM  PerdcTpauWd, OTCNeXMBaHMA M aHanwia
CNAAHTATOR ANA OUSHKW DONMOCPodH0d 30MesTHEHOCTH WMNNEHTHRYEMB MI0ENKMA 1 Habmogesus aa
nayydenTaMi B ChyYas BOIHWEHOBEHWA HENPedBdOeHHBX OTK33I0B W3Jenud. HacToAwwWd cTasdgapT
YETAHABNMBAAT MUHHUMANEMEE Tpehopadus K WHGOPMALME N0 OTHOWEHWED K NaUMeHTy, WIroTOBWMTEMHD
MINENKA, 8 TAKKE JAHHEM ENHHAYECKHY W XMPYETMYSCKHMY NpoUeayp, KOTOpbE OoMmeHsl BulTe cobpane ©
yenen adderTHanore W ORICTPONO aHanKia cOCTOAHMA NaUWeHTa, B TOM YMCe B MEmOyHADOOHOM
Macwrade. CTaHOapT TAKKE YCTAHABNKBAET OCHOBHOW Habop OJaMHblx 0nA obecneseHdA CBRIEH mMexay
PEANMYHEMH CACTEMAMM DETHCTDALMH KMNNAHTATOR AN LEMER aHANA3A JKCNNARTaTOR.

HauuoHaneHee perynypyoliye yapesaedna 8 o8nacTv a0paB00xXpaqHedds OoMEHL  BEO0YaTs
TPEOoEAHMA K MUHMMANEHOMY HabDopy OAHHBX  O0A  XUPYPrMYECKMX  MMNOA3HTATOR B Kad4ecTBe
NepeLaTo4HONS 3BEHa Uenk QHcToHORNTOpoR A0 KoHe4YHoro noTpebuTend, way Tpebyer MCD 13485,

Mone3cEaTenam HEcTOAWEro CTaHgapTa PEKOMEHIYETCA OCVILECTRENATE chop, obpaboTey W nepeaayy
BCEX OaHHbLIX, NPHBEOEHHEX B HACTOALEM CTaH0apTe, ANTOMATHYECEMMK METOdaMd. B npunomeHMm A
NEPMBEAEHE CChINKW HA TEXHWYECKME CTAHOAPTE, ONDedenAowMe MeToOb chopa 1 Nepeady MHdopmMalamn.
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rocT P UCO 16054—2013

HAUMOHANbHBIA CTAHOAPT POCCHUMUCKOW ®EOEPALMKM

HMMNNAHTATEI ONA XMPYPIMKA
MuHUMansHsie HAGoPLEE JAHHLIX AMNA XMPYPrHYecKHX MMNNaKMTaToR

Implants for surgery. Minimum data sats for surgical implants

ﬁaia egeneHnA — 2015—01—01

1 OBnacTe NnpUMeHEHMNA

HacToAwxi cTasaapT onpedenaeT MAHHMANEHEA H2O0P JaHHEIX ANA XWPYPrMHECKHE MMNNaHTaTos,
YIDOWAKWHAA BEdeHRe Janucel W MemdyHapodHslid OBMeH OadHeEMWA O0A CHCTEM PericTpadkk W
CTCMENHBAHWA WMNNAHTATOR, A Takke ONA adanWia gaduclx obpaTtHbix cefler. TpebosadnA K chopy
MAHUMANLHONS Habopa gaHHblx ONPEfEneHE © UeNBI0 OTCHEMWBAHWA WMNNAHTAToE, No3BOMAKLWErD WK
CTOABATE WAOEN{e ONA EODPEeKUWE, Moo NpogomsEdTe HabnogeHda 12 NayyedTom NpW HenpeaBMasHHOR
AMCEYHELAA Wagends. MEHKMAaNsHsIR HaGop SaHHbX Takke oBecnaYyeasT BOIMORHOCTL DOopMUBCBAHKA
MEPEEQECTHBIY COLINOE HA PAINWYHbIE Ga3kb QaHHLIX C© UBNL0 aHand3a @ WCCneqosaMun HEDOopMaLiK,
MoCTyNacWel No COpaTHRIM CBAIAM.

HacToAWKMA CTaMdapT npegHaiadaqded OnA WArcTOBMTENeRd W QUCTPUOLINTODOE WMMNaHTHRYeMbIX
MEZULAHCERE H3OENWA, NPEgHaIHAYEHHBIE ONA NOEWIHEHHOA WMNNaHTAUWK, T.8. WMNNadTalkdyd Ha cpog
Gomee 30 gHEH, W GNA TEX KNHHWE W MEJWHUMHCEWX YYPeHZEHWR, KOTODLIE BiNOAHAKT NpouUenypis
HMMMMAHTALKA,. B cTangapTe onpegencHs! TPeGoBaHWA K GaHHbLIM, KOTODbIE OON¥HE ObiTe cOGpaHsl
MIMTOBMTENAMIA W GUCTPMORIOTODAMH WMIMAHTHRYEMBIX MEQWLMHCKMX M3IOENWA, NpegHaIHaYeHHLX Ona
MOHAIHEHHOR HMNNAHTAUKMK, 8 TAKKe KIMHUESMA W OPYTHME MEOHLWHCKMMI YHpEXOEHHAMM, K3K BO BpEMA
MMNAAHTALAA, T3K 1 NPW NPOBEIEHKA IKCTAAHTA LM,

HacToAwni cTaRO0apT YCTaHABNABAET MUHHMANEHER Ha00p QaHHLIX ONA BCEX CNYH3eE AMNNARTALMK
MW IECONAHTALUMK, a Takcke OnAa ocbecnedysHka CRORBPEMEHHOS MONYYEHHA MAHKMANBHEY CBEOEHHA ofb
WMNOAHTATE ONA ONPegeneHHLIX Mpynn NadyMeHTos, KOTODbIM Dbl WMANEHTADOBRAHE  CNeUWManksHo
MEMOTOENEHHBIE KIZENHA MK HI0eNUR C CNPeaeneHHbIMEe HOMEDAMA NAPTHA WIrDTORMNEHWA WK CEpHK ONA
NOCASOYKHUETD HAENMmOeEHHA 32 NAUKEHTAMU.

HacToAWAA CTAHOaPT HE YoTaHaBNWBasT Kakka-nubo ocoboie Tpebopanus K cpeacTeaM NonyqeHns
Bl USHAIBAHHLIX JEHHEIX NPAETARYIOWMMHA Bpadami, MeJHUWHCKMMK YY9PeROeHUAMA WNK WaroToEM TENAMK
C UBAAMKA, CTNMYHBIMKN OT UEned NpoeegeHya Habmode i 33 nayyesTom.

2 HopmaTUBHLIE CChINKK

B HacToAwem cTavfapTe WCNOoNs3I08aHbl HODMATHEHLIE CChINKM HA CRSOVIOWME MEMOYHADOIHLE
CTaHAaAPTh. AR OaATUDORAHHEX CCBINOK MPUMEHAKT TONBKD YEaladHee wagasdus. [nAa HenaTHpoBaHHbLIx
COBAMIOE NPUMEHAIOT CAMEE NOCAEIHME MADAHKA [BEMO4aR NDLIE HAMEHEHWA W HONDABKK ).

OO 13485 CucTembl MeHed#MeHTa kadecTea. MelvurHokne vagensa. CneyydanesHee TpeboBanKa
no NpdreseHAs 150 9001 (150 13485, Quality systems — Medical devices - Particular reguirements for the
application of 150 2001)

HMCO 8402 MeugomMenT kasecTea W obecnedeHde wawecTea. Cnoeape (150 B402, Cuality
managementand quality assurance — VYocabulary)

3 TepMKUHLI U oNpeaeneHKA

B wacToAwes cTadgapTe NpWMEHEHbl TepsisHsl ro MCOD 13485, MCO 8402, a takse cnegylowuse
TEOMHHE! C COOTBETCTEYIOLWMM CNPEOeneHua KM,

3.1 AMNNaHTHpYeMbIe MegruMHcEne Hagenwa (implantable medical device): Modue MeguuMHCKKE
HIOEMHA WA SKTHEHLIE MEDMUKHCKHE MAOENWA, NPedHIIHAYEHHEE DA MONHOM0 MM YACTHYHOD BEEOEHMA
B TEMO YeNoBEKE MyTem XUpYPrMYEcKoro MNKW MHOM MEeJuUMHCKOND BMELLATENECTE, MNKM BROOMMBIE MYTEM
MEAMOoro OOCTYNEA Yepel acTecTEEHHLIE OTBEDCTHA Tend, WM NPedHaiHAYeHMbIe ONA 3ameHbl Cnod
IHATENHA WK NOBERXHOCTH MAa3a, W KOTOPRIE O0MEMEl OCTARATECA HA MECTE B TeYaHwe He MeHes 30 aHen
Nocne Npouenypkl BEEOeHUA W MOMYT GbiTe YOANEHE TONLKD XUPYPIAYSCKHM WM WHBM  MELMLMHCKIAM
MyTEM.

Haganwe odrrumansroe
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FoCT P HCO 16054—2013

Mpumasadne - B MCO 13485 npresgeso MHOE GNPEOSNEHHE ONA AKTHEHBIX MMNNEHTWPYERBIX MEOMUHHCKHN
MIOEnNHA, W NOSTOMY OHW HEMSPDBEHHO WCENEOYHEHED W3 CNPESensHAad BMNNEsTHEYEMBIE  MEOWUAHCERE  W30SMTA,
MPHEENEHHOTD B HACTORWEM cTaHgapTe. CnpagensHae, NDUBEOSHHDE BeWE, OTAMHASTCR O onpegensdnr B MO0
13485 1ew, uyro 03 onpEOSNEHWR  SETHEHEIX  WMNNAHTARYEMBIE  MEOWUMHCKMY  WIOSAHE W AMIASHTHDYEMEX

MEQHUHHCEAX H30ENKA COLaguHEHBl B OOHD.

3.2 wmnnadTauka (implant event) Cny4al XMDYRIAYecKOrD BMELATENBECTES, NPpW EOTOPOM
WMNNANTUDYEMOE MEDBUMHCKDE WIGEMME.

— MOMHOCTREKD BECOWTCA B TENO YeNOBeKa |

— HCTNICAR3YETCA ONA I3MEHE! CNOA INWTENKWA WNH NOBEDXHOCTHOND CIOA rMaia, W

— YACTHYHO BECGWTCA B TEND YanoBeka,

M OCM#HO OCTARATECH Ha MECTE NOcChe Npouenypbl B TedeHre He medee 30 aueld, u wmowmeT OuTb
WOAMEHD TONBKD XHPYPIAYECKAR WO HHBM Ty TEM.

3.3 akcnnadTauuMa (explant event): Cnydal  XHMQYRIMHECHOND BMEWaTENLCTES, NPW  KOTOROM
HMMMAWTHROBRAHKOE DAaHEE MEOKUWHCKDR W3TEnWe YIanainT M3 TENa naudenTa.

3.4 megdUuMHCKoe yupesxpeHde (medical faciity): Neuo Wne opraHydIagna, oTeeTCTEEHHBIE 33
BEOEHWE KCTOPWK Soneank (KapTed) NAUMeHTa.

Mpuwmasadne 1 - MegMurHCoEOE YHPEEOEHAS TEKEE ABNSETOA KOHEYHEM NoTpebrTenem (cm. MCO 8402}
AMCTEHMD R TORCRDNA LLEanH.

Mpumevanwne 2 - B HEHOTOPLIE COYHEAX KNWHEKM MOMYT CHMTATECA NOCTABLUAKSMM WIOETE, HENPUMED,
HOrOE OTESTCTESHHOCTL 33 BESEHME MCTOPHA DONEzHM MALMEHTS NEHAT HOUBOHATANEHE HA XMpYEPre, NPSETHEYIOWSM B
OEHHOA KNMHEKE.

4 Habopbl AaHHbIX

1.1 OBwme nonoxeHHA

Ona cobkpasmets (COCTOAWMY KA OTOENbHBIX MOOYIER) MMNNEHTHRYEMBIX MEOWUAHCEMY MIOEMHA,
EOTOpRE NOCTABNAKTCA NUSC  OTOENbHBIME - YaCTAMH, NWBO B KOMONSKTaXY, HE3WOLi  OTOensHo
NOCTABNASM b KOMMUOHEHT WMNM KEXOYI0 OTOENLHYI0 SOMHULY KEOMMONEKTE CNeoyeT CYMTaTe SOuMHCTREHHON B
CEOBM DOOE YacTei  WMINAHTHPYEMOMD MEdWUWHCKOrD  Wa0enda, nognesallsd perdcTpauqK  kak
YHUHANLHOS W OTAENBEHOE WIOEnWe NpW  AMINadTaudd W JkcnnadTagvd. [MpdMepamMd  oTOeMbHBIR
MOOYNEHEIX KOMIOHEHTOR SRNAKTCA,

— TEHEpaToOR WMMNYNBCOE W 3NeKTPOO(b) OTEEOEHWA WMINAHTHRYEMOrD KapOdocTHMynATORE Wi
AeduEpunnaropa;

— CEAIVIOWEE BELECTED M KANALIA U3 KOMNOHEHTOR COOpHOro NEoTeaa TazobenpesHoro CyCcTaBa.

1.2 JaHHbie 0 NOCTABWAKE

OaHHeie, NpUBESEHHLIE B NepedYAacnenuway a) — d). OonwHE DbITe 3APErMCTPMEORAHEl M COXPAHEHRI
KANOLIM 13 NOCTABWMESE B QUCTPUDLIOTODCKONR e

a) WOEHTHDHEALMOHHBIE JaMHBEIE NPELBOYWLEer0 NOCTABLMES,

B} MaeHTHDUEaUHMOHHBIE CEEOBHUA G NonyYaTane;

C) HAMMBHOBAHWE WMNM ONACAHWME M3NEnuUA, HOMEp NO KaTanory, COOTEeTCTRYKIWMA WHpOopMaLKE o
NPOOYETE NPEQE0YLLEro NOCTABWMED, B KOTODOM Gkin OQHOIHaYH0 MOSHTHEHWUMPOBAH THMN MI0ENHA,

d} CEpMAHBIA HOMEDR UMK HOMER NapTiK (nota), decbxogvmeld ONA WOEHTHOWKAUMK WMAOEAMA Mo
HOMEDAM WMEHHD TOMS NOTA, NAPTHM, HAOENWA, KOTODRIM OH COOTBETCTBOBAT NPK MITCTOBNEHHM.

Ecnv NOCTABRWME NOUCBAWBAGT MIOENAKD HOBKIA HOMED MO K3TANOTY, HAMMEHOBAHWE MM ONUCaHKe,
MM CEPUAHBIR HOMED, WNKW HOMED NEAPTHH MW NoTa, TO JadHER NOCTABWME JoMmeed cobmogaTe DegeHne
JANMCER, B KOTODLIX HOBBIE WOEHTWEOWKALWOHHBIE OaHHLIE YEAILIBAOTCA C© OaHHbLIME, NPeOCTARMNEHHEMM
NpEQEOYLIFM NOCTABLWMWKDM B JUCTRHMBRKTOPCKOGH UenH.

Heaapuocumele  3aNWCKH  KEWO0M0 OTOeNLHoro MOCTABLWWKE B OWCTPMORIOTODCKON Uenu O0MHb
BENIOHATE  MAEHTHHRWESUMI0 WCXOOHOMD MITOTOBWTENA  WAMINAHTHDYEMOro MEeOUUMHCKOrD  WMIgernds W
HIBECTHEIX YHACTHUEDE LENK NOCTABKH.

BeagHue aandceld NOCcTABWMKOM  OOM+HEe NogaemsyBeaTecAd B TakoM  BMae, 497obel Gweina
NpeQoCTapNeds  BOIMOMHOCTE  CROSDDEMEHHOrD  OTCREMUBEHWA  OEMEEHMA  WMNN3HTHDYEMOro
BMEOMUMHCKOND M3OeNWA Mo BCER QUCTpUbLOTODCKDR Wenw.

1.3 JanHbie MEOMUWHCKOTO YYPeXOeHua

B mequusHckos yYpeasHM ONA KAKE0Ns CNyYan MMNNaHTaUlMy DonsHe BeTe 3apervcTPUDOBaHE K
COXpaHEHsl CNegylne gaHHBe, NpraafeHHse B a) — ).

B cnyyas akcnnasmTauvy cnedyeT 3aperdCToMpoBaTs Mo BOIMOMHOCTH BOE JaHMBIE, NPHBEIEHHEIE B
NepE4HCeHAK ) — |), K3k JOCTyNHBEE ANA JaHHOND MeOHUMHCKOrS YYPERIeHHA.

2
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McT P UCO 16054—2013

3TH JaHHsle cnegdyeT No4depHMBaTe B TakoW Bdge, 4Tofe JapaTe BOIMOMHOCTE CROEBRPEMEHHD
NpEACCTARNETE N0 pAJY NALWeHToR, KOToDbM BeNa NpoBeqeHa WMNMAaMTALWA H3OENWA ONpeaenesHorn
TAME WNK W3 ONpEgEensHHors GUanalcHa CepHiHbIX HOMEpoB, HOMEDOR NOTa WNW NapTHW, ChnegyrlHe
OaHHBIE!

) MECTO MMIMAHTALMK WANK 3KCNaRTaumxm;

bl aaty KMNNEHTALKA WA JECNMASHTALMA,

cl dPamMunne, HHKUKaNsIGTRETCTEEHHOMD BPAYE KNWHWEM,

d) dramMunKK, HHRLWaNs! NagWedTa;

2) HAMMEHORAHWE ¥ A00EC NOCTABWMESR,

f) HaMMEHOBaHWE W ONWCAHWE HIOEMWA, HOMED WIOSNWA NO KaTAMOTY, YKalAHHBA NOCTABLYWEDM B
HHEOpMaU KK o8 M3IOenyMH, KOTODLIA OOHOIHaYH0 A0EHTHEHUWMDYET THN KAOen«a,

0] CEPUAHLIA HOMED WMWK HOMED NAPTHA WKW NoTa, J0CTaToMHBIA ONA WOSHTAQHEIWAK W3Oenka no
HOMERY KMEHHD TOMC NOTA, NAPTHK, MK M3GeNHA, KOTOpkIE e NPKMCECEHE MIOENKID NPH HIMOTORIEHMM,

Rl OCHOBHOE® MEOWLWHCKDE MOK3IaqMe ONA BRINONHEHWA HMNNaHTALWA W SKCNNaHTagWd | MoseT
OkiTe BRIBDAHD W3 COCTABNEHHOMD NEpeYHRj;

i] aHATOMHYECEOE DACTIONOHMEHWE HMNNAHTATA, BEMKHYEA MECTO MMNNAHTALWN, SCNH NPURMEHNBD,

i} MECTOHAXCHOEHWE (MECTO XpAHEHWA) IKCNNAHTHPORRHHOND MAOenna.

3anicH MEeadurHCEOrD YYPEMOEHHA Q0EEHE BENOYETE HEMMEHOBAHWA WCXOOHOMD WIrCTOBWTENA
HMMNMAHTHPYEMOTS MEJWUHHCKOTS HAOENHA M MABECTHEIX YHACTHAKDE LEenk NocTIBKH.

2anKuc  MEGQUUHHCKOID YYpeOeHWA JOMKHs NOAOSpMHEaTECA B TakoM GMge, 4Tobkl Geina
NPeACCTARNEHA BOIMOKHOCTE CACERPEMEHHOND OTCAEMWBAHAA HMNNAHTUDYEMOr0 MEZWULKHCKITS WAZENMA.
Jauubie cneqyet XxpadnTe B TEYEHWE NEpHoga, COOTEETCTEYOWEND BUOY WIOENHA C YHETOM CPOKa Criymbis
W3OEMWA.

S3TH GamsHbe MoryT BelTe NepejaHsl TEReTeEH CTopoHE ONA PeErdcTpauln © WEeNbss apxuBalmm.
MonsaceaTENAM HACTOAWEND CTAMOAPTa HaanesuT DblTe yBEpeHHBIMH B ToM, 4970 mobas nogobuan
nepenaYa OaHHoix CcOOTBETCTRYET TpeDoBaMHAM OJeHCTBYIOWMY CTAHOAPTOR WNWM 33E0HO0ATENLCTAEY B
OONAcTH TeXHWYSCKOTs PeryNEDoBEaHWA, OTHOCAWErOCA K JAWMTe OadHslX W Npasdnas ofpaweHsds o
HMHDoODMALMOHHEIMA CEEOEHRAMM.
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MoCT P MCO 16054—2013

Mpunoxerne A
(cnpaBodvHO)

MapkyipoBKa W3genui AnNA agTOMaTHIWPOBAHHOMO NONYYeHWA QaHHbIX

PekomeHOyeTcA, 4700kl NOMyYeHWE JaHHbX, ONPEQENeHHBX B HACTOALWEM CTaHGapTe, K, BCrd
HeEoBXoAMMO, Nepagaqy ATWUX OaHHBN ANA PErMCTPaUME TPETEER CTOPoOHOR mModto fiNo peanyiopaTk
ABTOMATHIMPOBAHHEMY METoaaMY. B HACTOAWEM NOHNOHEHAM NPMBEEASHE COBNEK Ha onyBNuKoBaHHEIE
WCTOYHHMEM, B KOTODLIX YCTAHOBNEHE TPEGOBAHKMA K METO0AM ABTOMATUANPORAHHOMD NONYYEHUA DaMHHBIX W
dopMaTaM INEKTPOMHOMD OGMEHE JaHHbIMA.

— MP 15218, EAN/UPC MpumeHerwe noeuTrgukaTopoa » FACT waenTudrEaTopos JaHHEx;
— MP 15220 WTpuxosoe kogkposaHye. Cneuwdbkaumra cameonoe. EAN/UPC,
— NP 15217 Wrpuxopoe koaupoeadde. Cneundikaumna cameonoe. Kog 128,

— CTaHaapT Ha 3THKETWPOBEaHWE MOCTABWWKOM © WCNOMNbLI0OBAHWEM WTDHXOBOMD KOQWDOBAHWA B
dgpaeooxpaderid (Health Industry Bar Code, HIBC),

— HL7Y. MNpumMeHe e NpoTORONa NEETPOHHOMND 0GMaHa JaHHbiMd B 0BNacTk 30papooxpaHeHiR,
— Pyx0BOAOCTED NO NOQOSPEKE NpHMEHEHWA HLT,

— COoTBReTCTEYHILME CTaH0apTel, paspataTeweaamee ISOAEC JTC 1/SC 31,

— EN 800, Wrpuxoeoe oanpoeakke. Cneyndmkauna crmeonce. Kog 39,
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MOCT P UCO 16054—2013

Mpunoxerae 0A
(cnpaBpoyHO®)

CeefeHHA O COOTEETCTEMH CChINOYHBIX MeXAYHapOOHLIX CTAaHOApPTOR
HauuWoHanbHbLIM cTaHnapTam Poccuickon @enepauum

Taénwya sl
DEoaHa~“eHue CobINOYHOM CreneHs DH0aHa4eHME W HEWMaHOBAHWE COOTEETCTEYEDLLEND
MEEIYHIPOIHOMN CTaHdapTa ST HIEUMOHANEHDMD STaHOEPTE
TOCT P WMCO 13485 - 2004 aMagenus MeguUuHCKHE.
MCO 134852003 IOT CHCTEMBI MEHESOHMMENTE Ka4ecTEa. CHCTEMHLIE
-~ TpeGoBaHMA ONA Wened peryivpoBaHna»
Mo 8402 - :

Y CooTeRTCTEYHLIUME  HEUMOHANLHBIR CTAHOApPT ovcyTotEyeT. [o 8rad  yTREpEOeHMA  pEROMEHOYETCA
MCNOMLEOEATE NEpEE0S HE  PYCCHAR A3kl SAHHOM  MENOyHEpDOHOM  crawjapta. [Mepesog  galHon
MECKOYHAROOHOTD CTEHOAPTE HAXOGMTCH B TegepansHoM nehoprayroHHon GOHIE TEXHWHECKMY DEMAEMEHTOE
A CTEHOSpTOE.

Mpumasadme - B Hacroswed tafnuue wononb20BaH0 CNEgyHWESE YOROBHOS 0B03HEYEHWE CTENEHK
COOTESTCTEWA CTAHOARTOE:

- |OT — HABHTHHHEIS CTAHOSPTRI.
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¥OK 616.126.3-085.28:006.354 QRS 11.040.40

Kniouepwle cNoOBa.  XUDYRTHUECKWME WMNNanTats, Tpefopawka, Hafop OaHHbX, WEGHTHgMHALWA,
OTCIENMHBISMOCTE
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Mognucado B ne4ate 01.10.2014. Sopuar GOxB4 L
Yeno nes. no 1,40 Tupas 34 aka. Jan. 3882,

MoOroTOBNEHD HE OCHOBE 3NEKTROHHDN BEPCHY, NPedocTARNEHHON paspaforHueom craHgapTa

BT «CTAHDAP THHSOPM:

123085 Mockea, MpadaTtHelR nap., 4.
woanargastindo. o infoi@kgostinfouru
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