TENEPANBHOE ATEHTCTEO NO TEXHA4YECKOMY
PErYNAPOBAHWID W METPONOIMAM

HALMOHAMNBHBLINA FTIOCTP NCO
POCCUACKON 16054—
©EQEPALMM 2013

UMIMNNAHTATBI ONA XUPYPIUn

MuUHMManNbHbIe HABOpPbl AAHHLIX
ANA XUPYPru4eckKMXx MMNNaHTaToB

IS0 16054:2000
Implants for surgery — Minimum data sets for surgical implants
(IDT)

HaiganWe oduuHansHoa

Mockpa
@ CranpapTuHpopM
2014

FOCT rocTPunCO 16054-2013 Crpanuua: 1/12

EH][id GostExpert.ru


http://GostExpert.ru/gost/gost-16054-2013
http://GostExpert.ru
http://GostExpert.ru

roOCT P MCO 16054—2013
MNpeanwcnoewne

1 NOOQroTOBNEH Pegepantibi rocyJapoTREHHBIM DIOTHMETHRIM yUpeRDeHHEeM cHaydusid Uedtp
CEPOEYHO-COCYOMCTON XMpyprd vm. A H. Bakyneear PAMH (QMBY «HUCCX v, AH. Basynesars PAMH)
Ha CCHOBE COGCTBEHHOMD AYTEHTWYHOTS NepeBoda Ha PYCCHHA Rkl MEXOYHADCOHOMS CTadgapTa,
YEAZAHHOTD B NYyHETE 4

2 BHECEH ¥npapneHuei TEXHAYSCKoro perynupoBadds ¥ cTadgapTiaadywd DenepansHoro aredTcTesa
MO TEXHWYSCKOMY DEMYIRPOBAHKIO W METRONOMM

3 YTBEPHWIOEH W BBEJEH B AEWMCTBWE Npikasom DeaepansHOre areMTcTBa No TEXHHYECKOMY
DEY NAPOBIHHID W METDONOrK o 07 man 2013 r. Ne B2-cT

4 HacToAWMA CTaHOAPT WOSHTHYEH MexayHapoaHomy cTadgapty VMO0 160542000 «HMunnaHdTaTe
ona =dpypren. Mudusanessele Habopesl gaHHbX QDA KMpYRradeckrs wannadtaroes (150 160542000
clmplants for surgery — Minimum data sets for surgical implantss ).

MeW NEUMEHEHAK HACTOAWErD CTAHOJADTA DEKOMEHOYETCA WCNONLAOBATE BMECTS CCbIMOYHBIK
MEHOYHAPOOHEE CTAHAAPTOR COOTBETCTRYMIUME WM HAUMOHANLHLIE CTaHgapTsl Poccuickol degepauuH,
CREO8HHA O KOTOPEE NEHBEAEHEI B JONGMHWTENBHOM NPUNGHeHIA 05

5 BBEAEH BMNEPBLIE

Mpasuna npuserekus RacmoAwess cmandapma yomawoanass: ¢ FOCT B 1.0—2012 |{pazden 8).
uchopMmaiud 0f UIMEHSHUAN & HACMOAWEMy cimardapmy Ayfnukyemcd & aweeoduan (M9 COCMOAHLIIG Ha
1 AweapR meaxylieao 20da) UHEODMALUONNOM  yKazamane  sHauuonaneswe cmaddapmes,  a
GHULUANEHED  MEKCT  UIMBHEHUD U NONPIEcK - @ 8XeMacRuHoM  URPOpMaUUoHHOM yraszamene
s HALUOMANEREE Candapmisie. B coyyae NepacMompa (2aMenil) WL oimMekbl Hacmosueso omasdapma
coomaamomeiawes yecdomnesue Oydem anyBnurogasc & OOusalwen Seinycke LwidopMayuonno2o
ykazamend « Hayuonansksie cmakdapmbis . CONTMSMoMayiiiyad usopMayun, yeedomaetne o MesciTsl
PEIMEWSIONICH MaKKe @ UMPODMSYLORKOO cucmeme 00Wes0 NOMBIOEAHUA — Ha ODULUETEHOM Calime
TadepalbHos0 a2EHMCMEa N0 MEXHUYECKOMY DESWUDEARLID O Memponceul & cemu MAamepsem

(gost.ru}

o CravpgapTisidops, 2014

HacToAWWA CTaHZapT HE MOoWET GeiTe NONHOCTEID WOW YACTHYHD DOCMPOWIBEOEH, THDAXMWDORAH M
pACNPOCTRAHEH B KAYECTEe OdMuManeHoro vagadwA Ges paspewenws $egepansHoOro aredTcTBa no
TEXHHUECKOMY DeryDMPOBSHHIO 1 MOTRONOMHK
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rocT P UICO 16054—2013
Mpegucnoeune K MexayHapoaHomy ctavgapty MCO 16054

HacToAWME cTandapT ABRNASTCA NDAMBIM NPAMEHEHWEM MesOyHaponoHoro ctawgapra MCO 16054
sMMNnadTaTee ana  xupyprad.  MedsManesse #abfopel JadHex  O08 XMPYREIAHECHHE  MMNINaqHTaTos:,
noAroToBnaHHoro TexHuseckii komnTaTor MCO 150 «MinadTaTel ANA SUpyRrdae.

COWenNpHaHaHa  BAKHOCTE  NPHMEHEHHS  CHCTEM  DETHCTRAUWW, OTCREMHBaHWA W aHankza
IHCNNAMTATOR ONR OUSHKW OONrocpoYHol 2DOexTHEHOCTH MMNNEHTHRYEMBN MIGEnria 1 Hatnogends aa
NAUMEHTAMK B CNY438 BOAHMEHOBEHWMA HENPEOBHOSHHEY OTHA308 W30endid. HacToswmd  cradaapt
YOTAHABNHEAET MAHKMANEHEE Tpelodanka K WHEOPMALMKE N0 OTHOWEHWD K NAUKEHTY, HITOTOBWMTEMO
MIOEMKA, 8 TAKHE QaHHEM ENMHHHHYECKHE WM XMpYETMHMECKME Npousayp. KoOTOpbe QOoMsHsl ObliTe cobpade: C
Uenkw aHEOekTABHOro ¥ DeICTRONS aHandia CcOoCTOAHHA NauMEeHTa, B TOM YHCHE B MEMOyHaADOoOHOM
Macwrabe. CTaHgapT TAKKe YCTaHABNKBEAET OCHOBHOW Habop DaHHbx 0nA obecnedYeHHA CBAISH Meway
pEanHYHEIMK CACTEMAMK DETHCTRALMW HMNNAHTATOR ONS BN aHandia akcnanTaTos.

HaukoHaneHee PEryMADyIoWHe yHpexdeHra 8 oSnacTi I0paBooxpaHeHds  O0MMHb  BENIOYaTE
TPehoBaHHA K MUHAKMANLEHOMY  HaGopy  JaHHsX  O0A  KHPYDIMYECKHMX  MMIVIAHTATOR B KaqecTBe
NepejaroyHong 3eeHa uenu aucTpubeoTopoe oo KoHewroro noTpebutena, kak Tpebyer MCO 13485,

MoNe3oEATENAM HACTOALWEMD CTAHOARTA PEKOMEHAYETEs aovilecTenaTe chop, obpadoTey W nepeaaqy
BCEX QaHHLIX, NPHEELEHHLIX B HACTOALWEM CTaHOapTe, AagTOMATHYHECEWMK MeTodamd. B npunoweHds A
NEHBENEHE CCBINKK Ha TEXHWHECKKE CTAHOAPTR, GNOSJENAI0WHe MeToOb CHopa W Nepeaadd MHEODMaLLKM.
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rocT P UCO 16054—2013

HALULWOHANBbHBIA CTAHOAPT POCCUMWCKOW ®ENEPALMUM

HMNNAHTATBEI OANA XUPYPTMA
MHHAMANLHLIE HABOPLI AaHHLD ARNA XMPYPriUYscKUY WMANAKWTATOD

Implants for surgery. Minimurn data sets for surgical implants

Dara seenedna — 2015—01—01

1 OBnacTe NpUMEHeHHA

HacToAWME CTAKOAPT CNPedenaeT MAHKMANEHEN Ha00p JaHHEX ANA XMPYPrAYeckiy MMNNadTaTos,
YIDOLWAKULWA BeOeHAe 3anMced 1 MEsAYHARSAHRIA 08MaH 0AMHBIMK ONA CHCTEM DErMCTRALKK W
CTCMEMMBIHAA MMNNAHTATOR, 4 TaKMe ONA aManWia Oaddelx obpaTtvex ceAlel. Tpebosawwa K chopy
MAHUMANEHOD Habopa gadHsx onpegenedsl © Uensio OTCNEHMMBAHMA HMNNaHTAToR, NoIBOMNAKLWLErd UK
OTOABATE WANENWEe ONA EOppeKury, NKbo NpoaomEmMTe HaBneoeHMa 33 NALWeHToM DM HenpeqBraeHHOR
OWCEyYHELWA Wagendd. MUHMManesHsld HaGop DanHbix TAKKe 0DECneqdyeasT BOIMOKHOCTE (DODMEUDOBEAHKA
NepespacTHely CoLINoK HA pasnvqHee Gaskl JaHHbE C ek aHANH3a 1 KCCnegosaHud MHopsMaUKK,
NOCTYNAKLLEA No SOpaTHRM CRATAM.

HacToAwMik cTasgapT NpegHaidaded Ona WaroToRMTENnel W QUCTEMERIOTOROE WAMNNAHTHDYE kX
MEQUUHHCKHMY H3OENWH, NPEQHAIHAYEHHEX ONS NOMWIHEHHOHR WMNNAHTAUMK, T.2. HWMNNAHTALKMKM HA CpOos
Gonee 30 gMed, W ONA TEX KNHHWUE W MEOWUWHCEWX YYPEROEHWR, KOTOPEE BbiNCNHAKT MpoUeaype
HMRMMaHTauk+. B cTaHgapTe onNpegencHs TPpeGoBaHWA K OaHHbIM, KOTODGLIE O0MKHE DbeTe COGpaHbl
HMAMOTORMTENAMW W OUCTPADLIOTODAMA WMNNAHTURYEMBIY MEQWLKHCKMY HATENWA, NPeaHaIHaYeHHsx ana
MNOAMIHEHHOR WMONAMTALKA, 8 TS KNRHALAMA 14 O0YTAMA MEORLWHCKUMKA YRS HHAMK, KAK B0 BOGMA
MMNAAHTALWA, TAK 1 MPA NPOBEAS MM JHCTNAHTALAA.

HacToAWME cTARAADT YCTAHABNMBALT MUHUMANBHEIR HAGOPD JaMHLIX ONA BCEY CNYYREE MMONaHTIL MK
W 3ECMNAWTAUMK, 3 Takke OnA obecnededns CBORBPEMEHHOND NONYYeHHA MAHHMANEHLY CBEOEHWA of
MMNAAHTATE ANa onpefeneHHsx  [Eynn NagueHTos, KOTOPbik BbifM AMONadTUDOEAME  CNeUManks o
MMOTOENEHHEIE KIOEMA WK UIGENUA C ONPegeneHHbIMY HOMEDAMA NAPTHUHA MIFCTCRNEHWA UK CEOHK aANd
NOCASOYKILETD HASNMOEHAR 138 NALMEHT MK,

HacToAwMi cTaHgapT He YyCTadaenqeaeT kasue-nubo ocobwe Tpelooauua K cpeacTeam NonydeHns
BLILUSHAIBAMHGLIE JAHHEY NPAETAKYIOWAMA BRAYSAMK, MENHUEMHCKAMKA YYDEEMEHWAMA MMM W3r0TOBMTENARMK
C UenamMK, OTNWYHBIMK OT Lened npogegeHqa HalimoneKi 33 nausMenTomM.

2 HopmaTUBHbIE CCLINKK

B WacToAwem cTamdapTe WCNOoNsI0saMbl HOPMATHBEHLIE CCbINKH H3 CNEOYOWHE MEKDYHADOLHEE
cTangapTel. [NA JaTHpOBAMHEY COBUNOE NPUMEHAKT TONLKS yEaIdHHHE vigdaduia. 0na #edaTHRpoBaHHDLIX
COBAMOK MERMEHIIOT CAMEE MOCMNEOHHE HIGaHKA [BEMI04aR Moble HIMEHEHWA W NONDaSEM).

WSO 13485 CUcTeMbl MEHELHMEHTA kadecTea. MeddudHcEne nagensd. CneuvansHee Tpebopadna
no npuesedae 150 9001 (150 13485, Quality systems - Medical devices — Particular requirements for the
application of 150 S001)

HMCO 8402 MeuedMMeHT KasecTEa W obecnesedde KadecTea. Cnoeape (IS0 8402, Cuality
managementand quality assurance - Vocabulary)

3 TepMHHbI U ONpegeneHKA

B HacToAWEM CTaHOapTE NpUMeHeHbl TEDMAHEl o MO0 13485, MCO 5402, a Tase cnedyide
TERMHHE © COOTEETCTEYVIOLWMM ONPEOEneHam M,

3.1 MMNnanTHpyembie MmeanuuHckrne wagenua {implantable medical device): Modwe MeauyuHckke
HAOEMHA KN AKTUBHLIE MESWUHHCEHE WAGENHA, NPEIHAIHAYE HHBIE GNA MOMHOMD WA YAcTHHHOTO BEEOEHMA
B TENO YEnoBera MyTeM XMPYErMHecKonD MM MHOM MeduUW HCEOMD BMELUATanLCTEa, MMM BEOOMMBIE MYTEM
NESMSro QOCTYEA Yepes ecTeCTBEHHLIE OTREQCTHA TeMa, WNH NEedHasHAYeHHMbIE ONA saMeHs Cnof
WATENAA WK NOBEPXHOCTH [Na3a, W KOTOPRE Q0MEHEl OCTARATECA Ha MECTE B TEHEHHE He meHee 30 aHeR
Nocne Npouedypbl BEE0EHMA W MOTYT GbiTk YOANeHbl TONLED XMPYPIMYECKMM MW HHEM MedHUHHCENM
My TER.

Haganuve odHUuMansHoe
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Mpuwmasadue - B MOO 13485 npuesgeHo MHOE ONPEJSNEHHE AMA SKTHBHLIE MMINEH TWRYEMBIE MEOMLUWHCKME
WA0ennia, W NOSTOMY OHW HAEMEDEHHD WCEMTHOHEHE B3 ONPEgen@Hid BMONEHTARYEME s  MEOWUMHCKMXY  W308mn,
MOMEEOEHHDTD B HACTORWEM cTadgapra. OnpagensHie, NpHESISHHDS BEWE, DTAHM4ESTCH O7 onpegensHar B MCO
13485 7Tewm, dyro oba onpEASNEHHA SETHEHRX WMONEHTHRYEMBIE  MEOWUWHCEKME W3OENAE W WMINEHTHDYEMEX
FAEIALHHCENX M30ENWA ol nEquHeHEl B OOHD,

3.2 WwMnnadTauyua (implant event) Cnoydall  XMpyprdYeckors BMEeWAaTEenNsCTES, NpW  EOTOpPOM
HMMNAHTHDYEMOER MEe0HLMHCKOES HIDENHE:

— MOAHCCTEK BROGWTCR B TEND YENORea U4

— HCNoNB3YETCA ONA JaMeHt CNoA 2NUTENKA UK NOSeDXHOCTHONS CNOS MNaza, WK

— YACTAYHD BECOWTCA B TEND Y2NOoBeKa,

W O0M*Ho OCTABATECA HE MECTE NOCNe NPpouedypbl B TedeHWe He mMedes 30 Auel, i MOoMeT OeTe
YOANEHO TOMBKO XMPYRTASSCKHMI MAKM MHEIM Ty TEM.

3.3 aMcnnaWTauua (explant eventl Cnydald xXWDYPIMHecKoro BMewaTenscTea, Npd KOToROM
HMNNAHTHDOBAHKOE DAHEE MEOKUWHCKOE HANENHWE YIANKIOT U3 TEN3 NaUMeHTa.

3.4 megauuMHckos yupexpgedde (medical facility): Neuo wnw opradd3agua, OTEETCTBEHHEIE 33
BEOEHHE HCTODWH GONeIHK (KapTel) NaUWeRTa.

Mpumaqadue 1 - MeguuuHoEoe yHPSHOSHAS TEESE ABNRETOA HOHEYHEIM NoTpebuTenam (oM. MCO 84021 2
AWCTRHOERITORCKOH L.

MpumevyaHwe 2 - B HEROTODLIX CAYHEAX KAMHWEKM MOMYT CHWTETECA NOCTEWMEEMH M3OEMME, HInprMep,
HOTQE OTEETCTEEHHOCTE 38 BEJEHHE MCTOPHN DOMEIHK NALMEHTE NEKNT HCKTOHMTENEHD HE XMPYDIre, NPESKTHEYHILEM B
OEHHOA KNHHWEKE,

4 Habopbl AaHHbIX

1.1 OBWMe NoNoXeHHA

Ona cofupasMbl (COCTOALMY W3 OTOeMbHBIX MOOYNEA] HMNNaHTHREYEMBIX MEIHUMHCEMX H308nE,
KOTODEE  NOCTARNSKTCA MWED  OTOENbBHBMA  Y3CTREMH, NWOE0 B KOMONeKTax, EAW0LE 0TOEnbLH0
NOCTARNASMBIH KOMOOHEHRT UMK KAMAYKD OTOEMNEHYI0 SOHHWLY KOMINESKTa CNERYET CHMTATE SOHHCTREHHON B
CROEM DOO8 4YaCThi0  WMONAHTHLDYEMOMD MEAWUWHMCKOND  WI0enyd, nNognessuel pericTpauun  kak
YHUKANLHOR W OTOENEHOS WAGENHE NPKM AMIOSHTALMKE B 2ecnnadTagud. Nodeepass oTOens e
RO NEHBIX KOMMOKHEHTOR RBMNAKTSA

— MEHEDATOR WMOYNECOS W INEKTPOOIB] OTRBEOSHWA WMNMAAHTHUDYEMOrD KAPAACCTHMYNATORE WM
oeprEpunnaTopa;

— COAIYIOWES BEWLECTRS W KEAWALIA U3 KOMNOHEHTOR CHopHOra NgoTesa TazofeqpeHHoro CycTaRa.

1.2 JaHHkIe 0 NOCTABLWKE

Oaumeie, NnpueefeHHsbE B nepeducnedusx a) — d), aonwHel BbiTe IAPErMCTRMDOBAHEl M COXPAHEHE
KAWL M3 NOCTABWMEDE B QUCTDHUSEIOTODCKOR LN

a) MOeHTHEWKALUOHHEIE J3HHBEE NPEHAYLEenD NOCTAsWHE

b moeHTUEWEIUMOHHLIE CREOEHIMA O NoNYYaTane;

C) HAWMMBHOBAHME WNK ONUCAHWE WINENKWA, HOMED NO KATANOrY, COOTEETCTEVIOWME WHBOopMaly o
NoCQYETe NPedEOYILero NeCTIsWMEa, B KOTOROM Gall 0QH0AHAYHS HOSHTHEWUMPOBAH THN MAGENHa,

d} cepHiHBIA HOMED WNH HOMED MapTHH (NoTa), HechXofuMell ONA WOeHTAgDHKALMKE WaAgenda no
HOMEDAKM MMEHHO TOMD NOTA, NAPTHY, KANEMWA, KOTODBLIM OH COOTBETCTRBOBAN NPK MATSTORMEHKM.

Ecnv nocTapwme NoHCIAMEIST MIOENWK HOBEH HOMED NO KEATANOTY, HAMMEHOSAHKE MK ONWCAHWE,
MK CEOMANBIR HOMED, UMW HOMED NADTAH UMK NOTA, TO 0AHHLIEA NOCTARWME J0Mead cobnegaTs BeqeHIe
JANKCEHR, B KOTODLIX HOBLIE MASHTWHUEALUMOMHEIE OaMHHLE YEAILIBAOTCA C JAHHBIME, NDEACTABNEHHEMMA
NpegsOyLMM NOCTABLWWEDIM B QUCTRHDLTOPCHOE LEn-.

HesapuouMele  3andcl  KEE0oro OTOeNbLHOrD NOCTABLLMKE B AUCTPAOBIOTODCKON Uen  O0MN#Hb
BKMIOUATE HOSHTHDWEAUWIO WCXOOHONS  HITOTOBWTENS  WMINAHTHRYEMOrD MegyUWHCKOrD WIgends |
HIBECTHRIX YHACTHHECE LENK NOCTABEM.

Beoguue 3andced NOCTABLYWKOM  JO0M4HC  NOGAepwHBATECA B TakoM  BWOe, YTobe Cweina
NOEQOCTARNEHA  BOIMOMHOCTE  CEOSBDEMEHMOND  OTCREMMBAHMA  OBMEEHWA  KMINAHTHRYeMono
B AMLMHCKOMND M3OeNKa NO BCER QUCTPUBLITOPCKSR Lenw.

1.3 JaHHbI& MEOWLHWHCHOTD YHPEROEHAR

B MegnuMHCKoM yHperaeHie ONA KaMGOro CNyHan MMNNanTau9de JonsHe OeiTe 3aperncTpUDoRaHE K
COMpaHeHsl CNegyIiowre DaHHsLe, NpuaefeHHse 8 a) — ).

B cnyyae JECNRaMTagneg cneayet 3aperdCToUpOBaTE N0 BOIMOWHOCTH BCE JAHMBIE, NPUBEAEHHEIE B
NepEUUCNEHUAK a) — |, KAK QOCTYNHLIS ONS OaHHOMD BMeOMUMHCHONS YUPEsTeHAA.

2
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STH JaHHbe cnegyeT NodIepHnBaTe B TakoM Bdge, Y4Tobw J38aTh BOIMOWMHOCTE CEOSBLEMEHHD
NPEJCCTARNATE NO pRAY NALMEHTOR, HOTODRIM DblNa NpoBedeHs KMNNaHTALWA H30EMMA CNpeaens iong
THMOA WK W3 ONQEQENeHHOTs QWANAI0HE CEPMAHLIX HOMEDOS, HOMEDOBE NOTa WK NapTHA, CRegyrulxe
OaHHBIE:

8) MECTO WMINAHTALMKE WIANK 3KCNNAHTALMHK,

bl Oary HMNNaHTALWA HIHMH JECTIREHTaLW,

c] GaMUNKAK, HHAUHANBICTRETCTREHHOMD BOAYE KNWHHKA!

d) DaMANKK, HHELEANE] NagHedTa;

&) HAKMEHOBAHWE K ANDEC NOCTABLMES,

f) HAWMEHOBAHWE M ONWCAHWE WIOENMA, HOMED WAOENHA No KaTanory, yRasasHbBA NOCTABLWEDM B
HHEODMALKA 08 MAOenH K, KOTODEIA OOHOIHAYHO MOEHTHDHUMDYET THN MAOENHA,

Q) CEpHAHEIA HOMED WNKM HOMER NAPTHH WK N0T4, 0CTAaTOMHLIA GNA WOeHTUWRHEIURK W3ZEnHa no
HOMERY HMEHHD TGO NOTA, NAPTHR, WNH WA0ENHA, KOTOPLIE Bl NPUCBoEHE! MATDENKID MDA HIMOTOBMEHHK,

h) OCHOBHO® MEOWUMHCKDE NOKAIAHAE ONA BLINOAHEHHA HMONSHTALWA WNK SKCOMaHTALMA | MOKeT
ObiTe BeIOpaHD M3 COCTABNEHHOID NEPEYHR),

i} AaHATOMWYECEOE DACNONOHEHWE HMNMAHTATA, BEIAKMAA MECTO WMNNEHTALKA, SCNH NPMMEHWR0]

il MECTOHAXOWOEHAE [MECTD XPAHEHHA] IKCNNAHTHPOBHHOND MAOenA.

AanKcK MEOdHUMHCKDND yYPEROEHHA J0MEHE BKNOYETE HAMMEHOBAHWA WCXOOHOMD WIroToeWTEns
HMRMMEHTHEYEMOTS MEJUUHHCKOTS HAOENHA ¥ MABECTHBIX YYACTHUEOE UENK NOCTaBKIA.

JanKcKh  MeJHUUMHCKOTS  YYpeMOEHHA OOMKHE NOOLSEKHEATECA B TakoM adge, 49Tobel Gelna
NEeJoCTARNEHA BOAMOMHOCTE CROEEDEMEHHOND OTCNEMNBAHNA HMNNAHTUDYEMOID MEQULKHCKOTS Wagenua.
Jasuke cnegyet XpadiTe B TEYEHHE NEpHoOa, COOTEETCTEYIOWEND BAOY WADENHA © YHETOM CROoKa Crywb
HAOENHA,

S3TH gaHHble MOoryT BoiTe Nepedads TReTheR CTOpoHE ONA PerdcTpadni © Uenbi apxuBaummy.
MoNs3acBaTenAM HACTOAWErD CTAHAAPTa HAanewHT DuiTe YEEDEHHBME B ToM, 4To nmobaa noacban
nepefada JaHHLx cooTBeToTeyeT TpeboBaHvAr JeNCTEYVIOWWY CTAHAApTOS WNH 33aK0HOgaTenscTey @
oBNacTh TEXHWYBCKOTS PeryfMDCBaRWA, OTHOCAWEIOCA K 3aWWTe JadHblX W Npaedanas obpaleHda o
HHEOOMALMOHHBIMK CBEOEHKEMH.
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MpanoxeHne A
(CnpanoJHoe)

MapkvpoBKa M3genui AnNA aBTOMaTHIMPOBAHHOMO NONYyYeHWA gaHHbIX

PekomengyeTcd, 49Tobel NoNyYeHKMEe OaHdbl, ONpedeneqHdbe B HACTOAWEeM CTaHJapTe, o, echd
HEoDXoOMmMo, Nepeaady ITUX AaHHeX ANA PErMCTRaLMHM TRETEER CTOPOHOR MOoMHe OeiN0O peANWMACBATL
ABTOMATHIMPDOBAHHEIMA METOOAMK. B HACTOAWEM NDKAGHEHHH NPHBEASHE CCBUNKK Ha onyOnNHKOBSHHbIE
HETOMHAKA, B KOTODGIX YCTAHCENEHEl TPEECBAHWMA K METOLAM ABTOMATHAXMPOBAHHONS NONYHYEHWA DaHHLIX W
dopMaTaM ANEKTPOHHOM OBMEHA JaHHBIMA,

— NP 15418, EAN/UPC Mpumeranwe naeutudwvkatopoa v FACT waenTuprEaTopoB JaHHED,

— MP 15420 Wrpuxosoe koddposaHye. Cnedwdukaugsa camaonos. EANUPC,

— NP 15417 Wrpuxoroe koauposadye. Cneduwdkauwa ciuMeonoe. Kog 128,

— CTandapT Ha ITHEETWDOBAHWE MOCTABWWKOM C WMCNONLIoBaHKEM WTDHKOBOTS KOQWDOBAHMA B
agpapooxpadernd (Health Industry Bar Code, HIBC),

— HLY. MNpUMeHEHAE NPOTOKONS INSETROHHOM 0SMaHa JaHHEMKE B 0BNacTd anpapookpaHeHKA,

— PyEoBSOCTRO MO NOgOSpEEs NpUMeHeHrA HLY,

— CooTRETCTEVIGWME CTaMdapTel, pazpataTeeacmee ISOEC JTC 1/SC 31;

— EN 800, Wrpkxoaoe kogdpopadme. Cneyndieauna cuseoncs. Kog 39,
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Mpunoserue A
(cnpapovyHoe)

CeegeHHA O COOTBETCTBHMM CChINOYHbIX MEXAYHAPOAHLIX CTAHOAPTOB
HauWoHanbHbLIM cTaHpapTam Poccuickon @enepaumm

Tatnwyada

CEoaqaseHMe CobINg4HOm C?EHE_HE' DEoaHaYeHHe ¥ HaUMEHOBaHWE COOTEaTCTEYRILLETD
MEROYHAPOIHOMN CTaH03apTa TR TCTEHA HEUHAOHANEHDND CTaHOd8pTa
I -
FOCT P HCO 13485 - 2004 «Magenus MearUnHoEKRE,
MO 134852003 IoT CHCTEMBl MEHEOMMENTS KA42CTEA. CHCTEMHLIE

TpefoBaHnA 4NA Uened perynpoRaHna s
-

WCO 8402

W CTEHOSPTOE.
Mpumasanwue
CODTHETCTEMA CTAMOADTOR:

' CoOTEaTCTEYHIUMA  HAYUKOHANLHBIR

- |DT — HABHTHYHEIE CTAHORPTHI

- B HacroRwed tabnuug wocnone20BaHO CNedydlles YondEHDS OBOIHEHEHNE CTEMEHM

cTaHgapt  orcyroteyeT. o ara  yTES[HMOSHWA  PEKOMEHOYETCA
WCNONLZ0BATE NEPEE0S HE  PYCCHHME A3k JEHHOM  MEHOYHAPOOHOD  craspapra. Mepeson  gasHor
MECHOYHEPOOHROTD CTRHOAPTE HEXOQHMTCA B TegepansHom nehopMaysoHHOM GHOHSE TEXHEHECKHY DEMEMEHTOS
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¥[K 616.126.3-089.28:006.354 OKC 11.040.40
Knodepse  cnosa  SUPYRTHYeCEHE  WMONawTatel, Tpebomawua, Habop  Oaddex,  WISHTAQHKaLWA,
OTCNERMBAEMOCTE
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Mognucado B ne4ats 01.10.2014. dopmar G0xE4 .
Yenoned. n. 1,40 Tupas 34 aka, 3ae. 3552,

MogroToanedHn Ha OCHOBE S.I'HK'I'PEII-H-IEE'I BETHE, HPE,D.I:IGTHEI'IEHHDI-] pHEPaEﬂF-IH'HﬂM CTAHOApTA

2T « CTAHOAP TUHDHOP M

123885 Mockea, MpanatHelR nep., 4.
e gastinfoor infodmgostinfouru
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