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MNpegucnosue

1 NOOrOTOBRNEH 3akpeiTei aryuoHepHeid obwecteoM «MEOWTECT: (3AQ «MEOWTECT:) ma
QCHOBE COBCTEEHHOMD AYTEHMTUHYHOTD NepeEnna Ha PYCCKMA AJslE MEesOyHAPOAHOrD CTAKOARTA, YEAIAHHOMD
B nyHKTeE 4

2 BHECEH TexHW42ckMM KOMWTETOM MO CTadjapTHiadwd TH 436 «¥Ynpagnedis kaqdecTaom Megu-
UMHCKMY M3genmis

3 ¥TBEPHJIEH W BBEOEH B OEMNCTBWE Npwkazom DefepansHoro areHTcTBa N TEXHWYECKoMY
PEMYNWPOBAHKIO M METRONoMIA oT 04 moHA 2014 r. Me 489-c7

4 HacToRWKWA cTaHdapT MOeHTHYEH MEROyHaponHonMy cTandapty MO0 158223-1:2012 «Magenwa me-
OMUMHCEME. CHMBONEL, NPUMEHASMSIE NDH MADEAPOBAHWH HA MEQWUUMHCEMY MAOENWAX, ITHHETKaX 1 8 co-
NEOROOATENEHOA JoKyMeHTaurn. HacTe 1. OcHoBHBIE TpeGoBaHHAx (IS0 1522312012, «Medical devices
— Symbols to be used with medical device labels, labelling, and information to be supplied — Part 1: Gen-
afal reguirementsn )

Mpu NpKMEeHEHME HACTOAWEND CTAKOAPTA PEXGMEHIYETCA MCNONLICEATE BMECTD CCRNOYHEIN MENTY-
HADOAHLIX CTAHGAPTOR COOTEETCTRYIOWHE WM HAUWMOHANLMLE CTaHdapTel Poccritckoh Cedepaudd W Jek-
CTOYHILME B 3TOM KA4ECTEE MEMIOCYQAPCTEEHHEE CTAHOAPTE, COEOEHHA O KOTOPRX NPUBEOSHE B GONan-
HATENBHOM NPANOMEHEE A

5 BAAMEH MOCT P MCO 1522312010

Mpaguna npumeMesus Hacmoaweso cmandapma yemanoanews @ NOCT P 1.0—2012 [paaden 8).
HuchopMayus off UIMeReRUAE & Haomoailemy cmandapmy nyEnukyemcs ¢ exa2006ai (Mo COCMOanuo Ha
1 mpraaps mekyeso soda) wrihopManuoNHoM yEazamena « Hayuoxanstse cmandapmeis. a oghuyuans-
MBI MEKCT UIMEHENUD U NONDAE0K — 6 SNEMECTYHOM UHGOPMEUUOHROM FKasamens «HayloHambtbie
cmandapmers. B cnyyae nepacmqompa (2aMeni) Uiy omMeksl HACMoRWLess cmandapma coomaemomay-
e yeedoMneHdue Gydem onybnukoeana & Onuxalwen esycke UDODMaLUOHEI20 Frkazameans sHawu-
oHankHee cmandapmess. Coomeemomayioan uHlopmanus, yeedomMagnue U MeNcmsl Da3Mewanmes
MaKke 8 uNopMayuoMHoD cucmea ofilegss MoNe30aaMLA — Ha ofuLlanksod caldme Qedepansqoso
SECHMCMEa Me MEXHUYECKOMY DE2WIUDOESHUN U Memponoaul & cemu Mrmepren (gost.ru)

© CtadaapruHdopn, 2015

B PococWickol Ceigpaudi HACTOAWME CTAMOART HE MOMET ShiTk NOMHOCTEE MWNE HACTHYHD BOCNpO-
Hapened, THEAMMPOBAH W PACNPOCTRAMEH B KAYECTES OPMUMANSHOTS MigasWa o3 pajpewenvrs Dene-
PAMEHOG AMEHTCTER M0 TEXHAYECKOMY DErYRHDOBAHMIO ¥ METRONCTHI

FOCT rocTPuUCO 15223-1-2014 Crpanuua: 2/36

G ((H]|idl GostExpert.ru


http://GostExpert.ru/gost/gost-15223-1-2014
http://GostExpert.ru
http://GostExpert.ru

MocCT PUCO 153223-1—2014

Copepxanne

L F o oy oY L T T - U 1
P [a T e g g e e v X 1 o 1
BT X Lo I R e g [ T S S 1
L Ty T LT et L1 L U 2
4.1 CHMBOME!, NPESONArase GNA BEMIOSEHMA B OTAMIANT e e e oo e e e e e ee e e e 2
4.2 TpebDOBIHNA K MEFMEBEEHEED ... ¢ooeeeeseeseeeocasssesss s omeemmamassssesssmmmmasmassses orammmmessesssssmmmmmmmmsaessssmmmmnnmesesseeson 2
B N L o i R 3
T LT OSSR PS SR 3
Mpunosedse A (CAPAROHHTE ) TIBHMEMEL oo e e e e enee e e e e s 24

Mpunoweuwe B (cnpasodsoe) NprMededye oBWero 3anpewariuerd CHMBEoNa | 3Haka
OTPHLAHMA CTATYEI oo oo e e e e e e e e e s e e e e e esses 28

Mpunomense 04 (ofAatensHoe) CoEQeHMA O CODTEETETEMH CCINOYHBIN MERIYHAPOOH b
CTAaHZADTOD HALUMOHANLHEM CTaHAapTam Poccackol @eaepauni W DeRcTEYILLAM

B TOM KEYeCTEE MEMIOCY aPCTEEHHERM CTEMOADTAM oo e aaa e 29
T LT T4 = a0
i

FOCT rocTPuUCO 15223-1-2014 Crpanuua: 3/36

G ((H]|idl GostExpert.ru


http://GostExpert.ru/gost/gost-15223-1-2014
http://GostExpert.ru
http://GostExpert.ru

MOCT P MCO 1522312014
BeegeHune

HacTosWwMi cTaHaapT paccMaTRHBacT CHMBONG, KOTOPEE MOMYT GbiTe MCNONBLI0BAHL 4NA NepEaYK
HEKCTOPEX ACNEKTOR MHEODMALKK, BAXMHEX GNA PErYNMDYIOWHX ODraHoE NP CUeHHBARKMK Ge30NacHOrs 1
HAQNERAWETD NDHMEHEHWA MESHLUAHCEAX Wagendi. HeobxogrmooTe NEpeqaqi Takoh HRbopMaUMK BMecTe
C MAGEenHen oNpedeneHa BO MHOTME PEnyAPYIoWKE J0KYMEHTaX B painkyHex obnactax, Topebyemymn ue-
OPMALMEE MOMHD DASMELLATE HENOCDECTEEHHD Ha WAOSNAH, HA &N0 ITHEETKE WNK B CONDOBOaMTENLHOR
OOKYBAEHTALMA.

Bo muordy cTpadax Tpebyercs, J4Tobel ONA oTOSpasedns TEKCTOROA MHDODMALMIA Ha MEdMLWHCKWE
Hagenkuay G WCNoNBICBAH WX DOOHOR AlkiK, B TO e BOeMA, HArOTORMTENM CTPEMATCA CHMAHTE PacX0oab
HA MApKAPOBEY NYTEM YMEHBLWEHKA 0GBEMA WHPORMALMH KNH WHbIM DALHOHENBHLIM cnocobom. 3T Mo-
HET BellbBaTe NPoBnemMe:, CERIAHHLIE C NEPEBOOOM, DHIAAHOM K NOTMCTHKON, KOTda TEKCT Ha ATHUEETEE MW
OOKYBEHTALMHA BeIMONHEH HA HECKONBEEKMY Saskax. Hanpusep, nonesosaTtensm, KOToPBEIM NEeOocTaABNSETEA
dagenke © MHEOpMaUMER Ha paszHolx AILKAX, MOMYT HCNLITEIBATE TRYOHOCTH, BEMKHAA NOTERID BREMEHK
Mo+ NOWCKE HEODSXOOUMON MHGODMALIKKY Ha CODTEETCTEYIOLIGM A3bLIEE.

HacTosWwMA cTaHnapT NRpegnarast pewe e ITHx Npobnes © NoMOoWED ODWenpHaHaHHEX BEsTyHa-
COOHBIY CHMBONOE C TOYHO GNPSOS NEHHBIMA IHAYEHWUAMKA, KOTOPEE HE JABKMCAT OT R3kIKA.

M GopMUpOBaHKMK CHMBONOE, KOTODBIE OONMHE DbiTe BEMKYEHSE B HACTOAWWA CTAHAAPT, TEXHHYE-
ckri kosmuTeT MCT/TK 210 npwadan HeofxodumocTe CACTEMHOR METOOoNorMM ANA paspatoTke Bubopa w
ganniauny Npeanaragmely CHMaoNoe. 3ToT nopaaock onpegenes B MCO 15223-2 |

HacTosWwMA cTaH0apT & Nepeys oYepeilk NPELHaIHAYEHa ANS HArOTOBRMTENEA MEdUUMHCKKY MO,
KOTOPEE NPOOAKT KOBHTHYHEE NPOOYETEl B CTOAHE, B KOTOPLX CYLWECTEYIOT PAINHYHEE A3BKoBEE TReGo-
BAHMA ANA MAPKKPOBKA METHUHHCEWY KaOendit. HAcToOAWWA CTAHGADT TAKHE MONMET OKAATE NoMOLLE!

= QUCTREREBMTORAM MEOHLMHCKMY KAOENWA KN OPYTHM NPeOcTABHTENAM HArOTOBMTENEMN,

= MEOHUAHCEMM DaloTHHEAM, OTEETCTESHHLIM 33 NOArOTOBRKY COTRYAHKMKSE, 8 TANKE TEM, KOTOPRIE yHe
MW oDy-eHHe;

- NALUAM, OTEETCTBEHHEM 33 NOCMENPOaaMHOEe HABMOOEHWE 38 NPOLYRLIMER;

< DEMYNADYIOWHM ODTaHaM 30papo0XparHerks, WCNETATENEHEM NabopaTtopramM, opradam no cepTu-
DHEA LA 1 OPYTHM OPFAHKIAUHARK, KOTODRIE HECYT OTBETCTBEHHOCTE 34 NPABCROE DaryNWpOBAHKE, Dacnpo-
CTRPAHARKWEECA HA MEJALMHCKME MIOSNHMA, 8 TAKKE TEM ODTaHHIALWAM, KOTORBE HECYT OTRETCTEEHHOCTE
Ja nocnenpogaxHos HabnoaeHwe,

- NOTREDHUTENAM WK KOHEYHEM NONEI0BATENAM MEQALAHCKKE MIGENKA, KOTOPBE NONYLaKT WagEenHa
OT pa3HBIX MOCTABLKMKDE, M HMET DAIHLIE A3LKOBEE CROCOGHOCTH.

HacToAW WA cTaHgapT BENI0YaeT B ceba TexHuseckdid nepeckoTp MO0 1522312007 v EH 950:2008,
a TAKKE CHMBONGE @ TPEOOBAHUA K HAM, BRIIOYEHHEIE B NEEaEOYLLYIO0 DESAKLKI0 3THX cTaHgapToR. 3a no-
CREOHAE Mogdel NpOCNeRHBANacE YCTORYHEOE cOnNMEeHHe TpeGoBaHne K CHMBONAM, BENOYeHHRX B WMCO
152231 w EH 980, » Tenepb MHOMAE Ma NEPedLlyWLWE PAINHMEAR Mesdy CTaHgapTamd npecgoneHe. Hacrto-
AWHA CTAHOAPRT NPEJCcTABNAEST CoD0ON IHAYHMTENEHER War eneped B ofnacri SeaonacHoro W 3 e kTHEROND
WCNONEACEIHMA CHMBONOE $83 NPHMEHEHWA AEKOBOH WHEODMaUKK, JAB3A KITOTOBHTENARM, Perynupy-
LB ODFAHAM ¥ ODYTHM 38MHTEPECOBEHHLIM NHLAM SOMHER HaGop rmobankHes CUHMBONOE ONA WCNOMNEI0-
BAHHA HX © MEOHLWHSKMMK W3ORNHAMA.
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HAUMOHANBHBIA CTAHOAPT POCCMWUWCKORN DEOQOEPALUMMN

W3AENWUA MEOULIMHCKME

CHMBOML], NPHMEHABMLIG NPHA MADKMPOBAHMH HA MEOMLHWHCKHX HIOeNHAX,
ITHHETHAX M B CONPOBOAMTENLHON OOKYMEHTILMM

YacTte 1
OcHOBHLIE TheBoBaHHA

Medical devices. Symbaols to be used with medical device labels, labelling,
and information to be supplied. Part 1. General requirements.

HDara eeegeHyA — 201 5—06—01

1 OBbnacTs NpUMeHEHMA

HacToAwMi cTasnapT onpeganaeT TReSonaH|a | CHMBONAaM, NPUMEHARMEIM NOW MaPEADOREE MEQM-
WMHCKIAK HIOenWA ONA Nepegaqin WHhopManmMy, HeoBxodumMoR gnAa Gei0nNackHons ¥ NpaBuNeHOrD WCNoMNes3a0-
BAHWA MEOWLMHCKIE Magendi. B HACTORLWWA CTAMGAPT TAKE BHMKHEHE D0NOMHRTENLHEIE CHMBONLI, KOTO-
pLIE YIORNETBORAKT TReGoRaHWAM HACTOALETD CTAHOARTA.

OEnacTs NPUMEHEHWA HACTOALEND CTAHOADTA OrPaHHYEHE CAMBONARM, NPAMEHAMEIME K WHROKOMY
CNEKTRY MEQWMUMHCEMY WIQENWA, PEanHIyeMeX Ha MExOyHapooHoM PeIHKE W, KOTOPLIE, CNedoBaTentHo,
QOMEHEl COOTRETCTAORATE PAANHYHEM PEMYIADYIOWHM ToeGonatikanm.

STH CHMBONE! MOTYT BbiTe MCNONEA0DAHE HENOCPEACTEEHHD HE WAGENN, HI ITHHETKE [YIEKODHE) WK
B CONPOBOOWMTENEHON nokyMeRTauMn. Tpebosanna HACTOAWEro CTAaHAARTa HE NPeaHazHaYeHsl GNA NpUMa-
HEHAA K CNeUHDrYHEIM CHMBONAM, YCTaHODNEHHBIM B OpYTHX CTaHOapTax.

2 HopMaTHBHbIE CCLINKX

B HACTOALEM CTAHAARTE MCRONLICEAHE HODMATABHBIE COBINKK Ha CNE0YOWME CTAHOAPTS.

WCO 7000 Mpadudyeckne CUMBONE, HAHOCHMEIE Ha 0BopyOoBaAHME. PEricTpaumrorHee cumaone (150
7000, Graphical symbols for use on equipment = Index and synopsis)

WMCO 8501 NpegcTaanedye gaT v spemedy. Oowme TpebopanmA (150 8601, Data efements and inter-
change formats — Information interchange — Representation of dates and times)

WMCO 14971 Manenwa segnudicEne. NpuMeHeHde MeHeTHMENTa DUCER K MEOMLWHCKMM W3OenHAsM
(150 14971, Medical devices — Application of rizk management to medical devices)

WMCO 15223-2 Magenya meguumHckue. CHMBonk, NPMMEHASMEIE NPY MAPKKPOBAHKK HA MEDMLMHCEMX
HIOENWAX, ITHEETEAX W B CONDOBOOMTENLHOH OOKYMEHTAUWM. HYacTe 2. PaspatoTka, Belbop W Banyiauus
cumponoe (130 15223-2, Medical devices — Symbols to be used with medical device labels, labelling and
information to be supplied — Part 2: Symbol development, selection and validation}

3 TepMKHLI M onpenenedMA

B HACTOALWEM CTAaHOapTE NPpHUMEHEHBl TEDMHHBE No MCO 14971, a Takwe CNenyowwe TepMEHBl © oo-
OTBETCTEYHILUMMA ONpegeneHUAmMA:

Hzananwe odmumantHoe
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3.1 xapakTepucTiyeckan Mudropsauna (characteristic information). MHDOpMaLKa O CEOWCTREE MNK
CROACTRAX O0LEKTa WK COBORYNHOCTH O0LEKTOoR.

3.2 onucanue (description): HOpMaTHEHEIA TEKCT, CEAIAHMLIA © BOCNPOMIRENEHKWE OPHIHKANA CHMEOD-
na W oNEefenAowyi ens, obNacTe 4 CNyYad NPUMeHEH A ODMIHHaANa CHMa0na.

3.3 arvKeTa (label): MYceMeHHan, NEYaTHas WNK rpadrYeckans HHDODMaUKA, NEpegCTaBEnNANWLas ca-
B0 MEOHLUWHCKDE MIOENKE.

Mpumwedarnwne — AgantuposaHo nz GHTRSGETMNAL 2005

3.4 maprkvpoBka (labeling): MupopMauus, NpEJocTaBNeHHaA WIrOTOBMTENEM, KOTORAA MNPeqycMoT-
PEHA W CERIAHA © MEIHUWHCKWE MAOENHEM, NEUKPENNEHA K HEMY WNKH HaHeceHa Ha nebyvio Tapy Magends
HIW WHYED YMIAK0BKY.

Mpumedarnwe 1 — 318 MHDOPMALKMA OTHOCKTCR K MOEHTWIMEELAK, TEXHMHBCROMY ONUCAHMED B HCNONL30-
EAHNED MEAMUMHCEOND MINSMNHA ¥ HE PACNPOCTPSHABTCR HE CONPOBASM TENLHY DORYMEHTALMED.

Mpumedanwme 2 — HekOTOpLE PEFMOHANEHBLIE W HEUWOHANEHLIE DEMYIAROWKWE TpebopasmMA, OTHOCALLKE-
CH K GMEPEMpOBKER, ONPE0SNEHEl KEK $HHDODMEL WA, NPEoCTAENASMAR MEOTOBATENEM S,

3.5 cHMBON, NPHMEHABMLIA NPW MAPKWPOBAHWKA MEOUUMHCEOrD Wapgenuwa (symbol uzed in medical
device labelling). Maobpaxerne Ha MaprpoBke (2TMEETES) WKHNKW 8 CONPOBOOMTENEHON JOKYMEHTALMM Ma-
OMUMHCKDNS HIOENWA, Nepelales XApakTepMCeTHYecky: rHbopMagrn of obbekTe W He CBAZAHHOE o
IHAHHEM NOCTABLLAKORM WK NOTREOUTENEM KOHKDETHOIND AdbiKa HALWH KA DEMHOHA.

M pHeMEYHAHNAE — Crimpon moset Beime E.EC-'.I'FIEH!’HHM, HEPWCOBAHHEM HINA MpE0CTAENEHHBIM Fp-ErEl:lH"—lE-
CHH, WK TaEWM, KI:ITI:I[_'II:II-'! BELIMMALHT K3k ZHaEOMEE NPDEOMETE!, BENHYAR E.I'Iq:lEE-Il'ITHD-LII-'Eq:IFIEIHhIE CHMBOMNbI.

3.6 HanMeHoBaHKe (title). YHHEANEHDE WMA, © NOMOLWE KOTODOMD HOeHTHRHUHADYRST WK YIOMWAH2ET
CHMBEN.

Mpumedadwne — Jawucreosado vz M3IK BO416-1:2008, onpepaneHws 3.9,
4 O6wume TpeboBaHuA

4.1 CumBonsl, NpeanaraemMi:e 4NA BKNKYSHWA B CTaHOapT

CHMBONL, NPEANArasMbIe ANA BUYEHAA B HACTOALMA CTAMOART. O0N#HE GhiTe BAMWIKDOBAHL B
cooTReTcTEMM ¢ MCOD 15223-2 |

Mool cuMaon, npagnarasielid GNA BENICYEHKA B HACTOAWMWE CTAHOapT, QOMKEH PACNpOCTDEaHRETCA
Ha cohepy MedWUMHCENXY WAO0ENHR W MMETe MoBaneHos UMK DENA0HANEHOE NDMMEHEHIE.

4.2 TpebopaHWuA K NPMMEHEHHIO

Echd Me e MEHT DHCEA NOKAILIBAET, H4T0 ANA Nepeaaqy MHQORMaUnd, HeobrogusMoR ANg NpaBkk-
HOTS MCNONB3I0BAHMA MEOMUHWHCEOND WIZennA. Ha 8ro YyNakoBKe WKW B CONpoBOOMTENLHOR DOKYMEHTILHH
#40ryT OaiTh NPHMEHEHE CHMBONEL, MOMYT BbiTh HCNONBICEAHE CHMBOMNE, NDHBEAEHHEE B TaSnKue 1.

CHMBONG!, KOTOPRIE BEMoYeHs 8 MCO 7000, gonsHs cooTRETCTRCEATE rpadudeckomMy npeacraane-
HHID, YCTaHoBneHHomy B MCO 7000, ocobeHio B OTHOLWEHHH PaIMEDoR, BEFMHAA OTHOCHTEMEHYHS TONWAHY
MAHKA, PAcNoNoHEHHA (OPHEHTAUAK] CHMBONA MM HANKYHA WNK OTCYTCTEMA 3aKPAWEHHER HAW JaTeHeH-
HilX YHACTHOS.

Mpuwmedanwe 1 — MesnoyHapooHas Opraduadauus no cTadgaprvaaged (MC0) v MasgyHapooHaa ansk-
TROTEXHMHECKEA Komroons (MO coamecTHD NoOQOepHHEaKT OHNSAMOEYH Da3y gadHsx rpadieHeciss CaMBONoE ons

WMCNOMBIOBRIHWA WX HE NPOOyELAK, KOTORER COSE0MAT NONHBIE HE00p rpadm«ackns CHMBONDE, BRNKDHMEHHL:R 2 MCO
F000 w M3K 80417, B ynamaHyToR Baze QanHeE kaegbid rpEthiu-ecEdi CHMEON HMEET NOPASEOBRIA HOMEDY. HAWMEHD-
BEHHE (HE BHMMARCEDM W DPaHLYackonM R3kekax), rpadmdecioe npagoraenadne 8 eopmara GIF v sexTopHom opmate
POF v HEROTORRIE OONOMHATENRHEE OSHHEIE B 3HEMCHMMOCTH OT COCTORTEMLECTE. PRINMYHBE NOWMCKOBEIE W HEBWTELNOH-
HbIE BOIMOKHOCTH NOABONAKT ABNEr4MTE NOMCE TRafbHHEckay CHMEONOE. FIRDOpMAaLKA 0 NnoNy-aHn A0CTYNE B YNOMA-
HyTyh Baay 0aHHbIX MpUBEnaHa B MHPOPMaUWMoHHEEN coobuernae FICOD w M3E wn 28 MosHD Nony4nTse B HALWIHANL-
HOM CPFEHE N0 CTEHOAQTIEIELML.

B npouecce MEHSOMMENTA DWMCKA HITCTOBMTENE OONMEH ONPESenUTE COOTRETCTEYIOWWA paiMep
CHMBONEA, 4To0k TOT Gl YHTASMBIM ONA BINOMHEHHA CROWY DYHELHA.
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MpumasadHue 2 — HacToAWMA cTAHOAPT HE NPEOLABNRET TREDOBEEHMA K HOHEPETHOMY UBSTY WIH M-
HAMENEHOMY DE3IMEDY CHMBONOE. NPHBESEHHEEN B TAONWUE 1. 8 TEKAE HE HOPMWPYET OTHOCWTENEHLIA PA3MED CHMBO-
noe.

BasHo, 4Tofkl CUMBONL WCNONLA0BANWCE O0MHBIM 08pailoM. PyEDEOACTEBO NO HAOMNEKILWIGMY Wo-
MONEICBAHKMD OELUKMX 3aNpelL AWMy CUMBONOE M 3HAKDE OTPMUAHKA NPUBE0EHD B NRUNoHEHWH B,

Mepeq HCNONEIOBAHKWEM CHMBOMNOD HIMOTOBHTEN: DOMNKEH NPOBECTH OUEHKY DMCKA, KOTOPAR rapaHTK-
poBana Gul, 4T0 MCNONE30BAHME CHMBONA HE NPMBHECET HENEUEMNEMEIN DHUCK.

Mpumesaduna 3 — [N\ O0NCOHWTEMEHOR MHEOPMALHK N0 MEHSTHEMEHTY pycka — oa. MICO 14871,

CHMBONE MOTYT HCNONEI0BATECA DE3 CONPOBOOMTENLHMOMD TekcTa. Tam roe perynupyiownme Tpebo-
BAHWAMKA NPEOYCMOTREH CONPOBOAHTENBHEIR TEKCT, HAWMAEHOBAHWE CHMBONE, BEKMKHEHHOMD B HACTOALLMA
CTaHQapT, CNegyeT CUMTaTe QOCTATOUMHEIM,. Boe anemMeHTel 03T W BpemMEi, KOTOpRIE NPELCTARNEHEl CHMBO-
MR, OONKHE ObiTe BRINOINHEHL B COOTRETCTEMM C NEEBMNAMM, MANo®EEHHEIME B WCO BE01.

4.3 Opyrve cumMBeon

B HekoTOpEE CTAHOARTS BRMOUEHE J0NONHATENEHEE CAMBONE, KOTOPEIE NPHMEHRME] K OTLENkHsIM
BHAOAM WK TRYNNaM MEOHUWHCKAY WI0SMKE MM K YacTHeM CHTYAUMARM. MCTOUHBKN, 0 KOTOPRX YyNOMAHYTE
2T CHMBONEL, NpWEELEHE B GuBnuorpadan. 3ToT NepeqYsHs HE ABNACTCA WCHEDNEBAMKIWLHM,

5 CUMBONGI

Korga ato ugnecoobpaiso, MHGopMauKA, Heobxoguaan GnA NPEEUNEHOND WCNoNLI0BAHKA, O0MKHA
fliTh yHAIAHA HA MEMLMHCKOM WAOENHK, HA 8ro YNEaKooke Wk B conpoBoaUTeNsHOR ADKYMBHTALMWK C No-
MOLLEID COOTBETCTRYMILMY CHMBONDR, KOTODLIE NPMBEOEHE B TAGNHMUE 1.

MaroTopKTeNL MOKET WCNONBA0BATE MOBoR NCAXDAALWMA CHMBON HEIABMCHMO 0T KATETOPWM, B KOTO-
PR O BEITIOUEH.

Mpumesadune — Tabnuya 1 Gwna chopMAPOEEHE NO KEETEMOPMAEM CHMBOMTOE ONS NPACTOTE MCNONELI0BE-
HAA. KETAroOWA, B HOTODYH CUMEBON BENHISEH, HE MMEST 3HA4EHWA. MNMopRooK BENHHEHRE CHMBONDE B TE KN HHBIS KETE-
MOpuM, 8 KOTORBIN OHM PE3MBLUSEHE, HE ABNRETCA NPACDHTETHEIM. NEAMEDE HCNONES0BAHHR CHMEONDE NpUBEOSHE B
NPANCEREHEAR &
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coobwecTaEs

I 1

EC RE P HaumeHoeaHne, gapes

L -

Ad Mpumep npueHeHdA cumeona 5.1.3 «[lata uaroToBNEHWAS

r 1 r 1
2004
L . L A
2004-06
24
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AS Mpumep npumeHednA cuMmeona 5.1.4 s HononeaoeaTte go .5

r L r

20050515

AG Mpumep npumededrA cumeona 5.1.5 «Kog naprune

I 1

LOT| -

L |

AT Mpumep npaMaHEHAA cuMBona 5.1.6 eHomep no kaTanorys

—

R E' ABC123

| -

A_B Mpymep npuMeHeHA cHMBEona 5.1.7 «CepriiHeIn HOMap®

I~ 1

S N ABC123
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A9 Mpumepsl NPHMEHEHHA CUMBONCE 4CTEPUNEHAA HHOKOCTE BHYTPH M3OENWAR

M -
[ ———y
| m—
n FHMEYHaIHAER 1 — B HacTorwem NoEMeps MEOMUARCEDE HInende OOOGEHENAT CTEeANbBHYED HAQHOCTE, K-
TOPdR NOAOSERrandCe CTEQUNMAZaUMH DECHOOM 3TAMNBEHL.
~ L

STERILE| R

L _I

I pHMEYHAHWAER 2 — B HacToRwes npEMapsE MEOMUAHCKDE MINENe COREQHEAT CTEHAMBHYRD HWMGHOCTS, KO-
TORaR Noosaprangcs paayd LIMOHHOH CTERRMAZALHA.

r 1

sTeRILE] | ]

L -

n PHMEYHAHAE 3 — B HacTorwem NpEMeps MEOJNMUAHCEDE Magende DOQB0HENAT CTEHANBHYED HHQHOCTE, KO-
TOpdas NoOsEprandce CTEpHMAZdUEA Napor ANE CyXAM TETINDM.

A0 Nprmepsl NPAMEHEHHA CAMEDNOB, OTHOCALWMXCA K TRMONEPETYPHOMY OHaNazoHy

r“ 1 [~ 1 r |
20 °C 2070

5°C 5°C
L _ L | L |

BepiHARA rpadnga HusHAR rpaHwua TamnepaTypHLIA
TEMNBDATYPHOM TEMNEPATYDHOMD OuanazacH
OMAanazoHE OKMAna3oHa
26
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A1 Mpumepsl NpPUMEHEHHA CHMBONA 5.3.8 alManazox BNasHOCTHY

l_ _I -

a0 %,
10 % 10 %
L ] L

A2 Mpumep npumedeHA cumeona 5.3.9 «Drpaduwenve atmocipepHOro QaaneHMAR

I -
106 nlas

50 uNa

L J

A3 Mpumepsl NpUMeHeHMA ciMmBona 5.5.5 «Congpevmoro QoDCcTaToddo ANA NPOBEgEHMA A-KONUHECTEA

TECTOBE
I ] I ]
\-., ; 20 \/
L ] Lo

A14 Mpumep nprsedeHna cumeona 5.7.1 sHomep naywenTan

r 1

@
w # ABC123
L -
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MpunowEedwe B
{cnpasoyHDe)

MNMpumeHeHue obwero Janpelaouwero CMMBONa W 3HakKa OTPUMUAHKWA CTaTyCa

B.1 ObwMK zanpeiuariyyH cHMaan

ODWKMA 3anpeWarlUli CHMEB0N (KK 1 nprBseHHeR 8 MO0 3864-1) npeasasHaqed Ons yEazgHds Ha 2anpeaa-
Fowes geacteda. NMpY MApEMpOBEHMM MEOHULEHHGHEAY HAZENWA 3anpellaiilEl KpyT © OUandHansHol Sepmol chegyar
WCNOML308ATE ONH NPALEHHA 33NPEWLEHLERT SHEHEHWA, HanpyMep, cimeon §5.4.2

uHe WononsioeaTe NOBTORHOY. 3ANpelaomEMA CHMEON MHOM0a MEPAMEHART HE C UEMbH MAPEMPOERHIEAR Meg-
LMHOHWE M3JENHA, HANDWMED, B 3HEHEHWH dHE cogepsmTy. BamHo, YTobsl NpMMEHEHME JENDEWLAKLErD CHMBONG CO0T-
BETCTEOBAND &0 NPE Oy CMOTREHHOMY 3HSHEHWHL. H HE NPUBOOMN K BOIHHEHOBEHAI ONSCHOCTER M3-33 HEQONOHAMBHWH.

B.2 3Hak oTpMLUaHMA CTATYCa

Ecnw waromosmTenns Heobxomamo nporpdopMHpoEaTe NONBI0ERIATENEA O 33NPETE HA H9T0-nMBo B OTCYTCTEME
COOTEETCTEYHALEMD IBNPALUAKILLAND CHMBDNE, TO MM CREAYET BOCNONLIOEATECA METOOOM, NPYEEgEHHEM B M3K BO416-
3, paanen 7 (3Har X0 NEpEPRIBE0WLWMH CHMBON]. XaTH W HE PEROMEHIYETCH, HO MCNOMLI0BETE NOOOGHESE ZHEKM 0OHO-
BOEMEHHD ¢ CUMBONAMH, NPKEEASHHLIMKE B HECTOALWEM CTEHAAPTE, PaIpeUasTER.

28
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Mprnoxadwe 0A
(obRzaTensHOE)

CeefeHVA O COOTBETCTEMM CChINOYHBIX MeXAyHapoaHbIX CTaHOapPToOB
HauyMoHanbHLIM cTaHpapTam Poccurckon @egepaummn
W AeACTEYHOLWWM B TOM Ka4ecTBe MeXrocyQapcTBeHHbBIM CTaHOapTaMm

Tabnwya JAA

DBOAHI YRS S5O D MEXIFHADTAHO

D CTEHEPT S

Crenere caotaeT

LTEMA

OEomaueHME M HAMMEHORBEERE COOTEE TCTHFEILLETD HAaUno

FANsREITD, MESIDCYLAPCTESREIID COTEHOERT

WMCO 7a0d -

WMCO 8601 -

WMICO 145712007 IoT rocT 150 145871-2011
ullzgenun meguuvHcErE. [PHMEHEHNE MEHEDRMEHTA
PUCKE K MESHLUMHCHMM BIENHAMS

WMCO 15223-1:2007 IoT rMocT P MCC 15223-1-2010

ulzgenuR MeguurHCKrE. CUMBONEL, NPUMEHREMER
MpW MEPEMPOBEHIAE HE MEQHMLMHCEAE H3OaneAL, 3TH-
KETHAX M B CONPOS0gUTEMLHON QOKYMEHTAELHA.
“Yacte 1. Obwmke TpebopaHnas

COOTEETCTEMA CTAHOAPTOR
- 10T — MOBHTWHHLE CTEROARTE.

* COOTEETCTEYHALMA HAUMOHANLHEA CTAHOAPT oToyToTeyeT. 00 ero YTESESSEHHA DeROMEHOYETER Monok3n-
BaTEk NEPEE0S HA DYCCEMA RILK JAHHDID MEEAYHEPOOHDMD CTaHAapTa. Meposog JaHHODND MEEOYHEPOOHDID CTaHOap-
T HAXDOWMTCA B DeSEpansHoM MHEOPMALHOHHOM (HOHOS TEXHIHESKMY DEFMEAMEHTEE M CTAHGARTOR,

mn PHMBEYEHEE — B HacToAwSR Tabnuuye enonsanBeaHo CrnenyEilles yWonopHme GEOZHAYEHWE CTENEHK
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Bubnuorpaduna
WCO J864-1 Cameonel rpadimecse. Useta W aHakw GeaonacHooTy, Yacte 1. MNpyHLMns nposlTHpoBaHRA Ons
IHRKDE K MEpPEHPOEKY Ge30NacHOCTH

150 3BE4-1 Grthii:aI symbals — Safety colours and safely signs — Part 1: Design principlas for safely signs and
safaly markings

WCO 7000 1988 Mpadwyscive CHMBONE, HAHODMMEE Ha obopyooeasve. PErrcTpausoHHsE CHMEONE
150 TO00: 1988 (Graphical symbols for use on aguipment — Indax and synopsis
ACO 700 Carmpons rpadgwiqacene. Leeta v 3nard GezonacHocT. 3aparicT pMpaBaHHeIE 3Har BEaonacHocT

IS0 7010 Graphical symbals — Safety colours and safaly signs — Safety signs used in workplaces and public are-
F
as

ACOTO 7218 Pazpaborka M NpMHLHNG NPARMEHEHMA KHPOPMELUNDHHEIE YONOEHBIE 3HEROE ONA HECENEHHA
IS0O0TR T23% Development and principles for apphcation of public infarmation symbols

ACO 15225 Meowurbcxwse wanends. MeHemdxMeHT kaqesTea. CTpyHTYpa SaHHBD HOMBEHENETYPL MEOWLHHCEML
MIOEMHA

150 15225 Medical davices — Quality managameant — Medical davice nomenclatura data struciure

150 181 13-2 In vitro diagnostic madical devices — Infarmation supplied by the manufacturar {labelling) — Part 2: iin
vitro diagnostic reagants for professional use’

WSO 18113-2 MagenwA meguudHcEneE Ons i wiro guarHocTisd, Madiopmauys, npegocTagnseman NnponssnamTe-
new {aTvraTHpoeaqsa). Yacts 2. MpodetonoHansHeE PEEKTHBR ONS 5wl QWErHoCTHER

130 18113-3 In vitro diggnostic madical devices — Informaltion supplied by the manufacturar {labelling) — Part 3: Jin
vitro diagnoshic instruments for professional use’

ACO 1811 3-3 MagenyA meguuMHcEne 0N\ 0 wiird guardoctigd, Maopmauns, npegocTagnsaeman nponasnamTe-
nem {arvearmposansae ). Macrs 3 NMpoheccnoHANGHERS BHCTPYMEHTE ONH i wiliD QUarHooTiER

150 181134 In vitro diagnostic medical devices — Information supplied by the manufacturar {labeliing) — Parl 4: Jin
vitro diagnostic reagents for salf-testing”

WSO 1871134 MagenyA meguudHCHRE Ans i wilro ouarHocTigd, Madiopmauys, npegocTagnsaeman NnponaananTe-
newn {atvreTiposaqe ). Yacts 4. Pearemiae Ons camsoqrarHOcTHER in wifro

150 18113-5 In vitro diagnostic madical devices — Infarmafion supplied by the manufacturar {labelling) — Part 5: Jin
vitro diagnostic instruments for selitesting”

ACO 18113-5 MagenyA mMeguuMHCcERE AN\ i wiro guarHocTigd. Madopaauns, npegocTaesnseman nporascamTe-
newm {arveariposande). Yaors 5. MHCTpYMEHTLI ANA CaMOOHErHoETHEM I wilio

IS0 B0416-2 Basic principlas for graphical symbols for vse on equipmeant — Part 2: Farm and use of arrows

ACO BO416-2 JcHoBHEE NPWHUKMNEN ONS rpaid<ecEny CUMBONGE, HEHODHMER HE abopyooearre. Hacre 2. Dopma
1 HEMONB3DEAHWE CTRENOR

ISOVIEC 13251 Collection of graphical symbols for office eguipment
ACOMIEE 13251 Habop rpadivdecsis crpeonos gnA cdMcHoro obopyQoRaHnA.
IEC 60417-DB Graphical symbols for use on egquipment

MK G041 T7-08 [Mpadisackne CHMBONs], HBHDEMMES Ha obopynoeaHme

" OrmeHed. HaBap rpadmdecsrs caMBonoe, npegctaaneHHs 2 [2), MCO 7001 1 [3] Taoke QocTyned 8 oHNaRH

MHTEpHaT-maraavHe MCO, [Ons nononHuTens ol MBdopand NoceTHTe caET

30

rocTt

hitp:fevae iso. orglisodpublications_and_e-producistdalabases htm.
* OITmMEHEH.

? Ormenser W zamedset EH 3752001,

* OrmeHzeT 1 zamedset EH 5912001

? DrueHsat W aamedsat EH 3762002,

" OrrmeHReT W zamedsaT EH 5922002
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[13] IECITH GIETE Graphical symbeds for elecingal equipment in medical practice
MIETO GOBTE MNpadii4eckne CAMBOMNL ONA SMEkTpooBopyaoBaHMA B MEOMEHHOROR MPasTHES
[14] IEC 62366 Medical devices — Application of usabiity enginesring (o medical devices

M3E G2366 MeguueHorne nagenna. NposETHpOBEHME MEDHMLMHCHME HADEMMA G yHETOM SKCINYSETALHOHHDA Npw-
MOgHOCTH

[15] IEC 80416-1: 2008 Basic principles for graphical symbols for use on equipment — Pard 1: Creation of graphical sym-
bals far registration

M3IE &0416- 12008 DCcHOBHLE NPUHUMNE ONA FPape-Heckis CHMBONOE, HEHOODWMEIR Ha obopyooeadue, Hacte 1.
CoagaHua rpadii-achny CHMEONDE AMNA PErMcTpaum9

[16] IEC BO416-3 Basic principles for graphical symbals for wse on equipment — Part 3 Guidalines for the application of
graphical symbaols

M3IE B0416-3 OocHosHEE NPAHLANG A0S rPadryecine CHMBONDE, HAHOCKMMBIE Ha obopypooeare. HMacte 3. Pyro-
HOOCTED ANA NPAMEHEHHA rPadie-<ECKrE CHMBONOE

[17] EN 556-1:2001 Sterlization of medical devices — Reguiremants for medical devices to be dasignated «STERILE»
— Part 1: Requirements far terminally sterilized medical devices

EH B56-1:2001 Creprnyaauws seguUMHCHHE Maaenid. TpedoBaHMA K MESUUWHCKHM ME0anuAM ESTarapHE some-
puneHmes, Macte 1. TpefoBaHWA K MEQMLMHCHAM M08 NKARM, NOONEHEWEM MHIWLHDA CTERAnEIa U

[18] EN Q802008 Symbols for use in the laballing of medical devices
EH 980:2008 Crmannkl, HAHOCHMMEIE HE YNAKDBRY MEOMLUHHGEWM. WE0aneH
[1%] EN 1041 Information supplied by the manufacturer of madical devices
EH 1041 Mudhopmaums, nOcTAENSEMEA NOCTREWLMEOM MEQWLMHCKDND M30SME

[20] GHTF/SG1/MN43:2005 Labelling for Medical Devices Available at:
hitp: e ghtl orgddocumentisisg 1/sg thinal-nd 3. paf

GHTF/SGE /M4 32005 YnawoBsa MegMUMHCERE M20andi. JocTymHo Ha
hitp:fwewnw.ghtl orgddocuments’sg 1/sg thinal-nd 3. padf
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