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FrOCT P UCO 15223-1— 2014
Mpeancnosue

1 MOATOTOB/IEH 3akpbITbiM akuMOHepHbiM obuwectBoMm «<MEAUWTECT» (BAO0 «MEAWTECT») Ha
OCHOBE COOGCTBEHHOrO ayTeHTUYHOrO MepeBojAa Ha PYCCKWIA A3bIK MeXAYHapo4HOro cTaHAapTta, yka3aHHOro
B NyHKTe 4

2 BHECEH TexHuyeckum KomuTeToM Mo crtaHgaptudaumm TK 436 «YnpaBreHue KayectBOM mefju-
LIMHCKNX U3aenni»

3 YTBEPX[JEH W BBEAEH B JEWCTBWE MMpukaszom ®eaepansHOro areHTcTBa Mo TEXHUYECKOMY
perynuposaHuio n meTtponornmn ot 04 noHa 2014 r. Ne 499-ct

4 Hactoawumii cTaHfapT UAEHTUYEH MeXXayHapogHoMy cTaHgapTty MCO 15223-1:2012 «M3penusa me-
AVUMHCKMe. CMMBObI, NPUMEHAEMble NPY MapKUpPOBaHUM Ha MEULMUHCKUX U3Aennax, 3TUKeTKax U B Co-
NpoBOANTENLHOW fOKyMeHTaumn. Yactb 1. OcHOBHble TpeboBaHusA» (ISO 15223-1:2012. «<Medical devices
— Symbols to be used with medical device labels, labelling, and information to be supplied — Part 1: Gen-
eral requirements»)

Mpn NpUMeHeHUN HacToALWero ctaHjapTa peKoOMeHLyeTca UCNoNb30BaTb BMECTO CCbIIOYHbIX MeXay-
HapoAHbIX CTaHAAPTOB COOTBETCTBYHOLLME MM HaLMOHaNbHble cTaHfapTbl Poccuiickoil ®epepaunn vn gei-
CTBYIOLLME B 3TOM KayecTBe MeXXrocyfapCTBeHHble CTaHAapTbl, CBEeHNs O KOTOPbIX NpUBeAeHbl B 4OMO/-
HUTENbHOM npunoXexHun JA

5 BSAMEH FOCT P NCO 15223-1— 2010

MpaBuna NpUMeHeHWs HacToslwero ctaHgaprta yctraHoBneHbl B TOCT P 1.0— 2012 (pa3gen 8).
NHdopmaums 06 n3amMeHeHnax K HacToAawemMy ctaHjapTy Ny6aMKyeTca B eXerofHoM (No COCTOSAHUIO Ha
1 AaHBaps TeKyuiero roga) nHPopmMaunMoHHOM yKasaTtene «HaumoHanbHble cTaHAapThbl». a opuumans-
Hblli TEKCT M3MEHEHWA N NoNpaBOK — B eXeMeCAYHOM MHDOpPMauMOHHOM yKa3zaTtene «HaunoHanbHble
cTaHgapTbl». B cnyyae nepecmoTpa (3aMeHbl) UM OTMEHblI HacToALWEero ctaHgaprta CoOOTBeTCTBY-
louwee ysefomneHne 6ynet ony6iMkoBaHo B 6nuxkalilem Bbinycke MHDOpMaLMOHHOro ykasaTtens «<Hauyu-
OHaNbHble cTaHfapTbl». COOTBETCTBYH W asa WHpopmauusa, yBBAOINNEHUB U TEKCTbl pa3melarTcs
TakXe B MHPOPMaLMOHHON cucteMe obuiero nonb3oBaHUsA — Ha oduunanbHOM calite ®eaBpanbItoOro
areHTcTBa Mo TeXHUYECKOMY peryamposaHuto u metponorun scetn MHtepHerT fgosf.ru)

© CraHfapTtuHgopm. 2015

B Poccuiickoii ®epepalmy HacToawmii cTaHgapT He MOXEeT 6biTb MOAHOCTBIO UM YACTUUYHO BOCMpPO-
U3BEefeH. TUPaXXUPOBaH W pacnpocTpaHeH B KauyecTBe oduuManbHOro usgavus 6e3 paspeweHus depe-
panbHOro areHTCTBa N0 TEXHUYECKOMY PETYIMPOBAHUIO N METPONoruu
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BBepeHue

Hactosawmin ctaHfapT paccmatpmBaeT CMMBO/bI, KOTOPble MOTYT 6bITb UCNONb30BaHbl 418 nepejayun
HEeKOTOpbIX acrneKkToB WMHpopMauumn, BaXKHbIX ANA PEryInpyoLWmUx opraHos Npu oueHnBaHMn 6e3onacHoro u
Hagnexatero NpUMeHeHus MeguUUHCKNX n3genmin. HeobxoaMMocCTb Nepesayun Takoi nHpopmauum Bmecte
C usfjenvem onpejeneHa BO MHOMMX Peryampyowmx JOKYMeHTax B pasnuyHbiX obnactax. Tpebyemyr WH-
thopmMaunio MOXXHO pa3mellatb HENOCPEACTBEHHO HAa U3Aennn, Ha ero aTMKeTKe WAN B COMPOBOAUTENbHOW
[LOKyMeHTauunmn.

Bo mMHorux ctpaHax TpebyeTcs, 4Tobbl AN OTOOPa’KeHUA TEKCTOBOW MHMOPMALUN HA MeJULUHCKUX
n3genmax 61 UCNONb30BaH MX POAHON A3blK. B TO >ke BpeMs, N3roToBUTen CTPEMSTCA CHU3UTb PacxXofbl
Ha MapKMpPOBKYy MyTeM YMeHblueHWs obbema MHpopMauuu UAN VMHbIM pauuoHanbHbiM CNOCO60M. 3TO MO-
>XeT BbI3blBaTb NPo6aeMbl, CBA3aHHbIE C NePEBOLOM, AU3aNHOM U NOTUCTUKOM, KOrja TeKCT Ha aTUKeTKe unun
[OKYMeHTaunmn BbINONHEH Ha HECKO/IbKUX fi3blkax. Hanpumep, nonb3oBarensm, KOTOPbIM npejocTasnsercs
nsgenve ¢ nHopmaumeli Ha pasHbIX A3blkaxX, MOTyT UCMbITbIBATb TPYAHOCTW, BKAKOYas MOTEPI0 BPeMeHU
npu NOMCKe HeobXoAMMON MHPOPMALUM HA COOTBETCTBYIOLLEM SA3bIKE.

HacTtosiwuii ctaHgapT npegnaraeTt pelleHne 3TMx Npobnem C NOMOLLbIO 06LeNPU3HaHHbIX MeXyHa-
POAHbLIX CUMBOJIOB C TOYHO ONpefeNeHHbIMN 3HaYEeHUAMMN, KOTOPbIe He 3aBUCAT OT A3bIKa.

Mpu hopMmpoBaHUMN CUMBOOB, KOTOPblE AOMKHbI OblTb BKIOYEHbI B HACTOALWMUIA cTaHAapT, TeXHuYe-
ckuii komutet UCT/TK 210 npuaHan HeO6X0AUMOCTb CUCTEMHOI MeTogonornn ans paspaboTky BblGopa u
Banujaunu npegnaraeMblx CUMBOOB. OTOT nopsagok onpegened s NCO 15223-2 .

Hactosawmin ctaHfapT B NepByto oyepefb nNpefHasHavyeHa Ana U3rotoButeneil MeguumnHCKuX nagenuii,
KOTOpble NPoAatoT UAEHTUYHbIE NPOAYKTbl B CTPaHbl, B KOTOPbIX CYLLECTBYIOT pas/nyHble A3blKOBble Tpebo-
BaHVA 4N MapKUPOBKM MeAMLMHCKUX U3aennin. HacTosawmii cTaHgapT Takxke MOXeT oKasaTb NMOMOLLb:

- AUCTPUGBLIOTOPaM MEANLNHCKUX U3Lennii nan 4pyrum npeactaButensiMm n3roToButenen;

- MEJULNHCKUM paboTHNKaM, OTBETCTBEHHbLIM 3a MNOArOTOBKY COTPYAHUKOB, a TakXe TEM. KOTopble yXe
npowwnn obyyeHue;

- IMuam, oTBETCTBEHHbBIM 3a Nocnenpofja)kHoe HabngeHne 3a NpoayKunen;

- perynmpyrlowmmM opraHamMm 34paBOOXpaHeHus, ucnblTate/bHbIM nabopaTopusam, opraHam no cepTu-
thukaumu n gpyrum opraHmsaumsiM, KOTopble HecyT OTBETCTBEHHOCTb 3a NpaBOBOe perynnposaHue, pacnpo-
cTpaHsaloleecs Ha MefuuMHCKMe U3fenns, a Takke TeM opraHu3auusam, KOTopble HeCcyT OTBETCTBEHHOCTb
3a nocrnenpofaxHoe HabnweHue;

- NoTpebuTensaM UM KOHeYHbIM MOoNb30BaTeNsaM MeAULMHCKUX U3fenunii, Kotopbie nonyyaroT usgenms
OT pa3HbIX MNOCTaBLUNKOB, N UMEIOT pa3Hble A3bIKOBble CNOCOGHOCTU.

HacToswumii ctaHgapT BKAOYaeT B cebsa TexHuyeckmii nepecmotp MCO 15223-1;2007 n EH 980:2008.
a Takke CMMBOMbI 1 TpeboBaHNSA K HUM. BK/IOYEHHble B NpeablfyLlyto pefakunio aTux ctaHgapTtos. 3a no-
cnefHve rogbl npocnexusBanacb ycTonumsoe c6nmxeHne TpeboBaHWii K cumBonam, BKIOYEHHbIX B ICO
15223-1 n EH 980. 1 Tenepb MHOrve U3 NpeabIAyLUNX pasnnuunii Mexay cTaHgaptTamMmu npeogoneHsl. Hacto-
AWK cTaHAapT npefcTaBnseT coboi 3HaunTeNbHbIV Wwar Bnepes B o6nactn 6e3onacHoro n apheKTMBHOro
NCMNONb30BaHNSA CMMBOMIOB 6€3 NpPUMeHeHUs A3bIKOBOW MHGpopMauuu, gaBas U3rotToBUTENAM, perynmpyto-
LMM OpraHam v ApyrMM 3anmHTepecoBaHHbIM ANLAM eAVHbIA Habop rnobanbHbiX CMMBOJOB ANA MUCMONbL30-
BaHUA UX C MEAULMHCKUMU U3AENNAMMN.
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HAUMWOHANBHBIA CTAHAAPT POCCUWNCKOW SGEOLEPALWNMN

N3LEANA MELULMHCKUE

CUMBO/bI, NPUMEHAEMbIE NPU MaPKUPOBAHUN HA MeAULUHCKUX U3hennsx,
3TUKeTKax U B CONPOBOANTENbHOW AOKYMeEHTaL K

YacTtp 1

OcHoBHble Tpe6oBaHus

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

fata BBefeHnsa — 2015— 06— 01

106nacTb NPUMEHEHMS

Hactosawumii ctaHgapT onpegenseT Tpe60BaHUS K CUMBOMAM, MPYMEHSIEMbIM NPY MapKUPOBKE Meau-
LUVMHCKUX U3Aennii gna nepejaun nHhopmMmaumm, Heobxoaumoli ans 6e30MacHOro U NpaBUIbHOTO UCMO/b30-
BaHUSl MeULUMHCKNX n3genuii. B Hactoawmii cTaHAapT Takke BKIOYEHbI JOMNONHUTE IbHbIE CUMBO/bI, KOTO-
pble Y40BNEeTBOPSAIOT Tpe60BaHUsAM HaCTOALWEero ctaHaapra.

O6nacTb NMPUMEHEHMS HACTOSILLErO CTaHAapTa OrpaHWyeHa CMMBONAMW, NMPUMEHUMBIMU K LLUMPOKOMY
CneKkTpy MeAULMHCKUX U3AEenuid, peanusyemMbiX Ha MeXAYHapOfHOM pbIHKE W, KOTOpble, crejoBaTefbHo,
[AO/MKHbI COOTBETCTBOBATL Pa3/NYHbIM PErYIMPYIOLLNM TPe6GOoBaHNAM.

3TV CUMBONbI MOTYT 6bITb UCMONb30BaHbl HEMOCPEACTBEHHO Ha U3JENUN, HA STUKETKe (YNakoBKe) Unu
B CONPOBOAUTENbHOI JOKYMeHTauuu. TpeboBaHMa HaCTOSALWEro cTaHfapTa He npeAHa3HayeHbl 4Na npuve-
HEeHUs K cneynryHbIM CUMBONAM, YCTAHOB/EHHbLIM B pyrMx cTaHjaprax.

2 HopMaTuBHbIE CCbINKK

B HacTofllemM cTaHgapTe MCMNoAb30BaHbl HOPMAaTUBHbIE CCbINKW Ha cneayowmne cTaHfapTbl.

MNCO 7000 Mpadnyeckne cMMBONbI, HAHOCMMbIEe Ha o6opyfoBaHue. PerncrpaymoHHble cumsonbl (1ISO
7000, Graphical symbols for use on equipment - Index and synopsis)

NCO 8601 MpeactaBneHne gat v BpemeHn. Obuwme TpeboBaHusa (ISO 8601. Data elements and inter-
change formats — Information interchange — Representation of dates and times)

NCO 14971 WN3pgenna meanumHckue. MNpuMeHeHne MeHeKMeHTa pucka K MefULMHCKUM U3[envusam
(1ISO 14971, Medical devices — Application of risk management to medical devices)

NCO 15223-2 N3pennsa meguumHckme. CUMBO/bI, NPUMEHSIEMbIE NPU MapKNPOBaHUN Ha MefULNHCKNX
M34ennax, aTMKeTKax U B CONPOBOAUTENbHONM AOKyMeHTauuun. Yactb 2. Pa3paboTka, BbI6Op 1 Banugaums
cumBonoB (ISO 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 TepMUHbI 1 onpeaeneHuns

B HacTosiem ctaHfjapTte npumMeHeHbl TepMuHbl No NCO 14971, a Takxke crnefytolime TepMUHbI C CO-
OTBETCTBYIOLUMU ONpefeneHNaAMN:

M3paHve opuymanbHoe
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3.1 xapakTepucTnyeckana unHdopmaumsa (characteristic information): WHopmauma o csolictBe unm
CBOliCTBax 06beKTa UM COBOKYNHOCTU O6BLEKTOB.

3.2 onucaHune (description): HopMaTUBHbI TEKCT, CBSA3aHHbIN C BOCNPOU3BEAEHMNE OpUrnHana CMMBO-
na v onpegensowmii uenb, o6nacTe 1 cryyam NPUMEHEHUs1 opurnHana cumBeona.

3.3 atukeTka (label): MucbmeHHasn, nevatHas unm rpadumyeckas nHopmMmauus, npejcrasasioWwas ca-
MO MeJuUMHCKOoe nsjenve.

MpumeuvaHne — AgantnposaHo u3 GHTF/SG1/N43:2005.

3.4 mapkuposka (labeling): UHdpopmaunsa, npegoctaBneHHas M3rotoBuTenem, Kotopas npefycmMoT-
peHa n cBA3aHa C MeJULMHCKMM n3fenvem, npukpenneHa K HeMy UanM HaHeceHa Ha Nnobyto Tapy usgenus
UMW UHYIO YNaKOBKY.

MpunmeyvaHne 1— 3Ta MHPOPMaLMA OTHOCUTCS K MAEHTU(DUKALMN, TEXHNHECKOMY OMUCaHUIO 1 UCMONb30-
BaHWIO MEJVLIMHCKOTO N3AEe/NNsi U He PacrpOCTPaHSETCA Ha CONPOBOAUTENBbHYHO AOKYMEHTALWIIO.

MpumeyvaHune 2— HekoTopble perMoHabHble U HALMOHaNbHBbIE perynupytoLime TpeboBaHns, OTHOCALLMe-
€A K«MapKMPOBKeE», onpeaeneHbl Kak «MHopMauus, npejoctaBnsemas M3rotoButenem.

3.5 cnmMBOA, NPUMEHAEMbI NPV MapKMpoBaHUN MefuumnHCcKoro nsgenus (symbol used in medical
device labelling): /I306pa)keHne Ha MapKupoBKe (3TUKETKe) N/unn B CONPOBOANTENBHOM AOKYMEHTauum me-
OULVHCKOrO M3fenvs, nepefgatoliee xapakTepucTUyeckyro MHpopmMaunio 06 06bekTe UM He CBA3aHHOe Co
3HaHMEM MOCTaBLLMKOM UMM NOTpe6bUTEeNeM KOHKPETHOrO A3blKa Hauuu UAN pervoHa.

MpumevaHne — CUMBON MOXKET 6bITb aGCTpaKTHbIM, HapuncoBaHHbIM NN npeacTtaBieHHbIM rpacbvme—
CKWU. NN Taknm, KOTOprI7I BbIMNMAANT KakK 3HaKOMbIE NpeaMeTbl, BKnkovas aﬂq)aBI/ITHO-LI,I/I(*)pOBbIe CUMBO/IbI.

3.6 HaumeHoBaHue (title): YHUKanbHoe nms. ¢ NOMOLLbIO KOTOPOro UAEHTUMULMPYIOT NN YNOMUHAIKOT
CUMBON.

MpumevaHune — 3aumcTBosaHo 13 M3K 80416-1:2008. onpegeneHuve 3.9.
4 0O6buwme TpeboBaHUs

4.1 CuMBONbI, NpeanaraemMble 4Ns BKIOYEHUs B cTaHA4apT

CumBONbI, NpegnaraeMble ANA BKIOYEHUS B HACTOALWMIA cTaHfapT, 4O/MKHbI 6biTb BanMgMpoBaHbl B
cooTtBeTcTBUN ¢ NCO 15223-2 .

Nlto6oii cumBon, NpegnaraemMbliii NS BKAOYEHUA B HACTOALWMIA CTaHAApT, LO/MKEH pacnpocTpaHsieTcs
Ha chepy MeaUUNHCKUX n3fennii 1 MeTb rnobanbHOe NN pernoHanbHoe NPUMeEHeEHNe.

4.2 TpeboBaHMA KNPUMEHEHUIO

Ecnn MeHe[KMEeHT pucka nokasbiBaeT, 4To AN nepejayn nHbopmauumn, Heobxoaumon 4na npasuib-
HOro MCNONb30BaHNA MEULUHCKOro U3Lenus, Ha ero ynakoBKe MAN B CONPOBOAUTENbHON [OKYMeHTauuu
MOTyT 6bITb NPUMEHEHBI CUMBO/bI, MOTYT 6bITb NCNO/Mb30BaHbl CUMBO/IbI, NPUBEEHHbIE B Tabnnue 1

CumBonbl, KOTOpble BKNtOYeHbl B ICO 7000. fo/mKHbI COOTBETCTBOBATL rpaduyeckoMy npejcrasne-
HUIO. ycTaHoBNeHHOMY B MMICO 7000. 0cO6eHHO B OTHOLUIEHUN pa3MepoB, BKAKOUYAs OTHOCUTENbHYIO TOAWNHY
NNHWIA, pPacnonoXXeHns (OpueHTauum) CMMBOAA UAN HaAU4YUS UM OTCYTCTBUSA 3aKpalleHHbIX UM 3aTeHeH-
HbIX y4aCTKOB.

MpumeuvaHune 1 — MexayHapogHas opraHM3auvs no ctaHgaptusauumn (MCO) n MexxgyHapogHas anek-
TpoTexHuyeckas kommcens (MOK) coBMECTHO MOALEP>KMBAKOT OHNANHOBYHO 6a3y faHHbIX rpatmMyeckux CMMBOOB A5
MCMONMb30BaHNA MX Ha MPOAYKLMW, KOTOpasi COAEMKMUT MOMHbIA Habop rpadmyecknux CMMBO/OB, BKIHOYEHHbIX B MCO
7000 1 M3K 60417. B ynoMsHyTOI 6a3e faHHbIX KadKablii rpacdnueckuii CUMBON MMEET NOpPSAKOBbIA HOMeEpPY, HaMMeHo-
BaHVe (Ha aHrMICKOM U (hpaHLLy3CKOM A3blKax), rpadmuyeckoe npefcrasneHne B oopmare GIF 1 BektopHoM hopmare
PDF » HekoTopble JONONHUTENbHbIE JaHHbIE B 3aBYCUMOCTU OT O6CTOATENLCTB. PasinyHble MOMCKOBbIE U HABUTaLMOH-
Hble BO3MOXHOCTW NO3BO/AKOT 061ErYnTh NOUCK rpadurueckmx cumMBonoBs. VHhopmauma 0 noayyeHun goctyna B yrnoms-
HYTYHO 6a3y faHHbIX NprBegeHa B MHOPMAaLMOHHBIX CO06LLEeHMAX MCO 1 MIK. nnn ee MOXHO NofyunTb B HALMOHaTb-
HOM OpraHe no crtaHgapTU3aLum.

B npouecce MeHeKMEHTa pucKa W3rOTOBUTENb [OMKEH ONpefennTb COOTBETCTBYHOLWWI pa3mMep
CMMBOAA, YTOGbI TOT 6bI1 YATAEMbIM 418 BbINOJHEHUS CBOMX (DYHKLNIA.
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MpumMeuvaHune 2 — HacToAWwmid CTaHAAPT He NpeabsBAsieT TPeGoBaHWS K KOHKPETHOMY LBETY UMM M-
HUMa/IbHOMY pa3mepy CMMBOJIOB, MPUBEAEHHbIX B Tabnvue 1. a Takke He HOPMUPYET OTHOCUTE/bHBIN pasmep CUMBO-
IOB.

BakHO, 4TOGbl CMMBO/bI MCNONb30BaNMCh AOMKHbIM 06pa3om. PyKOBOACTBO MO Hajnexkawemy uc-
Nnofb30BaHMIO 06LLMX 3arpeLlarwmnx CMMBONOB 1 3HAKOB OTPULAHWUSI MPUBEAEHO B NPUIOXKeHUn B.

Mepepf ncnonb3oBaHWEM CYMBO/OB M3rOTOBUTENb AO/MKEH NMPOBECTU OLLEHKY pUCKa, KOoTopas rapaHtu-
poBana 6bl. YTO MCMONb30BaHNEe CUMBONA He MPUBHECET HEMPUEMNEMbIi pUCK.

NMpnmeyvaHnne 3 — [na [ONONHUTENBHOM MHpOPMALMM NO MEHEMKMEHTY pucka— cm. MICO 14971.

C/vMBO/IbI MOFYT MCNONb30BaTbCcA 6€3 CONPOBOAMTENLHOIO TeKcTa. Tam rage perynupyrowmmmn tpebo-
BaHWAMU NpejycMOTPEH COMPOBOAMTENbHbIV TEKCT, HAMMEHOBaHNE CUMBONA, BK/IHOUYEHHOrO0 B HACTOALLUIA
cTaHfapT, cnegyeT cumTtath JOCTATOYHbIM. BCe afneMeHTbl faT N BpeMeHU, KOTopble npejctaBNeHbl CUMBO-
namMu. JOMKHbI 6bITb BbIMNOAHEHbLI B COOTBETCTBMW C NpaBunamu, n3noXxeHHoimm B MCO 8601.

4.3 [Apyrve cMmMmBO/bl

B HekoTOopble CTaHAapTbl BKAOUYEHbI A4OMNONHUTENIbHbIE CUMBO/IbI, KOTOPbIE MPYMEHUMbI K OTAENbHbIM
BUAAM WAN TPynnaM MeAVLUHCKUX U3AENni UNN K YaCTHbIM CUTyaLuaM. VICTOUHUKM, B KOTOPbIX YNOMSAHYTbI
3TW CUMBOJbI, NPUBEAEHbI B 6MGAnorpadun. AToT NepeUeHb He SIBASETCA UCUeprbIBaoLWUM.

5 CumBOnbI

Korga ato uenecoo6pasHo, nHopmMauus, Heobxogumas ANa NPaBUNbHOFO MCNONb30BaHWSA, LOMKHA
6bITb yKazaHa Ha MeAMLMHCKOM M3[e/IUK1, HA ero yNnakoBKe UMM B COMPOBOAUTENLHOM JOKYMEHTaumMm ¢ no-
MOLLIbIO COOTBETCTBYIOLLMX CUMBOJIOB, KOTOPble NpuBejeHbl B Tabnuue 1.

M3roToBUTENIb MOXET NCMNO/b30BaTh M0G0V NMOAXOAALNIA CUMBO/ HE3ABUCKMO OT Kateropum, B KOTO-
pYIO OH BK/HOYEH.

NMpumevaHne — Tabamuya 16bina chopmMmpoBaHa No KateropusiM CUMBO/IOB A1 MPOCTOTbI MCNO/b30Ba-
HUs. Kareropus, B KOTOPYIO CUMBO/ BKIKOYEH, HE MMEET 3HaueHVs. MNopsfoK BKIKOUYEHNS CUMBOMIOB B T€ WU MHble KaTe-
ropyn. B KOTOPbIX OHM pa3MeLLEeHbl, He ABNSETCA MPUOPUTETHLIM. MpUMepbI UCNOoNb30BaHMS CYUMBO/IOB MPYIBEAEHbI B
NpUoXXeHnn A.
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MpunoxxeHune A
(cnpaBoyHoOe)

Mpnmepsbl

A.1l NMpumep npumeHeHna cumeona 5.1.1 «M3rotoBuTeNb»

r 7
HavmeHoBsaHve, agpec
L 1
A.2 Mpumep npumeHeHnsa cumeona 5.1.1 «M3roToBUTENbL» COBMECTHO C CUMBO/IOM «[lata N3rotoBneHuUsA»
r 1
HanmeHoBaHwue, agpec 2005-06
L J

A.3 TMpumep npumeHeHns cumBona 5.1.2 «YNOAHOMOYEHHbIVi npejctaButens B EBponelickom
coobuiectse»

E C R E P HavimeHoBaHve, agpec

A.4 MpymMep npvMeHeHns cumBona 5.1.3 «lata U3roToBAEHUs»

2004

2004-06
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A.5 Mpumep npumeHeHna cumeona 5.1.4 «<Mcnonb3oBaTtb Jo ...»

2005-09-15

A.6 Mpumep npumMeHeHusi cumeona 5.1.5 «Kog naptum»

r M

LOT e

L J

A.7 NMprMep NprMeHeHns cumBona 5.1.6 <Homep no kartanory»

r M

REF e

L J

A.8 Mpumep npumeHeHns cumsona 5.1.7 «CepuiiHblii HOMep»
r “1

ABC123

FOCT P NCO 15223-1— 2014

“1

2005-09
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A.9 lMpumepbl NPUMEHEHUS CUMBO/IOB «CTepuibHas XXNUAKOCTb BHYTPU U34ennsa»

r n

STERILE EO

L J

MpumeuaHue 1— B HaCTOAWEM NpUMEPE MEAULIMHCKOE W3AEeNNe COAEPXUT CTEPUILbHYHO YKUAKOCTb, KO-
TOpasi nofBepranach CTepunmM3aLyin OKCMAOM 3TUNeHa.

r 1

MpumMeuyaHne 2 — B HaCTOsILEM MPUMEPE MEAULMHCKOE M3OENME COAEPXKUT CTEPUbHYHO XKUAKOCTb, KO-
Topasi noggepranachk pagMauyioHHol cTepunmsaumn.

r ~1

STERILE I 1

MpumeuaHne 3— B HACTOsALIEM NMPUMEPE MEULIMHCKOE W3AEeNNe COAEPXUT CTEPUILHYHO YKUAKOCTb, KO-
Topas nofBepranachb CTEPUNM3ALMI NAPOM UMN CyXUM TEM/IOM.

A.10 Mpumepbl NPUMEHeHNsI CUMBOJ/IOB, OTHOCSILLUXCSA K TeMnepaTtypHOMYy uana3oHy

BepxHsas rpanvua HwxHAs rpaHvua TemnepartypHbIi
TemneparypHoOro TemneparypHoro AnanasoH
OmanasoHa AvanasoHa
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A.11 Mpumepbl NpuMeHeHna cumeona 5.3.8 «ijnanasoH BNa>KHOCTU»

r n r
90%06

A.12 Mpumep npumeHeHns cumeona 5.3.9 «<OrpaHnyeHne atTMochepHOro faBneHunsa»

A.13 Mpumepbl npumeHeHnsa cumeona 5.5.5 «Coaep>XMmMoro JoctatoyHo ANA MPoOBeAeHus n-Kkonnyectsa
TEecToB»

A.14 Mpumep npumMmeHeHus cumeona 5.7.1 «<Homep nauueHTa»

r

ABC123
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MpunoxkeHve B
(cnpaBou4HoE)

MprmMmeHeHne obLero 3anpeLljarollero CMMBO/a 1 3Haka oTpuLUaHusa ctaTyca

B.1 O6wwuii 3anpeLuatoLLmii CMMBON

06K 3anpeLLarowmii cMMBON (Kak 1 NprBefeHHbI B ICO 3864-1) npegHasHaueH A/s yKasaHus Ha 3anpeLa-
tolee gericteue. Mpy MapkypoBaHUM MEAVLIMHCKUX W3LENViA 3anpeLuarollyin Kpyr ¢ AuarOoHaslbHOWM YepToli cnegyet
MCMoMb30Barth 418 NpuaHns 3anpeLlaroLLero 3HaveHns, Hanpumep, cumeon 5.4.2

«He ucnonb3oBaTb NOBTOPHO». 3anpeLlatoLmii CUMBOA MHOTAA NPUMEHSAIOT He C LeNbio MapKupoBaHus mMeau-
LIMHCKVX U3JENNIA, Hanpumep, B 3HAYEHNN «HE COAEPXKUT». BadkHO, YTOObI NpUMEHEHMe 3anpeLLatoLLero cMMBoia cooT-
BETCTBOBA/O €0 NpefyCMOTPEHHOMY 3HAUYEHWIO, U HE NPUBOAWI K BO3HUKHOBEHUIO ONACHOCTEN 13-3a HEONOHUMaHUS.

B.2 3Hak oTpuuaHus ctaTtyca

Ecnun narotoButensiM Heobxoavmo nNpouHhopMUpoBaTk MoMb30BaTeNeil o 3anpeTe Ha YTo-MM60 B OTCYTCTBUE
COOTBETCTBYIOLLENO 3anpeLatoLero CMMBOa, To M CrieflyeT BOCMO/b30BaTbCA METOLOM, NpuBeAeHHbIM B MOK 80416-
3. pasgen 7 (3HaK «X» nepekpbIBatoLLMA CUMBO/). XOTA U He PeKOMEHJYeTCs, HO NCNoNb30BaTb NOJO6HbIE 3HaKV OfHO-
BPEMEHHO C CMMBO/IAMU, MPUBEAEHHBIMW B HACTOSILLIEM CTaHAapTe, pa3peLlaeTcs.
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Mpunoxxexne A
(o6s3aTenbHoe)

CBefleHUs1 0 COOTBETCTBMU CCbINOUHbIX MEXAYHAaPOAHbIX CTaHJapToB
HaUMOHaNbHbIM cTaHgapTam Poccuiickoli ®egepaunn
N AeNCTBYIOWMM B TOM KayecTBe MeXrocyaapCTBEHHbIM cTaHaapTam

Ta6bnnuya JAN

OGO3HaYEHE CCHITOYHOTO MEXIYHAPOIHO-  CTeneHb CooTBET- 0BO3HAYEHVIE 11 HAMIMEHOBaHVIE COOTBETCTBYHOLLIETO HaLMO-
ro cTaHzapTa cTBYst Ha/TEHOTO. MEYKTOCY/JAPCTBEHHONO CTaHaapTa

nco 7000 - -

NCO 8601 - -

NCO 14971:2007 roT FOCT ISO 14971-2011

«A3genms megmupmHekvie. NMpUMEHeHe MeHemKMeHTa
pricka K MeAULMHCKUM U3LENNSIM»

MCO 15223-1:2007 toT roCT P MCO 15223-1-2010
«3penns meguumHckue. CUMBOSbI, NPUMEHSIEMble
NPy MapKUPOBaHUN Ha MEAVLIMHCKUX U3LEeNnsiX, 3Tu-
KeTKax U B COMPOBOAUTENBHOI IOKYMEHTaLMM.
YacTtb 1. O6wme TpeboBaHus»

* COOTBETCTBYIOLLMIA HALMOHANbHBIA CTaHAaPT OTCYTCTBYET. [1o ero yTBepXKaeHs PEKOMEH/YETCS UCMOoNb30-
BaTb NepPeBO/ Ha PYCCKUIA A3bIK JAHHOMO MEXIyHapOAHOro CTaHgapTa. MNepeBoj AaHHOTO MEXayHapoaHOro cTaHaap-
Ta HaxoauTcsi B deaepaibHOM MH(POPMALIMOHHOM (DOHAE TEXHUUECKUX PErfiaMeHTOB U CTaHAapTOB.

MpuMeuvaHue — B HacTosLel TabnMLe UCMOb30BaHO CAEAYIOLEee YCIOBHOE 0603HAUeHe CTENEHN
COOTBETCTBMSI CTaH4apPTOB:

- IDT — wnAeHTUYHbIEe CTaHapThbl.
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NCO 181132 N3genns mMeguuMHCKUE AN in vitro guarHoctrkv. VHdopmauus, npefoctasnsemas npov3soaute-
nem (3TMKeTMpoBaHve). YacTb 2. MpodeccrnoHanbHble peaktuBbl 415 iN Vitro AnarHOCTUKIN

1SO 18113-3 In vitro diagnostic medical devices — Information supplied by the manufacturer (labelling) — Part 3: In
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NCO 18113-3 N3penma mMegvumHCKre Ans in vitro gnarHoctukun. VHopmaums, npegoctaBnsemMas npovsBoguTe-
nem (3TMkeTupoBaHue). Yactb 3. MpoeccnoHanbHble MHCTPYMEHTbI 418 in Vitro AnarHoCTUKN

1SO 18113-4 In vitro diagnostic medical devices — Information supplied by the manufacturer (labelling) — Part 4: In
vitro diagnostic reagents for self-testing5

NCO 181134 UN3genns mMeguumHCKUE AN in vitro gunarHoctrkv. VHdopmauus, npefoctasnsemas npovssoaute-
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