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MpeaucnoBue

1 MOATOTOBJEH 3akpbiTbiM akuMoHepHbiM obwecteom «MEOUTECT» (BAO «MEOUTECT») Ha
OCHOBE COOGCTBEHHOrO ayTeHTUYHOTO NEPEBOAA HA PYCCKUI A3bIK MEXAYHAPOAHOro CTaHAAPTAa, YKA3aHHOIO
B NyHKTE 4

2 BHECEH TexHu4eckuMm KOMUTETOM MO craHgaptusauum TK 436 «YnpasneHue kayeCtBOM meau-
LIMHCKUX U34ennny

3 YTBEPXXOEH W BBENEH B JIEMCTBUE [Mpukaszom deaepanbHOro areHTCTBA MO TEXHUYECKOMY
perynmpoBaHuto u metponorun ot 04 moHsa 2014 r. Ne 499-ct

4 Hacroswmit ctaHaapT uaeHTUYeH MexayHapoaHomy ctaHaapty MCO 15223-1:2012 «U3penua me-
avunHckne. CUMBONbI, MPUMEHSAEMbIE NPU MapKMPOBAHUM HA MEAULMHCKUX U3AENUAX, ITUKETKAX U B CO-
npoBOAMTENbHON AoKyMeHTauuu. Yactb 1. OcHoBHble TpeGoBaHuAy (ISO 15223-1:2012, «Medical devices
— Symbols to be used with medical device labels, labelling, and information to be supplied — Part 1: Gen-
eral requirementsy)

Mpu npyMeHeHun HaCTOALLEro cTraHAaapTa PeKOMEHAYeTCA MCNOMb30BaTh BMECTO CCbINIOYHBLIX MEXaY-
HapoAHbIX CTaHAApTOB COOTBETCTBYIOLLUME UM HALMOHANbHbIE CTaHAapTel Poccuiickon denepauun u aen-
CTBYIOLLME B 3TOM KayeCTBE MEXrocyapCTBEHHble CTaHAapTbl, CBEAEHUS O KOTOPbIX NPMBEAEHbI B A0NOM-
HUTENbHOM Npunoxexnun OA

5 BSAMEH roCT P UICO 15223-1-2010

lMpasuna npumeHeHus Hacmoswez2o0 cmaHfapma ycmaxoenexbt 6 FOCT P 1.0—2012 (pa3den 8).
UHbopmayusa 06 usMeHeHuUsIX K Hacmosuiemy cmaHo0apmy nybnukyemcs 8 exe200HOM (110 COCMOSIHUIO Ha
1 aHeaps mekyuieeo 2oda) UHOPMaUUOHHOM yKazamerne «HauuoHarnbHble cmaHOapmbi», a ochuyuarns-
HbIl meKkem U3MEeHeRUll U NonpasoK — 6 e€XeMeCaYHOM UHOPMaUUOHHOM yKazamene «HauuoHarnbHble
cmarOGapmbl». B crniydae nepecmompa (3ameHbl) unu ommeHbl Hacmosauwie2o cmaHdapma coomeemcemey-
rowee ysedomneHue bydem onybnukoeaHo e bnuxaliueM ebifycke UuHghopmayuoHHo20 ykasamens «Hauu-
OHanbHbie cmaHOapmbly. Coomeemcemeyiowas UHgopMayus, yeedoMrieHuUe U meKcmsl pasmewiames
makxe 8 UHgopmayuoHHol cucmeme oblezo nonb3oeaHus — Ha oguyuanbHoMm catime ®edeparnbHoz20
aseHmemea rno MexHU4YeCKoMy pezynuposeaHulo U Memposiozuu e cemu lHmepHem (gost.ru)

© CraHgaptuHdgopm, 2015

B Poccuiickon denepanmm HaCTOAWMIA CTAHAAPT HE MOXET ObiTb MOMHOCTLIO UMM YAaCTUYHO BOCHMPO-
M3BEJEH, TUPAXUPOBAH M PaCNpPOCTPaHeH B kadectse oduumanbHoro uzganus 6e3 paspewenus depe-
panbLHOro areHTCTBa NO TEXHUYECKOMY PEryNMPOBaHUIO N METPONOrMU
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BBeneHue

Hacroswuin ctaHaapT paccmMaTpuBaeT CUMBOIbI, KOTOPbIE MOTYT GbiTh UCMOMNb30BaHbI ANA NEpPefayn
HEKOTOPbIX acnekTos MHAOPMAaLIMK, BKHBLIX AN PErynuMpyowwmux opraHoB Npu oueHuBaHuu 6€30nacHoro
Hagnexailero NPUMEHEeHN MEAULMHCKNX n3aenuin. HeoGXxoaAMMOCTb nepeaayn Takoi uHchopmauuu BMeCTe
C u3genvemM onpegesnieHa BO MHOTMX PErynupyloLmMx JOKYMEHTax B pasnuyHbix obnactsax. Tpebyemyto uH-
dopmaumio MOXHO pa3meLLaTb HENOCPeaACTBEHHO Ha U3Aenuu, Ha ero STUKETKE UMM B CONPOBOAUTENbHON
JOKyMeHTauuu.

Bo MHorux crpaHax Tpebyercs, 4ToObl AnA 0TOOPaXeHUs TEKCTOBOW MHpOpMaUMN Ha MeAMLUHCKUX
usgenusix Obin UCMONbL30BaH MX POAHON s3biK. B TO e Bpems, U3roTOBUTENN CTPEMATCS CHU3UTL Pacxobl
Ha MapKMPOBKY MyTEM YMEHbLUEHUA 06bema UHDOPMALUKM UMW UHBIM paLMoHarnbHbiM cnocobom. 3To mo-
XKET BbI3blBATb NPOONEMbI, CBA3AHHBIE C NEPEBOAOM, AN3ANHOM W NOTUCTUKOW, KOTAA TEKCT HA 3TUKETKE UMK
[IOKYMEHTAaLMK BbIMOSIHEH HA HECKOMbKUX A3blkax. Hanpumep, nonb3oBaTensam, KOTOpPLIM NPeAoCTaBnNsaeTCs
usgenue ¢ MHopmaumen Ha pasHbiX A3blKax, MOTYT UCMbITbIBATL TPYAHOCTU, BKMIOYAS NOTEPIO BPEMEHW
npu noucke HeobxoaAnMOoN MHAOPMAaLMK Ha COOTBETCTBYIOLLEM A3bIKE.

Hacroawwmi ctaHgapT npeanaraer pelueHme aTux npobnem ¢ NOMOLLLIO O6LUEeNpU3HaHHbIX MeXayHa-
POAHbIX CUMBOJIOB C TOYHO ONpeAeneHHbIMU 3HAYEHUSAMU, KOTOPbIE HE 3aBUCSAT OT A3blKa.

Mpu chopMupoBaHun CUMBONOB, KOTOPbIE AOIHKHBI ObITh BKMIOYEHBI B HACTOALLMIA CTaHAAPT, TEXHUYe-
ckuii komutet UCT/TK 210 npusHan HeobxoaAMMOCTbL CUCTEMHON METOAO0NOrMu ans paspaboTku Boibopa u
Banuaauuu npegnaraembelx CMMBOMOB. 3TOT nopsaok onpeaeneH B UCO 15223-2 .

HacTosiwuin ctaHaapT B NepBylo ovepedb NpeaHasHavyeHa AN U3roToBuTeNein MeAULMHCKUX U3 ernid,
KOTOpbIE NPOAAIOT UAEHTUYHBIE NPOAYKTLI B CTPAHbI, B KOTOPLIX CYLLECTBYIOT pa3finvHble A3bIKOBbIE Tpebo-
BaHWA ANA MapKUPOBKU MEAULIMHCKUX M3aenuin. HacToALmMIA CTaHaapT Takke MOXET OkasaTb MOMOLLb:

- AMCTpUBBLIOTOPaM MEeAULIMHCKUX U3AENWUIA UNKU APYIMM NPEACTAaBUTENAM U3TOTOBUTENEN;

- MEAMLMHCKMM paboTHMKaM, OTBETCTBEHHBLIM 38 MOArOTOBKY COTPYAHUKOB, @ TAKXXe TEM, KOTOPbIE YXKe
npowinm oby4yeHue;

- NMuaM, OTBETCTBEHHbLIM 3a NOCNEnpoAaXHOe HabniogeHne 3a Npoaykuuen;

- PEerynupylolmmM opraHam 34paBOOXpPaHEHWs, UCTIbITaTENbHLIM NnadopaTopusamM, opraHaMm no Cepru-
dmkauum u gpyruM opraHm3auusim, KOTopble HECYT OTBETCTBEHHOCTb 3@ NPABOBOE PErynMpOBaHue, pacnpo-
CTPaHALLEECcs Ha MeAULUMHCKME U3enus, a Takke TeM OpraHusauusaM, KOTOpble HECYT OTBETCTBEHHOCTb
3a nocnenpoaaxHoe HabnoaeHue;

- noTpebuTenAM UNM KOHEYHLIM NOMb30BaTENSAM MEAULMHCKUX U3ENUI, KOTOPLIE MONyYaloT u3genus
OT pasHbIX MOCTaBLUMKOB, U UMEIOT PasHble A3bIKOBbIE COCOOHOCTH.

Hacroswumii craHgapt BknovaeT B ceda TexHudeckui nepecmorp MCO 15223-1:2007 n EH 980:2008,
a Takke CUMBOIbI M TPEBOBAHUA K HUM, BKIMIOYEHHBbIE B MPEAbIAYLLYIO PeAaKUMIoO 3TUX CTaHAapToB. 3a no-
cnegHue roAbl NpPoOcneXuBanach ycTolhuuBoe conmkeHune TpeboBaHui K CMMBONaM, BKIOYEHHbIX B MICO
15223-1 n EH 980, 1 Tenepe MHOrMe u3 nNpeablAyLLMX pasnuuunii Mexay craHaapramu npeoaorneHsl. Hacro-
ALWMIA CTaHAAPT NpeacTaBnseT coboii 3HaYMTENbHLIN LWar Bnepes B o6nacrtu 6e3onacHoro u ahekTmMBHOro
MCNONb30BaHUA CMMBONOB 6€3 NMPUMEHEHNUS S3bIKOBOM MHOpPMaLuun, JaBas M3rOTOBUTENSAM, Perynupyo-
UMM OpraHaM U ApYruMm 3auHTEPecOBaHHbIM NULAM €AUHbIA HAOOP rnobanbHbIX CUMBOSIOB Af1S1 UCMOMb30-
BaHWA UX C MEAULMHCKUMM U3OENUAMMU.
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HAUMWOHANBbHBIU CTAHOAPT POCCUUCKON ODEJEPALUUNMN

U3pnennsa MEQUUNMHCKUE

CHUMBOJIbI, NPUMEHAIeMble NPU MAPKUPOBAHUM HA MEAULIMHCKUX U3aernusX,
3TUKETKaX U B CONPOBOAUTENLHOM AOKYMEHTaLumn

YacTtb 1
OcHOBHbIe Tpe6oBaHUA

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

Nara BBeaeHusa — 2015—06—01

1 O6nacTtb NnpUMeHeHus

Hacrosiwmin crangapt onpegensiet TpeGoBaHMst K CUMBONAM, NPUMEHSIEMbIM NMPU MAPKUPOBKE Meau-
LIMHCKMX M3AENUI AN nepegadn nHdopmaumm, Heobxoaumon ans 6e3o0nacHoOro M NPaBUNbLHOIO UCNOSbL30-
BaHWUS MEAULMHCKUX U3AENUi. B HACTOALLMIT CTAHAAPT TAKKE BKMIOYEHbI AONONHUTENBHBIE CUMBOIbI, KOTO-
pbl€ YAOBNETBOPSIOT TPeBOBaHMAM HACTOALLEro CTaHaapTa.

O6nacTb NPUMEHEHUA HACTOALLEr0 CTaHAapTa OorpaHU4YeHa CUMBONAMU, MPUMEHUMbBIMU K LUMPOKOMY
CMEKTPY MEAMUMHCKUX W3enuii, peanusyemMbiX Ha MEeXAYHapOLHOM PbIHKE W, KOTOPbIE, CNEAOBaTENbHO,
JOJDKHBI COOTBETCTBOBATL PA3NMUYHLIM PEryNUPYOLLMM TPeBoBaHUAM.

3TN cUMBONBLI MOTYT GbITb UCMONB30BaHbLI HEMOCPEACTBEHHO HA U3AENUK, HA STUKETKE (YNakoBKe) Unu
B CONPOBOAMTENLHON AOKYMeHTauun. TpeGoBaHUA HACTOSALLErO CTaHAapTa He NpegHasHayveHbl 4ns npume-
HEHUSA K cneuudUYHbIM CMMBOMAM, YCTAHOBIEHHbIM B APYrX CTaHgapTax.

2 HopmaTtuBHbIe CCbIKU

B HacTosiLeM cTaHdapTe UCNoMb30BaHbI HOPMATUBHBIE CChINKW Ha CNEeAyIoLMUe CTaHaapThl.

MCO 7000 Mpacbuyeckne CMMBOIbI, HAHOCUMbIE Ha 06opyaoBaHue. PerncrtpaumorHsie cumsonsl (ISO
7000, Graphical symbols for use on equipment — Index and synopsis)

MCO 8601 MpeacTasneHue gat u epemenun. Obwme TpebosaHus (ISO 8601, Data elements and inter-
change formats — Information interchange — Representation of dates and times)

NCO 14971 UN3pgenua meguumHckue. NpuUMEHEeHne MEeHeLKMEHTa pucka K MeauUMHCKUM U3genusam
(ISO 14971, Medical devices — Application of risk management to medical devices)

NCO 15223-2 Uspenua meauymHckme. CUMBOIbI, NPUMEHSIEMbIE NPU MapKUPOBaHWKM HA MEeAULIMHCKUX
u3genusx, 3TUKETKax U B COMPOBOAUTENBLHON AOoKyMeHTauuu. Yacte 2. PaspaboTka, BbiGop M Banugauus
cumeonos (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 U onpepeneHns

B HacTosiwem craHgapTe npuMeHeHbl TepMuHbl No MCO 14971, a Takke crneayowme TePMUHbI C CO-
OTBETCTBYIOLUMMU ONpEeSeneHNsIMU:

N3pgaHue ocouumanbHoe
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3.1 xapaktepucTuueckaa uHdgopmaumua (characteristic information): MHopmaums 0 CBOWCTBE unu
cBONCTBax 06bEeKTa UMM COBOKYMHOCTU ODBEKTOB.

3.2 onucaHue (description): HopmaTuBHbIN TEKCT, CBA3AHHLIN C BOCNPOU3BEAEHUE OpUrMHana CUMBO-
na v onpeaensiowmii uenb, 06nacte u cryyau npuMeHeHUs OpurmHarna cumBona.

3.3 atuketka (label): NMucbMeHHasn, neyaTHas unu rpaduyeckas uHgopmauus, NpeacTaenaLwLas ca-
MO MeJWLUMHCKOE usgenue.

MpuMedaHue — AgantupoaHo nsa GHTF/SG1/N43:2005.

3.4 mapkupoBka (labeling): MHcdopmauusa, npegocTaBneHHas U3roTOBUTENEM, KOTOpas npeaycMoT-
peHa u cBAizaHa C MeJULMHCKUM u3genuem, NpukpensieHa K Hemy Unu HaHeceHa Ha nobyio Tapy usgenus
UMK UHYIO YMaKOBKY.

MpumedaHune 1— 3TaMHPOPMALMS OTHOCUTCA K UGEHTUPUKALIMN, TEXHNHECKOMY OMUCAHUI W UCTIOSNB30-
BaHW0 MEAMLMHCKOro U3LEeNus U He pacnpoCTPaHAETCs Ha COMPOBOAUTENBHYHO AOKyMEHTaLMIO.

MpuMedaHue 2— HekoTopble perMoHaribHble U HaUMoHarbHEIE perynupyrole TpeGoBaHuUs, oTHoCALME-
Al K «<MapKMpPOBKe», OMpeferieHbl Kak «MHopMaLus, NpejocTaBnseMas U3aroToBUTENeM».

3.5 cumBoON, NpUMeHAEMbINA NPU MapKMpOBaHUM MeauUMHcKoro usgenua (symbol used in medical
device labelling): M3o6paxxeHne Ha MapkUPOBKe (STUKETKE) UW/UMK B CONPOBOAMUTENBLHOWM AOKYMEHTaLUUN Me-
OVLUMHCKOTO U3Zenusi, nepepapoLlee XapakTepucTMYeckyo nHgopmaumio 06 00bekTe U He CBSAI3AHHOE CO
3HaHneM nocrtaBLLUUKOM UK I'IOTpef)VITeJ'IeM KOHKPETHOro A3bika Hauun nnu pernoHa.

MpuMedaHue — CKMMBON MOXET ObiTb abCTpaKkTHBIM, HAPUCOBaAHHLIM UMW NPefCTaBMeHHbIM rpaduye-
CKW, UMK TakMM, KOTOPLIN BbIFMAAMWT KaK 3HaKoMble NpeAMeThl, BKNtoYasa andaBuTHO-UUGPOBLIE CUMBONLI.

3.6 HaumeHoBaHue (title): YHukanbHOE MMSA, C NOMOLLbLIO KOTOPOrO MAEHTUDULUMPYIOT UM YNOMUHAIOT
CUMBOI.

MpumeyvyaHue — 3aumcTsoBaHo U3 MOK 80416-1:2008, onpegeneHune 3.9.
4 O6wune TpeboBaHUsA

4.1 CumBonbI, NnpeanaraemMbie AnA BKIIHOYEHUA B CTaHAapT

CuMBOSbI, Npeanaraemble AN BKIOYEHUS B HACTOSLLMIA CTAaHAAPT, AOIDKHbI ObiTb BanMaupoBaHbl B
cooTBeTCcTBUU ¢ NCO 15223-2 .

Jlio6on cumBon, npeanaraeMblit Ansi BKNIOYEHUs1 B HACTOSILLMIA CTAHAaPT, AOMMKEH pacnpoCTpaHseTcs
Ha cdhepy MEANLIMHCKMX U3AENUIA U UMETD rMobanbHOe UMM PErMoHanLHOE NPUMEHEHHE.

4.2 Tpe6oBaHUA K NPUMEHEHUIO

Ecnn MeHeakMeHT pucka nokasbiBaeT, UTo A4NA nepeaayn mHgopmauum, Heo6xoaMMON ANs NpaBUnb-
HOr0 UCMNOMb30BAHUA MEAULIMHCKOTO U3AENus, HA €ro ynakoBKE MM B CONPOBOAMTENLHOW AOKYMEHTALMU
MOTYT ObITb NPUMEHEHbI CUMBOJTbI, MOTYT ObITb UCMOJIb30BaHbI CUMBOJIbI, NPUBEAEHHbIE B Tabnuue 1.

Cumeonsl, koTopble BKModyeHbl B MCO 7000, AOMKHLI COOTBETCTBOBATL rpadduyeckoMy npeacraBne-
Huto, yctaHosneHHomy B MCO 7000, 0co6eHHO B OTHOLLEHMU PasMepPOB, BKMOYAsi OTHOCUTENbHYIO TOMLLMHY
NVHWUIA, PacnonoXeHnua (opueHTauum) CUMBONA UIU HaNUYUA UMM OTCYTCTBUS 3aKpALLEHHbIX WU 3aTEHEH-
HbIX Y4aCTKOB.

MpuMmevaHnne 1 — MexgyHapogHas opraHudayus no craHgaptusayuu (MCO) n MexayHapogHas anek-
TpoTexHu4eckaa koMucens (MIOK) coBMecTHO noaaepKuBaroT oHMNanHoBYO 6a3y AaHHbIX rpaduyeckux CUMBOSIOB ANs
UCMNOMb3OBaHUA UX Ha NPOAYKUMU, KOTOpas CoAepXWUT MOmHbIA Habop rpadu4eckux cUMBONOB, BKMtoYeHHbIX B UCO
7000 1 MOK 60417. B ynomaHyToih 6a3se faHHbIX Kaxablid rpacuyeckuii CUMBON UMEET NOPSIAKOBLIA HOMepY, HauMeHo-
BaHWe (Ha aHrnuitckoM U ppaHUy3CcKoM sA3bikax), rpaduyeckoe npegcrasneHne B ¢popmate GIF u BektopHoMm dopmaTte
PDF 1 HekoTOpble AONOMHUTENbHLIE laHHbIE B 3aBUCUMOCTU OT 06CTOATENLCTB. PasnuyHbie NOMCKOBLIE U HaBUIraLUOH-
Hble BO3MOXHOCTU NO3BONSAOT 06neryuts Nouck rpadpudeckux cuMeonoB. MHdbopMauus o nonyveHuu JocTyna B ynomsi-
HyTyto 6a3y faHHbIX NpuBeaeHa B UHOpMaLMOHHLBIX coobLeHnsax MCO u MOK, unm ee MOXHO NONYYUTb B HALMOHanNb-
HOM opraHe no cTaHgapTU3auun.

B npouecce mMeHemKMeEHTa pucka U3rOTOBUTENb AOIDKEH OMPEAEernuTb COOTBETCTBYIOLUMIA pasmep
CUMBONA, YTOObI TOT ObIN YUTAEMBIM ANSI BLIMOMHEHUSI CBOUX (DYHKLIUN.
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MpunmMevyaHnune 2 — HacToAwmiA cTaHfapT He nNpeAbABNSET TpeboBaHUA K KOHKPETHOMY LIBETY UNU MU-
HUMarbHOMY pa3Mepy CUMBOJIOB, MpPUBEAEHHLIX B Tabnuue 1, a Takke He HOPMUPYET OTHOCUTENbHLIA pasMep CUMBO-
noB.

BaxHo, YTOObI CHMBOSILI MCMOMNbL30OBANUCL AOMKHLIM 06pa3oM. PyKOBOACTBO NO HaAnexaiiemy Wc-
Nonb30BaHMIO 0OLLMX 3anpeLLAIoLLMX CUMBOJIOB M 3HAKOB OTPULIAHWUA NPUBEAEHO B NPUNOXeHuH B.

Mepep UCNoNb30BaHWEM CUMBOSIOB M3TOTOBUTENb AOIDKEH NPOBECTM OLEHKY PUCKA, KOTOPAs rapaHTu-
poBana 6bl, YTO UCMONMbL30BAHUE CUMBOJIA HE MPUBHECET HEMPUEMNEMBIA PUCK.

Mpumevanue 3 — [nA AoNonHUTENLHOW UHDOPMALUN NO MEHEAXMEHTY pucka — cMm. UCO 14971.

CuMBONbI MOMYT UCNONb30BaTLCA 0€3 CONPOBOAUTENBHOrO TeKCTa. Tam rae perynupylowmmm Tpe6o-
BaHMSAMU NPeAyCMOTPEH COMPOBOAMUTENbHbIA TEKCT, HAUMEHOBAHWE CUMBOMA, BKNIOYEHHOIO B HACTOALLMNA
CcTaHAapT, cneayeTt cuuTaTbh JOCTaTOuYHbIM. BCe aneMeHTbl AaT U BPEMEHU, KOTOpble NPeACTaBNEHbl CUMBO-
namu, AOSMKHbI ObITb BbINOJNIHEHLI B COOTBETCTBMU C NpaBunamu, u3noxexHoimu 8 UCO 8601.

4.3 Olpyrme cuMBOnbI

B HEKOTOpPbLIE CTAHAAPThI BKIMIOUEHBI [OMOMHUTENbHLIE CUMBOSIbI, KOTOPLIE NPUMEHUMBI K OTAENbHBIM
BMAAM UK TPYNMNaM MEeAMLIMHCKUX U3AENMUIA UMM K YACTHBIM CUTyaumAaM. UCTOUYHWKN, B KOTOPbIX YNOMSIHYTbI
3TV CMMBONbI, NPMBEAEHbI B OuGnuorpacmn. 10T NepeyeHb He ABAAETCSA UCHEPNLIBAIOLLIUM.

5 CumBonbl

Korpa 310 uenecoo6pasHo, uHdopMaums, Heobxoaumasa Ana NPaBUNLHONO UCMONbL30BAHUA, AOMKHA
ObITb yKasaHa Ha MEQMLUMHCKOM W3AEeNuM, HA Ero ynakoBKe UMM B CONPOBOAMUTENLHOW AOKYMEHTaLMK C no-
MOLLbIO COOTBETCTBYIOLLMX CUMBONOB, KOTOPLIE NMpuBEAEHbI B Tabnuue 1.

M3roToBUTENL MOXET MCMONbL30BATh M0G0 NOAXOAALMA CUMBON HE3ABUCUMO OT KATErOPUM, B KOTO-
PYIO OH BKMIOYEH.

MpumevyaHune — Tabnuuya 1 6bina cchopMmpoBaHa No KaTeropusasM CUMBOJSIOB ANA NPOCTOTLI UCNONb3oBa-
HWA. KaTeropus, B KOTOpYHO CUMBON BKIIOYEH, HE UMEET 3HayeHUs. [opsfoK BKINIOYEHUS CUMBOSIOB B T€ UMW WHbIE KaTe-
ropuy, B KOTOPbIX OHW pasMeLleHbl, He SIBNSAETCA NPUOPUTETHBIM. MpUMepbl UCNONBb30BaHWUA CUMBONOB NMPUBEAEHLI B
NPUIOXeHUN A.



Tabnuya

CcblnoYHbI HOMEp

cMMBO/a Bona
5.1 NMpou3BoacTBO
511 M3rotoBuTenb

*1

HanmeHoBaHue cum-

1 - CumBOfbI, NpeAocTaBnsoLWLne UHopMauuio,

OnucaHue
cumona3l

YKa3blBaeT U3roto-
BUTENSA MeaULMH-
CKOro 13genus, kak
3TO onpefeneHo B
OupexkTnBax EBpo-
nerickoro cooblue-
ctBa 90/385/EEC,
93/42/EEC 1
98/79/EC

BaXKHYI0 A1 HAA/eXallero npuMeHeHUs MeauLUHCKUX n3aenuii

TpeboBaHus

HactosawuiA cumBon
[OJ/IXEH COMPOBOX-
Aatbeca MHopmauu-
eli, pasMeLLeHHOoiA
BMecCTe C CMMBOJIOM,
KoTopas BKovana
6bl HAMMEHOBaHNE ”
agpec n3rotoBuTens
(T.e. naeHTUDNLM-
poBana nmuo, KoTo-
poe BbinyckaeT Me-
ANUMHCKOE n3aenuve
Ha PbIHOK).

B cooTBeTCTBUM C
[Ounpektueoin 98/79
EC, agpec usroto-
BUTENA He ob6sa3a-
Te/IbHO HaHOCUTb Ha
KOHTEWHep g4 in
vitro, Kak aTo onpe-
neneHo B ICO
18113-2, NICO
18113-3, CO
18113-4 n NCO
18113-5, 3a UCK/I0-
YeHneM crnyyaes,
Korfa KoHTelHep
ABNSAETCHA Of4HOBpe-
MEHHO M BHELLUHUM
KOHTENHEpPOM

VHdbopMaLMoHHble
npumMeyaHus

OrpaHuyeHune
Ha 1cnosib3oBaHune

[ OononHUTENbHbIE
TpeboBaHuns

MpunmeyaHune 1
- Hacrtosawwit cum-
BOJ1 UCMONb3yeTcs
ANs yKa3aHusi UH-
copmaymm, Heobxo-
oumoli B EBponeB

MpumevaHne 2
- MNonHoe onpepe-
NeHne noHATnA «M3-
roToBUTE/Ib» MpuBe-
AeHo B [lnpektusax
EC 90/385/EEC,
93/42/EEC u
98/79/EEC.

MpumevyaHne 3
- PykoBopacTtso no
npumeHeHuto Tpebo-
BaHuii Aupektns EC
90/385/EEC 1
93/42/EEC npuse-
neHo B EH 1041.

MpumeyvaHne 4
- fata usrortosrne-
HUSA, & Takxe UMms 1
afpec M3rotosuTe-
N5, MOryT 6bITb 06b-
efIMHEeHbI B OfVWH
CUMBOJ.

MpnmeyaHne 5
- OTHOCUTENbHbIN
pasmep cumBona u
pasmep UMEeHMU ”
ajpeca He HOpMU-
pytoTcs.

MopsKoBblii
Homep
B ICO 7000

3082
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MpogomkexHne Tabnuubl 1

CCbI/IOYHBbIN Homep HavmeHoBaHue cum-

cumBO/1a BONa
5.1.2 YNONHOMOYEHHbIN
r "| npeacTaBuTesb B
EBponelickom co-
obLiecTse
L J

OnucaHve
cumsona3

Yka3blBaeT ynos-
HOMOYEeHHOro
npeacTaBuTesb B
EBponelickom co-
oblecTBe

Tpeb6oBaHus

HacToswuii cumeon
[IO/KEH COMPOBOX-
JaTbCA HaumMeHoBa-
HMeM 1 agpecom
YNO/THOMOYEHHOr O
npeacraesnTens B
EBponelickom co06-
LecTBe, pacnoso-
XEHHbIM PAJOM C
CMMBOJIOM

Anpec He TpebyeTcsi
HaHOCUTbL Hemnocpea-
CTBEHHO Ha KOHTel-
Hep AN in vitro, Kak
3TO onpefeneHo B
NCO 18113-2, NICO
18113-3, ICO
18113-4 n NCO
18113-5, 3a ucknio-
YeHneMm cryyaes,
Korga KoHTeliHep
ABNSIETCA O4HOBpEe-
MEHHO 1 BHELUHUM
KOHTelHepom

VHdopmaLoHHble
npyMeyaHns

OrpaHuyeHne
Ha vcnosib3oBaHne

LlononHutensHble
TpeboBaHusa

MpumeyvaHue 1
- Hactoswwii cum-
BOJ1 UCMOJIb3YeTCs
[ONA yKazaHusi H-
hopmanum, Tpedye-
Moii B EBponeiickom
coobLecTse.

MpumeuvaHune 2
- PykoBogcTtBO Mo
npYMeHeHuto Tpebo-
BaHuii Anpektne EC
90/385/EEC 1
93/42/EEC npuBe-
neHo B EH 1041.

MpnmeyvaHune 3
- OTHOCMKTENbHBbIN
pasmep cMmMmBofa u
pasvep VMeHU 1
agpeca He HoOpMU-
pytoTCS.

MopsakoBbIli
HoMep
B NCO 7000

T-€¢¢ST OO d 100

102
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Mpogomkenne Tabnmubl 1

CCbINIOYHbI HOMEp

cumBoOna BO/1la

5.1.3 [JaTta mnsrotoBne-

r 1 HUA

HanmeHoBaHue cum-

OnucaHne
cnmeona3

YkasbiBaeT gary,
Korga 6bl10 M3ro-
TOB/IEHO MEeAULUH-
cKkoe usgenve

TpeboBaHus

HacTtoawwnii cumeon
LOJHKEH COMPOBOX-
JaTbcs fatoil nsro-
TOoBNeHuA. OTa farta
LOJ/KHA 6bITb Bbl-
nosiHeHa B COOTBET-
cteunm ¢ MCO 8601 B
Buae vetbipex undp
roga, n, Nnpu Heob6-
XOAMMOCTU BKIO-
yaTb ABe Lupbl
mecsaua n aBe und-
pbl AHA Mecsaua.

LaTta gonxHa 6bITb
pasmeljeHa pagom c
CMMBOJIOM

VH(opMaunoHHble
npumevaHusa

OrpaHunyeHune
Ha Mcnosb3oBaHne

MpnmeyvaHne 1
- OTHOCUTENbHBLIN
pasMep cumMBOa W
pasmep gaTbl He
HOpMMUpYOTCS.

MpunmevaHune 2
- Hactosawuin cum-
BO/1 MOXHO WUCMNO/b-
30BaTb C 3aTeMHe-
Huem nnun 6e3. flata
M3roToBNEHUA, a
Takxe umsa n agpec
M3roTOBUTENA MOTYT
6bITb 06BbEefUHEHbI B
OfiIMH CUMBOI/I.

MopsaakoBbIi
JononHutesnbHble PAA

TpeboBaHus Homep
P B ICO 7000
B EBpones: 2497

-naTtoin MoxeT
cuntaTtbCcsa rog, rog
n mecsay nnn roga,
Mecsau U AeHb, B
COOTBETCTBUMN C
TpeboBaHUAMM
COOTBETCTBYHOLW e
Ovpektusbl EC;

- HacToAWNA cnm-
BOJ1, MOXeT OblTb
ncnonb3oBaH Anf
npeHTugurkaumm
Mecsiua uroga
M3roToBNEHUA ANA
aKTUBHbIX UMMNaH-
TUPYEMbIX Mean-
LWHCKUX n3genui,
WUIN To4 BbliNyckKa
AN aKTUBHBIX Me-
OVLUHCKNX n3ge-
nuniA, Korga cpok
rogHOCTW He ykKa-
3aH, B COOTBET-
cTBUK c TpeboBa-
HUAMU COOTBET-
cTBytouwen Aupek-
Tnebl EC

¥10Z—1-€¢2¢ST OO d LDO0l



MpogomxkeHne Tabnuubl 1

CcblIfI0YHbIA HOMEP HaunmeHoBaHue cum- OnvcaHve
cumBoa BO/1a cumBona3
514 Vicnonb3oBaTtb 0  YKa3bliBaeT gaty,

nocsie UcTeyeHus
KoTOpoW usgenve
He [0/KHO WNCNoSb-
30BarbCA

5.1.5

I -

LOT

Koa naptuun YKa3blBaeT Kop,
napTuun, KOTopbIm
N3roToBUTENDb
naeHtTudunymposan
napTuio m3genus

TpeboBaHusA

HacTosAwwmii cumson
[OJIKEH CONPOBOX-
JaTtbcsa gaToi usro-
ToBNEeHuA. OTa gara
[ONXHa 6bITb Bbl-
NnosiHeHa B COOTBET-
cTBun ¢ CO 8601 B
BMAe yeTbipex undp
roga, u, npu Heob-
XO4MMOCTU BK/IO-
yaTb ABe Ludpsbl
mMecsaua u ase unug-
pbl AHSA Mecsua.

[ata posmxHa 6biTb
pasmMelleHa psiaoMm c
CMMBO/IOM

HacTtosiwuii cumeon
LLO/MKEH COMPOBOX-
fAaTbCsl KOAOM nap-
™n.

Kog, maptuu gomxeH
ObITb pasmeLyeH
pSAOM C CMMBOIOM

VHhbopmaumoHHble
npvmeYaHms

MpnmevyaHne 1
- Hanpumep, unioHb
2002 r. moxeT 060-
3HayaTtbca Kak 2002-
06.

MpumeyaHune 2
- OTHOCUTESbHbIN
pasmep cumMBOaa U
pasmMep gatbl He
HOpMMpYIOTCS.

MpumeyvyaHne 3
- CMHOHMMOM «WuC-
nonb3oBatb 40 ...»
ABJIETCA «CPOK
rogHoOCTU».

MpunmevaHne 4
-4 na HekoTopbIX
MeANLUHCKNX n3ge-
nuii (Hanpumep, in
vitro) aTa pata gei-
CTBYET TO/NIbKO A0
BCKPbITUS MeAULMNH-
CKOro n3genus.

MpnmevyaHne 1
- OTHOCUTENbHbIN
pasmep cumBona u
pasmep koga naptuu
He HOpPMU-PYHOTCA.

MpunmeyaHune 2
- CUHOHMMaMN «KOf,
napTum» ABNAKTCA
«HOMep napTumn» n
«HOMEp cepun».

OrpaHnyeHve
Ha 1CMo/b30BaHne

MopsakoBbIi
Homep
B MICO 7000

JononHutenbHble
TpeboBaHMs

B EBponet: 2492

-faTtoii moxert
cumTaTbCs rog, rog
N Mecsl, Uaun rog,
Mecsl U AeHb B
COOTBETCTBUU C
TpeboBaHMsAMMN
cooTBeTCTBYyOL el
Oupektusbl EC;

- HacToAWMNIA CnUM-
BOJT MOXET 6bITb
ncnosb3oBaH Ans
onpegenexus 6es-
onacHoro cpoka
umnaaHTaymm ak-
TUBHbIX UMNNAHTU-
pyeMbIX MeaULWH-
CKMX n3genuin B
COOTBETCTBUU C
TpeboBaHMAMHM
Oupektusbl EC
90/385/EEC

2492
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%0 MpopgomkeHne Tabnuupl 1

HanmeHoBaHue cum-
BoNna

CcblfoYHbI HOMEp
cumBona

5.1.6 Homep no katano-
r n ry

5.1.7 CepuiiHbli HOmeEp

OnucaHue
cumBonia3

YKa3blBaeT HOMep
MeaguLUMNHCKOro us-
AeNna no Kkatanory
n3rotoeuTena

Yka3biBaeT cepuii-
HbIi HOMep n3ge-
NS, KOTOPbIM U3ro-
TOBUTE/Ib UAEHTU-
umumpoBasn KoH-
KpeTHoe usgenue

Tpe6oBaHus

Homep no katanory
[lONXEeH ObITb pas-
MelleH psaom
CYMBO/IOM

HacToswmii cumeon
[lO/XEH COMpPOBOX-
[aTbCs CepUuiiHbIM
HOMEPOM, KOTOpbIi
NPWCBOWA N3rOTOBU-
Tenb.

CepuiiHblii HoOMep
[OMIXeH 6bITb pas-
MeLLeH psiaoM ¢
CMMBOJIOM

VHhopMaLMOHHbIe
npumMevaHusi

MpunmeyaHune 1
- OTHOCUTENbHbI
pasmep cMMBOna U
pasmep Homepa no
KaTtasory He HOpMWU-
pytoTcs.

MpumevaHne 2
- CYHOHUMOM «HO-
Mep Mo kaTasnory»
ABNSIOTCA «CCbI/OY-
HbIli HOMEpP» U «MO0-
PSAKOBbI HOMEP>».

MpunmeyaHne -
OTHOCUTENbHbIN
pasmep cMmBoOna u
pasmep Homepa ce-
pyn  He HOpPMUPYHOT-
cs.

MopsfKoBbIii
Homep
B AICO 7000

[lononHuTensHble
TpeboBaHuns

OrpaHuyeHune
Ha MCMnonb30oBaHue

B EBponeb HOMep 2493
no katanory pas-
MellaeTcs nocne
CMMBONA WK NoA,
HAM 1 NpUMbIKaEeT K
Hemy. HacTosiwuii
CUMBO/T MOXET
6bITb BbINOSHEH
6e3 pamku, ofHako,
npegnonaraeTcs,
4TO TaKoi BapuaHT
MCNOJIHEHUA CUM-
Bosia 6yaeT BK/tO-
YeH B CeayroLLyto
pefakumio HacTo-
AlWero crtaHgapTa

B EBponebcepuii- 2498
HbIA HOMEpP pas-
MeLlaeTcsi nocne
cMMBONa WK nog,
HUM, NPUMbIKas K
Hemy. HacToswuii
CUMBOS B HacTos-
Liee BpeMs MOXeT
6bITb BbINO/IHEH
6e3 pamku, ofHako,
npeanonaraercs,
YTO Takoli BapnaHT
MCMNOIHEHUSI CUM-
Bosia 6yaeT BK/tO-
YeH B CneayoLyto
pefakuuio HacTo-
sillero cTtaHgaprta

T-€¢¢ST OO d 1004
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MpogomxkeHne Tabnuubl 1

MopsAakoBbIA

CCbINIOYHbI HOMEP HanmeHoBaHue cum- OnucaHve MHthopmaLnoHHbIe OrpaHunyeHune [JononHutensHble
cumBoOa BO/1a cumBona3 TpeﬁOBaHVIH npnmevyaHmna Ha ucnonb3oBaHue TpGﬁOBaHMH Homep
B MICO 7000
5.2 CTepunbHOCTb
521 CTtepunbHoO YKa3blBaeT, uTo MpumeyvyaHune - B EBponebuncnosib- 2499
r H MeauLUUHCKoe U3- Vcnons3oBaHue 30BaHne Hacrtos-
Aenve 6bI10 nog- HacTosLlLero CUMBO-  LLero cumeona
BEPrHyTO CTEpPUNU- na UCKIYaeT uc- orpaHumyeHo wu-
3auun nofib30oBaHWe OA4HO-  HULLIHONI CTepuau-
STER'LE BPEMEHHO C HUM 3auveii meguLmH-
CMMBONOB € 5.2.2 0 cKux nsgenuii
5.2.5. (nogpaspen 4.1,
EH 556-1, Bkioyas
L J npuMeyaHue K
HeMmy)
5.2.2 Crepunusauma ¢ YkasblBaeT, 4To MpunmevaHune 1 2500
r y  NpuMeHeHueM MeauLunHCcKoe ns- - Acentunyeckas
MeToA0B acentu-  Aenue 6b110 Noa- o6paboTka moxeT
yeckoih 06paboTKM BEPrHYTO CTEPUNN- BK/tOYaTb B cebs
STER”_E 3aummn ¢ npuMmeHe- hunbTpauuio.
HMem MeToAoB
A acenTquCKAOM 06- Mpumedarne 2
paGoTKM - Wcnonb3oBaHne
HacCToALLEero CUMBO-
L i na ucknyaert uc-
nosib30BaHne cum-
Bona 5.2.1.
5.2.3 Crepunusaumsa YKa3sblBaeT, 4To MpnmeyaHne - B EBponebucnosib- 2501
r 1 OKCUAOM 3TuieHa MeauuuHcKoe u3- VMcnons3osaHue 30BaHne Hacrtos-

STERILE &°

aenve 6b110 nog-
BEPrHyTO CTEPW/IN-
3auun oKcuaom
aTuneHa.

HacToALWero CMMBO-
na ncknw4aeTt uc-
nosib3oBaHMe CuUM-
Bona 5.2.1.

uiero cumsona
orpaHuyeHo u-
HULWWHON cTepunu-
3aumein megnumnH-
CKMX nsgenuii
(nogpaspen 4.1,
EH 556-1, Bkitoyas
npumeyaHue K
Hemy)

T-€¢¢ST 00N d 1001
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Mpogomxkernne Tabanybl 1

CcblII0YHbIN HOMeEpP HanmeHoBaHue cum-

cumMBOSa BOMA
524 PapguaunoHHas
r N CTepunusayms
L J
5.25 Crepunusayus
r M Napom uau cyxum
Tensiom

STERILE |,

OnucaHve

TpeboBaHuA
cumBona3

YKa3blBaeT, uTo
MefuLMHCKoe n3-
aenve 6b110 nog-
BEPrHyTo paguauu-
OHHOW cTepunusa-
Lmm

Yka3blBaeT, 4To
MeAULMHCKoe U3-
aenuve 6bI10 Noa-
BEPrHYTO CTEPUNM-
3auuu napom uam
CyXMM Tennaom

MHhopmaLmoHHble
npyMeYaHms

MpunmevaHune 1
- HacTtoswwuit cum-
BO/T MOXET 6bITb
ncnosnb3oBaH Ans
UHhOpMMpPOBaHMS,
4yTO U3genve 6bI10
noaBeprHyTo o6ny-
YyeHuio.

MpumevaHune 2
- Wcnonb3osaHne
3TOro cCMMBOMA MC-
KNto4yaeT UCnosb3o-
BaHMe cumBsona
5.2.1.

MpumevaHune -
Mcnonb3oBaHune
HacTofLero cMMBO-
na ucknvaeT uc-
Nnonb30BaHNe CUM-
Bona 5.2.1.

MopsakoBbIi
Homep
B MICO 7000

OrpaHnyeHve
Ha 1CMo/b30BaHne

JononHnTenbHble
TpeboBaHMs

B EBponeb ncnosb- 2502
30BaHMe HacTos-
ero cumsona
orpaHuyeHo cu-
HULWWHON cTepunu-
3aumnein meauuUnH-
QY VAP
(nogpaspen 4.1,
EH 556-1, Bkiwo4yas
npvMeyaHue K
Hemy)

B EBponebuncnosib- 2503
30BaHue HacTosA-

Lero cumsona

orpaHuyeHo dwu-

HULLHOW cTepunun-

3aumeit MeguLmH-

(nopgpaspen 4.1,
EH 556-1, Bkioyas
npumevaHune K
Hemy)

T-€2¢ST OO d 100
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Mpogomxenne Tabnuubl 1

CCbl/IOYHBI HoMEp

cumBona
5.2.6
r n
L J
5.2.7
r N
/I HoOm\
/| sterilel
L J
5.2.8
r -|
L J

HavmeHoBaHve cum-
BOMA

He ctepununsosatb
NOBTOPHO

He ctepunbHo

He ncnonb3oBaTtb
npv NoOBpeXaeHnmn
ynakoBKu

OnucaHve

TpeboBaHus
cumBona3

YKa3sblBaeT, 4To
n3genve Hesnb3s
NOBTOPHO CTEPUNU-
30BaThb

YKa3blBaeT, 4YTo
n3genve He noga-
Beprasaocb crepu-
nmsauunmn

YKa3blBaeT, 4YTo B
cnyyae nospexpge-
HUA YNaKoBKN Heflb-
35 UCnosb3oBaTb
MeauLUUHCKoe U3-
nenwve

VHhbopmauyoHHble
npvmeYvaHms

NMpunmevyaHune -
HacTtosawmwmin cnmson
MOXET Takxe 03Ha-
yaTb «He ncnosb3o-
BaTb uU3genue, ecnu
cucTeMa cTepusibHO-
ro 6apbepa unu ue-
JIOCTHOCTb YNaKOBKM
HaxoAuTcsa nog
Yrpo30ii».

OrpaHnyeHve
Ha 1CMo/b30BaHve

HacTosAwmii cnm-
BOJ1 [IOJIKEH WC-

nonb3oBaTbCA A/1A

pasnuuus naeH-

TUYHbBIX U1 aHalo-

TMYHbIX MegununH-

CKUX U34enuii, Bbl-
nyckaembix B 0601x

BapuaHTax: B cTe-
pUIBHOM W HecTe-
punbHOM Buae

JononHutensHble
TpeboBaHuA

B EBponeb3Hauye-
HUe HacTosLero
CUMBOMA [O/KHO
6bITb 0O6BACHEHO B
NHpopmaymu,
npegocTasnsemoi
n3rotToBuTENEM

MopsiaKoBbIi
Homep
B ICO 7000

2608

2609

2606
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MpogomxeHne Tabnnybl 1

CCblNOYHbIA HOMEP

cumBOa BONa
5.2.9 CTepunbHas xug-
r ~1  KOCTb BHYTpW U3-
aenus
| STERILE | i
L 3

5.3 XpaHeHune

531 Xpynkoe, obpa-
LWaTbCA OCTOPOX-
HO
1
L ' J
5.3.2 He ponyckatb
r 1 M BO3JelicTBMA CON-

He4YHOro ceeta

HanmeHoBaHue cum-

Onuncaxve
cumsona3l

YKasbiBaeT Ha
Hanmyne cTepusb-
HOM XNAKOCTH
BHYTPU MefULNH-
CKOro usgenvs B
Tex cny4dasx, korga
cocTaBnswLumne
yactun mMeaunuuHCKo-
ro nsgenus, B T0M
yucne camo usge-
nve uennkom, He
MOryT MOCTaBNATb-
CA CTEepUbHbIMU

YKasblBaeT, 4To
MeAULNHCKOoe U3-
nenne MoxeTt 6biTb
CQIOMaHo unu no-
BPEeXAeHo, ecnn ¢
HUM He obpawaThb-
CA OCTOPOXHO

Yka3blBaeT, 4To
MeauLMHCKOoe 13-
nenve HeobxoAuMo
3almuaTb 0T BO3-
LelicTBUA COMHeuY-
Horo cBeTa

TpeboBaHus

MeTos cTepunusa-
UMK 4OMKEH 6bITb

yKaszaH Ha nycTom

none.

Ta yacTb MeauLH-

CKOro U3genusi, B
KOTOpOM KoTOopas

HaxoAnTCsl CTEPUIIb-

HaA XWAKOCTh,

Ao/mMKHa ObITh yKasa-

Ha B MHbopmaLuu,
npegocTasnsemoi
nsrotoBuTenem

NHdopMaymoHHble
npumMedaHus

OrpaHunyeHue
Ha Mcnonb3oBaHue

MpunmevaHne -
HacTtosawwmin cumson
MOXEeT TakXe O3Ha-
yaTb «bepeub OT
rpaga» (cm. NCO
7000).

MpunmevaHune -
HacTtosawmwmin cumson
MOXEeT TakXe O3Ha-
yaTb «JlepxaTtb
BAa/IN OT UCTOYHU-
KoB Tensa» (cm.
MCO 7000).

JononHutensHble
TpeboBaHuA

B EBponeb3Haye-
HVe HacTosLero
CUMBO/A [0/KHO
6bITb 06BACHEHO B
nHopmauuu,
npegocTaB/seMol
n3rotosutenem

MopsAakoBbIiA
Homep
B MCO 7000

3084

0621

0624
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Mpogomxernne Tabnuubl 1

CCblNIOYHbIA HOMEP

cumBoOna BONa
5.3.3 [epxaTb Bganun ot
r H VWCTOYHMKOB Tenna
N pagnoakTMBHOIoO
n3nyveHns
L [ N
534 Bepeub oT Bnaru

5.3.5 HwxHAA rpaHuua
TemnepaTypHOro

guanasoHa

HanmeHoBaHue cum-

OnucaHve

Tpeb6oBaHusa
cumBonas3

YKasblBaeT, 4To
MeaULUHCKOe U3-
Aenve Heob6xoaumo
3awuuwaTtb oT uc-
TOYHUKOB Tensaa u
pagvoakTuBHOro
N3nyyeHuns

YKa3biBaeT, 4To
MeAULNHCKOe U3-
nenue Heobxo4nmo
3awuwaTb OT Bnaru

YKa3biBaeT HUX-
HIOK FpaHuLy TeMm-

HwXHAa rpaHuya
TemnepaTtypHoro

OrpaHunyeHune
Ha Mcnonb3oBaHue

NHopMaymoHHble
npuMevaHns

MpumevyaHne -
HacTosAwwmii cumeon
MOXeT Takxe 03Ha-
yaTb «He gonyckartb
BO3eicTBUSA COM-
He4yHoro ceeta
pagnoakTMBHOIO
N3NYyYEeHNsI».

MpumeyvyaHne -
HacTtosawmwmi cumson
MOXeT Takxe 03Ha-
yaTb «CoxpaHATb B
CYXOM COCTOSAHUMN»

(cm. NCO 7000).

nepaTtypHoro gua-
nasoHa, B npeje-
flax KoToporo me-
OVLUMHCKOoEe n3ae-
Nine HafexHo co-
XxpaHsercs

AnanasoHa fo/hKHa
ObITb yKaszaHa psiaoM
C HWXKHEeN ropnsoH-
TanbHOW NUHKENR

MopsAakoBbIi
LononHutenbHble PAA

Homep
Tpe6oBaHuns
B MICO 7000
B EBponeb3Haue- 0615
HVe HacTosLero
CYMBOMA AOJ/HKHO
6bITb 06BACHEHO B
NHhopmauuu,
npegocTaBnsemoit
n3rotoBuTENEM
0626
0534

T-€¢¢ST OO d 10041
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MpogomkeHne Tabnuubl 1

CCbII04HbIA HOMEP HanmveHoBaHve cum-

cumBONa BOMA
5.3.6 BepxHsas rpaHuua
[ TemnepaTypHoro
AvanasoHa
1
*
L
5.3.7 TemnepaTypHblii

B AananasoH

y T

5.3.8
r Z -1

9

[Ovnana3oH Bnax-
HOCTK

OnucaHve
cMmBo/a3

YKasblBaeT BEpX-
HIOIO FpaHULYy Tem-
nepatypHoro aua-
nasoHa, B npege-
nax KoToporo mMe-
JMUMHCKOE u3fe-
Ne HaAexHo Co-
XpaHsieTcs

YkasblBaeT Temne-
paTypHblii gnana-
30H, B npegenax
KOTOPOro MeAULVH-
ckoe u3genue
HaAeXHO COXpaHsi-
eTcs

Yka3biBaeT guana-
30H B/IQXKHOCTK, B

MeULMHCKOe 13-
[enve HalexHo
coxpaHsieTcs

TpeboBaHuA

BepxHsa rpaHuua
TemnepaTypHoro
ananasoHa Ao/mkHa
6bITb YKa3aHa pPsiaoM
C HWXHEW ropusoH-
Ta/lbHOW NUHKEN

BEpXHIO 1 HUXHIOH
rpaHulbl Temnepa-
TYpHOro gnanasoHa
pekomeHAayeTcs yka-
3bIBaTh PSLOM C
BEPXHE U HWKHEN
rOpy30oHTaNbHbIMMK
NMHUAMU

[vana3oH BnaxHo-
CTV pekomeHayeTcs

BEPXHEN U HWKHeN
rOPU30HTa/IbHbIMY
JIMHWSAMU

VHchopMaLMOHHbIe OrpaHuyeHre JononHutensHble nozﬁgsb'm
npyveYaHus Ha 1CMosb3oBaH1e Tpe6oBaHuA & VGO 7000
0533
0632
B EBponeb3Have- 2620

HMe HacToALllero

6bITb 06BACHEHO B
NHdopmaLmn,
npesocTaBsaemMoi
N3roToBUTENIEM

T-€¢¢ST OON d 100

102



MpopomkeHne Tabnmubl 1

CCbINIOYHbIA HOMEP

cumBoONa BONa

5.3.9 OrpaHunyeHue art-
MocdhepHOro gas-

neHna

5.4 be3onacHoe ncnosnb3oBaHne

5.4.1 Buonornueckuii
puck
L J
54.2 3anpert Ha no-

N n

BTOpPHOE npumMe-
HEHne

HanmeHoBaHue cum-

Onucaxve

Tpeb6oBaHusa
cumeona3l

Yka3blBaeT 3Haue-
HUSE aTMOCIEpPHOTo
AaBneHus, B npe-
Jenax KOTopbIX
MeAULMHCKoe Un3-
Jenve HagexHo
coxpaHseTcsa

OrpaHnyeHus aTmo-
chepHoOro gaBneHuns
pekoMeHayeTcs yka-
3blBaTb PSAOM C
BEPXHEN W HWXHEN
rOpV30HTaIbHBIMU
JINHNAMM

Yka3biBaeT, 4To
CYLLEeCTBYIOT Mo-
TeHunanbHble 6Mo-
NOrn4yeckKme pucku,
CBsi3aHHble C Meaun-
LUHCKUM n3genvem

YKasblBaeT, 4To
MeauLUUHCKoe n3-
nenve npea-
HasHayeHo An4
eAVNHNYHOTO uUc-
nonb3oBaHusa, nUNn
4N ucnonb3oBa-
HUS Ha O4HOM na-
LMeHTe B TeyeHne

OfHOW npoueaypbl

NHdopMaymoHHble
npumMedaHus

OrpaHunyeHune
Ha Mcnonb3oBaHue

NMpnmevyaHune -
HacTtosauwmii cumson
He cnepyet nyTatb
Co 3HakoM «bunono-
rmyeckas onac-
HOCTb», NpefHa3Ha-
YEeHHbIM ANA npume-
HeHusA ero Ha pabo-
ynx mecTtax (cm.
MCO 7010).

MpunmevaHne -
CUHOHUMamMKn «3a-
npeT Ha NoBTOpHOE
npUMeHeHue» £B-
NATCA «0AHOpPa30-
BO€ McNosb3oBa-
HUe» N «KNCnosb30-
BaTb TO/IbKO OAVH
pas».

[JononHuTtenbHble
Tpe6oBaHuns

B EBponeb3Haye-
HVWe HacTosLero
CYMBOMA AOSHKHO
6bITb 06BACHEHO B
NHhopmauuu,
npegocTaBnsemoi
n3rotoBuTENEM

MopsAakoBbIi
HoMep
B ICO 7000

2621

0659

1051

T-€¢¢ST OO d 1LO0d

7102



ma MpogomkeHne Tabnuubl 1

o MopsiaKoBbIit
CCbl104HbIA HOMEP HavmeHoBaHve cum- Onvcanne TpeGosarus WHdhopmaLyioHHble OrpaHuyeHne LononHutenbHble HOMEp
cuMBONa BO/I& cmmBona3 nprMMeyaHms Ha MCMo/b3oBaHue Tpe6oBaHusi
P P B 1ICO 7000
5.4.3 O6paTtutechb K YKa3blBaeT Ha MpumevyaHne 1 1641
WHCTPYKLMKN MO HEeobxoAMMOCTb - CuHoHumom «O6-
NPUMEHEHNIO ANs nonb3oBartens paTuTecb K MHCTPYK-
03HaKOMUTbCSA C UM no npumeHe-
WNHCTPYKLMeR no HUIO» SiBNsieTCA
NPUMEHEHNIO «obpaTntechb K UH-
CTPYKLUMM MO 3KC-
nayataumm».
L J MpumevaHune 2

- ObpaTtuTte BHUMa-
HVe Ha pasHuLy
Mexay onucaHvem
HaCTOALLEro CUMBO-
na v cumsona 5.4.4.

T-€¢¢ST OO d 1001

¥10¢



MpogomkexHve Tabnuubl 1

CCbINOYHBIN Homep HavmeHoBaHue cum-

cumBO/1a BO/1la
5.4.4 OcTtopoxHo! O6-
r _| patuTech K WH-
CTPYKUMKM NO npu-
MEHEHMIO
L J
5.4.5 CofepXuT HaTy-
r 1 PpaibHbIi natekc
ANLATE)N
L J

OnucaHne
cMmBo/1a3

YKa3biBaeT Ha
HeobxoANMOCTb
ANS nonb3oBartens,
03HaKOMUTbCSH C
BaXHON WHdopma-
umen MHCTPYKUmMn
no NPUMEHEHWIO,
TakoW kak npeay-
npexaeHns n mepbl
NpesoCTOPOXHOCTH,
KOTOpble He MOTYT,
Mo pasHbIM Npuyn-
Hawm, pasmMeLleHbl
Ha MeULIMHCKOM
n3genum

YKa3sblBaeT, uTo
HaTypasibHbIiA Na-
TEKC uUcnosb3yeTcs
B KOHCTPYKUUN Me-
OUUMHCKOro usge-
nna unn B ero yna-
KOBKe

Tpeb6osaHus

MoxeT 6bITb M1C-
nosib30BaH Kak Ba-
pvaHT- CUMBON
«BHUMaHne»(cm.
NCO 7000-0434B)

VHhopmaLuoHHble
npumevaHus

MpumeuaHne 1
- ObpatuTe BHUMa-
HMEe Ha pasHuLy
MexXzay onncaHvem
HacToALLEero CUMBO-
na v cumsona 5.4.3.

MpumeuvaHune 2
- Hacrtosiwmin cum-
BO/ ABNSETCA MO
CyLLEeCTBY CMMBOJIOM
npefocTepexeHns n
[JOKEH MCNONb30-
BaTbCs, YTOObI 06-
paTuTb BHMMaHUe Ha
(hakT cyLiecTBoBa-
HUS1 KOHKPETHbIX
npegynpexaennii n
Mep NpesLoCTOPOX-
HOCTW, CBSA3aHHBIX C
MeaULUHCKUMU U3-
JenvisiMu, KoTopble
WHbIM 06pa3oM He
HaHeceHbl Ha yna-
KOBKY.

MpumeuvaHne -
HacTosAwumin cumson
ABNAeTCs npeay-
npexaeHnem ans
vu, nmerowme an-
nepruyeckme peak-
LMU Ha HekoTopble
NnpoTeuHbl, coaep-
Xaumecs B Hary-
pasibHOM NnaTekce.

OrpaHuyeHve
Ha vcnosib3oBaHne

HacTtosawmin cnum-
BOJ1 He cregyeT
nyTaTb CO 3HaKOM
«OCTOPOXHO»
npegHasHavyeHHbIM
ONA NpUMeHeHus
ero Ha paboumx
mMecTax

HacToawuii cum-
BO/1 HE PEKOMEH-
[lyeTcsi Ucnonb3o-
BaTb 4718 U3nenuii,
cofiepXallx CuH-
TETUYECKUii naTekc

LononHuTensHble
TpeboBaHus

B EBponeb3Have-
HWe HacTosALero
CMMBO/A JO/MKHO
ObITb 06BACHEHO B
nHopmMamm,
npefocTaBnsiemMoit
n3rotoBuTeNeEM

MopsaKoBbIii
HoMmep
B NICO 7000

0434A

YT0Z¢—1-€¢¢ST OON d LDOO.



& MpopomkeHne Tabnuubl 1

CCbIfIOYHbI HOMEpP

cumBoOna

HavmeHoBaHue cnum-

BO/1a

OnucaHue
cumsona3l

5.5 Cneynduryeckne cMMBObI, OTHOCALMECA K in-Vitro

551

5.5.2

CONTROL

MeguuunHckoe
nsgenve gnsa gva-
FTHOCTUKM in vitro

KoHTpo/ib

YKa3blBaeT, 4To
MeguunHcKoe ns-
nenve asnsetcs
n3genvem ansa gua-
FTHOCTUKM in vitro

YKa3blBaeT KOH-
TPONbHLIA MaTepu-
an, KoTopblii npea-
Ha3Ha4yeH A8 npo-
BEPKN paboumx
XapakTepucTuk apy-
roro MeanLuMHCKOro
nsgenns

TpeboBaHus

NHdopMaymoHHble
npumMedaHus

MpumeyvyaHune -
Ona xoHTponsa c oT-
puuaTtenbHbIM pe-
3yNbTatoM KUCNOSb-
3yeTcss CMMBO
5.5.3, a gna KoH-
TPOJIA C NOJIOXMN-

TeNbHbIM pe3y/bTa-
TOM - cumson 5.5.4.

OrpaHunyeHue
Ha ucnonb3oBaHne

HacTosAwwii cum-
BO/1 pekomeHAayeT-
CA MCNonb30BaThb
Ana naeHtTndguka-
LWn TONbKO Meau-
LUHCKUX U3genui
ONA ANarHOCTUKKY in
Vitro, OH He npume-
HAeTcs Ana naeH-
Tnpukauum mnspe-
NWiA, NnpegHasHa-
YEHHbIX AN18 npu-
MeHeHus B nabo-
paTopHbIX YCNOBU-
X

JononHutencHble
TpeboBaHuA

B EBponebHacTo-
ALWKWIA cMmBON UC-
nosib3yeTcs TOMbKO
Ons naeHtuduka-
LM MeguLMHCKNX
n3genuin gna gua-
THOCTUKM in vitro B
COOTBETCTBUYU C
OdvpekTunsoi
98/79/EC

MopsaKoBbIiA
HoMep
B MCO 7000

2494
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MpogomxkeHne Tabnuubl 1

CcblIfI0YHbIA HOMEP HaunmeHoBaHue cum-

cuMmMBOSa BOSI&
5.5.3 KoHTponb € oTpu-
r H uatesibHbIM pe-
3ynbTaToMm
CONTROL
L ]
554 KOHTposib C noso-
[ N KUTesNbHbIM pe-
3ynbTaTtom
CONTROL
L J
555 Copepxnumoro
r n  AoCTaTo4Ho Ans

npoBefeHus n-
KonmyecTBa Te-
CTOB

OnucaHve
cumBonas3

YKka3biBaeT KOH-
TPONbHLIA MaTepu-
an, KoTopblin npepg-
Ha3Ha4yeH 4ns npo-
BEpKU pe3ynbTatoB
B OXMAAaemMoM OT-
puuatensHoM gua-
nasoHe

Yka3biBaeT KOH-
TPO/IbHbIA MaTepu-
an, KoTopsblii npeg-
HasHaueH A npo-
BEpKM pe3ynbTaToB
B 0XWAAaemMOM Mo-
NOXUTENbHOM Auna-
nasoHe

Yka3blBaeT obuiee
KO/IMYeCcTBO TECTOB
in vitro, KoTopble
MOryT ObITb BbINOJI-
HeHbl C UCMO/b30-
BaHMeM peareHToOB,
cojepxalmxcs B
Habope mMeauLuH-
CKOTO mn3genusa ans
OVNarHOCTUKK in vitro

TpeboBaHusA

KonnyecTBo TecTos,
KOTOpble MOryT 6bITb
BbIMOJIHEHbI C UC-
nofb30BaHWEM CO-
aepxawmxcsa B
Habope MeguunH-
CKOro u3genus ans
ANArHoCTUKK in Vitro,
[OMKHO ObITb pas-
MeLLEeHO psLoM C
CAMBOJ/IOM

VHhbopmaumoHHble
npvmeYaHms

MpunmevaHune -
OTHOCUTE/bHbIN
pasMmep cumMmBona u
pasmep 4ymcna Konm-
yecTBa TECTOB, He
HOpMUMpYyeTCS.

OrpaHnyeHve
Ha 1CMo/b30BaHne

MopsakoBbIi

JononHutenbHble
TpeboBaHusA Homep
P B VICO 7000
2495
2496
0518

T-€¢¢ST 00N d 1001

¥T0Z
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Mpogomxkernne Tabanybl 1

CcblII0YHbIN HOMeEpP HanmeHoBaHue cum-

cumBona BOSa
5.5.6 Vicnonb3osaTtb
r n  TOJIbKO ANs OLEH-
A Kn (PyHKUMOHANb-

HbIX XapakTepu-
CTUK MefULUHCKO-
ro usgenunsa gns
OMNarHOCTUKK in
vitro

OnucaHve
cumBona3

YKa3blBaeT, uTo
MeAULNHCKOe U3-
Aenve Ans gnarHo-
CTUKM in vitro,
npegHasHayeHo
071 OUEHKN PYHK-
LMOHabHbIX Xa-
pakTepucTuk megm-
LMHCKOTO nsgenus
ONA ANarHoCTUKK in
vitro, o ero Bbinyc-
Ka B obpalieHve Ha
PbIHOK MeAULUH-
CKUX M3genuii ans
ONarHoCTuKM in vitro

TpeboBaHuA

MHhopmaLmoHHble
npyMeYaHms

MpunmevaHune 1
- CYHOHUMOM
HacTosALLero cCMMBO-
na ABnaetTca «Mme-
AVUNHCKoe nsgenve
ONA ANarHocTuky in
vitro gna KnnHu4e-
CKMX uccnegosa-
HUA>.

MpumevaHune 2
- MeguuynHckoe us-
aenve, Kotopoe
npefHasHavyeHo
TONbLKO AN1A OLEHKU
PYHKLUNOHANbHbIX
XapakTepucTuk me-
OVLWHCKOro usge-
nvsa, He npegHasHa-
YeHOo A/18 UCNOoJb30-
BaHus ero B nab6o-
paTopHbIX AMarHo-
CTUYECKNX nccnepo-
BaHMAX B MeAULUH-
CKMX uenax(Hanpu-
mMep, ANA nosfyyeHus
pe3ynbLTatoB Aua-
THOCTUKN).

MopsakoBbIi

OrpaHnyeHve JononHutenbHble
Ha 1Cnosnb3oBaHne TpeboBaHMs Homep
B ICO 7000
HacTosAwuii cum- MpumeHeHne
BOJ1 JOJ/KEH pas- MCO 7000-
MellaTbCAa Ha aTu- 3083

KeTke MeAULMHCKO-
ro usgenusa ans
ONarHoCTUKK in
vitro unn coBmecT-
HO C CUMBOJIOM,
yKasbiBalLWmm, 4to
MeaNUNHCKoe W3-
nenve aensietcs
MeANLUHCKUM W3-
nenvem ana auna-
FTHOCTUMKM in vitro

¥T0Z—T-€¢¢ST OO d 100



MpoponmkeHne Tabnmubl 1

Onvcaxve
cumBona3

CcCbUI0YHbIN HOMep HavmeHoBaHue cum-

TpeboBaHust
cumBOna BOMa

5.6 TpaHcdysus/mHdy3us

5.6.1 MecTo gns npo6
r N

YKka3blBaeT, 4To
MeANLUHCKoe 13-
Lenve unn Kom-
nnekTywouiee ans
cbopa KpoBW, KOTO-
poe BK/oYaeT B
cebs cuctema,

r npegHasHa4veHbl
N J nna céopa 6uoma-

Tepuana, HaxogAaT-

csl B MEULUHCKOM
N30ENNN NN KOH-
TeliHepe ANs KpoBu

e rg

5.6.2 Coaepxut xuna- Yka3biBaeT Ha
I J1 KOCTb Hamune XunaKocTum
- B MeJMWLUHCKOM
n3genun

5.6.3 AnuporeHHo YKa3biBaeT, 4YTo
n MeaNLUUHCKOe U3-

/ aAenne annporeHHo

ry & y

WHchopmaLyIoHHbIe
npyMeyaHms

MpumeyvaHne -
CVMBON He J0/IKEH
accounnpoBaTbCs C
30HOW, B KOTOPOW Yy
nauveHTa otbupa-

OrpaHvyeHve
Ha 1Crnosnb3oBaHue

[LononHutensHble
TpeboBaHusi

B EBponeb3Hauye-
HVe HacTosLwero
CYMBO/IA OO/HKHO
ObITb 06BSACHEHO B
NHopmauuu,
npegocTasisemoi
N3roToBUTENIEM

B EBponeb3Haye-
HVe HacTosLwero
CYMBO/1a O0/DKHO
6bITb 06BACHEHO B
NHpopmauun,
npegocTasisemoin
n3rotoBuTeEM

B EBponeb3Haye-
HVe HacTosLwero
CYMBO/1a A0/HKHO
6bITb 06BACHEHO B
NHopmauun,
npegocTasisemon
N3rotoBuTeEM

MopsakoBbIi
Homep
B /ICO 7000

2715

2722

2724

T-€2¢ST 00N d 1001
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£5 MpopomxkeHne Tabnnybl 1

CCbl/IOYHBIN HOMEP
cuvBona

5.6.4

r N

/2

\m |
L 4 ---

5.6.5

||—\
J

5.6.6

J

HanmeHoBaHue cum-
BONa

Yucno kanenb B
MUNNNNTPE XNA-
KOCTW

PUNbTP ANA XUa-
KOCTK C onpege-
NIeHHbIM pasme-
pom nop

KnanaH ogHocTO-
pOHHEro aeicTaus
(obpaTtHbIf KNa-
naH)

OnucaHve

TpeboBaHuA
cumBona3

YKasblBaeT 4ncrio
Kanesnb, cogepxa-
LMXcA B MUNNNU-
NUTPE XUAKOCTU

YKa3blBaeT, 4To
MH(Y3MOHHasA nnu
TpaHcdy3noHHas
cuctema MoxeTt
BK/KOYaTb B cebsi
unbTp AN Xna-
KOCTU C pasHbIMu
pasmepamu nop

YKa3sblBaeT, 4To
MeAuLUHCKoe n3-
nenue cogepxur
KnanaH, nNo KOTopo-
My MOTOK ABWXeTcH
B OJHOM Hanpas-
neHnn

MHchopmaLmoHHble
npyMeYaH1s

OrpaHunyeHve
Ha CMo/b30BaHne

MpumeyaHne -
Konunuyectso kanesb
Ha MUNAUANUTP SB-
naetca uHansBuAay-
asbHbIM. Yucno
«20», npuBefeHHoe
B KayecTse npume-
pa, fO0/KHO ObITb
3aMEeHeHOo Ha cooT-
BEeTCTBYylOL e hak-
TUYECKOoe 4Yucno
Kanesnb B MUNN-
NNTPe XUAKoCTH.

MpunmevyaHune -
HomuHanbHbI pas-
Mep nop unbTpa
«15», yKasaHHbIli Ha
cuMBoONe, ABMAeTCA
NPYMeEpPoOM U [OJIKEH
6bITb 3aMeHeH Ha
cooTBeTCTBYlOLLEE
hakTuyeckoe 3Ha-
YyeHne pasmepa nop.

MpunmevyaHune -
BaxHo, 4TO6bLI NOSb-
30BaTe/ b 3Has1, UTO
NMOTOK BO3MOXEH
TONIbKO B OfHOM
HanpasfeHun u He
MOXeT ABuUraTbcsa B
obpaTHOM Hanpas-
NeHnn.

MopsakoBbIi
Homep
B MICO 7000

JononHnTenbHble
TpeboBaHWs

B EBponeb3Hauye- 2726
H/e HacTosLero

CUMBOMA [J0/MKHO

6bITb 06BACHEHO B
MHhopmaumu,
npegocTasnsemoi
n3rotToBUTENEM

B EBponeb3Haye- 2727
HMe HacTosLWero

CUMBO/A [OMKHO

ObiTb 0OBACHEHO B
nHhopmaumu,
npefocTaBnsieMoi
N3roToBUTENEM

B EBponeb3Hauye- 2728
HMe HacTosLero

cumBOa LO/HKHO

6bITb 06BACHEHO B
UHdopmaLmm,
npegocTasnsaemoi
n3rotosuTenem

T-€2¢ST OO d 100
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OkoHuaHve Tabnuubl 1

CCbUI04HbIA HOMEP
cvMBOsIa

5.7 Opyroe

571

L J

HanmveHoBaHve cum-
BO/Ta

Homep nauueHTa

OnucaHne

cMmBo/1a3 TpeGosaris

YKa3blBaeT KOH-
KPETHBIA HOMeEP,
NPVUCBOEHHbIN KOH-
KpeTHOMY nauneHTy

VHchopmaLoHHbIe
npVMeYaHns

OrpaHuyeHve
Ha MCMO/b30BaHME

aflaHHbIn cTONGeL, ABISAETCA HOBbIM AOMNOSIHEHMEM, paHee He cyulecTByowem B MCO 15223-1 win EH 980.

[LononHutensHble
TpeboBaHus

B EBponeb3Have-
HVe HacTosLLEero
CMMBO/A JOHKHO
6bITb 0O6BACHEHO B
NHdopmaLmn,
npesocTaBIsAeMoit
N3roToBUTENIEM

MopsiaKoBbIi
HomEp
B ICO 7000

2610

b B HacTosiLee Bpems 3TO OrpaHuyeHne pacnpocTpaHsieTcsi TOMIbKO Ha CTpaHbl, BxoAswme B EBponelickoe COO6LIECTBO M NMPUMEHSIIOWME NPUHUMMBI, U3/TOXKEH-

Hble B gupekTnBax EC.

T-€¢¢ST OO d 100
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FOCT P 15223-1—2014

MpunnoxexHune A
(cnpaBo4HOE)

Mpumepsl

A.l Mpumep npumeHeHna cunmeona 5.1.1 «3rotoBuUTenb»

I n

HaumeHoBaHue, agpec

L J

A.2 Tlpumep npumeHeHna cnmeonia 5.1.1 «/3rotoBuUTE/Ib» COBMECTHO C CUMBOJIOM «JlaTa U3roTOB/IEHUA»

I n

HanmeHoBaHue, agpec 2005-06

L J

A.3 TMpumep npumeHeHus cumBona 5.1.2 «YNo/IHOMOYEHHbIN npeacTaBuTens B EBponelickom
coobwecTee»

EC REP HaumeHoBaHue, agpec

A.4 Tlpnmep npumMeHeHnsa cumeoa 5.1.3 «[laTa N3roToBNEHUA»

I n r n

2004

2004-06
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A.5 Mpumep npumeHeHna cumeona 5.1.4 «/icnonb3oBaTb 40 ...»

2005-09

2005-09-15

A.6 NMpumep npumeHeHua cumeona 5.1.5 «Kog naptum»

I n

LOT  sec

L J

A.7 NMpumep NnpuMeHeHna cnmeona 5.1.6 «Homep no kartanory»

B W

ABC123

A.8 Mpumep npumeHeHns cumseona 5.1.7 «CepuiiHbIA HOMepP»

[ n

ABC123
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A.9 MpumMepbl NPUMEHEeHUs CMMBOJI0B «CTepu/ibHasa XXNAKOCTb BHYTPU U3Aenuns»

r W

STERILE EO

I J

MpumedyaHue 1— B HacTosieM NpuMepe MeAuLMHCKOEe WU3LENVEe COAEPXMT CTePUbHYIO XWAKOCTb, KO
TOpas nojseprasiacb CTEPUIN3ALUN OKCUAOM ITUMEHA.

r n

STERILE

L

MpumeuyaHne 2— B HacToAWeM NpuMepe MeAULMHCKOE W3AeNve COAEPXUT CTePUbHYIO XUAKOCTb, KO
Topas noggepranach pagualMoHHOi cTepunmsaumu.

I n

STERILE |

L J

MpumedyaHne 3 — B HacTOsAWEM NMpUMEPEe MEAULMHCKOE W3LENMe COLEPXUT CTEPUNbHYIO XUAKOCTb, KO
Topasi noAgeprasiach CTEPUNMU3ALMN MAPOM WK CYXUM TEmnsIoM.

A.10 MpuMepbl NPUMEHEHUSI CUMBOJIOB, OTHOCSILLUXCA K TeMnepaTypHOMY AManasoHy

BepxHsas rpaHuua HwmxHaa rpaduua TeMnepaTtypHblii
TemnepartypHoro TemnepartypHoro AnanasoH
Avana3oHa AnanasoHa
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A.11 TMpumepbl NpUMeHeHNA cumBona 5.3.8 «[juanasoH BNaXHOCTU»

B W r n

90 %

A.12 MNpumep NnpuMmeHeHUsa cumBona 5.3.9 «OrpaHmyeHne aTMocepHOro gaBneHuUs»

A.13 NMpumepbl NpuMeHeHnsa cumbona 5.5.5 «CoAepXnmMoro JOCTaTOYHO ANdA NpoBefeHUa N-KonunyecTtsa
TEecToB»

A.14 Mpumep npumMmeHeHna cnmeona 5.7.1 «<Homep nauueHTa»

r

ABC123
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MpunoxeHue B
(cnpaBouHoe)

MNpumeHeHne obuiero 3anpewarouero CUMBOJIa U 3HaKa OTpPULLAHUA cTaTyca

B.1 O6wuii 3anpewaiowmii CUMBON

O6wymit 3anpeLyatoLLUil cuMBON (Kak 1 nNpusefeHHbln B UCO 3864-1) npeaHasHayveH ANSA ykasaHWS Ha 3anpelya-
owee Aeicteune. MNpu MapkupoBaHUM MEAULMHCKUX M3AENWiA 3anpelyaroluii Kpyr ¢ AuaroHaribHOW 4YepToi creayet
MCcnonb3oBaTh ANA NPUAaHUA 3anpeLlatowero 3HayeHusi, Harnpumep, cumeon 5.4.2

«He ucnonb3oBaTh NOBTOPHO». 3anpelyalrolii CUMBOS UHOTAA MPUMEHSIOT HE C LiENblo MapKUupoBaHUa Mepu-
LMHCKMX U3ENWA, HanNnpuMep, B 3Ha4YeHUN «He cofepXuT». BaxHo, 4Tobbl NpUMeHeHWe 3anpeLyaroLwero cCUMBosa CooT-
BETCTBOBASIO €ro NpeyCMOTPEHHOMY 3Ha4Y€HMIO, U HE NMPUBOAUIT K BOSHUKHOBEHUIO ONAcHOCTEH M3-3a HEAONOHUMAHUSA.

B.2 3Hak oTpuuaHua cratyca

Ecnu unsrotoButensam Heob6xoaMMo NMpouHdOpMUpOBaTL Monb3osBaTenelt o 3anpeTe Ha 4To-NUGO B OTCyTCTBUE
COOTBETCTBYIOLLEro 3anpeLyaioLlero CUMBora, To UM crielyeT BOCNoNb30BaTbLCA METOA0M, NpuseeHHbIM B MOK 80416-
3, pasgen 7 (3HaK «X» NepekpbiBaloLLMil CUMBOST). XOTS U HE PEKOMEHAYETCA, HO UCMONb30BaTh NOAOGHBLIE 3HAKU O4HO-
BpPEMEHHO C CUMBOJIaMU, NpUBeEHHEIMN B HACTOSILLLEM CTaHAapTe, pa3peluaeTcs.
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Mpunoxenune OA
(o6sa3arenbHoe)

CBeaeHUst 0 COOTBETCTBUM CCbIFTIOYHbIX MeXAYHapOAHbIX CTaHAapTOB
HauMoHarnbHbIM cTaHpgaptam Poccuinckon depepaumm
M1 OENCTBYHOWNM B TOM KauyeCTBE MEXrocyaapCTBEeHHbIM CTaHAapTam

Tabnwuya OAA1

OBo3Ha4YeHne cCblNoYHoro MexayHapoaHo-

CTeneHb cooTBeT-

OBo3Ha4YeHne N HauMeHoBaHWe COOTBETCTBYHOLLEro HaLmo-

ro ctaHaapTa cTBUA HarbHOro, MEXrocyAapCcTBEHHOTO CTaHAapTa
MCO 7000 - *
MCO 8601 - *
NCO 14971:2007 IDT FOCT ISO 14971-2011
«M3pgenua MeaULNHCKNe. I'IpvnmeHeHme MeHeXXMeHTa
pucka K MeauUUHCKUM ns3gennam»
NCO 16223-1:2007 IDT OCT P UCO 15223-1-2010

«M3genvsa meguumHckme. CUMBOSbLI, NPUMEHSIEMbIE
MPW MapKMpOBaHUW Ha MeAWNLMHCKMX N3AENUsX, 3Tu-
KETKax 1 B COMPOBOAMTENbHOR JOKYMEHTaLMN.
YacTb 1. OBwme TpeboBaHuMA»

COOTBETCTBUA CTaH4aPTOB!

- IDT — ngeHTU4Hble cTaHaapThl.

* COOTBETCTBYHOLUMIA HaLMOHalbHBIA CTaHAapT OTCYTCTBYET. [0 ero yTBepX4eHUsi peKOMEHAYETCS UCMOMb30-
BaTb NEPEBOA Ha PYCCKMUIA A3bIK AaHHOrO MEXAYHapoAHOro cTaHgapTa. MNepeBog AaHHOrO MEXAYHapogHOro cTaHaap-
Ta HaxoauTcs B deflepansHoM MHAOPMALMOHHOM POHAE TEXHUHYECKUX PErfaMeHToB U CTaHAapToB.

[MpuMevyaHune — B HacToAweW Ta6J'IVILle UCNosb30BaHO crnejyruiee ycrnosHoe 0603HaYeHNe cTeENEHN
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(1]

(2]

(3]

(4]

(4]

(6]

(7]

(8]

(€l

[10]

(1]

[12]

Bubnuorpadus
NCO 3864-1 Cumsonkl rpacdudeckue. LiBeta n 3Haku 6esonacHocTu. YacTb 1. MpUHLMMNLI NPOEKTMPOBaHNUA AN
3HaKoB U MapKMpoBKK 6e3onacHoCcTu

ISO 3864-1 Gra1phical symbols — Safety colours and safety signs — Part 1: Design principles for safety signs and
safety markings

NCO 7000:1989 Mpaduyeckne cUMBOMLI, HAHOCUMbIE Ha o6opyaoBaHue. PernctpaynoHHble CUMBONbI
ISO 7000:1989 (Graphical symbols for use on equipment — Index and synopsis
MCO 7010 Cumsonel rpadgudeckume. LiBeTa n 3Hakm 6e3onacHoCTW. 3aperncTpupoBaHHble 3Hakn 6e3o0nacHoCTH

IS(2) 7010 Graphical symbols — Safety colours and safety signs — Safety signs used in workplaces and public are-
as

NCO/TO 7239 PazpaboTka 1 NpUHLMMNEI NPUMEHEHUS UHPOPMALMOHHBIX YCOBHLIX 3HAKOB AN HaceneHus
ISO/TR 7239 Development and principles for application of public information symbols

NCO 15225 MeguumHckne msgenua. MeHefXMeHT kadvecTBa. CTpyKkTypa AaHHbIX HOMEHKMaTypbl MegWLUHCKMX
nagenui

ISO 15225 Medical devices — Quality management — Medical device nomenclature data structure

ISO 18113-2 In vitro diagnostic medical devices — Information supplied by the manufacturer (labelling) — Part 2: /n
vitro diagnostic reagents for professional use®

MCO 18113-2 UNapgenua MeguuuHckue ana in vitro guardoctukn. MHdopmauus, npegocrasnsemas nNpousBoguTe-
nem (3TukeTupoBaHue). Yactb 2. MNpodeccnoHarnbHble peakTUBLl ANA in Vitro AUarHoCTUKK

ISO 18113-3 In vitro diagnostic medical devices — Information supplied by the manufacturer (labelling) — Part 3: /n
vitro diagnostic instruments for professional use’

NCO 18113-3 UNapgenua MeguuuHckue ansa in vitro guardoctukn. MHdopmauus, npegoctasnsemas NpousBoauTe-
nem (aTukeTupoBaHue). Yactb 3. MNpodeccmoHarnbHble UHCTPYMEHTLI AN in Vitro AnarHocTUku

ISO 18113-4 In vitro diagnostic medical devices — Information supplied by the manufacturer (labelling) — Part 4. /n
vitro diagnostic reagents for seIf—testing5

NCO 18113-4 UNapgenua MeguuuHckue ansa in vitro guardoctukn. MHdopmauus, npegoctasnsemas NpousBoguTe-
nem (aTukeTupoBaHue). Yactb 4. PeakTuBbl 4NA camoguarHoCTuku in vitro

ISO 18113-5 In vitro diagnostic medical devices — Information supplied by the manufacturer (labelling) — Part 5: /n
vitro diagnostic instruments for self—’[esting6

NCO 18113-5 Uapgenua MeguuuHckue ansa in vitro guardoctukn. MHdopmauus, npegocrasnsemas NpousBoguTe-
neM (aTukeTupoBaHue). Yactb 5. MHCTpYMeHTLI ANA caMoguarHoCTUKu in vitro

ISO 80416-2 Basic principles for graphical symbols for use on equipment — Part 2: Form and use of arrows

NCO 80416-2 OcHOBHbIE NPMHLUMIMEI ANA rpaduieckux CMMBOSIOB, HaHOCMMbIX Ha obopyfoBaHue. Yactb 2. Gopma
1 UCMoMb3oBaHWe CTpenok

ISO/IEC 13251 Collection of graphical symbols for office equipment
NCO/MBK 13251 Habop rpachmueckmx CUMBOSIOB 4151 0pUCHOro o6opyAoBaHus.
IEC 60417-DB Graphical symbols for use on equipment

M3K 60417-DB Npadunyeckne cMBOIbI, HAHOCUMbIE Ha obopyoBaHUe

' OTMeHeH. Habop rpaduyeckux cruMBonoB, npegcrasrneHHbix B [2], MCO 7001 u [3] Takke AOCTyMNeH B OHMaiH

nHTepHeT-MarasnHe MCO. ina fononHWTeNsHoW nHdopMayum noceTuTe canT
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http://www.iso.org/iso/publications_and_e-products/databases.htm.
2 OTMeHeH.

® OTMeHsiIeT 1 3aMeHsieT EH 375:2001.

4 OTMeHsieT 1 3ameHsieT EH 591:2001.

5 OTMeHsieT 1 3ameHsieT EH 376:2002.

® OTMeHsieT 1 3ameHsieT EH 592:2002.
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[13]

(14]

(18]

(16]
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(18]

(19]

[20]
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IEC/TR 60878 Graphical symbols for electrical equipment in medical practice
M3K/TO 60878 Npachmueckne cUMBOSbI AN 31EKTPOOGOPYAOBaHUSA B MEAULMHCKOW NpaKTuke
IEC 62366 Medical devices — Application of usability engineering to medical devices

M3K 62366 MeguuuHckue usgenusa. MNMpoekTupoaHme MegULUHCKUX U3Lenuid ¢ y4eTOM 3SKCnryaTaunmoHHOW npu-
roAHOCTH

IEC 80416-1:2008 Basic principles for graphical symbols for use on equipment — Part 1: Creation of graphical sym-
bols for registration

M3K 80416-1:2008 OCHOBHble MPUHLMMEI ANS rpaduyecknx CUMBOSIOB, HAHOCUMbIX Ha obopyaoBaHue. YacTb 1.
Co3sgaHue rpacduyeckux CUMBOIOB AN perucrpauyum

IEC 80416-3 Basic principles for graphical symbols for use on equipment — Part 3: Guidelines for the application of
graphical symbols

M3K 80416-3 OcHOBHbIe MPUHUMMLI AN rpacU4eCcKMX CUMBOSIOB, HAHOCUMEIX Ha obopyfgoBaHue. Yactb 3. Pyko-
BO/CTBO A8 NPUMEHEeHNS rpadn4ecknx CMMBOOB

EN 556-1:2001 Sterilization of medical devices — Requirements for medical devices to be designated «STERILE»
— Part 1: Requirements for terminally sterilized medical devices

EH 556-1:2001 CTtepunusaumsa MeguLUHCKMX m3genuii. TpeboBaHUSA K MEeAULMHCKUM U3LENUAM KaTeropum «cre-
puneHble». YacTs 1. TpeboBaHus K MEAULIMHCKAM W3 enuaMm, nognexallimm UHULLHOK cTepunusasmm

EN 980:2008 Symbols for use in the labelling of medical devices

EH 980:2008 CumBoOnbl, HAHOCUMEBIE Ha YNaKoBKY MeAULMHCKUX U3Zenuii

EN 1041 Information supplied by the manufacturer of medical devices

EH 1041 MHdopmMaumsa, nocTaBnaeMasn nocTaBLUKOM MeQULUHCKOro nagenus

GHTF/SG1/N43:2005 Labelling for Medical Devices Available at:
http:/Amww.ghtf.org/documents/sg1/sg1final-n43.pdf

GHTF/SG1/N43:2005 YnakoBka MeguLUHCKUX n3genunit. [JocTynHo Ha
http:/Amww.ghtf.org/documents/sg1/sg1final-n43.pdf
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