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[lpeagucnoBue

Llenn n npnHuunel ctaHgaptusauun Poccunckon ®egepauymm yctaHosneHbl $egepanbHbiM 3aKOHOM OT
27 nekabpst 2002 r. N2 184-03 «O TeXHUYECKOM perynupoBaHuny, a npasuna npuMeHeH1sa HaunoHanbHbIX
ctaHaapToB Poccunckon Pegepaunmmn — OCT P 1.0—2004 «CtaHpgaptusauma B Poccumnckon Pegepacini.
OCHOBHbIE NONOXEHUA»

CBeaeHUA o0 cTaHpapTe

1 NMOAIrOTOBIEH 3akpbiThiMm akumnoHepHbIM obulectBoM « MEAUTECT» Ha ocHOBeE ayTEHTUYHOTO ne-
peBoda Ha PYCCKUW A3bIK CTaHAapTa, ykasaHHOro B NnyHKTe 4

2 BHECEH TexHu4yecknm komuteToM no ctaHgaptusaumm TK 436 «YnpaBneHne Ka4eCTBOM U COOTBE-
TCTBYIOLWLME acnekThbl 4nd MeauuMHCKUX U3genmm»

3 YTBEP>XOEH N BBEAQEH B JEVCTBWE Mpukazom ®defepanbHOro areHTcTea no TEXHUYECKOMY pe-
rynupoBaHuto n metponorin ot 12 Hosabpsa 2010 r. Ne 382-cT

4 HacTtodawmn ctaHgapT naeHTudeH mexayHapogHomy ctaHgapty NCO 15223-1:2007 «3genna meam-
UMHCcKMe. CUMBOIbI, NPUMEHSAEMbIE NMPU MapKUpoBaHUM Ha MeaULMHCKUX U3aennax, 3STUKeTKaX 1 B COMPOBO-
anTensHon aokymeHTauun. Hactb 1. Obwme TpedboaHus» (1ISO 15223-1:2007 «Medical devices — Symbols to
be used with medical device labels, labelling and information to be supplied — Part 1: General requirements»).

[Tpy NpUMeHeHN HacToALLEro cTaHaapTa peKkoMeHayeTCA UCNONb30BaTb BMECTO CChINTOYHbBIX MeXayHa-
POAHLIX CTaHOAPTOB COOTBETCTBYOLWME UM HaLMoHanNbHble cTaHgapTel Poccumnckon ®egepauun, ceegeHnsa o
KOTOPLIX NpUBeAeHbl B AONONHUATENBbHOM NPUNoXKeHnn E

5 BSAMEH ITOCT P NCO 15223—2002

VIHpopmMayust 0b UIMEHEHUSAX K HacmosaweMy cmaHoapmy rnybrukyemcsi 8 eXxe200H0 u3dasaeMoM UH-
hopMallUoOHHOM yKazamere «HaluuoHanbHble cmaHoapmsbi», @ mekKcm U3MeHEeHUU U MornpasoK — 8 eXeMe-
CAYHO U30asaeMbix UHQOpMaUUOHHbIX YKalamernsax «HayuoHanbHbie cmaHOapmbi». B criydae rnepecmompa
(3aMeHbl) Ui OMMeEHbLI Hacmosuwje20 cmaHoapma coomseemcemeyrouiee yeseoomMmrieHue byoem ornybriukoeaHo
8 eXkeMeCsI4YHO U30asaeMoM UHpopMallUOHHOM yKa3zamerne «HalyuoHaneHble cmaHOapmebi». Coomeemecmay-
roujast UHopmMauus, yeeoOoMIIeHUE U meKcmbl pasMelaromcs makxe 8 UHopMayUuoHHOU cucmeme obuiez2o
rof1b308aHUsT — Ha ouyuansbHoM caume PedepallbHO20 azeHmemea rno mexHU4eCKoMy pea2ynupoeaHuro U
Mempornozauu 8 cemu MIHmepHem

© CtaHgaptuHdopm, 2011

HacTtoawmnn ctaHgapT He MoXeT OblTb MOSHOCTLIO UMM YaCcTUYHO BOCTIPOU3BEAEH, TUPaXKUPOBAaH U pac-
MpocTpaHeH B KayecTBe oduLmanbHoro nsganua 6es paspeweHns PegepanbHOro areHTCTBa No TeXHUYECKo-
MY PeryimpoBaHno N MeTPOSIoru
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BBegoeHue

MexayHapoaHeld ctaHgapT NCO 15223-1:2007 paspaboTtaH TexHudeckum komutetom UCO/TK 210
«YnpaBrieHMe Ka4eCTBOM M COOTBETCTBYIOLME acneKTbl ANd MeQULUUHCKUX n3genny.

MexayHapoaHbin ctaHaapT NCO 15223-1:2007 (BMmecTe ¢ paspabaTtbiBaeMbIiM MeXAyHapOaHbIM CTaH-
naptom MMCO 15223-2) oTmeHsaeT 1 sameHdaeT NCO 15223:2000.

MexayHapoaHbin ctaHaapT MCO 15223 paccmaTtpuBaeT CUMBOTbI, KOTOPbIE MOTYT ObITb UCMOMNb30BaHbI
Ons nepegadun 31eMeHToB UHGOPMaLIMK, BaXKHBLIX, MO MHEHUIO PEryIMPYIOLWNX OpraHoB, Ansg 6e30nacHoro 1
Hagnexawiero npuMeHeHUsa MmeauunHCKUX nsgennin. HeobxoaMmocTb nepenadm Takon MHpopmMaumm BMecTe C
n3gennMem NPpUsHaeTcsl BO MHOTUX PErynMpyroWnX AOKYMeHTax B pasHbiX obnactax. [pyrme ctaHgapThl ycTa-
HaBNMBalOT OACMOMHUTENbHbIE CUMBOJbI, MPUMEHUMbIE K KOHKPETHLIM BMuaam Unun rpynnam msgenum (Hanpu-
Mep, K MeguUUHCKUM 3NeKTPUYecKnm).

Tpebyemyto MHPOPMaLNIO MOXHO pasMelllaTbh HENOCPEeACTBEHHO HA M3AENNUN, HA €ro 3TUKETKe UM B CO-
NPOBOAUTENBLHOU AOKYMeHTauun. Bo MHOMMX ctpaHax pekoMeHayeTcd NnpuMeHeHue HalMoHalnbHOIo A3blKa
ansi nepegaJvn TeKCTOBOU MHPOPMaUUK, NnpeaocTaBngemMon ¢ MeguumHCKUMK n3genusamu. ['pn 3TomM BO3HUKA-
0T NPOBNEMbBI C UX U3FOTOBUTENAMU U MOMb3oBaTENAMMN.

N3roToBUTENN ULLYT CNOCOOLI CHMXXEHUS 3aTpaT Ha STUKETUPOBaHKUE (MapKUpOBaHNE) U3OeNNN, CoKpa-
lasa 1 ynydllas BO3MOXHble BapuaHThl. [lonb3oBatenn megnuuHCKUX U3genun, MMeoLmMxX ConpoBoanTeNb-
HYI0O MHpopMaLUnio Ha pasHbIX A3blkaxX, UCMbLITbIBAKOT 3aTpyAHEHUA, CBA3aHHbIe C ee NMOWUCKOM Ha HY>XHOM
asblike. NCO 15223 nomoraet peLlunTs 37U Npobrnembl ¢ NOMOLLbIO MEXAYHAPOAHO MNPU3HAHHBLIX CUMBOJIOB,
MMELWMX TOUYHOE 3HaYeHue.

B HoOpMaTUBHO-TEXHUYECKOWU, KOHCTPYKTOPCKOWN, TEXHONOMMYECKOMN 1 ApYro TEXHUYECKOM AOKYMEeHTaL U
Ha cpecTBa M3MepeHMI, a TakKe Ha n3gaenms, CoCTaBHbIMU YacTSMU KOTOPbIX OHU ABNSIOTCS, B HOPMAaTUB-
HO-TEXHNYECKOW AOKYMEHTaLKMN B 0bNactu MeTponornyeckoro obecrneyeHns, Bo BCeX BUaax AOKYMeHTaL K
Ha 3KCMOPTHYIO NPOAYKUMIO (BKMoYadA CONPOBOAUTENLHYIO AOKYMEHTaLUUI0 U MapKUPOBKY N3aennn) UCNoNb3y-
0T MeXayHapoaHble 0003HaYeHNs eanHNLL.

B HOpMaTUBHO-TEXHUYECKOWU, KOHCTPYKTOPCKOWU, TEXHONTOrMYeckon 1 Apyron TeXHU4eCcKou AoKyMeHTaLUnn
Ha ocTanbHblIe BUAbI NPoAYKLUX NPUMEHAIOT MeXayHapoaHble Unn pycckne obo3HavYeHUsa eaquHNLL.

TexHudeckum komutetom NCO/TK 210 nprusHaHa HeOBXOAMMOCTb UCMOMb30BaAHUA CUCTEMATUYECKOTO
MeToaa Angd paspaboTkn 1 npeacTaBneHnsa CUMBOMNOB, Npeanaraemblx Ang skintodeHnsa B MCO 15223. laHHbIN
MeToa byaeTt npeAMeToM pacCcMOTpPeHUa HOBOro MexayHapoaHoro ctaHaapta MCO 15223-2, nocBSALWEHHOTO
pa3paboTke, oTOOPY N BanMaauMm CUMMBOMOB.

CtaHgapt NCO 15223-1 npeaHasHa4veH npexae Bcerc Ang M3roToBUTeNnen MeauuUHCKUX M3genun,
peanararoLwmx MaeHTUYHbIE N3aenns B cTpaHax ¢ pasnMYHbIMU A3LIKOBLIMU TPEBOBaAHUSIMU K 3TUKETUPOBA-
HUO (MapKupoBaHUIo). aHHbIM cTaHOAPT MOXET TakKe NMoMOoYb:

- nocTaBLlmMKamM MeaULMHCKUX n3genun Uunn apyrium npeactaBuTenam U3roToBUTENEN;

- cnyxbam, OTBETCTBEHHLIM 3a 0by4eHne NOMb3oBaAHUIO MeAULIMHCKUMK U3gennsamMun, a Takke obydvae-
MbIM;

- OTBETCTBEHHbLIM 3a nocnenpoga)xHoe HabntoaeHne (Hagsop);

- perynupyromm n cepTUULMpYoLWUMM opraHam, UCnbITaTeNbHbIM LieHTpaM, nadopaTtopusam 1 aApyrum
opraHusaLusim, OTBETCTBEHHLIM 3a BHEAPEHWE PEryUpYoLWNX AOKYMEHTOB U NocnenpoaaXHoe HabnoaeHue;

- NOTPebUTenam UM KOHEYHbIM NOoMb3oBaTENSIM MeANLMHCKUX U3aeNnn, Nonydaownum nx 13 pasnmd-
HbIX MCTOYHUKOB U MMEIOLL UM PasHble A3bIKOBbIE CMOCOBHOCTN.

B 2008 roay texHudeckun komutet noarotosun nameHeHne 1 NCO 15223-1, cogepxallee HeCKONMbKO
OOMONMHUTENBHBIX CUMBOJOB (9.32—95.38), KOTOPbIe TakKe BKMIOYEHbl B HACTOALMA cTaHaapT.

IV
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HAUMWOHANBbHBIWN CTAHOAPT POCCUUCKOWN PEOEPALUMN

N3aqeiinad MEQULUUNHCKUE

CumBoOnbl, NpuMeHsAeMble NpU MapKupoBaHUM Ha MeQULIMHCKUX n3genuax, aTuKeTkax
N B conpoBoAUTENBbHOU AOKYMEHTaLUu

HacTtp 1

Ob6uwue TpeboBaHUA

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

Nata BBeaeHnsa — 2011—10—01

1 Obnactb NpMeHeHUA

HacTtoawmin ctaHaapT yctaHaBnmBaeT TpeboBaHNSA K pa3paboTke U NPUMEHEHUI0 CUMBOOB A4 nepe-
aavn nHdopmMaumnm o 6e3onacHoM 1 pe3ynbTaTUBHOM UCMOMb30BaHUN MeJULUUHCKUX N3AENNA U COOQePXKNT rne-
peYeHb CMMBOJIOB, YOBNETBOPAKLLNX YKazaHHbIM TpeboBaHUAM.

ObnacTb NPUMEHEHNS HAacTOoALLEero cTaHaapTa orpaHudeHa cMMBoOnamMuy Ang LWUPOKOro crnexkrpa Mmeaun-
LINHCKUX N30eNNIA, KOTOPble MOrYT ObITb BbINYLLEHBI B NPOAaXKy Ha MeXAyHapOodHbIN PbIHOK. 3TN CUMBObI YKa-
3aHbl HENOCPeACTBEHHO Ha U3JeNMK1, Ha ero ynakoBKe U B CONPOBOAUTENTbHON AOKYMEHTaLNN.

2 HopmaTuBHbIe CCbINKN

B HacTosileM cTaHaapTe UCNONb30BaHbl HOPMAaTUBHBIE CChINKKM Ha cneayrowmne ctaHaapThl:

NMCO 8601:2004 BnemeHTbl AaHHBLIX U popmaThl obmeHa. ObmeH nHpopmMmaumnen. NpeagcrtaBneHne gart
n BpemeHu (ISO 8601:2004 Data elements and interchange formats. Information interchange. Representation
of dates and times)

M3K 80416-1:2001 (2008) OcHoBHbIE NPUHLIUNEI pa3paboTKK rpadpnyHeckux CUMBONOB, NPUMEHAEMBIX
Ha obopyaoBaHun. Yacts 1. Cosganne opurnHanos cuumeonoB (IEC 80416-1:2001 Basic principles for
graphical symbols for use on equipment. Part 1. Creation of symbol originals)

MCO 80416-2:2001 OCHOBHble NMPUHLUMNBLI pa3padboTkn rpadouUiecknx CUMBOMNOB, MPUMEHAEMbIX Ha
obopyaoBaHun. Hactb 2. PasHoBuaHocTn cTtpenok U nx npumeHeHue (ISO 80416-2:2001 Basic principles
for graphical symbols for use on equipment. Part 2. Form and use of arrows)

MOK 80416-3:2002 OCHOBHbIE NMPUHLUNLI pa3paboTKu rpagpuiecknx CUMBOMOB, NPUMEHAEMbIX Ha 0DopY-
OoBaHun. Hactb 3. PekomeHaauum no npumeHeHuro rpadouyvecknx cumeonoB (IEC 80416-3:2002 Basic principles
for graphical symbols for use on equipment. Part 3. Guidelines for the application of graphical symbols)

NMCO 80416-4:2005 OcCHOBHbIE NPUHLUNBLI pa3padboTKM rpadpuyecknx CUMBONMOB, MNPUMEHSEMbIX Ha
obopyaoBaHun. Hacts 4. PekomeHgaumm no npUMeHeHno rpadonvecknx CUMMBOSIOB B MEHIO U HA 3KpaHax auc-
nnees (B KadecTBe MKOHOK) (ISO 80416-4:2005 Basic principles for graphical symbols for use on equipment.
Part 4. Guidelines for the adaptation of graphical symbols for use on screens and displays (icons)

3 TepMuHbI U onpeAaeneHus

B HacTodlwemM cTaHaapTe NpuMeHeHbl crneayiolne TepMMHblI C COOTBETCTBYOLLMMUN onpeaeneHnsiMmu:

3.1 xapaKkTepuctuveckaa uHdopmMmauua (characteristic information): Hgopmaumna 0 CBOUCTBE UNK
CBOWCTBaX 0ObekTa UMM COBOKYMHOCTN ODBLEKTOB.

3.2 onucaHue (description): HopmMmaTUBHLIN TEKCT, CBA3aHHbLIN C BOCNPOU3BeAeHNEM OpUrMHana cMMBona
n onpegenarowmia Luens, obnacTts U cnyvam npuMeHeHus opurmHana cumaona (3ammcteosaHo 13 MOK 804 16-1,
onpegeneHune 3.0).

U3pgaHne odbvumanbHoe



[OCT P UCO 15223-1—2010

3.3 rpadmyeckoe npeacrasrneHue (iconic presentation): ObpasHoe Unm rpadondeckoe BoCnponsBeae-
H/Ae C UCMOMNb30BaHUEM XOPOLLO 3HAKOMBLIX 0OBEKTOB, BKNoUad OYKBEHHO-LIMPOBLIE 3HAKMW.

3.4 mMmapkupoBkKa (label). HanucaHHaq, Hane4yaTaHHaa Unu rpagpuyeckas nHpopmaLumda, Haxoaswaacs
HernocpeaCcTBEHHO HAa MegULUMHCKOM n3aenuu.

[TpyumevyaHmns

1 Ecnun domsmdeckne ycnoBus He NO3BONSAIOT HAHECTU TaKyl MAPKUPOBKY, TO AAHHbLIN TEPMUH MOXET 00603Ha4aTb
MHPOPMAaLUIO, HAHOCUMYIO Ha YNaKOBKY O4HOIO U3genust Unu rpynnbsl N3genuu.

Z2 3anmmcTtBoBaHo mn3 [1].

3.5 MmapkupoBaHue (labelling): NucbmeHHOe, NneyaTHOE UNU rpaduyeckoe:

- HaHeceHue NHgpopMaLnM Ha MeauLMnHCKoe nsgenue, nwdyro npeaHasHavYeHHyY Ang Hero tapy Unu
YMakoBKY;

- CONPOBOXAeHMe MedULIMHCKOro U3genust AoKyMeHTaMUu (KpoMe NOrpysoudHbIX) No MaeHTUgpuKaumu,
TEXHUYECKOMY ONMUCaHUIO 1 NPUMEHEHUIO.

[TpnmMeyaHune—B HEKOTOPLIX HALUMOHANBHbBIX U PEMMOHAIBHBIX HOPMATUBHbIX JOKYMEHTaX « MAPKUPOBaHNE»
paccMaTpuBaloT Kak «MHOpMaLUIC, NPeaoCTaBNAEMYII0 N3FOTOBUTENEMY.

3.6 KoHUenuua cumBona (symbol concept): CxemaTunyeckoe nsobpaxxeHme cUMBOa, BOCNPOU3BOASA-
LLlee ero OCHOBHbIe 3MeMeHThl, HO opulManbHO He NepeBedeHHOe B dpopMaT OpUrmHana.

3.7 opurnHan cumBona (symbol original): 3obpaxeHne cMmMBOna, BbINONHEHHOE B COOTBETCTBUM C
MOK 80416-1 1 npumeHsaemMoe Ans CChINOK UMY BOCNPOU3BEeaEeHUS.

[Tpumedanune— 3ammcteoBaHo na MoK 80416-1, onpeaenexHune 3.3.

3.8 cuMBOn, NPUMEeHAeMbIA NpU MapKUpoBaHMU MegULUMHCKOro usgenua (symbol used in medical
device labelling): 3obpaxeHne Ha MapkUpoBKe (3TUKeTKe) N/Mnn B CONPOBOANTENBHOW AOKYMEHTaLUM Megmn-
LLIMHCKOTO U3aenus, nepepatollee xapakrepuctieckyto MHdopmauuto (cMm. 3.1) ob obbekTe U He CBA3aHHOE COo
3HaHMEeM NOoCTaBLUUMKOM UMK NonyvaTenemM KOHKPeTHOro ssbika Hauu Unn pernoHa.

[TpumeyaHnune—BwuzobpaxeHnm cnmBona MoxeT ObiTb UCNONb30BAHO 3HAKOBOE UIKU rpadmyeckoe npeacraB-
neHne nHdhopmaumnn.

3.9 ycnoBHoe o603HauveHue (symbolic presentation): ADCTpakTHOe n3obpakeHne unu rpadurveckoe
npeagcTaBeHme.

3.10 HanmeHoBaHMuUe (title): YHUKanbHOE M4, C MOMOLLLIO KOTOPOro MASHTUPULMPYIOT UMK YITOMUHAKOT
cumBon (3anmcTeoBaHo M3 MOK 80416-1, onpegeneHue 3.5).

4 OOLwWwme TpebOBaAHUA

4.1 CumMmBonbl, NnpegnaraeMble Ans BKNKOYeHUSA

CumBonbl, npeagnaraemble ans srktodeHnsa B NCO 15223, AomKHbI ObITb NpeacTaBneHbl Ha paccMoTpe-
Hue B cekpeTapmat UCO/TK 210 n cooTBETCTBOBATL KPUTEPUAM, YCTAHOBIEHHBIM B OTHOLLEHNU NX pa3MepoB,
N NpUHUKMNam paspadoTKkn, ykasaHHbIM B cepun MexayHapoaHbix ctaHgaptoB MCO/MO3K 80416. Ecnn npume-
HAETCH yCNoBHOE 0D0o3HavYeHne, To OYKBEHHO-LUPPOBLIE CUMBOMLI HE AOTKHbI ObITh YacTbio pa3pabaTbiBae-
MbIX M MOTYT ObITb UCMOMNb30OBaHbLI (ECNN YMECTHO U LUenecoobpasHo) ana rpaduyveckoro npeacraBreHust
MHJpoOpMaLUN.

CUMBOIbI, Npeanaraemele Ang MHPOPMUPOBAHUA O ACMYCTUMOCTU (paspellatcLyme) nnm o npoueaypHbIX
noapobHOCTAX, MOTYT ObIThb NpeacTaBneHsbl B BUAe KoHUenuun (eMm. 3.6), ansa oouumanbHOro noarBepXaeHnsa —
B BLUAe opurMHanoBs (cM. 3.7). [ogpobHoCTM pa3paboTkn cMMBONAa, UCNOMb3yEMOro Ang MHOOPMUPOBAHUA UM
NnoaATBepXOeHUs, npeacTaBneHbl B nNpunoXxeHun B.

ITtobon cumBon, npeanaraeMblin ANst BKMNHOYEHUA, A0MKEH MMEeTb ODLLIMPHYIKO obnacTb NpMMeHeHUs aAns
MHOIMX nsgenun. dpyrne ctaHaapThl yCTaHaBNUBAKT ACMNONHUTENbHbIE CUMBOIBLI AN KOHKPETHLIX BUOOB U
rpynn M3gennn Unin KOHKPEeTHbIX cuTyauuin. Npumepsl AaHHbIX CTaHOapTOB NpuBeaeHbl B budnuorpaduu,
oJHaKo 3TOT nepeveHb He SABNAETCH UCYEPNbIBAOLLUM.

4.2 TpeboBaHUA K NPUMEHEHUIO

Ecnv npn BbINONHEHUU MeHeKMeHTa pucka obHapyxuBaeTcs LenecoobpasHocTb nepegadn BaXKHOM
MHpopMaLnK HenocpeacTBEHHO Ha M3AEeNNU N ero ynakoBKe UMW B COMPOBOANTENBHON AOKYMEHTaLUMN, TO B
3TOM cly4ae MOXHO MCNONb30BaTb CUMBOLI, NpMBeAeHHble B Tabnuue 1.
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["paduryeckoe npeacTaBneHne CUMBOSIOB JOIMKHO YAOBNETBOPATbL TpeboBaHNAM HaACTOALEro ctaHaap-
Ta, 0COBEHHO B OTHOLLEHNX pa3MepoB (BKIHOYaa OTHOCUTESbHYIO TOMLLUHY NUHMIA), pacrnonioXeHns (OpneHTa-
LK) U HANUYNSA UNA OTCYTCTBUA 3aKpalleHHbIX N 3aTeHEHHbIX Y4aCTKOB.

[MTpnmevanune 1— MexagyHapogHon opranmnsaumen no crangaptusaumm (MCO) coBmecTHo ¢ MexayHapoa-
HOW 3anekTpoTexHudeckon kommucenen (MIK) paspabortaHa basa gaHHbIX, paboTalowas B MHTEPAKTUBHOM PEXUME U CO-
aepxawas nonHbi Habop BKNOYEeHHbIX B [2] u [3] rpadhnyecknx CMMBONOB, KXAbIM U3 KOTOPLIX UMEET NopsaKOBbIN
HOMEP, HAaMMEHOBaHWE (Ha aHIMMUCKOM M PPpaHLy3CKOM si3blKax), rpadunyeckoe sBocnpounsseaeHne B opmate GlF, BEKTO-
pn3oBaHHOM hopmaTe PDF n gononHutenbHble AgaHHble. [TONCK 9TMX CMMBOMOB NO3BONAT 00ONerYmtb pasnu4yHble Nnouc-
KOBble W HaBUrauMOHHblE BO3MOXHOCTU. VHpbopmaumsa o nonydeHun goctyna B 6a3y AgaHHbIX npuBeaeHa B HaHkax
coodweHnn MCO n M3K mnv B HaUMOHaANBHOM OpraHe no craHgapTu3auuu.

CnMBOIbI 1 CONYTCTBYOLWAaA MHdopMaLMSA O0TKHbI OblTb YETKO pasnnMyMMbl NP ocBelleHHoCcT 215 nk
HOPManbHbIM 3PEHWUEM, CKOPPEKTUPOBaHHLIM B cllydae HeobXoanMOCTH.

[TpumevaHune 2—LlBeToBoe peweHne n MMHUManbHbIE pa3Mepbl B HACTOAWEM CTAaHAAPTE HE YCTAHOBIEHbI.

B npunoxeHun D npuBeaeHsbl pyKoBoOASALLME YKasaHUA NoO Haanexalemy npumMeHeHuo obLero sanpe-
LaroLwero cmmaona.

[lepen ncnonb3oBaHUEM CUMBOJIIOB M3rOTOBUTENL AOIKEH rapaHTUpPOoBaTbh OTCYTCTBUE AOMONMHUTENBHO-
[0 pUCKa, B MPOTUBHOM criydae HeobXoaumo NMpUHATL COOTBETCTBYIOLLME Mepbl MO YNPaBNeHUo UM.

[TpumevaHune 3—JononHutenbHasa nHoOpMaUnsa Nno MeEHEIXXMEHTY pucka npuBegeHa B [4].

[lpeacTaBneHne gat U BpeMeHU COBMECTHO C CUMBOIaMUM YCTaHOBMEHO NpaBuiamMun, npnseaeHHbIMA B
NCO 8601.

5 CvmBoOnbI

MHpopmaumns, BaxkHaa AnNg Hagnexalero npuMeHeHunsl, AomkHa ObiTb ykasaHa HenocpeacTBEHHO Ha
MeaULUMHCKOM 1U3gennun, ero ynakoske UM B CONPoBOAUTENBLHOW AOKYMEHTaLUMM C MOMOLL B COOTBETCTBYIHO-
LLMX CUMBOJSIOB, NpeacTaBneHHbIX B Tabnuue 1.

[TomMepbl CNONb30BaHUA CUMBOOB NPUBeAeHbl B NPUNOXeHUn A.

Tabnwuua 1— CumBonbl, NpeacraBnsaowWmMe MHPOPMALNIC, BAXHYIO ANSA HAANEXaLWero NpUMeHeHUs MeanLMHCKUX
n3aenun

HoMe [TopAaKOBLIM HOMEP
cmmsoﬁa Cumeon HaumeHoBaHuWe cumBona B NCO 7000 unu B
M3K 60417
" 1 BUONOrMYecKnii PUCK MCO 7000-0659
(DB 2004-01)
N/
5.1 ‘l’
L _
N ! He ncnonb3oBaTb NOBTOPHO NCO 7000-1051
(DB 2004-01)
5.7
L _
B ] O6paTtnTech K pykOBOACTBY NO 3KCNnyataunm NCO 7000-1641
. (DB 2004-01)
[TpnmevaHune — Hacroawmm cUMBOTr
OTCbIN1AaeT K PYKOBOACTBY MO 3Kcnnyarauum ans
5.3 nony4veHnss unHdopmaunn, Heobxoaumon Ans
Hagnexawero npuMeHeHus mnagenusa (CM. CUM-
5 | Bon 5.4)
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[lpodomxernue mabnuusr 1

Homep

[TopAaaKoBbIM HOMEP

TEMNEPaTYPHOro AguanasoHa peKkoMeHAyeTcs
yKasblBaTb PSAOM C BEPXHEWN TOPU3OHTalIbHOW
NMUHNEN

CAMBONA Cumeon HanmeHoBaHUe cMmBoOna B NCO 7000 nnu B
M3K 60417
OctopoxHo! Obpatntecb K conpoBOANTENb- NCO 7000-0434
HOW AOKYMEHTauun (DB 2004-01)
[TpumMmevyaHmns
1 Hacroswmm cmmBOn OTChINAET K COMPOBO-
ONTENBHON OOKYMEHTaUUN O MNONYHEHNSA BaX-
0.4 HOW MHdopmMaumm Nno 6e30nacHoOCTU (TAKOW KakK
npeaynpeXXaeHnst n NpeaocTepeXXeHust), KoTopas
B CUJTY Pa3HbIX MPUHYUH HE MOXET ObITb NPeacTaB-
NeHa Ha n3genumm (CM. CMMBOI 5.3)
2 MoxHo ncnonb3oBatb cumBon A unm B mns
NCO 7000-0434 (npepocTepexeHuns)
Xpynkoe, obpawaTtbCcs OCTOPOXHO NCO 7000-0621
(DB 2004-01)
5.5
He gonyckaTte BO34ENCTBUA CONMHEYHOIoO CBe- NCO 7000-0624
Ta (DB 2004-01)
56 [ITpuymMmevaHune — Hacroawmm CUMBOIJ
MOXET TakKe o3Ha4aTtb «[lepxatb Boanm ot uUc-
ToYHMKOB Tenna» (cm. MCO 7000:1989)
[lepXatb BOanu ot UCTOYHUKOB Terna u pa- NCO 7000-0615
ONOAKTUBHOIO N3Ny4YeHuns (DB 2004-01)
5 7 [TpnmevaHune — Hacroawmm cUMMBOI
MOXET TakKxe o3Ha4vaTb «He gonyckaTtb BO3aen-
CTBUS COJTHEYHOro CBETa U PaagnoOaKTUBHOIO U3-
Ny4YeHns»
bepeyb OT Bnaru NCO 7000-0626
y (DB 2004-01)
[TpnmevaHune — Hacrosawmm cUMMBOI
5 8 MOXET TakxKe 03Ha4YaTb « COXpaHsATb B CYXOM CO-
ctosHum» (cm. NCO 7000:1989)
HuwxHAaa rpaHnya TemneparypHoro guanaso- NCO 7000-0534
Ha (DB 2004-01)
5 O [TpumedaHne—HWKHIOW rpaHnuy TeM-
nepaTypHoOro guanasoHa pekoMeHOyeTCsl yKasbi-
BaTb PSA0OM C HUXHEW TOPU3OHTANbHOW NMHUEN
BepxHsasa rpaHnua temnepaTtypHoOro gnanaso- NCO 7000-0533
Ha (DB 2004-01)
5 10 [TpyumevaHne — BepxHO rpaHuyy




[lpodomxenue mabnuusi 1
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lomep

[TopAaKOBLIM HOMEP

CUMBONA CumBorn HanmenoBaHue cumBona B NCO 7000 unu B
M3K 60417
- ] TemnepaTypHblii AVana3oH CO 7000-0632
(DB 2004-01)
[TpumMmeyaHn e — BepxHIOIO U HUXKHIOIKO
5 11 rpaHnuUbl TEMMNEPATYPHOro AnanasoHa pPeKoOMeEH-
OYETCHA YKa3blBaTb PAAOM C BEPXHEU N HUXKHEW
rOpU3oHTalbHbIMU NNHUAMWN
L _l
|— - lcnonb3oBaTb 40 ... NCO 7000-2607
(DB 2004-01)
[TpnmevaHune — Hacroawmm cCUMBOI
5 19 CONPOBOXAAeTCHA AAaTON, yKa3bliBaloWEN, YTO U3-
' Oenve pekoMeHOyeTCs NCMNonb30BaTh 40 UCTEYE-
HUS1 YCTAHOBIEHHOIO CPOKa, gata MOXeT npea-
5 K CTaBNATb COBOU rof, rog n Mecsiy Unu rog, mMecsy
N OEHb, ecnu uenecoobpasHo
|— 7 [laTa narotoeneHus NCO 7000-2497
y (DB 2004-01)
[TpnmevaHmne — Hacroawmm cUMMBOI
COMNPOBOXOAETCHA YyKasaHWeM AaTbl WU3roToBIe-
0.13 HUST N3genusl. MOXeT NpeacTaBnsaATb cobon roa,
rog n Mecsiy Unm rof], Mecsill u AeHb, €CnNn Lene-
coobpasHo
L _
[ ] Koa naptum NCO 7000-2492
. (DB 2004-01)
[TpnmevaHmne — Hacroawmm CUMBOI
L 0 T COMPOBOXAAETCA YKa3aHWeM Koaa napTum, CooT-
5.14 BETCTBYIOLLENr0 MapKNPOBaAHHOMY U3OENUIO
L _
[ ] Homep no katanory NCO 7000-2493
y (DB 2004-01)
[TpnmevaHmne — Hacrosawmm cMMBOI
COMPOBOXOAETCHA YKasaHWEM HOMepa W3genus,
0.15 MapKUpPOBaHHOIo AaHHbIM CUMBOJIOM, B KaTtanore
L _|
[ Bl [TopsaaKoBbLIM HOMEP NCO 7000-2498
(DB 2004-01)
[TpumevyaHune — Hacrodwmm cumMBON
5 16 @ COMNPOBOXOAAETCH yKazaHneM NOPALAKOBOIro HoOMe-
' pa n3genuns, MapkKMpoBaHHOIO AaHHbIM CUMBO-
Nnom
L _
B B KoHTpOnb NCO 7000-2494
(DB 2004-01)
517 CONTROL
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[lpodomxernue mabnuusr 1

[TopAAKOBbIM HOMEP

CHomspa Cumeon HanmeHoBaHUe cumBona B NCO 7000 unu B
AMBOT M3K 60417
I i OTpuuaTtenbHbIN KOHTPOIb NCO 7000-2495
(DB 2004-01)
5.18 CONTRO H
L _
a | [TonoXuTenbHbIN KOHTPOMb NCO 7000-2496
(DB 2004-01)
5.19 CONTRO H
L _
|_ i CTepunbHO NCO 7000-2499
(DB 2004-01)
5.20 STERILE
L _
I - Crepunmsaumss ¢ MPUMEHEHNEM METOA0B NCO 7000-2500
acenTUYecKoro nNpon3BoacTea (DB 2004-01)
L _
I ] Ctepunumisaums ¢ nNpUMeHeEHUEM OKUCU STU- NCO 7000-2501
neHa (DB 2004-01)
522 STERILE|EO
L _
I ] Crepunmnsauusi ¢ NpUMeHeHNeM pagnaunm NCO 7000-2502
(DB 2004-01)
5.23 STEHILE
L _
™ ] CTepununsayns napom Unm CyXmm Xapom NCO 7000-2503
(DB 2004-01)
L _
I L He cTepunun3oBaTth NOBTOPHO NCO 7000-2608
(DB 2004-01)
5.25

@

=
L
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[lpodomxenue mabnuusi 1

Home [TopsaakoBbIM HOMEP
cwmsoﬁa Cumeon HaumeHoBaHne cumeona B NCO 7000 unn B
MOK 60417
He cTepunbHoO NCO 7000-2609
(DB 2004-01)
5.26
He wcnonb3oBatek NMpyv NOBPEXOAEHHOWU yra- NCO 7000-2606
KOBKE (DB 2004-01)
5 27 [TpyuymevaHne — Hacroawmnm CuUMBOI
o3Ha4vaeT. «He mcnonb3oBaTek NPV HapyLWeHUA
bapbepa CTepuUnbHOCTU UMK NPU NOBPEXAEHHOW
YMaKOBKE»
N3penne meanumHcKoe ans AnarHOCTUKWU in
vitro
[TpumevyaHune — Hacroswmm cumBOm
0.28 PEKOMEHAYETCH NCMONBb30BaTh ANA MAEHTUMUKA- T
UMW TONbKO MeANLMHCKUX N3aenmnmn npu aAnarHoc-
TUKe in vilro, HO He n3genun, NpeaHa3Ha4YeHHbIX
L - nnsi NnpUMeHeHVs B NabopaTopHbIX YCIOBUSX
™ | Homep nauneHTa CO 7000-2610
(DB 2004-01)
5.29
[lnana3oH BNa>XHOCTW NCO 7000-2620
(DB 2004-01)
[TpumevyaHune — PekomeHayeTcH yka-
5 30 3blBaTb PAAOM C BEPXHEN N HUWXHEWN TOPU3OH-
TarnbHbIMW NIMHUSIMW
OrpaHndyeHne armocdhepHoOro AaBrneHus NCO 7000-2621
(DB 2004-01)
[TpumedvaHne — PekomeHayeTcsa yka-
5 31 3bIBaTb PSOAOM C BEPXHEW N HUXHEWN TOPUIOH-
TarnbHbIMW NTMHUSIMU
30Ha otbopa npob NCO 7000-2715
5.37
I ] MyTb NoToka cpeapbl MCO 7000-2722
5.33 ”
L _
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OkonyaHue mabnuubi 1

Homep
CUMBONA

CUMBO-

HanmeHoBaHWe cCMMBONa

[TopAaaKoBbIM HOMEP
B ACO 7000 unn B
M3K 60417

5.34

HennporeHHbin

NCO 7000-2724

5.35

X
\V/

CoaepXXUT HaTyparnbHbIN NaTeke

[TpnmevaHmne — Hacrosawmm cUMMBOI
PEKOMEHAYETCH YKa3biBaTb TOJIbKO MPU NPUMEHE-
HUW HaTypanbHOroO fnartekca B KOHCTPYKUUN UNK
YMakoBKE n3genus; aBnsaeTcs npeaynpexgeHnem
nvuam, KoTopble MOryT MMeTb anneprn4eckue
peakuun HaA HEKOTOPbIE NPOTENHbBI, coaepaLlne-
CA B HaTtypanbHOM NaTeKkce; He pPeKoMeHAyeTCs
NCMONb30BaTh AN U3genun, coaepXawmx CUH-
TETUYECKUWN NaTeKe

Ha ocHoOBe
NCO 7000-2725

5.36

Uncno kanenb Ha MWITTIUITUTP XKNOKOCTU

[TpumedyaHne— [lpumeHseTcHd HA Me-
OVNUVMHCKMX M3Qenusax anda ykasaHus ducna Ka-
nenb B MUNIUIINTPE XUAKOCTU, YNcro «20», yKa-
3aHHOE Ha CUMBOIE, SABIMSETCH NMPUMEPOM U 3a-
MEHAETCH HagneXawmm YMCioM Kanenb

MCO 7000-2726

5.37

OunbTp AN XWAKOCTU C onpegeneHHbIM pas-
MEpOM Mop

[TpnmevaHune — [lppumeHseTcsa HA Me-
ONLUMHCKNX n3genuax ans ykasaHus Toro, Yto NH-
dy3noHHasA UNn TpaHCMPY3MOHHAa cucTtema Mo-
XET BKN4aTb B ¢edbs dunbTp ANS XKUOKOCTU C
pa3HbIMM pa3MepamMu nop;, HOMUHAINbHbIN pPa3-
Mep «15» Ha cumBoOne ABMNSAETCH NPUMEPOM U 3a-
MEHSETCH HaaneXxawmm pasmepom rnop

NCO 7000-2727

5.38

—>

—
L

~
.

Knanan ogHOCTOPOHHEro gewncreus (obpart-
HbIW KarnaH)

NCO 7000-2728
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[lpunoxeHue A
(cnpaBoO4YHOe)

[lpumepbl

A.1 lNpumepbi npumeHeHuUs1i cumeosia «Acnosib3oeamsb 0O...»

) 0 s

2005-09-15

A.2 lpumep npumeHeHusi cumeosia «Kood napmuu»

ABC123

A.3 lNpumep npumeHeHusi cuMmeosa «llopssdkoebilu HOMeEP»

| SN | ABC123

A.4 [lpumep npumeHeHuUsi cumeosia «Homep no kamasioz2y»

ABC123

A.5 llpumepbl npuMeHeHUsI cuMeoJia «[ama u32omoeJsieHUsI»

2004 (M |
2004-006

A.6 llpumepbl NpuMeHeHUs1 CUM80J108 meMriepamypHbIX o2paHuU4YeHuUU

20 °C -/H/ /H/- 20 °C

BepxHaa rpaHuua TemnepaTtypHoro | HmwkHasa rpaHuua TemnepaTypHoro TelvlnepaTyprm nanasoH
ananasoHa Lu/lanasoHa
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A.7 llpumep npumMeHeHuUs1 cumeosia «HomMep nauyueHma»

rni# ABC123

A.8 llpumep npumeHeHUs1 cuMeosia «[Juana3oH sesiaxHOCMU»

90 %

T
10 %

A.9 lNpumep npumeHeHUs1i cumeosia «O2paHU4YeHUe ammMocgepHo20 OaesIeHUsI»

100 kPa

10
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[MpnnoxeHve B
(obsA3aTenbHoOE)

TpeboBaHuA K cuMBonNnaMm, npegnaraeMbiM AN BKIMIOYeHUSA

[Tlpegnarasi cuMmBon Anst BKITIOYEHUs], nogaTternb 3asBKU OOIMKEH NPeaocTaBnUTb Crieayowy o MHPpOpMaUnIo:

a) 0b6oCHOBaHMe pa3paboTKm CUMBONA C €ro OLUEHKON C y4eTOM DE30MacHOro N pe3ynbTatuBHONO NCMoNb30BaHUSA
MEeONLUNHCKNX N3QENNN 1 pesyrbrartaMmy aHanusa pucka B cliydae 3aMmeHbl TEeKCTa npeanaraeMmbliM CUMBOTIOM;

b) sicHOe n ogHO3HaYHOe HaumeHoBaHue (3.10) n onncanune (3.2) CMMBONA;

C) naeHTnUKaUnio NpeaycMoTPEHHbIX NONb3oBaTENEN N3aennsa(nn), ans KOToporo(bixX) NpeaHasHaveH npeanara-
eMbl CUMBOIT,

d) noapobHoe onucaHme MMerLnXcs UNn npeanaraembiX CAMBOSIOB B O4HOW 06nacTn NPUMEHEHUS UIMN CBA3aH-
HbIX C HEWN 0DNacTsaX;

e) opurmHan cumeona (3.7) Bmecte ¢ 6a3oBbiM WabnoHom (npunoxenne C), pa3paboTaHHbI B COOTBETCTBUN C
npuHumMnamun, yctaHoerneHHsimm B MOK 80416-1, 7.1 — 7.3;

f) naeHTndmnkaunio Bcex PaktopoB (TAKUX Kak pacrnonoXeHne nnn opueHtauus), BO3AENCTBYIIOWMX HA YETKOCTb
BOCIMNPUATUSA, BOCMPON3BOANMOCTb UNN NMOHUMAaHNE CUMBOINA;

g) nogpobHyo nupopmaumio o Nwbon oueHKe CUMMBOSA B NPOLECCe ero NpUMeHeHus1, 0 NPaBUIbHOM MOHUMAaHWUN
NN NPUroAHOCTH;

h) nogpobHoe onncaHve Bcex CnydaeB permcTpaumm unmv nogaym 3asBkyM Ha CUMBOJST B YNOJTHOMOYEHHYO OpraHn3a-
unio (MCO/TK 145 nnn MOK/SC 3C);

1) npeagnoXeHus No ganbHenwen pa3paboTke, BKNoYas Banugauuio;

1) AanHble 06 oprannsauuun, npeanaratouen cnmeon(bl), ee cBsa3n ¢ NCO/TK 210; nma, KOHTAKTHBLIN aapec 1 Tene-
dOH nuua, OTBETCTBEHHOIO 3a NEPENUCKY.

Ecnn npegnaraembiv CAMBOI YK€ MUMEETCH UMM OCHOBAaH Ha CYLWECTBYIOLWNX, TO COOTBETCTBYIOLLME MYHKTbI YKa3aH-
HOW MHOPMaLUUN MOTYT BbiTb 3aMEHEHbBI CChINKAMM Ha ONyBnNMKOBaHHbIE CTOYHUKW.

Ecnn ana paccMmoTpeHus NnpeanoXXeH CoBepLUEeHHO HOBbIM MM OCHOBAHHbBIM HA YaCTUYHO pas3paboTaHHOW KOHLUEN-
LUK CUMBOJT, TO HEODXOAMMO NPEeaoCTaBUTb KaKk MOXHO BonbLlle MMELWENCH B JaHHOE BpeMs nHpopmaumn. Kpome Toro,
CUMBOIN MOXET BbITb NPeacTaBneH B BUAE €ro koHuenuum (3.6).

11
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[MpynoxeHue C
(oba3aTenbHoOe)

Ba3zoBbi WWabnoH onAa paspaboTku cumBona

baszoBbin WabnoH ans paspaboTku CMMBOINA, NpeacTaBneHHbin Ha pucyHke C.1, 3anmcTBoBaH 3 MOK 80416-1 (pu-
CYHOK 5) 1 AOIMKEH SBNATHCA OCHOBOW ANSA co3ganuns opurmnana. lWabnon ncnonesyot gns obecnevenHmnss rapmMmoHUYHOro
BU3yarbHOro BrevaTtneHus npu BOCNPUATUN rpaPuyecknx CUMMBOIIOB.
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1 — kBaapaT ¢ BOKOBOU CTOPOHOU 75 MM (0Dpa3syiolen HanbonbLLME rOPU3OHTANBHbIE N BEPTUKASbHBIE pa3mepbl 6a30B0ro wab-
NOHA), NoAeNeHHbIN HA AYMENKN PELLUETKN ¢ MEXCTPOYHLIM MHTEpBAnom 12,5 mm;

2 — Ba3oBbIKn KBaApaT ¢ BOKOBOU CTOPOHOU S50 MM; AaHHOE 3HAYeHUEe COOTBETCTBYET TUnopa3smepy 50 mm opurmHana cumMmBona,

3 — Bas30BbIX KPYr ANMAMETPOM 56,0 MM, UMEILLIMK MPUMEPHO TV Xe nnowaab, Yto 1 6a30BbIM KBaOparT (2);

4 — kpyr anameTpom 50 MM, BMUCAHHBLIN B KPpYTr 6a30B0ro keaapara (2);

5, 6 — OBa NPAMOYTONbHUKA, UMEIOLLUX TY Xe NNnowaab, 4To 1n 6a3oBbiv kBaapar (2), wwmpuHon 40 MM 1 BbICOTOU 62,5 MM; NMPSAMO-
YIONIbHUKU B3aUMHO NEePneHaNKYNAPHbI, KAXXObIU U3 HUX NepecekaeT CUMMETPUYHO PACcnonoXeHHbIe CTOPOHbI Ba3oBOro keagpara (2);

/ — DasoBbIK KBagpAarT (2) ¢ BOKOBOU CTOPOHOM 50 MM, NOBEPHYTLIN HA 45°;

8 — BOCbMUYTONbHUK, 0Bpa30BaHHLIN NIMHUAMUW, PACNONOXEeHHbIMU No4d yrnom 15° K BHEeLWHUM CTOPOHaM CeTKU (1), — BHELIHAA
rpaHuua basoeoro wabnoHa;

a — Tunopasmep

PnucyHok C.1 — basoBbin WwabnoH

12
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[MpnnoxeHwne D
(cnpaBo4HoOe€)

[TfpuMeHeHue obLero 3anpeLlaoLlero CUMBONa

O6wunn 3anpeLwarowmm CMMBON (3aMMCTBOBAaH U3 [5]) npeagHasHaYeH ans ykazaHus Ha 3anpeuweHHoe gencreune. [pu
MapKNpPOBaHUN MEOQNLMHCKUX N3genun 3anpeLwarwmn Kpyr ¢ gnaroHanbHOW YepTon crneayeT NnpuMeHsaTb 4ns npugaHus
OTpULATENBHOIO 3HAYEHUA HaNpumep cnmBon 5.2 «He ncnonb3oBaTte NOBTOPHO» . ITOT CUMBOJT MHOTAa UCMONb3YIOT HE C
LEeNbO MApPKUPOBaAHUA MeOULIMHCKUX U3aenun, HanpumMmep B 3HA4YEHUN «He coaepXut». BaxxHo, 4Tobbl ero obosHavyeHue
COOTBETCTBOBAINO NpeayCMOTPEHHOMY 3HAYEHUIO, HE NPUBOASA K BO3HUMKHOBEHWUIO OMAaCHOCTEN N3-3a HEQOMOHUMAHNA,

Ecnu narotoButensm Heobxoanmo NPponHPoOpMMPOBaTE NONb30BaTENEN O 3anpeTe Ha YTO-NMMOO0 B OTCYTCTBUE COOT-
BETCTBYIOLWENro 3anpeularouero CMMBorna, 1o cnegyer BoOCnofb3oBaTtbCcsa Metoaom, npmeeaeHHsim B MOK 80416-3, pas-
aen 7. Ho npn atom pekomMeHOyeTcs He UCNOoNb3oBaTb CUMBOIbLI OAHOBPEMEHHO C MPUBEAEHHBIMW B HACTOALLEM
cTaHgapre.
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[MpynoxeHue E
(oba3aTenbHoOe)

CBefeHMA 0 COOTBETCTBUM CCbINMOYHBLIX MeXAYHapPOoAHbIX CTaHAapPTOB
HauuoHanbHbIM cTaHgapTaMm Poccunckom ®epgepauunum

Tadbnuwua E.1

OBo3HavYeHne CCbINOYHOro CTeneHb
QO0o3Ha4YeHne 1 HAMMEHOBAHUE COOTEBETCTBYHOLWEro HauMOHaNnbHONrO CTaHAapTa
MEXOYHAPOAHOro craHaapra COOTBETCTBUA
NCO 8601:2004 IDT [OCT P WCO 8601—2001 Cuctema cTaHgapTOB N0 MHAQOPpMaLUWN,

bubnnotevyHomMy n ndgatenbckomy aeny. [NpeacraBneHne gaTt v Bpeme-
HKU. Obwme TpeboBaHUSA

MOK 80416-1:2008

*

NCO 80416-2:2001

*

MOK 80416-3:2002

*

NCO 80416-4:2005

*

* COOTBETCTBYOWMN HAUMOHAIbHBLIN CTAHOAPT OTCYTCTBYET, 40 €ro yTBEPXAEHNHA PEKOMEHAYETCS UCMONb30BaTb
nepeBoa Ha PYCCKUN A3bIK 4aHHOINo MEeXAyHapoaHoro craHgapra, Haxoasawmncs B PegepanbHOM MHPOPMALNOHHOM
hOoHOE TEXHUYECKUX PErnamMeHToB 1 CTaHOAPTOB.

[TpnmeyaHune — B HacTosiwen Tabnuue ncnonb3oBaHO creayowee yernopHoe obo3Ha4veHne CTeneHn cooT-
BeTCcTBUSA: IDT — naeHtTn4yHbIN cTAaHaapT.
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1] GHTF/SG1/N043:2005
(GHTF/SG1/N043:2005)
2] NCO 7000:2004
(ISO 7000:2004)
[3] MOK 60417:1976

(IEC 60417:.1976;
IEC 60417-DB-12M)

[4] NCO 14971:2007
(ISO 14971:2007)

[5] NCO 3864-1:2002
(ISO 3864-1:2002)
NCO 780:1997

(1ISO 780:1997)
NCO 13485:2003

(1ISO 13485:2003)
NCO 15225:2000

(1ISO 15225:2000)
MOK/TO 60878:2003

(IEC/TR 60878:2003)
1ISO Store: hittp.//www.iso.org
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bubnuorpadua

MapkupoBaHne meanuMHCKUX N3aernvin

(Labelling for Medical Devices)

[‘padhnueckne CMMBOILI, NPUMEHSIEMbIE HA 0BOPYAOBaHUN. YKa3aTenb U CUHOMCUC
(Graphical symbols for use on equipment. Use and synopsis)

[‘padhnueckmne CUMMBOINbI, NPUMEHSEMbIE HA 0B6opyaoBaHUK. [TOCTOAHHO OBHOBNSIEMAS B pe-
XUME peanbHOro BpeMeHu anekTPoHHas 6a3a gaHHbIX, BKNOYawwas Bce rpadpuyeckmne
CUMBOIbI, cogepxawmecsa B MOK 60417

(Graphical symbols for use on equipment. 12-month subscription to online database
comprising all graphical symbols published in IEC 60417)

3pgenusa megnumHckme. [pumeHeHne MeHepKMEeHTa pucka K MeauUuMHCKUM N3Oennsm
(Medical devices — Application of risk management to medical devices)

[‘pachunyeckne cnmponsl. LiBeta n 3Hakm 6esonacHoctu. Yactb 1. MNpuHumnbl pa3paboTku
3HaKoB B6e3onacHocTn Ans paboyvnx n obLWECTBEHHbIX MECT

(Graphical symbols. Safety colours and safety signs. Part 1. Design principles for safety
signs in workplaces and public areas)

YnakoBka. MapkmpoBaHue rpaumveckumm cumMmBonaMm Ans Hagnexawero obpaweHus ¢
npoaykunen

(Packaging. Pictorial marking for handling of goods)

M3genna megnunHckme. CUCTeEMbl MEHEXKMEHTA KaYvecTBa. TpeboBaHua Ans Lenen pery-
NMMPOBaHUA

(Medical devices. Quality management systems. Requirements for regulatory purposes)
HomeHknaTtypa. HomeHknaTtypa gaHHbIX Mo MeguuuHCKUM mnagenmsam ans HQopmMaunoH-
HOro obmeHa

(Nomenclature. Specification for a nomenclature system for medical devices for the purpose
of requlatory data exchange)

[ padunyeckne cMMBONbI AN U3genum MeanumnHCKUX 3SNeKTPUYECKUX

(Graphical symbols for electrical equipment in medical practice)

IEC Web Store: http.//webstore.iec.ch
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KntoueBble cnoBa: MeguuuHCKoe nsgenne, CUMBOS, MapKNpoBaHWe, 3TUKEeTKa, CONpoBoanTelbHas JOKYMEH-
Tauus

Penaktop E.[. Ky3Heuosa
TexHu4veckun pepakrop B.H. lpycakosa
Koppektop B./. Bape+Hyosa
KomnbloTepHas BepcTtka B. /. puluerko
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