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MpeaucnoBue

Lienu n npuHumnel ctaHaapTusaumm Poccunckon ®eaepaumm yctaHoBneHsl PegeparnbHbiM 3aKOHOM OT
27 pekabpst 2002 r. Ne 184-d3 «O TeXHU4EeCKOM perynupoBaHun», a npasusia NPUMEHeHUs1 HauMoHaNbHbIX
ctaHaapToB Poccuiickon ®epnepaunn — FOCT P 1.0—2004 «CtaHgapTtusauus B Poccuiickon ®egepauun.
OCHOBHbIE MOSOXEeHUsA»

CBepfieHUA o cTaHaapTe

1 NMOArOTOBINEH 3akpbiTbiM akuMoHepHbimM 06ecTsoM « MEOUTECT» Ha oCHOBE ayTeHTUYHOTO ne-
peBoAa Ha PYCCKUIA A3bIK CTaHAapTa, yKasaHHOro B NyHKTe 4

2 BHECEH TexHu4ecKM KOMUTETOM Mo cTaHaapTusaumnmn TK 436 «YnpaBneHue KauecTBoM U CooTBe-
TCTBYIOLUME acneKkTbl AN MeQULIMHCKAX U3aenuiny

3 YTBEPXXOEH W BBEJEH B IENCTBUE Mpukazom deaepansHOro areHTCTsa no TeXHU4eckomy pe-
rynuposaHuto U metponorun ot 12 Hoabpst 2010 r. Ne 382-ct

4 Hactoswmii ctaHaapT ugeHTuyeH mexayHapogHomy ctaigapty UCO 15223-1:2007 «Uspenna mean-
unHckne. CUMBOIBI, MPUMEHsIEMbIE MPU MAapKUPOBaHUWA HA MEAULMHCKUX U3OenusX, 3TUKeTKax U B CONPOBO-
avTenbHol gokymeHTauun. Yacts 1. Obwme Tpeboarusay (1ISO 15223-1:2007 «Medical devices — Symbols to
be used with medical device labels, labelling and information to be supplied — Part 1: General requirements»).

Mpu npymMeHeHU HacTosILIEro cTaHaapTa pekoMeHayeTCst UCMoNb30BaTh BMECTO CChINTIOYHBIX MeXayHa-
POAHbIX CTAaHOAPTOB COOTBETCTBYOLME UM HAUMOHanNbHbIe cTaHAapThl Poccuiickon ®eaepaumu, ceeaeHna o
KOTOpPbIX NpuBeAeHbl B 4ONOSIHUTENBHOM NpUnoxeHun E

5 B3AMEH MOCT P NCO 15223—2002

UHpopmayust 06 UBMeHeHUsIX K HacmosiuieMy cmaHOapmy rybrnukyemcsi 8 exke200H0 u30agaeMoM UH-
gopmayUoHHOM ykasamerne «HayuoHanbHble cmaHO0apmel», @ Mekcm U3MeHeHUl U MornpasoK — 8 eXxeme-
CSIYHO U30asaeMbix UHGhOPMaUUOHHbIX ykasamensix «HauuoHansHble cmaHO0apmel». B cnydyae nepecmompa
(3aMeHbl) uilu ommeHbl Hacmosiweeo cmaHOapma coomeemcmesyroujee yeedomiteHue 6ydem orybnukosaHo
8 EXXeMeCSIYHO u3dagaeMoM UHGbopMayLOHHOM ykazamene «HauyuoHanbHble cmaHOapmel». Coomeemcmey-
rowasi uHgbopmayusi, yeedomMrieHuUe U mekcmsl pa3Mewaromest makxe 8 UHhopMauyuoHHoU cucmeme obujezo
rnonb3o8aHusi — Ha opuyuanbHoM calime ®edepanbHo20 azeHMcemea o MexXHUYECKOMY peaynupo8aHuo U
mempornoauu 8 cemu VIHmepHem

© CraHpgapTuHdpopm, 2011

HacToswuin ctaHaapT He MOXeT BbiTb NOMHOCTLIO U YacTUYHO BOCNPOM3BEAEH, TUPAXNPOBaH 1 pac-
npocTpaHeH B kadecTBe ouLmMansHOro usaaHua 6es paspelueHna deaepansHOro areHTCTBa No TeEXHUYECKo-
MY PErynmMpoBaHuic 1 MeTPoNorm
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BBegeHune

MexxgyHapogHblin ctaHgapt NCO 15223-1:2007 paspaboTtaH TexHuveckum komutetom MCO/TK 210
«YnpaBsrieHne Ka4eCTBOM M COOTBETCTBYIOLUME acnekTbl Ansl MeAULIMHCKUX U3OEeNUity.

MexxgyHapogHblin ctaHgapT MCO 15223-1:2007 (BmecTe ¢ paspabaTbiBaeMbiM MEXAYHapOAHbIM CTaH-
faptom NCO 15223-2) oTmeHsieT 1 sameHsaeT MCO 15223:2000.

MexayHapogaHblin ctaHgapT MCO 15223 paccmaTpyBaeT CUMBOILI, KOTOPbIE MOTYT BbITb UCNOMb30BaHbI
AN nepegayvun 3remMeHToB MHPOPMaLK, BaXKHBIX, MO MHEHUIO perynupylowmx opraHoB, ans 6ezonacHoro u
Haanexaluero NpUMeHeHUst MeAMUUHCKUX uzgenyii. HeobxoanmocTs nepeaaymn Takon MHopmaumm BMecTe ¢
n3genMem npusHaeTcs B0 MHOMMX perynupylowmx JOKyMeHTax B pasHbix obnactax. [ipyrve ctaHgapThl ycTa-
HaBMMBaKOT AOMNONHUTENbHBIE CUMBOSbI, MPUMEHUMBIE K KOHKPETHBIM BUAaM Unu rpynnam nusgenuin (Hanpu-
Mep, K MEAULMHCKAM 3MEKTPUYECKUM).

Tpebyemyto MHDOPMaLIMIO MOXHO pa3MeLLaTb HeMnoCpPeACTBEHHO Ha U3AEeNK, Ha ero 3TUKETKe UM B Co-
NpoBOAUTENbHOW OOKYMeHTauMn. Bo MHOMMX cTpaHax pekoMeHAyeTcsl NpUMEeHeHUe HaUWMOHAaNbHOro siablka
AN nepegadn TeKCTOBOW MHpopMaunn, NnpeaocTaBnsieMon ¢ MeguumMHCKUMn nsgenusamin. MNpu aToMm Bo3HUKa-
0T Npobnemel ¢ X U3rOTOBUTENSAMM U NONL30BaTENAMM.

M3roToButenm niLyT cnocobbl CHKEHNA 3aTpaT Ha aTUKETUPOBaHWe (MapKUpoBaHUe) U3Aennin, cokpa-
Wasa 1 ynyywas BO3MOXHbIE BapuaHTbl. [Monb3oBaTtenn MeauuMHCKUX U3Aenui, UMeLLMX ConpoBoaNTE b-
HYI0 MHpOpMaLMIo Ha PasHbIX A3bIKax, UCMbLITLIBAKOT 3aTPYAHEHUs, CBAA3AHHbIE C ee MOUCKOM Ha HYXHOM
s3blke. MCO 15223 nomoraeT pelwunTb 37U Npobrembl C MOMOLLBbIO MEXAYHapOAHO NMPU3HaHHLIX CUMBOIIOB,
UMEIOLLNX TOUHOE 3HaYeHue.

B HopMaTNBHO-TEXHUYECKOW, KOHCTPYKTOPCKON, TEXHOMOTMYECKOW U IDYTro TEXHUYECKOW A0OKYMEeHTaLmMm
Ha cpeacTBa U3MepPeHUIA, a Takke Ha N3Aenusl, COCTaBHLIMIN YacTSMN KOTOPLIX OHU SIBNSIOTCS, B HOPMAaTUB-
HO-TeXHU4ecKon AokyMeHTaLun B obnactn MeTpororniyeckoro obecneyeHusi, BO BcexX Buaax JOKYMeHTaumMm
Ha 3KCMOPTHYH NPOAYKLMIO (BKItOYAsA COMPOBOAUTENBHYIO AOKYMEHTaLMIO U MapKUPOBKY U3AENNIA) UCMONb3Y-
0T MeXayHapoaHble 0603HavYeHns eanHNL,.

B HOpMaTUBHO-TEXHUYECKOW, KOHCTPYKTOPCKON, TEXHOMOMMYECKOW U APYTro TEXHUYECKOW AOKYMEeHTaLMmn
Ha ocTanbHble BUAbl NPOAYKLMN NPUMEHSIIOT MEXayHapoaHble Unu pycckue 0bosHaveHns equHuL,.

TexHuyeckum komutetoM MCO/TK 210 npusHaHa HeoBX0AUMOCTb MCMOMb30BAHUA CUCTEMATUHECKOTO
meToga 4ns paspaboTki 1 NpeacTaBneHns CUMBONOB, Npegnaraemelx Ans sknodeHus B UCO 15223. laHHbin
meTog ByaeTt npeaMeToM pacCcMOTpPeHUss HOBOro MexadyHapoaHoro ctaHgapta MCO 15223-2, nocBAWEeHHOro
paspaboTke, oT6OpY ¥ BanuaaLumM CUMBOSIOB.

Crangapt NCO 15223-1 npegHasHadeH npexae BCero Ansl M3roToButenen MeauuuHCKUX usaenqn,
npegnararolnx NAeHTUYHbIE U3OENNS B cTpaHax C pasnMYHbIMA A3bIKOBbIMK TpeboBaHUAMN K 3TUKETUPOBa-
HUO (MapkupoBaHuto). [aHHbIN cTaHgapT MOXET Takke NoMoYb:

- MocTaBLMKaM MeQULMHCKUX U30ennia Unn Apyrum npeactaBuTensamM U3roToBuTenen;

- cnyx6am, 0TBETCTBEHHbIM 3a 0By4eHWe NoMb30BaHWI0 MEAULMHCKUMN U3OenusaMI, a Takke obydae-
MbIM;

- OTBETCTBEHHbLIM 3a focnenpoaaxHoe HabnogeHve (Hagsop);

- perynvpyroLwmmM 1 cepTuduLUmMpyoLW MM opraHam, UcnbiTaTenbHeIM LieHTpam, nabopaTopusM 1 Apyrum
opraHusaLnsam, OTBETCTBEHHBIM 32 BHeAPEHWe perynmpyroLwmnx 4oKYMeHTOB 1 nocnenpoaaxHoe HabnoaeHne;

- noTpedbuTensamM UM KOHEeYHbIM MOoMb30BaTeNsAM MeAULIMHCKUX U30ennid, NoyYarowmm UxX U3 pasnmy-
HbIX MUCTOYHUKOB M UMEIOLLNM pasHble A3bIKOBble CrnocoBHOCTH.

B 2008 roagy TexHudeckuin komuteT nogrotosur usmeHeHne 1 UCO 15223-1, cogepkallee HECKOMbKO
OOMONHUTENBHBIX CUMBONOB (5.32—5.38), KoTopble Takke BKMHOYEHbl B HACTOSALLNIA cTaHaapT.
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HAUMWOHANBHBIW CTAHOAPT POCCUMNCKOWN ®EOAEPALUUMU

n3geEnmnAa MEQUUNHCKUE

CUMBOIbI, NpUMeHsieMble NP MapKUPOBaHMM Ha MeANLUHCKUX U3LeNUsX, aTUKeTKax
U B cONpoBOAUTENbHON AOKYMeHTauuu

YacTtb 1
O6wue TpeboBaHus

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

HOata BBeaenna — 2011—10—01

1 O6nacTb NpMMeHeHus

Hacrosiwunin ctaHgapT yctaHaenusaeT TpeboBaHus Kk paspaboTke 1 NpUMEHEHUIO CUMBOMOB A/1s1 nepe-
Aa4n nHcopmauum o 6eaonacHoM 1 pesynbTaTUBHOM UCNOMb30BaHUN MeQULMHCKAX U3AENNA U COQEPXKUT ne-
peYeHb CUMBOSIOB, YAOBMETBOPSIOLMX YKa3aHHbIM TPEGOBaHMSIM.

O6nacTb NpUMeHeHUs1 HACTOALLEro cTaHAapTa orpaHMyeHa CUMBOMAMU AN LWMPOKOTro CnekTpa Meau-
LMHCKVX M3aenuia, KoTopble MOTYT BbiThb BbINyLWEHbl B NpoAaxy Ha MexayHapoaHbIA PbIHOK. OTU CUMBOJIbI yKa-
3aHbl HenocpedCTBEHHO Ha U3AeNnUK, Ha ero ynakoBke Uiv B CONPOBOAUTENbHON AOKYMEHTaLuN.

2 HopmaTuBHbIe CCbISNIKK

B HacTosilwem cTaHgapTe MCronb3oBaHbl HOPMATUBHbIE CCISIKK Ha crieaylowme cTaHaapThl:

MCO 8601:2004 BnemeHThbl AaHHbIX U popmaTel obmeHa. ObMeH nHdgopmauuen. MNpeactasneHue aat
1 BpemeHn (ISO 8601:2004 Data elements and interchange formats. Information interchange. Representation
of dates and times)

M3K 80416-1:2001 (2008) OcHoBHbIe NPUHLMIMBI pa3paboTku rpaduyecknx CUMBOMNOB, NPUMEHSAEMbIX
Ha obopyaosaHuu. Yactb 1. CosgaHue opuruHanos cumsonos (IEC 80416-1:2001 Basic principles for
graphical symbols for use on equipment. Part 1. Creation of symbol originals)

MCO 80416-2:2001 OcHoBHbIE NPUHLUUNLI pa3paboTkn rpacdudeckux CUMBOSIOB, NMPUMEHAEMBbIX Ha
obopyaoBaHun. YacTb 2. PasHoBMAHOCTU cTpenok U ux npumMeHeHue (ISO 80416-2:2001 Basic principles
for graphical symbols for use on equipment. Part 2. Form and use of arrows)

MO3K 80416-3:2002 OcHOBHble NpUHLMNLI paspaboTky rpadMyeckux CUMBOSIOB, MPUMEHAeMbIX Ha 06opy-
AosaHun. YacTtb 3. PekomeHgaumm no npumeHeHuo rpacudeckux cumsonos (IEC 80416-3:2002 Basic principles
for graphical symbols for use on equipment. Part 3. Guidelines for the application of graphical symbols)

NCO 80416-4:2005 OcHOBHble NpUHLMNLI pa3paboTkM rpacuyeckux CUMBOMOB, NPUMEHAEMBIX Ha
o6opyaoBaHun. HYacTb 4. PekomeHaauum no npuMeHeHuo rpaduieckux CMMBOSIOB B MEHIO U Ha 3KpaHax Auc-
nnees (B kavecTBe UKoHOK) (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 TepmuHbl M onpeaeneHus

B HacTosilem cTaHoapTe NPUMEHeHbI cneayowmne TepMUHbLI C COOTBETCTBYIOLIMMU OnpeaeneHnamu:

3.1 xapakTepuctuieckaa uHdopmauuma (characteristic information): MHdopmauusa o csonctee unm
CBOMCTBax 06beKTa UM COBOKYNHOCTU 0O BEKTOB.

3.2 onucanue (description): HopmaTuBHbIN TEKCT, CBA3aHHLIA C BOCNPOM3BEAeHMEM OpyUrnHana cumseorna
1 onpeaensowmi Lenb, 06nacTb 1 criydyan NpMMeHeHUs opurnHana cumeona (3aMmcTsoBaHo u3 MOK 80416-1,
onpegeneHue 3.6).

WU3panune ocbmunansbHoe
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3.3 rpaduyeckoe npeactasneHue (iconic presentation): O6pasHoe unu rpacudeckoe Bocnpounsseae-
HWE C UCMOMb30BaHWEM XOPOLUO 3HAKOMbIX 06BLEKTOB, BKMoYas 6yKBEHHO-LMGPOBLIE 3HAKW.

3.4 mapkupoBka (label): HanucaHHas, HanevyaTaHHas unu rpacdudeckas nHpopmaums, HaxoaaLwasacs
HenocpeacTBEHHO Ha MeANLMHCKOM U3aenun.

MpnumevyaHnusn

1 Ecnun dusnyeckne ycnoBus He no3sonsiioT HAHECTU TaKylo MApKUPOBKY, TO AaHHbLIA TEPMUH MOXeT o603HaqaTb
MHOPMaLMIO, HAHOCUMYIO Ha YNAKOBKY OHOIO U3AENUSI U TPYNIbl U3AeNvi.

2 3aumctBoBaHo u3 [1].

3.5 mapkupoBanue (labelling): NMucbmeHHoe, NnevyaTHoe UnNu rpadu4deckoe:

- HaHeceHue uHbopMaLuM Ha MeauLMHCKoe usaenue, niobyto npegHasHavYeHHyo AnNA Hero Tapy unu
YNaKkoBKY;

- COMNPOBOXAEHNe MeULMHCKOTO U3Oenusl AoKYMeHTaMu (KpoMme MOrpy3ouHbIX) Mo uaeHTUuduKaumm,
TEXHWYECKOMY OMUCAHUIO N NPUMEHEHWIO.

MpwnmeyaHune— B HeKOTOPbIX HALMOHANBHBLIX U PEMMOHASIbHLIX HOPMATUBHBLIX JOKYMEHTaX « MapKupoBaHue»
paccmaTpyBaloT Kak «MHGopMaLmio, NpeaoCTaBlsieMylo U3roTOBUTENEMY.

3.6 koHuenuua cumBona (symbol concept): CxemaTudeckoe nsobpaxeHue cumaosa, BOCIpon3Boas-
LLiee ero OCHOBHbIE 3IeMeHThbI, HO oduLManbHO He nepeBefeHHoe B hopMaT opurMHana.

3.7 opurunan cumBona (symbol original): UsobpaxeHue cumBorna, BbINOSIHEHHOE B COOTBETCTBUMN C
M3K 80416-1 1 npuMmeHsiemoe ANns CCbINOK UM BOCNPOU3BEAEHUS!.

[MpwnmeyaHn e — 3anmctBoBaHo n3a MIK 80416-1, onpepenenne 3.3.

3.8 cumBon, NpUMeEHAEMbI NPU MapKUpoBaHUU MeaULMHCKoro uaaenus (symbol used in medical
device labelling): N3o0bpaxeHne Ha MapKnpoBKe (3TUKETKE) U/UIK B CONPOBOAUTENILHON AOKYMEHTaLM1M Megu-
LIMHCKOro U3aenus, nepefaroLlee xapakrepuctuieckyo uidopmaumio (cM. 3.1) 06 obbekTe 1 He cBszaHHOE CO
3HaHWeM NocTaBLUMKOM UMK rosyYaTenem KOHKPETHOro si3blka Hauuv Unu pernoHa.

MpwumeyaHue—Bun3obpaxxeHnn CUMBONa MOXET OblTb UCNONB3OBAHO 3HAKOBOE MUIM rpacdnueckoe NpeacTas-
neHne nHdopmaumu.

3.9 ycnoBHoe o6o3HauveHue (symbolic presentation): AGcTpakTHoe n3obpaxeHue unu rpacdpudeckoe
npeacTasnexHve.

3.10 HanmeHoBaHuUe (title): YH1kansHoOe UMSA, C MOMOLLIbIO KOTOPOro NAEHTUMDULMPYIOT U YyIOMUHAIOT
cvMmBon (3aumcTteoBaHo U3 MOK 80416-1, onpeaeneHue 3.5).

4 OOwwue TpeboBaHUA

4.1 CumBonbl, npeanaraeMble Ansi BKIOYEHUA

CumBonebl, npeanaraemole ans skiovennsa B UCO 15223, nomkHbl ObITb NpeAcTaBieHbl Ha paccMoTpe-
Hue B cekpeTapuaT UCO/TK 210 1 coOTBETCTBOBATL KPUTEPUSIM, YCTAHOBNEHHBLIM B OTHOLLEHWN UX Pa3Mepos,
1 NpuHUMNam paspaboTku, ykaszaHHbIM B cepumn MexayHapoaHbix ctaHaaptos MCO/M3K 804 16. Ecnin npume-
HReTcA ycnoBHoe 0603HaveHne, To GyKBEHHO-LMGPOBLIE CUMBONLI HEe AOMKHBI ObITb YacTbio paspabaTbiBae-
MbIX MU MOTYT BbITb UCMONbL30BaHbI (ECNIM YMECTHO U LenecoobpasHo) ans rpaduyeckoro npeacTaBneHus
WHopMaLMK.

Cumsonsl, npeanaraemble Ans MHOOPMUPOBAHUA O AOMYCTUMOCTM (paspeLLatoLLye) Unm o NpoLeaypHbIX
nogpobHocTsX, MoryT BbITh NpeacTaBNeHbI B BUAE koHUenumn (cm. 3.6), Ans opuumansHOro NnoaTBepKaeHNa —
B BMAe opuriuHanos (cM. 3.7). MoapobHocTW pas3paboTki CMMBOMA, UCMOMNb3YeMOro Ans MHOPMUPOBAHUS UK
noaTBepXAeHWs, NpeacTaBneHbl B NpunoxeHun B.

Tiobol cumBsorn, NpeanaraemMblil 4N BKIOYEHWS, LOIDKEH UMEeTb oBLInpHYto obnacTb NpuMeHeHus ans
MHOTUX 13genuin. pyrne ctaHgapTbl ycTaHaBNMBaOT AONOMHUTENbHbIE CUMBOSbI A KOHKPETHBIX BUOOB U
rpynn mM3gennidi UM KOHKpeTHbIX cuTyauuia. MNpumepbl AaHHBIX CTaHO4apTOB NpuBedeHbl B bubnuorpaduu,
OAHaKo 3TOT NepeYveHb He sIBNseTCs UcHepnbiBaloLLnM.

4.2 TpeboBaHUA K NPUMEHEHUIO

Ecnu npy BbINOMHEHUN MeHeMKMeHTa pucka obHapyxusaeTcsl LenecoobpasHocTb nepeaayn BaxHon
MHbopMaLN HEMOCPEACTBEHHO Ha U3AENUU 1 ero YNakoBKe Ui B COMPOBOAMUTENbHON AOKYMEHTaLMK, TO B
3TOM Cllydae MOXHO UCMOMb30BaTh CUMBOILI, NpUBEAEHHbIe B Tabnuue 1.

2
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Npadhmnueckoe npeacTaBneHe CUMBOMNOB AOMKHO YAOBNETBOPSTL TpeboBaHUsIM HacToAWEro craHaap-
Ta, 0co6EHHO B OTHOLLIEHUN pa3MepoB (BKITHoYast OTHOCUTENbHYIO TOMLMHY MIMHWIA), pacnonoXxeHns (opueHTa-
LK) U HaNM4Ynsa nnm oTCYTCTBUSA 3aKpalleHHbIX UM 3aTeHEeHHbIX Y4acTKOB.

Mpumeyanue 1— MexayHapogHon opranmsaumen no craHgaptusauum (MCO) coBmecTHo ¢ MexayHapoa-
HOW anekTpoTexHndeckon komucecuen (M3K) paspabotaHa 6a3a gaHHbIX, paboTaiolas B MUHTEPAKTUBHOM PEXUME U CO-
Jepxawas nonHeln Habop BkMOYeHHbIX B [2] u [3] rpadvyeckux CUMBOMOB, KaXAbl U3 KOTOPbIX UMEET MOPSIAKOBLIN
HOMep, HauMeHOBaHWe (Ha aHIMUACKOM 1 (hpaHLy3CKOM A3blkax), rpadmyeckoe BocripoussegeHue B popmarte GIF, Bekro-
puzoBaHHoM dopmate PDF v gononHuTenbHble AaHHble. [Tonck 3TMX CMMBONOB NO3BONSIOT 06nerynTe pasnuyHbie Nouc-
KOBble W HaBWUraUUOHHbIE BO3MOXHOCTW. WMHdopmaums o nonydeHun goctyna B 6a3y AaHHbIX nNpuBegeHa B GaHkax
coobwenuii NCO n M3K unu B HauMoHanbHOM opraHe Mo cTaHgapTu3auuu.

CumBOnbI 1 conmyTCTBYOLWAasn MHDOPMaLIMA AOMKHbBI BbITb YETKO PasfnyMMBbl Npu ocBeLeHHOCTH 215 nk
HOPMarbHbIM 3peHUEM, CKOPPEKTUPOBaHHBLIM B Clly4ae HeobXxoaMMOCTU.

MpumeyaHue 2—LlBeToBOE pelLeHMe ¥ MUHYMATIbHBIE PA3MEPbI B HACTOSALLEM CTAHAAPTE He YCTAHOBIEHbI.

B NPUNOXeHUN D npueegeHbl pykoBogdlne ykasaHua no Hagnexxawemy npuMeHeHuto obuwero 3anpe-
warouero cMmmeona.

Mepen UCrnonbL30BaHNEM CUMMBOSIOB U3rOTOBUTENb AO/KEH rapaHTUPOBaTh OTCYyTCTBUE AONONHUTENbHO-
ro pucka, B NpOTUBHOM Crny4ae Heobxoanmo NPUHATL COOTBETCTBYHOLWNE Mepbl MO yrnpasneHuo UM.

MpumedaHwue 3—[JononHutenbHas uHOPMaLMS NO MEHEIKMEHTY pUCKa NpvBeaeHa e [4].

MpeacTasneHve AaT U BpeMeHW COBMECTHO C CUMBOJIaMU YCTaHOBIIEHO NpaBunamun, npuseaeHHbIMU B
NCO 8601.

5 CumBonbl

NHdbopmaLms, BaxHas AnNs Haanexallero NpUMEHeHUs, 4oMmkHa BbITh ykasaHa HenocpeacTBeHHO Ha
MeOMLMHCKOM U3AENUM, ero ynakoBKe UM B COMPOBOAUTENbBHON 4OKYMEHTaLMM C MOMOLLbLIO COOTBETCTBY!O-
LLIMX CUMBOMOB, NpeAcTaBNeHHbIX B Tabnuue 1.

Mprmepbl UCNONBb30BAHUS CUMBOIIOB MpUBeAeHbl B MPUIOXEHUM A,

Tabnwuua 1— CwumBonsl, NpeacTaensiowme MHPOPMaLMIo, BXHYIO AN HAANEXALLErOo MPUMEHEHNS] MEANLIMHCKMX
nagenumn

MopsiakoBbIi HOMEp

c';;r:ﬁa Cumeon HaumeHoBaHWe cumeona B MCO 7000 unu B
MOK 60417
r L Buonorudeckuii puck MCO 7000-0659

(DB 2004-01)
oy

L J
r L He ucnonb3oeatbk NOBTOPHO MCO 7000-1051
(DB 2004-01)
52
[ _
r T O6paTuTeck K pyKOBOACTBY MO IKCNnyaTauum MCO 7000-1641
. (DB 2004-01)
MpumevaHune — Hacrosiwmi cumson
o OTCbINaeT K PYKOBOACTBY MO 3KClyaraumu ansi
5.3 1 nonyvenns nHopmauum, Heobxoaumow Ans
Hagnexallero npuMeHeHust uagenusa (CM. CuMm-
L N Bon 5.4)
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TpodomxerHue mabrnuypr 1

Home MopsaakosbI HOMEP
CI/IMBOJI'I)a Cumson HaumeHoBaHue cumsona B ACO 7000 unu B
M3K 60417
OctopoxHo! O6patnTech K conpoBoaUTENb- MNCO 7000-0434
- 1 HOW AOKYMeHTauuu (DB 2004-01)
MpumevaHnunn
1 Hacroswui cumeon oTCbINaeT K CONpoBO-
AUTENBHOW JOKYMEHTauun gnsa nonyyYeHusl Bax-
5.4 HoW uHdopmaumn no 6e3onacHoCcTU (Takow Kak
npeaynpexaeHna u NpeaocTepexeHns ), KOTopas
L N B CUIY Pa3HbIX NPUHYMH HE MOXET BbITh NpeacTae-
neHa Ha nsgenum (cm. cumeon 5.3)
2 MoxHo ncnonb3oBats cumeon A nnu B us
MCO 7000-0434 (npepocTepexeHns)
r a Xpynkoe, 06pawaTbcs OCTOPOXKHO MCO 7000-0621
(DB 2004-01)
5.5
L -
r \ | / He ponyckatb BO3geNCcTBUA CONHEYHOTO CBe- MNCO 7000-0624
~ ® - Ta (DB 2004-01)
_— TN — .
5.6 /l Mpunmevanune — Hacroawwi cumeon
A MOXeT Takke o3HaqaTb «[epxaTb Bganu ot uc-
. To4HMKOB Ternax» (cm. MCO 7000:1989)
L -
r I L [epxxaTb BAanuM oT UCTOYHWUKOB Terna U pa- MNCO 7000-0615
w .\ [AVIOaKTUBHOIO U3MyueHust (DB 2004-01)
\ X
57 /l\ MpumeuvaHune — Hacrosiwmin cumeon
A MOXeT Takke o3Haqatb «He gonyckatb Bo3gen-
. CTBWSI COMHEYHOro CBeTa U paguoakiMBHOIO U3-
L J nyyeHusa»
r p A
Py Bepeub oT Bnamm MNCO 7000-0626
I ¢« . (DB 2004-01)
MpumedaHue — Hacroswun cumeon
5.8 MOXeT Takke o3Ha4aTb «CoXpaHsiTb B CyXOM CO-
cTtosiHumy (cMm. MCO 7000:1989)
L J
r o HwxHAA rpaHuua TemnepaTtypHOro guanaso- MNCO 7000-0534
Ha (DB 2004-01)
50 MpwnMmeyaHue—HWkHIOW rpaHuuy Tem-
nepaTypHOro guarnasoHa pekoMeHayeTCa yKasbl-
BaTb PSAOM C HWKHEN FOPU3OHTaNbHON NINHUEN
L -
r 7 BepxHsAs rpaHuua TeMmnepaTypHOro gnanaso- MCO 7000-0533
Ha (DB 2004-01)
510 Mpumevanune — BepxHioio rpaHuuly
: TeMnepaTrypHoro pguariasoHa pekomeHgyeTcs
yKasblBaTb PsSAOM C BEpXHEW TFOpU3OHTaNbHON
L N nNnHnen
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MopsiakoBbIM HOMEP

C':;':gﬁa Cumson HaumeHoBaHue cumsona B NCO 7000 unn B
M3K 60417
1 TemnepaTypHbI gnanasoH MCO 7000-0632
(DB 2004-01)
MpumeudyaHne — BepxHIOIE U HUXHIOW
5.11 rpaHuLbl TeMnepaTypHOro guanasoHa peKoMeH-
AyeTcs ykasblBaTb PsiAOM C BEPXHEW U HUXHEN
rOpU3OHTarNbHLIMU NTMHUSIMU
_
r = Wcnonbsosatk o ... NCO 7000-2607
(DB 2004-01)
MpumedvaHune — Hacroawmn cumeon
512 COMPOBOXAAETCA AATON, YKa3biBAKOLLEN, YTO U3-
) Jenve pekoMeHayeTCs UCMOoNb30BaTh 0 cTeve-
HUSI YCT@HOBIEHHOIO CPOKa; Aara MOXeT npej-
L N cTaBnsTL cobOV roa, rog u MecsiL, Unu rod, MecsiL
M OeHb, ecrnv uenecoobpasHo
r | [ata narotoeneHus MNCO 7000-2497
. (DB 2004-01)
MpumedvyaHune — Hacroawmn cumeon
COMPOBOXAAETCA yKa3aHWem [aTtbl U3roToBre-
5.13 HUSI M3Jenusi: MOXeT npeacTaensite cobow rog,
rog v MecsiL, Unu rof, Mecsil, U ieHb, ecnuv Lene-
coobpasHo
L _
T Kog naptum MCO 7000-2492
. (DB 2004-01)
MpumevyaHune — Hacroawmn cumeon
L o T COMPOBOXAAeTCA yKkazaHueM Koaa napTum, cooT-
5.14 BETCTBYIOLLLENO MapKUPOBAHHOMY M3enunio
_
- Homep no katanory MCO 7000-2493
. (DB 2004-01)
MpumevaHune — Hacroawmn cumeon
RE F COMPOBOXOAEeTCA yKazaHUeM HOMepa WU3denus,
5.15 MapKUPOBaHHOIO JaHHLIM CUMBOJIOM, B KaTanore
_
1 [MopsiakoBbLIN HOMEP MCO 7000-2498
(DB 2004-01)
MpumevyaHune — Hacroawmn cumeon
516 S N COMPOBOXAAETCS YKaszaHWeM NopsiKoBOro Home-
) pa u3genvsi, MapkMpoOBaHHOTO AaHHbIM CHMMBO-
nom
_
1 KoHTponb MCO 7000-2494
(DB 2004-01)
5.17 CONTROL
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lpodormxeHue mabnuuys! 1

Homep

MopsiakoBbIM HOMEP

cuMBONA Cumson HaumeHoBaHue cumsona B NCO 7000 unn B
M3K 60417
r 1 OTpuuaTtenbHbIf KOHTPOITb MCO 7000-2495
(DB 2004-01)
s1s | |CONTROL|-
L _
r 1 MonoxuTenbHbIA KOHTPOIb MCO 7000-2496
(DB 2004-01)
519 | (CONTROL|+
L _I
r 1 CTepunbHO NCO 7000-2499
(DB 2004-01)
5.20 STERILE
L _
r 1 CTtepunuaaums ¢ NPUMEHEHUEM METOAOB MCO 7000-2500
acenTU4ecKoro NPov3BoAcTBa (DB 2004-01)
5.21 STERILE| A
L -
r 1 CTepunuaaumsi ¢ NPUMEHEHUEM OKUCH 3TH- CO 7000-2501
neHa (DB 2004-01)
5.22 STERILE|EO
L _
r 1 CTepunuaauusi C NPUMEHEHNEM paguaLmm CO 7000-2502
(DB 2004-01)
523 STERILE| R
L _I
r 1 Crepunusaumsi NnapoM UIK CYXUM XapoMm MCO 7000-2503
(DB 2004-01)
524 ISTERILE
L _
r 1 He cTepunuaoBarth NOBTOPHO 1CO 7000-2608
(DB 2004-01)
5.25 ER
L il
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Home MopsiakoBbIM HOMEP
cvuvnaoﬁa Cumson HaumeHoBaHue cumsona B NCO 7000 unn B
M3K 60417
r o He crepurbHo 1CO 7000-2609
(DB 2004-01)
5.26
L _
r 1 He wcnone3oBaTe Npy MOBPEXAEHHOW yna- MCO 7000-2606
KOBKE (DB 2004-01)
527 MpunmevyaHnune — Hacroswuin cumeon
o3HauvaeT: «He ucnonb3oBaTe NpU HapyLlueHWUM
H6apbepa CTEPUIIBHOCTU WIMK NPWY NOBPEXAEHHON
L _ YNaKoBKe»
r T Mapenvwe meguumHckoe Ans AWarHoCTUKW in
vitro
MpumedvyaHune — Hacroawmn cumeon
5.28 IVD pekomMeHayeTCs UCNonb3oBaTh AN naeHTUgrKa- —
LMW TONBKO MEAULIMHCKMX U3ZENUiA Npu uarHoc-
THKe in vitro, HO He n3genun, nNpeaHasHauYeHHbIX
L - Ot IPUMEHeHNs! B MabopaTopHbIX YCMOBUSIX
r ® 1 Homep naumenTa MCO 7000-2610
(DB 2004-01)
- M4
L |
r [InanaaoH BMaxHOCTM NCO 7000-2620
(DB 2004-01)
MpnmeyvyaHune — PekomeHgyeTcsa yka-
530 3blBaTb PSOOM C BEPXHEN U HUXHEW TFOPU3OH-
TanbHbIMU NMHUSMK
At
|
r OrpaHnyeHne atmochepHoOro JaeneHus MCO 7000-2621
(DB 2004-01)
MpnmeyvyaHune — PekomeHgyeTcsa yka-
5.31 3blBaTb PSOOM C BEPXHEN U HUXHEW TFOPU3OH-
TanbHbIMU NMHUSIMK
_I
r 1 3oHa oT6opa Npo6 1NCO 7000-2715
5.32
L _
r 1 MyTb NoToka cpeabl NCO 7000-2722
—
5.33
e——
L |
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Okonyanue mabnuuypi 1

Homep
cuMBOna

Cumson

HaumeHoBaHue cumBona

MopsiakoBbIi HOMEP
B NCO 7000 unu B
MOK 60417

5.34

HenuporeHHbin

MCO 7000-2724

5.35

CoaepxuT HaTypanbHbI NaTekc

MpumedvyaHnue — Hacroswun cumson
peKkoMeHAayeTCs YKasblBaTb TOMNBKO NPy NpUMeHe-
HUWM HaTYpanbHOro rnaTekca B KOHCTPYKLMM MU
YyNaKoBKe U3aenusi; SIBNsieTcA npegynpexaeHnem
nvuam, KoTopble MOryT UMeTb arnnepruyeckve
peakuum Ha HEKOTOpbIe NPOTEUHBI, coAepXKaLLme-
Csl B HaTyparnbHOM naTekce; He peKkoMeHayeTcsl
Mcnonb3oBaTtb AN M3genuin, coaepXalmx CUH-
TETUYECKNI NaTeke

Ha ocHoBe
NCO 7000-2725

5.36

b
@
&

Yueno kanenb Ha MUWINITUNUTP XKUOKOCTU

MpumeyaHue — [pumeHseTca HA Me-
OVUMHCKMX M3Zenuax ANA yKasaHus ducna Ka-
nenb B MUNNUINTPE XUakocTh; uncno «20», yka-
3aHHOE Ha CMMBONE, ABMSETCHA NPUMEPOM U 3a-
MEHSIeTCA HaZAneXalluum YUCNoMm Kanernb

NCO 7000-2726

5.37

dUNbTP AN KUAKOCTU C onpeaeneHHbIM pas-
MepoM rop

MpumeyvaHuwue — lNpumeHsieTcas Ha Me-
OVNUVMHCKUX U3OenuUsiX Ansl ykazaHusi TOro, UTo UH-
y3noHHast unn TpaHcdyanoHHasi cuctema Mo-
XeT BKItoYaTh B cebsi hunbTp ANst XUAKOCTU C
pasHbiMM pasMepamu rnop; HOMUHAIbHBIN pas-
mep «15» Ha cMMBOneE SIBNsieTCs NPUMEpPOM U 3a-
MEHAETCA HaaNeXalmm pasmepom rnop

MCO 7000-2727

5.38

l

Knanan ogHocTopoHHero pencteusi (obpar-
HbIN KnanaH)

MCO 7000-2728
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MpunoxeHne A
(cnpaBo4Hoe)

Mpumepbl

A.1 lpumepbl npumeHeHus1 cumeosia «Acnonb3zoeams 00...»

g 2 2005-09

2005-09-15

A.2 [pumep npumeHeHusi cumeona «Kod napmuu»

LOT| ABC123

A.3 lMpumep npumeHeHuss cumeona «lopsiOkoebili HOMep»

SN | ABC123

A.4 lMpumep npumeHeHusi cumeona «Homep no kamasnozay»

REF| ABC123

A.5 lMpumepbi npumeHeHus1 cumeosa «[Jama uz2omossieHusI»

2004 &l
2004-06

A.6 lMpumepbi npumMeHeHUs1 cuMeoJ1I08 memMrepamypHbIX 02paHuUYeHull

20 °C 20 °C

5°C 5°C

BerHﬂﬂ rpaHuua TemMnepaTtypHOro HwxHas rpaHula TemMmnepaTypHOro TeMHepaTyprlﬁ ananas3oH
ananasoHa Anana3oHa
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A.7 lMpumep npumeHeHusi cumeona «Homep nayueHma»

'H' # ABC123

A.8 [lNpumep npumeHeHusi cumeona «[Juana3oH esiaxHocmu»

90 %

5
10 %

A.9 lMpumep npumeHeHusi cumeona «OzpaHu4YeHUe ammocghepHo20 OasrieHUs»

106 kPa

50 kPa

10
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Mpunoxenune B
(o6a3aTenbHoe)

TpeGoBaHua kK cuMBONaMm, NpeanaraemMbiM ANnA BKIIOYEHUA

Mpeanaras cMMBON Afs BKIIOYEHUS, NoAaTenb 3asiBKM AOMKEH NPeAOCTaBUTL Crieaylowyo nHdopmaumio:

a) o6ocHoBaHue pa3paboTkM CUMBOMA C €ro OLEHKON C y4eToM 6e30nacHOro u pe3ynbTaTMBHOIO UCMONb30BaHUS
MEANLMHCKUX N3Jenui u pesynbTaTaMy aHanuaa pucka B criyyae 3aMmeHbl TEKCTa npearnaraeMbsiM CUMBOIOM;

b) sicHoe n ogHo3HauHoe HaumeHoBaHue (3.10) n onucanue (3.2) cumeona;

C) naeHTUdMKaUmMIo NpeayCMOTPEHHbIX NonNb3oBaTenel usgenus(uin), Ans kotoporo(bix) NpegHasHayveH npegnara-
€MbI CUMBOTT;

d) nopgpobHoe onucaHne MMEIWUXCA UNK NpeanaraemblX CUMBONOB B OAHON 06nacTu NpuMeHeHNWA UNKU CBA3aH-
HbIX C HEW obnacTaX;

e) opurmHan cumeona (3.7) emecte ¢ 6a3oBbiM WabnoHom (nNpunoxexne C), paspaboTaHHbIi B COOTBETCTBUM C
npuHUMNamu, yctaHoBneHHsimm B MOK 80416-1, 7.1 — 7.3;

f) npeHTndmkaumio Bcex hakTopoB (TakMX Kak pacronoXeHne Wnu opueHTauus), BO3AEUCTBYIOWMNX Ha YETKOCTb
BOCNpuATUsA, BOCNpPON3BOANMOCTb UNn NoHMMaHne CUMBOIa;

g) noapo6Hyio nHdopmaumio o NGor oueHke cMMBONA B NPoLEecce ero NPUMeHeHusl, 0 NPaBUbHOM NMOHUMaHUN
nnn NpUrogHoCcTH;

h) nogpobHoe onucaHune Bcex Cnyvaes permcTpaumm Uiy NogaYm 3asieky Ha CUMBOI B YNONTHOMOYEHHYI0 OpraHuaa-
umio (MCO/TK 145 nnn MOK/SC 3C);

i) npeanoxeHus no gancHelwen paspaboTke, BKIOYan Banuaaumio;

i) paHHbie 06 opranuzauuy, npeanaraowein cumeon(bl), ee casn ¢ MCO/TK 210; umsi, KOHTAKTHbIN agpec n Tene-
hOH nua, OTBETCTBEHHOIO 3a NEPENnUCKY.

Ecnu npepnaraemMbii CUMBON yXe MMEETCS NN OCHOBAH Ha CYLWECTBYIOWMX, TO COOTBETCTBYIOWMNE NYHKTbI yKa3aH-
HOM MHbopMauuy MOryT BbITb 3aMeHEHbI CCbINKaMu Ha ony6nUKOBaHHbIE CTOYHUKK.

Ecnv gnst paccmoTpeHus npeanoxeH COBEPLIEHHO HOBbIM MU OCHOBaHHBIMA HA YaCcTUYHO pa3paboTaHHON KOHLEN-
LMK CUMBOI, TO HEOBXO0AVMMO NPEJOCTaBUTE Kak MOXHO 6onblue nMetowencs B AaHHoe Bpems nHdopmaumun. Kpome Toro,
CMMBOI MOXeT ObITh MPEACTaBNEeH B BUAE ero KoHuenuun (3.6).

11
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MpwunoxeHue C
(o6sa3aTenbHoe)

BaszoBblit WaGnoH ana pa3paboTku cuMmBona

BasoBbivi WabnoH ans paspaboTku cMMBONA, NpeacTaBreHHbIl Ha pucyHke C.1, 3anmcteoBaH n3 MOK 80416-1 (pu-
CYHOK 5) 1 JOIKeH SIBNSATCSl OCHOBOW A5 co3aaHus opurmHana. LWabnoH ucnoneaytot anst obecneveHms rapMOHUYHOIO
BM3yanbHOro BneYatneHunsi Npy BOCNPUATUM rpacdnyecknx CMMBOMOB.

1
\ P AN ey
2 1T LA mu
3 ;: 4 | ™\

// \\
— \

/ N w

5 N ///
T N /]
TN
. T N T

1— kBagpart ¢ 60KOBOW CTOPOHON 75 MM (0BpasytoLLien HanbonbLLMe ropU3OHTaNbHBLIE U BEPTUKaANbHbIE pa3mepbl 6a30B0ro wab-
1NoHa), NOAENEHHbIV Ha SYEeNKU PeLLeTKU ¢ MEXCTPOUHbIM MHTepBanom 12,5 mm;

2 — Ha30BblIi kKBapaT ¢ GOKOBOW CTOPOHOW 50 MM; AaHHOE 3Ha4YeHne COOTBETCTBYET Tunopasmepy 50 Mm opuruHana cumBeona;

3 — BasoBbIv Kpyr AgnameTpom 56,6 MM, MetoLLMA NPUMEPHO TY e nnowane, YTo n 6a3oBbin kBagpar (2);

4 — xpyr guameTtpom 50 mm, BNucaHHbIM B Kpyr 6a3osBoro kBagpara (2);

5, 6 — nBa NPAMOYroNbHUKA, UMEIOLLUX TY Xe NnoLlaas, YTo n 6asosbi kBagpar (2), wupuHon 40 Mm 1 BeicoTon 62,5 Mm; npAmo-
YrONMbHUKA B3aUMHO MEepneHauKyNsAapHbI, KaXabli U3 HUX NepecekaeT CUMMETPUYHO PacnonoXeHHble CTOpOHbI 6a3oBoro kBagpara (2);

7 — 6a30BbIn kBagpar (2) ¢ 6okoBor cTopoHor 50 MM, NOBEpHYTLIV Ha 45°;

8 — BOCbMUYTONbHUK, 0Bpa30BaHHbLIN NTUHUSIMU, PACNIONOXEHHbIMU oA YrnoM 15° K BHELWHMM CTOpoHam ceTku (1), — BHELLHSA
rpaHuua 6a3oBoro WabnoHa,

a — Tunopasmep

PucyHok C.1 — ba3soBbin wabnoH

12
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Mpunoxenune D
(cnpaBo4HoOe)

MpumMeHeHue obLUero 3anpeLyaloiero cMuMBona

O6wui 3anpeLatoLLnii cUMBON (3aumcTBoBaH K3 [5]) npegHasHavueH ans ykasaHus Ha 3anpeleHHoe geicreue. Mpu
MapKUPOBaHUN MEANLIMHCKMX U3ZEeNnin 3anpeLuatowmin Kpyr ¢ AMaroHarnbHOW YepToii criegyeT NPUMEHATL Ans NpuaaHns
oTpuuaTeNbHOro 3HaveHnst Hanpumep cumeon 5.2 «He ncnonb3oBaTb NOBTOPHO®. ATOT CUMBON MHOTAA UCMONB3YIOT HE C
Lenbio MapKMpoOBaHWUA MEAULMHCKMX M3JENUIA, HAanNpyuMep B 3HAYEHUU «HE coaepKUT». BaxHo, 4ToGbl ero 0603HaqeHne
COOTBETCTBOBASO NPEAYCMOTPEHHOMY 3HAUYEHWMIO, HE NPUBOAS K BO3HUKHOBEHMIO OMACHOCTEN M3-3a HEAOMOHUMAHUS.

Ecnu narotoButensim Heobxoaumo NponmHopMMpoBaTh Nonb3oBaTenel o0 3anpeTe Ha YTo-NMMbo B OTCYTCTBUE COOT-
BETCTBYIOLWEro 3anpeLaoLWero CMMBonna, To cneayet BOCNONb30BaTbCs METOAOM, NpuBeaeHHbIM B MOK 80416-3, pas-
Aen 7. Ho npu aTOM pekomMeHAyeTCsl HEe MCNOMb30BaTb CUMBOJSIBI OJHOBPEMEHHO C NPUBEAEHHLIMU B HACTOSILLEM
cTangapTe.

13
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MpunoxeHwne E
(o6s3aTenbHOe)

CBeAieHUA 0 COOTBETCTBUU CChINMOYHbIX MeXAYHapoAHbIX CTaHOapToB
HaLMOoHanbHbIM cTaHgapTam Poccuinckon depepauum

Ta6nwuuya E.1

0603HaYeHre CCINOYHOro CreneHb
O6o3HaveHne U HaMmeHoBaHue COOTBETCTBYIOLLEro HaluMoHanbLHOro cTaHaapTa
MeXAyHapoaHoro ctaHaapTa COOTBETCTBUSA
MCO 8601:2004 IDT OCT P MNCO 8601—2001 Cnctema cTaHgapToB No uHopmaumm,

6ubnuoTeuHoOMy 1 n3gaTensckomy aeny. MNpeacTaBneHne gaT v Bpeme-
Hu. O6wme TpeboBaHWs

MO3K 80416-1:2008

*

NCO 80416-2:2001

*

MO3K 80416-3:2002

*

NCO 80416-4:2005

*

* COOTBETCTBYIOLLMIA HALMOHANBHbIV CTaHAAPT OTCYTCTBYET; A0 €ro YTBEPXKAEHNA PEKOMEHAYeTCA NCMOorb30BaTh
nepeBod Ha PyCCKMA s13bIK JAHHOTO MeXAyHapoOHOro ctaHaapTa, Haxogsawmines B PegepansHoM MHOOPMALNOHHOM
hoHAEe TEXHUUECKMX PErNaMeHTOB U CTaHAapPTOB.

MpumeyaHne — B HacTosAwel Tabnuue MCNonb30BaHo criegytoliee ycnoBHoe o603Ha4eHe CTeneHn cooT-
BeTcTBUSA: IDT — nAEHTUYHbIV CTangapT.

14
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(ISO 3864-1:2002)
NCO 780:1997

(ISO 780:1997)
NCO 13485:2003

(ISO 13485:2003)
NCO 15225:2000

(ISO 15225:2000)
M3K/TO 60878:2003

(IEC/TR 60878:2003)
ISO Store: htip.//www.iso.org
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Bubnuorpadua

MapknpoBaHue MeguMUMHCKMX U3genun

(Labelling for Medical Devices)

paduyeckrne cMMBOIbLI, NPUMEHSIEMbIE HA 060pPYAOBaHUW. YKasaTerb 1 CUHOMNCUC
(Graphical symbols for use on equipment. Use and synopsis)

padunueckre cumBonbl, NpUMeHsieMble Ha oGopyaoBaHun. [NocTosHHO OGHOBNSIEMas B pe-
XVMMe pearibHOro BPEMEHW aNeKkTpoHHas Gasa gaHHbIX, BKIoYalowasn Bce rpadudeckme
CUMBONbI, cogepxawmecsi B MOK 60417

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

Wagenns meamumHckme. MNMpumMeHeHne MeHeJKMEHTa PUCKa K MEAVMLIMHCKUM U3OeNNsIM
(Medical devices — Application of risk management to medical devices)

pathuueckne cumBonsl. LiBeta n 3Hakm GezonacHoctu. YacTb 1. MpuHUMnbl pa3paboTku
3HakoB be3onacHocTh Ansi paboumnx u o6LWeCTBEHHbIX MECT

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

YnakoBka. MapkupoBaHue rpacdmyeckumn CMMBONamMu Ans Hagnexawero obpalleHus ¢
npoaykumemn

(Packaging. Pictorial marking for handling of goods)

Wagenns meanumHckue. CncTembl MeHeXXMeHTa kadecTBa. TpebGoBaHus ansi uenen pery-
NMPOBaHWS

(Medical devices. Quality management systems. Requirements for regulatory purposes)
HomeHknartypa. HomeHknartypa gaHHbIX N0 MEAUUMHCKUM U3AenusamM ans uHopMaunoH-
Horo o6meHa

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

padnyeckne cMMmBOMbLI ANSA N3GENUA MEQNLIMHCKNX SMEKTPUYECKUX

(Graphical symbols for electrical equipment in medical practice)

IEC Web Store: http.//webstore.iec.ch
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Tauus

Penaktop E.[". Ky3Heyosa
TexHuyeckuii pepaktop B.H. lNpycakosa
Koppekrop B./. Bapenyosa
KomnbioTepHas Bepetka B. /. MpuweHko

CpaHo B Habop 25.05.2011. Moanucaro B nevats 21.06.2011. dopmar 60x84"/s. Bymara odbcetHas. apHUTYypa Apuar.
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