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Mpeaucnosue

Llenn n npuHuunel cTaHgaptusaunm Poccuiickoin degepaunmn yctaHoBneHbl egepanbHbiM 3aKOHOM OT
27 pexkabps 2002 r. N» 184-03 «O TeXHUYECKOM perynvpoBaHun», a npasuna npuMeHeHns HaunoHaNbHbIX
cTaHgapToB Poccuiickoli ®epepayumn — FOCT P 1.0—2004 «CtaHfgapTu3aums B Poccuiickoii ®enepauumu.
OCHOBHbIE MOMOXEHNA»

CeefieHns o cTaHgapTe

1 NMOArOTOBJ/IEH 3akpbiTbiM akuMoHepHbIM 06wecTtBoMm «MEANTECT» Ha OCHOBE ayTEHTUYHOTO ne-
peBoja Ha pycckuii A3blK CTaHAAPTa, YKa3aHHOTo B NyHKTe 4

2 BHECEH TexHuyeckum KoMuTETOM Mo cTaHgapTtusaunn TK 436 «YnpaeneHne ka4eCTBOM M COOTBE-
TCTBYIOLLME acnekTbl AN MeAULUHCKUX U3Lennit»

3 YTBEPX/[EH W BBEJEH B IENCTBUE Mpukasom dPegepasibHOro areHTCTBa fno TeXHMYecKomy pe-
rynupoBaHuio u metponorumn ot 12 Hoabps 2010 r. Ne 382-cT

4 HacTtosawmii cTaHgapT ngeHTMYeH MexayHapogHomy ctaHgapty CO 15223-1:2007 «3penus megu-
uvHckve. CMMBO/IbI, NPUMEHSAEMbIE MPU MapKUpPOBaHUM HA MeAULMHCKMUX U3[ennsx, aTMkeTkax u B CONpPOBO-
AuTenbHol fokyMeHTauun. Yactb 1. Obuwume TpeboBaHusa» (1S 015223-1:2007 «Medical devices — Symbols to
be used with medical device labels, labelling and information to be supplied — Part 1. General requirements»).

Mpy NpyMeHeHNn HacTOoSILLLEro cTaHAapTa pekoMeHAyeTCA UCM0/1b30BaTh BMECTO CChI/IOYHbIX MeXayHa-
POAHbIX CTaHAapPTOB COOTBETCTBYIOLLME UM HaLMOHasIbHble CTaHAapTbl Poccuiickoli ®egepaunmn, cBegeHus o
KOTOPbIX NpUBEAEHbI B JOMOMHUTE/IbHOM NPUIoXeHun E

5 B3AMEH IOCT P NCO 15223—2002

MHopmaLmsi 06 M3MEHEHUAX K HACTOsILLeMY CTaHAap Ty Ny6nKyeTCsl B €XErofHo 13gaBaemMoM WH-
¢hopMaLMOHHOM yKasaTesne «HauuoHasbHble CTaH4apThi», & TeKCT U3MEeHeHWIi 1 MonpaBoK — B eXeme-
CSUHO M3aaBaeMbiX MHPOPMALMOHHbIX YKa3aTensx «HaumoHanbHble cTaHgapThi». B cnyyae nepecmoTpa
(3aMeHbl) UM 0T MEHBI HACTOSAILLEN0 CTaHAapTa CoOTBETCTBYKLLEee yBefoMeHne 6yaeT ony6/MKOBaHO
B ©XXEMECSYHO M34aBaeMoM UH(DOPMaLMOHHOM yKasaTe e «HalnoHanbHble cTaHgapThi». COOTBeTCTBY-
loLLas MH(opMaLLMs, YBeJOM/IeHNE N TEeKCTbl pa3mellanT el Takxke B MUHDOPMaLMOHHO cucTeme o6Lwero
Nonb30BaHWUs — Ha ohuumMansHoOM caiiTe ®efepanbHOro areHTCTBa N0 TEXHUYECKOMY PErYIMPOBAHNIO U
MeTposioruv B ceTUu UHTepHeT

© CrtaHgapTuHopm. 2011

HacTrosawuii cTaHfapT He MOXET GbITb MOTHOCTLI0 MU YACTUYHO BOCNPOU3BEEH, TPaXXMPOBaH U pac-
MPOCTPaHEH B kayecTBe OhMLMaNbHOIO U3fanns 6e3 paspelleHus ®efepasbHOro areHTCTBa No TeXHUYecko-
MY peryMpoBaHuio U METPOIOTM

n
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BeepeHue

MexpayHapogHbilii ctaHgapT NCO 15223-1:2007 paspabotaH TexHudeckum komutetom WNCO/TK 210
«YnpaB/fieHne Ka4ecTBOM U COOTBETCTBYIOLLME aCNEKTbl AN MELULMHCKNX U3LENNIA».

MexayHapogaHsblii ctaHgapT MCO 15223-1:2007 (BMecTe ¢ pa3pabaTbiBaeMbIM MeXAYHapOAHbIM CTaH-
paptom NCO 15223-2) oTmeHsieT u 3ameHsieT ICO 15223:2000.

MexayHapogHsblii ctaHgapT MCO 15223 paccmatpuBaeT CUMBOJIbI, KOTOPbIE MOTYT GbITb UCMO/Ib30BaHbI
ONSA nepefayn 31eMeHTOB UHDOPMALMKN, BaXHbIX, MO MHEHUIO PErysipyloLwmx opraHos, Ans 6esonacHoro u
Hagnexaliero npuMeHeHns MeAnLMHCKUX n3genmin. Heo6xoaMmocTb nepegayn Tako nHcopmalun BMecTe ¢
nsgenmem npusHaeTcs BO MHOTUX PErynnpyoLwmnx AoKyMeHTax B pasHbix o6nactax. Jpyrue ctaHfapTbl ycTa-
HaBMMBAlOT AOMONHUTENbHbIE CMBOJIbI, MPUMEHUMbIE K KOHKPETHbIM BMAAM WAW rpynnaM usgenwin (Hanpw-
Mep, K MEAVLVHCKAM 3/1IEKTPUYECKNM).

Tpebyemyto UHhOPMaLMIO MOXHO pasMellatb HenocpeACTBEHHO Ha U3AENNM, HA ero 3TUKETKE WK B CO-
NpoBOANTENbHOW JOKYMeHTauun. Bo MHOrMX cTpaHax pekomeHAyeTcs NMpUMeHEeHWe HauWOHaNbHOro fA3blka
ANS nepefayn TEKCTOBOW MHpopmauun, npeocTaBnsemMol ¢ MeguLMHCKUMKN n3genusamu. Mpu aTom BO3HUKa-
10T NPO6EMbI C UX U3FOTOBUTENAMM U NOMb30BATENAMMN.

M3rotoBuTENM ULLYT CNOCOBBI CHMKEHNA 3aTpaT Ha 3TUKETMPOBaHWe (MapkmpoBaHue) usgenuii, cokpa-
Was v ynyywas Bo3MOXHble BapuaHTbl. [onb3oBaTenn MeauunHCKUX U3ennii, UMetoLwmx ConpoBoanTe b-
HYI0 MHpOpMaLunio Ha pasHbIX A3blKax, WCMbITbIBAKT 3aTPYAHEHWS, CBA3aHHbIE C €€ MOUCKOM Ha HY>XHOM
Aa3blke. WCO 15223 nomoraeT pewwunTb 3T Npo6aemMbl C MOMOLLbLI MeXAYHapo4HO MPU3HAHHbLIX CUMBOJIOB,
MMELLNX TOYHOE 3HaYeHUe.

B HOpMaTUBHO-TEXHUYECKOW, KOHCTPYKTOPCKOI, TEXHOIOTMYECKON 1 APYToil TEXHMYECKOW AOKyMeHTauum
Ha cpefcTBa M3MEpeHuil, a Takke Ha U3fenus, CoCTaBHbIMK YacTAMM KOTOPbIX OHU ABAAIOTCS, B HOPMAaTUB-
HO-TEXHWYECKON AOKyMeHTauuMn B 061acT METPOIOrMYECKOro obecneyeHns, BO BCex BMAAX AOKYMeHTaumm
Ha 3KCNOPTHYIO NPOAYKLMIO (BK/IHOYAs CONPOBOAMNTENbHYIO JOKYMEHTALMI0 U MapKUPOBKY M3AENNii) MCNO/b3y-
10T MeXAyHapoHble 0603Ha4YeHUs eauHUL,.

B HOpMaTWBHO-TEXHNYECKOW, KOHCTPYKTOPCKOW, TEXHONOTMYECKOR 1 [pyroii TEXHMYECKON JOKyMeHTaumm
Ha ocTasibHble BUAbl NPOAYKLUN MPUMEHSIOT MEXAYHapoHble N pycckue 0603HavYeHns eguHuL,.

TexHnyecknm komutetoMm MICO/TK 210 npusHaHa HeO6XO0AUMOCTb MCMNOJIb30BaHUS CUCTEMATUYECKOTO
meToAa N5 pa3paboTku 1 NpefcTaBfeHns CUMBOJIOB, NpeanaraemMbix Ana skayverns B MCO 15223. faHHbli
meTof 6yaeT npegmMeToM pacCMOTPEHUS HOBOrO MeXxayHapoaHoro ctaHgapta MICO 15223-2. nocBsALEeHHOro
paspaboTke, 0T60pY 1 BanugalmMm CUMBOJIOB.

CtaHpgapt NCO 15223-1 npegHasHauyeH npexge BCero AN W3rotoBuTeneil MeauLMHCKAX 13genwui,
npegnararowmnx UAEHTUYHbIE U3LENNS B CTPaHaX C Pas/IMYHbIMU A3bIKOBbIMU TPeboBaHMAMMN K 3TUKETUPOBA-
HUIO (MapKMpoBaHuio). laHHbI CTaHAAPT MOXET Takke NOMOYb:

- nocTaBLiVKaM MeULMHCKNX U34ennii unm gpyrum npeacrtaBuTensM U3rotosutenei:

- cnyx6am, oTBETCTBEHHbIM 3a 06yYeHMe Nob30BaHNI0 MEANLMHCKMMUN U3LennsamMm, a Takke obyvae-
MbIM;

- OTBETCTBEHHbIM 3a nocnenpogaxHoe HabnwgeHne (Hag3op);

- perynupyLwmum 1 cepTuguLmpyowmMM opraHam, UcnbiTaTeNbHbIM LieHTpam, 1abopaTtopusamM v Apyrum
opraHusauusaM, OTBETCTBEHHBIM 3a BHeAPEeHUe peryvpyoLnx OKyMeHTOB 1 Noc/enpojaxHoe HabnwaeHve;

- NoTpebuTensam UM KOHeuYHbIM No/b30BaTeNsIM MeAULMHCKUX U3AeNNiA, NoNyYaloLmMM UX U3 pasnuy-
HbIX UCTOYHUKOB ¥ UMEIOLLMM pasHble S3blIKOBble CNOCOGHOCTHU.

B 2008 roay TeXHUYECKUiA KOMUTET NOATrOTOBWUI U3MeHeHne 1 MCO 15223-1. copepxaliee HeCKOMbKo
[0NO/THUTENbHBIX CMMBOOB (5.32—5.38), KOTOpble Takke BK/IOYEHbl B HACTOALLMIA CcTaHjapT.
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HAUMWOHANBbHbBIN CTAHOAPT POCCUMCKOWMW OSGEQLEPALUNMN

N3LENNA MESNLNHCKNE

CUMBONbI, MPUMEHSAEMble NPV MapKupoBaHUN HA MEeAULUHCKUX U3AEeNNsax, aTUKeTKax
M B CONPOBOANTENBHOW AOKYMEHTALMUN

Yactp 1
O6lwmne Tpeb6oBaHUA

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

fata BBegeHna — 2011—10—01

1 O6nacTb NpUMeEHEHUA

HacTroswwnii ctTaHaapT ycTaHaBniMBaeT Tpe6oBaHWs K pa3paboTke U NPUMEHEHUI0 CUMBOJIOB ANsi nepe-
Zauv Hdopmauuy o 6e30MacHOM U pe3yibTaTUBHOM WCMOJIb30BaHUN MEANLMHCKUX U3AENUIA 1 COAEPXUT ne-
peyeHb CUMBOJIOB, Y,0BNETBOPSOLWMNX YKa3aHHbIM TPEGOBaHUSM.

O6nacTb NPUMEHEHUsI HACTOALLEro CTaHAapTa orpaHMyYeHa CUMBOMIAMU A/1S1 LUIMPOKOTO CheKkTpa Meau-
LIMHCKUX U3EeNNiA, KOTOPbIe MOTYT GbiTb BbIMyLLEHbI B MPOAAXY HA MEXAYHAPOLHbI PbIHOK. STV CUMBOJIbI YKa-
3aHbl HEMOCPELACTBEHHO HA U3AE/UK, HA €r0 YNakKoBKE WU/IN B CONPOBOAMUTENIbHOV LOKYMEHTALMN.

2 HopmMaTmBHbIE CCbIJIKK

B HacTosiLem cTaHgapTe UCMONb30BaHbl HOPMATVBHBIE CCbISIKM Ha cnegytoLmne ctaHAapTbl:

MCO 8601:2004 dnemMeHTbl faHHbIX U hopmaTtbl o6MeHa. O6MeH nHopmauveii. MpeactaBneHne gat
n BpemeHu (ISO 8601:2004 Data elements and interchange formats. Information interchange. Representation
of dates and times)

M3K 80416-1:2001 (2008) OCHOBHblE NPUHLMNLI pa3paboTku rpaduyecknx CUMBO/IOB, MPUMEHAEMbIX
Ha o6opypoBaHuu. Yactb 1. Co3gaHve opurmHanos cumBonoB (IEC 80416-1:2001 Basic principles for
graphical symbols for use on equipment. Part 1. Creation of symbol originals)

NCO 80416-2:2001 OCHOBHble MPUHLUNBLI paspaboTku rpauyeckux CMMBOOB, NMPUMEHAEMbIX Ha
obopyaoBaHuu. YacTtb 2. Pa3HOBMAHOCTY CTPENOK N ux npumeHeHune (ISO 80416-2:2001 Basic principles
for graphical symbols for use on equipment. Part 2. Form and use of arrows)

M3K 80416-3:2002 OCHOBHbIE NPUHLMMbLI pa3paboTkn rpadnyecknx CMMBOSIOB, MPUMEHSEMbIX Ha 060pYy-
nosaHun. Yactb 3. PekomeHgauum no npyuMeHeHunto rpadmyecknx cumaoos (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 NPUHLUMMBLI pas3paboTku rpadmyeckux CYMBOMOB, MNPUMEHSAEMbIX Ha
o6opygoBaHun. Yactb 4. PekomeHAaunm no NpyMeHeHnto rpauyeckux CUMBOIOB B MEHIO U Ha aKpaHax fuc-
nnees (B kauyectBe 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 TepMUHbLlI N onpegeneHunsa

B HacTosileM cTaHAapTe NpUMeHeHb! cneayolme TePMUHbI C COOTBETCTBYIOLLMMUN ONpeaeeHUaMu.

3.1 xapakTepucTtuyeckasa uHgopmaumsa (characteristic information): MHchopmaums o csoiictBe wnnu
cBolicTBax 06bekTa UM COBOKYNMHOCT 06BEKTOB.

3.2 onucaHwue (description): HopmaTVBHbI TEKCT, CBA3@HHbIM C BOCNPOU3BEAEHMEM OpUTMHANA CMMBONA
1 onpegenswowuii uenb, 061acTb 1 cayvyan NPUMEHEHUsI OpurnHana cumeona (3ammcTeoBaHo 13 MOK 80416-1,
onpegeneHve 3.6).

M3paHne ouumanbHoe
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3.3 rpaduyeckoe npeactasneHune (iconic presentation): O6pasHoe nnm rpaguyeckoe socnpounssese-
HVe C NCMONb30BaHNEM XOPOLLO 3HAKOMbIX 06BEKTOB, BK/OYaA OYKBEHHO-LNMPOBbLIE 3HAKM.

3.4 mapkuposka (label): HanucaHHas, HaneyaTaHHas wnu rpaduyeckas MHopmaumsa, HaxoasLwascs
HenocpeAcTBEHHO Ha MeAULMHCKOM U3Aenun.

MpumeyaHnsa

1 Ecnu chn3nyeckme ycnoBusi He MO3BOISIIOT HAHECTH Takyl MapKMPOBKY, TO AaHHbIi TEPMUH MOXeT 0603HaYaTb
MHopMaLumio, HAHOCKMYI0 Ha YyNakoBKY OAHOT0 U3AeNus WU TPynnbl U3Aenunii.

2 3aummcTBOBaHO U3 (1J.

3.5 mapkupoBaHue (labelling): MnucbmeHHoe, NeyaTtHoe nan rpaduyeckoe:

- HaHeceHWe MHopMauun Ha MefULMHCKoe u3fenune, nobyo npeAHasHauyeHHyo AN Hero Tapy wim
yNaKoBKy;

- COMPOBOX/JEHWEe MeAMLMHCKOro u3penvs fOoKyMeHTaMu (KpoMe MOrpysoyHbiX) Mo uaeHTudukaumm,
TEXHWYECKOMY OMUCAHUIO U MPUMEHEHWIO.

MpumMeyaHne — BHEKOTOPbIX HALMOHAMNbHbIX U PETVOHANBbHBIX HOPMATUBHbIX JOKYMEHTAX «MapkupoBaHune*
paccmaTpuBalT Kak «MHOpMaynio, NpesoCTaBAseMy0 M3rOTOBUTENEM.

3.6 koHuenuua cumsona (symbol concept): Cxematuyeckoe n3obpaxeHne cMmMBo/a, BOCNPON3BOAA-
LLlee ero OCHOBHbIe 3/1IEMEHTbI, HO OPMLMAILHO He NnepeBefieHHoe B (hopmart opuruHana.

3.7 opurnHan cumsona (symbol original): N3o06paxeHne cumBona, BbINOSIHEHHOE B COOTBETCTBUM C
M3K 80416-1 v npuMmeHsieMoe A1 CCbI/IOK UM BOCNPOU3BEAEHMS.

MpumevyaHne — 3aumcTeoBaHo n3 M3OK 80416-1. onpesenenne 3.3.

3.8 CMMBOM, NPUMEHSIEMbI NPU MapkMpoBaHMM MeguLuHCKoro nsgenua (symbol used in medical
device labelling): N306paxeHune Ha MapknpoBKe (3TUKETKE) /U1 B CONPOBOAMTENBHON AOKYMEHTaL M Meau-
LIVHCKOTO n3genus, nepejatollee xapakTepuctnyeckyto nHdopmaumio (cm. 3.1) 06 06bekTe 1 He CBA3aHHOE CO
3HaHWEeM MOCTaBLLMKOM WKW nosyyatenieM KOHKPETHOrO i3blka Hauumn Uan pernoHa.

MpumeyaHune— BrnsobpaxeHnn cumBosia MoXeT 6bITb UCMOL30BAHO 3HAKOBOE WM rpaduyeckoe npeacTas-
neHne nHdopmayuu.

3.9 ycnoBHoe o603HauveHune (symbolic presentation): A6CTpakTHOe M306paxeHne nan rpaguueckoe
npeacrasfeHuve.

3.10 HanmeHoBaHwue (title): YHuKanbHoe UMs. C MOMOLLbIO KOTOPOro MAEHTUPULNPYIOT UK YNOMUHAIOT
cMMBON (3aMmcTBOBaHO 13 M3K 80416-1, onpegeneHve 3.5).

4 O6uwue TpeboBaHuA

4.1 CumBONbI, NpegnaraemMblie 4N BKAOYEHUA

CumBOnbl, NpegnaraemMble 414 BkaoveHus B MICO 15223. oonmxHbl 6bITh NPeACcTaB/eHbl HA paccMoTpe-
Hue B cekpeTapuat MCO/TK 210 1 coOTBETCTBOBATbL KPUTEPUAM, YCTAHOB/IEHHBLIM B OTHOLLEHUW UX Pa3sMepoB,
1 NpUHUMNamM paspaboTku, yKkazaHHbIM B CEpUM MeXAyHapoaHbIX cTaHgapToB MCO/M3K 80416. Ecnv npume-
HseTcs yCcroBHoe 0603HayeHne, To 6yKBEHHO-LU(POBbIE CUMBOJIbI HE JO/KHbI ObITb YacTblo paspabaTbiBae-
MbIX ¥ MOTyT 6blTb UCMONb30BaHbI (EC/IM YMECTHO W LienecoobpasHo) Ans rpaduyeckoro npegcraBneHus
nHdopmMauun.

CvMBOfbI, NpegnaraemMble 415 MHPOPMUPOBAHUSA O AOMYCTUMOCTY (paspeLuaroLme) uam o npoueaypHbIX
noApOGHOCTAX, MOTYT 6bITb NpeACcTaBneHbl B BUAE KoHUenuun (cMm. 3.6). 418 ouuymanbHOro NoATBEPXAEHNA —
B BuAe opurnHanos (cm. 3.7). Mogpo6HocTn pa3paboTkm cMMBONA, UCNOb3yeMoro A1 MHPOPMUPOBAHUS UN
NoATBepPXAeHUs, NpeAcTaB/ieHbl B NpUIoxeHnn B.

No6oi cumeon, npegnaraemblin 4N BKAYEHWSA, O/HKEH UMETb 06LLIMPHYO 061acTb NPUMEHEHUS AN
MHOMVMX u3genunii. [ipyrne ctaHgapTbl yCTaHaBAUBaOT AOMNONHUTE IbHbIE CUMBO/IbI ANA KOHKPETHbLIX BUAOB U
rpynn u3genuini unn KOHKPEeTHbIX cuTyauuii. Mpumepbl faHHbIX CTaHfapToB NpuBefeHbl B 6ubnvorpadum,
0[1HaKO 3TOT NepeyeHb He ABAETCA NCUYEPNbIBAIOLLINM.

4.2 TpeboBaHUA K NPUMEHEHUIO

Ecnu npu BbINONHEHWN MeHefXMeHTa pucka obHapyxmBaeTcsa LenecoobpasHoCTb nepefayn BaXkHOM
NHopMaLuy HeNnocpeCTBEHHO Ha U3Ae/IMN 1 ero ynakoBKe Un B CONPOBOANTENIbHON AOKYMeEHTaLUun, TO B
3TOM C/ly4ae MOXHO UCMO/b30BaTb CUMBO/IbI, NPUBEAEHHbIE B Tabnuue 1.

2
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padhnyeckoe npeacrasneHne CUMBOIOB A0/HKHO YAOBNETBOPATL TPE60BaHMAM HACTOALLEro cTaHaap-
Ta. 0CO6EHHO B OTHOLIEHUN pa3MepoB (BK/0Yas OTHOCUTENBHYIO TOMLLVHY IMHUIA), pacnonoXxeHus (opneHTa-
LU/II/I) N Hannuna Mnm oTCyTCTBUA 3aKpalleHHbIX UK 3aTeHEeHHbIX Y4acTKOB.

MpumeyaHune 1— MexayHapoaHoil opraHusauveit no ctaHgaptusaunm (MCO) coBMecTHO ¢ MexAayHaposa-
HOIl anekTpoTexHuyeckoi komuccueir (MIK) paspaboTaHa 6a3a gaHHbIX, paboTalolwan a UHTEPaAKTUBHOM pexunme n co-
Aepxatlias nonHblii Ha6op BKAOYEHHbIX B (2) M (3) rpaduyecknx CUMBONOB, KaXAblii N3 KOTOPbIX UMEEeT MOopPAAKOBbIA
HOMeEp, HanMeHoBaHue (Ha aHrUCKOM 1 hpaHLy3CKOM A3blkax), rpaduyeckoe socnponssegerune B oopmarte GIF. BekTo-
pusoBaHHOM hopmate PDF 1 gononHuTeNbHble AaHHble. [TONCK 3TUX CUMBOJIOB MO3BONAIT 06/1€r4nTb pasinyHblie nouc-

KOBble W HaBUTalLMOHHble BO3MOXHOCTU. MHopmMauua o nonydeHun goctyna B 6asy fJaHHbIX npuBefeHa B 6aHKax
coobuweHnii MICO n MK unu B HauMoHanbLHOM OpraHe no cTaHAapTu3auuu.

CUMBO/IbI ¥ CONYTCTBYIOLWAs MHADOPMALMSA AO/MKHBI GbITb YETKO Pa3/IMUMMbl NPU OCBELLEHHOCTH 215 K
HOPMasibHbIM 3PEHUEM, CKOPPEKTUPOBAHHBLIM B C/lyuyae He06X0AMMOCTH.

n pnmMmedyaHune 2— LlBeTOBOe peweHne u¥ MUHUMasibHble pasmMepbl BHacToAWEM cTaHAapTe He YyCTaHOBJ/IEHbI.

B npunoxeHun D nNpuBeaeHbl pyKoBoAsALLME yKasaHus Mo Hag/exaleMmy npuMeHeHuo obliero sanpe-
LAloLLero CMMBONA.

Mepea UCnob30BaHWEM CUMBO/IOB U3TOTOBUTE b 0/KEH rapaHTUPOBaTh OTCYTCTBME AONONHUTENIbHO-
ro pucka, B NPOTUBHOM C/lyyae HEO6XO0ANMO MPUHATL COOTBETCTBYIOLME MEPbI MO YNPABMAEHNIO UM.

MpumeyvyaHune 33— JononHuTenbHas nHopmaLnsa N0 MEHELXMEHTY pucka npusegeHa B [4].

MpeacTtaeneHne AaT 1 BpEMeHN COBMECTHO C CMMBO/IamMi YCTAHOB/IEHO Npasuiamu, npuBeeHHbIMU B
MCO 8601.

5 CumBonsbl

WNHopmaums, BaxHaa ons Hag/exawero npuMmeHeHus, fo/kKHa ObiTb Yka3aHa HenocpeAcTBEHHO Ha
MELMULMHCKOM U3JENNUN, EF0 YNAKOBKE UM B CONPOBOAUTENIbHOW AOKYMEHTaL UM C MOMOLLbI COOTBETCTBYHO-
LLIX CUMBO/IOB, NpefCcTaBNeHHbIX B Tabnuue 1.

MpyMepbl UCNO/Ib30BaHUS CMBOJIOB NPUBEAEHBI B NPUIOXEHUN A.

Ta6nuua 1— CumBOMbI, NpeacTaBnsoWMe NHPOPMALUIO, BAXHYIO ANA HaANeXalero npuMeHeHna MeAnLNHCKNX
nsgenuii

n .
Homep OpAAKOBbIA HOMEpP

CcAMBONA Cumson HanumeHoBaHue cumsona a CO 7000 nmm B
M3K 60417
~ Buonorunyeckniti puck MNCO 7000-0659
(DB 2004-01)
5.1
(&
—
o He ncnonb3oBaTtb NOBTOPHO MCO 7000-1051
(DB 2004-01)
5.2
(&
O6paTuTech K pyKOBOACTBY MO 3Kcnayatauum MCO 7000-1641
. (DB 2004-01)
MpumeuvaHne — HactoAwunii cumeon
oTCblflaeT K PyKOBOACTBY MO 3aKcnayaTtauun ansa
5.3 nonyyeHms wuHdopmayun, Heobxogumon ans
Hajnexalwero npumeHeHns usgenusa (CM. CUM-
Ne
Bon 5.4)
L J
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MpopomxeHne Tabnuubl 1

Howmep
cumBoO/a

5.4

5.5

5.6

5.7

5.8

5.9

5.10

CumBon

L J
r 1 ">
r n
w natn
" J
— bl
L " J
[ ]

HavmeHoBaHue cumBona

OcTopoxHo! O6paTuTech K CONPOBOAUTENb-
HOW fOKyMeHTauuu

NMpumeuvaHni

1 HacToAwwnit cMMBON OTCbiNaeT K CONPOBO-
ANTENbHON AOKYMEHTaLUN ANA NONYyYEHNA Bax-
HOW uHopmaynun no 6eszonacHocTu (Takoi kak
npeaynpex/eHus nnpegocTepexeHns), kotopas
acuny pasHbiX NPUYUH He MOXeT GbITb NpejcTaB-
neHa Ha usgenuun (cm. cumson 5.3)

2 MOXHO ucnonb3osatb CMMBOA A Unu B un3
NCO 7000-0434 (npepocTepexeHns)

Xpynkoe, 06pawatbCs 0CTOPOXHO

He gonyckaTb BO3/A€iCTBUS COTHEYHOTO CBeE-
Ta

MpumevyaHne — HacTtoawwnii cumson
MOXEeT Takxe 03HauyaTb «[lepxaTb BAanu oT uc-
TOYHMKOB Tenna» (cm. MCO 7000.1989)

[epxaTb BAanuM oT UCTOYHUKOB Tennaa u pa-
AVNOAKTUBHOTO U3ny4eHusa

MpumevyaHne — HacToswwnii cumson
MOXET Takxe o3HauyaTb «He gonyckaTtb BO3Aeii-
CTBUSA CO/THEYHOTO CBeTa U pajuOakTUBHOTO W3-
nyyeHuns»

Bepeub oT Bnaru

MpumevyaHune — HacTtoawwuii cumson
MOXEeT Takxe 03HayaTb «COXpaHATb B CyXOM CO-
cTosiHum» (cm. NCO 7000:1989)

HUXHAS rpaHWua TemnepaTypHOro guanaso-
Ha

MpumeuyaHune — HUXKHIOWO rpaHuLy Tem-
nepatypHoOro gnanasoHa pekoMeHayeTcsa ykasbl-
BaTb PAAOM C HUXHEN FOPU3OHTaNbHON NUHKENR

BepxHsa rpaHuLa TemMnepaTypHOro gnanaso-
Ha

MpumeyvyaHnne — BepxHOW rpaHuyy
TemnepaTypHOro pAmanasoHa pekoMeHayeTcs
yKasbiBaTb PAAOM C BEpPXHEN TOpuM3OHTaNbHOU
nuHnewn

MopsagkoBblii HoMep
B MICO 7000 nnu B
M3K 60417

MNCO 7000-0434
(DB 2004-01)

MCO 7000-0621
(DB 2004-01)

MNCO 7000-0624
(DB 2004-01)

MNCO 7000-0615
(DB 2004-01)

MNCO 7000-0626
(DB 2004-01)

MNCO 7000-0534
(DB 2004-01)

NCO 7000-0533
(DB 2004-01)



MpoponxeHne Tabnuuybl 1

Homep

Cumson
cumBona
5.11
X
5.12
5.13
MmoA N

5.14 LOT

515 REF

5.16 SN

5.17 CONTROL

FOCT P NCO 15223-1—2010

HanmeHoBaHue cumsona

TemnepaTypHblii AnanasoH

MpunmeuvuaHne — BEpXHIOW N HUXHIOW
rpaHuLbl TemnepaTypHOro guanasoHa peKoMeH-
fAyeTca ykasbiBaTb PAAOM C BEpPXHeW U HUXHei
rOPU30HTaNbHBLIMU MUHUAMN

Mcnonb3oBatb Ao ...

MpumevyaHne — HacToawwnit cumson
conpoBoOXAaeTcsa [aToii, ykasbiBatowel, 4To n3-
flenne peKkOMeHAyeTCA UCNO/b30BaTh [0 UCTeYe-
HMS YCTAHOB/EHHOTO CpOKa; faTa MOXeT npej-
cTaBnATb cO6OW rod. rog n Mecsl Unm rof, Mecsaw,
M fleHb, ecnu uenecoo6pasHo

[arta n3rotosneHus

MpumevyaHnne — HacToawwnih cumson
conpoBOX/JaeTcAa yka3aHuem faTbl W3roTtoBne-
HWUSA U3[enuns: mMoxeT nNpejcTaBnAaTb co6oii rog,
rog U Mecsily UNu rof. Mecsil, U leHb, ecnun uene-
coobpasHo

Kog naptuun

MpumeyvyaHune — HactoAwwnini cumson
COMpOBOXAAETCHA ykasaHWeMm kofga napTuu, cooT-
BETCTBYIOLLETO MAPKUPOBAHHOMY W3A€enio

Homep no katanory

MpumeyaHne — HacToswwuii cumeon
COMpOBOXAAEeTCA ykazaHMeM Homepa u3genus,
MapKMpOBaHHOTO f@aHHbLIM CUMBO/IOM, B KaTasnore

MopsiaKoBbIi HOMep

NMpumeuvaHnne — HacToAwmnid cumBon
conpoBox/jaeTcs ykasaHMeM NopsAKOBOro HOMe-
pa u3genus, MapkupoBaHHOrO AaHHbIM CUMBO-
nom

KoHTponb

MopsfkoBblit HOMEP

0 NCO 7000 unu B
M3K 60417

MCO 7000-0632
(DB 2004-01)

MCO 7000-2607
(DB 2004-01)

NCO 7000-2497
(DB 2004-01)

NCO 7000-2492
(OB 2004-01)

NCO 7000-2493
(DB 2004-01)

NCO 7000-2498
(DB 2004-01)

NCO 7000-2494
(DB 2004-01)



FOCT P NCO 15223-1—2010

MpopomxeHne Tabnuubl 1

e,
5.18 CONTROL -
5.19 CONTROL o
5.20 STERLE
5.21 STERILE A
5.22 STERILE EO
5.23 STERILE R
5.24 STERILE
5.25

HavmeHoBaHue cumBona

OTpuyaTesnbHblii KOHTPOb

MoNoXNUTeNbHbIA KOHTPOSb

CTepunbHo

Crtepunusauus

C npuMmeHeHunewm

acenTuyeckoro npomseoacTtea

Crepunusaumsa ¢ NpUMEHEHNEM OKUCU 3TU-

neHa

mMeTonoB

CTepunmsaynsa c nprMeHeHNeM pajuauuu

CTepunnsauuns napom Uam Cyxum Xapom

He ctepununsoBaTtb NOBTOPHO

MopafKkoBbli HOMEpP
B MCO 7000 nnu s
M3OK 60417

NCO 7000-2495
(DB 2004-01)

MNCO 7000-2496
(OB 2004-01)

MNCO 7000-2499
(OB 2004-01)

MNCO 7000-2500
(OB 2004-01)

MCO 7000-2501
(OB 2004-01)

MNCO 7000-2502
(OB 2004-01)

NCO 7000-2503
(OB 2004-01)

MNCO 7000-2608
(OB 2004-01)
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OKOHYaHue Tabnuubl 1

Howmep
cumBona

5.34

5.38

CumBon
X
L J
r 1
ATEX)
L J
r 1
15
pm
L i
r 1
X
1 >
L J

HavmeHoBaHue cumBosna

HenuporeHHsbl i

CoAepXUT HaTypasbHbIl naTekc

NMpumevyaHune — HacTtoawwnii cumson
pekoMeHAyeTCcsl yKka3blBaTb TO/IbKO NPV NpUMeEHe-
HWU HaTypanbHOro naTekca a KOHCTPYKLWM Unu
ynakoBKe U3AeNns; ABNseTCs npeaynpexaeHnem
nmuam, KoTopble MOFYT UMeTb anfnepruyeckue
peakuuu Ha HeKOTOpble NPOTENHbI, COAEpXalLe-
CA B HaTypa/lbHOM flaTeKkce; He pekomeHayeTca
ncnonb3oBaTh AN U3Jenuii, cogepxalnx CUH-
TeTnyecknii naTekc

Yucno kanefb Ha MUNANANTP XUAKOCTH

MpumeuaHune — lpumeHsaeTca Ha me-
OAVUMHCKMX U3AEeNUsX QNS ykasaHusa 4ducna ka-
nefb B MUNINANTPE XUAKOCTU; YNCNO «20». yKa-
3aHHOe Ha CuMBOJe, SIBNSieTCA NMPUMEPOM U 3a-
MeHSAeTCA HaAsexalM YNCIoM Kanesb

OUNBTP AN KUAKOCTU C ONpefeneHHbIM pas-
mMepom nop

MpumeuaHune — lpumeHseTca Ha Mme-
AVLUMHCKMX U3AeNnnax NS yKazaHUs TOro, YTo UH-
hy3noHHas unu TpaHchy3MoHHaa cuctema Mo-
XeT Bk/YaTb B ceb6s YUbTP ANS XUAKOCTU C
pasHbIMX pasmepamu Nop. HOMUWHabHbIA pas-
Mep «15» Ha cMMBOJe SIBNSAETCA NPUMEpPOM 1 3a-
MeHSAeTCA Haa/sexalm pasmepom nop

KnanaH opgHocTOpOHHero paeiictBua (o6pat-
HbIli KnanaH)

MopsakoBbIi HOMep
B8 CO 7000 nnu B
M3K 60417

NCO 7000-2724

Ha ocHoBe
NCO 7000-2725

MNCO 7000-2726

NCO 7000-2727

MNCO 7000-2728



FOCT P NCO 15223-1—2010

MpunoxexHne A
(cnpaBoy4HOE)

Mpumepsl

A.1 Mpumepbl NpYMeHeHUA cumBoia «Mcnonb3oBaThb A40...»

2005-09

2005-09-15

A.2 Tpumep npumeHeHua cumeona *Kog naprTuue

LOT ABC123

A.3 Mpumep npumMeHeHUa cumeona *MopsaaKoBbIi HOMEpP»

ABC123

A.4 Tlpumep npumeHeHna cumBona «<Homep no KaTanory»

REF ABC123

A.5 TMpumepbl NpUuMeHeHna cuMmBona «laTa U3aror oB/IEHUA»

MI~ 2004
2004-06

A.6 Mpumepbl NPUMEHEHUA CUMBOMOB TeEMNepaTypPHbIX OrpaHnyeHnin

n/“ 20 °C

. 5 °C 5 °C -/

BepxHss rpaHuya TemnepaTtypHoro HWxkHss rpaHuua TemnepaTypHoro TemnepaTtypHblii guanasoH
nnanasoHa avanasoHa
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A.7 Mpumep NnpuMeHeHna cumBona sHomep naymeHT a»

ABC123

A.8 Mpumep NnpumMeHeHUs cuMBoONa sfmanasoH BAAXHOCT U»

A.9 Mpumep npumeHeHns cunmeona sOrpaHmyeHme aTmMocepHOro gaBneHus»

106 kPa

50 kPa

10
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MpunoxexHne B
(o6a3aTenbHoe)

TDE6OBaHI/Iﬂ K CuMBO/iaM, npegnaraemMblM ANna BKAKOYEHNA

Mpepnaras cMMBON ANS BKAOYEHUS, nofaTeNb 3asBKW [O/DKEH NpefoCcTaBUTb CAeAyoLy uHdopmaymio;

a) o6ocHoBaHue pa3paboTkn CUMBOMA C €ro OLEeHKOl C yueTOM 6e30NacHOro n pesynbTaTUBHOIO UCNONb30BaHNA
MeUUMHCKUX U3[enunii n pesynbTaTamMu aHannsa pucka B ciyyae 3ameHbl TekcTa npejnaraeMblM CUMBOJIOM;

b) ACHOe ¥ 0fHO3Ha4YHoe HaumeHoBaHue (3.10) n onucaHue (3.2) cumBoNa;

C) naeHTUUKaLUIO NPpeaycCMOTPEHHbIX NONb30oBaTeNnen nsgenusa(nit). ana kotoporo(bix) NpefHasHavyeH npegnara-
eMblii cuMBON;

d) noapo6HOe onucaHue MMeLWNXCA Uan npejnaraeMblx CAMBONOB B OfHOW 06/1aCTV NPUMEHEHNS WIW CBA3AH-
HbIX C Hell o6nacTax:

e) opurnHan cumeona (3.7) BMecTe ¢ 6a30BbIM WabnoHOM (NpunoxeHue C), pa3paboTaHHbIii B COOTBETCTBUU C
npuHynnamm, yctaHosneHHoimn B M3K 80416-1. 7.1 — 7.3,

0 unpaeHTudmnkKaynio Bcex (hakTopos (Takux Kak pacnonoxeHue uau opueHTaumsa), BO3AelCTBYOLWMUX HA YETKOCTb
BOCMPUATUSA, BOCMPOU3BOAMMOCTb UM NOHUMAaHWE CUMBONA;

A) noapo6Hy nHopmaynio o 6O oLeHKe cCMMBOIA B NpoUecce ero NPUMEHeEHUA, 0 NPaBUIbHOM NOHUMaHUK
VAN NPUTrOAHOCTN;

h) nogpo6Hoe onucaHne BCex cayyaes perucTpaumm unnm nofavn 3asBkM Ha CUMBOJ B YNOTHOMOYEHHYO OpraHu3a-
uuio (MCOJTK 145 nnn M3K/SC 3C):

) npepnoxeHus no fanbHeliweli paspaboTke, BkAYasa Banmgauuio:

J) AaHHble 06 opraHu3auuu, npeanarawouieii cumaon(bl). ee cBa3n ¢ MCO/TK 210. umsA, KOHTaKTHbIN agpec u Tene-
OH Nnua, OTBETCTBEHHOTO 3a NEepPenmncky.

Ecnu npegnaraemblii CUMBOJ yXXe UMEETCA UM OCHOBAH Ha CYLeCTBYIOLWMNX, TO COOTBETCTBYOLWNE MYHKTbI yKa3aH-
HOU MH(OpMaLMN MOTYT 6blTb 3aMEHEHbI CCbI/IKAMU Ha ONY6INKOBAHHbIE UCTOUYHUKM.

Ecnu gna paccMoTpeHus NnpefAnoXeH COBEPLIEHHO HOBbI WM OCHOBAaHHbI/ Ha YacTUYHO pa3paboTaHHOI KoHUen-
LUn CUMBON, TO HEOGXOAMMO NPeAoCTaBNTb Kak MOXHO 60nblue nMelLlweica B AaHHOe Bpemsa nHdopmaumn. Kpome Toro,
CUMBON MOXeT 6bITb NpeAcTaB/ieH B BUAe ero konuenuyuu (3.6).

11
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MpunoxeHne C
(o6a3aTenbHoe)

Bas3oBblil WabnoH Agns pa3paboTku cumBoia

BasoBblii wWa6noH Ana paspaboTkm cuMBONA, NPeACcTaBNEHHbI Ha pucyHke C.1. 3aumcTBoBaH U3 MK 80416-1 (pu-
CYHOK 5) 1 JOMXEH ABNATLCS OCHOBOW ANS co3jaHnsa opurnHana. LWa6noH ncnonb3yoT 4na o6ecnevyeHns rapMoHUYHOro
BU3yasibHOTO BNeyvyaT/ieHusi Npu BOCNPUATUN rpadMyecKkux CUMBOIOB.

1 — kBajapat c 60K0BOV CTOPOHON 75 Mbl (06pasylolLeii HanboNblne TOPU3OHTaNIbHbIE U BEPTUKA/IbHbIE pa3Mepbl 6a30B0t0 Wa6-
NoHa). NofeNeHHbll Ha AYelikn peleTKNn C MEXCTPOUYHbIM UHTepBanom 12.5 Mm;

2 — 6a30BbIil kBagpaT ¢ 6OKOBOI CTOPOHOI 50 MM: aHHOe 3HauYeHWe COOTBETCTBYeT Tunopasmepy 50 MM opurnHana cMMBoONa.

3 — 6a30Bblii KPYT AnameTpom 56.6 MM. UMelO LW NA NPUMEPHO Ty Xe nnouwaab, YTo U 6a3oBbIii kBagpat (2);

4 — KpyT guameTpom 50 MM. BNUCaHHbI B KpyT 6a30BOro kBagpara (2);

5.6 — AgBa NPAMOYrofbHUKA, UMEKLWUX Ty Xe naowaab, 4To n 6a30Bblii kBagpaT (2). WHUpUHOX 40 MM U BbICOTOW 62,5 MM. NpsMo-
YroslbHUKM B3aMMHO NepneHANKYNAPHbI, KaXAblii N3 HUX NepecekaeT CUMMETPUYHO PaCcNONOXEeHHbIe CTOPOHbLI 6a30BOt kBagpara (2);

7 — 6a3oBblii kBagpaT (2) c 60K0BOV CTOPOHOW 50 MM. NOBEPHYTLI Ha 45*.

8 «— BOCbMUWYTO/IbHUK, 06PA30BaHHbI NTUHUAMU, PACNONOXEHHBIMW NOA YrNOM 15' K BHEWHUM CTOpoHam ceTku (1). — BHewWHAsA
rpaHuya 6asosoro wabsoHa;

0 — Tunopasmep

PucyHok C.1 — Ba3oBblii wabnoH

12
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MpunoxeHne O
(cnpaBoy4HOE)

MpruMeHeHne 0611ero 3anpeLianLLero cuMeona

O6wWwwnii 3anpewatLwnit cumMBon (3aumcTBoBaH 13 (5)) npeAHasHayeH 415 ykasaHus Ha 3anpeleHHoe geicteue. Mpu
MapkupoBaHUM MeAULUHCKUX U3Aenuii 3anpeliarlynii Kpyr ¢ AuaroHanbHon YepToii cnegyeT NPpUMEHSTbL ANA NpuaaHns
oTpuuaTeNbHOro 3HaYeHna Hanpumep cumBon 5.2 «He ncnosib3oBaTh NOBTOPHO». STOT CUMBOJI MHOTAA UCMO/b3YIOT He C
Lenblo MapkupoBaHUA MEAULUHCKUX N3aenunii, HanpuMmep a 3HaYeHUN «He COAEepPXMUT». BaxHo, 4To6bl ero o603HaveHne
COOTBETCTBOBAJIO NPEYCMOTPEHHOMY 3HAYEeHUI0, HEe NPUBOAA K BOZHUKHOBEHUIO OMacHOCTel 13-3a HeJONOHUMaHUS.

Ecnu nsrotoButensim Heo6xoAnMmMo nponHopmupoBaTb NoNb3oBaTeneli o 3anpeTe Ha 4T0-N1M60 B OTCYTCTBME COOT-
BETCTBYHOLEro 3anpeuiarL,ero cumeona, 1o caegyeT BOCNONb30BaTbCA METOAOM, npuBeAeHHbIM B MOK 80416-3. pas-
gen 7. Ho npu 3TOM peKkoMeHAyeTcs He MCNonb30BaTb CUMBO/IbI OLHOBPEMEHHO C NPUBEAEHHbIMW B HacCTOSILLEM
cTaHpapTe.

13
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Mpunoxexnune E
(o6a3aTenbHoe)

CBeJfeHUsi 0 COOTBETCTBUMU CChITOYHBIX MEXAYHAPOAHbIX CTaHAAPTOB
HauuoHanbHbIM cTaHaapTam Poccuiickoii ®epepauum

Tab6bnuya EI1

0O603Ha4YeHNe CCbIIOYHOTO CTeneHb

O603HaYeHVe N HaVMeHOBaHNe COOTBETCTBYIOLLErO HALMOHAIbHOTO CTaHAapTa

MexXAyHapoAHOro ctTaHaapTa COOTBETCTBUS

NCO 8601.2004 IoT FOCT P NCO 8601—2001 Cuctema cTaHfgapToB NO MHopmaumu,
61M61MOTEYHOMY U U3aaTensckomy geny. MpegcraBneHne gat v Bpeme-
Hu. O6wume TpeboBaHna

M3K 80416-1:2008 - *

NCO 80416-2:2001 - °

M3K 80416-3:2002 - *

NCO 80416-4:2005 - .

COOTBETCTBYIOW M HALMOHB/bHbIN CTAaHA4APT OTCYTCTBYET; O €ro yTBepXAeHUs PEKOMeHAyeTCcsi UCMNoNb30BaTh
nepeBoj HE PYCCKUIi A3blK 4AHHOTO MEXAYHApPOAHOro ctaHaapTa, Haxoaswuics B ®egepanbHOM UH(OPMALNOHHOM
hoHAE TEXHUYECKMX PErlaMEeHTOB U CTAHAAPTOB.

NMpumevyanune — B HacToAwei Tabnmye UCNoNb30BaHO CNeAyiOL ee YCI0BHOE 0603HAYEHME CTEeNeHn CooT-
BeTcTBUA: FOT — MAEHTUYHLIN CTaHZapT.

14



11) GHTF/SG1/N043:2005
(GHTF/SG1/N043:2005)
(2) UCO 7000:2004
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Bubnuorpadusa

MapkupoBaHue MeAULUHCKUX n3aennii

(Labelling for Medical Devices)

Fpacuyeckne cUMBO/IbI, MPUMEHSIEMble Ha 060pPYA0BaHMU. YKa3aTesb U CUHONCMUC
(Graphical symbols for use on equipment. Use and synopsis)

Fpaduyeckme cMMBONbI, NPUMEHsieMble Ha 060pyaoBaHun. MNMOCTOSHHO OGHOBNsieMas B pe-
XUMe peanbHOro BpeMeHW 3/1eKTPOoHHas 6asa faHHbiX, BkAlovawowas Bce rpaduyeckue
CUMBO/bI, cogepxauimecs B MOK 60417

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

N3genusa meauuuHckne. NMprumMeHeHne MeHeAXMeHTa pucka K MefuLMHCKUM U3hennam
(Medical devices — Application of risk management to medical devices)

Ipacduyeckme cumBonbl. LiBeTa un 3Haknm 6e3onacHocTu. Yacte 1. MpuHuunel pa3paboTku
3HaKOB 6e30nacHoCTn Ana paboymx v 06LWEeCTBEHHbIX MecT

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

YnakoBka. MapkupoBaHue rpadmyeckuMy cUMBONAMMU ANA Hajnexaliero o6paweHus c
npogykunei

(Packaging. Pictorial marking for handling of goods)

N3penus meauuuHckne. CucTeMbl MeHeAXMeHTa kauyecTBa. TpebGoBaHus Ans uenei pery-
nuposaHus

(Medical devices. Quality management systems. Requirements for regulatory purposes)
HomeHknaTypa. HomeHknatypa gaHHbIX N0 MEAULUUHCKAM WU34enuam Ana WHOpPMaLnoH-
HOro o6mMeHa

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

Fpachuyeckne cMMBONbI NS N3JeNNii MEAULUHCKUX 3NEKTPUYECKNX

(Graphical symbols for electrical equipmentin medical practice)

IEC Web Store. httpJ/webstore.lec.ch
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KnioueBble cnosa: MeauLMHCKOe 13enme, CUMBOJ, MapKMpOBaHKe, 3TUKETKA, CONPOBOAUTE bHASA [OKYMEH-
Tauus

Pepaktop E.l KysHeuosa
TexHunueckuit pegaktop B.H. Mpycakosa
KoppekTop B./. Bapemuosa
KomnbloTepHas BepcTka B.W. MpuuieHko
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