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Brenenue

Hacrosmmit ctangapr conepskar HHOOPMAIWIO, KOTOPAST MOKET ORITE TIPUHATA BO BHHUMAaHHUE TTON-
HOMOYHBIMH OPTAHAMH KAaK CYITIECTBEHHAS TIPU 0BecTieMeHUH Oe30TACHOTO W HAIEXAIIETO TIPUMEHESHHST
METUITHHCKWUX M3Menuil. JIaHHEBEe CBeMeHHsI, TTPOMHKTOBAHHEIE 3AKOHAMH U TIOCTAHOBIEHUIMH HEKOTOPRIX
TOJATHYECK WX FOPHCIUKIMH, IIPIIATal0TCad HENOCPEICTBCHHO K M3IETHI0. DT HH(pOPMAH MOXET OBITh
MpeACTaBICHA HA CAMOM H3ICIIHAN, ABIATHCS YaCTHIO 3THKCTKH M3ICIIHA Ha €r0 YIIAKOBKE WIH IIPHIATATECS
K M3OETHI0 B BHOC WH(MOPMAITHOHHOTO TOKYMCHTA.

Takum 00pazomM, 00ecHeYHBACTCS 3HAYWUTEIBHAS CTCIICHb MEKIYHAPOIHON rapMOHW3AIHH HHQOP-
Manuu. OQIHAKO B OTHOUICHHH $3BIKA, Ha KOTOPOM IIPEICTABICHA TaHHAA HH(OPMAIMS, rApMOHH3AINS
He oDecTieuMBaeTCsS. DTO SBISIETCST TMOTSHITMATEHOW TPOBIEeMOl TS W3TOTOBWTENEH, TOMBE30BATENCH W
MOTHOMOYHEIX OPTAHOB.

Waroropureny MeTHOWHCKHX M3ICTHN, XENAOIHAe YMEHBIINTh MODOYHEIE PACXOIEI, HE CBI3aHHEIC
C 3ama4yamMH 30PaBOOXPAHCHHS, CTPEMSATCHS CHH3HTH 3aTpPaThl HA MAPKHPOBKY IYTEM COKDAlIcCHHS WA
PAMOHANTH3AIAN BAPHAHTOB MapKHUpoBKH. Toneko B omHoM EBpomneiickom Corose UMeTed 13 S3BIKOB,
KOTOPHE MOTYT OBITH BOCTPEDOBAHEL IPH MAPKAPOBAHHH H3ICIHNA. ITO IBIAeTCH DONBIIOH NMPODIEMON B
nporecce pa3padoOTKHA U3ICTHEA H NIPH MaTEpHATBEHO-TEXHAYECKOM ofbecrieueHMH. Kpome Toro, B Iponecce
TEXHHIECKOTO TEepeBONa MOTYT BO3HHKHYTE TPYTHOCTH TIPH Tepefade TOTHOTO 3HAYECHWS TePMHHA OT
OITHOTO S3HKA K IPYTOMY.

Takum 00pa3zoM, MOTB3OBATENSAM MOTYT ORIThH TIPEUIOKEHH M3ICTAHST, MPOMAPKHPOBAHHEIE HA Pa3-
JIAYHBIX SI3BIKAX. DTO MOXET CTaTh NMPUYMHON MYTAHWIEI W 3aJcPXEK, CBA3aHHEX C ONPEICICHUCM
COOTBETCTBYIOILETO SI3KIKA, 4 TAKKE CO3AaTh IOMEXH IPH OIPEICICHAH TOYHBIX 3HAYCHWH I MHOTOS 354 -
HEIX [ONIB30BATENCH.

TToMHOMOYHEIM OpPraHaM MOXKET OBITH MIPEACTABICHA MAPKHPOBKA HEe HA WX HATMOHATHHOM SISHIKE,
9TO MPHUBEJCT K TPYITHOCTAM B MOHHMAHWH o0ecIicdeHIsT He30MacHOCTH W MIPUTOIHOCTH K WUCTIOIL30BAHHIIO
W3S B HEMPETBHACHHEBIX CIYIAIX HIH MPH IPYTUX UCKITIOUHTETBHEIX 00CTOATETRCTBAX.

Hacrosmuit craHnapr npemraracT pelidTe 3TH NMPOOJIEMEl Yepe3 IPHMEHCHHE MEXKIYHAPOIHBIX
MPU3HAHHBIX CHMBOJIOB, a0CTPaTrMPOBAHHEIX OT A3BIKA H UMCIOIIHX TOYHO OIPEIccHHBIE 3HAYCHUS.

TIpunoxeHre A HACTOSITIETO CTAHNAPTA TIPUBEICHO TOMBKO N WHGOPMATIHH.

B HacTosieM cTaHIAPTE MPUMEHSIOTCS CCRIJIKH HA CIEIYIONIE CTAHIAPTEL:

TOCT 30324.0—95 (MBK 601-1—88)/,TOCT P 50267.0—92 (MBDK 60601-1—88) W3menus memIm-
LOUHCKHE >rnekTpudcckre. Yacts 1. O0mme TpedoBaHus 6e300aCHOCTH

TOCT P 51556—99 Hrpymiku. Q61mme TpeBopaHHS §e30TACHOCTH M METOTH HUCTRITAHHE. ['padii-
YecKoe YCTOBHOE 0003HAMEHHUE BO3PACTA



FTOCYJAPCTBEHHBIN CTAHJIAPT POCCHUHNCKON ®EJEPAIIUN

MEJIUITUHCKHE U3JTETAA

CHMBOJIBI, NpUMcHACMbIC TIPH MAPKHPOBAHHM Ha MCAHIHHCKHX H3ACIMIAX, IJTHKCTKAX
H B CONPOBOTHTEILHOM AOKYMECHTAIIHH

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

Hara seeaennsa 2003—07—01

1 Odnacts npuMeHEHAA

Hacrosmmii cTaHmapT YCTAHABIHBAET CHMBOIK, TIPUMEHSIEMBIE M3TOTOBHTEIEM METHITHHCKHX H3e-
JMHE I8 coOBIIeHHI MOTpebHUTeNnIo HHMOPMAIIHHE, HEOOX0THMOH IId HaOleXalllero, 0e30IacHOro H h-
(peKTHBHOTO MIPUMEHEHHT METUITHHCKHX W3IEeIHH.

CTangapT mpexme BCero NMpegHasHaTeH Is:

- H3rOTOBHTEICH MEIHITMHCKHX H3ICIHEH, KOTOPHIE IMOCTABISIOT CBOK MPOIYKIHIO HA PEIHOK MHOTHX
CTPaH, HMCIOIIHX PasTHUIHEIC I3LIKOBEC TPeOGOBAHHA K MAPKHPOBKE MCOTHIMHCKHX H3ICIIHIL;

- TIOTB30BATENEH METHITHHCKHX M3ISTHIA, CHa0KeHHe KOTOPEIX OCYIIECTBIIETCA PAIOM HCTOYHHKOB
C PA3THIHHMH S3EIKOBEIMH BO3MOKHOCTIMH;

- JIMII, OTBETCTBESHHEIX 33 MOCICIIPOIAKHOS 0DCIYy:XKHBAHHE H3ICIIHI;

- OPraHOB, PETYIHPYIOIIHMX CHCTEMY 3IPaBOOXPAHEHI; HCIIBITATE TEHEIX OPraHH3aITiil; OpraHoB cep-
THQHKAONH H IPYTHX OPTraHHU34MWI, OTBETCTBEHHEIX 34 BHEOIPEHHE BCEX BHIOB DPETYIHDPYIONICH IEesSTCIb-
HOCTH, KACAIOMIEHCS METHMIIMHCKHX M3IEIHi, N 38 X NOCIEIPOIAKHOE 00CIY:KNBAHHE.

HacTtosmmmii cTanmapT MOXKET TAKKe 0Ka3aTh MOMOIIh:

- H3TOTOBHTCIIAM, KOTOPEIE CTATKHBAIOTCA C MPOCTPAHCTBEHHEIMH OTPaHHYCHHSIMH HA MAaNTcHLKHX
STHKETKAX;

- TUCTPHOLIOTOPAM MeTWITHHCKHX H3IEINH WIH IPYTHM MPENCTABUTENSIM H3TOTOBHTEICH;,

- OpraHaM 3IpPaBOOXPAHEHH:A, OTBETCTBEHHEIM 38 O0YUYeHHE.

IIpumeganne — Hacrosmmil cranmapT paccMarpHpacT HeGOIBIIOe THCIO CHMBOIOB, KOTOPBIE MOIYT IIPH-
MEHATHCA MPH HEOOXOMHMOCTH HEIIOCPENCTBEHHO HA M3IEJIHI, er0 VIIAKOBKE HIIH B COIIPOBONITEIIFHON M0 KVMEHTALIIIH.
Muruorue gpyrie crarmaprer, Takie kak IOCT 30324.0, npiBOIIT ZONOTHUTENLHEIE CHMBOIEL, KOTOPHIE TIPIMEHSKOTCS
HA OTAETHHBIX BHAAX WU IPYIITAX M3TSNA HITH B OTACTBHBIX CHTYAITHIX.

2 OnpeneleHusd

B Hacrogmem CTanIapre IPUMCHAIOTCA CICOAYHOIMNAC TCPMHHBI C COOTBCTCTBYIOIIHUMH OIIDEICIC HHUAMM!

11 pPUMECYAaHNE — HacTostmit CTAaHIAPT HE BBOANT HOBBIC KOHICITITIIL CJ’[CI[YI-OIJ.[I/IC TEPMITHBI H OIIpEaCICHIA
JaHBI B KAYECTES PYKOBOICTBA. B gacTHBIX CITy4asix JOJDKHBL NPHMEHATHCH IOPHAMYCCKIIC ONIPEACTCHIA, 06YCJ'[0BJ'[BH—
HEBIE COOTBETCTBYIOMIIIM CTATYCOM.

2.1 andopmManus, pakHadg And HaLuexamere npumenenus: HHadbopmanms, KoTopad BakXHa s 0e3-
OIMACHOTO IPHMEHCHHS MEIHITHHCKHX H3ICIHI M0 OTHOIICHHIO K MAIHCHTY, NMOMB30BATEII0 M IPYTHM
TTHIIAM.

Ilpumevanne — Dra wHGOPMALS MOXET, HAIPHMED, BKITIONATE CTEISHD MIKPOGHOIOrHIECKON THCTOTEL,
BIUIOTE [I0 CTEPIJIBHOCTH, KOIZA 3T0 HeoGXOMMO [UId HOCTIKEHNS OCHOBHON nenr. OHa MOXET TAaKXKe CONepXaTh
CBeZleHIis, 00JIervalomie BO3MOXHOCTE OOHAPYKEH I MEIVIIHHCKIX H3IEIHIi B HHTEpecax IIOCIENPOIAXHOr0 00Cy-
KUBAHIS WX M3TOTOBHTESAMI M HOCHSHPOLARKEOr0 HAGIONEHMA CO CTOPOHBL PEryyHpyionmx oprafos. Hannas
HEQOPMALINA MOKET TAKKE BKIKOUATE HHCTPYKI[HH [0 XPAHEHIIO H 110 YXOIY.

Hananue ounmansnoe



2.2 nepexozannlii nepmox: Ilepron, B TeueHHME KOTOPOTO CHMBOJ H €r0 ONHCAHHE IOSBISIOTCS B
MOpSAOKe 03HAKOMIICHHS ¢ HHM ITHCTPHOBIOTOPOB, NOJIb30BaTeNeil M IpyTHX JIHIL

3 CumBoani

CHMBOIE, comep:Xaiue HHQOPMAIHIO, BAXKHVIO IS HAZICXKAIIETO TPHMEHeHHS MEIUITMHCKOTO
H3NMETHS, KOTopas JOKHA OHTE MpecTABIeHA HEMOCPEICTBeHHO HA H3ASIMAX, WX VIIAKOBKE W/HIH B
COMPOBOINUTENBHON TOKYMEHTAITHH, IIPUBENeHE B Ta0mmIe 1.

Tadnuua 1 — CaMBoONEL cofepx)alye HHQOPMALMKD, BRKHYIO JUTH HAJIEKANETO MTPUMEHEHVH
METHITHCKITX W3t
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Oxonuanite matnuys 1

Homep Homep
Bupn cimBoma Ommicadme CHIMBOIA Bupm cimveoma OmmicaHie CHMBOTA

CIIMBOTA CIIMBOJTA

CrepHmi3aiis ¢ mpu-
3.21 STERIL MEeHeHHEM MeTOIOB acell- 3.23 STERIL
THYeCcKOH 006paboTKn

CTepruTH3anms ¢ IpH-
MEHEHHSM PamFaliii

3.22 STERILE[EO] MeH(;;;pevﬁwg;a;g ;ngg_ 3.24 STERILH] | | Crepunmsalys napom
. HA ) WIH CYXIM KapoM

L Cymvpon oTesiiaer K pyKoBOLCTBY [0 SKCIUIYATALIAK, STOBE TMONYIATL HyKEY0 HEPOPMALIAK O HAIIEKANEM
MPUMEHEHHH W3METHA.

2 CHMBOJ OTCLUTAET K COMPOBOANTEILHON JOKYMEHTAIIMI I8 TOMVUEHIHS BAKHON HidOpMAINK, CBA3AHHON ¢
6e3011aCHOCTHIO, HAIIPHMEP ¢ MEPAMH IPENOCTOPOKHOCTH, KOTOPHIE AE MOTYT 110 PA3HBIM IIPHIAHAM OBITh YKA3aHbI
HA CAMOM M3,

3 Mannoe pasegCHEHME B3ATO M3 TEX HCTOUHNKOB, THEe CHMBO IOSBISETCS B CBASM ¢ MEIMIMHCKIMI 13-
HETHAMI.DTO PazpICHEHHE PEKOMEHIYETCS [IPHMEHATE BO BPeMs MEPEXOHOIO MMEepHOIa.

4 CHMBON CONPOBOKNAETCS NATOMN, YKASHBAIOMEN, YTO M3HEIHE MOKET HPUMEHSTLCA 0 HCTEUSHH YKA3AMHOIO
roma, Mecdia i qpcra. Jata MoXeT NmpencTaBnsaTh cO00M rom; rom W MEeCsIl Wt rofg, smecar u qncio. Cum. [1] mo
Gop- MaTaMm mar.

3 CHMBOJN COIPOBOKIAETCH NATOM M3roTOBNeHis warenis. JaTa MOKeT IpencTasisaTh coboll rof; rof W Mecsil
WIH rof, Mecall u aucio. Cu. [1] mo dopmaram mar.

& CHMBOJ JOMXKEH IIPHCYTCTBOBATE TIPH MAPKIPOBAKIH MaTepHana KAK YACTH MPONeAyp sl MPOBEIeHIs KOHTPOIs
Ut W30eNHi MnarHocTiki in vitro.

7 BapuanT cuMpona 3.17, VKA3hIBAOIEro Ha NPOXOXKIeHNe KOHTPOIS ¢ OTPULATENLHEIM Pe3yIETATOM.

8 BapuanT cuMBoia 3.17, VKA3EBAIOIIETO Ha NPOXOKIEHIE KOHTPOIL ¢ HOICKATENLHEIM Pe3VIIETATOM.

IIPIIOXEHHE A
(crpasoaroe)

PYKOBOI[CTBO o CO3TaHUI0 H NPHMEHCHHID CHMBOJIOB, cooﬁmamnmx P[H(l]OpMallH[O,
BAXKHYIO LA HALJICKANEre NPUMCHCHHAA U3ICIIHA

A.1 TIpoucxoxaenue CHMBOJNOR

B pamkax cranmapTos 1 TexHrdecknx coodbmennii MCO see CHMBONEI CTAHAAPTH3NPOBAHEL Yepe3 TeXHHYeCKH
xomuter MCO/TK 145 u sxmogensl B ctanpapt [2]. UCO/TK 145 techo corpyarmnyaetr ¢ MCO/TK 3, kotopsrit
OTBEYAET 33 CTAHIAPTHAALNIO rpadWIecKHX CHMBOIOB, HMEIONNX OTHOIEHE K MIEKTPOTEXHNYECKOH cTanmapTisa-
e, Crrmsoarsr, craapapTisiposarteie 8 MCO/TK 3, onybnukosansl B cranpapte [3]. DTOT MEXaHW3M MO3BOJIAET
CKOOPIUHUPOBATE CEKTOPEL IIPOM3BONCTEA M OOCHYKHBAHKA 110 00EeMY HA0OPY CTAHIAPTHAINPOBAHHE CHMBONOE.

Hogwle cuMBONEIL MOTYT ObITE Tipemmoxkedsl ang MCO/TK 145 mo6eiM TexHudeckuM kKomuTeroM HMCO wu
BITOCTIEACTBHH OMYOIWKOBAHBL B CTAHAAPTE APYTUMH TEXHHYECKHMMH KOMHTETAMA.

HexkoTopble CHMBONBL, BKITIOUEHHBIE B HACTOHIINA CTAHAZPT, 00A38HBI CBOUM MTPOHCXOKICHUEM PA3NETY MEnH-
MWHCKUX W3NENU, B TO BpeMs Kak Apyrie yxe OBUINM NpencTasieHsl B cranmapre [2].

HMCO/TK 210 npeanoxun CHMBONE, eAHHBIE OIS BCEX MEAMITMHCKHUX W3eNHi, U BEIOpAn M3 cTaHnapTa
HCO 7000 Takue, KOTOPBIE MOTYT OBITH OCOOEHHO ITOJIE3HEL MPH cOODMEHHH HAQOPMALINN, BAXHOA 114 HAIIEXAIIEro
TIPUMEHEHHS MEAWIIHHCKIX W3ICITHI.

OnHIM W3 NCTOYHWKOB MPOUCKOXKAEHIS CHMBOJIOB [T MEAHIIMHCKIX W3EMHi sBrnseTca Esponeficknil cranaapT
[4]. Kaxnaprii w3 cuMBonos [4] Osin BKTIOUEH B [2] W B HAacTOAMH cTaHaapT. JIpyrue CHMBOJBI GBUTH TPeICTaRIEHBbI
HEMOCPEICTREHHO M3 PA3Iena MeIHITHHCKIX ranenuit gepes MCO/TK 210.

A.2 Tlepexoauwii nepuon

Pekomerayercs, aToObl CHMBOMEL, IPEACTABICHHBIE B HACTOSIIEM CTAHIAPTE KAK IIOMXOMSIIE IS MIHPOKOTo
TIPIMEHEHIH, TOABISUIHCE BMECTe ¢ COOTBETCTBYIONIFMFI OMPCAHAAMA HA S3LIKe, MTOAATHOM ITOIL30BATENI0. HTa
PEKOMEFIAIIS MOXKET OBITH MEHEe CTPOTOH s NANHON OONACTH PRIFKA, HAXOMSIIERCS O BIHSHHEM OYeih ObICTPO
MEHSTIOTIIXCS YCIOBHI.

H3r0TOBHTENE MOXET HIPOAeMOHCTPHPOBATE, TITO CHMBOJ M €r0 3HAYCHNE ITOSBIITNCE KAK PeKOMEHIYeMbIe IS
JUTHTENBHOTO MEPHOIA B COOTBETCTBHM ¢ TPeOOBAHMAMH OPraHOB BIACTH, PErvIHPYIOINX DAHHYIO OCNACTh PHIHKA,
NGO M3TOTORKMTENL MOXET VOEIHTEeNBHO MPOJeMOHCTPHPORATE, YTO 75 % THIHIHBIX KOHeYHBIX MOIR30BaTENeH 0106-
DU CHMBO i MOI'VT 6e3 IOICKA3KH paciidpoBaTh ero sHAYSHIe.



3HAYCHE BEIPAKEHUS «[IOSBIIICS BMECTE» B KOHTEKCTE 3TOTO IIEPEXOLHOIO [IEPHOLA OJBKHO OBITE HCTOTKOBAHO
KaK «B OMHO W TO & BPEMHA C OJHHUM M TEM Xe M3OCTHEM?. DJTO NMO3BONAET W3TOTOBHTENAM HCIIONB30BATL CHMBOITBL
Ha HEGONBINNX YITAKOBKAX, B TO BPeMH KAK CIOBECHBIE OMUCAHUA CONEPKATCH B APYTHX HHOOPMAITHOHHBIX MATEPHATAX,
TIPENOCTABTHEMBIX ¢ JAHHBIM H3/ETHEM.

TIpuMep COOTBETCTBYIONIETO TIEPEXOIHOTO TepHoaa anst moTpebutensekoro poinka npuseaen 8 TOCT P 51556.

A.3 TIpennoxenus no JONOAHATENLHLIM CHMBOXAM

UneHsl cexkTOpa MeAHITMHCKIX H3TeTHA TOOIPIIOTCS MPH BHECEHHH MPeTOXeHHH 10 JOMOTHHTETbHBIM
CHMBOJIAM, HMMEIOMMM IIHPOKOE pPacIipocTpaHerie 1 abcTpardnpoBaHHbIM OT S3BIKA. [lpennokeAns OOJKHEL OBITH
nepenans B MCO/TK 210 yepes HauoHANBHBIE opTranm3anini — wiensl MCO.

Ilpn BHECEHHH MPENJIOKESHIS CIIOHCOP NOJDKEH IPercTaBuTh rpadudeckoe nH300paxeHne CHMBOIA B COOTBET-
CTBUH C TPEUTORCHHUSIMHI M0 CO3MAHHKID rpadideckKiuy CHMBOIOR, COMEPIKAIIMMICH B [5], & TAKXKe JaTh ero JOKYMEH-
THpoBaHHOe orucanwe. Ilpw TNpencTapneRmy CHMBOJA CIENVET YIMTHIBATE PWHSATHEN! CTIUTE OHOOpPEHHBIX W YIKe
CYIISCTBYIOIIX crMBOIoB. Ecmn Takie crmBoiel, mo maernmio MCO/TK 210, mamnexamuy oGpa3oM COOTBETCTBYIOT
o0nacTH IPHMEHeHIA HACTOAIIEr0 CTAHIAPTA ¥ MOTYT PACCMATPHBATECA KAK MMEIONINe MHPOKOE PACIIPOCTPAHEHIE
¥ abCTparHpoBaKiele OT A3bKa, 0HK OynyT npemioxensl 8 MCO/TK 145 mna srovenns g crarmapt [2]. TpuasTee
TAKHM 0GpazoM, OHW GVAYT BKIOYEHB TIPH TOCTETYIONEM MEPecMOTPe HACTOSIIESTO CTAHAAPTA.

IIPUIOXEHHE b
(cupasoaroe)

Bubauorpadms™

[1] UCO Bo601:1988 DIeMeHTHl TaHHBIX ¥ B3anMo3ameHsemble Gopmarel. MadopManrorneii oomer. Bocnpons-
BEICHWE HATHL ¥ BPEMEHT

[2] HCO 7000:1989 I'padiraeckite CHMBOIILL, NPUMEHAEMELe Ha 000pYIOBAHKI. YKA3ATENb U KpaTKiti ob3op

[3] MBDK 60417-1:1998 I'padigeckie CHMBONEL, IpHMeEHieMbie Ha obopynosarmiti. YacTs 1. OO6rie 0630p i mpimMe-
HEHIE

[4] EH 980:1996 T'padraeckiie cHMBOIBI, IPUMEHSEMBIE TIPW MAPKHPOBKE METHIMHCKITX M3AETHH

[5] TCO 3461-1:1988 QCHOBHBIE MPUHITUTILL TIPH CO3JaHIH Tpadudecknx cuMBonos. Yacts 1. Tpaduveckue cumBo-
TEL, TPHMEHAEMBIC HA 0GOPYIOBAFHH

*) OpUrHHANEL MEXIYHAPOAHBIX cTannapTos — so BHUHKHM Toccrangapra Pocenn.
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