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FOCT P NCO 15223-1—2023

Mpeancnoeue

1 MOOIOTOBINEH O6uwecTBoM c orpaHuWdeHHol oTeeTcTBeHHocThio «MEOWTECT» (OO0 «ME[WN-
TECT») Ha ocHoBe cOoBCTBEHHOIO Neperofa Ha PYCCKUIM A3bIK aHIMOA3bIMHON BEpPCUKN CTaHOapTa, yKasaHHoro
B NyHKTE 4

2 BHECEH TexHu4yeckum komuTeToM no ctaHpaptusaumm TK 436 «MeHemKMeHT KadyecTsa U obliue
acnekTbl MeAULIMHCKUX U3aenuin»

3 YTBEPX/EH W BBEJEH B IENCTBWE Mpukasom denepansHOro areHTCTBa No TEXHUYECKOMY pe-
rynupoBaHuilo U MmeTponoriun ot 14 uons 2023 r. Ne 537-ct

4 HacTodwmin cTaHaapT aeHTUYeH MexgyHapogHomMmy ctangapty MCO 15223-1:2021 «3genus megu-
LUmnHckue. CMMBOMLI, NpUMEHseMble ANA nepenadn MHopmMaumm, NnpeaocTaensaeMon nsrotoeutenem. Yacts 1.
OcHoBHble TpeboBaHus» (ISO 15223-1:2021 «Medical devices — Symbols to be used with information to be
supplied by the manufacturer — Part 1: General requirements», IDT)

Mpn NpUMEHEeHWM HAaCTOoSALLEro cTaHgapTa peKoMeHAYeTCA CMoNb30BaTb BMECTO CChINOYHbBIX MEeXAyHa-
POAHbIX CTaH4APTOB COOTBETCTBYIOLLME UM HAaLMOHANbHbLIE M MEXIOCyAapCTBEHHbIE CTaHAapThl, CBE4EHWS O
KOTOPbLIX MPUBEAEHLI B AONOMHUTENBbHOM NpunoeHun JA

5 B3SAMEH NOCT P NCO 15223-1—2020

lNpasuna npumeHeHUss HacmosAweao cmaHdapma ycmaHoeeHbl 8 cmambe 26 @edepanbHO20 3aKoHa
om 29 uwoHs 2015 2. Ne 162-®3 «O cmaxdapmu3sayuu 8 Pocculickoli ®edepauyuuy. MHgopmalus o6 us-
MEHEeHUsX K HacmosiwemMy cmaHdapmy nybrnukyemcs e exe200HOM (M0 COCMOSHUK Ha 1 aHeaps mekyuie2o
200a) uHghopMayUOHHOM ykazamene «HayuoHansHsle cmandapmel», a oghuyuansHbil mekcm uameHeHul
U MoNPaeoK — 8 eXeMeCHsYHOM UHGOpMaUyUOHHOM ykalamene «HayuoHanbHbie cmaHOapmbl». B cny4yae
nepecMompa (3aMeHbl) Uu OMMeHbl HacmosAweao cmaxdapma coomeemcemeyroujee ysedomieHue bydem
onybnukosaHo & brnuxaluwieMm 6binycKe eXeMecsyHo20 UHEOPMayUOoHHO20 yKkaszamesns «HayuoHanbHble
cmaHOapmsi». Coomeemcemaeyiouasl UHGhopMayus, ysedoMIeHUE U MeKCMmbl Pa3Mewalomcs makxe 8 UH-
ghopmauuoHHoU cucmeme obLeao nonk3oeaHus — Ha oguuuansHoMm calime @edepansHo20 azeHmcemea rno
MEexXHUYECKOMY peaynupoeaHuro U Memponoauu 8 cemu MHmepHem (www.rst.gov.ru)

© 1S0, 2021
© OdpopmneHue. ®IBY «MHcTUTYT cTaHgapTuzayunuy», 2023

HacToawwmin ctaHgapT He MOXeT ObITb MOMHOCTLIO UMK YACTUYHO BOCMPOU3BEOEH, TUPaXXMNPOBAH U pac-
NMPpOCTpaHeH B Ka4vecTBe OC*)MLI,MBJ'II:HOFO n3naHua bes pa3pelieHunsa <De,qepaanoro dreHTCcTBa no TeXxHNn4ecko-
MYy perynmpoBaHvMi 1 METPOJIOTUA
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FOCT P NCO 15223-1—2023

BBepeHue

Mzzomosumenu MeoULKMHCKUX U3Oenui 1 apyr1e opraHu3auum, 3afelcTBoBaHHbIe B Npolecce NocTae-
K1 uagenunini notpebuTtento, AoMKHbI obecnednTs pasMelleHe onpeaeneHHoin nHpopmaumMm HenocpeacTBeH-
HO Ha MEeZMUWHCKOM M34Eenuu, Ha ero ynakoeBke, WK B conpogodumernibHol uHgopmayuu. C Uuenbio yctpa-
HeHWs HeobXoAMMOCTU NepeBoa TekcTa AaHHaa MHhopMauna MoXeT bbITh NepefaHa B BUAE CUME0I08 CO
cneynanbHbIMU 3Ha4YeHMaMIK,. HacToawmMi cTangapT He ycTaHaBnuBaeT TpeboBaHMA K TOMY, Kakas MMEHHO
WHopMaLMa foMmKHA OblTh pasMellleHa, a TONbKO NepedyncnsaeT MexayHapoaHo NpUaHaHHbIe CUMBOILI, KO-
Topble MOryT ObITh MCMNOMNbL30BaHLlI ANS Nepefayy onpeaeneHHon MHopMaumu.

Cumeorbi, BKMIOYEHHbIE B HACTOAWMA cTaHgapTt, Obinu onybnukoeanel B8 MCO 7000, NCO 7001,
M3K 60417 vnu npownu dopManbHyto npoleaypy Banuaaunm.

HacTtoawmin ctanaapT npeaHasHadyeHd Ana U3aroToBuTenei MeauUuMHCKUX U30ennin, KOTopble NocTaBnsalnT
NMPOAYKLMIO B CTPaHbl C pasfMyHbIMUN A3bIKOBbEIMW TpeboBaHMAMK. CMMBOIbLI NO3BONAT 0b6ecnednTb equHo-
obpasHoe npeacTaeBneHve MHopMmauun. HacTosawmn cTtaHagaTr Takke MoXeT ObiTb MCMonb3oBaH noTpebu-
TensMN UMW KOHEYHLIMUW NOMb30BaTenaAMn MeduyUHCKUX Uu30eul, KOTOpble NOMy4YyalT WU3Oenusa OT pasHblxX
MOCTaBLLMKOB U MOTYT UMETh PasHble A3LIKOBLIE BO3MOXHOCTHU.

B HacTosilem cTaHaapTe co3 «UIM» UCMNOSb3YHT KaK «BKIHYaLWMA UMKy, B TOM CMbICIEe, YTO Nomno-
eHWe cHATaAeTCs UCTUHHLIM Npu Nio6o KOMOWMHALKWK YCNOBWIA, ABMSOLWMXCA MCTUHHBIMM.

TepMuWHbI, NpUBeaeHHble B pasaene 3, BblaefieHbl KYPCUBOM MO BCEMY OKYMEHTY.

B HacToswemM cTaHgapTe MCnonb30BaHbl crneayrLlme rmaronsHele opMbl:

- «[OOIKEeH» yKasblBaeT Ha TpeboeaHue;

- «CrepyeT» 03HAa4YyaeT, YTO COOTBETCTBME YCTaHOBMNEHHOMY TPeBOOoBaHMIO UMW NPOBEAEHUE UCMLITaHUS
ABMAKTCA pekoMeHaaunen, Ho He obasaTtenbHbiM TpeboBaHuem Ansa obecneyeHus COOTBETCTBUSA MOMnoXKe-
HUAM HACTOALLEro cTaHoapTa;

- «Morsio Bbl» yKka3blBaeT Ha paspeLleHie;

- «MOXET» YKa3bIBAET HA BO3MOXHOCTb UMM CNOCOBHOCTE.

v
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rOCT P UCO 15223-1—2023

HAUMWOHANBbHBIA CTAHOAPT POCCUUCKON OEOEPALUMN

MW3OENWA MEOWLWHCKUE
CumBonbl, NnpUuMeHseMble ANA Nepefavyn MHgopMauuu, npeocTaBNAeMON N3roToBUTENEM

YacTtb 1

OcHoOBHbIe TpeboBaHUA

Medical devices. Symbols to be used with information to be supplied by the manufacturer. Part 1. General requirements

Oarta BeegeHnsa — 2024—01—01

1 O6bnacTtb NpUMeHeHunA

HacToswuin cTaHgapT onpefdenseT TpeboBaHus K cumMgosiaM, UCnonb3yeMbiM ANs nepenadun nHgpopma-
UWW, oTHocAWENcs K MeduuuHckum usdenusam. OBnacTb NPpUMEHEeHUs) HACTOALLEro cTaHgapTa orpaHuyeHa
cumeonamu, NPUMEHUMbIMM K LLUMPOKOMY CNEKTPY MeduUUHCKUX u3denud, peannsyemblx Ha MexayHapoaHoM
PblHKE, BCMEeACTBUE YEr0 OHW OOMKHbI COOTBETCTBOBATL PA3NUYHLIM PErynupyowmM TpeGoBaHnsM.

Cumeosnsl MoryT BbiTb MCNOMb30BaHbl HEMOCPEACTBEHHO Ha MeJUUUHCKOM U30efluu, Ha ero aTUKeTKe
(ynakoBke) Wnv B conposodumernsHol uHghopmayuu. TpeboBaHusa HacToSLWero cTaHaapTa He npefHasHave-
Hbl 715 MPUMEHEHUS K cneundryHbIM CUMB0IaM, KOTOPLIE YCTaHOBMNEHbI B APYrvX cTaHgapTax.

2 HopmaTuBHbIE CCbINKK

B HacTosilem cTaHZapTe MCnonb30BaHbl HOPMATUBHbIE CChIMKW Ha Creaytowme ctaHaapThl [ona gatu-
POBaHHbIX CChISTOK MPUMEHSIOT TOMBKO YKasaHHOe M34aHWe CChINTOYHOro cTaHgapTta, ANs HedaTUpoBaHHbIX —
nocrniegHee usgaHue (BKNoYasa Bce U3MEHEHUs K Hemy)]:

ISO 3166-1, Codes for the representation of names of countries and their subdivisions — Part 1: Country
code (Kogbl npeactaBneHns HasBaHWiA cTpaH W eauHULY UX agMUHUCTPaTUBHO-TEPPUTOPUANBHOMO AENeHns.
YacTte 1. Kog ctpaHbi)

ISO 8601-1, Date and time — Representations for information interchange — Part 1: Basic rules (darta
n Bpems. MNpegctasnenne ansa obmeHa nHdopmaumein. Hacts 1. OcHOBHbIE NpaBuna)

ISO 8601-2, Date and time — Representations for information interchange — Part 1: Extensions (Jdata
n Bpems. NpegcTtasnenne ansa obmeHa nHdopmaumei. Yacts 2. Paclumpenns)

ISO 15223-2, Medical devices — Symbols to be used with medical device labels, labelling and information
to be supplied — Part 2: Symbol development, selection and validation (M3genua meguunHckne. CmBon.I,
NpMMeHseMble NPY MapKkUPOBaHUKM MEAMLIMHCKUX U3AENWIA, Ha 3TUKETKaX U B CONPOBOAUTENLHOW OOKYMEHTa-
uun. YacTtb 2. PaspaboTtka, BbIbOp M BanvaaLmWsi CUMBOIOB)

3 TepMuHbI U onpeaeneHus

B HacToslwemM cTaHgapTe NPUMEHEHbBI CriedyroLne TEPMUHBI C COOTBETCTBYHOLLMMMN onpegeneHusamu.

NCO n M3K nogaepxvBaloT TepMUHONornyeckue Basbl JaHHbIX AN8 MCNOMb30BaHWA B LIENsSX cTaHdap-
TM3auuKM No CregyLwum agpecam:

- Onektponegua M3K: goctynHa Ha http://www.electropedia.org/;

- nnatdgopma oHnamnH-npocmotpa MCO: gocTynHa Ha http://www.iso.org/obp.

MapaHune ochbuumnansHoe

GostExpert.ru
https://GostExpert.ru/gost/gost-15223-1-2023



https://gostexpert.ru?utm_source=pdf&utm_medium=67241
https://gostexpert.ru/gost/gost-15223-1-2023?utm_source=pdf&utm_medium=67241&utm_term=page

FOCT P NCO 15223-1—2023

3.1 conpoeodumensHaa uHghopmayus (accompanying information): lndopmaums, Kak npaBuno oT-
Hocsiwasica K Be3onacHOCTM 3KcnnyaTauuMu/MpMMeEHeHUI0 U3denus, npunaraemas K HeMy WM HaHeceHHas
HenocpeACTBEHHO Ha MeduyuHcKoe usdernue Unv NpUHaaneXHoCTW ¥ NpedHa3HadYeHHasa 4ns nonb3oBaTtens
MeOUYUHCKO20 u30enus NNy N, OTBETCTBEHHbIX 38 YCTAHOBKY, aKcnnyaTauuio/npumeHeHne, obpaboTky, Tex-
Hu4eckoe obcnyxuBaHWe, BEIBOA W3 3KCMyaTauuy UAWM yTUNM3auno MeduyuHckoao u3denus Wiy npuHag-
TNEXHOCTH.

Mpumevyanune 1 — ConposodumenbHas UHGOPMaLUs pacCMaTPUBAETCA Kak 4acTb MEOULWHCKOro W3genvs
WK €ro NpuHaaneXXHocTu.

MpumeyaHue 2— ConpogodumernsHas UHhopMAayUs MOXET BKITHOUYATb STUKETKN, MapKUPOBKKW, MHCTPYKLWM MO
3KkcnnyaTaumMu/MpUMeHeHNI0, TEXHUYECKOE ONUCaHne, PYKOBOACTBO MO MOHTaXY, KpaTKUe pyKOBOACTBA W T. A.

Mpumevyanune 3 — ConposodumensHas uHgopMmauus He obazaTtensHo AOMKHA BbiTe BbINOMHEHa B MUCH-
MEHHOW UMW Ne4aTHON (POpPME U MOXET TaKKe BKMOYaThL ayouo-, BUAEO-, TAKTUMBHLIE Martepuansl U MynsTUMeaunHbie
cpeacTea (Hanpumep, CD/DVD-ROM, USB-kapTy, BeG-cainT).

MpumevyaHune 4 — Cm. pucyHok 1.

MpumeyaHue 5— 3mukemka MOXKET BKNOYATL B cebA MHOpMAUMIO, pa3MELLIEHHYID Ha YNaKoBKE MEeULUH-
CKOro U3genus.

MpumeyvyaHue 6— BNeKTPOHHbIE JOKYMEHTLI MOTYT BKITOYaTh B cebs BCe UMK HEKOTOPbIE U3 TUMOB MHGopMa-
UMK, NPedocTaBnseMoi M3roToBUTeNnem YacTUYHO MK MONHOCTLH.

MpumevaHue 7— MapkeTvHroBas MHOPMAaLMSA TAKKE Ha3bIBAETCS pEKNamMHbIMU Matepuanamm.

MpumeyaHue 8 — PykoBoOCTBO Mo COCTABMNEHUIO UM obocHoBaHWe TpeboBaHWiA K coaep:KaHuio ConpoBoau-
TenbHoM MHpopmauun npeactaeneHo B MCO 20417:2021 [15], npunoxeHue A.

WHghopmayus, npedocmaernsieMas U32omosumenem

—

Smuxemxa Conposodumensras . [1Povas urngoopmayus
4 uHghopmayust

Huempyxyus no
aKcryyamayuu

Ynakoska

TexHuyeckoe

K/ // ft& A

PucyHok 1 — B3anmoCBA3b TEPMUHOB, UCMOMb3yEeMbIX AN ONUcaHus uHghopmayuu,
npedocmasnaemMol u320mosumenem

MapkupoBka A

[MCO 20417:2021, 3.2, u3MeHeHO — Ha pucyHke yaaneH TekcT «ObnacTbe NpMMeHeHWsa cTangapTta
MCO 20417», HOMepa CCbINOK Ha OnpeferneHHble TepMuHbl 1 BoKoBOe none, cogepxallee MHOPMaLMIO,
BbIX0o4sAL Y0 3a pamku cTaHgapTta MCO 20417. JobaeneHo npumevaHve 8]

3.2 Homep no kamanoey (catalogue number, commercial product name, commercial product code):
WpoeHTudmkaTop, NPUCBOEHHLIA U3roTOBUTENEM ANA UOSHTU(MKALNK KOHKPETHOrO MeduyuHCcKo20 u3denus
WUNW NpUHagnNexHoCTH ¢ onpeaeneHHbIM TUNopasMepoM, hyHKLMOHANOM UK UCMONHEHWEM (T. €. C BbIMOHE-
HWEeM MpPOW3BOACTBEHHOIO NPoLUecca B 3aBUCMMOCTK OT TpeboBaHUM KOHEYHOro Nonb3oBaTens).

MpumeyaHune 1— Homep no kamanozy OOMKEH COCTOATL M3 BYKB MW UMP UK UX KOMBUHaLMIA.

MpumevyaHune 2—[pnnpUMeHeHWM HACTOSLLErO CTaHAapTa KOMMepYeckul Kod u3denus He cnegyeT NyTaTe C
YCTaHOBINEHHbIM YNpaBneHeM no caHWTapHOMY Had30py 3a Ka4eCTBOM MULLIEBLIX NpoayKToB 1 megnkameHToB CLUA (US
FDA), «xoOom n3genuay» Unu KogoBoW Knaccuukaumm.

2
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rOCT P UCO 15223-1—2023

MpumeyaHune 3 — CUHOHUMaMKW HOMepa 10 Kamajoay ABMAKTCA «apTUKyNn» UMM «HOMep Ons NoBTOPHOro
3akasa».
MpnmevaHue 4 —CMm. NCO 20417:2021, pucyHOK 2.

[MCO 20417:2021, 3.3, U3MeHeHO — NepecMoTpeHa cChifka B npumMedaHim 4]

3.3 onucaHue (description): HopMaTUBHbIA TEKCT, KOTOPbLIA OnpeaenseT uenb, NPUMEHEHNE K UCTOIb-
30BaHWEe CUMBOIA.

[M3K 80416-1:2008, 3.3, nsmMeHeHo — yAaneHo «1 gononHWTeneHas obnacTe NpoaykTa»]

3.4 ducmpubsromop (distributor): ®usndyeckoe UNK LLpUAUYECKoe NUUO B LIeNOYKe NOCTaBoOK, OTMWY-
HOE OT U320Mmosumesns U uMropmepa, KOTOpoe OT CBOEro MMeHW cnocobCTBYeT AOCTYMHOCTU MEOULUHCKO-
20 u3desus UNW NPUHaAaNeXHoCTU AN Nonb3oBaTens.

MpumedyaHune 1— Llenodka noctaBoK MOXET BKNo4YaTbk Bonee ogHoro ducmpubsromopa.

MpumeuvaHnune 2 — lNpu npumeHeHWU HacTosALWero ctanaapTa ducmpubsiomopamMu He ABNAKTCH busnyeckue
W IOpUAVYECKME NULA B LENOYKE NOCTABOK, OCYLLECTBNAIOWME AEATENBHOCTL N0 XPAHEHMWIO UM TPaHCNOPTUPOBKE MO 3a-
Kasy uzeomosumens, umnopmepa wnu ducmpubeiomopa.

MpumeyaHue 3— ductpubbloTopckas AeATENBLHOCTL He BKMOYaeT B cebs nepeynakoBKy UMk Opyroe u3meHe-
HWe YNakoBKW M3Oenus, ero 0bepTkn, UNu conpoeocdumenbHol UHgopMauuu MeduuuHCKo20 u3denus unv nHopMaumnm
Ha ynakoBKe, KpoMe yKasaHus gaHHbelx 0 ducmpuberomope.

[MCO 20417:2021, 3.5]

3.5 umnopmep (importer). ®n3nyeckoe NV LPUOMYECKOE NULO, KOTOPOE OCYLLECTBNSAET BBO3 W3ro-
TOBIEHHbLIX 3a pybexom mMeduyuHckoeo usdenus UNu NPUHaAANEXHOCTH C LEenbio Bbinycka Ux B obGpalleHue.

[MCO 20417:2021, 3.8]

3.6 uHgpopmayus, npedocmasnisemas uszomosumednem (information supplied by the manufacturer):
MHdopmauma, oTHocALWAACA K MAEHTUDUKALWMA U NTPUMEHEHNIO MeOUUUHCKO20 U30enus Unu NpUHannexHo-
CTU, HE3ABUCUMO OT hOpPMbI €€ NMpPeACcTaBneHus, NnpefHasHavyeHHas 4ns obecnevyeHusi HAJEXHOro U peaynb-
TATUBHOTO NPUMEHEHWA MedUUUHCKO20 U30enus Ui NPUHaANEeKHOCTY.

MpumeuvaHune 1— py NpUMEHEHMW HACTOSALWENO CTaHAAapTa H(hOpMaLUWs B SNeKTPOHHOW hopMe BKITKYaeT-
ca B NOHATUE uHgopmayuu, npedocmasnsgemod U32omosumenem.

MpumevaHue 2—lNpy NPUMEHEHNW HACTOSLLErO CTaHAapTa TOBApPOCOMNPOBOAUTENBHASA JOKYMEHTaUuWa 1 pe-
KnamHble MaTepuranbl He BKITKYATCA B NOHATUE UHhopmauuu, npedocmasrnisemol uszomoeumenem. OfHaKo HeKoTopble
YNONMHOMOYEHHbIE OpraHu3auvu, obnagatowme coOTBETCTBYIOWMUM HOpUAMYECKMM npaBoM (kak ykasaHo B CO 16142-
1:2016, 3.1), moryT paccmaTpuBaTb NogobHy0 AONONHUTENBHYIO MHOPMaLUMIo B Ka4ecTBe UHgopMayuu, npedocmasris-
emMoll uzzomosumernem.

MpumedvyaHune 3 — OCHOBHOW Lenb uHghopmayuu, npedocmaensemotl usaomoeumersieM, Aensemcs uoeH-
muegbukayus MeduyUHCKo20 U30erus U ero u32omosumerns, a Takke NpegocTaBneHne CyLecTBEHHON MHdopmMaL M o ero
6e30MacHOCTM, UCMNOMHEHUN U COOTBETCTBYIOWEM NPUMEHEHUW NOMNb30BaTENeM UV UHBIM NMLOM, UMEIOLMM OTHOLLEHWe
K AGHHOMY W3AENUI0.

MpumeuvaHune 4 — CM. pucyHok 1.

MpumeyaHune 5 — PykoBoAacTBo NO nNpuMeHeHUo U obocHoBaHWe TpeboBaHW B OTHOLIEHUW UHghopmMaluu,
npedocmasnaemoll us2omosumenem, NpUBeAeHbl B MPUNOXeHUN A.

[MCO 20417:2021, 3.10, naMmeHeHo — B NpuMmedaHun 2 gobaeneHa ccoinka. JobaesneHo npumedvaHue 5]

3.7 uHcmpykyusi no 3akcnayamauuu [npumeHeHur] (instructions for use, IFU, package insert):
YacTte conposodumensHol uHghopmayuu, npegHaszHavyeHHas ANns nonb3oBaTens MeouyuHCKO20 u30enus W
npeacTaBnsoWas BaxXHOCTb AnA 6e30nacHoro M pesynsTaTtMBHOIO NPUMEHEHWS MeOUUUHCK020 U30enus unu
NPUHaANEXHOCTK.

MpumedaHue 1—Tpy NPUMEHEHNW HACTOSLLErO CTaHAApTa NoNb30BaTeNneM MOXeT ABNATLCA Kak Henpodec-
CMOHanbHBIW, TaK M NpodeccHoHanbHbI MNoML30BaTeNb, MPOLLEeALLUIA crieuuansHoe obyyeHue.

MpumevaHue 2 — [py NPUMEHEHUM HACTOALLErO CTaHAapTa WHCTPYKUMM Mo cneuuanu3vpoBaHHoli obpa-
BoTke Mexay NPUMEHEeHUAMKU MeduLUHCKO20 U30ENLUsT UMW ero NPUHAANEXHOCTEN BKIIOYEHBI B NMOHATUE UHCMPYKYUU M0
SKCrayamayuu/npuMeHeHUI0.

Mpumevanune 3— MHempyKyusa o akcrnnyamayuu/IpuMeHeHUro NNy BelAEPKKN U3 Hee MOoryT ObITk pasmelle-
Hbl HA gucnnee MedulyUHCKO20 U30enus N ero NpUHaanexHocTen.

MpumevarHune 4 — MeduyuHckue uzdenus NN NPUHAANEXHOCTW, KOTOPbIE MOryT 6830MacHo 1 pesynsTaTuBHO
NPUMeHATLCA Be3 UHCMPYKUUU 110 3KenAyamauyuu/mpuMeHeHuro, 0CBOBOXOalTCS OT HEOBX0OMMOCTHU KOMMNNEKTaUMn gaH-
HBIMM MHCTPYKUMAMM MO PELLEHWI0 YNOMHOMOYEHHbBIX KOMNETEHTHBIX OpraHn3aumii.

MpumeyvyaHune 5— Cm. pucyHoK 1.

[MCO 20417:2021, 3.11]
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3.8 amukemka (label): [lucbmeHHasn, nevaTHaa unu rpaduyeckas MHhopMaLns, npeacTaBneHHasa Ha
camMoM MeQuUUUHCKOM U30enuu, Ha UHONBMAOYAIbHOW UMW Ha TPYNMNOBOW YMaKoBKe.

MpumevyaHue 1 — lNpy NpUMEHEHUU HACTOSALLErO CTaH4apTa TEPMUH «3TUKETUPOBaHUE» MpUMeHseTcs Ans
0003HaYeHWSA COOTBETCTBYHOLLETO AEHUCTBUA.

MpumedvaHne 2 — IOmukemka BKMw4YaeT B cebs MapKUMpoOBKY Ha MeOQUUUHCKOM u30enuu WKW ero
NpUHaANEKHOCTAX.

MpumeyvyaHue 3 — lNpu NpMMEHEHWU HACTOALLErO CTaHA4apTa MHAOPMaLUMS, Yka3aHHas Ha rpacoruyecKom UH-
Tepdpeiice nonsb3oeatens (GUI), paccmaTtpuBaeTca Kak HaHeCeHHasa Ha eQuHULY U30enuvs.

MpumevyaHme 4 — Cm. pucyHok 1.

[MCO 20417:2021, 3.12]

3.9 Homep [kod] napmuu [cepuu] (lof number, batch code, batch number, lot code): geHTudomkatop
n3genus npyv NpPou3BOLCTBE, copoepxawmi kombuHaumw BykB n undp, obosHavarwmx ogHy NapTu Unu
CepUI0 N3genuu.

MpumeyaHnune — B HavmeHoBaHuu cumBona 5.1.5 ncnonb3oBaH TEPMUH-CUHOHUM KOO napmuuy.

[MCO 20417:2021, 3.15, nameHeHo — gobaeneHo npumedaHue]

3.10 uzezomosumens (manufacturer): Iioboe duamMyeckoe UnNu WPUOUHECKOE §NULIO, OTBETCTBEH-
HOe 3a MpoeKTUpOBaHWe W/MNN NPOM3BOACTBO MedUUUHCKO20 u3denus C Lefbl BbIMYCTUTb B obpalleHue
MeduuyuHckoe uzdesnue nog ero cobCTBEHHbIM UMEHEM, HE3ABUCMMO OT TOr0, CIPOEKTMPOBAHO W/WUMKN NPOM3-
BEAEHO N 3T0 MeduluHCKoe u3denue opraHu3auneil unm no ee NopyyYeHuno ApyriuMm nuuoM (nuuamm).

MpumeyaHue 1 — MaroToBUTENE HECET KOHEYHYHO IOPUOUYECKYH) OTBETCTBEHHOCTL 32 obecneyeHue BbInor-
HEHWA NPUMEHVMMbIX PErYNMPYHLWMX TpeOOBaHUIA CTPaH UMW KPUCOUKLWIA B OTHOLIEHUN MeQuUUHCKUX u3denud, ANs Bhl-
nycka B obpalleHne KoTOpbIX OHM MpedHa3HaqYeHbl, ECn TONbLKO MHOE He YCTAHOBMEHO creunansHeiMu TpeboBaHuAMN
perynypyroLLMx OpraHoB B 4aHHOW IOPUCONKLIMN.

MpumeyvyaHue 2 — OTBETCTBEHHOCTb U320mMoeuUMeris onvcaHa B pykoBoadalmx gokymeHtax GHTF. Ota ot-
BETCTBEHHOCTb BKIMHYAET B ce06A OTBETCTBEHHOCTL MO BLIMOMHEHMWIO KAk NPeaMapKeETUHIOBLIX, Tak U MOCTMapPKETUHIOBbLIX
TpeboBaHWiA, TakMx Kak coobLLeHns 0 HebnaronpUATHLIX CODLITUAX M YBEOOMITEHWSA O KOPPEKTMUPYHLLIMX OENCTBUSX.

MpumeyvyaHune 3—TlIpoekTpoBaHmne W/MNu NPOU3BOOCTBO MOTMYT BKOYaTh B cebs paspaboTky cneundukauni,
npogykuMn, npoussoacTeo, cbopky, obpaboTKy, ynakoBbiBaHWE, NepeynakoBbIBaHWE, MapKMpoBaHWe, NepemMapkupoBa-
HWe, CTepUNU3aLUIo, MOHTaX UNu nepepaboTky MeduyuHCKo20 u3denusd, a Takke BbiNyck Habopa meduyuHckux usdenud,
BO3MOHO, B KOMOWMHAUMM C SPYTVMK W3AENUAMW B MEOULIMHCKUX LEnsx.

MpumevyaHue 4 — Jluyo, OCyLLECTENAIOLEE B COOTBETCTBMU C MHCTPYKUMEN NO NPUMEHEHWIO COOpKY U pery-
NNPOBKY MeduUyUHCKO20 u30enus, BbiNYLLEHHOTO B obpalleHne UHbIM NULOM W NpeaHa3Ha4YeHHoro Ang MHOUBNOYansHoro
NPUMEHEHUSA, HE ABMNSAETCS U3rOTOBUTENEM, ecnin cOopKa U perynupoBka He U3MEHST NpegyCcMOTPEHHOTO NPUMEHEHNA
MeOUUUHCKO20 u3derus.

Mpumevyanue 5 — Jlnuo, n3MeHaAKLLEE NPedyCMOTPEHHOE NPUMEHEHWE MEOULUUHCKO20 U3denus Unu Mogu-
dhuumpyoee mMeduyuHckoe u3denue Ge3 cormacusa u3zomosumens AN BbiNycka W3Oenusa NnoL CBOMM COOCTBEHHbLIM
MMEHeM, crieqyeT paccMaTpUBaTh Kak U320mosumessd MoauULNMpOBaHHOIO MeQUULUHCKO20 U30esus.

MpumeyvyaHue 6— YNONHOMOYEHHbLIW NpeacTaBUTENb, AUCTPUBLIOTOP UMKU UMNOPTEP, KOTOPLIA ToNbKO Aobas-
naeT CBOW afpec W KOHTaKTHble AaHHbIEe Ha MeduyuHCKoe u3denue Ui Ha ero ynakoeky 0e3 yganeHusa Unu M3aMeHeHus
OPWUIMHANLHO MapKUPOBKKW, HE ABMAETCH U320MOosUMenem.

MpumevaHue 7— B cnyyae ecnu npuHagnexHoOCTU NoanagaT nog perynupytolme TpeboBaHua kK MeduuyuH-
CKOMy u30ernuro, NUua, OTBETCTBEHHbLIE 33 MPOEKTUPOBAHWE W/WMMKM MPOM3BOACTBO TaKWX MPUHAANEKHOCTENW, ABNANTCA
u3zomosumenamu.

[MCO 14971:2019, 3.9]

3.11 mapkupoeka (marking). TekcToBas wunu rpadpuyeckas nHdopmaums, KoTopas npyKpennsercs,
rneyaTaeTcs, HAHOCMTCS TpaeneHuem (unu nogobHeiM cnocobom) Ha MeduyuHcKkoe u3denue UNU ero NpuHag-
NEeXHOCTH.

MpumevyaHune 1 — lNpu NpUMEHEHUM HACTOSALLErO cTaHAapTa TEPMUH MapKupogaHue npuMeHseTcs Ansa o0bo-
3HaYeHWs COOTBETCTBYIOLLEr0 AeCTBIS.

MpumeyvyaHme 2 — lpyu NPUMEHEHWW HacToAWeEro cTaHgapTa TEPMUH MapKUpOBKa OTMMYAETCs OT MOHATUS
«HenocpeacTBEHHas MapKuposKa», Kak aTo 00bIYHO yKa3bIBAETCs B CTaH4apTax v pernamMeHTax no OgHO3HAYHOW WAOeH-
Tudbukauun wsgenuin (UDI). «HenocpegcteeHHas mapkupoeka» cornacHo UDI npegctaBnsier cobol ogviH U3 BUOOB
MapKUpOBKU.

MpumeyvyaHue 3 — CMm. pucyHoK 1.

[MCO 20417:2021, 3.16]
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3.12 meduyuHckoe uzdenue (medical device): NHcTpymeHT, annapart, npubop, yctponcTteo, obopyano-
BaHWe, UMMNNAaHTaT, in vitro peareHT, nporpaMmHoe obecrnedyeHne, Matepuan UnNu UHsle NoaoGHbIe UMK CBA3AH-
Hble C HUMW U3Oenus, npeaHasHavyeHHbIe U3roTOBUTENEM AMs NPUMEHEHUs K YeNOoBEKY Mo OTAENbHOCTU UMK
B KOMOMHAUMWN ONS 0OHON Uny Bonee KOHKPEeTHbIX MeOULNHCKUX Lene:

- ONS AMArHOCTUKK, NPOMUNaKTUKK, MOHUTOPUHTA, NeYeHnst unmn obnerdyeHus sabonesaHuii;

- OMarHocTUKW, MOHUTOPWHTa, nedveHus, obner4eHms UnyM KoMneHcauun nocneacTerit TpaBMbl;

- 1ccnenoBaHust, 3ameLleHns UM N3MeHeHUsl aHaTOMUYeCKOro CTPOEHUSA UNn PU3NONOrMYeckux npo-
LLeCCOB;

- XKu3HeoBecneyeHus Unu NoaaepPKaHUS XU3HEHHBIX OYHKLNIA;

- yNpaeneHWs 3a4aTtuem;

- Ae3nHdeKkuum MeduyuHCKUX u3denud;

- nony4eHus MHcopMaLmMKM NOCPeACTBOM UCCNENoBaHUs in vitro npob, B3ATLIX U3 TeNa YeroBeka,

a TakKe He JOCTUraloliMe CBOEro NepBUYHOro npeaHasHaveHHoro Bo30encTBMSA Ha OpraHMaM YernoBeka
3a cueT (papMakonorMyeckux, UMMYHOMNOrMYeCKMX UMM MeTabonnuuecknx cpefcTs, HO DYHKLMM KOTOPLIX MOTYT
NoA4ep:KUBATbLCA TAKMMUW CpencTBaMu.

MpumMmeyaHue — HekoTopble U3AENUA B OTAENbHbLIX HPUCANKLUNAX MOTYT PACCMaTPMBAaTLCA Kak MeduyuHcKLUe
U30eus, HO B UX OTHOLLIEHUK ellle He BbipaboTaH eauHbIi noaxoa. TakuMy U3nenusamMn MoryT BbiTh:

- Ae3UHMULMPYIOLLWE BELLEeCTBa;

- BCMOMOraTenbHbIE CPeACcTBa ANA ML C OrpaHUYEHHBIMU BO3MOXXHOCTAMM;

- W3OEnus, BKMIOYaLLINE TKAHW XKUBOTHbIX UMW YENOBEKA;

- W3OEnuUsa Ans SKCTPaKopnopanbHOro onnogoTBOPEeHUs U PENPOAYKTUBHBLIX TEXHOMOTMA.

[MCO 13485:2016, 3.11]

3.13 Homep modenu (model number, model): BykBbl, UMDPLI UNU UX KOMOWHALWW, YCTAHOBINEHHbIE
M3roTOBUTENEM ANS PasnUyYeHnsi No TMMNOBOMY UMM YHKUMOHANBHOMY NMPU3HaKy OTOeNbHOro MeduyUHCKO20
u3denus, NPUHaANEXHOCTEN MW CeMeNCTBa MeduyuHCKUX u3desnud, OQHOro OT LpPYroro.

MpumeyvyaHne — Cm. NCO 20417:2021, pucyHOK 2.

[MCO 20417:2021, 3.17, n3MeHEHO — NepecMOoTPeHa CChiNnKa B NpuMedYaHuni]

3.14 puck (risk): CoueTaHue BEPOATHOCTU MPUYMHEHUS Bpeaa U TSKeCTU 3Toro Bpeaa.

[MCO 14971:2019, 3.18]

3.15 cepulinbili Homep (serial number): aeHtudmkaTop usgenus npy NpousBoACTBE, COOepKallui
KombuHauuo Byke 1 uudp, BeIGpaHHbIX u32omogumernemM, B LEenax yrnpaeneHus KauecTBOM U MAeHTUduKa-
U1K MedulUHCKO20 U30enus Kak MHOUBMAYaNbHOro MeduyUHCKO20 U30enus, OTIIMYHOMO OT APYruX MeduyuH-
cKux u3denutli c TEMW e HOMepamu No KaTtanory UM HoMepamu Mogenu.

[MCO 20417:2021, 3.22]

3.16 MHOzOKkpamHoe npuMeHeHUe k 0OHOMY nauyueHmy (single patient multiple use): MeduyuHckoe
u3denue UnNu NPUHaANEXHOCTb, KOTOPblE NpeaHa3Ha4YeHbl X U320MosumeneM AN MHOTOKPaTHOro Mnv no-
BTOPHOrO NpUMEHEHWUS TOMBKO K OQHOMY U TOMY e nauueHTy.

n puMmedaHue 1— |_|pl.4 NnpUuMeHeHNn MeQuUUHCKO20 u3denus Unn NpUHaANeXHoOCTW, NpeHasHa4YeHHbIX anA
MHOTOKpPaTHOro NnpuMeHeHA K ogHOMY U TOMY XKe NauneHTy, MOXeT TpeﬁOBaTbCﬂ cneunanbHas 06p860TKa n3genna Mmex-
oy npUuMmeHeHUaMN.

n puMmedaHue 2— ,D,J'IH MMNONaHTUpyemMoro ME'@UL{UHCKOEO u3denusi ANUTENBHOCTL OOHOKPATHOIO NpMeHeHnA
onpegenaeTcd ¢ MOMeHTa UMNNaHTauyuyu 40 MOMeHTa 3KCnnaHTauum MmeguUuMHCKOro uagenus.

[MCO 20417:2021, 3.25]

3.17 odHokpamHoe npumeHeHue (single use, do not re-use, use only once): MeduyuHckoe usdenue
MW NPUHALANEXHOCTb, KOTOpbIe NpedHa3HaYeHbl UX u3zomoeumenem ANs NPUMEHEHUS B paMKax 0QHOM Npo-
Lenypbl H2 OLHOM MauWeHTe UMW Npu NpoBeAeHUM OOHOW npouedypbl Ha ogHoM obBpasue, © nocnefyoLei
yTUnu3aLuumeit nocrne gaHHoOW npoueaypsl.

n puMmedaHue — MeduyuHckoe usdenue nnm NpuHaQnNeXxHoOCTb OOHOKPATHOIo NnpuMeHeHnsA He npedHasHave-
Hbl U3rOTOBUTENEM ANA AanbHenwen 06paboTKK M NOBTOPHOIO NPUMEHEHUS.

[MCO 20417:2021, 3.26]
3.18 cmepunbHbIl (sterile): He cogepallui }KM3HeCnoCoOHbIX MUKPOOPraHN3MOB.
[MCO 20417:2021, 3.28]
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3.19 cumeos (symbol): N3obpaxeHne Ha smukemke W/unn B CONPOBOANTENbHON AOKYMEHTauumn mMedu-
yuHckozo usdenus, Nepegatollee onpeaeneHHy nHdopMmaumio, He Tpebys OT nocTaBLwmKa Unu noTpebuTens
BNageHnsa 3HaHMeM KOHKPETHOro HauWOHanbHOMo UMW PerMoHanbsHoro A3bika.

MpumeyvyaHne — CumBon MoxeT ObiTb abCTpakTHbIM, HAapWCOBaHHLIM WMMNW MPeAcTaBNeHHBIM rpadnyecku,
WK TaKUM, KOTOPBIA BBITMAONUT Kak 3HaKOMble NpedMeThl, BKMo4asa andaBuTHO-UMMPOBLIE CMMBOSEI (C AOCTATO4HbIM
obocHoBaHWEM).

[MCO 20417:2021, 3.29]
4 Obwme TpeboBaHUA

4.1 Cumeosbl, npepnaraemMblie AnA BKMNOYEHUA B cTaHaapT

a) Cumeornei, Npeanaraembie AMs BKIOYEHWS B HAcTOALWMIA cTaHAapT, LOMKHbl ObiTb BanuavpoBaHbl
B cooTBeTcTBUM ¢ MICO 15223-2. [laHHOe TpeboBaHWe He pacnpoCTPaHAeTCa Ha CUMEOMbI, BKIIOUYEHHbIE B
MCO 7000, NCO 7010, unn M3OK 60417.

b) NMwbon cumeon, npeanaraemslin ANS BKIKOYEHWUS B HACTOALLMIA CTAHAAPT, AOMKEH PacnpoCTPaHATLCS
Ha obnacTb MeduUUHCKUX u3denult n UMeTb rmobanbHoe UM perMoHanbHoe NpUMEHeHNe.

4.2 TpeboBaHUA K NPUMEHEHUID

a) B cnydae, Korga onpegeneHa H906XO}_'J,MMOCTI:: MCNonb30BaHMA CMMBONOB AOnNA nepenadu BaXKHOM
VIHCbOpMELI,MVI ansa npaamanom SKCI'IJ'IyaTaLI,MM/I'IpMMEHEHMFI MeauuUHCKOEO U369HUH, Ha €ro ynakoBke WUnu
B UchopMauuu, npedocmaeﬂﬂemoﬂ u3eomosumernem, MmoryTt BbITh NMPUMEHEHbl CUMB0Sbl, YKa3aHHbIE B Tab-

nuue 1.

Mpumevyanune — MexagyHapogHasa opraHusauua no crasgaptnsauuu (MCO) n MexayHapogHas anekTpoTex-
Hu4eckas komuccua (M3OK) coBmMecTHO nogaepuBaloT oHNanH-6a3y aaHHbIX rpadryeckux cUME8o/I08 ANA UCMNonb30Ba-
HWA Ha NpoAyKUWK, KOTopas COAEPKUT NonHeIN Habop rpadmnyeckux cumeonos, BrknodeHHsIx B MCO 7000 n M3K 60417,
OocTynHyro no agpecy https://www.iso.org/obp/ui/#search. B aToi Baze gaHHbIX KaxObIn rpadyuyecku cuMeos] UMeeT Mo-
PSAKOBLIV HOMEP, HaWMeHOBaHMWe (Ha aHIMUIACKOM U hpaHLUY3CcKOM a3bikax). [paduyeckue cuMeossl AOCTYMHBI B PasHbIX
dopmarax (Hanpumep, Al, DWG, EPS), 1 ans HeKOTOpbIX U3 HUX NpedcTaBneHbl JONOMHUTENbHbIE AaHHble. PaanuyHele
CpeacTsa novcka 1M Hasurauuv no3BonaAlT obnerdyuTe NOMCK rpadM4eckux cLUME0IIos.

b) H3zomosumerns OOMKEH YCTaHOBUTb COOTBETCTByIOLLI,IAFI pa3mMep cumMeorsna, 4yToObI TOT ObIN pa360p—
UMBO YMTaAEMbIM AMS BLIMOMNHEHWUS CBOEN l'IpE.‘,D,yCMOTDEHHOI}"I prHKLI,VIM.

MpumevaHme 1 — Hactoawwmi ctaHgapT He ycTaHaBnueaeT TpeboBaHWA K KOHKPETHBIM LBETaM UMM MUHU-
MansHOMY pasMepy cuMgos108, NpUBEAEHHEIX B Tabnuue 1, a TakKke HE HOPMUPYET OTHOCUTENBHBIA PasMep CUMBOMOB U
oTobpaxaemMon nHpopMaLmK.

MpumeyaHne 2 — PyKkoBOACTBO MO MpPUMEHEHMO rpadMyeckux cumMeosiog NpuBEAEHO B
M3K 80416-3:2002+A1:2011.

MpumeyaHne 3 — PyKoBOACTBO MO Hagmexallemy MCrnonb3oBaHUio obLyero sanpeLuarLwero cumMeona v cum-
80/1a OTPULAHUS NPUBEAEHO B NpunoxeHun B.

c) Bce anemeHTbl gaT M BPEMEHM, KOTOpble MpefAcTaBneHbl cuMsonamu, AOMKHLI ObiTh BbIMNONHEHb! B
COOTBETCTBMW C Npasunamu, nanoxeHHoimm B MCO 8601-1 n MCO 8601-2.

4.3 Opyrve cumMeosbl

B HekoTopble CTaHOapThl BKMHOYEHb! OOMNONHUTENbHBIE CUMEObL!, KOTOPbIE NMPUMEHUMbI K OTAErNbHBIM
BMOAM UMK rpynnamM MeduyuHCKUX u3denuil U KOHKPETHbIM cuTyaunam. B 6nbnuorpadun npuseaeHsl npu-
Mepbl UICTOYHWUKOB, B KOTOPbIX COAEPXATCH OOMNOMHUTENbHLIE CUMBOIA.

5 Cumeonsi

a) Ecnu npuemnemo, uHcopmaums, Heobxoaumas ans npaBUnbHOMO NPUMEHEHUS, YKa3biBaeTCA Ha Me-
duuuHckom uzdenuu, ero yrnakoBKe WM B CONPOBOAWUTENLHON UHGEOPMAaLUU C UCTNONb30BaHNEM COOTBETCTBY-
KLWKUX CUMBO/I08, YKazaHHbIX B Tabnuue 1.

b) Mszomosumerns MOXET UCNOMbL30BaTL MOBON COOTBETCTBYIOLMIA CUMBOIT.
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Mpumeuvanne 1—Tabnmua 1 Bbina chopmrpoBaHa No KAaTeropusamM CUME0/I08 ANA NPOCTOThI UCMONL30BAHUS.
KaTteropus, B KOTOPYIO BKMKOYEH CUMBOSI, HE UMEET 3HAYEHUA C TOYKW 3PEHWA ero Ucnonb3oBanus. MNopagok BKIKYeHWA
CUMB0/I08 B KaTeropuu He MMeeT npuopuTeTa. [NprMepbl MCNONb30BaHUS CLIME0IO8 MOMHO HaWTU B MPUIMOXEHUU A.

MpumedvaHune 2— Kaxobid cumsos n3 6as gaHHblx cumeosioe MCO/M3IK (MHopmaLumsa 4OCTynHa No agpecy B
WHTepHeTe: https://www.iso.org/obp/uif#home) nmeeT naeHTUUKaLMOHHBIA HOMep 1 AaTy peructpauuu. JaHHas nHdop-
Mauusa npeacTaBneHa B nocnefnHen rpade tabnuubl 1.
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MpunoxeHune A
(cnpaBo4Hoe)

PYKOBO,D,CTBO U NnpyuMepbl NPUMeHeHUA cuMeos106, BKNK4Yad CrpynnupoBaHHbIe CUMBONNbI

MpumevyaHue 1 — [aHHble NnpMMEpPLl AEMOHCTPUMPYIOT Heobxoaumy MHpopMaunk (Hanpumep, «HanmeHo-
BaHuWe/MMaA», «Agpec», «ata» W T. 4.), KoTopas pa3MeLlaeTcs cnpaea oT cuMeosa Unu nog HUM. MNpu ogHO3HAYHOM ac-
couWalMu cuMeosa ¢ 3anpaluveaemMoin MHopMaLMeR M3rOTOBUTENb MOXET pacrnonararb 3anpallvBaemyt MHopMaLuio
crneea OT CUMBO/Ia U Hag HAUM.

Mpumevyanue 2 — lNpu HEOBXOOMMOCTY U3rOTOBUTENW MOTYT MOAUMULMPOBATE CUMBOSbI, Kak 3TO YKa3aHo B
pazgene 4 [20].

A.1 PykoBogcTBO

TepmuHbl 3.1 (conpoeodumernesHas uHgopmayusa) n 3.6 (UHghopmayus, npedocmasnsemas U3lzomosumernem)
OYEHb MOXOXKM, ¥ UX MPUMEHEHWE MOXET MEHATLCH B 3aBUCUMOCTU OT HPUCOUKLWKM PEerynupyolmx opraHoB. [lononHu-
TenebHbie pazbAcHeHua npyveeaeHsl B [15], npunoxeHve A.

A.2 Mpumepbl npuMeHeHusn cumeorna 5.1.1 «Mzzomosumene»

r = r i |
HazgaHue
Appec
L = L J
Haspanwe
Anpec

A.3 Mpumepbl npumeHeHusa cumeona 5.1.1 «Mzzomosumens» coBMecTHO ¢ cumeosiom 5.1.3 «[laTa

U3roToBrneHuA»
r A r A
HaspaHue
Afpec
2019-12-01
L - L J
Haseanne
Anpec
2019-06

A.4 Mpumep npumeHeHus cumeona 5.1.2 «YnonHoMoueHHbIN npegcTaButens B EBponerickom
coobuwecTtee/EBpONeMCcKOM corose»

O6pasubl 4ns aBTOPU3OBAHHOMO NpeacTaBnTENs r A r A
B EBponeiickom cooblecTtee/EBponeickom cotose ¥ —
EC |REP | ,oocc EC |REP
L | L. _I
HaspaHve
Agnpec
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A.5 Npumepsbl npuMmeHeHus cumeona 5.1.3 «[Jata naroroeneHmsa»

r " ~

sl Gl

L -

2016-06

A.6 Mpumepbl npumeHeHus cumeona 5.1.4 «Mcnonb3oBaTh Oo»

2016-12-01

2016-06

A.7 Mpumepbl NnpuMmeHeHUs cumeosia 5.1.5 «Kod napmuu»

r 1 r

9

A

LOT!| ascizs

LOT

ABC123

A.8 Mpumepbl npuMmeHeHun cumeona 5.1.6 «Homep no kamanozay»

REF| Asciz REF

L _ L J
ABC123
A.9 Mpumepbl npuMmeHeHusa cumeona 5.1.7 «CepuliHbili HomMep»
r 1 r Bl
SN | aBci23 SN
L | L o
ABC123
A.10 Mpumepsbl npuMmeHeHusi cuMmeona 5.1.8 «Mmnopmep»
1 T Bl
HaseaHune
Anpec
L J I, |
HaseaHue
Anpec
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A.11 Mpumepbl NpuMeHeHuna cumeona 5.1.9 «Jucmpubsromop»

r n| r 1
‘ %Y Haseanve < <
Og Aapec ‘
I |
HaamaHve
Anpec
A.12 MNpumepbl npuMmeHeHnsa cumeosia 5.1.11 «CtpaHa usrotoBneHuA»
Mpumevanuwe 1 — 3Hak CC saBnsetca obo3HayeHuMem Koga cTpaHbl W3 OBYX unwm Tpex Byks, cornacHo

MCO 3166-1.
[MMpumevaHune 2— CrpaHa n3rotoBneHns obo3HaqaeTca Kak uszomosumeris.

2019-06

2019-12-01

A.13 TMpumepbl npuMeHeHUsa cumMaorioe «CmepunbHbIl NYTes ANA XUWOKOCTUA BHYTPU U3genua»

r 1
| ey
STERILE [EO]
| m—
L |

MpumevaHue 1 — MeduyuHckoe uzdernue COOAEPKNT CMePUbHBIU NyTb ANS ABWXEHUA XUAOKOCTM, KOTOPbIA
noaBeprcs CTepUNM3aLmmn OKCUAOM 3TUMNEHa.

r 7
—
STERILE| R
L _

MpumeyvyaHue 2 — B HacTosAweM npumepe MeduyuHckoe u3zdesiue COQepXUT cmepurbHbIU NyTe ANA OBUXKe-
HWUSA KUAKOCTW, KOTOPLIA NOABEPrcA pagMaLUoHHOW CTEpPUIM3anmi.

r T
STERILE
—
L J
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MpumeyvyaHune 3 — B HacToAeM npumepe MeduuuHCcKoe uadenue COQemKUT cmepusibHbIL NYyTe ONA OBUXe-
HWA XUOKOCTW, KOTOPLIN NOABEPrCs CTEPUNN3ALIMA MAPOM UMW CYyXUM TEMNMOM.

A.14 Mpumepbl npuMmeHeHuA cumeosa 5.3.8 «[lnana3oH BNaxHOCTU»

r a r a
%0 %
85 %
A
10% L
L | L 2

A.15 Mpumep npumeHeHus cumeona 5.3.9 «[lnanasoH atMmocdepHOro gaBneHUA»

r 1
106 klla

50 kNa
L o

A.16 Mpumep ucnonb3oBaHWA cumeosia 5.4.3 «OBbpaTuTeck K UHCMPYKULUU MO NPUMEHEeHU
unu obpaTUTeck K UHCMPYKYUU 10 MPUMEeHEHUIo B 3NeKTPOHHOM BuAe» ANA 3NeKTPOHHOW UHCMPYKUUU
no npumeHeHnuro (elFU)

elFU ngeHtndmkatop
7 I 1

1 r
s = elFU uaentudumkaro s
| 1 i P 1
= L

elFU ngeHtudukarop

L.

MpumevaHune — MaeHtudukaropom elFU ana anekTpoHHOW UHCMpPyKUyUU fo npumMeHeHuUlo MoxeT belTe URL-
agpec Ha cailte uszomoeumeria B ceTu VIHTepHeT unu gpyroe COOTBETCTBYIOLLEE YKa3aHWe TOro, YTO UHCMPYKUUU 1o
MPUMEHEHUF0 [OCTYNHbI B 9NEKTPOHHOM BUAE.

A.17 Mpumepsbl npuMeHeHus cuMmeona 5.5.5 «CopepxxMMmoro JocTaTtouyHoO ANs NpoBefeHus <n>-TeCTOB»

r i r 71

- 20 - - 100 -
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A.18 Mpumepbl npuMmeHeHUA cumeosna 5.7.1 «<Homep nauuneHTa»

r m r L
® &
|ﬂ| H ascizs ln'l #
ABC123

A.19 TlMpumepbl npumeHeHnsa cumeaona 5.7.8 «MNepesoa»

B =] r =
> HasgaHwe . >
Agpec
L. J L |

Haaeanue
Appec
A.20 Mpumepbl npuMeHeHUA cumeosna 5.7.9 «epeynakoBka»
r 1 r 1
P T
@Z s HaasaHue @2 Ny
Ng g
L _ [ |
HaseaHue
Anpec

A.21 Mpumepbl npumeHeHnsa cumeoria 5.7.10 «YHUMKanbHbIA naeHTUMUKATOP U3genua»

— (01)01234567891011
(11)200622
UDI (17)240622
— (21)88888888

uDI

JULTHEHECEAANERD

(01)01234567891011(11)200622(17)240622(21)88888888
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A.22 MMpumepbl npuMeHeHUAa cumeosioe ¢ 5.2.11 no 5.2.14 coBmecTHO ¢ cumeonamu ¢ 5.2.1 no 5.2.5, 5.2.9

unn 5.2.10

STERILE] , (Clstenie r

A.23 PazbAicHeHWe K UCNONb30BaHWUIO COCTABHbIX CUME0sI08, NnPpUMeHAEeMbIX COBMECTHO

Kaxgbin n3 cumeonoe EC REP ([Mpencraeutens EC), Mmnopmep, Aucmpubsromop, MNepeynakoBka u [Nepesog,
cHabxeH npumevaHweMm, COrnacHo KOTOpoMy HeT HeobxogumocTu B AybnvpoBaHWM Ha3BaHUs W agpeca OgHOro U Toro
e IpWMANYECKOro NULAa, OTHOCALLEroCs K COCTaBHbIM cumeosamM. Huke nokasaHo, kakum obpa3om 3To MOXET BbiTb Bbl-
NOSHEHO.

LlerlbIO ABNAETCA OQHO3Ha4YHanA accolualunsd Ha3paHna U agpeca C cuMeosiamMmu. Ona ynyyweHna accounauu MoryT

NMPUMEHATLCA OONONHUTENbHBbIE rpaq:mqecme ANeMeHTbl. HE‘KOTOpre 13 JONOMHUTENBHBLIX FpaCbI/I"IECKVIX 3NeMeHTOB NpuU-
BeAeHbl HMXe.

I'Ipm NnpUMEHEeHWUWU OBYX CMMBOIIOB OHW MOTYT BObITb CrpynnupoBaHbl NO BEPTUKaNn NNv no ropu3oHTanu, ¢ pacnono-
KEHUEM Ha3BaHUAMMEHU U agpeca pagom ¢ HUMK [T. €. COOTBETCTBEHHO CBEPXY, CHVIBy].

Cumeon

Hassanne
Apnpec HazpaHue

Anpec

HasesaHue
Anpec

-

I'IpM npUMeHeHNN Tpex CUuMeosioe OHU MOTYT BbITb CrpynnipoBaHbl Mo BEPTUKaN NN Mo ropn3oHTanu ¢ pacnoro-
KEHWEM Ha3BaHUAMMEHMN K afpeca pagom C HUMKM [T. €. COOTBETCTBEHHO CBepXxy, CHM3Y, CneBa Unn cnpaaa].

HaspaHue

Anpec

HaspaHue HaseaHwe

Anpec Appec

I'Ipn NMPUMEHEHWNWN HETbIPDEX UNW NATU CUMES0SI108 OHWU MOTYT BbITb CrpynnupoeaHel N0 BEPTUKANW UI no ropu3oHTanu

C pacrnonoxeHWeM Has3BaHUS/MMEeHW 1 agpeca PAOoM C HAMM [T. €. COOTBETCTBEHHO CBEPXY, CHU3Y, CreBa, cnpaBa Unu
CrpynnMpPoBaHbl BOKPYT].
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MpunoxeHune B
(cnpaBo4Hoe)

anMEHEHMe DSI.LI,EFO 3anpeuwawuwiero cumMeosia U cumMeosia oTpuuaHuA

B.1 O0wwmi 3anpewarowmn cumMeos

O6wmn 3anpelatollnii cumeos (kak u npueefeHHb B MCO 3864-1) npeaHazHaveH ANs ykazaHWA Ha 3arnpeLiato-
wee feiicTere. MNpu MapkupoBaHumM MeduyUHCKUX u3denud sanpeLlaroLlmnii Kpyr ¢ guaroHanbHoi YepTor cneayeT Ucnonb-
30BaTh 419 NPUAaHWA 3anpeLuarowero 3Ha4eHns, Hanpumep cumeon 5.4.2 «He ucnonb3oBaTb NOBTOPHOY. 3anpeLLaroLwni
CUMBO0ST MHOTAA NPUMEHSIIOT HE C LIeNbio MapKUpOBaHWA MEOVUMHCKUX M3AENWA, a, HanpuMep, B 3HA4YEHWU «HE COOEPKUTY.
BaskHO, YTODLI MPUMeHeHWe 3anpeLLatoLLero cuMeosia COOTBETCTBOBAsO ero NpegycMOTPEeHHOMY 3HaYEHUKO U He MPUBO-
OWINO K BO3HWKHOBEHMWIO ONacHOCTE U3-3a HeAONOHUMaHWS.

B.2 Cumeos1 oTpyuaHuA

Ecnn uzzomosumensam HeobxogMMo NPoOMH(OPMUPOBaTL NONb30BaTener o 3anpete Ha vyTo-nbo B OTCYTCTBUE
COOTBETCTBYIOLLErO 3anpeLlaiLlero cuMeosia, To UM cnedyeT BOCNoNb30BaTbLCA MeToqoM, NpuBedeHHbIM B MOK 80416-
3:2002, pasgen 7 (3Hak «X», NepekpbiBaOlWLMiA cumeos). Vicnonb3oraTk NOAOOHLIE 3HAKW OOHOBPEMEHHO C cuMeonamu,
npuMBEeOEeHHbIMI B HACTOSALLEM CTaHAapTe, paspeLlaeTcs, HO He PEKOMEHOYETCS.
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Mpunoxenue OA
(cnpaBo4Hoe)

CBE,D,EHI/ISI O COOTBETCTBWMU CChLINOYHbLIX MeXOYHApPOAHbLIX CTaHOAAPTOB HAUWOHANbHbLIM
U MexXrocygapcTBeHHbIM CTaHOapTam

Tabnuuya QJA1

0OB0o3Ha4YeHne CCbiNOYHOMo MEeXAyHapoaHoro CrteneHs ObosHaveHre 1 HaUMEHOBaHUE COOTBETCTBYIOLLErD
cTaHgapTta COOTBETCTBUSA HaUWOHaNbLHOMo, MEXrocyAapCTBEHHOTO cTaHaapTa
ISO 3166-1 MOD MOCT 7.67—2003 «Cuctema ctaHgapToB NO MHchop-

mMauum, GubnuoteyHomy v magatensckomy geny. Kogbl
Ha3BaHWiA CTpaH»

ISO 8601-1 —

ISO 8601-2 —

ISO 15223-2 IDT OCT P NCO 15223-2—2013 «3pnenua MeguLMHCKMe.
CwvMBOrMbI, NPUMEHSAEMbIE MPU MapKMPOBaHWW Ha Meau-
LMHCKUX W3OENUaX, 3TUKETKax M B COMPOBOAUTENEHON
AokymeHTauumn. Yacte 2. Paspabotka, Bblibop 1 Banu-
Aaumsa CMMBOMOB»

*  CoOTBETCTBYIOLIMIA HALMOHANBHEIN cTaHaapT oTcyTcTeyeT. [lo ero yTBepaeHWs pekoMeHOyeTca UCMonbL30BaTh
nepeBo Ha PYCCKWUA A3bIK 4aHHOTO MEXAyHapoaHOro cTaHaapTa.

MpumevyaHune — B HacTosAwen Tabnuue MCNonb3oBaHbl cregytolmMe YCroBHsle 0603HaYeHWa CTENEHU COOoT-
BETCTBUS CTAHLAPTOB:

- MOD — mogud1unpoBaHHbLIA CTaHO4apT;

- IDT — mOoeHTU4YHBLIR cTaHdapT.
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Ans ucnone30BaHWA Ha o6opyaoBaHWU. 3aperMcTpUpPOBaHHbIE CUMBOIbI)

[3] 1SO 7001 Graphical symbols — Public information symbols ([pacnyeckne cumeonel. CrmMBsonbl
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[10] 1SO 18113-1 In vitro diagnostic medical devices — Information supplied by the manufacturer (label-
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[11] 1SO 18113-2 In vitro diagnostic medical devices — Information supplied by the manufactur-
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[12] 1SO 18113-3 In vitro diagnostic medical devices — Information supplied by the manufacturer (la-
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YOK 006.83:006.354 OKC 01.080.20, 11.040.01

Kniouesble cnosa: W3genusl MeduUMHCKWME, MapKUpOBaHWe, CUMBOIbI, 3TUKETKM, COMNPOBOOUTENbLHAS
OOKyMeHTauus
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