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MpeaucnoBue

1 MOAOTOTOBMNEH Accounaunei cnelManucToB M opraHu3auuin nabopaTtopHon cnyx6sl «®enepauyus
nabopaTopHoi MeguuuHbl» (Accounauusa «OITM») n GegepanbHbIM rocyaapCTBEHHbLIM BHOOXETHLIM YUpex-
OeHnem «BcepoccuicKMA HayYHO-MCCreqoBaTENbCKUIA N UCMNbITATENbHbLIA UHCTUTYT MEAULWHCKON TEXHUKMA»
®epepancHon cnyxObl No Haasopy B cdhepe 3gpasooxpaHenus (PreyY «BHUMMMT» PocagpaBHag3sopa) Ha
OCHOBe COBCTBEHHOTO NepeBoaa Ha PYCCKUI S3blK aHMMOS3bIMHOW BEPCUN CTaHAapTa, YKasaHHOro B NyHKTe 4

2 BHECEH TexHudeckum kommuTetom no ctaHgaptusaumm TK 380 «KnuHuueckne nabopartopHbie
nccnenoBaHUs M AMarHOCTUYECKME TECT-CUCTEMbI MH BUTPOY

3 YTBEPXOEH W BBEOEH B OEWCTBWE MMpukasom PeaepanbHOro areHTcTBa Mo TeXHU4EeCKoMY
perynupoBaHuio U meTtpororun ot 23 masa 2024 r. Ne 648-ct

4 Hactoawunin ctaHaapT ugeHTUYeH MexayHapogHomy ctaHgapty MCO 18113-2:2022 «MeguumHckue
n3genus Ans OuarHocTukm in vitro. ViHdopmauunsa, npefocraBneHHas n3rotoButenem (Mapkupoeka). Yacts 2.
PeareHTbl ANs guMarHOCTMKK in vitro ansi npodeccuoHanbHoro nenofb3osaHusa» (ISO 18113-2:2022 «In vitro
diagnostic medical devices — Information supplied by the manufacturer (labelling) — Part 2: In vitro diagnostic
reagents for professional use», IDT).

MexayHapoaHeld cTaHaapT paspabotaH TexHudeckum komuteToMm TK 212 «KnuHuyeckue nabopaTop-
Hble UCCNeoBaHUsA U OUAarHOCTUYECKUE TECT-CUCTEMSI in vitro» MexOoyHapo4HOW opraHu3aummu no ctaHgap-
Tu3auum (MCO).

[Mpw NpUMeHeHUN HACTOALLEro cTaHdapTa peKoMeHOyeTcs UCNoNb30BaTh BMECTO CChINOYHbIX MEXayHa-
POOHbIX CTAHAAPTOB COOTBETCTBYHOLLME UM HALMOHAIbHBIE WU MEXTOCYAapCTBEHHbIE CTAaHAaPTbl, CBEAEHUS O
KOTOpPbIX NPpUBEAEHbI B AONONMHUTENBHOM NPUNoXeHnn JA

5 BSAMEH INOCT P UCO 18113-2—2015

lMpasuna npumeHeHUs Hacmosueeo cmaHdapma ycmaHosneHsl 8 cmambe 26 @edepanibH020 3aKoHa
om 29 uwHsa 2015 2. Ne 162-03 «O cmaHdapmu3auuu e Pocculickoll ®edepayuus. VMHgopmalus ob u3-
MEHEeHUSIX Kk HacmoswemMmy cmaHdapmy nybnukyemcs 8 exe200HOM (Mo coOcmOosiHUK Ha 1 sHeaps mekyLuieao
200a) uHghopmayuoHHOM ykazamene «HauuoHanbHbie cmaHOapmbi», a oghuyuansHbIl mexkcm U3MeHeHUl
U MonpasoKk — 8 eXeMecaYHOM UHQOPMayUOHHOM ykasamerne «HauyuoHanbHble cmarHOapmsi». B cnyyae
nepecMompa (3aMeHbl) unu ommMeHbl Hacmosaweeo cmaHdapma coomeemcmeytouwee yeedomneHue bydem
onybnukoeaHo 8 OrnuxaluwieM 8bINycKe eXeMecssYHo20 UHOPMayuOHHO20 ykasamens «HayuoHanbHble
cmaHOapmbl». Coomeemcmayowas UHhopMayus, yeedommeHue U mekcmbl pa3MeLllarmcs makxke 8 UH-
ghopmauyuoHHoU cucmeme obLyeao nonb3oeaHus — Ha oguuuansHoM catime @edepansHo20 azeHmemaa o
MEexXHUYeCKOMY pezynupoeaHuro U Memponoauu 8 cemu MiumepHem (www.rst.gov.ru)

© 1S0, 2022
© OdopmneHue. OIBY «MHCTUTYT cTaHgapTusauumy», 2024

Hactoswmin ctaHgapT He MOXeT ObITb NOMHOCTBLI UMW YaCTUYHO BocCnpouniBeaeH, TMpaxnpoBaH U pac-
NMPOCTpPpaHeEH B Ka4veCTBe ocbmu,naanoro nagaHna 6es pa3peleHns G)e,u,epanbﬂoro areHTCTBa Nno TeXxHU4eCKo-
MY PerynupoeaHui) 1 MeTpornorun
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BeepneHue

MarotoBuTenn peareHTOB Ans OWArHOCTUKM fn vifro, npegHasHa4YyeHHbIX Ana npodeccrnoHanbHoro uc-
Nonb30BaHWs, NPefOCTaBNAT NoMb3oBaTensM MHgopmauuo, obecnevrBatowyw 6e3onacHoe UCMONbL3OBa-
HWE W OOCTUXEHWE OXMAAEMbIX (PYHKLMOHAMNbHbLIX XapakTepPUCTUK MEOULWHCKMX U3genwui. TUM 1 ypoBeHb
petanuMsaunn 3aBUCAT OT npegnonaraemoro UCronb30BaHWA M HOPMAaTUBHbLIX MPAaBOBbLIX aKTOB KOHKPETHOW
CTpaHbl.

MexayHapoaHeld copym perynsatopoB MeguumHckux uzgenuid (IMDRF) cnocobeTByeT pazsBuTuio
CUCTEM PETrynUPOBaHWUS MEOULMWHCKUX W3Oennin Ha rrnobanbHOM ypoBHe. YCTpaHeHWe pasnuuuin Mexay
PErynATOPHBLIMU KPUCONKLUAMIN MOXKET obecnevnTs nalumMeHTamM 6onee paHHWUA JOCTYN K HOBbIM TEXHOMNOMUSIM
M MeTodam nedeHusa. HacTtosiwmidi ctaHgapT obecnedvBaeT OCHOBY ANSA rapMoHusauun TpeboBaHWin K
MapKUPOBKE peareHTOB AN AWarHOCTUKN in vitro Ana npotheccMoHanbHOro UCMNonb30BaHNS.

B HacTosilweM cTaHgapTe npuBedeHa MHopmMmauuMsa, npegoctaBnsemas M3roToBuTeneM ¢ peareHtamm
OnNa OUarHoCTUKK In vitro, kanubpatopamu U KOHTPONbHbLIMKM MaTepuanamMmu, npeaHasHavyeHHbIMU Ons npo-
deccMoHanbHOro MCnonbL30BaHuA. Hactoawmn ctaHgapT npegHasHadeH Ons NpUMeHEeHWs COBMECTHO C
MCO 18113-1, koTopbI coaepxunT 0bwme TpeboBaHMs K MHOpMALWK, NPeaoCcTaBNeHHON N3rOTOBUTENEM, U
obLne TpeboBaHUA K MapKUPOBKE.

HacTtoawmin ctangapT npegHasHadeH Ansa Nogaep Kk OCHOBHbBIX TpeBoBaHMi K MapKMpOBKe NapTHEpPOB
IMDRF [8], a Talke Opyrux CcTpaH, KOTOpbIE YyXe MPUHANW UMK NNaHUPYT NPUHATE NpaBuna MapKupoBKK
MEOULUMHCKUX U3OEeNnnUiA Ana QUarHoCTUKK in vitro.

Ons peareHToB, KanubpaTtopoB W/WMKM KOHTPOSbHbLIX MAaTepuanoB, KOTOpbie NpeaHa3sHadeHbl Ans
OVAarHoCTUKW in Vitro 1 MCNONb3yTCH B KAYECTBE aHaNUTUYECKOW CUCTEMbI C M3OENVUeM TOro e WU3roToBU-
Tens, HacToALWMA cTaHAapT HeobXxoaMMo Ucnonb3oBaTbk coBmecTHo ¢ MCO 18113-1 u MCO 18113-3.

v
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HAUMWOHANBbHBLIN CTAHOAPT POCCUMUCKOWN OEOEPALUMU

MeouunHCcKMe nagenua ong guarHocTUKK in vitro
WH®OPMALMWA, NPEOOCTABNEHHAA U3TOTOBUTENEM (MAPKUPOBKA)
Yactb 2
PeareHTbl ona guarHocTUKM in vitro pna npoceccMoHanbLHOro UCNonbL30BaHUA

In vitro diagnostic medical devices. Information supplied by the manufacturer (labelling). Part 2. In vitro diagnostic
reagents for professional use

Data BBegeHna — 2025—01—01

1 O6nactb npuMeHeHUs

HacTosawmin ctaHoapT ycTaHaenueaeT TpeboBaHUA K MHOpMauuu, NpegocTaBneHHON M3roToBUTEeNneM
peareHToB, kanubpaTopoB M KOHTPOIMbHBLIX MarepuanoB Ana gunarHocTtuku in vitro (MB[), npeaHasHavyeHHbIX
Ans npodheccnoHaneHOro MCNoMb30BaHUA.

HacTtosawmin ctaHgapT Takke MOXKET ObiTb MPUMEHUM B OTHOLUEHUW NPUHAANEXKHOCTEN K MeqUUNHCKUM
nagenusm.

HacTosawmin ctaHaapT NpUMEHUM K 3TUKeTKam ONA BHELHWX W BHYTPEHHWX YNaKoBOK, a TakKe K WH-
CTPYKUUSAM MO NMPUMEHEHUIO.

HacTtoswmin ctaHgapT He pacnpocTpaHsaeTcs:

a) Ha obopynoeaHue VB[,

b) pearenTel B[ onsi camoTecTUpOBaHNUS.

2 HopmaTUBHbLIE CCbISIKK

B HacToseM cTaHgapTe UCNONb30BaHbl HOPMATUBHLIE CChIMKM Ha cneaylolue cTaHaapTel [ANa gatm-
POBaHHbLIX CChINOK MPUMEHSIOT TONMLKO YKa3aHHOE M34aHWe CChINIOYHOro cTaHgapTa, ANA HedaTUPOBaHHbIX —
nocrnegHee U3gaHue (BKMYasa BCe N3MeHeHUs)]:

ISO 8601-1, Date and time — Representations for information interchange — Part 1: Basic rules
(Oata v Bpems. MNpegctaBneHve ana obmeHa nHgopmauumen. Hacts 1. OcHOBHbIE NpaBuna)

ISO 14971, Medical devices — Application of risk management to medical devices (U3genva meguumH-
ckue. NNpuMeHeHe MEHEOXMEHTA pUcka K MeguLMHCKUM U3OEeNnsiM)

ISO 15223-1, Medical devices — Symbols to be used with information to be supplied by the manufac-
turer — Part 1: General requirements (M3genua meguymHckme. CUMBONLI, NPUMEHAEMbIE ANA pasMeLLeHuns
MHOpMaLMK, KOTOpas JOMKHa NpeaocTaBnsATbesa narotosutenem. Yacte 1. OcHoBHble TpeboBaHus)

ISO 18113-1, In vitro diagnostic medical devices — Information supplied by the manufacturer (label-
ling) — Part 1: Terms, definitions and general requirements (MeguuuHcke uagenna ona AMarHOCTUKK in Vitro.
MHdbopmauus, npegoctaBneHHas warotosutenem (Mapkuposka). Yactb 1. TepmuHbl, onpegeneHuns n obuyme
TpeGoBaHus)

M3paHue ochbnumnansHoe
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3 TepMuHbI U onpeaeneHus

B HacToAweM cTaHgapTe npuMeHeHbl TepMuHbl o MCO 18113-1.

TepmuHonorvyeckmne 6a3sebl gaHHbix MCO 1 M3K gocTynHbl No cneaylowmMm MHTepHeT-agpecam:
- nnaTtdgopma oHnaiH-npocmoTpa MCO no agpecy: http://www.iso.org/obp;

- Onektponegua M3K no agpecy: http://www.electropedia.org/.

4 O6wune nonoxeHus

4.1 OcHOBHble TpeboBaHUA

B HacTosLem cTaHgapTe npuMeHeHbl TpeboBaHus, ycTaHoBneHHble B MCO 18113-1. B oTHOWweHUn mc-
NnonbL30BaHUA CUMBONOB NpumeHsatoT Tpeboarnusa MCO 15223-1.

4.2 WpeHTudmkaymsa KOMNoHeHToB Habopa

[Mpn ncnonb3oBaHWUM Haﬁopa peareHTOB Ka bl KOMMOHEHT Ha BCEX 3TUKETKax U B WMHCTPYKUKMAX Nno
NMPpUMEeHEeHND O0JTXKeEH ObITb I/'I,E{EHTVICbMLI,VIpOBEIH OOWNHaKOBbIM HAWMEHOBaHWEM, 6yI{BeHHbIM obo3HaveHnem,
HOMEepPOM, CUMBOJIOM, LIBETOM UITAN rpacbmqecmm 3HaKOM.

MprmeyaHue— YHukaneHblh uaeHTudmkatop yerporctea (UDI) He TpebyeTca Ha HenocpeaCTBEHHOW 3TUKET-
Ke KOMNOHEeHTOB Habopa, ecnu TOMbLKO KOMMOHEHT He ABMAETCHA CaMOCTOATENbHbIM U3genvem.

5 WHdopmauma Ha 3TUKETKe BHELIHEro KOHTenHepa (ynakoBku)

5.1 UHcopmauma 06 usrotoBuTtene

LomxHbI ObITb YKa3aHbl HaMMeHOBaHWE W aapec U3rotoBMTENA. Anpec YKa3blBaeT MEeCTOHaXoXaeHne
M3roToBUTENA, HAanpuMep, ynuua, HoMep goma, ropof, NoYTOBLIM UHAEKC, cTpaHa. MoxeT BbIThb YKa3aH CoKpa-
LEeHHbIN BAapUaHT agpeca npuv YyCNnoBUKW, 4YTO NOSHbLIN agpec BKAKYEH B WHCTPYKUWKO NO NPUMEHEHUIO.

Ecnn oT uMeHM U3roToBuTENS B CTpaHe/[-OpMC,EI,MKLI,MIA ,ﬂ,eﬂCTByeT yﬂOJ‘IHOMOHeHHbIF‘I npeagctaBUTENb, Cle-
OYET Yy4eCTb TDEGOBBHMH perynupyrowero opraHa, MMeroLlero COOTBETCTBYHOLYH KPUCOMKLUWIO, Kacalouneca
Hann4mna Ha aTUKETKe agpeca ynonHOMOYeHHOro npenctaBUTenA.

5.2 Wpentndmkauuna peareHta UBL

5.2.1 HanmeHnoBaHue peareHTta B[

HonxHo 6bITh ykasaHO HaMMeHOBaHWe WKW ToproBas Mapka peareHta MB[. HanmeHoBaHwe peareHTa
OOIMKHO OHO3HAYHO MAeHTUMULMPOBATL ero OT Apyrux uagenuii. Heobxoaumo ykasaTbk OOMOMHUTENbHLIE
cpeacTea maeHTUdUKaLMKM, ecnu HaumeHoBaHue peareHTa VB[l He noseonaeT oQHO3Ha4YHO ero noeHTudm-
LMpOBaTh.

Mpumep — KamanoxHebil HOMep, mo8apHbI HOMep.

5.2.2 Kog/Homep napTuu, HOMep noTa

HormxeH BbiTh Yka3aH kog/HoMep napTyiuK, HOMep noTa.

Kono/Homep napTuu, HOMep noTa, YKasaHHbI Ha BHELUHEW ynakoBKe, JormkeH obecneuyuBaTtb npocne-
XWBAEMOCTb NMPeaoCTaBMNeHHbIX U3roTOBUTENEM KOAa/HoMepa NapTUK KaxKOoro KOMMOHEHTa, BXOASALEro B
Habop.

5.2.3 YHuKanbHbIA ngeHTudukatop yctpoucrtaa (UDI)

CnepyeT y4uTbIBaTh, YTO, €CNUW HA peareHT VIB[] pacnpocTpaHsoTes npaBuna yYHUKansHon naeHTudgm-
Kauuum MeauuuHCKOro M3genus, yCTaHOBNEHHbIE PEryNMPYOLIMM OPraHoOM, TO Ha BHELLHEN 3TUKETKE OOMKeH
BbITh ykasaH UDI, Bkntovan Hocutenb UDI (HocKuTenb, MCNonb3yemMblA aAns aBTOMaTMYeCcKoi naeHTUuKaunm
n cbopa gaHHbix B hopmate «AIDCx») n ero MHTepnpeTauunio B Nerko BOCMpUHUMaeMomM dhopmaTte YTeHus Ans
yenoseka (HRI).

Ecnu Hocutenu AIDC otnnyawTtcsa ot Hocutena UDI 1 aBnsTCca 4acTbio MapKUPOBKWM MEeOWLMHCKOro
nzgenus, Hocutenes UD| gomkeH ObiTb Nerko naeHTuuumnupyemMbsim.

YHuKaneHbIA noeHTudukartop yctpouctea (UDI) momkeH BkmwoyaTth Kak naeHtuguikatop nagenus UDI
(UDI-DI), Tak u ngeHtudukatop unarotosutena UDI (UDI-PI); npu atom cnegyet yuuTbiBATb WCKMHYEHUS,
npefycMOTPEHHbIE HOPMAaTUBHEIMW MPABOBLIMUA aKTaMU.

2
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Ons pearenta NB[ UDI-P| gomkeH BkNOYaTh Kak MUHUMYM KOO/HOMEP MapTUK U CPOK FO4HOCTH.

Ha atukeTke usgenuns MoxXeT BbiTb yKa3aHa garta ero M3roToBMeHWs He C LIeNb KOHTPONA CPpOKa rogHo-
CTH, B 3TOM criy4ae uHopmauunio He BknwovatoT B UDI-PI; npun aTom cnenyeT yunTbiBaTh 0cobble TpeboBaHus,
npegycMoTpeHHbIE HOPMaTUBHEIMUK MPaBOBLIMW akTaMu.

Ecnn cyulecTByloT orpaHuMdeHus, 3aTpyaHsoWmMe ucnonb3oBaHue Ha atukeTke kak AIDC, Tak u HRI,
npeanoyTeHue, kak npasuno, otgatoT dpopmarty AIDC, 3a ncknodeHnem cnydaes, korga HRI 6onee nogxoout
nonb3oBarento.

Hocutene UDI pomxeH ObiTe yoobounTaembiM Npy MPpUMEHEHUM, B YCNOBUAX XPaHEHWsT U B Te4yeHune
Bcero cpoka rogHoctu peareHta MBO. MHopmauma o cneundukaymax CMMBOMOB LWTPUXOBOro Koda npuee-
peHa B MICO/M3K 15415.

HauvoHanbHble n/unu pernoHanbHble HOpMaTUBHbBIE NPAaBOBbIE aKTbl MOTYT codepxaTtb TpeboBaHua K
YHUKanNsHOMY MOEHTUUKaATOpy YCTpoMCTBa.

Mpumeuvanue 1 — CoaepxaHue, popmaT 1 pasmep UDI onpegensiotca yNonHOMOYEHHBIM OpraHoMm, npefo-
ctaensemeim UDI.

MpumeuaHnue 2 — Tekct HRI otnuyaeTcs oT TekcTa, y)Ke HAHECEHHOTO Ha 3TUKETKY, U ABNAETCA WHTepnpe-
Tauuen OaHHbIX MU MHOPMAaUWUK, KOTOpble MOTYT BbITk MPOYUTaHbI YENOBEKOM.
5.3 Copepxumoe

HomxHo BbiTb yKasaHO HETTO-KONMMYeCTBO COAEPXKMMOTo, BblpaXEHHOEe B efMHMUAax Macchl, 0bbema,
obbema nocne BOCCTAHOBMNEHMWS, YACIIOBOM 3HAaYEHWM WX UX COYETaHUKM U Apyrmx obo3Ha4YeHusIx, KOTopble
TOYHO OTpaXalwT COAEePKUMOE.

5.4 NMpumeHeHWe MO HAZHAYEHUIO

Ecnn npegononaraeMoe U3rotopuTenem npuMeHeHue no HasHa4eHW He yKa3aHO B HalMeHOBaHWu
peareHTa MBJJ, UM ero MapkrMpoBKa He COOEepPXWUT COOTBETCTBYHILLEro CMMBONa, TO 0JPKHa OblTb HAHeceHa
Hanucb, coepxallaa KpaTkoe yKa3aHue O npegnonaraemMomMm MCnorb30BaHWK, No3BOnALEee nonb3oBare-
N M,EI,EHTMCbI/!L]MpOBaTb nagenne nm ero NnpuMmeHeHne. lNonHoe onuncaHne npeanonaraemoro Ncnosyib3oBaHMA
AOJKHO ObIThb npueedeHoO B MHCTPYKUKWUK NO NMPUMEHEHUH).

I pumMmeyYyaHune — B HEKOTOPbIX CTpaHax KOMNEeTeHTHble opraHbl BNactn MOryT yCTaHaBnMBaTb TpeﬁOBaHMﬂ K
coaepXXaHu VIHCprMaL[MVI O npegnonaraeMom MCnone3o0BaHUA. Hanpmmep, B EBpOI‘IEI:’ICKDM COH3€ YKa3blBakdT, H4TO U3~
aenue npegHasHadeHo and ccrnegoBaHUA No MeCcTy HaxoXaeHWnA nauneHTa.

5.5 MNMpumenenne gna UBN
Ha atukeTke gomkHa ObiTb yka3aHa MHgopmMaumsa o npuMeHeHnn peareHta B/,

Mpumep — «lMpumeHeHue Ansa AuazHocmuku in vitro» unu 2paghuyveckuli cumeon «MeduyuHckoe uzdenue
onsg duazHocmuku in vitro».

5.6 YcnoBusi XxpaHeHWs, TpaHCNOPTUPOBaHUA U oGpallueHus

Ha aTukeTke gormkHa BbITh YyKa3aHa MHCbOpMaLI,I/iFI 0b YCIOBUAX XPaHeHUA, HeOGXOﬂMMbIX Aanda nogaep-
XaHua ctabunbHocTH peareHTos, KaJ'IVI6DaTODOB W KOHTPOIBHbIX MaTtepnanoB, XpaHAWWNXCA B TPaHCMOPT-
HOM HEBCKpb[TOﬁ YyNaKoBKe. CHeayET naberaTb MCNONbL30BaHWE HECTaHO4apPTHbIX CUMBOITOB TeMnepaTypbl Unn
BIMa*XHOCTHK, KOTOPbIE MOTYT ObITb HEBEPHO MHTEepPNpPeTUupoBaHbI.

Mpumep 1 — Om 2 °C do 8 °C unu 2 °C...8 °C unu zpachuyeckull cumeosn; Munyc 18 °C unu Huxe umnu
< MuHyc 18 °C unu e2paghudeckudli cumMeol.

[ornxHbl BbITh yKa3aHbl OpyrUe yCrnoBUa XpaHeHUs, BAUAKOLWMNE Ha CTabuNbHOCTb.
lpumep 2 — lNapamempe! oceeUleHUs], 8/TaXXHOCMb.

ﬂOJ’I}KHbI ObITb YKa3aHbl pyrue ycrioBuA, BrinAKLINE Ha 06|DaLLI,E.'HM9, TpaHCnopTupoBaHWue U1 xpaHe-
HWe peareHTosB, KEIJ'IMGpaTOpOB M KOHTPOIbHbBIX Matepunanos.

MNMpumep 3 — Xpynkocme.

MNMpumep 4 — XpaHume ¢hbnakoHbl 8 3alliuljeHHOM om ceema Mecme.
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HOH}KHI:»I BbITb YKa3daHbl gpyrue 3aunTHble Mepbl, NpeaHa3Ha4YeHHble O7A BbINONMHeHUA nonb3oBarternai-
MW, KOTOpble MOTYT MNMOBINKWATL Ha CcTabunbHOCTb peareHToB MBH

5.7 CpoK rogHocTH

Ha 3TukeTke gormkeH BbiTh yKa3aH CPOK rOAHOCTWU, OCHOBAHHbIA HA YCMNOBUWAX, YKA3aHHbIX B MHCTPYKUUAX
No XpaHeHU!Ho.

Cpok rooHoOCTK OOMKeH ObITh BblpaxkeH B BUAE roga, Mecsaila U, Npu HeobxoanumMocTu, gHa. TpeboeaHus
K dpopmaTty npegctaBneHuns gatel cooteeTcTBytoT MCO 8601-1.

Mpumep — «YYYY—MM—DD» unu «YYYY—MM»

Ecnn YKa3aH TOINbKO rog M Mecsl, 310 03Ha4aeT, YTO CPOK rogHOCTKN NCTEKAET B nocnegHMin gexHb YKa-
3aHHOIo Mmecsua.

Ha atukeTke BHeLLHeN YNaKoOBKU O0ITKHa BbITh YKa3aHa CaMasd paHHAA Oata UcTeveHd CpokKa roqHOCTHU
KOMIMOHEHTA.

5.8 MNpeagynpexgeHusa U Mepbl NPegoOCTOPOXHOCTHU

Ecnn pearent VB[ paccmaTpuBalroT Kak OMacHbIi, BHELLHAA yNakoBKa OOIMKHa codepXaTb 3TUKETKY C
COOTBETCTBYHLWNM 0603Ha4YeHeM ONacHOCTH (I'IMKTOFDBMMOI‘JI). Flpe,ﬂ,ynpem,quwﬂ, cBegeHmsa ob onacHoCTU U
Mepbl NPeJoCTOPOXHOCTU TakXKe O0IMKHbI ObITb BKMIQYEHLI B MapKUpOBKY. Ecnu mecTta Ha aTUKeTKe HapyXHOro
KOHTEMHEepa HegoCTaToO4YHO, A0MMKHA ObITb HaHeceHa nUKTOrpaMmMa OMacHocTK, a nonHasa MHdopmMauus ob
OMacHOCTU OOMKHa BbITb npueegeHa B UHCTPYKUKWKW MO NPUMEHEHUID.

lMpumep — Xumudeckas u 6uonozuyveckass onacHOCMU.

CBe,EleHMFl 0 XMMWYECKOW OMacHOCTU OOJBKHbI ObITb NnpuUBELEeHbl Ha 3TUKETKE BHELUHEeN YNaKoBKK, eCrun
peareHT VB[l He conpoBoXaaeTcs MHCTPYKUMAMK NO NMPpUMEeHeHUI0, cogepXalwumMn COOTBEeTCTBYOLWME CBele-
HWA O PUCKE U MepaXx NpegoCcTOPOXHOCTU.

HauwmoHanbHble n/unu pernoHarnbHble HOPMATUBHBLIE MPABOBbLIE aKTbl MOTYT COOAEPXaTb TpeﬁOBaHMFI K
cnocobam npenoctaBneHuns VIHCbOpMaLI,VIM unn npenynpexaarwmnx CUMBONOB AN KOHKPETHBLIX onacHocTen.

6 WHdopmauma Ha 3TUKETKe BHYTPEHHEN YNaKoBKU

6.1 O6wme nonoxeHun

6.1.1 EguHu4Has ynakoBKa

Ecnn BHyTpeHHASA ynakoeka peareHTa B[ ABNSeTcA Takke BHELLHEN YNaKoBKOW, NPpUMeHsAT Tpeboea-
HWUS, yKazaHHele B pasgene 5.

6.1.2 3TuKeTKa manoro pasmepa

Ecnuv pasmep 3TUKETKM BHYTPEHHER YNakoBKW HELOCTATOYEH 4N TOro, 4To6bl MOMeCTUTL BCH MHAOP-
MaLMIo, YKa3aHHY B HACTOSLLEM pasfene, To CBeaeHWUs OTHOCUTENbLHO cocTaBa BelecTsa (6.4), npumeHe-
Hus gns B[ (6.5) n ycnoBwii xpaHeHus 1 obpatieHns (6.6) MoryT ObiTe COKpaLLeHbl MU UCKIOHEHbI.

HaunoHanbHble W/1nn perMoHanbHble HOPMAaTUBHbLIE NPaBbIe akThl MOTYT COAepXKaTb TpeboBaHUsA K cno-
cobam npefocTaBneHns MHoOpMaLM Ha 3TUKETKE Manoro pasmepa.

6.2 UHdopmauna o6 MarotoeuTtene

3TukeTKa BHYTpPEHHel ynakoBku peareHTa WMB[ pomkHa copepaTtb OaHHble, UOEHTUULUpYOLLUe
M3roToBUTENs. Ha 3TUKeTKe [OCTATOMHO YKas3aTb HaWMEeHOBaHWe W3rOTOBWTENsA WU ero (MpMeHHoe
HauMeHoBaHWe Unu norotun. TpeBoBaHUS K NpenoCTaBMNEeHWIO aapeca U3roToOBUTENS NpueeneHsl B 5.1.

6.3 Wpentudukauumsa peareHta UB

6.3.1 HaumeHoBaHue peareHTa NB[ unn ero KOMNoOHeHTa

HavmeHoBaHne [omkHO obecnevmBaTh NpaBWSIbHYH MOEHTUMKaLUI0 peareHTa MM KomnoHenTa VB[
AN nonb3oeaTtens.

6.3.2 Kog/Homep napTuu, Homep nora

[ornxHbl BbITE YKazaHsbl KOA/HOMEpP NapTuu, HOMep noTa.
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6.3.3 YHukanbHbIN ngeHTUd MKaTop ycTponcTaa (UDI)

CneayeT yunTbiBaTe TpeboOBaHWS perynupylollero opraHa K Hanuuvio uaeHTudukatopa ycTpoicTsa
UDI. Mpu Hanu4un ykazaHHoro TpebosaHua, kog UD| HAHOCAT B COOTBETCTBMM C MpaBuUnamMu, npueBedeHHbIMU
B 5.2.3.

BoamoxHo, yto UDI Ha 3TUKeTKe BHYTpPEHHeRn ynakoBki He Byaet coBnagatbh ¢ UDI Ha aTukeTke BHeLl-
Hen ynakoBkuW. [lonyckaeTca NpUMeHsiTb COOTBETCTBYOLME NpaBmna.

6.4 Copepxumoe

,D,OJ'I}KHO ObIThb YKa3aHo coaepXxuMmoe KOnn4ecTea peareHrta MBﬂ, €CIl HE YKa3aHO UHOoe.

lMpumep — Macca, o6bem, 06kLem focre eoccmaHoeneHuUs u/unu Yuco uccrnedoeaHull.

6.5 MNMpumeHeHue ana UBO
[omxHo BbiTh YkasaHo npumeHeHue peareHTa VB[,

Mpumep — «lpumeHeHue A QuazHOCMUKU in vitro» unu 2paghuyeckuil cumeon «usdenue MedulyUHCKoOe
ong duazHOCMUKU in vitro».

6.6 YcnoBuAa xpaHeHUA u obpalleHun

ﬂOJ’I}KHbI ObITh YKa3aHbl YCITOBUA XPaHEHWA B HEBCKDbiTOFI YrakoBKe, HEOSXO,D,I/IMME ana nogaepKaHusa
cTabunbHOCTU peareHToB, KaﬂMﬁpaTOpOB M KOHTPOIbHbIX MaTtephanoB.

ﬂOJ’I}KHbI BbITb npueegeHbl apyrue ycrioBuAd, KOTOpble BITUAKT Ha oGpau.;eHme nnwn xpaHeHne peareHToB,
KaﬂMGpaTOpOB W KOHTPOIBHbIX MatepuanoB, eCrnii OHU OTNYakKTCA OT NpBEAEeHHbIX Ha BHELUHEN YNaKkoBKe.

lMpumep — Xpynkull.

6.7 CpoK rogHOCTH

CpOK rogHOCTM, YKa3aHHbIA B UHCTPYKUMSAX MO XpaHeHWo, JOMKeH ObiTh BbipaXXeH B COOTBETCTBUM C
TpeboBaHuamMu 5.7.

6.8 lMpepynpexaeHna n Mepbl NPEJOCTOPOXKHOCTHU

Ecnu pearent VB[ paccmaTpuBaloT Kak onacHbIW, TO 3TUKETKa BHYTPEHHEW yNakoBKW OOIMKHa cogep-
aTb CMMBOI C COOTBETCTBYHLMM 00603HA4YeHWEM OoNacHOCTY (MMKTorpaMmmoi). MpenynpexaeHns, CBefeHus
06 onacHOCTU U Mepbl NPELOCTOPOXKHOCTU TaKKe AOSKHbI OblTh BKMOYEHbI B MAapKMpoBKY. Ecnn mecTta Ha
3TUKETKEe KOHTelHepa HedoCTaTo4YHO, TO 4oMKHA bbiTe HAHECEHA NMKTOrpaMmMa OnacHOCTU, a NonHas UHdgop-
Mauus 06 onacHOCTU O0MKHA ObiTh NMpUBEAEeHa B UMHCTPYKLMKU MO MPUMEHEHWIO.

Hpumep — Xumu4eckas, paduaquouﬂan u 6uonozudeckas onacHocmu.

CeBeneHus o XMMUYEeCKON ONacHOCTW AOMHHbI ObITh npueedeHbl Ha 3TUKETKe BHyTpeHHE.‘Ui YNaKOBKW MNpU
YCNoBWK, 4UTO peareHT VIBﬂ He conpoeoXaaeTcAa UHCTPYKUMAMK MO NpUMEHeHWH, coaepxalnMn COOTBET-
CTBYHOLLME CBEAEHNA O DUCKE N MepaX NpeoCTOPOXHOCTH.

HaunoHanbHble u/unu perunoHaribHble HOpMaTUBHbIE NMPaBOBbIE aKTbl MOTYT COLEPXaTb Tpe6OBaHMFI K
cnocobam npefocTtaeneHnsa MHopMaunm unm npegynpexgarlwmnx CUMBONOB ANA KOHKPETHbIX OnacHOCTeMN.

7 CopepXaHue UHCTPYKUUIA NO NPUMEHEHUID

7.1 UHdopmauuna o6 msrotoeurtene

B WHCTPYKUMW MO MpUMEHEeHWI0 HeoBXoOUMO yKas3aTb HauMeHOBaHWe W3roTOBUTENs WM ero pupMeH-
HOE HavMeHOBaHWe WM NMOroTWM, a Takke aapec M3roToBuTens. AQPec U3roTOBMTENs OOMKeH COoaepXKaTb
MHOPMAaLNIO, OTHOCALLYIOCH K (DM3NYECKOMY MECTOMOMOXKEHMIO N3rOTOBUTENS, TaKylo Kak ynuua/mpocnekT,
HOMep/OoM/aTax, ropogd, 06nacTe/pernoH, MoYTOBLIN MHAOEKC, CTpaHa. A Takke HoMep TenedoHa U/Mnu HoMep
dhakca, n/vnu agpec seb-caiTa N1 agpec 3NEKTPOHHOM NOYThl NS NONYyYeHNs TEXHUYECKOW NOMOLLN.

7.2 Wpentudmkauunsa peareHta UB

B WMHCTPYKUMKA NO NMPUMEHEHUID HeOﬁXO,DMMO yKa3aTbk HaMMeHOBaHune UITM TOProBYK MapKy peareHrta
MBA.
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Ecnn HanmeHOBaHWe He MO3BOMAET OQHO3HAYHO M,EI,EHTMCDI/ILiMpOBaTb peareHT MBﬂ, TO O0JTKHbI ObITb
npenoctaBneHbl OOMNONHUTENbHbIE cnocobbl M,EI,EHTMCDMKBLI,MM.

lMpumep — KamanoxHbili HOMep, kKod moeapa.

7.3 MNpumeHeHWe Mo Ha3HaYeHUKO

MpyMeHeHWe No Ha3HaYeHUo A0MKHO ObiTh NOAPOBHO ONMCaHO U BKNOYATL cregyloLlee:

- UI3MEepSEMYL0 BENMUYNHY;

- LIeneByo ayguTopuio;

- TN(bl) NepBUYHOM Npobkl, 06pa3ua;

- (byHKUMOHAN (Hanpumep, CKPWUHWHT, MOHWTOPWHI, OWMArHOCTUKY WM MOATBEPXOEHWE OWarHOCTUKM,
MPOrHO3MpOBaHmMe, npeaynpexaeHne, ConyTCTRYOLWY AMarHOCTUKY);

- UCMOMNb3YEeTCA NN n3fgenue Ana Ka4ecTBeHHbIX UK KONMYeCTBEHHbIX NCCNeqoBaHuii;

- KOHKpeTHoe 3abonesBaHWe, coCcTosHUME WnK hakTop pucka 3aboneBaHuWsA, KOTOpoe npeanonaraeTcs
BbIIBUTb, YTOUHUTE UMK AvdpepeHUpoBaTh;

- mpennonaraembld Nonb3oBaTenb (Hanpumep, npodeccuoHanbHoe MCnonb3oBaHWe B nabopaTtopuu,
MCMOoMNbL30BaHNe MeOULMHCKUM PAbOTHUKOM UMM NO MECTOHaXOKAEHUIO NaLueHTa);

- Npy HeobXoAMMOCTU, MHOpMaUU 06 aBTOMAaTM3MPOBaHHOM W3AenuM UMM O ero NpegHasHayeHuu
OJ151 UICNOMb30BaHMA C KOHKPETHLIM U34eNnem.

HomxHbl BbITe ONUCaHbl NPerMyLLecTBa U OrpaHUYeHns MeauumMHckoro nagenua WBL B OTHOLIEHMK
npegnonaraemMoro UCNofib30BaHus, roe aT0 HeobxoaMMo.

MpumeyaHue 1— B HEKOTOPLIX CTpaHax opraHkl BNacTy MOryT ycTaHaBnvBaTe TpeboBaHNs K M3AenusaM, npea-
Ha3Ha4YeHHbIM A8 UCMONb30BaHUS B KAYECTBE COMNYTCTBYIOLLEro AMarHocTrvdeckoro uanenud. Hanpumep, B EBponeiickom
COl03e MOXET ObITb YKasaHo MexayHapoaHOe HenaTeHToBaHHOe HaumeHoeaHue (MHH).

MpumeyaHue 2 — Npy HeOBXOAMMOCTU MOXET ObITb OMUCAHO MeOULMHCKOE NPpUMEHEHKE.

lpumepbi:

- U3MepeHuUe KOHUeHmpayuu UoHO8 Hampus & cbIBOPOMKe, ra3mMe unu Mmoye;

- UsMepeHuUe KOHUeHmpayuu mupeomponHozo 2opmoHa (TTI) e cbisopomke Kpoeu npu duazHOCMUKe 3a-
6onesaHull WUMOBUOHOU Xee3bl;

- U3MepeHuUe KoOHYeHmpauuu npocmamcieyuguyeckozo aHmuzeHa € Cbi8OPOMKe Kpoeu MYXYUH cmapuie
50 nem npu duazHocmMuku paka npedcmamenbHOll Xene3bl;

- usmMepeHue koHyeHmpauuu aHmumen IgM k Borrelia burgdorferi e nnasame kpoeu.

7.4 TMpuHUMNBI MeTOoA4a UCCNegoBaHusA

[omxeH 6bITb ONUCaH NPUHLIMN MeToAa UCCNEed0BaHUs, BKIOYAs TUMN peakuuy (HanpuMep, XMMUYeckui,
MUKPOBMONOrMYECKUn MMM UMMYHOXUMWYECKUIA ), MHOMKATOP UMK crucTema oBHapy»XeHuss u/unu gpyrue cooT-
BETCTBYIOLLME MPUHLUNLL. TIpUHLKNBI OOMKHBI BbiTh OMMCaHbl 4OCTATOYHO NoZpoBHOo, YTOBEI NONbL30BaTENb
MOT MOHATHL, Kak MeguuuHckoe uagenue MBL cnocoBHO BLIMOMHATL CBOK (OYHKLIMIO.

7.5 MpocnexuBaeMocTb 3HaYeHUI, MPUCBOEHHLIX KaNnUM6paTopam W KOHTPOMNbLHLIM MaTepuanam
ANA KOHTPONs NPaBUNbLHOCTU U3MepPeHust

HomxHa 6biTb onucaHa MeTPonornyeckas NpPoCcneXnBaeMoCcTb 3HAYEHUIA, NMPUCBOEHHbIX KanubpaTtopam
M KOHTPOMbHbLIM MaTepuanam A8 KOHTPOIsA NpaBnnbHOCTY N3MEPeHNIA, BKIYas WaeHTUhUKaLUID NpUMeHI-
MbIX CTaHAapTHbIX 0GPa3sLIOB W/UNK pedepeHTHbIX METOAWK U3MEpPEHUS.

OomkHa BbiTb NpefocTaBneHa MHOpPMaLUUs 0 MakCMManbHOM OTKIIOHEHMIW MEXOy NapTUsaMn kanwbpa-
TOPOB W KOHTPOMbHbIX MaTepuanos (YyCTaHaBMNMBAETCH M3rOTOBUTENEM) B COOTBETCTBMM C METOAOMNOMMEN Npu-
MUCbIBAHUA KAaNMBPOBOYHbIX 3HAYEHWIA U3rOTOBUTENEM KOHTPONBHOMY MaTepuany u kanubpatopy KOHEeYHoro
nonb3oBartens. 3T0 MOXHO MOHUMAaTh KaK NPeaoCcTaBINeHNe 3Ha4eHns, KOTOPOe CBA3bIBAET Habop NepBuYHbIX
CcTaHaapTHbIX 06pa3sUoB ¢ KanubpaTopoM WU KOHTPOMbHBIMKU MaTepuanamMn KOHeYHOro Monb30BaTens.

MoryT 6bITb YKa3aHbl 3Ha4eHUE BENUYUHBI, 3HaYeHne HeonpedeneHHOCTH, MoNyYeHHoe anga kanubparo-
pa nomnb30Batens U/Mnu KOHTPOMbHLIX MaTePUanos Nnonb30BaTensi, a TaKKe YPOBEHb NOTPeLIHOCTH, CBHA3aH-
HbliA C TEXHOMOTUYECKMM MPOLECCOM, KOTOPbIE MOXHO OXUAaThb.

MaroToBuTENb MOXET YKasaTb HEONpedeneHHOCTb Kak AManasoH 3HavyeHWn, B npeaenax KoToporo Ha-
XOOWTCS UCTUHHOE 3HAYeHWe C 3a0aHHbIM YPOBHEM [OCTOBEPHOCTY; 3TO MOXET OblTh BbIpaXKeHOo, Hanpumep,

6

Pa3zpaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru 10/ 16
Crpanuua nokymeHTa - https://GostExpert.ru/gost/gost-18113-2-2024



https://gostexpert.ru?utm_source=pdf&utm_medium=68750
https://gostexpert.ru/gost/gost-18113-2-2024?utm_source=pdf&utm_medium=68750&utm_term=page

roCT P UCO 18113-2—2024

kKak: oT 9,8 XX/YY no 10,2 XX/YY, unun kak 10,0 XX/YY £ 0,2 XX/YY, unu kak 10,0 XX/YY + 2 %, ¢ gocTtoBep-
HOCTbIO AA %.

B nononHeHWe K MHopMaLnK, yKazaHHOM B MHCTPYKLMM MO MPUMEHEHWIO, M3rOTOBUTENb MOXKET yKasaTb
OOMONMHUTENBHYO MHOPMaUUID, NPEeaoCTaBUB APYTMe OOKYMEHTHI, B TOM YMCrie Mo 3anpocy Nonb3oBaTens.

Mpumeuvanne 1 — UCO 17511 onncbiBaeT NPOCMEXMBAEMOCTE 3HAYEHUA, MPUNUCAHHBLIX KanubpaTtopam K
KOHTPOSBHBIM Marepuanam Ans KOHTPOMNSA NpaBUIbHOCTW, K CTaHA4ApPTHLIM obpa3suam uunu pedepeHTHEIM METOOUKAM
naMepeHuin bonee BLICOKOTO Nopsaaka.

MpumeyaHue 2 — KOHTPOMbHbLIA Marepuan BKIKHAKT TONLKO B TOM Cly4ae, eCNu ero UCMonb3ayT AN Npo-
BEPKWU NPaBWUIbHOCTW M3MEPEHWUI, B TO BPEMS KaK KOHTPOSbHbIE MaTepuansl NPeumnsnoHHOCT U KOHTPOSbHbIE Matepua-
Mbl, 4N5 KOTOPbLIX MHTEPBAanbl 3HAa4YEHWIA NPUCBAUBAIT ANS KaXKA0ro METOOa/M3roTOBUTENSA, HE PACCMaTPUBALOT, U AN HUX
MCO 17511 He NpUMEHSALOT.

,D,OJ'I}KHbI ObITb npenocTtaelieHbl CCbINMKKM Ha COOTBETCTBYHOLWYH HayYdHYK nuTepatypy Unu gpyryw no-
CTYMNMHYH OOKYMEHTaLUWKO Nno ped)epEHTHoﬁ MeToAMKe N3MepeHUA Ui KOHTPOJIbHOMY MaTtepuarny.

HaunoHanbHble u/vnu pernoHarbHble HOpMaTUBHbIE NPaBOBbIe akKTbl MOTYT COAEPXaTb TDE6OBBHMH K
MBTDOJ’IOFM‘-IECKOIZ npocnexmeBaemMmocTn 3Ha4YeHnN.

7.6 KoMNOHeHTbI

ﬂOJ’I}KEH ObITb npueeneH nepedeHb BCeX npenocTtaBNEeHHbIX KOMHOHEHTOB/ME{TEDMBHOB, BKIO4Yan
AaHHble O MnMpupoae, 4ucne, Konu4decTBe, KOHUeHTpauuk unn cogepxaHunm KOMMNOHEeHTOB, YyYacTBYHLKWX B
peakunun.

fpumep 1 — AHmumena.

JJ,OJ'I}KHEI ObIThb npmeeaeHa MHCDOpMaLI,VIFI, Kacaklwaaca opYyrX KOMMNOHEHTOB, KOTOPbIE MOTYT BITUATL Ha
MEeTOLMKY NccnegoBaHUA.

Mpumep 2 — ®ochamuwili 6yghep 10 mM.

7.7 OononHuTenbHoe Heobxoaumoe obopynoBaHWe U/MNKU MaTepuanbl

HomkHo BbiTh NepevncrneHo cneluansHoe obopygoBaHue, HeoBxoauMoe ANs NpPaBUIbHOTO BbIMOMHE-
HWUA UCCneaoBaHus n 6e3onacHoro MCNonb3oBaHUs N3NENNUs, HO He NPedoCTaBNAeMOe N3TOTOBUTENEM.

HomxHa BeITh NpeaocTasneHa MHgopMauusa, Heobxogumasa And Toro, YTobbl NPaBUNbHO UOEHTUMULIK-
poBaThb U NOOKMIOYNUTL crielunansHoe obopynosaHme.

7.8 MNoparoToBKa peareHToB

,D,OJ'I}I{HI:I ObITb OMMCaHbI BCe 3Tankl, H906XO,£|I/IMI::EE AndA NpUroToBneHusA peaFEHTa(OB).

Mpumep — BoccmaHoeneHue, cMeulugaHue, UHKY6ayus, pazeedeHue.

7.9 XpaHeHwe M CPOK rogHOCTU NnocCre nepeBoro BCKpPbITUA yNakoBKH

HomxHe! ObiTb NpUBEdEHbl YCNOBKS XPaHEHUSA WU CPOK roAHOCTW MOocie NepBoro BCKPbITUA BHYTPEHHEN
YNaKoBKW, €CNWU OHW OTNWYaKTCS OT YCMOBUIN XPaAHEHWSA U CPOKa FOOHOCTW, YKasdaHHbIX HA MapKUpOBKe pea-
reHta MBL.

Mpy HeOBX0ONMMOCTU AOMKHbI ObITe MPMBEAEHBI YCMOBUS XpaHeHWs U cTabunbHOCTL paboyux pacTBo-
pOB peareHToB, KannbpaTopOB M KOHTPOMNbLHBIX MaTepuanos.

7.10 MpepynpexneHUsa U Mepbl NPeAOCTOPOXKHOCTU M/MNK HeoBXoAUMbIe Mepbl U OrpaHUYeHUs
MCMOMb30BaHUSA B OTHOLWEHUW U3aenus

WHdhopmauuio npefocTaensioT B BUAE NpeaynpeXneHuin, Mep npefocTopOXHOCTH WU Mep, KoTopble
HeoBXoaUMO NPeanpPUHATL:

- MPU HEUCNPaBHOCTU U3Oenusa UNKM Jerpagauuun, 0 Yem CBUAETeNbCTBYIOT U3MEHEHUs! ero BHeLHero
BMOA, KOTOPLIE MOTYT MOBNUATE Ha NPOU3BOAUTENLHOCTD;

- B OTHOLUEHWM BO3OEWCTBMA Ha peareHT(bl) MPOTHO3UPYEMbIX BHELUHWX BO3AEACTBMA UMK YCNOBMIA
OKpYXaKLLein cpeabl, HanpuMep, MarHUTHbIX NOMeil, BHELHUX 3NeKTPUYECKUX U NEeKTPOMarHUTHbIX BO3aei-
CTBUIA, 3MEKTPOCTATUYECKOro pa3pana, any4eHns, CBA3aHHOro ¢ AMarHocTUYECKMMM UK TepaneBTUYeckuMm
npouegypamu, aBneHust, BIaXHOCTU UMK TeMnepaTypsl.
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Ecnn peareHTt MB,D, CHUTaeTCA onacHbIM, MHCTPYKUWK NO NPUMEHEHWUK) OOJDKHbI BKIMHOYaThk COOTBETCTBY-
oune npenynpexageHns, M,EleHTVICbMKaTOpr npoaykKTa, NUKTorpaMMbl ONacHOCTK, CBeOeHUd ob onacHocTU M
Mepbl NpefoCTOPOXHOCTH. ﬂOJ’I}KHE‘I BbITb npenocrtaBneHa I/IHCbOpMEILI,MH, no3ponAwLwasd nonb3oBaTtent CHKU-
3UTb PUCKK, CBA3AHHLIE C ONACHOCTAMMU MpPKU XPaHEHUU NPUMEHEHNW NITN YTUINTN3aUWK peareHTa VB[, ekniovasa
Pa3yMHO NMpoOrHo3npyemoe HenpaBulibHOE NCNONb30BaHUE.

HpUMep — XumMuyeckas, paduoaxmuenag u buonozuyeckas onacHocmu.

HaunoHanbHble W/WNW perMoHanbHbIE HOPMAaTMBHbBIE NPaBOBble akTbl MOryT codepxaTtb TpeboBaHus K
crnocobaMm npegocTaBneHusi MHoOpMaLIMK UMK Npeaynpexaallnx CUMBOMOB ANsi KOHKPETHBLIX ONacHOCTEN.
MpumeHsaoT TpebosaHns MCO 14971, oTHocsawmecs K nHcpopmaunn ana obecneveHns 6e3onacHoOCTH.

MpumevaHue 1 — WMHdopmauuio, koTopas NO3BONAET MOMNbL30OBATENAM CHU3UTL PUCK NMPUMEHEHUS MEQULWH-
CKOro n3aenuvs, HaselealoT «nHdopmauua no 6esonacHoctuy (cm. MCO 14971).

MHdhopmauwus, npefocTaBneHHast U3roToBuTenem, AomKHa cogepXaTth npeaynpexaeHust, ecnu peareHt
MBL codepuT BELECTBA YEMNOBEYECKOro, MUKPOBHOrO MNW XMBOTHOMO NMPOUCXOXOEHUS, KOTOpbLIE NPeAcTaB-
NSOT PUCK MHPULNPOBAHUS.

Takxe gomkHa GbiTe NpegocTaeneHa uHgopmaums o BesonacHoM obpalleHun ¢ onacHbLIMK MaTepua-
naMu U UX yTUIM3aumm.

Ecnu pearent UB[ npegHasHadeH Ong ogHOKPATHOrO WUCMonb30BaHMA, TO A0MKHa BbITh NpeacTaBneHa
MHopMaLus, coaepxallaa COOTBETCTBYIOLLee npeaynpexaeHre (CM. NpMMeHeHUe No Ha3Ha4yeHWHo).

MpumeyaHue 2 — B HekoTOpbiX CTpaHax KOMMETEHTHbIE OpraHbl BNacTy MOryT ycTaHaenuBaTk TpeboBaHMs
K cofepaHuio npedynpexaeHuin n Mep NpefocTopoXHOCTU WWNu HeobXxoaMMbIX Mep ¥ OrpaHUYeHnid B OTHOLLIEHUA UC-
nonb3oBaHua nsnenus. Hanpumep, B EBponerickom cowse (EC) MHCTpyKLUMW NO NpUMEHEHWUID CoAepaT Mepbl NpefocTo-
POXXKHOCTW B OTHOLUEHWW MaTEpUanoB, COAEPKALMXCA B U3AENUW, KOTOPLIE BKMIOYAIOT UMW COCTOAT M3 BELLECTB, ABMs-
IOWMXCA KaHLEPOreHHbIMKY, MyTareHHbIMWY 1N obnagaowmux penpoayKTUBHON TOKCUYHOCTBLIO, KOTOPBIE MOMYT HapyLUMTE
paboTy 3HOOKPUHHON CUCTEMbI U MPUBECTU K CEHCMBMNM3ALMKU MNKW annepriyeckoi peakumny y naumeHTa unm none3osa-
Tens. PerynaTtopHele TpeboBaHws Takke 06a3bIBAlOT noneb3oeaTens B obsa3atensHOM nopsgke cooblaTte M3roToBUTENO
1 KOMMeTeHTHOMY opraHy rocygapctea — 4neHa EC, B kOoTOopom npoxvBaeT nonb3oBaTterb W/WMWM nauueHT, o nobom
Cepbe3HOM WHLMAEeHTe, Npou3oLledLeM ¢ Usgenuem.

7.11 B3Atne, o6paboTKka M XpaHeHUe NepBUYHLIX Npo6, o6pa3yoB

[ornxHbl BbITh YkasaHbl MCNoNb3yemasi nepBu4Has npoba, obpasel, n ocobbie ycnoeusa ee (ero) B3saTus,
npedBapuTensHON 06paboTKM MUK YCNOBUS XPaHEHUA, BKIMOYasA NpedenbHbI CPOK XpaHEeHUs!.

JormxHbl BbITb NpUBeAeHbl cneynanbHble MHCTPYKUMW NO NOATOTOBKE MaUMeHTa nepeq npoBefeHuem
npouenypbl B3ATUA NepBUYHOR Npobkl, obpasua.

B uHcTpyKkuMmM gomkHa 6bITb NpeacTaBneHa MHopMaums o cneumanbHbIX YCNoBUAX TPaHCnopTUpoBa-
HWA NepBUYHOM Npobkl, 06pasua, HanpMMep, B YCNOBMAX HU3KMX TeMnepaTyp (3aMopaxuBaHus).

7.12 MeToguka npoBeAeHUA UccnegoBaHUA

,D,OJ'I}KHO BbIThb npencTaerieHo NoJjiHoe, I'IO,DJJOGHOE onucaHne MeToguKn UccrnegoBaHnA.
MeToguka gomkHa cogepxaTtb BCe Ctagvu, HEOﬁXOﬂMMbIe AnAa noaroToBKK ﬁp06b|, BbINMONTHEHWA NCCIe-
A0BaHUA U Nnony4vyeHua peaynbrarta.

7.13 MeToguka KOHTPOMNA Ka4yecTBa

OomxHa 6biTe NpegocTaBneHa fgoctatoyHas uHcopmauus o paboTe peareHta MB[ v cpegctea npo-
BEPKW TOro, 4TO OH paboTaeT B COOTBETCTBMM CO crneuudukaumamu. lNpouecc Banmgauun MeToauk KOHTPOons
kavecTtsa npueeneH B MMCO 15198.

I pmmedYyaHne — [None3oBatenu HECYT OTBETCTBEHHOCTbL 3a onpefeneHne CooOTBETCTBYHLWWUX METOOMNK KOHTPO-
A Ka4yecTBa B naﬁopaTopVM 1 3a 3HaHWe NpUMEeHNMbIX na60paToprlx npaBvIlt KOHTPONA Ka4ecTBa.

Mpumep — HAeHmucbukauyusa npueMneMbIX KOHMPObLHbLIX Mamepuanoe, Yacmoma uccrnedoeaHus
KOHMPObHLIX Mamepuasnos.
8
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7.14 O6paboTka pe3ynbLTaToB UCCIle40BaHUN

CratucTuyeckme MeTodbl, UCMNOMb30BaHHbIE ANSA BblYMCMNEHUS pe3yneTaTtoB nccnegoBaHuim, OOMKHbI
ObITb ONKMCaHbI, FOe 3TO NMPUMEHNUMO.

I pummedYyaHune — I'Ipmwlep BbIMMCINEHUA MOXET MNOMOYb NOSb30BATENO NOHATE NpaBvna NpUuMeHeHnAa CTaTUCT-
YeCKUX MeTodoB.

7.15 WUHTepnpeTauma pesynsraTtoB

I'ipm HEOSXO,D,MMOCTVI AOIKHbI BbIThb YKa3aHbl KpDUTEPUK NOATBEPXOEHUA UMMM OTKITOHEHWA PE3YNbTAaTOB
nccnegoBaHus in vitro 1 QONOMHUTENbHOE nporpamMmmHoe obecneveHune vnn H6asa AaHHbIX, HEO6XO,EI,I/IMbIe ansa
MHTEpPNpeTaunn pe3ynbraTtoB, a TakkKe OJ1A 3aKn4YeHuA o H906XO,EI,HMOCTVI AONONnHUTEeNbHOro nccnegoBaHuaA
npu nony4eHW1 KOHKPEeTHOro pes3ynberaTa.

Mpumep 1 — Heobxodumocme MoemopHo20 uccriedoeaHus Npu HeornpedeneHHOM (COMHUMeNnLHOM) nep-
@0HaYanbHOM pe3ynemame.

Ecnu metoauka uccnenoBaHus npeHasHadeHa anAa nonydeHua nonoxXUTernbHbBIX UKW OTpUUATElNbHBbIX
pe3ynbratoB, OOIKHbI BbITb YeTKO onpegernieHbl KpUTepun OnA NoNnoXMTenbHbIX N OTpULaTenbHbIX pe3ynbra-
TOB C 3adaHHbIMW NOrpaHMYHbIMA 3HA4YEHWUAMN.

[onxHo BbiTb 06BACHEHO AVarHoCTu4ecKoe 3Ha4eHne nony4eHHoro peayribrarta nccnegoBaHus.

Tpumep 2 — UHopMaLus omHOCUMesLHO cmereHu, 3o Komopol ompuyamerbHbIl pe3ynsmam UCKITo-
Yaem usiu He UCKIHoYaem 803MOXHOCMb PUCKA 3apaeHus ubo uHguyupoeaHus onpedesieHHbIM 0pa2aHU3MOM.

Ecnu meToguka uccrnenoeaHus in vitro TpebyeT WHTepnpeTauun BUayanbHbIX HabMmoOeHWA, OOMKHO
BbITh NpUBEAEHO OeTanbHoe onucaHue KpUTepues NPeacTaBneHWs UMM BOCNPOM3BEAEeHUS BO3MOXHLIX pe-
3ynbLTaToB.

Mpumep 3 — LleemHas wikana Ons KOJIOPUMempUYeckux peakuyull.

7.16 ®yHKUMOHanNbHbIe XapakTepuUcTUKKN

7.16.1 AHanuTuyeckme (pyHKLUOHANbHbIE XapaKTepPUCTUKU
JomxHbl BbITb ONMCaHbl aHanMTUYeckne (OyHKUMOHamNbHbIE XapakTepPUCTUKN, OTHOCALLMECH K Mpeano-
riaraemomy ucnonb3oBaHuio (cm. MCO 18113-1:2022, 3.2).

Mpumep — lNpeden Konu4ecmeeHHO20 06HAaPY)KEHUS, aHanumuveckas crneyuguyHocms (ekoYasa UHmMep-
chepupyroujue eeujecmea), docmoeepHOCME U NPeYU3UOHHOCML (MO@MOPAEeMOCMb, MPOMEXYMOYHAA npeyu3su-
OHHOCML U 80CMPOU3600UMOCITIL), MOPO2080e 3HavYeHue. [JaHHbIl nepeyeHs He AGMAeMCcs UCYepribIearouuM.

MpumMeyaHue — PyHKUMOHANBHBIE XapaKTEPUCTUKM MOTYT ObITh MpEACTaBMneHbl B CPABHEHWU C pPEareHToM
WMBLO, yxe npencTaBneHHbIX Ha pbiHKe. MoxeT GbiTb NoneaHbIM rpadiMyeckoe NpeacTaBneHue Co CTaTUCTUKaMKU perpec-
CUW W KOPPEMALMK.

7.16.2 KnuHuyeckue (pyHKUMOHANBbHbIE XapaKTePUCTUKN
[ornxHbl BbITh ONUCaHBI KNMHUYECKMe PYHKLMOHANbHbIE XapaKkTepPUCTUKKM, OTHOCSLLMECH K Npegnonara-
eMoMy ucnonb3oBaHuto (cm. MCO 18113-1:2022, 3.2).

Mpumep — JuazHocmuyeckas YyecmeumenbHocmb, uazHocmuYyeckas crneyugudHocms. JaHHblil nepe-
YeHb He A8J/IeMCs UCHePNbI8aroUUM.

7.16.3 UHTepBan uamepeHun

[ns KonuuecTBeHHbIX MEeTOAMK UCCnedoBaHWi AoMmKeH ObiTe NPUBEOEH WHTEpPBan KOHUEHTpauuii, B
npegenax KoToporo yHKUMOHanbHble XxapaktepucTuku pearenta VB[ BanuaupoBaHbl. [ns Ka4eCTBEHHbIX
METOAMK MpU HEeoBX04MMOCTU MOKeT BbITh YKasaH MHTepBan M3MepeHni.

Mpumep — Om 5 do 500 Mmob/1.

7.17 Buonornyeckue pedepeHTHbIe UHTEPBAanbI

ﬂﬂﬂ KONU4eCTBEeHHbIX MEeTOOUK MccrnegoBaHUA OOIKHbI BbITb npencrtaeneHbl buonoruyeckne pecbe—
PEHTHbIE MHTEPBAlbl C ONUCaHneM pecbepeHTHoﬁ nonynauvK, BKNK4YaA KonmM4ecTtso MHOMBUOYYMOB U COOT-
BETCTBYHLLME CCbITKU Ha Hay4YHYH nuteparypy.
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EonHnubi n3MepeHna pec.’pepeHTHoro nHTEepBana OOJDKHbl COOTBETCTBOBATh e4uHKUUaM, UCNoIb3yeMbliM
OnA npeacTtaBneHnd pe3yrnbraTtoB NCCrnenoBaHUA.

MpuMeyaHue— VHdopmauus, kacarLascsa onncaHns BMonorMiyecknx pedepeHTHbIX MHTEPBAnoB, NpuBeae-
Ha B [6], [7] v [9]—[16].

Takxke MOTYT BbITb npueegeHbl COOTBETCTBYHLWME 3HaYeHNA ONA NPUHATUA MeOVNLMHCKUX peLlueHun.

7.18 OrpaHM4yeHWsa METOOUKMU NCCrnefoBaHWUA

[onxHbl 6bITE onMcaHbl Nobble orpaHUYeHnss MeTOOUKN UCCNEeNOBAHWS, BKIKOYASA cnedylollee:

a) W3BECTHbIE KNMHWYECKK 3Ha4YMMble MHTepdepupyowme BewecTsa,;

b) nccnepoeaHue o6pasLoB, HE COOTBETCTBYHOLWMX Tpe6oBaHMAM, M NOTeHLUManbHbIe NOCNeaCTBUA 3TO-
ro, ecrnun U3BecCTHbI;

c) hakTopbl M OBCTOATENLCTBA, KOTOPLIE MOTYT BNUATE HA pe3ynsTaT, BMecTe C NpefynpexaeHusMu,
KOTOpble NMO3BONAT NPefoTBPaTUTL NONyYeHWe HEBEPHOMO pPe3ynkLTaTa;

d) adpchekT nepeHoca.

MpumensawT TpeboaHusa MCO 14971 oTHOCUTENBHO MHOPMaLMK Mo Be3onacHoCTH.

MpumeyaHue — WMHdopmayuio, KOTopas NO3BOMNsET MoNb30BaTENAM CHU3UTL PUCK UCMONbL30BaHUSA MEOULUH-
CKOro M3genus, HasblBakT MHopmaumei no 6esonacHoctu (cm. MCO 14971).

7.19 CcbINKKM Ha UCTOYHUKM
JormxHbl 6bITb NPUBELAEHbI CCLINKW HA COOTBETCTBYHOLLYIO HAYUYHYIO NUTepaTypy.

Mpumep — Memod uszmepeHusi, 6uonozudyeckue peghepeHmHbIe UHMepeaansl.

7.20 YnpaBneHue AOKyMeHTauuen

LomxHbI ObITb YKa3aHbl gaTta BbiNyCKa UK HOMEP nocriegHen pegakumm MHCTPYKUWUK NO NPUMEHEHMUIO,
a Takxe ee M,D,EHTI/‘Id)MKaLI,VIOHHbIﬁ HOMep,; eCliih MHCTPYKUWA bbina nepecMmoTpeHa, 1O Tp86yETCF| npenocrtaB-
neHue MHCbOpMaLI,VI]/I O BHECEHHbIX U3MEeHEeHNAX.
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MpunoxeHnne OA
(cnpaBouHoe)

CBE,D,EHHH 0 COOTBETCTBUM CChINOYHbLIX MeXAYyHapoOHbLIX CTaHOApPTOB
HayWoHanbHbLIM U MeXrocygapcTtBeHHbIM CTaHOapTamM

Tabnwuua OA.1

O0o3HaYeHWe CCbINOYHOro CreneHb Obo3HaveHWe 1 HaMMEHOBaHWE COOTBETCTBYIOLLIETO HALUMOHANLHOIO,
MEXyHapoaHoro cTaHaapTa COOTBETCTBUSA MEXrocynapCTBEHHOrO cTaKaapTa
1ISO 8601-1 MOD [OCT P 7.0.64—2018 (MCO 8601:2004) «Cuctema cTaH4apToOB Mo UH-

thopmaumum, BubnuotedHomy U uagatenbckomy Aeny. [Npenctasnenue
nat v spemenn. Obwme TpeboBaHua»

1ISO 14971 IDT [OCT ISO 14971—2021 «WMzpenua wmepguuuHckue. [lpumeHeHue
MeHeKMeHTa pUcka K MegULMHCKUM U3genusam»
1ISO 15223-1 IDT [OCT P NCO 15223-1—2023 «W3penva meguuuHckue. CUMBONLI, Npu-

MeHsieMble AN nepejaqdu MHdopmauum, NpegocTaBnaemMon U3roToBu-
Tenem. YacTtb 1. OcHOBHEIE TpeboBaHUA»

1ISO 18113-1 IDT [OCT P NCO 18113-1—2024 «MeguuMHCKMe nagenua Ansa guarHocTu-
K in vitro. Hhopmaumus, npegocTtaBneHHan U3rotoButenemM (Mapku-
poBka). Yactb 1. TepMuHbl, onpegenenns n oblime TpeboBaHusA»

MpumeyvyaHue — B HacTosAwen Tabnuue MCNonb30BaHbl CreaylollMe yCrnoBHble 0603HaYeHNA CTENEHW COOT-
BETCTBUA CTAH4apTOB:

- IDT — MAEeHTWYHbIE CTaHOApPThLI;

- MOD — moanuunpoBaHHbIA cTaHgapT.
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Yen. ned. n. 1,86. Yu.-u3p. n. 1,12.

MoaroToBneHo Ha OCHOBE 3MEKTPOHHO BEPCUK, MPeaocTaBneHHon paspaboTumkoM cTaHgapTa

Co3pgaHo B eAMHWYHOM ucnondeHu B @IBY «HCTUTYT cTaHgapTuaaumnm»
ansa komnnekrtopaHmus ®enepansHoro MHpopMauuoHHoro hoHaa cTaHaapTos,
117418 Mockea, Haxmmorckuia np-T, 4. 31, K. 2.
www.gostinfo.ru info@gostinfo.ru
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