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MNpegncnoBue

1 NOArOTOBNEH Accounauveit cneynanucTtoB 1 opraHusanuini nabopaTtopHoi cnyx6bl «deaepayms
nabopaTtopHoil MeguuuHbl» (Accoumaunsa «®JIM») n degepanbHbIM rOCYAapCTBEHHbIM GHOAXKETHBIM YyUpeX-
JeHnem «Bcepoccuiickuii Hay4yHO-uccnefoBaTenbCkUil U UCNbITaTeNbHbli UHCTUTYT MEAULUHCKON TEeXHUKU»
PepepanbHoi cnyx6bl No Haa3opy B chepe 3apaBooxpaHeHnsa (Prey «BHUNMMT» PocsgpaBHansopa) Ha
OCHOBe COGCTBEHHOrO NepeBofa Ha PYCCKWUA A3blK aHINOA3bIYHON BEpPCUMM CTaHdapTa, YKasaHHOro B NyHkTe 4

2 BHECEH TexHuyeckum komuteTtom no crtaHgaptudauymm TK 380 «KnuHnueckne nabopaTopHble
nccnenoBaHusa M guarHoctTmyeckme TecT-CUCTEMbI UH BUTPO»

3 YTBEPX/JEH W BBEAEH B JENCTBUE TMpukasom PefepasbHOro areHTCTBa MO TEXHWUYECKOMY
perynupoBaHuto 1 metposiorun ot 23 mad 2024 r. Ne 648-cT

4 HacTtoAwwmin ctaHfapT UAeHTUYeH MexayHapogHomy ctaHaapty MCO 18113-2:2022 «MeguunHckmie
n3genusa ana guarHocTuku in vitro. MHopmaums, npegocTtaB/ieHHas U3rotoButesnem (Mapkuposka). Yactb 2.
PeareHTbl ANsi AMarHoCTUKK in Vitro Ans npodeccnoHanbHOro ncnosb3oBaHus» (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).

MexayHapoaHblii cTaHAapT paspaboTaH TexHuyeckum komumtetom TK 212 «KnuHuueckue nabopaTtop-
Hble MccnefoBaHUsl U AMarHocTuyeckne TecT-cucTembl in Vitro» MexayHaponHOW opraHusauum no crtaHgap-
Tm3auyum (UNCO).

Mpyn NpuMeHeHUN HaCTOALWEro cTaHjapTa pekoMeHayeTCcs MCNob30BaTb BMECTO CChI/IOYHbIX MexXAyHa-
pPOLHbIX CTAHAAPTOB COOTBETCTBYIOLIME UM HALMOHANbHbIE N MEXIOCyAapCTBEHHbIE CTaHAapThl, CBEAEHUS O
KOTOpPbIX NpuUBeAeHbl B AOMNOMHUTE/IBHOM NpUAoXeHun A

5 B3AMEH ITOCT P UCO 18113-2—2015

MpaBuna NpUMeHeHns HaCcTOSLWero cTaHgapTa ycTaHoB/eHbl B cTaTbhbe 26 ®defepasbHOro 3akoHa
0T 29 umioHa 2015 r. Ne 162-®3 «O cTaHgapTusauun B Poccuiickoin ®egepauymn». NHdopmauns o6 uns-
MEHEHMAX K HaCcToALWEeMy CTaHA4ap Ty Ny6/nKyeTCs B €XerogHoM (No COCTOSHMI0 Ha 1sHBapsa TeKyLero
roga) UHopmaLMoHHOM ykasaTene «HauuoHasibHble CTaH4apThl», a ouunanbHbli TEKCT WU3MEHEeHWUN
M NONpPaBOK — B €XeMeCHAYHOM MHOPMALUMOHHOM ykasaTene «HauuoHanbHble cTaHgapThbi». B ciyyae
nepecMoTpa (3aMeHbl) UM OTMEHbl HACTOSALWEro cTaHjapTa CooTBeTCTBYLWee yBefjoMeHne 6yaeT
ony6/MKoBaHO B GAMXKailllem BbINYCKe eXemMecA4YHOro MHMOpPMaunoOHHOro ykasaTens «HauuoHanbHble
cTaHgapTbhi». COOTBETCTBYKLWAasa nHpopMmauns, yBejoMNIeHNe U TEKCTbl pasMeLllalnTCcsa Takke B UH-
hopmaumnoHHo cucTeme obLero nonb3oBaHUs — Ha odmumansHOM caiTe defilepanbHOro areHTCTBa Mno
TEexHUYeCKOMY perynnmpoBaHuio U MeTposiornm B ceTu MHTepHeT (Www.rst.gov.ru)

© 1S0, 2022
© OdopmneHne. PIrbyY «UHCTUTYT cTaHgapTusayun», 2024

HacToswuii cTaHAapT He MOXeT 6biTb MOJTHOCTBLI0 MM YaCTMYHO BOCMPOU3BEAEH, TUPAXMUPOBAH 1 pac-
npocTpaHeH B KauyecTBe odMLMANBHOIO U3faHus 6e3 paspeleHns defepasbHOro areHTcTBa No TEXHUYECKO-
My perysimpoBaHuio 1 MeTposiorum
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BBepneHne

N3roToBNTENN peareHToB ANAS AMArHOCTUKM in Vitro, npejHasHavyeHHbIX 418 NpodeccuoHanbHOro umc-
nosib30BaHnA, NpefocTaBAAlT Nnosb3oBartenaMm uMHpopMauuo, obecneynsarllyo 6e3onacHoe UCMNoONb30Ba-
HMEe W OOCTUXEHWE OXupaemblX PYHKUMOHANbHbIX XapakTepUCTUK MeAWLUHCKMX n3genunidi. Tun 1 ypoBeHb
jeTanusauunm 3aBUCAT OT NpeanosiaraeMoro UCnonb30BaHWA M HOPMATMBHbLIX NPAaBOBbIX aKTOB KOHKPETHOM
CTpaHsbl.

MexayHapoaHblii popymMm perynsaTtopoB MeauunHcknx wusgenunini (IMDRF) cnocob6cTByeT pasBuTUIO
CUCTEM PpEeryiMpoBaHUsa MeAULWHCKUX WU3NeNnnidi Ha rnobanbHOM YPOBHE. YCTpaHeHue pasnuuuin Mexay
perynsiTOpHbIMU OPUCANKLMAMN MOXET 06ecneynTb nauneHTam 60see paHHWA 4OCTYN K HOBbIM TEXHO/IOTMAM
n mMeTogam redveHms. HacToAwwmin cTtaHgapT obecneymBaeT OCHOBY ANA rapmMoHusauum TpeboBaHWi K
MapKWpOBKE peareHToB A8 AMArHOCTUKK in Vitro Ana npodpeccroHanbHOro NCNoib30BaHuUs.

B HacToAweMm cTaHfapTe npuBegeHa uHdopmMauusa, npefocrtasnsemMas M3roToBUTENEM C peareHtamu
AN ANarHoCTUKM in Vitro, kanmépaTtopamMum U KOHTPOJIbHBIMKW MaTepuanamu, npefHasHayeHHbIMU AN Npo-
heccnoHanbHOro Mcnonb3oBaHuA. HacToAwmi cTaHfapT npegHasHavyeH AAs9 MPUMEHEHUS COBMECTHO C
MCO 18113-1, koTOpbIi cOAEPXUT 06LMe TpeboBaHNA K MHpOpMaLmMn, NpeaocTaB/IEHHONW U3rOTOBUTENEM, U
obuwmre TpeboBaHUA K MapkupoBKe.

HacTosAwunii cTaHfapT npefHasHayeH Ansa NoAAEePXKN OCHOBHbIX Tpe60OBaHMWIi K MapkMpoBKe NapTHEPOB
IMDRF [8], a Takke ApYyrux cTpaH, KOTOpble YXe MPUHANM WUNU NNaHUPYIT NMPUHATH NpaBuia MapKupoBKM
MeAULUVHCKUX U34enuii Ans auarHoctuku in vitro.

[Ona peareHToB, KanubpaTtopoB W/MAW KOHTPOJSbHbIX MaTepuanosB, KOTOpble npefHasHayeHbl A1
AMarHoCTUKM in Vitro 1 Mcnonb3yloTcs B KayecTBe aHa/IMTUYECKOW CUCTEeMbl C U3fefiMeM TOro Xe U3roToBu-
Tens, HacTosAWwMmi cTaHgapT Heo6xoANMMO Mcnonb3oBaTe coBMmecTHO ¢ MCO 18113-1 n MCO 18113-3.
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HALUWOHANbHbBINW CTAHAOAPT POCCWUMCKOW SEALEPALUMN

MepgununHckne nanenna ona AUarHOCTUKU in vitro
NHPOPMALNA, NPEJOCTABNEHHAA U3FOTOBUTENEM (MAPKMPOBKA)
YacTb 2
PeareHTbl ANns AMarHOCTUKKM in vitro ns npogeccruoHasibHOro0 UCNO/1b30BaHUS

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

[Hata BBegeHmna — 2025—01—01

1 O6nactb NpUMeHeHus

HacTosawmnii ctaHgapT ycTaHaBnMBaeT TpeboBaHMSA K MHpopmMauumn, npeaocTaB/ieHHON U3roTOBUTENEM
peareHToB, KanmbpaTopoB U KOHTPO/IbHbIX MaTepuanoB ANa AuMarHocTukuy in vitro (MBJ), npegHa3HayYeHHbIX
AnSa npodeccnoHasibHOro UCMNob30BaHUA.

HacTosawmin ctaHaapT Takke MOXET 6biTb NPUMEHUM B OTHOLIEHUN NPUHAAMNEXHOCTEN K MeAULMHCKUM
n3nennam.

HacToswuin ctaHgapT NPUMEHMM K 3TUKETKaM ANS BHEWHWX U BHYTPEHHMX YNakoBOK, a TakXe K WH-
CTPYKUUAM MO MPUMEHEHMUIO.

HacTtosawwmin ctaHAapT He pacnpocTpaHsaeTcs:

a) Ha obopypoBaHue BQ;

b) peareHTbl B A1 camMOTeCcTUPOBaHUA.

2 HopmaTtuBHbIE CCbIJIKN

B HacTOoAWeEM cTaHgapTe MCNonb30BaHbl HOPMATUBHbLIE CCbIJIKM Ha criefylowme ctaHfapTtbl [Ana gatu-
POBaHHbLIX CCbIJIOK MPUMEHSAT TOMLKO yKa3aHHOe m3faHue CCbIJIOYHOTo cTaHgapTta, A1 HeJaTUPOBaHHbIX —
nocnegHee nsgaHue (Bknw4vas Bce M3MeHeHUs)]:

ISO 8601-1, Date and time — Representations for information interchange — Part 1: Basic rules
(Oata n Bpewms. MpepctaBneHne ansa obmeHa nHdgopmauueii. Yacte 1. OCHOBHblIE NpaBunia)

ISO 14971, Medical devices — Application of risk management to medical devices (13genna meauumH-
ckue. MpuUMeHeHNe MeHeIKMeHTa pucKa K MeaAULUHCKUM U3Le/TUSAM)

ISO 15223-1, Medical devices — Symbols to be used with information to be supplied by the manufac-
turer— Part 1. General requirements (U3genusa meauuymHckue. CUMBO/IbI, NMPUMEHSAEMble ONA pa3MelleHns
nHdopmMaumm, Kotopas foNKHa npefoctaBnATbca nsrotosutenem. Yacte 1. OCHOBHble Tpe6oBaHuA)

ISO 18113-1, In vitro diagnostic medical devices — Information supplied by the manufacturer (label-
ling)— Part 1: Terms, definitions and general requirements (MeguunHckue n3genusa ns 4UarHOCTUKK in Vitro.
WHdopmaunsa, npegoctaBneHHas nsrotoeutenem (Mapkmposka). Yactb 1. TepMuHbl, onpegenexHus un obwume
TpeboBaHus)

V3paHne opuuynanbHoe
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3 TepMuHbI 1 onpegeneHns

B HacToAwem cTaHgapTe nNpuMeHeHbl TepMuHbl no NCO 18113-1.

TepMmuHonornyeckne 6asbl gaHHbix MCO n M3K gOCTYNHbI N0 cnepyrowmumM UHTEpHeT-agpecam:
- nnatdopma oHnanH-npocmoTpa NCO no appecy: http://www.iso.org/obp;

- AnekTponeana MK no agpecy: http://www.electropedia.org/.

4 OO6Lwme NosIoXKeHus

4.1 OcHOBHble Tpeb6oBaHus

B HacTosAWweM cTaHgapTe NpuMeHeHbl TpeboBaHus, ycTaHoBAEeHHble B MICO 18113-1. B OTHOWEHUN UC-
Nno/sib30BaHNsS CUMBOMIOB NPUMEHSAIT TpeboBaHnsa MCO 15223-1.

4.2 NpeHTudMKaumMsi KOMNOHEHTOB HaGopa

Mpy ncnonb3oBaHWM HaGopa peareHTOB KaxAblli KOMMOHEHT Ha BCEX 3TUKETKaxX W B MHCTPYKUMAX MO
NPUMEHEHNIO AO/IKEH 6blTb MAEHTU(ULMPOBAH OAMHAKOBLIM HaMMeHOBaHWEM, GYKBEHHbIM 06G0O3HauYeHueM,
HOMEpPOM, CMMBOJ/IOM, LIBETOM WM rpadpuyeckuM 3HaKoM.

MpumMmeyaHne — YHUKanbHblii ngeHtudmkatop yctporictea (UDI) He TpebyeTca Ha HEMOCPEACTBEHHON 3TUKET-
Ke KOMMNOHEHTOB Habopa, €C/N TOIbKO KOMMOHEHT HE AB/SETCA CaMOCTOSITE/IbHbIM U34E/TMEM.

5 WHdpopMaums Ha 3TUKETKE BHELUHEro KoHTelHepa (YnakoBKW)

5.1 WNHpopmaumsa o6 nirotosurtesne

[O/MKHbI GbITb yKa3aHbl HaMMeHOBaHWE U afpec M3roToBuUTeNns. Apec ykasbiBaeT MecTOHaxoxXpaeHue
N3roTOBUTENS, HANpuMep, ynuua, HoMep Aoma, ropoj, NouToBbI MHAEKC, cTpaHa. MoXeT 6biTh YKasaH cokpa-
LEHHbIVi BapuaHT agpeca npu YC/I0BUW, YTO NOJHbI agpec BKAOYEH B MHCTPYKLUMIO MO MPUMEHEHUIO.

Ecnv OT UMEHN U3roTOBUTENSI B CTPaHe/lopUCANKLUM AeNCTBYET YNOTHOMOYEHHbI NpeacTaBuTeNb, cle-
LyeT yuyecTb Tpe6oBaHUS perynpyroLLero opraHa, UMerL,ero CoOOTBETCTBYIOLLYIO IOPUCAUKLMIO, Kacatoumecs
HaNuYMs Ha 3TUKEeTKe ajpeca YNo/IHOMOYEHHOro NpeacTaBuUTeNs.

5.2 NpeHTndukayna peareHta B[

5.2.1 HawmmeHoBaHWe peareHta B/

ﬂ,OI‘I)KHO ObITb YKazaHO HanMeHOBaHue unnam tToproeasd Mapka peareHta |/|B,E|,. HanmeHoBaHune peareHTa
AOJ/XKHO OAHO3HAa4HO VIp,eHTI/I(*)VILI,I/IDOBaTb ero ot Apyrux I/I3,L'J,e}'ll/ll7l. H606XO,L'J,I/IMO yKa3aTb OONOJ/IHUTEJIbHbIE
cpeacTtBa naeHTudmkauum, ecnm HamumeHoBaHue peareHta WMB/M He no3BosisieT O4HO3HAYHO €ro MAeHTUu-
LupoBaThb.

Mpumep — KaTanioxXHbIA HOMepP, TOBapHbIA HOMEP.

5.2.2 Kog/Homep napTum, HOMep fioTa

[onxeH ObiTb yKa3aH Kog/HomMep napTuu, HOMep AoTa.

Kog/Homep naptvu, HOMep i0Ta, yKa3aHHbIi Ha BHeLWHel ynakoBke, A0/KeH obecneuymBaTb npocre-
XUBaAeMOCTb NMpeAoCTaB/IEHHbIX M3rOTOBUTENEM KoAa/HOMepa napTuMm KaxAoro KOMMOHEHTa, BXOAslLero B
Hab6op.

5.2.3 YHuKanbHbIi ngeHtndmkaTop ycrtpoiictea (UDI)

Cnepyet yuntbiBaTb, YTO, €C/iM Ha peareHT B/, pacnpocTpaHATCca npaBuia YHUKanbHON naeHTudu-
Kauum MeAMUMHCKOro M34enus, yCTaHOB/MIEHHbIE PETyMpYLWMM OpraHoMm, TO Ha BHELLUHEN 3TUKETKE A0/DKEH
6bITb yka3aH UDi, Bkiwoyasa Hocutenb UDI (HocuTenb, MCNonib3yeMblii A1 aBTOMaTUYeCKOo naeHTudukaumnum
n cbopa gaHHbIX B hopmate «AKOC») 1 ero uHTepnpeTaumo B Ierko BOCNPMHMMaeMoOM hopmaTte 4YTeHus ans
yenoseka (HRI).

Ecnu Hocutenn AKOC otnuyakTca oT Hocutensd UDI u ABNAOTCA 4acTblo MapKUPOBKW MeAULWUHCKOro
nsgenus, Hocutenb UDI gomkeH 6biTb N€TKO UAEHTURULMPYEMbBIM.

YHuKanbHblil ngeHTudunkatop yctpoiictea (UDI) go/mkeH Bkaw4vatbh kak naeHtudukatop nsgenuns UDI
(UDI-DI), Tak n ngeHtucukatop msrotosutena UDI (UDI-PI); npu aTom crnepyet yunTbiBaTb WCKIOYEHUS,
npeAyCcMOTPEHHbIE HOPMATUBHbLIMU MPaBOBbLIMY aKkTaMMu.

2
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Ona pearenta VIBA UDI-PI gomkeH BKNYaTh kKak MMHUMYM KOA/HOMEP MapTuuM M CPOK FOAHOCTH.

Ha aTukeTke nsgenns moxeT ObiTb yKasaHa fara ero M3roToB/IEHNsI He C Leflblo KOHTPO/IA CPpoKa rofHo-
CTW, B 3TOM cny4vyae MHGopmMaumnto He Bkato4vaoT B UDI-PI; npu aTom cnegyeT yunTbiBaTb 0CObble TpeboBaHuA,
npefycMOTPEHHble HOPMAaTUBHBLIMY NPAaBOBbLIMU aKTamu.

Ecnu cyuwiecTtByloT orpaHuyeHunsa, 3aTpygHAalowme ucnosib3oBaHne Ha 3TvkeTke kak AIDC, Ttak n HRI,
npegnoyTeHne, Kak npaesuno, otgatT gopmarty AIDC, 3a uckawyeHnem cnydaes, korga HRI 6onee nogxoaut
nosib3oBaTesio.

Hocutens UDI gosmkeH 6bITb yaobountaembiM Mpu NPUMEHEHUU, B YCIOBUAX XPAHEHUA W B TeyeHue
BCEro cpoka rogHoctu peareHta VBA. NHdopmaymsa o cneundurkaymnax CMMBOMOB WTPMXOBOro Koga npuBe-
peHa B MICO/M3K 15415.

HauunoHanbHble W/MNWM pernoHanbHble HOPMaTWBHbIE MPaBOBble akTbl MOTYT cofgepxaTb TpeboBaHuS K
YHUKa/bHOMY naeHTudunkaTopy ycTpolicTsa.

MpumeyvaHune 1— CopepxaHue, chopmar u pasmep UDI onpenensoTcs ynosHOMOYEHHbIM OpraHoM, npeno-
ctasnsembim UDI.

MpnmeyaHune 2 — TekcT HRI oT/iM4aeTcA OT TEKCTA, YK€ HAHECEHHOro Ha 3TUKETKY, W ABNSAETCA MHTeprnpe-
Taumei faHHbIX WM MHhopMaL MK, KOTopble MOTYT GbITb MPOYUTaHbI YETOBEKOM.
5.3 Copgepxunmoe

[OoMmKHO 6bITb yKa3aHO HEeTTO-KO/IMYECTBO COAEPXMMOro, BbipaXeHHOe B efuHuLax Macchl, o6bema,
o6bema nocsie BOCCTAHOB/IEHUS, YAC/IOBOM 3HAYEHUUN UK UX COYETAHMUMW WU APYTUX 0603HAUYEHUAX, KOTOPbIE
TOYHO OTpaxXalT CofepPXMMOe.

5.4 TlpumeHeHVe No HasHayeHuto

Ecnv npeanonaraeMoe W3roToBUTENleM MNPUMEHeHMe MO Has3HauYeHWo He ykas3aHO B HauMeHOoBaHWK
peareHTa VB[, unu ero mapkupoBka He COAEPXWUT COOTBETCTBYHLLErO CMMBOMA, TO AO/HKHA 6OblTb HAHeceHa
HaAnuchb, cofepxalan KpaTkoe ykasaHue O npegrnosiaraeMoM UCnofib30BaHWM, NO3BOMsOWeEe Nosb3oBaTe-
N0 MAeHTUULMPOBATL U34enne U ero npuMeHeHue. MonHoe onucaHue npegnosaraemMoro MCnosib30BaHus
[LOJ/IXHO ObITb MPUBEAEHO B MHCTPYKLUMM NO NPUMEHEHMUIO.

MpruMeyaHne — B HEKOTOPbIX CTpaHax KOMMETEHTHbIE OpraHbl BMACTU MOMyT yCTaHaB/MMBaTb TpeGoBaHUS K
COAePXaHio MHPopMaLMK 0 NpeanosiaraeMoM UCMo/b3oBaHUW. Hanpumep, B EBponeiickoM COl3e yKasblBatoT, UTo U3-
[lenvie npegHasHaveHo A1 UCCNeA0BaHUs N0 MECTY HAXOXAEHUS NauyeHTa.

5.5 MpumeHeHve gna VB
Ha aTukeTke fo/xHa 6bITb yKazaHa MHopMaLusa o NpuMeHeHun peareHTa UB/.

Mpumep — «lMpUMeHeHWe ANs AMarHOCTUKK in Vitro» nnm rpadgmyeckuii cumBon «MeanUMHCKOe ulaenve
LN ANarHOCTUKM in vitro».

5.6 YCNoBUSi XpaHeHus, TPAHCNOPTMPOBaHUS N 06paLLeHNs

Ha aTtukeTke gonxHa ObiTb yKazaHa MHGopmMaumsa 06 yCnoBusaX xpaHeHus, Heobxoaumblx gns noganep-
XaHus cTabunbHOCTWM peareHToB, Ka/iMbpaTopoB M KOHTPOJIbHbIX MaTepuasioB, XpaHALWMXCA B TPaHCMOPT-
HOli HEBCKpbITO ynakoBke. CregyeT n3beratb UCNOMIb30BaHWe HECTAaHAAPTHbIX CUMBOJIOB TeMNepaTtypbl Win
BNIXKHOCTW, KOTOPble MOTYT GbiTb HEBEPHO MHTEPNPETUPOBAHbI.

Mpumep 1 — OT 2 °C go 8 °C wm 2 °C...8 °C wim rpadmyeckuii CMMBO/; MUHYC 18 °C unun Hmwke wuim
< MUHyc 18 °C nnu rpagomyeckuii CMMBOJI.

[JonxHbl 6bITb YKa3aHbl Apyrne ycnoBUsA XpaHeHus, BAUSAOLWLMNE HA CTaBUIbHOCTb.
Mpumep 2 — MapamMeTpbl OCBELLEHNSA, BIOKHOCTb.

LomKHbl GbITb YKazaHbl Apyrue ycnoBusi, BAusowmMe Ha oGpalleHne, TpaHCNOPTUPOBaHME UK XpaHe-
HWe peareHToB, KaIMGPATOPOB M KOHTPOJIbHLIX MaTtepuasnos.

Mpumep 3 — XpynKoCTb.

MprMep 4 — XpaHUThb (h/1akoHbl B 3aLMLLEHHOM OT CBETA MecTe.
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[JonxHbl 6bITb YKa3aHbl gpyrne 3awuTHbie Mepbl, NpegHasHavyeHHble A1 BbINOSIHEHUA NMONb30BaTesNA-
MU, KOTOpPble MOTYT MOBAUATbL Ha CTabuNbHOCTb peareHToB VB/.

5.7 Cpok rogHocCTun

Ha aTukeTke f0/MKeH 6biTb yKa3aH CPOK rO4HOCTN, OCHOBAHHbIN Ha YCNOBUSAX, yKa3aHHbIX B MHCTPYKLMUAX
Nno XpaHeHWuo.

Cpok rofHocTu fosmkeH OblTb BbipaXeH B BUAe roga, Mecsua u, npy Heob6XxoAnmMOoCTH, AHA. TpeboBaHus
K doopmaty npeacraBneHus gatbl cooTBeTcTBYOT MCO 8601-1.

Mpumep — «YYYY—MM—DD» nnim «YYYY—MM»

Ecnn ykasaH TO/IbKO rofl U Mecsil, 3TO O3HauaeT, YTO CPOK FOAHOCTW MCTeKaeT B NOC/efHWIi AeHb yKa-
3aHHOTO MecAla.

Ha aTukeTke BHeLIHel ynakoBKM JOJ/KHA GblTh yKazaHa camasi paHHsAs garta UCTeyeHMs cpoka rogHoCTy
KOMMOHEeHTa.

5.8 MpepynpexaeHua n Mmepbl NMPesoCTOPOXHOCTHU

Ecnun peareHT VB[ paccmaTpuBaloT Kak onacHbli, BHELWHSASA ynakoBKa A0/1KHa cofepXaTb 3TUKETKY C
COOTBETCTBYHLWMUM 0603Ha4YeHNEM onacHocTu (Nuktorpammolii). MpegynpexaeHns, ceefeHns 06 onacHoCTH U
Mepbl NPeAOCTOPOXHOCTU TaKkKe AO/DKHbI O6biTb BK/IOYEHbI B MApPKUPOBKY. ECnn MecTa Ha aTUKEeTKe HapyXHOro
KOHTelHepa HegocTaToO4YHO, AO/DKHA OblTb HaHeceHa MMWKTorpaMMa OnmacHoCTW, a nosiHas MHgopmauusa o6
OMacHOCTM A0J/IXHA OblTb NMpUBEAEHAa B UHCTPYKLUU NO NPUMEHEHUIO.

Mpumep — Xnmunyeckasa un 6unonornyeckas onacHoOCTMW.

CBefieHNss 0 XMMWYeCKO ONacHOCTU AO0/KHbl ObiTb NPMBEAEHbI HA 3TUKETKE BHELUHEl ynakoBKW, ecnu
peareHT VIB/] He conpoBOXAaeTcAa UHCTPYKUUAMW NO NPUMEHEHN0, coAepXallmMn CoOoTBETCTBYOLME CBefe-
HMA O PUCKE U Mepax NPefoCTOPOXHOCTU.

HauunoHanbHble WM/MNNM pernoHanbHble HOPMaTWBHbIE MPaBOBble akTbl MOTyT cofepxaTb TpeboBaHWS K
cnocobam npefocTaBneHns MHopmaLun nan npeaynpexgalnlinx CMMBOMOB A1 KOHKPETHbIX ONacHOCTe.

6 WHopmaLms Ha 3TUKETKE BHYTPEHHE YNaKOBKMU

6.1 O6wme NoNoOXeHUs

6.1.1 EgmHunyHana ynakoBka

Ecnu BHyTpeHHAA ynakoBka peareHTa VB[ sBnseTca Takke BHELWHEN ynakoBKOW, NpUMeHST TpeboBa-
HUA, yKa3aHHble B pa3sjgene 5.

6.1.2 3TnKeTKa Masioro pasmepa

Ecnu pasmep 3TWKeTKU BHYTPEHHe ynakoBKW HeAoCTaTO4eH A/1a TOro, 4Tobbl MOMECTUTb BCHO MHGOp-
MaLuio, ykasaHHY0 B HacToslem pasfefie, TO CBeleHNss OTHOCUTENbHO cocTaBa BewecTBa (6.4), npumeHe-
Hua ona VIBA (6.5) n ycnoBuiA XxpaHeHus n obpauweHns (6.6) MoryT 6biTb COKpaLleHbl WM UCKTIOYEHDI.

HauwnoHanbHble n/unn pernoHasibHble HOPMaTUBHbIE NPaBble akTbl MOTYT cofepxaTb TPeb60oBaHMA K Crno-
cobam npepoctasneHuns nHopmaLum Ha aTUKETKE Masoro pasmepa.

6.2 WVHopmaunsa o6 nsrotosutene

JTuKeTka BHYTpeHHeil ynakoBku peareHTa VB[, poskHa cofepxaTb AaHHble, MAeHTUdMLMpyLWne
u3rotoBuTeNs. Ha aTMKeTKe [0CTATOYHO YyKa3aTb HaUMEHOBaHWe W3roTOBUTENs WU ero YUPMeHHoe
HavMeHOBaHWe unu norotvn. Tpe6oBaHUs K NPefOCTaB/IEHNIO apeca U3roToBUTeNs npuBegeHsl B 5.1.

6.3 NpgeHTndgukayna peareHta VB[

6.3.1 HaumeHoBaHue peareHTa VIB[, nin ero KOMnoHeHTa

HanmeHoBaHune AO0JIXXHO obecne4ynmBaTtb npaBuibHyHO I/I,EI,EHTVI(*)VIKaLI,I/IrO peareHta naM KOMNOHEeHTa |/|B,C||
ana nonb3oBartend.

6.3.2 Kog/Homep napTum, HOMep JioTa

[JonxHbl 6bITb YKa3aHbl KoA/HOMep napTuu, HOMep noTa.
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6.3.3 YHuKanbHbIn ngeHtTndmnkatop yctpoiictea (UDI)

CnepyeT yunTbiBaTb TpebOBaHUA peryavpylolero opraHa K Haamyuui unaeHTudukatopa ycTpoicTea
UDI. Mpu Hannuum ykasaHHoro tpeb6oBaHus, kog UDI HaHOCAT B COOTBETCTBUM C NpaBuiamMun, NnpuBeaeHHbIMMN
B 5.2.3.

Bo3moxHO, 4To UDI Ha 3TukeTke BHYTpPEHHel ynakoBku He 6yaeT coBnagatb ¢ UDI Ha aTukeTke BHeL-
Heli ynakoBku. [lonyckaeTcs NpMMeHATb COOTBETCTBYOLWME NpasBua.

6.4 Copepxnmoe

[JOoMKHO ObITb YyKasaHO cofepXumoe KonuyecTtBa peareHTta VIB[, ecnn He ykasaHO MHOe.

Mpumep — Macca, 06bemM, 06bEM NOC/e BOCCTAaHOBIEHNS UMW YNCNO NCCeA0BaHWNA.

6.5 lMpumeHeHuve gna NB/L
[JonkHO ObITb YKa3aHO npumeHeHune peareHTa VBA.

Mpumep — «MpUMeEHeHWEe ANnst ANarHOCTUKM in Vitro» nnmn rpaduyeckuii cMMBon «usgenve MeanumMHCKoe
LN ANarHOCTUKM in Vitro».

6.6 YcnoBua xpaHeHus n obpaleHuns

[oMXHbI GbITb YKa3aHbl YC/TOBUSI XpaHEHWS B HEBCKPLITOW ynakoBKe, HEO6X0AWMbIE /1 NOAAEPXKAHUS
CTabUIbHOCTU peareHToB, KaJIM6PaTOPOB M KOHTPOJIbHbIX MaTepuasos.

[onxHbl 6bITb NPUBEAEHBI APYTUE YC/TOBUS, KOTOPbIE BAUSIOT Ha 06palleHne UM XpaHeHUe peareHTos,
Kann6paTopoB M KOHTPOJIbHBIX MaTepPMasoB, €C/IM OHU OT/INYAKTCA OT NPUBELEHHbIX HA BHELIHE ynakoBKe.

Mpumep — Xpynkui.

6.7 Cpok rogHocTu

CpoOK rogHoOCTW, yKasaHHbIAi B MHCTPYKLMAX MO XPaHEHWto, AO/KEH OblTb BblpaXeH B COOTBETCTBUM C
TpeboBaHusaMN 5.7.

6.8 MpepynpexaeHua N Mepbl NPesoCcTOPOXHOCTHU

Ecnu peareHT VBJ, paccmaTpuBailoT Kak OnacHblii, TO 3TUKeTKa BHYTPEHHel ynakoBKU A0/KHaA cofep-
XaTb CUMBO/T C COOTBETCTBYIOLWMM 0603HAYEHNEM onacHocTK (NukTorpammolii). MpeaynpexaeHns, cBegeHns
06 0MacHoOCTM M Mepbl NPEAOCTOPOXHOCTU Takke AO0JKHbI GbiTh BK/OYEHbI B MapKUpoBKYy. Ecnu mecta Ha
3TUKETKE KOHTeliHepa HefoCTaTouHO, TO A0/KHA 6biTh HAHECEeHA MMKTOrpamMma OnacHoCTW, a NosiHas MHdop-
Mauums 06 onacHoCTW Ao/kHa 6biTb NpUBEAEHA B MHCTPYKLMW MO NPUMEHEHWIO.

Mpymep — XuMmunyeckas, paguaumnoHHas n 6uonornyeckas onacHoCcTwU.

CBefleHUs1 0 XMMMYECKOi ONAacHOCTU AOJIKHbI GblTb NPUBEEHblI HA 3TUKETKE BHYTPEHHE! ynakoBKU npu
ycnoBuu, 4yto peareHT VB[, He conpoBOXAAeTCs WHCTPYKUUSIMW MO MPUMEHEHWID, COAepXal My COOTBET-
CTBylOUIME CBEAEHUS O PUCKE U Mepax NpeaoCTOPOXHOCTH.

HauunoHanbHble /MU pernoHasbHble HOPMaTUBHbIE NPaBOBble akTbl MOTYT COAEpXaTb TpeGoBaHUS K
cnocobam npefocTaBneHnUs MHpopmaLumy uam npegynpexaanlnx CMMBOJIOB /11 KOHKPETHbIX ONacHOCTEN.

7 CopaepxaHue NHCTPYKLUUI Mo NpUMEHEHUIO

7.1 NHdopmauma o6 narotosurtesne

B MHCTPYKUMU NO MPUMEHEHUI0 HeobXoAMMO ykKasaTb HaMMeHOBaHWe U3roToBUTENS WK ero dupMeH-
HOe HauMMeHOBaHue WM NoroTun, a Takke afpec U3rotoBuTens. Agpec WU3roToBUTENs [OJ/DKEH cofepxaTb
MHOpMaLKIo, OTHOCALLYCA K hM3MYEeCKOMY MeCTONOJIOKEHUIO M3FOTOBUTENSA, Takyl Kak ynuua/npocnex,
HoMep/gomM/aTax, ropofd, o61acTb/pernoH, NOYTOBLIN MHAEKC, CTpaHa. A Takke HoMmep TenedoHa u/uam Homep
dhakca, n/nnn agpec Beb6-calita UM agpec 3/1EKTPOHHON NOYTbl ANA NONYYEHUS TEXHUYECKON MOMOLU.

7.2 NpeHTndmukaumna peareHta B[

B WHCTPYKUMKN MO NPUMEHEHUIKO HeOGXO,D,I/IMO YKa3aTb HauMeHOBaHue unam TOProByrw MapKy peareHta
NBL.
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Ecnm HavMeHOBaHME He MO3BOJIsieT OAHO3HAYHO MAeHTUdMLMpoBaTb peareHT VB[, To A0/KHbI GbiTh
npeaocTaB/ieHbl AOMO/IHUTENbHbIE CMOCOGLI UAEHTUUKALNN.

Mpumep — KaTanoxHbIi HOMep, Ko ToBapa.

7.3 lMpumMeHeHVe No Ha3Ha4YeHuto

MpuMeHeHne NO Ha3HaYeHUI0 OO/MKHO OblITb NOAPOGHO ONUCAHO M BKAOYATb cnegylouiee:

- N3MEPAEMYI0 BEJINYMHY;

- LeneByw ayanTopuio;

- Tvn(bl) NepBMYHON Npobbl, 06pasua;

- oyHKLMOHaN (Hanpumep, CKPWHWHF, MOHWUTOPWHI, AWArHOCTUKY WM NOATBEPXAEHUE AUATHOCTUKU,
NpPOrHo3npoBaHne, nNpeaynpexaeHune, conyTCTBYHLW YO ANATHOCTUKY);

- UICNONb3YEeTCHA NN n3genue A Ka4eCTBEHHbIX WM KOMIMYECTBEHHbIX UCC/IeA0BaHNI;

- KOHKpeTHOoe 3aboneBaHue, cocTosHWe WM akTop pucka 3aboneBaHus, KOTopoe npegnonaraetcs
BbIABUTb, YTOUYHUTb UNn andpepeHuMpoBaThb;

- npegnonaraemsbiii nonb3oBaTenb (Hanpumep, npogeccnoHanbHOe WUCNOAb30BaHMe B nabopartopum,
ncnonb3oBaHne megnLMHCKNUM pa60THVIKOM nnn No MecToHaxoXxgeHuwo I'IaLLVIEHTa);

- Mpu HeobxogmmocTu, uHgopmMauym 06 aBTOMaTU3MPOBAHHOM MW3AENNU UM O €ro nNpegHasHayvyeHun
ONs UCNONb30BAaHUS C KOHKPETHLIM U3LEe/NEM.

[JomxHbl 6bITb OMMCaHbl NpPenMyLLecTBa W OrpaHUYeHus MeauunHCKoro usgenus WBJ, B OTHOLIEHUM
npeanosiaraeMoro UCnosib3oBaHus, rge 3To Heo6xo4nmo.

MpumedyaHne 1— BHEKOTOPbIX CTPAHAX OpraHbl BNAcTU MOryT yCTaHaB/MBaTb TpeboBaHNA K U3aenusm, npes-
Ha3Ha4YeHHbIM [/151 UCMOJIb30BaHKS B KAYECTBE COMYTCTBYIOLLErO AMarHOCTUYecKoro nsgenvsi. Hanpumvep, B EBponelickom
COH3€ MOXET ObITb YKa3aHO MexXayHapoAgHoe HenaTeHToBaHHOe HavMeHoBaHue (MHH).

MpnmevaHne 2— Mpn HeO6XO,lJ,VIMOCTVI MOXXET ObITb ONUCaHO MeONUNHCKOE NpUMEHEHNe.

MpumepsbI:

- U3MepeHMe KOHLeHTpaL M NOHOB HATPUs B CbIBOPOTKeE, MsasMe UM MoYe;

- U3MEpPEeHNe KOHLEeHTpauun TUpeoTPoNnHoro ropmoHa (TT) B CbIBOPOTKE KPOBM NpY AMarHOCTUKe 3a-
60neBaHNIN LN T OBUHOW Xenesbl;

- U3MEepPeHne KOHLUEHTpaLmm NpocTaTCcneunduyeckoro aHTUreHa B CbIBOPOTKE KPOBU MY>XUUH cTapLue
50 neT Npu guarHoCTUKK paka nNpeacTaTes/IbHOM Xenesbl;

- U3MepeHne KoHUeHTpauum aHTuTen IgM K Borrelia burgdorferi B nnasme kposwu.

7.4 TlpnHUMNbLI MeTofa uccriegoBaHuA

[onxeH 6bITb ONMCAH NPUHLMN MeTo4a UccnefoBaHuns, BkAYas TMN peakunn (HanpuMep, XMMUYECKni,
MUKPOBNONOrNYECKNIA NN UMMYHOXUMUYECKUIA), MHAMKATOP WM cuctemMa o6HapyXeHus w/unu gpyrme coot-
BETCTBYOLWME NPUHUUNBL. TIPUHLUKUNBI JOMKHLI ObITb ONUCaHbl 4OCTATOYHO MOAPO6GHO, YTOOLI Mosib3oBaTesb
MOl NOHATb, Kak MeauumHckoe nsgenve NBJ cnoco6HO BbINOSHATE CBOK (DYHKLUUIO.

7.5 TpocnexmnBaeMoCTb 3HaUEHUA, MPUCBOEHHbIX KasinbpaTtopamM M KOHTPOJ/IbHbIM MaTepuasiamM
ON151 KOHTPOSA NPaBUMLHOCTU M3MEPEHUS

[omkHa 6bITb ONMcaHa MeTposiorMyeckasi NPoOC/AeXnBaeMoCTb 3HAUYEHUI, NPUCBOEHHbIX KasimGpaTopam
U KOHTPO/IbHLIM MaTepuanam A5 KOHTPOsA NPaBUIbHOCTY U3MEPEHUIA, BKIOUYas UAEHTU(UKALWIO MPUMEHU-
MbIX CTAHAAPTHbLIX 06Pa3L0B U/MNN pedepeHTHbIX METOANK U3MepPeHUs.

[omkHa 6bITb NpegocTaBneHa UHopMaUnUsi 0 MaKCUMaslbHOM OTK/IOHEHWUW MeXAy napTusiMu kanuépa-
TOPOB 1 KOHTPOJ/IbHbLIX MaTepunasnoB (ycTaHaBMMBAETCS U3rOTOBUTE/IEM) B COOTBETCTBMU C MeToA0/I0Tuel npu-
NUCbIBAHUS KanMBPOBOYHbIX 3HAYEHWUI M3rOTOBUTE/IEM KOHTPOJILHOMY MaTepuany u Kanmépatopy KOHe4YHoro
nosb3oBaTtesnisi. 3TO MOXHO NOHUMATL Kak NpefocTaB/ieHne 3HaueHUs, KOTOpoe CBsi3biBaeT Habop NMepBUYHBIX
CTaHAapTHbIX 06pasL 0B C KaM6PATOPOM U KOHTPOJIbHBIMU MaTepuasamu KOHEeYHOro Nnosib3oBaTenNs.

MoryT 6blTb YKa3aHbl 3HAYEHWE BeUUYMHbI, 3HaYeHe Heonpeae/leHHOCTY, NoslydyeHHoe Ans Kanméparto-
pa nonb3oBaTensi U/MNM KOHTPO/IbHLIX MaTepuasioB Mojib3oBaTess, a Takke YPOBEHb MOrpelHocTn, CBA3aH-
Hblli C TEXHOMIOTMYECKUM MPOLLECCOM, KOTOPbIE MOXHO OXUAATb.

M3roToBUTENb MOXET ykasaTb HeonpeAeneHHOCTb Kak AuMana3oH 3HauyeHwli, B mpejesax KOTOporo Ha-
XOAUTCS UCTUHHOE 3HauyeHue C 3afaHHbIM YPOBHEM AOCTOBEPHOCTMW; 3TO MOXET ObiTb BbIpaXeHO, HanpumMep,

6



FOCT P MCO 18113-2—2024

Kak: ot 9,8 XX/YY po 10,2 XX/YY, unn kak 10,0 XX/YY + 0,2 XX/YY, unm kak 10,0 XX/YY = 2 %, c poctosep-
HOCTbO AA %.

B fononHeHne K nHchopmauun, ykazaHHOW B MHCTPYKL MW MO MPUMEHEHMWIO, U3TOTOBUTENb MOXET yKalaTb
OOMOJTHUTENIbHYIO UH(bopMayuio, NnpefocTaBuUB ApYyrMe OOKYMEHTbl, B TOM YMc/ie no 3anpocy nosib3oBartesnis.

MpumeyaHne 1— NCO 17511 onucbiBaeT MPOCMEXMBAEMOCTb 3HAYEHWA, NPUNUCaHHBLIX KanmbpaTtopam wu
KOHTPOJ/IbHbIM MaTepuasiaMm A/1 KOHTPO/Is NPaBW/IbHOCTU, K CTaHAapTHbIM 06pasuam wu/wim peddepeHTHbIM MeToanKam
n3MepeHuin 6onee BbICOKOTO nopska.

MpumedyaHne 2— KOHTPO/bHBIA MaTepuan BKIHOHAIOT TOMbKO B TOM C/lyvae, ecnv ero 1cnonb3yrT Ais npo-
BEPKN NPaBU/IbHOCTY U3MEPEHWiA, B TO BPEMS Kak KOHTPOJ/IbHbIE MaTepuasibl NMPEeLy3nNoHHOCTY U KOHTPO/IbHbIE MaTepua-
Nbl, 4151 KOTOPbIX MHTEPB&/IbI 3HAYEHWIA NPUCBaNBAIOT A1 K&XKA0ro MeToAa/M3roToBUTENSA, He paccMaTpyBatoT, U ANS HUX
NCO 17511 He NpUMEHSIIOT.

[omkHbl 6bITb NPefocTaB/ieHbl CCbIJIKW Ha COOTBETCTBYHLLYIO HayuHYl NuTepatypy wan apyryw [o-
CTYMHYI AOKYMeHTauuo no pedepeHTHOW MeToAMKe W3MEPEHUS WM KOHTPOJIbHOMY maTepuany.

HauunoHanbHble W/MNNM pernoHanbHble HOPMaTWBHbIE NpaBOBble akTbl MOTYT cOoAepXaTb TpeboBaHUS K
METPOIOTNYECKO NPOC/IEXNBAEMOCTU 3HAYEHWIA.

7.6 KOMMOHEHTbI

JonxeH 6bITb NpuBeAEH MepeyeHb BCEX MNPEefOCTaB/EHHbIX KOMMOHEHTOB/MaTtepuasnos, Bk/IOYas
[laHHble 0 npupofe, YuC/e, KOMMYECTBE, KOHLEHTpaUuuu WM COAepXaHUu KOMMOHEHTOB, y4yacTBYHLIUX B
peakuuu.

Mpumep 1— AHTUTENA.

JonxHa 6biTb NpUBeAeHa MHOPMALUS, Kacalwascs APYrnx KOMMNOHEHTOB, KOTOPbIE MOTYT BUATb Ha
METOAUKY UCC/ef0BaHUS.

Mpumep 2 — ®ochaTHbIN 6ydep 10 MM.

7.7 [ononHuTenbHoe Heo6xoAMMoe o6opyaoBaHue U/nnu Matepuansl

[JomkHo 6bITb NepeyncneHo cneuunanbHoe obopynoBaHue, HeEO6XoAMMOe AN NPAaBUIbLHOIO BbIMOMHE-
HUSI nccnepoBaHua M 6e30MacHOro MCNOJIb30BaHUA U34enns, HO He NpefoCTaB/IieMOe U3roTOBUTENEM.

[JonxHa 6bITb NpegocTaBfieHa MHpopmaymsa, Heobxoanumas Anst Toro, YTo6bl NPaBUAbLHO MAEHTUULM-
poBaTb U NOAKIOUYNTL cCneynanbHoe o0bopyaoBaHue.

7.8 MoprotoBKka peareHToB
[omKHbl 6bITb ONUCaHbl BCe aTanbl, He06XoAUMbIE ANA NPUTOTOB/IEHUA peareHTa(oB).

Mpumep — BoccTaHoBEHME, CMeLLUnBaHNE, VIHKy6aLI,VIF|, passeaeHne.

7.9 XpaHeHue 1 CPOK FoAHOCTU Mocsie NepBOro BCKPbITUS YNaKOBKU

JonxHbl 6blITb NpMBEAEHbl YCNOBUSA XPAHEHUA W CPOK FrOAHOCTM MOC/ie NEepPBOro BCKPbITUA BHYTPEHHEN
yNakoBKW, €C/IN OHM OT/IMYAKTCA OT YC/IOBMIA XpPaHEHWS U cpoka rogHOCTW, yKasaHHbIX HA MapkMpoBKe pea-
reita VIBA.

Mpn HEeo6XO4MMOCTU AO/MKHbI OblITb NPUBEAEHbI YCNOBUA XpPaHEHUS U cTabunbHOCTbL pabouymx pacTBo-
poB peareHTOB, KanMbpaTopoB N KOHTPOJIbHbLIX MaTtepuasos.

7.10 MpepynpexgeHua v Mepbl NPefoCTOPOXHOCTU U/ HeobxogMMble Mepbl U OrpaHNYeHus
MCMosb30BaHUA B OTHOLWIEHUN n3genns

WHdopmaumio npesocTasnsaioT B BUAE NpeaynpexaeHunii, Mmep npeaocTopoXHOCTU U/MAn mep, KoTopble
HEo6X04MMO MpPeAnpPUHSITS:

- NpU HEWCnpaBHOCTU W3AENUS UMM Aerpajauuu, 0 YeM CBUAETENbCTBYIOT W3MEHEHUS €ro BHELUHEro
BMAA, KOTOPble MOTYT MOB/IMATH HA NPOU3BOAUTE/ILHOCTb;

- B OTHOWEHWN BO3AENCTBUS Ha peareHT(bl) NMPOrHO3MPYEMbIX BHELIHUX BO3A4ENCTBUIA WK YCOBUIA
OKpyXawleli cpeabl, HAaNpPYMep, MarHUTHbIX MOJSIeil, BHELWHNX 3NIEKTPUYECKUX W 3NIEKTPOMArHUTHBLIX BO3Aei-
CTBMiA, 3N1EKTPOCTATUYECKOTO paspsija, U3fnyuyeHnus, CBSA3aHHOIO C AMArHOCTUYECKUMU UM TepaneBTUYeCKUMHu
npoueaypaMu, AaB/IEHUS, BIAXHOCTU WKW TEMMepaTyphbl.
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Ecnu peareHt B[ cumMtaetcd onacHbIM, MHCTPYKUUN MO NPUMEHEHUIO A0/IXHbI BK/1H0YaTb COOTBETCTBY-
ouwmne npeaynpexgeHnd, I/I,D.eHTVI(*)I/IKaTOpr npoaykra, nNMKTorpaMmmbl OnNacHOCTWU, CBeaeHund 06 onacHocTU U
Mepbl NPefoCTOPOXHOCTU. [os/mKHa 6bITb npenocrtaB/ieHa VIH(*)OpMaLI,VIﬂ, no3posidAwwand nosb3oBaTtesito CHU-
3UTb PUCKU, CBA3AHHbIE C OMACHOCTAMW NPU XpPaHEHUN NPUMEHEHUN UNN yTunusauynu peareHta VB, skniwoyas
pPasyMHO nNporHosnmpyemoe HenpaBu/ibHOE MUCMOJ/iIb30OBaHKE.

MprMep — XrMrYeckasi, paauoak TrBHas U 61onornyeckas onacHoOCTU.

HaumnoHanbHble W/MANM pernoHanbHble HOPMaTWBHbIE NMpaBOBble akTbl MOTYT coAepXaTb TpeboBaHuS K
cnocobam npegocTaBneHUa nHopmaum nnum npeaynpexapanwnx CMMBOIOB 418 KOHKPETHbIX ONacHOCTEeN.
MpumeHsatoT TpeboBaHna NCO 14971, oTHocsAwMecs K MHopmauum gnsa obecnevyeHust 6e3onacHoOCTy.

MpumedyaHne 1— WHgopmMauuto, KoTopas No3BOSIET MNOMb30BATENSIM CHU3WUTb PUCK MPUMEHEHUS MEULH-
CKOro m3genusi, HasbiBatoT «MHGOopMaLmsa no 6esonacHocT» (cm. VCO 14971).

VHdopmayus, npegocTaB/ieHHan U3roTOBUTENEM, A0J/XKHA coAepXaTb npeaynpexaeHus, ecnm peareHt
NBJ, coaepxuT BelecTBa Ye/10BEYECKOT0, MUKPOBHOIO MM XUBOTHOTO NPOMCXOXAEHUS, KOTOPble NpeacTaB-
NAT PUCK UHPULMPOBAHUSA.

Takxe go/mkHa OblTb NpegocTaBneHa MHGopMauuns o 6e3onacHoM obGpaleHUn ¢ onacHbIMU MaTepua-
namMmum n nx ytnnunsauumu.

Ecnu peareHT VB[ npegHasHayeH Ans O4HOKPATHOro MCMoNb3oBaHWs, TO AO/KHA 6blTb NpeacTaBneHa
MHopMaLus, cogepxallasi CoOOTBETCTBYOLEE NpeaynpexaeHne (CM. NpMMeHeHne No Ha3Ha4vyeHuto).

MpumeyaHue 2 — B HEKOTOPbIX CTpaHaxX KOMMETEHTHble OpraHbl B/IaCTU MOTyT yCTaHaB/MBaTb TpeGoBaHUs
K coflepXXaHuio npeaynpexmaeHnii u Mep NpefoCTOPOXHOCTA WU HEOBXOAMMbIX Mep U OrpaHUYeHni B OTHOLLEHUN UC-
nosib3oBaHua m3genus. Hanpumep, B EBponeiickoM cotose (EC) MHCTPYKLMM MO NPYMEHEHWIO COAepXaT Mepbl NpeaocTo-
POXHOCTV B OTHOLLEHWM MaTepuasioB, COAEPXALLMXCS B U3LENMM, KOTOpble BK/IHOYAIOT WAW COCTOAT U3 BELLECTB, SIB/SI-
IOLLMXCS KaHLLePOreHHbIMM, MyTareHHbIMU Ui 061aalolMX PEnpPoAyKTUBHON TOKCUUYHOCTBIO, KOTOPbIE MOTYT HapyLWUTh
paboTy 3HAOKPUHHO CUCTEMbI M MPUBECTM K CEHCMBUM3ALMN WU anfieprmyeckoii peakuyu y nauveHTa Wiy nosib3oBa-
Tens. PerynsitopHble Tpe6oBaHUs Takke 063bIBAKOT M0/b30BaTE S B 06s13aTE/IbHOM MOpsiaKe COO6LIATb M3rOTOBUTESO
N KOMMETEHTHOMY OpraHy rocyaapctea — uneHa EC, B KOTOPOM MpOXWBaeT Nofib3oBaTeslb W/MAN NaUWeHT, O 060M
CEPbE3HOM MHUMAEHTE, NPOU3OLLEALLEM C U3AESUEM.

7.11 B3aTtue, o6paboTka MU XpaHeHne NepBUYHbIX NPob, 06pa3LoB

[omkHbl 6bITb YKa3aHbl Ucnofb3dyemas nepsuyHas npoba, obpasey 1 ocobble yCNoBUA ee (ero) B3ATUSA,
npegBapuTesibHOW 06paboTKM U/MNM yCNoBUA XpaHEHUs, BKAKYas NpefefibHblli CPOK XpaHEeHUs.

LonxHbl 6biTb NpMBeAEHbI cleunanbHble UHCTPYKLMKM NO NOATOTOBKE MauneHTa nepeg npoBefeHUEM
npoueaypbl B3ATUA NepBUYHON Npobbl, ob6pasua.

B nHCTpyKLuMn fomkHa ObITb NpeactaBneHa nHopMaumsa o cneymanbHbiX YCA0BUAX TpaHcnopTuposa-
HWSI MepBMYHOI Npo6bl, 06pa3ua, Hanpumep, B YCIOBUSAX HU3KUX TeMnepatyp (3aMopaxuBaHus).

7.12 MeToavka NpoBedeHUA nCCie4oBaHUNsA

[o/mKHO 6bITh NpeAcTaB/eHO NOJIHOe, NOAPO6HOEe onucaHne MeTOAMKW UccnefoBaHuns.
MeToauka AOMXHA cofepXaTb BCe CTafuu, Heo6XoMble ANt NOATOTOBKM NPOGLI, BbINOJIHEHUS UCCe-
[LOBaHUSA W NOoNyyYeHus pesysbTaTa.

7.13 MeToamKa KOHTPOJ/IA KayecTBa

[JomxHa 6bITb NMpegocTaB/ieHa gocTtaToyHas umHhopmaumsa o pabote peareHta VIBA v cpegctBa npo-
BEPKM TOrO, YTO OH paboTaeT B COOTBETCTBMM CO cneundgukayuamu. MNMpouyecc Bannpaunum MeToAuK KOHTPOS
KayecTBa npuesegeH B MCO 15198.

MpnmeyaHune — lNonb3oBarenn HeCyT OTBETCTBEHHOCTL 3a OMNpefesieHne COOTBETCTBYHOLLMX METOAUK KOHTPO-
Nna KadecTtBa Bna60paTop|/||/| N 3a 3HaHne NpUMeHNMbIX na6opaTopr|x npaBwn/1 KOHTPONA KavecTBa.

MNpumep — WaeHTudMKaums MNpueMneMbIX KOHTPOJbHbIX MaTepuasioB, YacToTa uWccAefoBaHUS
KOHTPO/IbHbIX MaTEepPUasIoB.
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7.14 O6paboTka pe3ynbTaToB UccnegoBaHuii

CTatucTuyeckme MeToAbl, UCMOMb30BaHHbIE A1 BbIYWCNEHUS pPe3ynbTaToB MCCNefoBaHWi, 4OMKHbI
6bITb OMUCaHbI, rAe 3T0 NPUMEHUMO.

MpumevyaHne — lNpumep BbIMUCIEHNSA MOXET MOMOYb NOJIL30BATESIHO NOHATL Npasw/ia NPUMEHEHUA CTaTUCTU-
YeCKnx MeToaoB.

7.15 NHTepnpeTauusa pesynbTaTtoB

Mpn Heo6XOAMMOCTM [AO/MKHbI OblTh YKa3aHbl KPUTEPUW MOATBEPXAEHUS UM OTKIIOHEHUSI Pe3y/bTaToB
uccnefoBaHus in vitro U fononHMTENbHOE NporpaMmmHoe o6ecrneyeHve unn 6asa fAaHHblX, HeobxoauMble ANs
UHTepnpeTauMm pesynbTaToB, a Takke A5 3aK/1l0YeHUss 0 He06X0AUMOCTH AOMNOIHATEIbHOTO UCC/Ief0BaHUS
npy NOSyYeHUN KOHKPETHOro pesysbTata.

MprmMep 1— Heo6x0AMMOCTb NMOBTOPHOIO UCC/EeA0BaHUS NPY HEONPeAEeHHOM (COMHUTE/IbHOM) nep-
BOHaYa/IbHOM pe3ysibTaTe.

Ecnu metoauka uccnefoBaHua npegHasHayeHa A1 NOAYYEHUA MONOXUTENIbHLIX WX OTpULLATEbHbIX
pe3ynbTatoB, AO0/DKHbI ObITb YETKO onpeaeneHbl KPUTEPUN ANA NOJTOXKUTENIbHBIX N OTpUUaTe/IbHbIX pe3y/sibTa-
TOB C 3afaHHbIMUN MOrpaHNYHbIMW 3HAYEHUAMMU.

JomxHo OblTb 06BSACHEHO AnarHocTnyeckoe 3Ha4vyeHme nojslydeHHoro pesysibtarta nccienosaHua.

Mpumep 2 — NHdopMaymsi 0 THOCUTENIbHO CTENeHN, A0 KOTOPOI oTpulaTe bHbIN pe3yibTaT UCKLOo-
YaeT WM HE UCK/TKOYaeT BO3MOXXHOCTb pUCKa 3apaxXeHns NMbo MHPULMPOBaHKs onpeaesieHHbIM OpraHM3MOM.

Ecnu meToamka uccnepoBaHus in Vitro TpebyeT uHTepnpeTauunm Bu3yasbHbiX HabMOAEHWI, LOMKHO
6bITb NPUBEAEHO AeTaslbHOe onucaHwe KpUTepueB NpeacTaBfiEHUS WM BOCNPOU3BELEHUS BO3MOXHbIX pe-
3yNbTaToB.

Mprmep 3 — LiBeTHas wWKana /18 KOJIOPUME T PUUECKUX PeaKLVIA.

7.16 ®YHKUMOHa/IbHblE XapaKTepPUCTUKN

7.16.1 AHanuTtnyeckme yHKLNOHa/IbHble XapaKTepUCTUKN
ﬂ,Oﬂ)KHbI ObITb ONMcaHbl aHanuTunyeckne beHKLI,VIOHaI'IbeIe XapakTepucTtukn, oTHocAalwmnecda K npegno-
naraemomy ucnonb3oBaHuio (cm. MCO 18113-1:2022, 3.2).

Mpumep — MNpeaen KoMYecTBEHHOIO 06HAPYXEHWs!, aHaIMTUYecKasi crneynugmyHocThb (BKoYas MHTep-
hepvipytoLLe BELWECTBA), OCTOBEPHOCTb U NPELM3NOHHOCT b (MOBTOPSEMOCTb, NMPOMEXY To4UHasi Npeuunsu-
OHHOCTb U BOCNPOM3BOAUMOCTb), MOPOroBOe 3HaUYeHne. [JaHHbI NnepeyeHb He sIB/ISieTCS NCUEpPnbIBatOLLUM.

MpuMeuvyaHne — OYHKUMOHASIbHbIE XapaKTEPUCTUKA MOTYT 6biThb MPEACTAB/IEHbl B CPABHEHWUM C peareHToM
VB[, yxe npeAcTaBneHHbIX Ha pbiHKE. MOXET GbITb MOME3HbIM rpadrieckoe NPeacTaB/ieHe co CTATUCTUKAMU perpec-
CWW 1 KOPPESSILIUN.

7.16.2 KnnHunyeckne pyHKUMOHa/IbHble XapakKTepUCcTUKu
ﬂ,Oﬂ)KHbI ObITb ONMUCAHbI K/IMHUYECKME beHKLI,VIOHaﬂbeIe XapakTepuctukn, oTHocAwmeca K npegnosara-
eMoMy ucnonb3oBaHuo (cm. MCO 18113-1:2022, 3.2).

Mpumep — AnarHocTun4yeckasd YyBCTBUTENBHOCTb, ANnarHoCcTu4deckas CI'IeLI.VI(*)I/I‘-lHOCTb. Iﬂ,iilHHI:Il\/'I nepe-
YeHb He ABAeT CA ncyepnbiBarOLLIM.

7.16.3 VIHTepBasn namepeHui

[Onsa KonnyecTBEHHbIX METOAMK MUccnefoBaHulii AO/DKeH OblTb NpuBefeH WHTepBan KOHUeHTpauuin, B
npegenax KOToporo pyHKUMOHabHbIE XapakTepucTukn peareHta VB[, BanmaupoBaHbl. 7151 Ka4eCTBEHHbIX
MeTOAMK NPy HEeo6X0AUMOCTM MOXET ObiTb yKa3aH MHTEpPBas M3MEPEHUIA.

Mpumep — OT 5 go 500 mmosb/n.

7.17 Bunonornyveckmne pedepeHTHble MHTEpPBaslbl

[ns KonM4YecTBEHHbIX METOAMK WCCeAoBaHWA [AOJ/KHbI GblTb NMpeacTaB/ieHbl 6uosioruveckue pede-
PEHTHblE WHTEpBasbl C onucaHnem pedepeHTHOW Nonynsauuu, BKIKYAA KOMYECTBO UHAWBUAYYMOB U COOT-
BETCTBYIOLLME CChIJIKA HA HAy4YHYH SMTepatypy.
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EAvHUULI n3mepeHns pe(*)GDEHTHOFO MHTepBaia O0J/IXHbl COOTBETCTBOBATb egunHMUyam, NCNoJsib3yeMblM

4Ns NpefcTaB/ieHust pesy/ibTaToB UCCnenoBaHus.

MpumedyaHune — VHpopmauys, kacarLLascs onncaHns GUOoorMYecknx pediepeHTHbIX UHTEPBA/IOB, NprBee-

Ha B [6], [7] v [9]—[16].

Takxe MOTyT GblTb NMPUBEAEHbI COOTBETCTBYOWME 3HAYEHUS 4151 NMPUHATAS MEAULMUHCKUX PeLleHUA.

7.18 OrpaHunyeHna MeTOAUKU MccriefoBaHus

LOMKHbI 6bITb ONMCaHbl t06ble OrpaHMYeHnss METOAUKM MCCnenoBaHNUs, BKIOYan crnegyolee:
a) M3BECTHble K/IMHMYECKM 3HAUYMMbIE UHTepdepmpyloL e BeLLecTBa,;
b) uccnepoBaHne o6pa3LoB, He COOTBETCTBYOLUX TPEOGOBAHMAM, U NOTEHUWANIbHbIE NOC/EACTBUA 3TO-

ro, ec/in N3BeCTHblI,

c) chakTopbl M 06CTOATENLCTBA, KOTOPbIE MOIYT BAWATL Ha pesynbTaTl, BMECTE C npefynpexaeHusiMu,

KOTOpPbIE NO3BOJIAT NpeaoTBpaTtuTb nNoaydyeHne HEBEPHOro pesysbTarta,

d) adhchbekT nepeHoca.
MpumeHsatoT TpeboBaHma MCO 14971 oTHOCMTENbHO MHGOpPMaUuM No 6e30MacHOCTK.

MpumeyaHune — WMHdopmauuio, koTopas NO3BOMSIET NOMb30BATE/NSAIM CHU3UTb PUCK UCNOMNb30BaHUA MeLULIH-

CKOro m3genuvs, HasblBaloT MHopMaumein no 6esonacHocTn (cm. MICO 14971).

7.19 CcbI/IKU Ha UCTOYHUKU

[ONXHbl 6bITb MPMBEAEHbI CCbINIKM HA COOTBETCTBYHOLL Y0 HAy4YHYK nutepaTypy.
MNpumep — MeTof n3mepeHnsi, buonoruyeckme pepepeHTHbIE MHTEPBAIbI.
7.20 YnpaBrieHne fOKyMeHTaunemn

Lo/mKHbl GbITb YKa3aHbl faTta BbiMycka WM HOMep nocriefHell pefakuun MHCTPYKLMW MO MPUMEHEHMUIo,

a Takke ee MAeHTUUKaLUMOHHbIE HOMEP; €CNu NHCTPYKUMSA 6blia nepecmoTpeHa, To TpebyeTcsa npegocTaB-
neHne nHopmaym 0 BHECEHHbIX N3MEHEHUSIX.
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MpunoxeHve JA
(cnpaBo4HOE)

CBefeHNss 0 COOTBETCTBMU CChIJIOYHbIX MEXAYHapOoAHbIX CTaH4APTOB
HaUMOHa/IbHBIM U MEXIoCyAapCTBEHHbIM CTaHAapTam

Tabnuya OA1

O603Ha4YeHne CCbISIOYHOro CreneHb O603HayYeHe N HaMMeHoBaHue COOTBETCTBYHOLWEro HaunoHasibHOrO,
MeXxayHapoaHoro ctaHgapta COOTBETCTBUA MeXrocyaapCTtBeHHOro ctaHgapta
ISO 8601-1 MOD FOCT P 7.0.64—2018 (MCO 8601:2004) «Cuctema cTaHAapToOB MO WH-

dopmauun, 6nbnnoTeyHoMy 1 nsgatenbckomy gdeny. Npepcrasnexve
hat 1 BpemeHu. O6Lume TpeboBaHUs»

ISO 14971 oT MOCT ISO 14971—2021 «W3pgenua mMeguumHckue. [pumeHeHve
MEeHeKMEHTa pucKa K MEAMLMHCKUM U3OeNsAM>»

ISO 15223-1 HOT FOCT P NCO 15223-1—2023 «W3gennsa megmuuHckme. CMMBO/IbI, Npu-
MeHsieMble 4n19 nepefayn uHdopmaumn, npefocTaBnseMoil Urotosu-
Tenem. Yactb 1. OCHOBHblE TpeboBaHUS»

ISO 18113-1 oT FOCT P NCO 18113-1—2024 «Me[nuMHCKUe n3genns ansa agnarHocTu-
K1 in vitro. WHdopmauusi, npegocTtaBneHHas uarotoButenem (Mapku-
poBka). Yactb 1. TepmuHbI, onpegeneHns u oblme TpeboBaHms»

MpumeyaHune — B HacToslwel Tabnmue MCNosb30BaHbl Criedytolinme YC/I0BHblIE 0603HAYEeHUsI CTENEHN COOT-
BETCTBUA CTaHAAPTOB!

- FOT — naeHTnYHbIE CTaHaaPThI;

- MOD — mMoandmMUMpOBaHHbIA CTaHAAPT.
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