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3 YTBEPXXAEH 1 BBEJEH B ,EI,EVICTBVIE Mpukazom ®efepasibHOro areHTCcTBa MO TEXHUYECKOMY
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diagnostic medical devicess — Information supplied by the manufacturer (labelling) — Part 2: In vitro
diagnostic reagents for professional use», IDT).
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5 BBEJEH BINEPBbIE
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€A Takxe B UHOPMaLMOHHON cucTemMe 06LLEr0 NONb30BaHNA — Ha ohuLManbHOM caiTe ®efepanbHOro
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BeBegeHve

MN3roToBWUTENN peareHToB ANS AMArHOCTWKM in vitro NpegocTaBnsAlT nonb3oBatensm vHdopmauumio,
HeobxonMmyto Ana 6e30NacHOr0 NPUMEHEHMNA U OCTXEHUSA OXMAaeMblX (DYHKLMOHANbHbIX XapaKTepUCTVIK.
Tun 1 ypoBeHb geTanein (getanusaunm) BapbyupyroT B 3aBUCMMOCTM OT Npeanonaraemoro NpuMeHeHns u
nmMetoLeiica B cTpaHe pernameHTauun. Paboyas rpynna no rno6asbHON rapMoHM3aLm CTpeMUTCS OrpaHu-
YUTb He ABMAKOWMECA HEOOXOAWMBIMU PA3INYUA MEXAY PerynupyrowmmMmm puanyeckuMm AoKyMeHTamu,
4TO6bI COKPATUTL BPEMS, Tpebyemoe AN AOCTKEHNS COOTBETCTBUA PErY/IMPYIOLWUM MHCTPYKLMSIM, 1 oGner-
UnTb CKopeiillee nNpeAocTaB/ieHVe nauveHTam HOBbIX TEXHOMOrMA n cpefcts nedenus (9). Hacrtoawmii
cTaHAapT npeacTaBnsieT coboii OCHOBY A1 rapMOHM3aLun 1 TpeboBaHWii K MapkMpoBKE peareHToB A/
ONarHocTuku in vitro.

HacToswwii cTaHAapT pernaMeHTUpyeT TO/IbKO MHhopmaumio, npeaocTaBnsgeMylo N3roToBuTensmMmm ¢
peareHTaMu ANS ANArHOCTUKM in Vitro, KanmbpaTopamu 1 KOHTPO/IbHbIMU MaTepyanamMm, npefHasHauyeHHbIMU
Ana npodheccnoHanbHOro NpuMeHeHus. Hactoawmii ctTaHgapT npegHasHadeH gnsa npyMeHeHns COBMeCTHO
c NCO 18113-1, B KOTOpPOIi cofepxatcs 06wue TpeboBaHMsA K MHhopMaLmMmn, NpefocTaBseMoi U3roToBU-
TenaAmu, n onpegeneHns o6Lmx NOHATA O MapKMPOBKe.

HacTtosAwwmin ctaHgapT ocHoBaH Ha EH 375:2001 «WHdopmauumsa, npegocTaBnsemas U3rotoButenem
C peareHTamu AN AMArHOCTUKM in Vvitro Ana npodecCuoHanbHOro npuMeHeHus» [5]. TekcT 6bl1 U3MEHEH,
yToG6bI cornacoBaTb C 4vacTtbio 2 Aupektus WCO/M3IK [4]. HO TpeboBaHus, BKIO4Yas cogepxaljmecs
B ICO 18113-1, B OCHOBHOM 3KBMBA/IEHTHbI C OPUTMHA/IbBHBIM TAPMOHWU3NPOBAHHbLIM E€BPOMENCKUM CTaH-
fapToMm. HactoAwwmidi ctaHgapT npefHasHadveH AN NoAAEpXKM OCHOBHbIX TpeboBaHMl N0 MapKupoBaHWIo
BO BCEX CTpaHax — napTHepax paboyeii rpynnbl No rnobanbHON rapMoHU3aLun, a Takke B Apyrnx ctpaHax,
UMeLWUX AN NNaHnpyLWwmnx paspabotaTb pernaMmeHTauuio gna MeguuuHCcKUX U3genuii Ans AuarHocTuku
in vitro.

[nsa peareHTOB 4715 ANArHOCTUKM in Vitro, kKanMbpaTopoB U KOHTPOSIbHLIX MaTepuanos, NpefHasHavyeH-
HbIX A1 NPUMEHEHNA COBMECTHOE MHCTPYMEHTaMu, NpefocTaBNseMbIMU TEM Xe U3rOTOBUTENEM, HACTOSALLWIA
cTaHAapT MOXET ObITb NPUMEHeH coBMecTHO ¢ MICO 18113-1 n NCO 18113-3 (20].
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HAUVWOHANBbHBIN CTAHAOAPT POCCUNCKOMWN PELEPALNMN

MEANUVMHCKWE N3LENNA ONA ANATHOCTUKW IN VITRO
VHdopmaumsa, npegoctaBnsemMas nrotosmutesiem (MapkupoBka)
YacTb 2

PeareHTbl /11 AUArHOCTMKM In Vitro ANs Npog)eccuoHaibHOIo NpUYMeHeHus

In vitro diagnostic medical devices. Information supplied by the manufacturer (labelling).
Part2. In vitro diagnostic reagents for professional use

fataBBegeHns — 2016—11—01

1 O6nacTb NpUMeHeHUs

HacTtosAwuin ctaHgapT ycTaHasMBaeT TpeboBaHus K MHopmMauuy, npefocTaBnsaemMol usrotoButenem
ANA peareHToB ANS AMATHOCTUKK in vitro AN npodeccuoHasbHOro NpuMeHeHns. Kpome Toro, HacTosLuii
cTaHfapT TakkKe MpUMeHseTcs K uHdopmauuun, npefocTaBnsAeMoil n3rotoButenem AN kanmbpaTopos U
KOHTPO/IbHbIX MaTepuanos, MNpefHasHayYeHHbIX AN NpohecCMoHanbHOro MNPUMEHEeHUs COBMECTHO
C MeAULMHCKUMMN N34eNUAMU 4158 AUArHOCTUKK in Vitro.

HacTosAwwuii ctaHaapT MOXeT Takke 6blTb NPUMEHEH B OTHOLLIEHUW NPUHAANEXHOCTEN.

HaCTOﬂLU,I/IVI CTaHOapT NPUMEHAT K3TUKETKaM ANA BHELWHUX U BHYTPEHHUX YNakoBOK N ANA NHCTPYKLUNN
no NpUMEeHeHUHo.

HacTosAwwuii ctaHaapT He NPUMEHSIOT B OTHOLLEHUN:
a) WHCTPYMEHTOB WX 060pyA0BaHUA AN ANArHOCTUKM in Vitro,
b) peareHTOB A1a 4MAarHOCTUKM in Vitro A/19 CamMOTeCTUPOBaHUS.

2 HopmaTuBHbIE CCbINKM

B HacTosfWweMm cTaHfapTe UCMO/b30BaHbl HOPMAaTUBHbIE CCbISIKW HA cneaytolme cTaHAapThl:

NCO 8601 3nemeHTbl faHHbIX W dopmatbl A1 obmeHa uHdopmauuein. O6MeH uHdopMauuneil.
MpeacTtaBnexne gat nepemenun (ISO 8601. Data elements and interchange formats. Information interchange.
Representation of dates and times)

NCO 14971 N3penua mepuumHckue. NMpuMeHeHWe MeHeKMeHTa pucka K MegUUUHCKUM u3gennam
(1S 014971, Medical devices — Application ofrisk managementto medical devices)

NCO 15223-1 MepuunHckne ycTtpoiictBa. CUMBOSIbI, WUCNO/Mb3yeMble Ha Apblkax MefuLUHCKMX
YCTPOIACTB, NP1 MapKUpOBKe 1 B NpeaocTaBnsemMoii nHgpopmayun. Hacto 1. O6wme TpebosaHmsa (1S 015223-1,
Medical devices — Symbols to be used with medical device labels, labelling and information to be supplied —
Part 1: General requirements)

NCO 18113-1 MeguumHckue u3genuns N8 AUarHocTuky in vitro. WHdopmauusa, npegocrasnsemas
n3rotosutesnieMm (MapkupoBka). Hactb 1. O6wume TpeboBaHma nonpegenernns (1S 018113-1, In vitro diagnostic
medical devices — Information supplied by the manufacturer (labelling) — Part 1: Terms, definitions and
general requirements)

EH 980 CumBonbl rpadiuueckune ana Mapkuposkm MeauumHekux npuéopos (EN 980. Graphical symbols
for use in the labelling of modical devices)

N3paHne opuymnanbHoe
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3 TepMuHbI 1 onpepeneHns
B HacToALWeM cTaHAapTe NPpUMeHeHbl TepMUHbLI no 1 C 018113-1.
4 O6wme NonoxeHust

4.1 OCHOBHble TpeboBaHuUs

MpumeHsatoT TpeboBaHus, ycTaHoBeHHble B ICO 18113-1.
Mpu ncnonb3oBaHUM CUMBOJI0B NPUMEHAIOT TpeboBaHua MCO 15223-1 n EH 980.

4.2 NpeHTudmnkaunss KOMNOHEHTOB HA6OPOB peareHToB

MPUMEHUTENBHO K HAGOPY peareHToB KaX/blli KOMMOHEHT AOXEH 6bITb UAEHTUMULMPOBAH OMHAKO-
BbIMW HaMeHOBaHNeM, 6YKBeHHbIM 0603HaYEHNEM, HOMEPOM, CUMBOJIOM, LIBETOM OKPAaCKW U rpaduyeckim
3HAKOM Ha BCEX 3TUKETKAX U B UHCTPYKLUM NO NPUMEHEHWIO.

5 CopgepxaHne 3TUKETKN BHELIHEro KoHTelHepa (YnakoBKm)

5.1 W3rotoBuTENb
Llo/XHbI 6bITb NPUBEAEHbI HAMMEHOBaHME N aApec N3roToBUTENS.

MpumeyaHnune — B EBponelickom Cotw3e TpeGylT NPMBECTU HA MapKUpPOBKE BHELWHeW ynakoBKW wau B
WHCTPYKLMUN NO NPUMEHEHWI0 HaMMeHOBaHWe aBTOPU30BAHHOIO MPeACTaBUTENs U3rOTOBUTENs, ecnNu PULUYECcKU U3ro-
TOBUTENDb He pa3MelyaeTcsa a EBponelickom Cotose. CM. (8].

5.2 NpeHTndmkauma peareHTa 418 AMarHoCTuKy in vitro

5.2.1 HammeHoOBaHue peareHTa A1 ANarHOCTUKK in vitro

[o/KHO BbITb NPUBEAEHO HAMMEHOBaHWe peareHTa Ansa AMarHoCcTukm in vitro.

Ecnun HanmeHoBaHme He naeHTUULMPYET OAHO3HAYHO peareHT 415 ANarHOCTUKM in Vitro, AO/MKHbI TakxKe
6bITb NPMBEAEHbI AONONHUTE NbHbIE CPeACTBa nAeHTUdVKaLuu.

Mpumep — Homep B KaTanore, Homep ToBapa.

5.2.2 Kog cepun

[onxeH 6bITb NPUBEAEH KO CEPUN.

Ecnn Ha6op peareHToB COAePXUT pa3Hble KOMMNOHEHTbI, UMEeKLWWNE pa3Hble KoAbl cepm7|, KO4 cepun,

yKaBaHHbIIZ Ha Hapy)KHOI7I ynakoBke, A0/DXKEeH No3BO/IUTbL NpocneanTb MHAI/IBM,CI'yaI'IbeIVI KOo4 cepun Kaxaoro
KOMMNOHEHTa OT perncrpaunm n3rotosnTena npoaykumnn.

5.3 Cogepxumoe

[omxHbl 6bITb yKasaHbl 4Mc/0, Macca, 06beM, 06bemM nocne BOCCTAHOBAEHUSA W/WAWM YMCNO wcche-
L0BaHWiA.

5.4 TpepgHa3HavYeHHOE NpuMeHeHne

Ecnv npegnonaraemoe npMMeHeHne He ykas3aHO B HaMMeHOBaHuUW peareHTa A3 ANarHocTukun in vitro,
B 3TOM C/ly4aB [O/IKHO ObiTb NPMBEAEHO COKpalleHHOe ykasaHve O npejnosiaraeMoM MPUMEHEeHUN Wan
npueeaneHo B MHCTPYKLUUKX NO NPUMEHEHUIO.

Mpumep — AnA n3mepeHsa KOHLEHT paunum rnioKo3bl B nnasMe.
5.5 MpumMeHeHWe ANns aUarHoCTUKNM in vitro
[lo/mKHO BbITb Yka3aHo NpUMEHEHNE peareHTa ANs 4UarHocTUkm in vitro.

Mpumep — «lMpumeHeHne ANS AMATHOCT UKM In vitro» unu rpacduyecknii cumeon «W3genme mMeguLMHCKoe
ANA AMArHOCT MKW In Vitro».

5.6 YcnoBus xpaHeHus 1 obpalyeHuns

LonXHbI 6bITbyKa3aHbl YCN0BUSt XPaHEHUS, HEO6X0AMMbIE A5 NOALEPXKaHNA CTaGUNBHOCTU peareHTos,
Kann6paTopoB 1 KOHTPO/IbHLIX MATEPUAIOB B HEOTKPLITOM COCTOSIHUN.

Mpumep 1— OT 20 8*Cwunn 2...8 *C unu rpacnyeckunii cumson.
MwuHyc 18 “C. unm Huxe, nan i muHyc 18‘C.unu rpamyeckunin cumaon.

[0mKHbI 6bITb YKa3aHbl Apyrune ycnosusa, snnauine Ha CTabunbHOCTb.
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Mpumep 2 — CBeT, BAAXHOCTb.

[Lpyrue ycnosus, KoTopble BANSAIOT Ma o6palleHne Wi XpaHeHne peareHToB, KaimbpaTopoB W KOHT-
PO/IbHbIX MaTepnanosB, AO0/KHbI ObITb oXapakTepusoBaHbl.

Mpumep 3— XpynkocThb.

5.7 CpokrogHocTtn

[JomkeH 6bITb yKa3aH CPOK rOHOCTN, OCHOBaHHbIW Ha YCTaHOBMEHHbIX MHCTPYKLMAX MO XPaHEHNIO.
CpOK rogHOCTN AO/MKEH ObiTb BbIPaXEH Kak rof,. MecsL, Uin ieHb, Koraa 310 COOTBETCTBYET YC/TOBUAM.
MpumeHstoT TpebosaHus NCO 8601.

Mpumepbl — «CCYY-MM-DD» nnn kCCYY-MM».

Ecnv npuBefeHbl TONbKO rof U Mecsil, CPOK FOAHOCTY UCTEKAET B NOC/EAHWI AeHb YKa3aHHOro Mecsila.
JTUKeTKa Ha BHELLHEN ynakoBKe [O/KHA yKa3blBaTb CPOK FOLHOCTM KOMMOHEHTa, UMeKLLEero Hanbonee
paHHWii CPOK roAHOCTU.

5.8 MpepynpexaeHusa n npefocTepexeHns

Ecnu peareHT 4151 AUArHOCTKKM in Vitro paccMaTpMBaloT Kak OnacHbIii, BHELLHSA ynakoBKa A0/HKHA ObITb
MapKnpoBaHa COOTBETCTBYIOLLMM C/IOBECHBIM NpeaynpexaeHnemM 06 onacHoCTM UV CUMBOJIOM ONACHOCTMY.

anMprl —_ XI/IMVIHECKaH, pagunoakTuuBHaa u 6unonornyeckas onacHoc Th.

B Tom cnyuyae, ecnu cywecTByeT XMMUYeckas onacHOCTb, €C/IM peareHT AN AWarHoCTUKK in vitro He
CONPOBOXAAETCA WMHCTPYKUMEA No MpYMeHeHWto, cofepxalleli ykasaHus O COOTBETCTBYHOLLEM puUcke ”
6€e30MacHOCTK, 3TU yKa3aHWs AO/MKHbI ObITb NOMELLEHbI HA 9TUKETKE BHELLHER yNakoBKy.

YkazaHua WauM CMMBOJIbI, MpefocTeperawlie o crneuudmryeckoit onacHoctTv, MoOryT TpeGoBaTbCs
B COOTBETCTBUU C HALMOHA/IbHLIMU, PETMOHAIbHLIMU U MECTHLIMU NpaBUIamMu.

6 CoaepxaHve 3TUKETKN BHYTPEHHEN YNakoBKu

6.1 O6Lwue nosoxeHus
6.1.1 EpMHCTBEHHas yrnakoBKa

ECnn BHYTpeHHsil yrnakoBKa SIBMISIeTCA Takke W BHeELUHeli YnakoBKOW, NpUMeHsloT TpeGoBaHwus,
ykasaHHble B pasgene 5.

6.1.2 3TmkeTKa Manoro pasmepa
Ecnu pasmep 3TUKETKM BHYTPEHHEN YyNakKoBKN HEAOCTAaTOYEH 4151 TOr0, YTO6bI NOMECTUTb BCH MHCOP-

MaLmio. YKazaHHyH HUXe, MHhopMaLus, NpMBeeHHas B cekuusx 6.5,6.6 1 6.7. MOXeT 6bITb COKpallleHa uiu
onyLieHa.

MoryT NpUMEHSATb HauMOHabHbIE NN PernoHasbHble npasuna.
6.2 WN3rotoBuTesNb

M3rotoBuTenb foMKeH 6bITb VI,D,eHTVI(bVILI,VIpOBaH. JocTato4yHo NpuBECTU HAaMMEHOBaHNe U3roToBUTENA
NN TOYHYIO TOProByr Mapky nam norotmn.

6.3 NaeHTudmkauus peareHTa 4nsa AMarHOCTUKM in Vitro nam ero KOMNoHeHTa

6.3.1 HaumeHoBaHue peareHTa 415 AMarHOCTUKM in Vitro uan KOMMoHeHTa

HanmeHoBaHWe AOMXHO 06ecneynTb 415 NOSb30BaTe A NPaBUbHY UAeHTUdMKaumo peareHTa gns
AVMarHOCTUKM in Vitro UM ero KOMMNoHeHTa.

6.3.2 Kog cepun
[lonmkeH 6bITb YKa3aH Kof, cepum.

6.4 Copepxumoe

Ecnu aTo He yKa3aHo MHbIM CNOCO60M, cofiepxaHne Ao/MKHO ObITb OXapakTepnusoBaHo.
Mpumepbl — Yuncno, macca, o6bem, 06bem Nocae BOCCTAHOBAEHNA utunu YNCNO NCCNeAo0BaHWNA.
6.5 MpumeHeHWe ANs AUarHOCTUKK in vitro

[lonxHO 6bITb ONpeaeneHo NpUMeHeHe ANa AUarHOCTMKK in vitro.

Mpumep — «MpuUMeHeHne ANA AUATHOCT UKM In vitro» unu rpadrmuecknii CUMBON «U3feNne MeguLMHCKoe
008 AMArHOCT NKK In Vitro».
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6.6 YcnoBus xpaHeHUs 1 obpalleHmns

[oMmKHBbI BbITb YKasaHbl YC/IOBUSI XpaHeHUsi 0 BCKPbITUSI YNaKoBKW, HEOOX0AMMbIE AN NOAAEPXaHNs
CTabUIbHOCTY peareHToB, Kann6paTopPOB 1 KOHTPOJIbHLIX MaTEPUAIOB.

[oMmxHbl 6bITb NpUBEAEHbI N06ble UHbIE YCMOBUSA, KOTOpble BAWSOT Ha 06palleHue UIu XpaHeHue
peareHTOB, KasIMGPaTOPOB 1 KOHTPO/IbHLIX MAaTEPUASIOB, EC/IN OHU OT/INYAKOTCS OT NPUBEAEHHBIX HA BHELUHel
ynakoBke.

Mpumep — XpynKkocThb.

6.7 Cpok rogHocTu

CpoK rogHOCTN, OCHOBaHHbIN Ha YCTAHOBNEHHbIX MHCTPYKUMAX MO XpaHEHMI0, AO/HKEH ObiTb BblpaXeH
Tak. Kak ykazaHo B 5.7.

6.8 MpepynpexaeHns n npenocrtepexeHus

Ecnu peareHT 4719 4UMArHOCTUKM in Vitro paccMaTpyBalOT Kak ONacHbIii, BHYTPEHHSA ynakoBKa A0/MKHA
6bITb MapKMPOBaHa C/IOBECHbIM NPeaynpexaeHnemM Uy CooTBETCTBYIOLMM CUMBOJ/IOM(aMU) ONAcHOCTY.

Mpumepbl — XuMuyeckme, paguoakT UBHbIE U 6Monormyeckme onacHocTu.

B c/lyyae Hamumsa XMmmnyeckoli onacHoCTU, EC/IM peareHT A1 AUarHoCTUKM in Vitro He conpoBoxaaeTcs
WHCTPYKLMEN No NpyMEHEeHMto, cofepxalleli ykasaHns 0 COOTBETCTBYHOLLEM pUCKe U Mepax 6e30nacHocTH,
Takue ykaszaHusi AO/IXHbI 6bITb NPUBEAEHbI Ha 3TUKETKE BHYTPEHHET YNaKoBKM.

YkasaHusi WM CUMBOJbI MPELOCTOPOXHOCTU B CBSI3W CO CMeuudUUeckuMn puckamu MOryT 6biTb
npeanucaHbl HaUWOHAbHLIMU, PErMOHaNbHLIMU UM MECTHLIMU NPaBUIaMK.

7 CopaepXaHue UHCTPYKUNI N0 NPUMEHEHMNIO

7.1 W3rotoBuTenb
LonxHbI O6bITb NPUBEAEHbLI HAUMEHOBaHME 1 afpec N3roTOBUTENS.

MpumeuaHne — B EBponeiickom Coto3e TpeGyloT noMeuwaTb Ha BHEWHENR ynakoBKE WAM B UHCTPYKUMM Mo
NpUMEHeHU0 HavMeHOoBaHWEe aBTOPM30BAHHOIO NpefcTaBUTENsi, €CNU 3aKOHHbI W3roTOBUTENb He pacnonaraetcs
B EBponeiickom Cotose. Cm. (8].

7.2 NpeHTndvkauma peareHTa 418 AMarHoCcTuKNy in vitro

J0mxHO BbITb yKa3aHO HaMMeHOBaHVe peareHTa 4 AUarHoCTUKK in Vitro
Ecnun HanmeHoBaHWe He NO3BOASET OAHO3HAYHO NAEHTUMLMpPOBaTb peareHT 418 ANarHOCTUKM in Vitro.
[OMKHbI 6bITb NPeAoCTaBNEHbI AONONHUTENbHbIE CNOCO6LI MAEHTUMKALNN.

Mpumepbl — Homep B KaTanore, ToBapHbIii HOMep.

7.3 MNpepgHasHavyeHHOe NpuMeHeHne

Mpeanonaraemoe NpUMeHeHWEe LO/MKHO 6GbiTb ONUCAHO C COOTBETCTBYOLMMU AeTansiMu, BKIOYas
MestopaHa, TMn obpasua ¥ NonynauMio NauueHToB, ecnn 3To TpebyeTcs, MpefHasHauyeHo usgenvie Ans
KaueCTBEHHOr0, NOJTYKONMYECTBEHHOTO UM KOJIMYECTBEHHOTO UCCNELOBAHUS, A1 MOHUTOPUHIA, CKPUHUHTA
n/MAn ANarHocTrKm.

[o/KHBI 6bITb ONUCaHbI NPEUMYLLLECTBA U OFPaHUYEeHUS MeAVLMHCKOrO U3AeNnUs A5 ANAarHOCTUKM in Vitro
NPUMEHNTENbLHO K NpeanonaraeMoMy UCMoIb30BaHNI0, eC/IN 3TO HE06XOAMMO.

Mpy HEO6XOAMMOCTM MOTYT 6bITh ONMUCAHbI MEAULMHCKUE NOKA3aHWS 4151 MTPUMEHEHNS.

Mpumepbl — MeanLNHCKNE NOKA3aHNA!

- U3MepeHNe KOHUEeHT paLunn noHa HaT puUsa B CbIBOPOT Ke, Naasme UM mMoye;

m /3MepeHne KOHUEeHT pauyuym TUPEeoTPONHOro ropMoHa B CbIBOPOT Ke NpW AnarHocTuke 3abonesaHunii
WMTOBUAHOW Xenesbl;

- M3MepeHMe KOHLeHTpauuum npocTraTUYecKOro cneunduyeckoro aHTuUreHa B CbIBOPOTKE MYXUUH
cTapuwe 50 1eT npu AnarHocT UKe paka npejgcTaTeNbHOW Xenesbl;

- n3MepeHune KoHueHTpauum IgM anTuTen k Borrella Burgdorferie nnasme kposu.

7.4 TlpnHuMNbl MOTOAA NCCNefoBaHUA

[JonmxeH 6bITb ONMUCcaH NPUHLMN MEeToAa UCCNIeA0BaHUs, BKIHOUAsA TUMN peakuum (HanpuMep, XMMmnyeckas,
MUKPOGMOIOTMYeckas UM UMMYHOXUMUYECKas). WHAMKATOP WU cucTemMa 06HapyXeHus, a Takke Apyrue
OTHOCSILLMECS K 3TOl chepe AeTanu.

4
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7.5 MpocnexnBaeMoCTb 3HAYEHWI, MPUNNCaHHbIX KaimbpaTopam 1 KOHTPOJ/IbHbIM Matepuanam

npaBnNbHOCTU

[onxHa 6bITb ONcaHa MeTPOOTMYECKas NPOCIEXNBAEMOCTb 3HAYEHUIA, NPUMNMCaHHBIX KannbpaTopam
N KOHTPOJ/IbHBIM MaTepunanam npaBUIbHOCTU, BKKOYasA MAeHTMdDMKauMIO npUMeHAeMbIX pe@epeHTHle
MaTepuranoB UM MeToANK pethepeHTHbIX U3MEePEHNIA.

MpumeuyuaHme — NCO 17511 Jum UCO 18153 [3] copepxaT TpeboBaHMs NO NpoCnexumBaemMocTu A0 pe-
[bepeHTHle mMaTtepunanos nivnn A0 MeToaunk ped)epeHTHle VI3MepeHVIVI 60nee BbICOKOTO nopsagka.

,ﬂ,Oﬂ)KHbI ObITb npegoctaB/ieHbl CCbIJIKM Ha OTHOCALWMECA K ey NCTOYHUKU nnuTepaTtypbl nnmn gpyryro
[OCTYMHYIO JOKYMEHTALNI0 0 METOAMUKE pehepeHTHOro U3sMepeHusa uam pedepeHTHoOM matepuane.

MOFyT ObITb NPUMeHeHbl MeCTHbIe, permoHasibHble UM HauMoHa/lbHble NpaBuia.

7.6 KOMMOHEHTHI

[oMXHbI 6bITb NPUBEAEHBI AAHHLIE O NPUPOAE, YMCE, KOIMUYECTBE, KOHLEHTPALUU UN CofepXaHum
VHIPeAVEHTOB peakTMBa.

Mpumep 1— AHTMUTena.

JonxHa 6bITh NpuBEAeHa MHhOPMaLLWS, KacarLascs ApYrux UHIPEAVNEHTOB, KOTOPbIE MOTYT BAWSATL HA
npoueaypy U3MepeHus.

Mpumep 2 — docdaTHbIN 6ydep 10 MM.

7.7 Tpebyemoe fononHUTeNbHO 06opyaoBaHue

JomkHo 6bITb NepeuncneHo nwboe cneunanbHoe obopyfosaHue, Tpebyloweecs 418 NPaBUIbHOIO
BbINO/IHEHNS NCCNeA0BaHNA M 6e30NacHOro NPYMEHEHNS N3Aens, HO He MpeAoCcTaBNseMoe N3roToBUTENEM.

[omkHa 6bITb NpefocTasfieHa nHopmMauns, Heobxogumasi Ans TOro, 4Tobbl NO3BOAUTL UAEHTUDU-
Lu1poBaTh M NpaBubHO NPUCOeANHNTL CnelmnanbHoe 06opyaoBaHme.

7.8 lNoproToBka peareHTa

[0MXHbI 6bITb ONMCaHbl Bce aTarnbl, HEO6X0ANMbIE /1A NPUTOTOB/IEHUs peareHTa(oB).
Mpumepbl — BoccTaHoBMEHWE, CMeLUVBaHWe, MHKyGaLusi, pa3BefeHue.

7.9 XpaHeHWe 1 CPOK rogHOCTY MOC/ie NePBOro BCKPbITUS YNAaKOBKY

[0mKHbI 6bITh NPUBELEHBI YC/IOBUSI XPaHEHUS 1 CPOK TOAHOCTM MOC/E NEPBOr0 BCKPLITUS BHYTPEHHEN
YyNakoBKW, €C/IM OHU OT/IMYAIOTCA OT YC/IOBWIA XPaHEeHUsi U CpoKa rOAHOCTU, YKasaHHbIX Ha MapKUpoBKe
peareHTa.

Mpu HEO6XOANMOCTM A0/MKHbI GbITh NPUBEAEHbI YCII0BUS XpaHeHUs 1 CTabUNbHOCTL pa6oumnx pacTBOpoB
peareHToB, Ka/IM6PATOPOB 1 KOHTPO/IbHLIX MATEPUAOB.

7.10 MpepynpexaeHns n npegocrepexeHns

B TOM cfyyae, ecnv peareHT Ans AWArHOCTMKM in Vitro paccMaTpuBaloT Kak OmnacHblii, MHCTPYKLKSA
Nno NPUMEHEHWU0 [O/MKHA O6blTb MapkMpoBaHa CMMBOJIOM COOTBETCTBYIOLLE/ OMAacHOCTW WM cofepxaTtb
CMIOBECHOE NpeaynpexaeHue.

EcnvonacHOCTb COMETAETCs C XpaHEHUEM, MPUMEHEHNEM UIN YTUNU3ALMEN peareHTa Ans ANarHoCTUKN
in vitro, BK/to4asi BO3MOXHOE HENPaBU/IbHOE YNOTpe6neHNe, f0/KHa BbITb NPpUBELEHA MHOPMaLUs, koTopas
Nno3B0/ISEeT NOb30BATE/O CHU3UTb PUCK.

Mpumepbl — XnMmunyeckas, pagnoakTmneHasa nam 6uonornyeckas onacHoc Thb.

MoryT 6bITb MPUMEHEHbI HALMOHAbHbIE /MW PervoHasbHble NpaBuia.

MpumeHstoT TpeboBaHua NCO 14971, umeroLine OTHOLLEeHNe K MHhopMaLmmn no 6e30nacHocTu

MpumeyaHune — WNHpopmaumsa, kKoTopas N03BONSET NOMb30BaTENAM YMEHbLWUTL PUCK, Ha3blBaeTCA «UMHGOP-
Mauus no 6esonacHocTn» (cm. UCO 14971).

B Tom cnyyae, ecnu peareHT 415 ANarHOCTUKM in Vitro COAEepXuUT BelLecTBa Ye/10BEYECKOro UM XUBOT-
HOro NPOMUCXOXAEHNS, KOTOpble NpeAcTaBAAT PUCK MHPULMPOBAHUSA, AOHKHO ObITb NPYBEAEHO COOTBETCT-
BYlOLLEO npegocTepexeHune. Mpn HeobxoAMMOCTU A0/MKHA ObITb NpefocTasieHa nHopmalmsa o 6esonacHomM
NPYMEHEHUN U YyTUAU3aLUn UCMOJIb30BaHHbIX MaTepuasos.

B Tom cnyyae, ecnu peareHT Ana ANarHOCTUKM in vitro npegHasHayeH Ans o4HOKPaTHOro NpUMEHeHUs,
[OJ/HKHO 6bITb BKHOYEHO COOTBETCTBYIOLLEE YKa3aHue.
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7.11 Bs3saTue, o6paboTka n xpaHeHne obpasua

JomkHbl 6bIThb YKa3aHbl 06paseL, KOTOPbIi A0/KeH ObITb UCMOb30BaH, 1 /I06bIE CreunanbHble yCIoBus
ero cbopa, npegsapuTenibHO 06paboTkn U/MAK YCNOBUA XPaHEHWS, BK/IOUYast NpeAenbHblli CPOK XpaHEHUS.

LonxHbl 6bITb NpuBeAeHbl N0bble cneunanbHble UHCTPYKLMKM NO NOATOTOBKE MaumeHTa nepej B3s-
Tvem obpasua.

7.12 MeToauKa nccnefosaHus

[lo/mKHO 6bITb NPefocTaBieHO NOJIHOE AeTaslbHOe onMcaHne MeToAuKN uccnefoBaHns, KOTopylo cne-
ayeT NpUMEeHUTb.

MeToguka Jo/mkHa cofepxkaTb Bce CTaguu, Heobxoaumble A4S MNOATOTOBKM MPOGbI, BbINOAHEHUSA
nccnefoBaHNs U NonyvyeHns pesynbraTa.

7.13 MeTopuKa KOHTpONA
[omxkHa 6bITb NpefocTaBneHa MHpopMaumns OTHOCUTENBHO PYHKLMOHA/IbHBIX XapakTepUCTUK peareHTa
ONSA ANarHOCTUKM in Vitro n cpeAcTB MPOBEPKN UX COOTBETCTBUA 3afaHHbIM Cneundukaunsam.

MpumeuyaHune — MNonb3oBaTeNIn OTBETCTBEHHbI 3a ONpefeneHne Haanexalnx MeToAuK KOHTPoNa Ans CBoei
nabopatopun 1 3a NX COOTBETCTBME NPUMEHSEMbIM Npasunam A4ns n1a6opaTopuil.

Mpumepbl — geHTudKaLMa npuemMnemMblXx KOHT PO/SbHbIX MaTepuanos, 4YacToTa UCCNefOBaHUA
KOHT PONbHbIX MaTepnanos.

7.14 BbluncneHne pe3ynbTaToB UccnefoBaHmsa

JAonxeH 6bITb OOBACHEH MaTeMaTU4eckuii noaxogn, MNCMNOJ1b30BaHHbIN AONnA BblMUCNEHUA pe3ynbTaTta
ncenegoBaHua, ecnm 3To NpUMeEHNMO.

MprnmeyaHue — MNpumep BbIYNCIEHUS MOXET MOMOYb MONL30BATE/IO NOHATL CNOCO6 pacyeTa.

7.15 WNHTepnpeTauus pesynbTtatos

Mpy HEO6X0AMMOCTU, [OMKHbI ObITh 3afaHbl KpUTEPUM NOATBEPXKAEHUSA WU OTKIIOHEHUS pesynbTaTa
AMarHoCTMYeCcKoro uccnefosaHus in vitro, a Takke [ONONHUTE NbHbIE UCCNEef0BaHUsA, TpebyoLwmecs B TOM
cnydyae, ec/iv NoslydeH COMHUTENbHBIN pe3ynbTaT.

Mpumep — Tpeb6oBaHWe NOBTOPUTb UCCNE[0BAHNE, EC/T NepBOHaYabHbIVi pe3yNbTaT COMHUT €/bHbIA.

B ToM cnydyae, ecnu MeTofmka UCCNefoBaHUs nNpefHasHavyeHa A5t NoayvyeHUs NOSOXMUTENbHbIX Un
oTpuLAaTE/bHbIX Pe3yNbTaToB, A0/KHbI OblTb YETKO OMpeAesieHbl KpUTEPUU AN1A NONOXUTENbHBIX U oTpuLa-
TeNbHbIX Pe3yNbTaToB C 3aAaHHbIMU MOrPAHNYHLIMK 3HAYEHMAMU (TOUKaMKU OTCeYeHus), Korga 3To Heob-
XO4UMO.

[0/MKHO 6bITb 06BACHEHO ANATHOCTUYECKOE 3HAYEHMWE NOJTYYEHHOro pe3y ibTata UCcCnefoBaHus.

Mpumep — NHpopMaLns 0O THOCMTENbHO CTENEeHU, A0 KOTOPOK oTpuuaTenbHbli pe3ynbTaT UCKI0-
4aeT UNU He UCK/IloYaeT BO3MOXHOCT b pUcKa 3apaxeHns NM60 MHPULUUPOBAHNA ONpeeNeHHbIM OpraHn3mMom

B Tom cnyyae, ecnu metoguka uccnefoBaHus in vitro TpebyeT nHTepnpeTauumn BulyanbHbIX Habawge-
HWIA. JO/IKHO ObITb NPUBEAEHO AeTa/lbHOEe OnMcaHue KpUTepueBs, KOTOpble MOTYT AaTb NpeAcTaBfieHne unm
BOCMpOU3BeAeHre BO3MOXHbIX pe3ynbTaTos.

Mpumep — LiBeTHaa Tabnmua Konopume T pUYeCKUX peakuyuii.

7.16 ®YHKUWOHA/bHbIE XapaKTepUCTUKM

7.16.1 AHanuTnyeckume pyHKLMOHa/IbHbIe XapaKTePUCTUKN
[o/mkHbl 6bITb OnMMcaHbl aHanMTUYeckne (MYHKLMOHaIbHbIE XapakKTepUCTUKM, OTHOCSLWMECs K npea-
nonaraemomy npumeHeHuto (cm. MICO 18113-1, npuioxeHne A B OTHOLLEHWUN TEPMUHOB 1 ONpPeAENEHINNA).

Mpumepbl — [1Na MeTOANK KONNYECT BEHHbIX M3MEPEHWI: Npejen N3MepeHua, aHanuTuyeckas cneyu-
dhuyHOCTb (BKNOYaA MHTepdepupyllime BelwecTBa), NPaBUbHOCTb W/MAN NPEeLU3NOHHOCTbL (NnoBTOpsAe-
MOCTb. NPOMEXYTOYHASA NPELN3NOHHOCT b, BOCMIPON3BOAMMOCT b), KOF4a 3T O NPUMEHUMO. [laHHbIi NepeyeHb
He ABNAeT CSA UCHEPNbIBAK LW UM.

NMpumeudaHne — OYHKUNOHANIbHBIE XAPAKTEPUCTUKMA MOTYT GbiTb Aa@Hbl B CPABHEHUU C MEAUUMHCKUM W3fe-
ninem NS AUArHOCTUKM in Vitro, npefcTaBNeHHbIM Ha pbiHKe. MoXeT 6biTb MOME3HbIM rpaduuyeckoe npegcraBneHune
CTaTUCTMKN PErpeccun n Koppensiyum.
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7.16.2 [unarHoctuyeckme PyHKUNOHaNbHblE XapaKTepUCTUKN

[na KavyecTBeHHbIX METOAUK UCCNefoBaHUA AOMKHbI 6bITb ONUCaHbI AMarHocTnyeckne yHKLMoHab-
Hble XapakTepucTuku, OTHOCALWMecs K npegnonaraeMoMy MPUMEHEHWIO, €CAn  3TO  MPUMEHUMO
(cm. NCO 18113-1, npunoxeHve A B OTHOLLEHNN TEPMUHOB 1 ONpeaenexunit).

Mpumepbl — inarHocTunyeckas YyBCTBUTENbHOCTb, AMArHocTwMUyeckada cneynuyHoCTb, NOrpaHuny-
HO€e 3HadyeHune.

7.16.3 WHTepBan nsmepeHuns

Ona KONMYeCcTBEHHbIX METOAMK UCCNefoBaHWA A0/MKeH OblTb NpUBEAEH WMHTepBasl KOHLEeHTpauuii,
B npefenax KOTOporo (PyHKUMOHasIbHblE XapaKTepUCTUKW peareHTa AN AWArHOCTUKWU in Vitro ABNSTCA
BaINAHLIMU.

Mpumep — OT 570 500 mmonb/n.

7.17 buonornyeckue pedepeHTHble UHTepBasibl

[ns KonmyecTBEHHbIX METOAMUK UCCNef0BaHNA f0/MKHbI ObITb NpMBeAEeHbI G1onornyeckre pedpepeHTHble
MHTEepBasibl C OMMCAHHOM pedepeHTHOM MonynsAuMun, ykasaHHOM uucria Cy6bEeKTOB M COOTBETCTBYHOLUME
WUCTOYHUKN NUTEepaTypbl.

EAVHVLBI, B KOTOPbIX BblpaXXeH pediepeHTHbI WHTepBasl, [O/DKHbI COOTBETCTBOBATL eAuHMuaMm,
B KOTOPbIX BblpaXXeHbl pe3y/ibTaTbl U3MepeHus.

n pnmMmevyaHne — MH(*)OpMaLU/IIO, OTHOCALWYKCA K onucaHui 6rnonornyecknx peq)epeHTHle WHTepBanos,
cm. B (6). [7] v {10) — (1?).

MoryT 6bITb NPUBEAEHbI OTHOCSLLMECS KAENY 3HAYEHNA MeAULIMHCKNX peLLEeHNIA.

7.18 OrpaHu4yeHuss MeTOAUKN UccnefoBaHus

[omkHbl ObITb OnucaHbl N06ble OrpaHMYeHuss MeTOAWKM UCCnefoBaHusA, BKAYas wHdopmauuio,
OTHOCALLYIOCA K C/IeyIOLLUM acrnekTam:

a) W3BEeCTHble KIMHUYECKN 6n3KMne nHTepdepumpyoLLe BeLlecTsa:

b) uccnefosaHne HecOOTBETCTBYWOLWMX TpeboBaHWsAM 06pasLoB M MOTeHUManbHble MNOCNeAcTBuA
3TOr0, eC/N U3BECTHbI;

c) dhakTopbl MO6CTOATENLCTBA, KOTOPbIE MOTYT B/IMATL HA pe3ynbTaT, BMECTE C NPEA0CTOPOXHOCTAMM,
KOTOpble Mo3BONAT NPeoTBpaTUTb NoJlyYeHne HeBepHOro pesynbTara,

d) BO3MOXHOCTb NepeHoca Mexay npobamu, Korga aTo NPUMeHNMO.

MpumensoT Tpe6osaHusa NCO 14971 oTHOCMTENBHO MHAOpMaLuK no 6e3onacHocTu.

MpumevyaHne — MHdopmaumsa, koTopas No3BoaAsSeT NO/b30BATE/ISIM YMEHbLWMNTb PUCK, Ha3biBAETCA «UHAOP-
Mauueii no 6esonacHocTu» (cm. UCO 14971).

7.19 JintepartypHble CCbINIKN
[lo/mKHbI 6bITb NPUBEAEHbI CCbISIKM Ha UCTOYHWUKN TTepaTypbl.

Mpumepbl — MeToA nsmepeHus, 6uonornyeckme pepepeHTHbie NHTepBanbl.
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Mpunoxexnune JA
(cnpaBoyHOe)

CBefleHNs1 0 COOTBETCTBUM CChIZTIOYHbIX MEXAYHAPO4HbIX CTaHAaPTOB
HaLWOHaNbHbIM N MEXrocyAapCTBEHHbIM CTaHAapTam

Tab6bnunye [AL

O603HaYeHne CCblSIOYHOTO CreneHb O603HavYeHVe 1 HanMeHoBaHne COOTBETCTBYIOLLEr0 HaLMOHaIbHOTO
MeXZJyHapoAHOro cTaHjapTa  COOTBETCTBUS 1 MEXroCyJapCTBEHHOTO CTaHjapTa
MnCO 8601:2000 0T FOCT NCO 8601—2001 «Cwuctema cTaHAapToB MO MHOpMauuu,

616N1MOTEYUHOMY U N3AATENbCKOMY Aeny. MpefcTaBneHne JaT U BPEMEHU.
O6uwune Tpe6oBaHUA»

NCO 14971:2007 0T FOCT ISO 14971—2011 «W3pgenus wmMeguuuHckue. TlpuMmeHeHue
MeHe/)KMeHTa pucka K MeULUHCKUM WU3AeNnsam
NCO 15223-1:2012 oT FOCT P NCO 15223-1—2014 «W3penna mepuuumHckme. CUMBONbI,

NpYMeHsieMble NPU MapKMPOBaHUM HA MEAULUHCKUX U3LENUsAX, dTUKeTKaX
1 B COMPOBOAUTENLHON fOoKyMeHTauuu. YacTs 1. OCHOBHble Tpe6oBaHUs»

MCO 18113-1:2009 0T FOCT P MCO 18113-1—2015 «3penna meanumnHckue AN oUarHocTu-
K1 in vitro. WHopmayms, npegoctasnsemas msrotosutenem (Mapkupos-
ka). YacTb 1. TepMuHbI, onpegeneHns n obwue»

EH 980 — .

* COOTBETCTBYIOLW Wi HALMOHANbHbI CTaHAAPT OTCYTCTBYET. [l0 €ro yTBEPXAEHNA PEKOMEHAYETCA NCNONb30BaTh
nepeBof Ha PYCCKW A3blK LAHHOTO MEeXAyHapoAHOro crtaHaapTta. lNepeBoj LAHHOTO MeXAyHapOAHOro crtaHgaprta
HaxoauTtcs B ®egepasbHOM MHPOPMALMOHHOM (DOHAE TEXHUYECKUX PerfnaMeHToB U CTaH4apToB.

MpumeuyaHune — B HacToAweli Tabnmye MCnonb30BaHO crnejylollee ycs0BHOe 0603HavyeHne cTeneHn cooT-
BETCTBWA CTaHJaPTOB:
- IDT — npaeHTU4YHbIE CTaHAAPTHI.
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