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MpeancnoBune

1 NOArOTOBNEH ®eaepanbHbIM rocyfapcTBEHHbBIM BIOAXETHBIM yupexaeHUeM 3paBoOXpaHeHuUs!
«lonoBHOM UEHTP rurMeHsl U anuaemuonorun PepepanpHOro MeaUKo-BUONOrMYecKkoro areHTcTea»
(®rey3 ryr n 3®MBA Poccumn) Ha ocHoBe cOBCTBEHHOTO ayTEHTUYHOTO NepeBoda Ha PYCCKUA A3bIK MeXxay-
HapoaHOro cTaHAapTa, ykazaHHOro B NyHKTe 4

2 BHECEH TexHuyeckum komuteToM no ctaHgaptusaumm TK 380 «KnuHudeckue nabopaTopHbie
nUccnenoBaHNa U AUarHOCTUYECKNEe TECT-CUCTEMbBI UH BUTPOY

3 YTBEPXAEH W BBEAEH B JEWCTBUE Mpukasom ®eaepansHOro areHTCTBa No TeXHUYECKoMy
perynuposaHuio u metponorum ot 30 okTabpa 2015 r. Ne 1676-ct

4 Hacroawmi cTaHgapT naeHTUYeH mexayHapogHomy ctanaapty MCO 18113-5:2009 «MeguumHckue
n3genuns ana auarHocTuku in vitro. Mndpopmaums, npegoctasnsemas nsrorosutenem (Mapkuposka). HacTb 5.
UHCTpyMeHTBI ANA anarHocTuku in vitro ona camotectuposaHusay (ISO 18113-5:2009 «/n vitro diagnostic
medical devices — Information supplied by the manufacturer (labelling) — Part 5: In vitro diagnostic
instruments for self-testing»).

Mpu NpyMeHeHNU HacTosILLero cTaraapTa pekoMeHAyeTCA UCMOoNb30BaTb BMECTO CChINIOYHbIX MeXay-
HapodHbIX CTaHOapTOB COOTBETCTBYWOLUME WM HauuoHanbHble cTaHgapTel Poccuiickon ®egepauun
(v genrcTByOLWME B 3TOM KavyecTBe MeXrocyaapCTBeHHble CTaHAapThl), CBeAEHUs] O KOTOPbIX NpUBeAEeHbI B
OOMONHUTENLHOM NpunoXxeHun JA

5 BBEJEH BMNEPBbIE

lpasuna npumeHeHUs1 Hacmosiweao cmaH0apma ycmaxosneHsl 8 FTOCT P 1.0—2012 (pasden 8).
UHpopmayust 06 USMeEHEHUSIX K HacmosiuieMy cmaHdapmy rybriukyemcsi 8 eXxe2o00HOM (110 COCMOAHUI0 Ha
1 ssH8aps1 mekyuwieao 200a) UHhopMaluUOHHOM yKasamerne «HalyuoHarnsHble cmaHlapmbl», a oghuyuansHbill
meKcm UsMeHeHuUl U rnornpasok — 6 eXeMecsiYHOM UHGbOpMaUUOHHOM yKasamene «HayuoHanbHbie cmaH-
Oapmbi». B criydae nepecmMompa (3aMeHbl) Uiy OMMEHbl Hacmosieeo cmaHdapma coomseemcmeyiouiee
ysedommeHue bydem ornybriukoeaHo 6 briuxallieM 8biflycKe exeMecssHHo20 UHEOPMayUOHHO20 yKa3amernsi
«HauuoraneHble cmaHdapmei». Coomsememeyrowas UHhopmayusi, ysedomieHue U meKkcmsl pasmeuia-
omesi makxe 8 UHgopmayuoHHoU cucmeme 0bLyeao rosib308aHus — Ha oguyuanbHomM calime Dedeparib-
HO20 ageHmcmea o MexHUYeCKoMy peaynuposaHuro U Memporsioauu e cemu YiHmepHem (www.gost.ru)
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BBegeHune

M3rotoBUTENM MHCTPYMEHTOB ANA AUArHOCTUKM in Vitro NpeoCcTaBnAoT Nonb3oBaTenam uHgpopmauuio,
Heobxoaumyto ans 6e30nacHoro NPUMEHeHUs U AOCTUKEHUS OXnaaeMbIX (PYHKLIMOHATBHBIX XapakTepUCTUK.
CooTBeTcTBYOWME MHCTPYKLMN MO NPUMEHEHWIO UMEIOT CYLLIeCTBEHHOE 3HaveHue ans 6e3onacHoro 1 npa-
BUNLHOrO UCNONBL3OBaHUS MUHCTPYMEHTOB ANSl ANArHOCTUKM in vitro. TUM U ypOBeHb AeTanen (geTanusauum)
BapbUpYIOT B 32BUCUMOCTU OT Npeanonaraemoro NnpuMeHeHUs 1 MMeKLLIENCA B CTpaHe pernaMmeHTaunu.

Pab6oyas rpynna no rnobanbHon rapMoHU3aLMmn CTPEMUTCA OrpaHnYnTb He SBNsoLLMecs HeobXoanMbI-
MW pasnuuna Mexay perynupyowmmMmn iopuanieckummn 4okymeHTaMmu, Ytobel cokpaTuTe Bpemsi, Tpebyemoe
ANs JOCTWKEHUS COOTBETCTBUA PerynupyoWmMM UHCTPYKUMAM, U obrerynuTb ckopeillee npedocTaBneHune
naumeHTamM HOBbIX TEXHOMOMMIA 1 cpeacTB neveHus [7]. HacToawmin ctaHgapT npeactaBnsieT coboi OCHOBY
ANsi rapmoHu3aLum TpeboBaHUn K MapKupoBKe UHCTPYMEHTOB ANA ANarHOCTUKK in Vitro.

HacToswmin ctaHgapT pernaMeHTupyeT Tofbko MHpopMaUnio, NPeaocTaBnsemMyto U3roToBUTENAMN C
WHCTPYMEHTaMW AN ANarHocTukK in vitro n obopyaoBaHuem, npeaHasHauveHHbIMNU AN CaMOTEeCTUPOBAHMUS.
HacTosawwii ctangapT npegHasHaveH Ana npuMmeHeHusi coemecTtHo ¢ MCO 18113-1, B KOTOpOM coaepxatcs
obwwme TpebosaHus K MHOPMaLK, MPeaoCcTaBIAeMOR N3roTOBUTENAMU, U onpeaeneHns o6LLMX NOHATAN O
MapKNpOBKe.

HacTtosawmuin ctaHgapT ocHoBaH Ha EH 592 [5]. TekcT 6bin naMeHeH, YtTobbl cornacosaTb C 4acTbio 2
Onpektns UCO/M3K [4], Ho TpeboBaHus, BkNovasa coaepskalineca 8 UCO 18113-1, B 0CHOBHOM 3KBUBAMEHT-
Hbl C OPUrMHanbHbLIM FrapMOHWU3NPOBAHHBIM EBPOMNENCKMM CTaHaapToM. HacToswmin ctaHaapT npeaHasHaveH
Ans noaaepKKM OCHOBHBIX TpeboBaHM MO MapKUPOBKe BO BCEX CTpaHax-napTHepax Pabodeit rpynnel no rio-
6anbHOM rapMoHu3aunn, a Takke B ApYrMx cTpaHax, MMeoLLMX perfiaMmeHTauuio Ana MeauUMHCKUX n3aenui
ANst ANarHOCTUKA in vitro Unn NnaHMpyloLwmx ee paspaboTarts.

ONs MHCTPYMEeHTOB Anst AMarHoCTUKM in vitro, npegHasHauYeHHbIX 4518 MPUMEHEHUA B CUCTeMe COBMECT-
HO C peareHTamu, NpeJocTaBNAEMbIMIN TEM Ke U3rOTOBUTENEM, HACTOSALLMIA CTaHAapT MOXET GbiTb NPUMEHeH
coBmecTHO ¢ MCO 18113-1 1 UICO 18113-4 [3].
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HAUUWOHANBbHBIAN CTAHOAPT POCCUMCKOWU O@GEDJEPALUMU

MEOWLUMHCKUE N3OENUA AnA QUArHOCTUKU IN VITRO

Undbopmauusn, npegocrTaBnsaemas UsrotosutenemMm (MapkupoBka)
YacTtb §

WHCTpYyMeHTBI ANA BUarHOCTUKW in Vitro Ans camoTecTUpoBaHUsA

In vitro diagnostic medical devices. Information supplied by the manufacturer (labelling). Part 5. In vitro diagnostic
instruments for self-testing

Oata BBegennsa — 2016—11—01

1 O6nacTb NpMMeHeHus

HacTosawwii ctaHgapT yctaHaenusaeT TpeboBaHUA K uHcbopMaumu, NpeaocTaBsSieMOoi M3roToBUTENeM
C MHCTPYMeHTaMu AN AMarHoCTUKN in vitro ana camoTtecTuposaHna. Kpome Toro, HacTosILLMiA cTaHdapT Tak-
Xe npuMeHsieTcsl B OTHOLLEHUM UHOpMaLuKn, NpeaocTaBNAeMon UroToBUTENEM ¢ annaparamu, obopyao-
BaHWeM, npeaHasHavyeHHbIMU A8 NPUMEHEHUA COBMECTHO C MHCTPYMEeHTamMun Ana AnarHocTukK in vitro ans
CaMOTECTUPOBAHUA.

HacToswmii ctaHaapT MoxeT Taioke 6biTb NPUMEHEH B OTHOLUEHUW NPUHAANEXHOCTEN.

HacToswwuin ctaHgapT He NPUMEHAETCA B OTHOLWEHUN:

a) WHCTPYKUMI No 06Cny>XUBaHUIO U PEMOHTY UHCTPYMEHTOB;

b) peareHToB ANA AnarHOCTUKMW in vitro, BKNoYaa KanubpaTopbl U KOHTPOMbHbLIE MaTepuansl, NpUMeHs-
eMble B KOHTpOne peareHTos;

C) MHCTPYMEHTOB A9 AWArHOCTUKM in vitro Ansa npodeccuoHansHOro NpUMeHeHus!.

2 HopmaTuBHbIe CCbINIKKN

B HacTosALweM cTaHgapTe UCNonb3oBaHbl HOPMAaTUBHBIE CChINIKM Ha criedyiolume cTaHaapThl:

NUCO 14971 Uspgenua meaguumHckue. MNMpuMeHeHUe MeHeKMEHTa pucka K MeQULMHCKUM U3Oenusm
(ISO 14971, Medical devices — Application of risk management to medical devices)

NCO 15223-1 Usgenua meamumHckmne. CUMBOSEI, NMPUMEHSIEMbIE NPYU MapKUPOBaHUN Ha MeANLIMHCKUX
n3penuax, 3TUKeTKax u B conpoBoauTensHon AokyMeHTaumn. Hactb 1. OcHoBHble TpebosaHus (ISO 15223-1,
Medical devices — Medical devices — Symbols to be used with medical device labels, labelling and
information to be supplied — Part 1: General requirements)

NCO 18113-1 MeguuuHckue nsgenua ans aMarHocTukn in vitro. Uidgopmauus, npegoctaBnsemas usro-
ToBUTENEM (MapkupoBka). Yactb 1. O6wme TpebosaHusa n onpegenenus (ISO 18113-1, In vitro diagnostic
medical devices — Information supplied by the manufacturer (labelling) — Part 1: Terms, definitions and
general)

M3K 61010-1 Be3onacHOCTb 3NeKTPUHECKUX KOHTPONbHO-N3MepUTENbHBIX MpUbopoB 1 nabopaTopHoro
obopyaosaHua. Hacts 1. Obwue TpebosaHua (IEC 61010-1, Safety requirements for electrical equipment for
measurement, control, and laboratory use — Part 1: General requirements)

M3K 61010-2-101 Be3onacHOCTb 3NEKTPUHECKUX KOHTPONLHO-U3MepUTenbHbIX Npubopos 1 nabopa-
TopHoro obopyaosaHust. Yactb 2-101. YacTtHele TpeboBaHWA kK MeauuMHCKkoMy obopyaoBaHuo ana naéopa-
TopHon anarHocTuku (IVD) (IEC 61010-2-101, Safety requirements for electrical equipment for measurement,
control and laboratory use — Part 2-101: Particular requirements for in vitro diagnostic (IVD) medical
equipment)

U3paune opuunanbHoe
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M3K 61326-2-6 OGopyaoBaHME aneKTpudeckoe Ana uaMepeHus, ynpasneHus n nabopatopHoro npu-
MeHeHus. TpeboBaHMA 3MeKTpoMarHUTHON coBMecTUMOCTU. HacTb 2-6. YacTHele TpeboBaHua. MeguunHckoe
obopyagoBaHue ans gvarHocTuku B nabopartopHbix ycnosusax (IEC 61326-2-6, Electrical equipment for
measurement, control and laboratory use — EMC requirements — Part 2-6: Particular requirements — /n vitro
diagnostic (IVD) medical equipment)

M3K 62366 VNagenusa meanumHckue. MNpoekTupoBaHne MeauLUUMHCKUX U3Oennui ¢ y4eToM akcnnyaTaum-
oHHon npurogHocTu (IEC 62366, Medical devices — Application of usability engineering to medical devices)

EH 980" MNpadpuueckue cMBONbI ANs NPUMEHEHWA NPU MapkUpoBKe MeavuuHckux nagenun (EN 980,
Symbols for use in the labelling of medical devices)

3 TepMuHbI M onpeaeneHus

B HacTosilwem ctaHaapTe npuMeHeHbl TepMuHbl no UCO 18113-1.

4 OcHoBHbIle TpebGoBaHuA

MpumeHsitloT TpeboBaHus, nsnoxeHHsle 8 UCO 18113-1.
CrangapTel UCO no otaenbHbIM MEAULIMHCKUM U3AENUAM ANS AUArHOCTUKW in Vitro Taioke MoryT cogep-
XaTb TpeboBaHuUsa K MHOPMaLUK, NpeJoCTaBNSIEMON N3rOTOBUTENSMMU.

Mpumep — UCO 15197 [1], UCO 17593 [2].

5 JOTUKeTKU n MapKupoBKa

5.1 OOwme nonoxeHus

MpumensitoT TpeboBaHma MOK 61010-1, MOK 61010-2-101 n MOK 61326-2-6.
B oTHoLWeHUM Ucnosnb3oBaHus cMMBOSIoB nNpumMmeHsitoT MCO 15223-1 n EH 980.

5.2 UpeHTUdUKaLma MHCTPYMeHTa ANsl AUarHOCTUKM in vitro

5.2.1 HaumeHoBaHue UHCTpPYMEHTa ANA AWarHOCTUKWU in Vitro

[omxkHo 6bITb NpMBeAeHO HAMMEHOBaHWE UHCTPYMEHTa AN ANarHoCTUKK in vitro.

Ecnu HaumeHoBaHve He ugeHTUULMPYEeT OAHO3HAYHO UHCTPYMEHT ANA AWarHoCTUKN in Vitro, AOMKHbI
ObITb TAKKE NpuBeAeHbl AoMNOMHUTENbHBIe cpeacTBa uaeHTudukauun.

lpumep — Homep e kamasoze, HOMep mosapa.

5.2.2 Homep cepumn
[omxkeH 6bITb NpMBEAEH YHUKANBHBIA CEPUAHBIA HOMEP UHCTPYMEHTA.

MpwumedyaHn e — Bce MHCTpyMeHTLI, oxBaTeiBaeMble M3K 61010, TpebyioT Hanuunsi cepunHbIX HOMEpPOB.

B ToM criyuae, ecnuv cepuiiHbin HOMEP He MpUMeHsIeTCA Ha annapaTax, 060pyaoBaHUM UNK NpUHaaNexX-
HOCTSIX, BMECTO HEro MoeT BbITb MpUMeHeH Koa napTuu.

IMpumep — Emkocmu Onst e3smus obpasya moxem 6bimb npunucaH ko0 napmuu.

5.2.3 MpumeHeHUe AnNA QUarHoCTUKN in vitro
MpuMeHeHne MHCTPYMEHTa ANA AUarHOCTUKM in vitro nomkHO ObITb yKas3aHo, ecnn aToro TpebytoT npa-
BMMA.

Mpumep — «ns npumeHeHusi @ duazHocmMuke in vitro», unu 2paguveckull cumeosn: «<MeduUUUHCKoe u3de-
nue Ans BuazHocmuku in vitroy.

6 OneMeHTbl MHCTPYKUUIM NO NPUMEHEHUIO

WHCTpyKLMM Mo NpUMEHEHWI0 MHCTPYMEHTOB AN AMArHOCTUKM in Vitro Ang caMmoTecTpoBaHUA AOMKHbI
GbITb NPOCTHLIMU AN MOHUMAaHUS.

") 3amenen Ha UCO 15223-1:2012.
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NHCTPYKLMM NO NPUMEHEHUIO MHCTPYMEHTOB AnNs AUarHOCTUKY in vitro, koraa 3To cooTBeTCTBYET, A0~
XKHbI BKIIIOYaTb crneayowyo nHhopmMaLumio:

a) Tabnuvua cogepxxaHus;

b) ouepk onepaTUBHLIX 31IEMEHTOB;

C) Avarpammbl KOHUrypauum MHCTPYMEHTa;

d) cbopka u Hanagka B BuAe TekcTa U UINiCTpaLuii;

e) rpacduyeckn BblpaxeHHbIe nNpeaynpexaeHus;

f) npumepbl NCNONL30BaHUS UHCTPYMEHTA;

g) Avarpammel 3TanoB npoLeaypsbl;

h) nepeyeHb NpuHaanexHocTen;

i) nHaexc;

j) Bepcua koHTponsa ugeHTUUKaLWMKU U NepBbIX AaHHLIX O MPUMEHUMOCTU UHCTPYMEHTA.

IMpwumeyaHn e —[PekomeHaaumm no paspaboTke pykOBOACTB M MHCTPYKUMIA NS MEAULMHCKUX U3AENni, npu-
MEHSEMbIX MPU NEYEHUN Ha JOMY, MOXHO HaWTU B ccbinke [8]].

B Tom cnyvae, ecnu U3roToBUTENb NOCTABMSIET NOMHYIO CUCTEMY, COAEPXKaLLYH peareHTbl U UHCTPY-
MeHT, Heobxoanmas uHgpopmauns MOXeT BbITb BKITHOYEHA B UHCTPYKLUA MO NPUMEHEHWUIO peareHTOB UIin B
kOMBUHMPOBaHHOE PYKOBOACTBO MO LENbHON cUcTeMe.

7 CopepxaHue MHCTPYKLMIA NO NPUMEHEHUIO

7.1 W3rotoBuTenb
[onkHbl 6bITb NpUBEAEHb HAUMEHOBaHWE U aapec U3rOTOBUTENS.

MpwumMedaHne—[BEBponerickom Cotose Takke TpebyeTcsi NPUBECTM HAWMEHOBAHWE aBTOPU3OBAHHOIO NpPea-
CTaBuTenst M3roToBMTENS, €CINU I0PUANYECKU U3TOTOBUTESb He pa3meltaercsi B EBponerickom Cotose [6]].

7.2 UpeHTudukauma MHCTpyMeHTa A4ns AUarHoCTUKM in vitro

7.2.1 HaumeHoBaHWe MHCTPYMeHTa ANA AUArHOCTUKM in vitro

[lomkHO BbITb NPMBEAEHO HaUMeHoBaHWe UHCTPYMEHTa ANA ANarHoCTUKK in Vitro.

Ecnun HaumeHoBaHWe He naeHTUdULMPYET OAHO3HAYHO UHCTPYMEHT Ansi AMarHOCTUKW in Vitro, AOMXHbI
Takke 6bITb NpUBEAEHbl AOMNOMHUTENbHBIE CPpeACcTBa uaeHTUdnKkaumn.

Tpumep — Homep 8 kamasoze, Homep moegapa.

7.2.2 UpeHTudmkauma mogyna n nporpaMmMHoro oéecnevyeHua
OTaenbHble Mogynu UHCTRYMeEHTa /unn nporpammuoe obecneyeHne B TOM cnyyae, ecnv ato Heobxo-
ANMO, AOMKHBI BbITb NAEHTUULNPOBAHEI HAaUMeHOBaHWMEM WU BEPCUEei.

7.3 NpegHa3HayeHHOE NPpUMeHEeHUe

MpeaHasHayeHHOE MPUMEHEHWEe WUHCTPYMeHTa AnA AWarHOCTUKWA in vitro gomkHo BbiTb onucaHo ¢
1Cronb3oBaHMEM TePMUHOMOMNK, NOHATHOW HenpodeccuoHany. MNpenmyLuecTsa U orpaHU4eHNs UHCTPYMEH-
TOB ANA OMarHOCTUKKM in Vitro B B3N ¢ NpeanonaraeMbiM NMpUMeEHeHUeM, Kak U1 MeauLMHCKAE NoKasaHus,
OOIMKHbI ObITb OnucaHbl, Koraa 310 HeobGxoanMo.

MNMpumep — CamomecmupoeaHue 2/110K03bI 8 KpO8U Npu s1e4eHuUU caxapHozo duabema.

ToT pakT, YTO UHCTPYMEHT ANA AMarHOCTUKN in vitro NnpegHasHaveH AN caMoTeCTUPOBaHWUA, OOMKEH
6bITb YETKO 3asBIIEH.

7.4 XpaHeHue u obpalleHue

JomkHbl BbITb NpMBeAeHbl UHCTPYKLMKX MO NOBLIM YacTHbIM TpeboBaHUAM K YCIOBUSAM OKpYKatoLLen
cpeapl, obpalleHust n/unu XxpaHeHus.

7.5 MpepocTepexeHus U NpegynpexaeHus

,U,OJ'I)KHEI ObITb npueegeHa I/lHdDOpMaLI,IAFI OTHOCUTENbHO cneayoulero:
a) OCTaTO4HbIE PUCKA, CBA3AHHbIE C yCTaHOBKOVI, NCnonb3oBaHUEM, OGCJ'Iy)KI/IBaHI/IEM, TpaHCnopTupoBa-
HUAeM, XpaHeHnem n yTVIﬂVISaLJ,I/IeI‘/‘I MHCTPYMEeHTa ANA ANarHoCTUKA in vitro.

Mpumep — Pucku, cea3aHHbie ¢ o6paujeHueM unu ydaneHueM UHUYUPOBaHHbIX TU60 MOMeHYuanbHO UH-
guyupoeaHHbIXx Mamepuasnos;
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b) nsBectHble MHTepdEpEHLNM, KOTOPbIE NPEeACTaBMAT 3HAYNTENBHBIA PUCK;

C) 3MeKTpoMarHuTHas COBMECTUMOCTb, 3MUCCUSI UMW HEBOCTPUUMYMBOCTL (MpUMeHsitoT TpebosaHus
M3K 61326-2-6).

MpumersitoT TpeboBaHna M3K 61010-1, MK 61010-2-101, MOK 62366 u NCO 14971, oTHocsLwMeCS K
Bonpocam 6e3onacHoCTy.

MpumeyaHue— MHdopmauws, koTopas Mo3BOsET NONb3OBATENSAM YMEHbLUWTL PUCK, Ha3biBaeTcA «MHGoOp-
maumsi no 6eaonacHocTu» (cMm. MCO 14971).

7.6 YcTaHOBKa UHCTPYMEHTa

7.6.1 O6Wue nonoxeHus

MHCTpyKLMK No yCTaHOBKE MHCTPYMEHTA ANt AUArHOCTUKM in Vitro AOMKHBI 6bITb MPUBEAEHBI B TOM CA1y-
Yyae, ecnv npeanonaraeTcs, YTo yCTaHOBKY OyaeT Npou3BoauTb cam Nonb3osaTterib.

Takue UHCTPYKLMK He ABNAITCA HEOBXOAUMBIMU, €CIM YCTAaHOBKY NPOU3BOAUT UCKIIOUYUTENBLHO Nepco-
Han N3roToBUTENA UNW ero NpeacTaBUTenu.

HomxkHa 6biTb NpegocTaBneHa MHopMaLms OTHOCUTENBHO AOCTYNHLIX NPUHAANEXHOCTEN, B TOM YnC-
ne cOOTBETCTBYIOWME NOAKNOYEHNS.

Mpumep 1— Unmepdpelic komnbromepa, Modysnu, NpospammMHoe obecneyeHue, MOOKI/II0YeHUe annapamHo-
20 o6opydoeaHusi.

JomkHa 6blTb NpegocTaBneHa UHpopMaLUUa OTHOCUTENLHO OFpaHUYEHUst rapaHTUid UM O ToM, rae
Takas nHdopMauna o rapaHTUAX MOXeT ObITb Nony4veHa.

Mpumep 2 — [felicmeust nonb3oeamens, komopbie desarom 2apaHmuu HedelicmeumenbHbIMU.

7.6.2 [OeicTBMA NpU NocTaBke

[omkHa 6bITb NpegocTaBneHa HopMaura OTHOCUTENBbHO cneayoLnX AeNCTBUIA:
a) pacnakoBbIBaHue;

b) npoBepka KOMMNMEKTHOCTH NOCTaBKM;

C) NpoBepka NoBpeX4eHUn Npyu TPaHCMOPTUPOBaHNN.

7.6.3 MNepexopn k onepayuam

HomxkHa 6bITb NpegocTaBneHa MHdopMaLms OTHOCUTENBHO CreayoLWMX EACTBUIA:
a) KpaTkoe onucaHue rnpolecca HavyanbHON yCTaHOBKM, BKIHOYas aTanbl npoLeaypsbl.

Mpumep — CoeduHeHue ¢ ymunumamu, coeOUHeHUsI ¢ He06X00UMbLIMU KOMITOHEeHMamu;
b) tyHKUMOHaNbHBIE NPOBEPKU NPABUIBHOCTU YCTAaHOBKM.

7.7 MNpuHUUNBI U3MEpPeHUs

[lomkHO BbITb MPUBEAEHO KpaTKoe pestoMe NPUHLIMMIOB N3MepeHns.

7.8 ®YHKLMOHaNbHble XapaKTePUCTUKU UHCTPYMEHTa ANA AUarHOCTUKM in vitro

[omxHa 6bITh NpefocTaBneHa UHpopMaLms 0 hyHKLNOHANBHBLIX XapakTepUCTUKaX UHCTpYMEHTa ANns
OWarHoCTUKu in vitro.

7.9 OrpaHuyeHuUs NpUMeHeHUs

OornxHa 6bITb NpegocTaBneHa UHpopmauns 06 orpaHn4eHUsIX NPUMeHeHUs NHCTpYMeHTa AnsA auar-
HOCTUKM in vitro.

Mpumep — Bsiskocmb Npobbl, coBMEeCMUMOCMB NPpuHadnexHocmel, nodcoeduHeHUe K KOMIMbIOMepy.
7.10 MNMoaroToBKa nepepg onepauuaMu

DomxHa 6bITb NpegocTaBneHa, Npu HeobxoAUMOCTK, criegytowas MHgopMaLms:

a) TpeboBaHue creumanbHoro obydeHns nonb3oBaTens;

b) noTpebHocTb B NiobbiX crneumanbHbIX MaTepyanax u/unu o6opyaoBaHun, HeobxoguMelx Ana npa-
BUIbHOMO NPUMEHEHUSA UHCTPYMEHTA AN AUarHOCTUKN in vitro;

€) uHopmauua Ans 3aKkasa peareHTOB U PacxodHbIX MaTepuarnos;

d) Tvn o6pasua, KOTOPLI AOMKEH BbITb UCNOMb30BaH;

e) nobble cneunansHele ycnosust c6opa obpasua U ycnoBust XpaHeHus;

f) nposepka MHCTpyMeHTa WU Hanagka Ansi npasunsbHok 1 6esonacHoi paboTol.
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7.11 OnepauuoHHas MeToAUKa

JorxkHo 6bITb NpuBeAeHo noApo6Hoe onncaHne MeToaWKU BLIMOMHEHWA AMarHOCTUYECKOTo Uccneao-
BaHusl in vitro. MeToauka AomkHa 6biTb onvMcaHa B NpoCcTbiX TEPMUHAX, KOTOPbIE MOTYT ObITb CBOBOAHO NOHA-
Tbl HenpodeccuoHanoM. Mpu onucaHuu cnegyeT usberaTb NPUMEHEHUSA TEXHUYECKUX MMM HayuHbIX
TEPMUHOB, HACKOMbKO 3TO BO3MOXHO.

MpY HanMMuMM BO3MOXHOCTM criedyeT WIMICTPUPOBAaTL OnepauMoHHYl0 MeTOAUKY AuarpaMmmoi ee
xofa, oTorpadpusaMm n/unm pucyHkamm.

[Tpwnmeyanune—[ns HenpodeccnoHanoB MOXeT GbITb MONE3HON COKPALEHHAA UHCTPYKUUS NO METOAMKE.

7.12 KoHTponbHas npoueaypa

JomxHa 6bITb NprBeaeHa MHdopmauusi o cnocobax nposepku cobnogeHns hyHKUMOHaNbHBIX Xapak-
TEPUCTUK Npu paboTe MHCTPYMEHTa Ans AUarHoCcTUKK in vitro.

Mpumep — Ons 2nokomempoe udeHmuchuKayusi NpueMaeMbIX KOHMPOSIbHLIX Mamepuasnoe, 4yacmoma uc-
cnedoesaHust KOHMPOJILHbIX Mamepuaios, delicmausi, Komopsie cnedyem NpPeonpPUHAMb e crlyvae ebixoda OaH-
HbIX 3@ YCMaHOBJIeHHbIe KOHMPO/bHbIe Npedesnbi.

7.13 YTeHue pe3ynbTaTOB UCCNEAOBaHUA

JomkHel 6bITb NpegocTaBneHbl UHCTPYKLMN OTHOCUTENbHO YTEHUSl pe3yfibTaToB AWarHOCTUYMECKOro
uccneaosaHua in vitro.

PesynbTaThl 4OMKHBI ObITh BbIpaXKEHbI 1 NPeACcTaBeHbl TakuM 06pasoM, UToObl ObITb Nerko NOHATHbI-
MU HenpodpeccuoHany.

PeaynbTaThl 4OMKHBI ObITh BbipaXKeHbl U NpeacTaBneHbl TakuMm obpasom, YTobbl n3bexaTtb UX Henpa-
BUMbHYIO MHTEpnpeTauuo HernpogeccnoHarnom.

OomkHa 6biTb NpefdcTaBneHa WHgopmaunsa OTHOCUTENbHO haKTOpPOB, KOTOpble MOTYT MPUBECTM K
HeBepHOMY pesynbTaTy, 1 NpuBedeHbl COOTBETCTBYIOWNE NPEAOCTEePEXEHUS.

7.14 CneunanbHble pyHKLUU

JomkHa 6bITb NpeJocTasneHa, npu HeobXoAMMOCTH, UHDOPMALIMA OTHOCUTENBHO CReaYoLNX CrieLy-
anbHbIX OYHKLMA:

a) aBTOMaTM4ecK1e NpoBEepKU CUCTEMBI;

b) npoueaypbl, C NOMOLLbIO KOTOPLIX MOfb30BaTESb MOXET 060CHOBAHHO NPOBEPUTb, YTO UHCTPYMEHT
ANa AWarHocTyKu in vitro cbyHkumMoHWpoBan u 6yaeT (yHKUMOHMPOBaTL, Kak Npegnonaranock BO BpeMs ero
MpUMeHeHUs;

C) npocTble NPoBepKkn PYHKLMOHANbHBIX XapaKTepUCTUK BCEA CUCTEMBI.

7.15 lMpoueaypbl BLIKMIOYEHUA

JomxkHa 6bITb NpefocTaBneHa MHopMaLMsi OTHOCUTESILHO crieayoWwmnx AencTBUIA:
a) nepeBof UHCTPYMEHTA B PEXUM OKUAAHUS;

b) BbIKNIOYEHNE UHCTPYMEHTA;

C) BpPeMeHHbIA BbIBOA UHCTPYMeHTa u3 paboThbl.

7.16 Mpoueaypb! yTUNM3auum

JomkHa 6bITb NpenocTaBneHa UHgopmauua o6 yTunusauuu, B cnydyae HeoBXoaAUMOCTH, U3pacxoao-
BaHHLIX ONacHbLIX MaTepuaros, NPMHAANEXHOCTEN U UHCTPYMEHTOB MO UX BLIXOAE U3 CTPOS.

Mpumep — PacxodHbie Mamepuarnbl, UCTIO0/1Ib308aHHbLIE Pea2eHMb! UU NPOOYKMbI peaz2eHmos, 8KmoYas
CMewaHHble ¢ 0bpa3yamu, UHCMPYMEHMbI, KOMITOHEHMbI, NPUHadAeXHOCMU, pa3psduswuecs 6amapeliku.

M3roToBUTENM AOMXKHBI NpedynpeanTb nofb3oBaTteneid 0 HE06X0AUMOCTU CBEPUTLEA Y KYPUPYHOLLIMX WX
MeaUUMHCKUX paBOTHUKOB OTHOCUTENBHO MECTHbIX TpeBGoBaHUiA Mo YTUNU3aUUm OTXOA0B.

7.17 O6cnyxuBaHue

HomxHa 6bITb NpegocTaBneHa MHOpMaLUs OTHOCUTENBHO CreayoLWMX acneKToB:

a) npodmnakTudeckoe obcnyxusaHue, KOTopoe A0MKeH BbINONHATL NONb30BaTeNb (XapakTep U Yac-
ToTa);

b) MHCTPYKUMM MO OYNCTKE, KOTOPYIO AOIMKEH BLINONHATL NoMb3oBaTenb (COBMECTUMble MaTepuarsl,
MeToauKa, YyacTtoTa).
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7.18 Mouck HeucnpaBHoCTEN

JorxkHa 6blTb NpegocTaBneHa NHpopMaLMs OTHOCUTENBHO CrieayHoLLMX acreKToB:

a) MHTepnpeTaunsa AaHHbIX O HenpaBUTbHOM OYHKLUOHMPOBAHWUN;

b) onpeaeneHune NpUYMH 0BBIYHLIX HEUCMPABHOCTEN;

C) HeWcrnpaBHOCTU, KOTOPble MOTyT BbITb UCMpaBreHbl NoMb3oBaTenem;

d) Mepbl, KOTOpble AOKHEI ObITb MPEANPUHATLI B Criydae Bbixoaa 3a KOHTPOMbHbIe npeaernbl.

7.19 Nocnepyrowme gencTBusA

JomkHbl 6bITb AaHbl peKoOMeHAaLMM OTHOCUTENbHO AEACTBUIA, BITEKAIOLLMX U3 MONYyYEHHbIX pe3yrbTa-
TOB AMarHoCTUYeCKOro uccneoBanus in vitro, B TOM Yncrie ¢ y4eTOM BO3MOXKHOCTU MONyYeHUs HernpaBuilb-
HbIX pPe3ynbLTaToB.

WHdopmauma gomkHa cogepXaTtb npeaynpexaeHne o HeAonyCcTUMOCTU MPUHATUSA Nofb3oBaTenem
CaMOCTOSITENbHBIX PELLEHNA MeAULMHCKOTo XapakTepa 6e3 npeaBapuUTENbHOMO KOHCYbTUPOBaHNS CO CBOUM
MeANLIMHCKAM cneLnanncTom.
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Mpunoxenve OA
(cnpaBoyHoe)

CBeaeHusa 0 COOTBETCTBUM CChLINMOYHBIX MEXAYHAPOAHLIX CTaHAAPTOB HaLlMOHANLHbLIM CTaHOAAPTaM
Poccuickon ®epepauum (M AeCTBYIOWUM B 3TOM KauyecTBe MeXrocyAapcTBeHHLIM CTaHAApPTaM)

Ta6nwuuya OA1

0O603Ha4eHUe CCbUOYHOro
MeXyHapoAHOro craHgapTa

CreneHb
COOTBETCTBUSA

OB6o3Ha4eHWe U HaMMEHOBaHUE COOTBETCTBYIOLLETO HALMOHANBHOTO U
MEeXrocy1JapCTBeHHOTO cTaHaapTa

NCO 14971:2007

IDT

FOCT ISO 14971—2011 «WM3penus meguuuHckue. NpuMmeHeHne meHen-
XMEHTa pUCKa K MEAULMHCKUM U3ENUSIM»

NCO 15223-1:2012

IDT

FOCT P NCO 15223-1—2014 «N3pgenusa meguuuHckne. CUMBONLI, Npu-
MEHSIEMbI€ NPY MAPKMPOBAHUM HA MEOULIMHCKUX U3AENUAX, STUKETKAX U B
conpoBoauTensHON aokymeHTaumm. Yactb 1. OcHOBHbIe TpeGoBaHus»

MCO 18113-1:2009

IDT

FOCT P UCO 18113-1—2015 «M3pgenus meguumnHckue gna in vitro gnar-
HocTuKK. MHdpopmaums, npegocraBnsemasi nponssogutenem (3TMKeTmpo-
BaHue). Yactb 1. TepmuHbl, onpegenexusi u obwme TpeGoBaHus»

M3K 61010-1:2001

MOD

FOCT 12.2.091—2012 (IEC 61010-1:2001) «be3onacHocTb anekTpuyec-
Koro o6opyoBaHus s U3MEpPEHUsi, yrpaBreHns 1 nabopaTopHoro npu-
MeHeHust. Yactb 1. O6wume TpeGoBaHus»

MO3K 61010-2-101:2002

IDT

OCT IEC 61010-2-101—2013 «be3onacHOCTb aNEKTPUYECKUX KOHTPOIb-
HO-u3MepuTenbHbiX nNpubopoB wu  nabGopatopHoro 0GopyaOBaHMSI.
YacTb 2-101. YacTHble TpeboBaHusi kK MeauumMHckoMy o60pyaoBaHuIo Anis
nabopatopHon gnarHoctukm (IVD)»

MO3K 61326-2-6:2012

IDT

FOCT P M3K 61326-2-6—2014 «O6opyaoBaHne anekrpuieckoe Ans ns-
MepeHusi, ynpaeneHus n nabopaTopHoro npumeHeHus. TpeboBaHus anek-
TPOMarHUTHOM coBmecTumocTn. Yactb 2-6. YactHolie TpebGoBaHus.
MeawnuuHckoe obopyaoBaHue ans AUMarHoCTUKKM B NabopaTopHbIX YCNOBU-
AX»

M3K 62366:2007

IDT

FOCT P M3K 62366—2013 «Magenus megnuuHckme. MpoektnposanHue
MEAVNLIMHCKUX U3JENUIA C Y4ETOM IKCIIyaTaluoHHON NPUrOgHOCTNY

EH 980

*

OTBETCTBUA CTaHOAAPTOB:

- IDT — ngeHTu4YHble CTaHaapThbl;
- MOD — moanduumnpoBaHHbIe CTaHAapThI.

* COOTBETCTBYIOWMIA HALMOHaNbHbIM CTaHaapT oTcyTcTByeT. [0 ero yTBepXKAeHUsl pEKOMEHAYeTCs MCNoIb30-
BaTb NEepeBo/ Ha PYCCKUM A3bIK 4aHHOTo MexayHapoaHoro ctaHgapta. Mepesog 4aHHOTo MexayHapoaHoro ctaHgapTa
HaxoguTtcs B PeaeparnbHOM MHPOPMALMOHHOM (POHAE TEXHUYECKMX PEIMAMEHTOB 1 CTaHOAPTOB.

MpwuMedaHune— B HacToswel Tabnuue ncnonb3oBaHbl CrneayoLwme yCrnoBHble 0603Ha4YeHNA CTerneHn co-
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