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EBpoaHanor P® EBpA33c MpusHak Tun Cratyc Name HasBaHue OTBETCBEHHbIN COTPYAHUK KommeHTapun
EN ISO 31000:2009 FOCT P ACO 31000- puckn ISO A Risk management -- Principles and guidelines MeHemkmeHT pucka. MpUHLUMNBI U PyKOBOACTBO
2010
BS EN 14136:2004 ivd EN Use of external quality assessment schemes in the Mcnonb3oBaHye NporpaMmM BHELLHEN OLIEHKM KayecTBa
assessment of the performance of in vitro diagnostic npw oueHke paboyel xapakTepucTukm nabopaTopHbIx
examination procedures [AVarHocTuyeckvx npoueayp
BS EN 375:2001 ivd EN Information supplied by the manufacturer with in vitro | IHdopmauus, npegoctasnsemas npoussoguTenem ¢
diagnostic reagent for professional use peareHTamu in vitro Ans npodeccroHanbHoro
MCMOMNb30BaHUs
BS EN 591:2001 ivd EN Instructions for use for in vitro diagnostic instruments  |Cuctembl guarHoctudeckue "in vitro". TpeGoBaHnus k
for professional use WHCTPYKLUWW ANs Nonb3oBaTenNs AMarHoCTUHECKUX
annapatoB "in vitro" npoeccMoHanbLHoro HasHayeHust
EN 13612:2002 nabopar. EN Performance evaluation of in vitro diagnostic medical |JlaBopaTopHas oLgHKa TeXHUHEeCKUX XapaKTepucTuK
devices; German version EN 13612:2002 MEAULMHCKUX YCTPOUCTB
EN 980:2008 ? MapK1poB. EN ? Symbols for use in the labelling of medical devices CnMBObI UCMONb3yeMble AN MapKUpoBaHUs
meaunsaenuii
EN ISO 13485:2016 [OCT ISO 13485- FOCT ISO 13485-2017 cucrtema 1ISO il Medical devices - Quality management systems - N3penusa meamumHckue. CUCTEMBI MEHEQXKMEHTA
2017 Requirements for regulatory purposes kayecTBa. CuctemHble TpeboBaHus Ans Lenen
perynuposaHus
EN ISO 14971:2012 FOCT ISO 14971- puvcku 1ISO A Medical devices - Application of risk management to W3nenua meauumHckve. MpuMeHeHe MEHeDKMeHTa
2011 medical devices (ISO 14971:2007, Corrected version  |pucka k MEAUUMHCKAM U3AEenUsaM
2007-10-01)
IEC 60529(2013)/Cor. nNpoekTup. IEC ? Degrees of protection provided by enclosures (IP Crenenu 3awwmthl, o6ecneumsaemble kopnycamm (ko
1(2013) Code). Corrigendum 1. IP). Monpaska 1
IEC 60601-1:2005 FOCT P M3K 60601-1- 3NeKTpo IEC ? Medical electrical equipment. Part 1. General W3apenua MeauumHckue anekTpuyeckune. HYacts 1.
2010 requirements for basic safety and essential O6wue TpebosaHus 6e30MacHOCTU C y4ETOM
performance OCHOBHbIX (DYHKLMOHAMBHbIX XapaKTEPUCTUK
IEC 60601-1-2 (2014) FOCT P M3K 60601-1-| 3MeKTpo IEC A Medical electrical equipment. Part 1-2: General WM3pnenua meguumHckue anekTpudeckue. Yactb 1-2.
2-2014 requirements for basic safety and essential O6wue TpeboBaHWsi 6e30MacHOCTH C Y4ETOM
performance - Collateral Standard: Electromagnetic OCHOBHbIX (PYHKLMOHAMbHbIX XapakTepPUCTHK.
disturbances - Requirements and tests. [ononHUTErNbHbIM CTaHAapT. SnekTpoMarHuTHas
COBMECTUMOCTb. TpeGoBaHMs U UCTIbITaHUS.
IEC 60601-1- FOCT 30324.0.4-2002 copT IEC A Medical electrical equipment. Part 1-4: General W3apenua MmeauumHckue anekTpuyeckue. Yacts 1.
4:1996/A1:1999 (M3K 60601-1-4:1996) requirements for safety - Collateral standard: O6wue TpebosaHus 6esonacHocTu. 4. TpebosaHus
Programmable electrical medical systems 6e30nacHOCTM K NpOrpaMMmUpyembIM MeAULIMHCKAM
ANEKTPOHHbIM CUCTEMaM
IEC 60601-1-6 (2013) FOCT P MOK 60601-1- 3NeKTpo IEC n Medical electrical equipment. Part 1-6: General WM3penua meguumHckue anektpudeckue. Yactb 1-6.
6-2014 requirements for basic safety and essential O6Lwue TpeboBaHust 6e30MacHOCTU C yHeToM
performance - Collateral standard: Usability. OCHOBHbIX (OYHKLIMOHAMBHbBIX XapaKTEPUCTHK.
[lononHuTenbHbI CTaHaapT. SKcnnyaTaLumoHHas
NPUrOfHOCTb.
IEC 60601-1-8-2011 [OCT IEC 60601-1-8- aneKkTpo IEC A Medical electrical equipment. Part 1-8. General WM3penua meguumHckue anektpudeckue. Yactb 1-8.
2011 requirements for safety. General requirements, tests O6wue TpeboBaHusi 6esonacHocTu. O6Lve
and guidance for alarm systems in medical electrical ~ |Tpe6oBaHus, UCMbITAHUSA U PYKOBOASLLME YKa3aHNA No
equipment and medical electrical NPUMEHEHMIO CUCTEM CUTHaANU3aLMN MEAULIMHCKNX
ANEKTPUYECKUX U3AENNA U MEANLIMHCKUX
ANEKTpU4EeCKnx cuctem
IEC 60825-1(2014) FOCT IEC 60825-1- 3MneKTpo IEC ? Safety of laser products. Part 1. Equipment BesonacHocTb nasepHoit annapatypsl. YacTs 1.
2013 claccification, requirements and user'c guide. Knaccudukaums o6opynosanus, TpebosaHus n
PYKOBOACTBO AN nonb3oBaTesnen.
|IEC 62304:2006 FOCT P M3K 62304- cotpT IEC A Medical device software - Software life cycle processes |3nenus meauumHckue. MporpammHoe obecreyeHue.
2013 Mpouecchl XU3HEHHOTO UMKna
IEC/TR 80002-1:2009 FOCT P 55544-2013 cotpT IEC A Medical devices software. Part 1. Guidance on the MporpammHoe obecneyeHvie MEAULIMHCKUX U3AENUIA.
application of ISO 14971 medical devices software Yactb 1. PykoBoACTBO Mo npumMeHeHnto MCO 14971 k
NporpaMMHOMY 0GEeCTIeHeHN0 MEULIMHCKIX U3aenuit
IEC 60601-1-1:2000 [OCT IEC 60601-1-1- 3neKkTpo IEC A Medical electrical equipment. Part 1: General W3penua meguumHckue anektpudeckue. Yacte 1-1.
2011 requirements for safety - Collateral standard - Safety  |O6wue TpeGoBaHus GesonacHocTu. TpeGoBaHws
requirements for medical electrical systems 6e30MacHOCTN K MEAULIMHCKAM 3NEKTPUYECKUM
cuctemam
1ISO 10993- FOCT ISO 10993-1- 61o 1ISO a Biological evaluation of medical devices - Part 1: Nagenus meauumuHckue. Ouerka 61M0ormyeckoro
1:2009/AC:2010 2011 Evaluation and testing within a risk management [AEeNCTBUA MeAUUMHCKUX nagenui. YacTs 1. OueHka n
process - Technical Corrigendum 1 (ISO 10993- nccnegosaHns
1:2009/Cor 1:2010)
1SO 10993- FOCT ISO 10993-7- 6u1o ISO A Biological evaluation of medical devices - Part 7: Wapenus meamumHckue. Ouexka 61onormyeckoro
7:2008/AC:2009 2011 Ethylene oxide sterilization residuals - Technical [ENCTBUS MEOULMHCKUX U3genui. YacTb 7 -
Corrigendum 1 (1ISO 10993-7:2008/Cor 1:2009) OcraTtoyHoe cofiepxxaHue aTuneHokcuaa nocne
cTepunnsauum
1SO 13408-3:2006 acen+cTtepun 1ISO Aseptic processing of health care products - Part 3: Lyo|AcenTuyeckasi o6paboTka MEAULIMHCKUX U3AENWA.
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1:2011/Amd 1:2013 n
ISO/TS 19218-2:2012

19218-2008

adverse events - Part 1: Event-type codes, Part 2:
Evaluation codes

NpVYMH HeBNaronpuATHLIX COBLITUI

EBpoaHanor P® EBpA33c MpusHak Tun Cratyc Name HasBaHue OTBETCBEHHbIN COTPYAHUK KommeHTapun
1SO 14155:2011 [OCT P UCO 14155- KNUHWKa ISO A Clinical investigation of medical devices for human KnuHuyeckue nccnenosanuws. Hagnexaiyas BbiBw.FOCT P NCO 14155-2008
2014 subjects - Good clinical practice (ISO 14155:2011) KIIMHUYeckas npakTvka yactm 1m 2
1SO 15193:2002 ivd 1ISO In vitro diagnostic medical devices. Measurement of MpuGopbl MeaMUMHCKUE ANst AnarHocTukm "in vitro".
quantities in samples of biological origin. Presentation |/3mepexue napameTpoB 06pasLoB Guonornyeckoro
of reference measurement procedures npovcxoxaeHus. MNpeacTaBneHne aTanoHHbIX
npoLieayp N3MepeHns
1SO 15198:2004 ivd 1ISO Clinical laboratory medicine - In vitro diagnostic medical | KnuHuyeckas nabopatopHas meauuuHa. MeauumHckue
devices - Validation of user quality control procedures |npu6opbl Ans AnarHoCTUKM in vitro. Banupauus
by the manufacturer nonb3oBaTeNbCKUX NPOLIEAYP KOHTPOSS KayecTsa
M3roToBUTENEM
1SO 15223-1:2012 FOCT P UCO 15223-1- MapK1poB. ISO A Medical devices - Symbols to be used with medical W3penua meguumHckue. CUMBOIbI, NPUMEHSIEMbIE NpY
2014 device labels, labelling and information to be supplied - |MapkupoBaHU1 Ha MEAVMLIMHCKUX U3AENUAX, STUKETKaxX
Part 1: General requirements 1 B COMPOBOAWTENbHOI JOKyMeHTaumu. YacTb 1.
OcHoBHble TpeGoBaHusa
1ISO 15223-2:2010 [FOCT P NCO 15223-2- MapK1poB. 1ISO il Medical devices. Symbols to be used with medical Wapnenua meguumHckue. CUMBOSLI, NPUMEHsieMble Npuy
2013 device labels, labelling, and information to be supplied. |MapknpoBaHWM Ha MEAVNLIMHCKUX U3AENUAX, 3TUKETKaX
Part 2. Symbol development, selection and validation. |v B conpoBoauTenbHOM AOKyMeHTaumu. YacTb 2.
PaspaboTka, BbIGOp 1 Banuaaums CUMBOIOB.
1SO 17511:2003 ivd 1SO In vitro diagnostic medical devices - Measurement of qu|YcTpoiicTBa MeauumHckue gmarHoctuyeckue 1n yLiro.
KonnuecTBeHHbIe M3MepeHusi Ha Gronoruieckux
oGpasuax. MeTponoruyeckas npocnexmsaeMocTb
3HaYeHui, NpUcBanBaeMbIx kanuépartopam n
maTtepuanam Ans KoHTponst
1SO 18153:2003 ivd 1ISO In vitro diagnostic medical devices - Measurement of qu|/13mepeHue konuuecTsa B GUonornyeckux obpasuax.
MeTponoruyeckas NpoCneXnBaeMoCTb 3Ha4EHMUiA,
npycBanBaeMbIx ka-nMbpaTopam 1 KOHTPOMbHbLIM
maTepuanam [f1si OnpeaeneHns KaTanuTuyeckoin
KOHLIEHTPaLMM 3K3UMOB
1SO 19001:2002 ivd 1SO In vitro diagnostic medical devices. Information supplied| Mpnu6opbl MeAVLIMHCKWE ANs AMarHOCTUKM "in vitro".
MHbopmaums, npeocTaBnsiemas U3roroBuTenem
BMeCTe C AMarHocTU4eckumm peaktmsamu "in vitro" gns
okpalu1BaHns B Guonorum
1SO 19011 :2011 FOCT P UCO 19011- cuctema ISO A Guidelines for auditing management systems PykoBoasive ykasaHna no ayanuTy cuctem
2012 Ta
1SO 22870:2006 na6opar. ISO Point-of-care testing (POCT) -Requirements for quality ¢ MposeaeHne Guonornyecknx uccnefoBaHuii naLmeHTa
noA KOHTpONeM MeauUMHCKOro y4pexaeHus.
Tpe60oBaHMs Kk KAYECTBY M KOMNETEHTHOCTK
nabopatopwuii
I1SO 5725-1:1994 MeTposIor. ISO Accuracy (trueness and precision) of measurement TO4HOCTb (MPaBMILHOCTb 1 NMPELIM3NOHHOCTL) METOA0B
methods and results. Part 1. General principles and 1 pe3ynbTaToB uamepeHuin. Yactb 1. O6Lwme npuHLMNbI
definitions 1 onpefenexus
ISO 5725-2:1994 MeTporsor. ISO Accuracy (trueness and precision) of measurement To4HOCTb (MPaBUILHOCTb U MPELIM3NOHHOCTL) METO0B
methods and results. Part 2. Basic method for the 1 pe3ynbTaToB U3MepeHwit. Yactb 2. OCHOBHON MeToA
determination of repeatability and reproducibility of a onpeaerneHns NoBTOPSEMOCTU 1 BOCMPOU3BOAUMOCTH
standard measurement method CTaHAapTHOrO MeToAa U3MepeHus
I1SO 5725-4:1994 MeTposIor. ISO Accuracy (trueness and precision) of measurement TO4HOCTb (MPaBMILHOCTb 1 NPELIM3NOHHOCTL) METOA0B
methods and results. Part 4. Basic methods for the 1 pe3ynbTaToB U3mepeHui, YacTb 4. OCHOBHblE
determination of the trueness of a standard MeTOAp! onpeAeneHns NPaBUNbHOCTU CTaHAAPTHOTO
measurement method MeToAa U3MepeHust
ISO 5725-6:1994 MeTposor. ISO Accuracy (trueness and precision) of measurement ToYHOCTb (MPaBUIILHOCTb U MPELIM3NOHHOCTb) METOLOB
methods and results. Part 6. Use in practice of 1 pe3ynbTaToB U3MepeHwit. YacTb 6. Vicnonb3oBaHue
accuracy values 3HAYEHUIN TOYHOCTU Ha NpaKTUKe
ISO 780:2015 MapK1poB. 1ISO ? Packaging — Distribution packaging — Graphical YnakoBka. TpaHcnopTHas Tapa. lpaduyeckne
symbols for handling and storage of packages 0603HaueHus, npuMeHsieMble Anst 06paboTku u
XpaHEHWs! yrakoBOK.
1SO 9000:2015 [OCT P UCO 9000- cuctema 1ISO A Quality management systems — Fundamentals and CvcTembl MeHeDKMeHTa kayecTBa - OCHOBHble
2015 vocabulary NOSIOXKEHUA 1 CroBapb
1SO 9001:2015 [OCT ISO 9001-2015 cuctema 1ISO Quality management systems — Requirements CucTembl MeHekMeHTa kayecTBa. TpeboBaHus
ISO/IEC 16085:2006 FOCT P NCO/M3K copt ISO Systems and software engineering -- Life cycle CucTembl 1 paspaboTka NPorpamMmmMHoOro obecneyeHus.
16085-2007 processes -- Risk management MpoLieccsl )KM3HEHHOTO LMKNa. YnpasneHue puckamu.
ISO/TR 18112:2006 ivd 1SO Clinical laboratory testing and in vitro diagnostic test sys|Knuxuueckue nabopatopHble TECTbI ¥ CUCTEMbI
[INarHOCTU4ECKOTO TECTUPOBAHUS.
MpodeccroHanbHble MeAULIMHCKIE YCTPOCTBA A4S
[AMarHoCTUKM in vitro
ISO/TS 19218- FOCT P UICO/TC 6auTensH. 1ISO a Medical devices -- Hierarchical coding structure for W3pnenua meauumHckue. CTpykTypa KOAOB BUAOB U He genctyet ¢ 01.01.2015
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manufacture. Test and acceptance of produced goods.
Principal positions.

npou3BOACTBO. Wcnbitanus n npuemka BbII'IyCKaeMOVI
npoaykumnu. ME)KI'OC!I:LZPCTBEHH!:IVI CTaHAapT.

EBpoaHanor P® EBpA33c MpusHak Tun Cratyc Name HasBaHue OTBETCBEHHbIN COTPYAHUK KommeHTapun
ISO/TS 20993:2006 6u1o 1ISO Biological evaluation of medical devices - Guidance on |Buonornyeckas oLeHka MEAVNLIMHCKUX U3AETUI.
a riskmanagement process PyKOBOACTBO MO ynNpaBneHunio puckamm
1S013485:2016 - cuctema ISO A Medical devices - Quality management systems - Wapenus meguuuHckue. CUCTEMbI MEHEMKMEHTA
Requirements for regulatory purposes kayecTBa. CuctemHble TpeGoBaHus Ans Luenen
perynuposanus
MDD 93/42/EEC - cuctema eBpo a DupekTnebl CoseTa 93/42 EBponelickoro
OkoHomuyeckoro Coobuectsa oT 14 uoHs 1993 roga
Mo BOMPOCY MEAMULIMHCKOro 060pyA0BaHHUSI.
MEDDEV 2.12-1rev 5 6auTenbH. eBpo Guidelines on a medical devices vigilance system PykoBopsiLLve ykasaHWs no cucteme Haasopa 3a
MEANLIMHCKAMM U3en1siMmn
MEDDEV 2.12-1 rev. 8 6auTenbH. eBpo A Vigilance system (cuctema 6autensHoctn M) PykoBoAsiLMe yka3aHusi o cucTeme Haasopa 3a Mpuka3 MuH3gpasa ot 14.09.12
MEANLIMHCKAMM U3[eNUsIMU. Ne175H — Hekuit aHarnor aToro
MEDDEVa...
MEDDEV 2.12-2 KNUHUKa eBpo Market Follow-Up.-Guidelines on post market clinical KnuHnyeckoe noctmapkeTuHrosoe HabnogeHve
follow-up
MEDDEYV 2.13 rec. 2 ivd eBpo CE-marking of established IVD devices CE-mapkupoBKa MeULMHCKUX M3aenuii Ans in vitro
[IMarHocTUK1
MEDDEV 2.7.1 Rev. 4 ? KINUHMKa eBpo il Guidelines on medical devices clinical evaluation: A PykoBoasiLLme NpUHLMMbI N0 MeANLMHCKUM
Guide for manufacturers and Notified Bodies yCTpOCTBaM. KNMHUYecKas oleHka: PykosoacTso ansa
nsrotosutenei n HotuduumposaHHbix OpraHoB
MEDDEYV 2.7-2 rev. 2 ? KIUHUKa eBpo A Guidelines for Competent Authorities for making a PykoBoasiume npuHUMNbI Ans KoMneTeHTHbIx OpraHoB
validation/assessment of a clinical investigation AN Banuaaunn/oLeHKu KNMHUYECKUX UCCreaoBaHui
application under directives 90/385/EEC and 93/42/EC |npumeHeHnus QupekTtuebl 90/385/EEC n 93/42/EC
MEDDEV 2.7-3 rev. 3 ? 6auTensH. eBpo A Clinical investigations: serious adverse reporting under |KnuHuyeckue nccnefosaHna: OTHETHI O CEPbE3HbIX
directives 90/385/EEC and 93/42/EC HebnaronpuATHbIX (NOBOYHLIX) NOCNEeACTBUAX B
cooTeeTcTBUM C [npekTusamu 90/385 / EEC 1 93/42 /
EC
MEDDEV-2.01-6 ? copT eBpo A Guidelines on the qualification and classification of PykoBoAsiLMe NpUHLMNbI MO KBanudukaumm n
stand-alone software used in healthcare within the KnaccvuKaLmm aBTOHOMHOTO NPOrpaMMHOro
regulatory framework of medical devices obecneyeHusi, UCMOMNb3yeMOro B 3paBOOXPaHEHUN B
YNPaBISIOLNX CXEMaX MeAULIMHCKUX NpuGopoB
MEDDEV-2.12-2 ? KNuHUKa eBpo A Guidelines on medical devices post-market clinical PykoBoasime ykaszaHWa No NoCT-NPOAaKHbLIM
follow-up studies. A guide for manufacturers and (kaTaMHECTUYECKUM) KNMHNYECKUM HabniogeHnam
Notified bodies (PMCF) (M3y4eHre oTAaNEHHLIX Pe3ynbTaToB NpUMEeHeHNs)
MeAULMHCKUX yCTpoincTB. PykoBoacTBO Ans
npoussoguteneit 1 HotuduumposaHHbix OpraHos
NB-MED/2.5.1/Rec 5 cuctema eBpo Technical Documentation TexHn4eckas AOKyMeHTauus
NB-MED/2.5.2/Rec 2 cuctema eBpo Reporting of design changes and changes of the Co06LLeHNst 06 U3MEHEHNN NPOEKTa U U3MEHEeHWUN
quality system CUCTEMbI KayecTBa
NB-MED-2.12 recl ? nocraBka eBpo a Post-Marketing Surveillance (PMS) MocT-mapkeTuHroBble HabnoaeHus
NB-MED-R2_5_1-5_rev4 |? NpoeKTnp. eBpo A Technical Documentation Pekomeraauum no TexHudeckomy danny
Ne K02-®3 ot 26.06.2008 MeTporor. Po® n 06 obecneyeHn eaMHCTBa N3MepeHUn
FOCT P MOK 60601-1- 3NeKTpo IEC ? Medical electrical equipment. Part 1. General W3penua meguumHckue anekTpudeckue. Yactb 1.
2010 requirements for basic safety and essential O6Lwue TpeboBaHust 6e30MacHOCTU C yHeToM
performance. OCHOBHbIX (PYHKLIYOHAMbHBIX XapaKTEPUCTUK
ISO/TR 16142:2006 [OCT P UICO/TO cuctema 1ISO Medical devices. Guidance on the selection of MepvuuHckue nsgenus. PykoBoacTBo no BbiGopy
16142-2008 standards in support of recognized essential principles |cTaHaapToB, NOAAEPXMBAIOLLNX BAKHEALINE NPUHLIMMBI
of safety and performance of medical devices obecneyeHnst 6e30NacHOCTH 1 3KCMyaTaLUOHHbIX
XapaKkTepucTuk
MeAULMHCKUX N3aenuit
PO 50-707-91 puckn My ? MeToaunyeckune ykasanus. Nspenns meanumHckon
TexHuku. TpeboBaHus k HaaéxHocTu. Mpasuna un
MeTOAbl KOHTPOSS NokasaTenen Hag&kHOCTH
Ne 184-03 cuctema Po® A ®depepanbHblit 3akoH «O TeXHUYEckom
perynupoaHuuy ot 11.01.2010.
FOCT 12301-2006 nocraska P® ? Cartons of paperboard, paper and composite materials. | Kopo6ku 13 kapToHa, 6ymars 1 KOMGUHUPOBaHHbIX
General specifications maTepuanoB. O6LiMe TexHUYeckue yCrnoBus.
FOCT 12969-67 nocraska P® ? Plates for machines and devices. Technical Tabnuukn Ana MalmnH 1 Nnpubopos. TexHuyeckne
requirements TpeboBaHusa
FOCT 14192-96 MapK1poB. P® ? Marking of cargoes MapkupoBka rpysos
FOCT 14254-96 NpOEKTHp. P® ? Degrees of protection provided by enclosures (IP code) |CteneHu 3awutbl, o6ecneynBaemble o6onoykamm.
(Koga IP)
[OCT 15.309-98 cuctema P® ? System of product development and launching into Cvictema pa3paboTku 1 NOCTaHOBKM MPOAYKLMM Ha
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assurance of conformity. General principles.

NpoAyKLUMM ANt Lienei NOATBEePXK/AEHWUS COOTBETCTBUS.
(OCHOBHbIE NONOXEHUS).
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EBpoaHanor P® EBpA33c MpusHak Tun Cratyc Name HasBsanue OTBETCBEHHbIN COTPYAHUK KommenTapun

FOCT 15150-69 npoexTnp. P® ? Machines, instruments and other industrial products. MatwmHbl, npubops! 1 Apyrie TexHUYeckue n3aens.
Modifications for different climatic regions. Categories, |/icnonHeHus Ans pasnuyHbIX KNMMaTUYECKUX PaioHOB,
operating, storage and transportation conditions as to  |kaTeropuii, ycnosuii akcnnyartaumm, XxpaHeHus n
environment climatic aspects influence TPaHCMOPTMPOBaHWSA B YacTW BO3AENCTBUS

KNUMaTUUECKUX (haKTOPOB BHELLHEN Cpefbl

FOCT 15467-79 cuctema PO ? Product-quality control. Basic concepts. Terms and YnpaBneHue ka4ecTBoM npoaykuun. OCHOBHbIE
definitions NOHATUSA, TEPMUHBI, ONpPeAEneHust.

FOCT 16504-81 MeTposor. PO ? The state system of testing products. Product test and |Cuctema rocyaapCTBEHHbIX UCMbITaHWUA NPOAYKLIWN.
quality inspection. General terms and definitions WcnbiTaHns 1 KOHTponb kavectsa. OCHOBHble

Tpe6oBaHus U onpeaeneHms.

[OCT 166-89 MeTporor. P® ? Vernier callipers. Specifications LLTaHreHumpKynu. TexHU4eckue ycrosus

FOCT 2.114-95 NpOEKTHp. P® ? Unified system for design documentation. MpaBuna cornacoBaHus U YTBEPXAEHUSI TEXHUYECKNX
Specifications YCIOBWiA

FOCT 2.501-2013 NpOEKTHp. P® ? Unified system for design documentation. Registration |ECK[. MNpaBuna yyeta u xpaHeHus1.
and storage rules.

FOCT 2.503-2013 NpOEKTHp. P® ? Unified system of design documentation. Rules of ECKJ. MNMpaBuna BHECEHUS U3MEHEHWIA.
making modifications.

FOCT 2.601-2013 NPOEKTHP. PO ? Unified system for design documentation. Exploitative |EavHas cuctema KOHCTPYKTOPCKOM AOKyMeHTaLuu.
documents. 3KcnnyaTauMoHHbIe JOKYMEHTbI.

FOCT 23592-96 3MeKTpo PO ? Electrical wiring of radio-electronic equipment and MoHTaX aneKTpUYeckuii pagmoaNeKTPOHHON
devices. General requirements for three-dimensional  |annapatypbl 1 npu6opos. O6Lwme TpeGoBaHUs k
wiring of electronic and electrical devices 06BEMHOMY MOHTaXy U3LENUIA 3MEKTPOHHON TEXHUKN 1

3NEKTPOTEXHUYECKUX.

FOCT 23752-79 3NeKTpo P® ? Printed circuit boards. General specifications MnaTel nevatHble. O6LiMe TeXHUYEeckne ycnosns

FOCT 24297-2013 nNpoekTup. P® ? Verification of purchased product. Organization and Bepudukauus sakynneHHoi npoaykunn. Opranusaums
methods of control. npoBeeHns N MEeTo/ibl KOHTPONS.

FOCT 3.1102-2011 nNpoeKTnp. P® ? Unified system of technological documentation. Stages |EanHas cuctema TeXHONorM4eckoi JoKyMeHTaunu.
of designing and types of documents. General Craguum paspaboTku 1 BUaLl AoKymeHToB. ObLine
principles. NONOXeHus.

FOCT 31508-2012 puvcku Po® ? Medical products. Classification in accordance with Wapenua meauumHckue. Knaccudukaums B
potential risk of using. General requirements. 3aBMCMMOCTU OT NOTEHLUMAanbHOTO pucka NPUMEHEHWSI.

O6wwue TpeboBaHws.

FOCT 31581-2012 puckn P® ? Laser safety. General safety requirements for NasepHas 6e3onacHocTb. ObLve TpeGoBaHus
development and operation of laser products 6esonacHocTu npu paspaboTke n akcnnyatauum

nasepHbIX U3genui.

[OCT 427-75 MeTporor. PO ? Measuring metal rules. Basic parameters and TuHelku n3amepuTenbHble MeTanIMyeckue.
dimensions. Specifications. TexHuYeckue ycrnoBus.

[OCT 51474-99 MapK1poB. PO ? Packaging. Pictorial marking for handling of goods YnakoBka. MapkvipoBka, ykasblBatolLiasi Ha cnocob

o6palleHus C rpy3amu.

[OCT 9.014-78 nocrtaeka PO ? Unified system of corrosion and ageing protection. BpemeHHasi NpOTMBOKOPPO3WMOHHAs 3aluuTa U3aenui.
Temporary corrosion protection of products. General  |O6wwue TpeGoBaHus.
requirements.

FOCT 9.302-88 npoeKTup. P® ? Unified system of corrosion and ageing protection. MokpbITMA MeTannMyeckne n HemeTanIuyeckue
Metal and non- metal inorganic coatings. Control HeopraHuyeckve. MeToabl KOHTpONs
methods.

[OCT 9.303-84 NpOEeKTHp. PO ? Unified system of corrosion and ageing protection. EnvHas cuctema 3aluTbl OT KOPPO3UU U CTAPEHWS.
Metallic and non-metallic inorganic coatings. General  |[MoKpbITVSi METaNNUYecKkUe U HEMeTannuyeckue
requirements for selection HeopraHuyeckve. Obwme Tpe6oBaHus K BbIGOpY.

FOCT P 1.5-2012 cuctema P® ? Standardization in Russian Federation. National CraHpapTusauus B Poccuiickon ®eaepaumu.
Standards. Rules of structure, drafting, presentation CraHpapTbl HaumoHanbHble Poccuiickoin depepaumnm.
and indication. MpaBuna NoCTPOEHWs:, U3NOXEHUS, 0POPMNEHUS N

0603HaueHus.

FOCT P 15.013-94 cuctema P® ? System of product development and launching into CucTema pa3paboTku 1 MOCTAHOBKM NPOAYKLUM Ha
manufacture. Medical products. npou3BoAcTBo. MeanumHckue usgenus.

FOCT P 15.201-2000 cuctema P® ? System of product development and launching into CucTema pa3paboTku 1 MOCTAHOBKM NPOAYKLUM Ha
manufacture. Products of industrial and technical npon3soAcTBo. [poayKuMs Npon3BOACTBEHHO-
designation. Procedure of product development and TEXHUYECKOTO Ha3HaYeHMs.
launching into manufacture.

[OCT P 50326-92 3neKkTpo P® ? Basic aspects of the safety philosophy of electrical OCHOBHbIE NPUHLMMBI 6E30NaCHOCTN 3NEKTPUHECKOrO
equipment, used in medical practice o6opyAoBaHKs, MPUMEHAEMOTO B MEAULIMHCKO

npakTuKe.

FOCT P 50444-92 NpoeKTmp. Po® ? Medical instruments, apparatus and equipment. Mpubopel, annapaTypa 1 o6opyaoBaH1e MeauLIMHCKVE.
General specifications O6Lme TexHuYeckue TpeGoBaHus.

FOCT P 51293-99 npoeKTnp. P® ? Identification of products. General principles NaeHTudmkaums npogykumm. ObLime nonoxeHus

FOCT P 51672-2000 MeTposor. P® ? Metrological ensuring of product testing for the MeTpornorudeckoe obecrneyeHne UcnbITaHui
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EBpoaHanor P® EBpA33c MpusHak Tun Cratyc Name HasBanue OTBETCBEHHbIN COTPYAHUK KommeHTapun
FOCT P 51897-2011/ puckn P® ? Risk management. Terms and definition MeHemkmMeHT pucka. TepMuHbI 1 onpeaeneHns
PykoBoacTtBo ICO
73:2009
FOCT P 51901.1-2002 puckn P® ? Risk management. Risk analysis of technological YnpaBneHve HaaexHOCTbIo. AHan13 pucka

systems. TEXHOIOTUYECKMX CUCTEM.
FOCT P 51901.5-2005 puckn PO ? Risk management. Guide for application of analysis MeHemkMeHT pucka. PykoBoACTBO NO MPUMEHEHUIO
techniques for dependability. METOAOB aHanu3a HagexHoCTH.
FOCT P 52901-2007 noctaeka PO ? Corrugated board for products packaging. General KapToH rocprpoBaHHbIi Anst ynakoBKW NPoayKLUK.
specifications. TexHu4eckune ycnosus.
FOCT P 53228-2008 MeTporsor. PO ? Non-automatic weighing instruments. Part 1. Bechbl HeaBTOMaTU4eckoro Aencteuns. YacTb 1.
Metrological and technical requirements. Tests MeTponoruyeckue n TexHudeckue TpeboBaHus.
Wcnbitanna
FOCT P 6.30-2003 cuctema P® ? Unified systems of documentation. Unified system of  |YHuduuMpoBaHHble cUCTEMbI JOKyMEHTaLWN.
managerial documentation. Requirements for YHurumpoBaHHas cUCTEMa OpraHN3aLVoHHO-
presentation of documents. pacrnopsiauTenbHon AokymeHTauun. TpeGoBaHus K
0(POPMMEHNIO [JOKYMEHTOB.
FOCT P 8.568-97 MeTposor. PO ? State system for ensuring the uniformity of FCW. AtTecTauus ncnbiTaTensHOro 06opyaoBaHus.
measurements. Verification of testing equipment. OCHOBHbIE MOSNOXEHUS.
General principles.
Mucbmo denepanbHoil 6auTensH. Po® a O nopsizike NpoBeEeHNsi MOHUTOPUHIa Ge30NacHoOCTN
CnyxGbl N0 HAA30py B MeAVLMHCKNX U3AENWA ANst npousBoauTeneit
cepe
30paBOOXPaHEHUs OT
28.12.201 2 roga Ne
041-1311/12
Mpuka3 MuHagpasa 6auTensH. Po® A 06 yTBepxxaeHum MNopsigka ocyllecTBneHus MEDDEV-2.12-1 - Hekuin aHanor
Poccum ot 14.09. MOHUTOPUHra 6€30MacHOCTU MEAMULIMHCKUX U3AENUi aToro
2012 roga Ne175H
Mpuka3 MuHagpasa 6auTensH. P® A 06 yrBepxxaeHum MNopsigka cooblueHns cybbekTammn
Poccuu ot 20.06.2012 obpalleHnst MeanLMHCKUX n3aenuin 060 Becex cnydasx
roga Ne12H. BbISIBIIEHWSt MOBOYHbBIX AENCTBWIA, He YKa3aHHbIX B
MHCTPYKLMM MO NPUMEHEHMIO UM PYKOBOACTBE MO
aKkcnnyaTauumn MeAULMHCKOro U3fenus, o
HexenaTtenbHbIX peakLmusax npu ero NpuMeHeHum, 06
0COBEHHOCTSIX B3aUMOAENCTBUS MEAULIMHCKIX
nspenuii mexay cobol, o dakrax n 06
06CTOATENLCTBAX, CO3AAIOLMX YrPO3Y KUIHN U
370pOBbLIO rpaXAaH Y MEANLMHCKUX paboTHUKOB Npu
NPUMEHEHWUN 1 BKCNNyaTauun MeAULIMHCKUX U3fenuii
CanlluH 5804-91 NpoeKTnp. PO ? CaHuTapHble HOpMbI 1 NpaBuna ycTponcTea u
aKcnnyaTaLuuu Nasepos.
®depepanbHblii 3aKOH cuctema Po® A O6 ocHoBax oxpaHbl 300pOBbsl rpaxaaH B Poccuiickoit
oT 21 Hoabps 2011 1. Ddepepaun (c u v gonon )
N 323-93
PMI" 29-2013 MeTporsior. P® ? State system for ensuring the uniformity of FCOEW. MeTtponorus. OCHOBHbIE TEPMUHBI U
measurements. Metrology. Basic terms and definitions. |onpegenexus.
TY NpoeKTup. PO np. TexHu4eckne ycnosus.
MY-287-113 acen+ctepun My ? MeToauyeckune ykaszaHus no aesnHpexLmm,
NPEACTEPUNN3ALIMOHHO OUUCTKE U CTEpUNU3aLUN
M3[enuii MeaULMHCKOTO Ha3HaYeHMS.
OK 012-93 2neKkTpo My ? [ocynapcTBeHHbI KOMUTET MO cTaHaapTam.
Knaccudukatop ECKA. Knacc 46. Cpencrsa
Papvo3nNeKTPOHHbIE YNpaBrieHus, CBA3N, HaBurauum n
BblYMCUTENbHON TexHuku. (Moaknaccel 463000
469000).
n-7 noctaBka My ? WHcTpykumsa. O nopsiake NpuemMkn NpoayKuum
NPOU3BOACTBEHHOTEXHUHECKOTO HA3HAYEHMS 1 TOBapOB
HAPOJHOTO NOTPEBNEHNs Mo KayecTy.
P 45.005.016-91 cuctema My ? PekomeHnaauum no ctangaptusauun. Onpepenurens
HaVMEHOBaHUIN KNaccuUKaLMOHHbIX rPyNnMpoBOK
knacca 46 knaccudukatopa ECKA.
P 50.1.043-2003 MapK1poB. My ? Information supplied by the manufacturer with medical |O6Lwue TpeGoBaHUs k HPOPMALIMK USFOTOBUTENS,
devices. COMnpoBOXAaloLLen MeauLUMHCK1e n3genus
PA 50-707-91 npoeKTnp. My ? MeToaunyeckune ykasanus. N3penns meanumHckon
TexHuku. TpeboBaHus k HagexHocTw. Mpasuna u
METOAbl KOHTPOSIS MokasaTenen HagexkHoOCTH
IPC-A-610 3NeKTpo My KpuTtepum npuemku anekTpoHHbIX CEOPOK.
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