EBPA3UNCKAS DKOHOMUYECKASI KOMUCCHSI
KOJUIET' U

PEKOMEHIAANIMUSA

«04» centsbps 2017 r. Ne 17 r. MockBa

O nepeune cranaapToB, B pe3y/ibTaTe IPHMEHEHHSI KOTOPbLIX Ha
A00pOBOJILHOH OCHOBE MOJTHOCTHIO HJIM YACTHYHO o0ecrednBaeTcs
co0/1I0leHHe COOTBETCTBUS MeTHIUHCKHX M3aeauii O0mum
TpeOoBaHUAM 0e30MacHOCTH H YP(PEKTHBHOCTH MeIHIIHHCKHX H3/1e/IHii,
TpeOOBaHUAM K HX MAPKHPOBKE H JKCILIYATAIIMOHHOMN JOKYMEHTAIIUH
HAa HUX

Kosnerus EBpasuiickoil 3KOHOMHYECKOM KOMMCCHHM Ha OCHOBAHHUHU
MyHKTa 2 cTaThu 3, IyHKTa 4 crathu 4 W nyHkTa 4 ctathu 7 CornameHus
O €IMHBIX MNPHUHLOMIIAX M IpaBuUiax oOpalleHUus MEAULMHCKUX H3ACIINH
(M30€7MH MEJIMLIMHCKOrO Ha3HAUCHHS U MEIAMLMHCKONW TEXHUKH) B paMKax
EBpasuiickoro 3KoHOMMYECKOro cowo3a ot 23 nexabps 2014 roma
U B cooTBeTCTBMM C NIyHKTOM 110 O6mux TpedoBanuii OGe3omacHOCTH U
5QPEeKTUBHOCTH MENMLUMHCKUX WM31eNUH, TpeOOBaHHH K WX MapKMPOBKE
M OKCILIyaTAallHOHHOM NOKYMEHTAalUMW Ha HHMX, YTBEp)KICHHBIX PelieHuem
Cosera EBpasuiickoli skoHOMHYecKO# komuccuu oT 12 ¢espans 2016 r.
Ne 27, pexomemayer rocyiapcTBaM — wieHam EBpasuiickoro
SKOHOMHYECKOI'0 COI03a:

MO0 HCTeYeHMH O MecsleB C JaThl ONYOJMKOBAHHMS HACTOSILEH

Pexomennanmu Ha oduUMaIbHOM caiiTe EBpasuiickoro sKOHOMHMYECKOTO



2

COI03a B LEJAX PErucTpaluud MeAMLMHCKUX H3[EIHH B COOTBETCTBUU C
IlpaBunamMu perucTpallil M OKCHEPTH3Bl OE30IIaCHOCTH, KadecTBa H
>OQEKTUBHOCTH MEIULMHCKUX W3JIENHH, YTBEPKICHHBIMH PeuieHuem
Cosera Eppasuiickoii skoHOMHUYecKOH Komuccud ot 12 deppans 2016 r.
Noe 46, npuMeHATH mepedeHb CTAHJAPTOB, B pE3yJIbTATE IPHMEHEHHUS
KOTOPLIX Ha  JOOpPOBOJNIBHOM  OCHOBE  IIOJHOCTHIO MM  YaCTHYHO
obecrieunBaeTCs COOJIOICHHE COOTBETCTBUS MEUIIMHCKUX M3enuit OOImum
TpeOoBaHusaM 6e30macHOCTH U 3PGEKTUBHOCTH METULUMHCKUX H3MEIIHi,
TpeOOBaHUSAM K HMX MapKHPOBKE M OKCIUIYATAllMOHHOM JOKyMEHTalUH
Ha HUX, COMTIACHO MPHJIOKEHHIO;

MPOMH(GOPMHUPOBATH YTIOTHOMOUYCHHBIC OpraHbl TOCYAAPCTB — UICHOB
EBpasuiickoro 3KOHOMUYECKOT0 COI03a ¢ JIaThl OMyOIMKOBAHUS HACTOSIIEH
PexoMmennanuu Ha odunuaibHoM caiite EBpasuiickoro »KOHOMHYECKOTO
COK3a 0 HEOOXOAMMOCTH NPOPadOTKU OpraHaMM [0 OIIEHKE COOTBETCTBHS
(MCIBITaTENEHBIMA — J1a00paTopusiMU  (LIEHTPaMK))  TOCYIapCTB-UIEHOB
BOIpoca 00 aKTyanusauMu 00JIacTH aKKpPEIUTALlUH C YYeTOM CTaHJapToB,

BKIIIOYCHHEIX B YK%aHHBIﬁ IIEPCUCHb.

[Ipencenarens Komrerun

EBpasuiickoii 5KOHOMHYECKOH KOM T. Capkucsia




MOJTHOCTHIO HJIH YACTHYHO 00ecneYnBaeTcs COﬁ.JIIO}IeHler COOTBETCTBHA MEJIHIMHCKHX H3Ie/THH

INEPEYEHDB
CTAHAAPTOB, B pe3yJibTaTe IPHMeHEHHs] KOTOPBIX HAa 100POBOJILHON OCHOBE

I[TPUITOXXEHHME

K Pekomennanuu Komnneruu
EBpa3zuiickoii 5)KOHOMHUYECKON KOMUCCUU
oT 4 centsiopss 2017 r. Ne 17

O6mum TpedGoBanusIM Oe3onacHoCTH U 3G PEKTHBHOCTH MeJHIHHCKHX H3IeTHil,
TpPe0OBAHMAM K HX MAPDKHPOBKeE U IKCIIyaTAHOHHOMH JOKYMEHTALMH HA HAX

Ne OOGo3HaueHue cTanaapra HaumMeHoBaHue cTanapra Hata JHara IIpumensiemsbie [TynkT
n/m Havasna IpeKparieHus CTPYKTYpHBIE O6mux
NPUMEHEHHUs | NPUMEHEHHUs | HJIEMEHTHI CTaHmaapra | TpeboBaHuit
cTaHaapTa cTaHjapra
1 2 3 4 5 6 #
I. Cranaptel, IpUMEHHMBIE IS MEIULIIHHCKHX H3/Ie)Iii (KpOMe THarHOCTHKH in Vitro)
1 I'OCT 28271-89 [Tpubopr! paguomerpudeckue u 06.05.2017 1.1.4-1.1.8, 1.3.1, 3
JIO3UMETPUYECKUE HOCUMBIE. 1,32
O61mue TexHuyeckue TpeOOBaHUSA U 1.1.4-1.1.8, 1.3.1, 4
METOABI HCIBITAHHH 1.3.2
1.1.4-1.1.8, 1.3.1, 6
132
1.1.4-1.1.8, 1.3.1, 7
1.3.2
I.14-1.1.8, 1.3.1, 8

132




No O6o3HaueHue cranaapra HaumenoBanue ctanmapra Hara Hata [Tpumensiemsbie [Tynkt
n/m Hayaa MpeKpameHus CTPYKTYPHBIE O0mux
NpUMCHEHHUS | MPUMEHCHHS | DIIEMEHTHI CTaHmapTa | TpeOoBaHUi
CTaHaapTa cTaHaapTa
1 2 3 4 5 6 )
2.1-2.10 31
2.1-2.10 32
2.1-2.10 33
2 I'OCT 21643-82 Cmmparenu MequnuHckHe. O0IIIHE 06.05.2017 31.12.2019 | 2.2, 2.6-2.21, 4.6-4.19 3
TEXHUYECKHUE YCIOBHS 2.26, 4.24 5
2.2,2.6-2.21, 4.6-4.19 6
3 ['OCT 31214-2003 M3nennsa MeTHIHHCKHE. 06.05.2017 30.09.2017 4, 5, Ilpunoxenue b 13
TpeboBanus k odpazuam 1 4, 5, Ilpunoxenue b 15
JIOKYMEHTAIIMH, TIPEJCTABIACMBIM
HA TOKCHKOJIOTHYECKHE, CAHUTAPHO-
XHAMHYCCKHE UCIIBITAHHUA,
HCIBITAHUS Ha CTEPUIIBHOCTD H
MHPOTEHHOCTE
4 'OCT 31214-2016 W3 nemist MeTUIIMHCKHE. 01.10.2017 5, 6, llpunoxenue A 13
Tpebosanus k obpasuam i 5, 6, [Ipunoxenue A 15
JOKYMEHTALUH, IPeICTaBISIEMbIM
Ha TOKCUKOJIOTHYeCcKHe, CaHUTapHO-
XHMHUYECKHE HCCIIeI0BaHMUS,
HCIBITAHHS HA CTEPHIIBHOCTD U
OUPOTEHHOCTH
5 I'OCT 31509-2012 W3nenus menummackue 3mactuunbie | 06.05.2017 56 3
(buKCHpPYIOIIHE U KOMIIPECCHOHHEIE. 5,6 4
Obuue TexHuyeckue TpeOOBaHUSL. 5.6 5
MeTo1bl HCTIBITAaHUH 5.6 6
5,6 7
5,6 8

.




Ne Obo3HaueHHe cTangapTa HaumeHnoBaHue craHaapra Jara Jara [IpumeHnsieMsble [TynkT
/I Hayana TIpeKpaIeHus CTPYKTYpHBIE O6mux
NpPUMEHEHUST | TIPUMEHEHHS | JJIEMEHTHI CTaHjaapTa | TpeboBaHMH
cTaHAapTa cTanjaprTa
1 2 3 . 3 6 7
5,6 9
: 5,6 12
6 I'OCT 31515.3-2012 ChurmomanoMeTphl (H3MEPUTENTH 06.05.2017 A1.12.2019 7,8 3
(EN 1060-3:1997, MOD) apTEepHATBHOTO JABJICHUS) 7,8 4
HeHHBa3uBHBIE. YacTs 3. 75.1,7.52,89 5
JloroHUTENBEHBIE TPeOOBaHHS K 7.8 6
AIEKTPOMEXAaHWMYECKHM CHCTEeMAaM 76 8.1 -
M3MEPEHHUS JABJICHHS KPOBH 2
7,8 8
9 9
9.1 11
73 25
7.8,8.11,9.2 27
7.4,7.5,7.11, 84-8.7, 28
8.9
7.2,7.6,7.9,8.1, 31
[Ipunoxenue A
T 32
6 33
7.3, 8.2 38
7.1 41
1.1 42
7.8,7.11.3, 8.11 49
9.2 54
9.1,9.3 58
9.2 65




Ne O6o3HayeHHE CTaHIApTA HaumeHnopanue cranaapra Hara Jara [TpumeHsieMBbIe [TynKT
n/m Hayasa NpeKpalieHus CTPYKTYPHBIE O6mmx
TMIPUMEHEHHUST | TMPUMEHEHHUS | 3JIEMEHTHI CTaHaapTa | TpeboBaHHH
cTaHgapra CTaHJapTa
1 2 3 4 g 6 7
i I'OCT 31576-2012 Onenka OHOIOTNYECKOT0 IeHCTBUS 06.05.2017 13
MEHIIMHCKHX CTOMATOIOTHYECKHX 15
MAaTEPHATIOB U U3JIETTHM.
Knaccuduxaims ¥ IpuroToBieHue
npob
8 I'OCT 31589-2012 OnTHka o TanbMOIOrH4YecKas. 06.05.2017 31.12.2019 4-6 3
(ISO 12870:1997, MOD) OnpaBsl KOPPUTHPYIOIUX OUKOB. 4-6 4
O6mue TexHHYEeCKHE TPeOOBAHHUS U 4-6 5
METO/IbI HCIIBITAHUIT E 6
4-6 7
4-6 8
4-6 9
4-6 12
9 ['OCT 31620-2012 Marepuaiibl XUpypruyeckme 06.05.2017 31.12.2019 6.2-6.6 3
1oBHbIe, OOIIHE TEXHHYECKHE 6.2-6.6 6
TpeboBanus. MeToabl HCIIBITAHUHA
10 I'OCT EN 556-1-2011 Crepunzaius MeTUIIHHCKUX 06.05.2017 4.1 3
(EN 556-1:2001, IDT) uznenuii. TpeboBanus Kk 4.1 16
MEJTMIIHHCKHM U3JIeJTUSM KaTeropHu 42 19
«cTepusibHBIe». YacTs 1. 21 33
TpebGoBaHusl K MEIUIMHCKAM '
U3JIEITHASM, TIOJIE)KALIHM
(HHHUIIHOM CTePUITH3AIIHA
11 I'OCT IEC 60522-2011 WznyyaTenn peHTTeHOBCKHE. 06.05.2017 4,5 3
(IEC 60522:1999, IDT) Mertoapl onpeneneHust IOCTOSHHOH 4,5 4

(hunsTpanH




No O6o3HaueHue cTaH apTa HaumeHnoBanue crangapTa Jlata JHara [IpumeHnsiemble [TyHKT
/1 HaJana IpeKpaleHus CTPYKTYPHBIE O06mux
MpUMEHEHUs] | MpPUMEHEHHWs | SNIeMEHTHI cTaHaapTa | TpeOoBaHHH
cTaHjuapra CTaHziapra
1 2 3 4 5 6 7
4,5 6
4,5 8
12 I'OCT IEC 60580-2011 Uz nenus MmequiiMHCKIE 06.05.2017 4,5,6 31
(IEC 60580:2000, IDT) anekTpuyeckue. M3Mepurenu 4,5,6 9
NPOM3BEACHHS O3Bl HA IIOIIA/1b 4,5,6 33
13 I'OCT IEC 60601-2-22-2011 Uz nenust MeqUIIHHCKHE 06.05.2017 201.4-201.17 3
(IEC 60601-2-22:2007, IDT) | snexrpuyeckue. Yacts 2-22. 201.4-201.17 4
YacTHble TpeOOBaHMS 6}( 201.4-201.17 5
He3omacHocTH nIpH padoTe ¢
XHpprI/IquKHMf)KOPCMeTHIICCKHM, ;81 :-28} - i ; g
TeparneBTHYECKHM U : :
JIMarHOCTHYECKUM JIa3ePHBIM 201.4-201.17 8
000pyI0OBaHHEM 201.11 12
201.11 14
201.11 15
201.15 26
201.16 27
201.9,201.11-201.13, 28
201.15, 201.17
201.11 29
201.7 30
201.12 31
201.10 34
201.10 35
201.10 36
201.10 37




Ne Obo3navenue cTangapTa HaumeHoBaHue cTaHgapTa Harta Hara [TpumensiemMble [TyHKT
n/m Havala IIpeKpaleHust CTPYKTYPHBIE Obmmmx
MPUMEHEHHs] | MPUMEHEHHs | DJIEMEHTHI cTaHaapta | TpebopaHHii
cTaHjapra CTaHaapTa
1 2 3 4 5 6 7
201.14 38
201.13 39
201.12 42
201.17 43
201.17 44
201.8 45
201.9 46
201.9 47
201.9 48
201.8, 201.15 49
201.15 50
201.11 51
201.12, 201.15 52
201.12, 201.15 53
201.12 54
201.7 58
201.7 65
14 I'OCT IEC 60825-1-2013 be3omacHOCTE Ta3epHOH 06.05.2017 31.12.2019 4-6,7.2,8,9 34
(IEC 60825-1:2007, IDT) annapatypsl. Yacts 1. 467289 35
Knaccudukanus 000pynoBaHus, R R
TpeboBaHHS U PYKOBOJCTBO AJIS
noJib30BaTeneit
15 I'OCT ISO 10555-1-2011 Karerepsl BHYTPHCOCYIUCTHIE 06.05.2017 31.12.2019 4,5 3
(ISO 10555-1:1995, IDT) CTEPHIIBHBIE OJTHOKPATHOT'O 4.5 4
NPHMEHEHUSI. 4.5 5

b




Ne O6o03HaueHue cTaHaapTa HauMenoBanue ctangapra Hara Jlara ITpumensiemslie [TynkT
/o Havana peKpalleHus CTPYKTYpHBIE O6mux
IPUMEHEHHUS | MPUMEHEHHs | BJIEMEHTHI CTaHjapra | TpeboBaHUiH
CTaHJapTa cTaHmapra
1 2 3 4 5 6 s
Yacte 1. O0Iue TeXHHYECKHE 4,5 6
TpeboBaHUA 4,5 .
4,5 12
4,5 1
5,6 27
4,5 28
16 I'OCT ISO 10555-5-2012 KaTeTeps! BHYTPHCOCYTUCTHIE 06.05.2017 31.12.2019 | 4, Ilpunoxkenus A, b, 3
(ISO 10555-5:1996, IDT) CTEpUIILHBIE OJTHOKPAaTHOTO I
npumMenenus. Yacts 5. Karerepsl 4, TTpunosxenus A, B, 4
nepudeprdecKre ¢ BHyTpeHHeH I
MTTIOH 4, Tlpunoxenus A, B, 5
il
4, ITpunoxenus A, b, 6
il
4, ITpunoxenus A, b, 7
A
4, ITpunoxenus A, b, 12
il
4, [lpunoxenus A, b, 13
A
4, Ipunoxenus A, b, 27
A
4, ITpunoxenus A, b, 28
A
17 ['OCT ISO 10993-11-2011 Uznenus mequuuHckue. Orenka 06.05.2017 4-6 12
(ISO 10993-11:2006, IDT) OHONIOrHYECKOTrO NEHCTBUS 4-6 13




No Ob6o3HaueHue cTaHaapTa HamMenoBanue ctanmapTa Jlara JlaTta [Tpumensiemsle [TyHkT
/o Hayaja IIPEKpAILEHHS CTPYKTYpHBIE OO6mux
NPUMEHEHHUS | NMPUMEHEHHs | 3JIEMEHTHI CTaHjapra | TpeOoBaHUMH
CTaHjapTa cTangapra
1 2 3 - i 6 7
MeIHITHHCKUX u3Aenuii. Jacts 11. 4-6 15
Hccnenopanus 00IIEeTOKCHYECKOTO
IEeHCTRHS
18 TOCT ISO 10993-1-2011 W3nenusa memuumackue, Qenka 06.05.2017 31.12.2019 4-7 12
(ISO 10993-1:2003, IDT) OHOJIOTHYECKOTO IEHCTBHS 4.7 13
MeJIHIIMHCKUX H3aenuid. Yacts 1. 4-7 15
OneHka u uceae0BaHus
19 I'OCT ISO 10993-12-2015 W3nenus meaunuHckue. OLeHKa 06.05.2017 4-11 13
(ISO 10993-12:2012, IDT) OrosIoruyeckoro AecTBUA 4-11 15
MeIUIUHCKHX u3nenuid. Yacre 12.
[IpuroroBnenue mpod u
KOHTPOJIGHBIE 00pa3Ilbl
20 ['OCT ISO 10993-13-2011 Wznemus mequuackue. OrieHka 06.05.2017 31.12.2019 4-6 12
(ISO 10993-13:1998, IDT) OHOJIOrNYeCKOro JeiCTBHS 4-6 13
MeTHITUHCKHX u3nenui. Yacts 13. 4-6 15
WnenTudukaims 1 KOJTHYECTBEHHOE
OTIpeICIIEHHE TTPOIYKTOR
Jerpajaniy MoJIMMepHBIX
MEeIHIIHHCKHUX U3JeIui
21 ['OCT ISO 10993-13-2016 Wz nenus meaunuackue. Onenka 01.01.2018 4-6 12
(ISO 10993-13:2010, IDT) OHOIOTUYECKOTO NEHCTBHSA 4-6 13
MEIMIMHCKUX u3aenui. Yacts 13. 4-6 15

Wnentudukanys 1 KOJTMUECTBEHHOE
ompeneNeHue POIyKTOB
JNECTPYKILUH MOJMMEPHBIX
MEIHITHHCKAX U3SIHi




Ne O6o3HaueHue craHaapra HaumenoBanue crannaprta Hara Jara [Ipumensiemsie [TyHkT
/I Hayaja IpeKpameHus CTPYKTYpHBIE OO0mmx
NPUMEHEHHUs | NMPUMEHEHHs | DJIEMEHTHI CTaHmapra | TpeboBaHUi
CTaH[apTa CTaHIapTa
1 2 3 4 5 6 7
22 I'OCT ISO 10993-14-2011 Wz nenus menunuackue. OneHka 06.05.2017 4-6 12
(ISO 10993-14:2001, IDT) Ouosoruyeckoro AeHCTBUS 4-6 13
MeqHIHHCKHX u3aenui. Yacts 14. 4-6 15
Wnentuduranus 1 KOJIMYECTBEHHOE
OTIpENEIeHUE IPOAYKTOB
JleTpajialliil U3AeIHH U3 KepaMUKH
23 I'OCT ISO 10993-15-2011 Wznenus menunuackue. OneHkKa 06.05.2017 4-9 12
(ISO 10993-15:2000, IDT) OMOJIOrHYecKOro AeHCTRHS 4-9 13
MeJHITHHCKUX u3Aenuii. YacTs 15. 4-9 15
M nenTrH(pUKAIUA H KOJTHYECTBEHHOE
onpeneneHue NpoayKToB
Jlerpaialuy U3Aemuii U3 MeTaIoB i
CIIJIaBOB
24 I'OCT ISO 10993-16-2011 Wznenus mequnuHckue. Onenka 06.05.2017 31.12.2019 4-5, lpunoxenne A 12
(ISO 10993-16:1997, IDT) Ouonoruveckoro AeHCTBHA 4-5, TIpunoxerne A 13
MeIHIUHCKHX u3nenui. Yacts 16. 4-5, Tpunosxenne A 15
MoaenupoBaHUE W HCCITEIOBAHHE
TOKCHKOKWHETHKH IPOAYKTOB
Jerpajaniuy 1 BHIMBIBAHUS
23 ['OCT ISO 10993-16-2016 Wznemus meaunuackue. OneHka 01.01.2018 4-5, llpunoxxenne A 12
(ISO 10993-16:2010, IDT) OHOIOrHYECKOro NeiicTBUA 4-5, Tpunosxenue A 13
MeIUIUHCKUX u3nenunii. YacTe 16. 4-5, Tipunoxenue A 15

Konrnennus TOKCHKOKHHETHYECKHX
HCCIIEOBAaHUN MPOJAYKTOB
Pa3IOKEHHA H BBRIIIETaYNBAEMBIX
BEIIECTB
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Ne Obo3HaueHUE cTaHIapTa HaumeHnoBaHue cTaHapTa Hara Jlata [Tpumensiemsle ITyHKT
n/n Hayaja IIpEKpaIEeHHs CTPYKTYpHBIE O6mux
NpPUMCHEHHsT | TIPUMEHEHHS | JJIEMEHTHI CTaHjaapra | TpeboBaHmi
cTaHaapTa craHgapra
1 2 3 - 5 6 7
26 I'OCT ISO 10993-17-2011 W3nenus menumuHckue. OnieHKa 06.05.2017 4-10 12
(ISO 10993-17:2002, IDT) OHOJIOTHYECKOTO ACHCTRHUS 4-10 13
MeIHIHHCKHX u3menuid. Yacte 17. 4-10 15
YceraHoBIeHHE TOPOTOBBIX
3HAYEHHUH JUISI BBIMBIBAEMBIX
BEILECTB
27 I'OCT ISO 10993-18-2011 Wznenus mepuuuHckue. Onenka 06.05.2017 5-8, Ilpunoxenne A 12
(ISO 10993-18:2005, IDT) OHOJIOTHYECKOI0 JIEHCTRHS 5-8, TIpunosxenue A 13
MeIUIUHCKHX n3nenuil. Yacrs 18. 5-8, Ipuioskenue A 15
HccnemoBanne XUMHYECKUX
CBONCTB MaTepHaJIOB
28 I'OCT ISO 10993-3-2011 Wznenus mequnuHckue. OuLeHka 06.05.2017 31.12.2019 4-7 12
(ISO 10993-3:2003, IDT) OHOJIOrHYECKOro ACHCTBHS 4-7 13
MeJIMIUHCKUX u3aenuil. Yacts 3. 4-7 15
HccerneoBanusi reHOTOKCHYHOCTH,
KaHIIEPOT€HHOCTH U TOKCHYECKOTO
JIeHCTBHS Ha PENPOAYKTHBHYIO
(yHKIIIO
29 'OCT ISO 10993-4-2011 Wzpenus meaunuackue. OneHka 06.05.2017 6 12
(ISO 10993-4:2002, IDT) OHOJIOTHYECKOTO AeHCTBUS 6 13
MeIuIHHCKUX u3enuii. YacTs 4. 6 15
UccnenoBanus U30€IHH,
B3aUMOJICHCTBYIOMIMX C KPOBBIO
30 ['OCT ISO 10993-5-2011 Wz nenna megumunckue. OneHka 06.05.2017 31.12.2019 4-10 12
(ISO 10993-5:1999, IDT) OHOJIOTHYECKOTO NeHCTBUSA 4-10 13
MeIULMHCKUX u3aeimi. Yacts 5. 4-10 15




|

Ne O6o3nauenue crangapra HaumenoBanue crangapra Jara Jara [Ipumensiembie [TynkT
/i Hayama TpeKpanieHus CTPYKTYpHBIE O06mmx
NpPUMEHEHHsS | TPUMEHEHHs | 3JIeMeHTHI cTaHaapra | TpeGoBaHUiH
cTaHaapTa cTaHaapTa
1 2 3 4 3 6 7
Hccnenoranmuda Ha
[IHTOTOKCHYHOCTE: METOBI in Vitro
31 I'OCT ISO 10993-6-2011 W3 penusa memuiuackue. Omenka 06.05.2017 4-6, [Tpunoxxenus B, 12
(ISO 10993-6:2007, IDT) OHOJIOrHYEeCcKOro JeHCTBUS C,D
MEIUITHHCKHX u3Jienuid. YacTs 6. 4-6, Tlpunoxenus B, 13
HccnenoBanus MECTHOTO ICHCTBHS C,D
I10CHE UMILTdHTAIlHH 4-6, lpusnoxenus B, 15
C,D
32 I'OCT ISO 10993-7-2011 Hznenmust mequipackae. Onenka 06.05.2017 31.12.2019 4,5 13
(ISO 10993-7:1995, IDT) OHONOrUYECKOro NEHCTBUSA 4,5 15
MeqUIUHCKUX u3nennid. Yacte 7.
OcrtaTtouyHoe coaepIKaHHe
ITHIIEHOKCH/IA TIOCJIE CTEPHITU3AIIH
33 I'OCT ISO 10993-7-2016 Wz nemus megunuHcKue. OleHKa 01.01.2018 4,5 13
(ISO 10993-7:2008, IDT) OHOJOTHYECKOT0 ACHCTBUSA 4,5 15
MEQUITMHCKHX u3aenuil. Yacts 7.
OcTaTouHOE co/IepKAHHE
STHJICHOKCH/IA TIOCTIE CTEPUITH3AI[HH
34 ['OCT ISO 10993-9-2015 Wsznenusa memuinackue. OneHKa 06.05.2017 4, 5, llpunoxenue A 12
(ISO 10993-9:2009, IDT) OHONIOTHYECKOTO JeHCTBUS 4, 5, Tlpunosxenue A 13
MeJIMIHHCKUX u3aenuii. Yacts 9. 4, 5, Tipunosxkenue A 15

OCHOBHBIE TPUHLIMIIBI
UICHTUDUKAITIN 1
KOJIMYECTBEHHOTO OTPEICIICHHS
MOTEHITHATIBHBIX MTPOYKTOR
JEeCTPYKIUH
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Ne Obo3HaueHUe cTaHaapTa HaumeHnoBaHue cTaHapra [Hara Hata [Tpumensiemble [Tynkr
n/n Hayaa [IpeKpaleHus CTPYKTYPHBIE Ob6mux
NPUMEHEHHUs | TIPUMEHCHHS | DJIEMEHTHI CTaHAapTa | TpeOoBaHUi
CTaHapTa cTaHIapTa
1 2 3 4 5 6 7
35 I'OCT ISO 11135-2012 MenunuHckue w3nenus. Bamunamus | 06.05.2017 31122019 4-7 18
(ISO 11135:1994, IDT) Y TEKYIIUH KOHTPONb CTEPHUIIA3AIIHH 4-7 19
OKCHJIOM 3THJIEHA
36 IOCTISO 11137-1-2011 Crepunuzanus MeIUIMHCKON 06.05.2017 4-12 18
(ISO 11137-1:2006, IDT) OpoayKUuH. Pajguanuonsas 4-12 19
cTepuim3anus. Yacts 1.
Tpeboranus k pa3padboTke,
BATHIAIMHA U TEKYIIEMY KOHTPOJIO
nporecca CTepHIIH3alHA
MEIUITMHCKUX H3AEINI
37 OCT ISO 11137-2-2011 Crepunu3aius MeIUIHHCKOH 06.05.2017 31.12:2019 4-10 18
(ISO 11137-2:2006, IDT) npoayKuuu. Panguanuonnas 4-10 19
crepunm3anus. Yacts 2.
VYcTaHOBNIEHHE CTEPUIN3YIOLIEH
JIO3BI
38 I'OCT ISO 11138-1-2012 Crepunu3zanis MeIUITHHCKOH 06.05.2017 31.12.2019 4-5, [Ipunoxenue A 3
(ISO 11138-1:1994, IDT) npoaykiuu. bruonornyeckue 4-5, [Tpunoxenne A 5
uHOHKaTopel. Yacts 1. 4-5, Tpunoxkenue A 6
Texuuueckue TpebGoBaHus 4-5, Hpunoxerne A 9
4-5, Ilpunoxenne A 11
4-5, Tlpunoxenue A 13
4-5, [Ipunoxxenune A 14
4-5, [lpunoskenune A 65
39 I'OCT ISO 11138-2-2012 Crepumu3alius MEJUIIMHCKO 06.05.2017 31.12.2019 4-7 3
(ISO 11138-2:1994, 1IDT) MPOJIYKIIMH. bruosioruyeckue 4-7 5
HHIUKaTopbl. Yacts 2. 4-7 6
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Ne Obo3nauenue cTaHaapTa HaunmeHnoBanue cranmapra Hara Jlara [Ipumensiemble [TyHkT
/o Havaja MpEKpalleHHUs] CTPYKTYpHBIE Ob6mux
IpUMEHEHHS | MPUMEHEHUsl | 3JIeMEHTHI cTaHaapra | TpeboBaHHMH
cTaHjapTa cTaHaapTa

1 2 3 = 5 6 7

buonormyeckue HHAUKATOPSI IS 4-7 9

CTEpUTH3AIMH OKCHIOM 3TUJIEHA 4.9 11

4-7 13

4-7 14

4-7 65

40 I'OCTISO 11138-3-2012 CrepuaH3aIius MeTUIIMHCKOM 06.05.2017 31.12.2019 | 4-10, Ilpunoxenune A 3

(ISO 11138-3:1994, IDT) MPOAYKIHH. brHonoruueckue 4-10, Tpusoxenue A 5

HHIAKATOPHI. HacTk 3. 4-10, Tprmoskerne A 5

buonornueckie HHIUKATOPHI JUIA 4-10, Hpunorxenne A 9

CTepUIHM3AIMH BIaKHBIM TETIOM

4-10, [Ipunoxenune A 11

4-10, [Ipunoxenue A 13

4-10, Ilpunoxenne A 14

4-10, [Ipunoxxenune A 65

41 I'OCT ISO 11140-1-2011 Crepunuzaius MeIUIUHCKOR 06.05.2017 31.12.2019 42-47,55,6.1,8 3

(ISO 11140-1:2005, IDT) MPOAYKIUH. XUMHYECKHE 42-47,5.5,6.1, 8 5

uHuKaTopsl Yacts 1. O6mue 4.2-47,55,6.1, 8 6

TpeOoBaHus 53 9

5.8 11

4.2-47,55,6.1, 8 13

4.2-477,55,6.1,8 14

42-47,55,6.1,8 65

42 I'OCT ISO 11140-3-2011 Crepunuzanus MeIHIHHCKON 06.05.2017 31.12.2019 4.1,6,7,8.1 3

(ISO 11140-3:2000, IDT) IPOIYKIIHH. XHUMHYECKHE 4.1,6,7,8.1 5

uHarkaTopel. Hacte 3. TecT-nmucTel 4.1,6,7,8.1 5

4.1,6,7,8.1 9
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Ne O6o3HaveHKe cTaHaapTa HaumenoBanue cranjapra Hata Hara [Tpumensiemele ITyHKT
/1 Hayasa IpeKparieHust CTPYKTYpHBIE O6mmx
PUMEHEHHS] | MPUMEHEHHs | JJIEMEHTHI CTaHAapTa | TpeboBaHuil
cTaHgapra cTaHjapra
1 2 3 4 5 6 7
K HHJIMKaTOpaM 2-To Kjacca JUis 41,6,7,8.1 13
UCTIEITAHHH Ha MPOHUKAHKE TIapa 4.1,6,7,8.1 13
4.1,6,7, 8.1 14
4.1,6,7, 8.1 65
43 'OCT ISO 11737-1-2012 Crepunu3zarus MeTUIIHHCKUX 06.05.2017 31.12.2019 4-8 19
(ISO 11737-1:1995, IDT) uznenait. MukpoOHonornueckue
meTonel. Yacte 1. Onenka
TOTTYJISIIAN MHKPOOPTaHH3MOB Ha
TPOIYKIUN
44 I'OCT ISO 11737-2-2011 Crepuinzanus MeJIMIHHCKHX 06.05.2017 31.12.2019 4-7 19
(ISO 11737-2:1998, IDT) uznenuii. Mukpobuosornyeckue
MmeTonbl. Yacts 2. McneiTanus Ha
CTEPHIIBHOCTD, IPOBOAUMBIE IIPU
BaJTH/IAIIHH [TPOIIECCOB
CTEpHIIM3ALUHU
45 ["OCT ISO 13485-2011 N3 nennsa memuiuackue. CHCTeMBI 06.05.2017 31.12.2019 4.1,4.2,5.1, 5.3-5.6, 3
(ISO 13485:2003, IDT) MEHEKMEHTa KaueCTBA. 6.4,7.1-7.6,8.2.2,
CucreMHbIe TpeOOBaHUA 1A LeNeH 8.2.3,8.2.4,8.3, 8.4,
peryIupoBaHus 8.5.1-8.5.3
4.1,4.2,5.1,5.3-5.6, 4
6.4,7.1-7.6, 8.2.2,
8.2.3, 8.2.4, 8.3, 8.4,
8.5.1-8.5.3
4.1,4.2,5.1,53-5.6, 3

6.4,7.1-7.6,82.2,
8.2.3,8.2.4,83,84,

8.5.1-8.5.3
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No O06o3HaueHne cTaHapra HaumenoBanue ctanmapra Hata Jara [IpumensiembIe [TyHKT
/1 Hayaja NpeKpaneHus CTPYKTYpHBIE O6nmx
IIPAMEHEHHUsS. | TPHMEHEHUs | 9JIEMEHTHI CTaHJapTa | TpeOOBaHHM
cTaHjgapra cTaHjapra
1 2 3 4 5 6 7
4.1,4.2,5.1,5.3-5.6, 6
6.4,7.1-7.6,8.2.2,
8.2.3,8.2.4,8.3, 8.4,
8.5.1-8.5.3
4.1,4.2,5.1,5.3-5.6, 7
6.4,7.1-7.6, 8.2.2,
8.2.3,8.2.4,8.3, 84,
8.5.1-8.5.3
4.1,4.2,5.1, 5.3-5.6, 8
6.4,7.1-7.6,8.2.2,
8.2.3,8.2.4,83,84,
8.5.1-8.5.3
46 I'OCT ISO 14160-2011 Crepunusanus 0JHOPa30BbIX 06.05.2017 31.12.2019 4-7 18
(ISO 14160:1998, IDT) MEIUITMHCKHAX U3ACNUit, 4-7 19
CoJIepIKaIuX MaTepHabl
YKHBOTHOTO MPOUCXOIKICHHSL.
Banunanus u TeKymuii KOHTPOIb
CTEPHJIM3ALMHU C TIOMOLIBIO YKHUIKUX
CTEPHIIM3YIOLINX CPEICTB
47 ['OCT ISO 14971-2011 W3nenus MeTUIMHCKUE. 06.05.2017 1-9 3
(ISO 14971:2007, IDT) [IppmMeHeHne MEHEIKMEHTA PUCKA K 1-9 4
METUITMHCKAM U3AETUIM 1-9 5
1-9 7
6.4,6.5,7 8
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No O0o3HaueHHUe cTaHapTa HaunmenoBanue crangapra JlaTa Jlata [IpumeHnsiembie [lynkT
/11 Hayasa TIPEKpaeHHust CTPYKTYpHBIE O6mux
IpPUMEHEHHsS] | MPUMEHEHHsl | BJIeMEHTHI cTaHaapra | TpeboBaHHUH
cTaHJapTa cTaHapTa

1 2 3 - 5 6 7
48 I'OCT ISO 7864-2011 Wrne HHBEKIIMOHHBIE 06.05.2017 31.12.2019 4-15 3
(ISO 7864:1993, IDT) OJHOKPATHOTO IIPUMEHEHUS 4-15 4
CTCPIUTBHBIE 14 5

4-15 6

8,15 9

4-13 12

4-13 14

5,6, 14 15

10, 14 16

10, 14 18

7-9, 13 27

7,8,12,13,15 28

49 ['OCT ISO 7886-1-2011 [Inpuiisl HHBEKIIHOHHBIE 06.05.2017 5-14 3
(ISO 7886-1:1993, IDT) OJIHOKPATHOTO IPUMEHEHHS 1914 4
crepuibHble. HacTe 1. [npuus! mms 15 5

PYUHOTO MCTIOIB30BAHUS 12,14, 15 6

16 9

16 11

5,6,7,8 12

5-8, 15 13

5-8, 14 15
14 16

15 18
13 27

9-11, 14.1




)

No Obo3HaveHue craHgapra HanmenoBanue crannapra Jlata Jlata [Tpumensiemble [TynkT
/11 Hayasa IpeKpaeHus CTPYKTYpHBIE OO6mux
NPUMEHEHUS | NMPUMEHEeHHs | DJIEMEHTHI cTaHnapra | TpeOoBaHUi
cTaHaapTa CTaHJapTa
1 2 3 4 5 6 7
10,111, 112,121, 32
12.3
9,10, 14.1 33
122 52
12.1,12.2, 14 53
16 58
15.1, 152 60
16 65
50 ["OCT ISO 7886-3-2011 [IInpuibl HHEEKIIMOHHEIE 06.05.2017 5,6,7,8,10,11.1, 3
(ISO 7886-3:2005, IDT) OJHOKPATHOT'O NPHUMEHEHHA 12.1, 122, 13.1, 13.2,
crepribHble. Yacts 3. IInpuusr s 14.1, 14.2, 143
UMMYHHU3aIHH GHUKCHPOBAHHOH 12.1, 122, 13.1, 13.2, 4
103011, aBTOMaTHYECKH 14.1,14.2,14.3
MPUXOANIME B HETOJAHOCTH II0CTIE 14.4 5
TPHMCHEHHA 12.1,12.2,14.3,15.1 6
16 9
16 11
5,6,7,8 12
5.6.7,8,15.1,152 13
5,6,7,8,14.2 15
14.3 16
15.1, 15.2 18
13.2 27
9,10, 11.1, 14.1 31
10. 111 11.2; 12.1, 32
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Ne O6o3HaueHue cTasapra HanmenoBanue crangapra Hara [Hara [TpumensieMble [TynkT
n/n Havana NpeKpalieHus CTPYKTYPHBIE (0)111:0:¢
IPUMEHEHHsS | MPHMEHEHHs | DJIeMEHTHI cTaHaapra | TpeOoBaHWH
cTaHjapra cTa”japra
1 2 3 4 5 6 7
12.3

9,10, 14.1 33

122 32

12.1,12.2,14.3 53

16 58

15.1,.152 60

16 65

51 ["OCT ISO 7886-4-2011 [Inpuns! MHBEEKIMOHHBIE 06.05.2017 6-15 3

(ISO 7886-4:2000, IDT) OHOKPATHOTO IPUMEHEHHUS 13-15 4

crepuibHble. Yacts 4. [Hnpunst ¢ 16 5

YCTPOHMCTBOM, ITPENATCTBYIOMUM HX 1315 16 6

MIOBTOPHOMY IIPUMEHEHHIO —

17 9

17 11

6-9 12

6-9, 16 13

6-9, 15 15

15 16

16 18

14 27

10-12, 15.1 31

11, 12,.13 32

10, 11 33

13 52

13,15 53

17 58
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No Obo3nauenue cTagaapra HanMeHoBaHue cTraniapra Hara Hara [Tpumensemele [TynKT
/T Havaia npeKpaleHus CTPYKTYpPHBIE O6mmux
NpYMEHEHHs | NMPUMEHEHHs | 3JIEMEHTHI cTaHaapra | TpeDoBaHui
cTaHJapTa cTaHjapTa
1 2 3 - 5 6 7
16 60
17 65
52 ['OCT ISO 8537-2011 [Impunel HHBEKIHOHHBIE 06.05.2017 31.12.2019 4-14, 3
(ISO 8537:2007, IDT) OIHOKPATHOTO IPHMEHEHHS [Ipunoxxenus A-I
CTEePIIILHBIE C UTJIOH WK 6€3 UIibl 4-14, 4
ULl KHCYIHHA. TexHuyeckue Tpunoxenus A-I
TpeOOBaHUS U METOBI HCIIBITAHUH
4-15 5
4-14, 6
[Mpunoxenus A-I
16 9
16 11
4-14, 12
[Tpunoxenus A-I
4-14, 13
[Ipunosxxenus A-I
4-14, 15
[Tpunoxenus A-I
4-14, 16
[Ipunoxxenus A-I
15 18
4-14, 27
ITpunoxenus A-1
9 32
4-14, 52

[Tpunoxenus A-I
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No Obo3HaveHue cTaHaapra HanMenoBanue crannapra Hara Jara [Tpumensiemslie [TyHkT
/1 Havana NpeKpalieHus CTPYKTYpHBIE O6mux
IPUMEHEHHs | MPUMEHEHUsl | 3JIEMEHTHI cTaHaapra | TpeboBaHHM
CTaHJapTa cTaHjgapTa
1 2 3 4 5 6 7
4-14, 53
[Ipunoxenus A-I
16 58
16 60
53 ['OCT ISO 9801-2011 Habopsl MpoOHBIX OYKOBBIX JIMH3. 06.05.2017 31.12.2019 4,5 3
(ISO 9801:1997, IDT) Texundeckue TpeOOBaHUS U 4,5 4
METO/1bl HCTIBITAHUH 4,5 5
4,5 7
4,5 8
4.2,5.1 31
4.2,5.1 32
4.2,5.1 33
6 58
7 65
54 ['OCT ISO/TS 10993-19-2011 | U3nemust Mmenunuackue. OneHKa 06.05.2017 5-8 8
(ISO/TS 10993-19:2006, IDT) | 6HONOrHYECKOTO JIEHCTBHA 5-8 15
MeIuIUHCKuX u3nenui. Yacts 19.
Hccnenosanus Gpu3nKo-
XHUMHYECKUX, MOP(GOTOTHIECKHX H
Tonorpa(uueckux cBOMCTB
MaTepHalIOB
55 T'OCT ISO/TS 10993-20-2011 | U3gemus memuiuackue. OneHka 06.05.2017 4-7 8
(ISO/TS 10993-20:2006, IDT) | 6GHoOIOrHYeCKOro AEHCTBHS 4-7 15

MeIuIMHCKUX u3nenuii. Yacts 20.
[IpUHIMIIBI U METO/IBI
HCCIeIOBaHMs
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Ne Obo3HaueHue cTaHAapTa HaumeHnoBanue ctanmapTa Jara Mata IIpumensemelie IlyHKT
/1 Hayana MpeKpaleHHs CTPYKTYPHBIE Obmux
pPUMEHEHHS | NMPHMEHCHHS | DJIEMEHTHI CTaHAapTa | TpeboBaHui
cTaHzapra CTaHJapTa
1 2 3 4 5 6 7
HMMYHOTOKCHYHOCTH METUITHUHCKHX
15631 (H117071
56 I'OCT OIML R 76-1-2011 ['ocynmapcTBeHHasA cHCTEMA 06.05.2017 [Ipunoxenue A 31
(OIML R76-1:2006, IDT) obecneueHus €IUHCTBA U3MEPEHUH. Ipunoxenne A 1D
Becsl HeaBTOMATHUECKOTO Tpunoxenue A 33
nercreus. Yacts 1.
MeTposorTHYecKHe W TEXHHYECKHE
TpeboBanus. Mcnpiranus
57 ['OCT UCO 14644-1-2002 YucThIe TOMEINEHHSI H CBA3aHHBIE C 06.05.2017 31.12.2019 3,4 20
(ISO 14644-1:1999, IDT) HHUMH KOHTPOJIMPYEMBIE CPETIBI.
Yacts 1. Kitaccugukamnusa YuCTOTH
BO3IyXa
58 ['OCT MCO 14698-1-2005 YucThle MOMEIICHUS U CBSI3aHHEIE C 06.05.2017 4-9 20
(ISO 14698-1:2003, IDT) HUMH KOHTPOJIMpYEMBIE CPEebl.
KoHTpoas Ouo3arps3HeHu .
YacTts 1. OOmue MpUHIKIBI 1
METOIbI
59 I'OCT UCO 14698-2-2005 UucThle MOMEIICHUS U CBS3aHHBIE C 06.05.2017 4 20
(ISO 14698-2:2003, IDT) HHUMH KOHTPOJIUPYEMBIE CPEJIEL.
KoHTpons 6uo3arps3HeHuii.
Yacte 2. AHAIA3 JaHHBIX O
OHo3arpsa3HeHMIX
60 I'OCT P 50267.2.54-2013 W3penuss MeAUIIUHCKIE 06.05.2017 201.4-201.17, 202, 3
(IEC 60601-2-54:2009, MOD) | anexrpuyeckue. HacTb 2-54. 203
YacrtHble TpeboBaHMs O€3011aCHOCTH 201.4-201.17, 202, 4
C YUYE€TOM OCHOBHBIX 203
(i)}’HKLII/IOHaIH:HLIX XapaKTCpHCTHK K 201.4-201.1 7’ 202’ 5
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Ne O6o3HaueHue cTasaapra Haumenosanue crangapra Jara Jlata [IpumeHnsemsbie [Iynkr
/i Havajia npeKpaleHus CTPYKTYpHBIE O0mx
MPUMEHEHHST | TIPUMEHEHUs | SJIEMEHTHI CTaHaapTa | TpeboBaHHH
cTaHaapTa cTangapTa
1 2 3 4 5 6 7
PEHTTE€HOBCKUM amnaparam Jis 203
peHTreHorpa)uy PeHTreHOCKOIHH 201.4-201.17, 202, 6
203
201.4-201.17, 202, 7
203
201.4-201.17, 202, 8
203
201.11 12
201.11 14
201.11 15
201.15 26
201.16 27
201.9,201.11-201.13, 28
201.15,201.17, 202
201.11 29
201.7 30
20112 31
201.10, 203 34
201.10, 203 35
201.10 36
201.10, 203 37
201.14 38
201.13 39
201.12 42
201,17, 202 43
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No O0o3Havenue cTaHgapTa HaunmeHoBaHue cTangapra JlaTa Hata [Ipumensiembie [TyHKT
n/m Hayaia npeKpameHus CTPYKTYpHBIE O6mux
IIPUMEHEHHS] | MPHMEHEHHs | SJIEMEHTHI CTaHOapTa | TpeOoBaHHI
cTaHjapTa CTaHAapTa
1 2 3 4 5 6 7
201.17, 202 44
201.8 45
201.9 46
201.9 47
201.9 48
201.8, 201.15 49
201.15 50
201.11 51
201.12, 201.15 52
201.12, 201.15 53
201.12 54
201.7 58
201.7 65
61 I'OCT P 52459.27-2009 COBMECTUMOCTh TEXHUYECKHX 06.05.2017 4-7 28
(EN 301 489-27:2004, MOD) | cpencTB 3I€KTpOMarHuTHasl. 477 43
TexHUUECKHE CPENICTBA PAIHOCB3H. 4-7 44
Yacte 27. YacTHBIe TpeOOBAHUSA K
AKTHBHBIM MEJIUIIMHCKUM
HMILIAaHTATaM KpaiHe Maoi
MOII[HOCTH ¥ CBSI3aHHBIM C HUMHU
nepuepuiHBIM yCcTpoicTBam
62 I'OCT P 52459.31-2009 COBMECTHMOCTE TEXHHUECKHX 06.05.2017 4-7 28
(EN 301 489-31:2005, MOD) | cpeacTB 2JIeKTpPOMarHUTHAS. 4-7 43
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Ne O6o3HaueHue cranaapra HamMeHoBaHue cTanapTa JHara Hata [TpumensieMble [TyHKT
/o Hayasa MpeKpalieHHs CTPYKTYPHBIE Obmux
IIPUMEHEHHsS | MPUMEHEHHs | JJIEMEHTHI CTaHAapTa | TpeboBaHHUi
cTaaapra CTaHapra
1 2 3 - 5 6 7

Texuuyeckue cpencTna pagHOCBI3H. 4-7 44
Yacts 31. YacTHBle TpeOOBAHUSA K
PaIo0o00PYIOBAHHIO AJISI
AKTHBHBIX MEIHUIHHCKHX
HUMIUIAaHTATOB KpalHHe Maon
MOIIIHOCTH 1 CBSI3AHHBIX C HUMH
neprudepruiHbIX YCTPOHCTB,
paboTaromemMy B 0JI0ce YacTOT
oT 9 mo 315 kI

63 I'OCT P 52770-2007 Wznenust MEAUITUHCKHE. 06.05.2017 30.09.2017 4.3, 5, Tlpunoxenus 13
TpeGoBauust 6e30macHOCTH. A, b
MeToab! CAHUTAPHO-XUMHYECKUX U 4.3, 5, TTpunosxenus 15
TOKCHKOJIOTHYECKUX MCIILITAHUH A, B

64 ['OCT P 52770-2016 M3 nenusa MEIUIIHHCKHE. 01.10.2017 4.1-4.5, 5, 6, 13
Tpeboanus 0€30MaCHOCTH. [Tpunoxenus A, b, B
MeTopl CAaHUTAPHO-XUMUYECKUX U 4.1-4.5, 5, 6, 15
TOKCHKOJIOTHYECKHMX MCTIBITAHHH punoxenns A, b, B

65 I'OCT P 53469-2009 OnTHka 1 ONTHYECKHUE TPHOOPEL. 06.05.2017 31.12.2019 5.2-5.6 3

(ISO 8600-1:2005, MOD) DHIIOCKOMBI B TPUOOPHI 5956 6

9HJIOTEepATIeBTUUECKHE
memuuuackue. Yacts 1. Obmue
TpeGoBaHus

66 ['OCT P 54794-2011 AHaTM3aTOPHI IAPOB TAHOJNA. 06.05.2017 5.2.1-5.2.3,5.3,7.4, 3

O6HIH€ TCXHHYCCKUE YCIIOBHUA

8.1, 8.3-8.5, 8.8, 9.1,
10, IIpunoxenne A
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Ne O6o3HaueHue cranaapra HanMenoBanue craniapra Hara [Hara [TpumensiemMblie ITyHKT
/I Havyaja NpeEKpaIeHust CTPYKTYpHBIE O06mux
IPUMEHEHHsS] | MPUMEHEeHUsl | 3JIeMEHTHI cTaHaapra | TpeboBaHHH
cTaHJapTa CTaHIapTa
1 2 3 - 5 6 7
3.2.1-5.23,53, 74, 4
8.1, 8.3-8.5, 8.8, 9.1,
10, ITpunoxenne A
5.2,1-5.2.3.,5.3; 74, 5
8.1,8.3-8.5,88,9.1,
10, [Ipunoxenune A
5.2,1-5.2.3,5.3, 7.4, 6
8.1, 8.3-8.5, 8.8, 9.1,
10, Ilpunoxenune A
5.2:1-58:.2.3, 5.3, 74, 7
8.1, 8.3-8.5, 8.8, 9.1,
10, ITpunoxxkenune A
5.2.1-5.2.3,5.3,74, 8
8.1, 8.3-8.5, 8.8, 9.1,
10, ITpunoxenue A
5.2.1 31
5.2.1 32
5.2.1 33
10 65
67 I'OCT P 8.605-2004 [ocynapcTBeHHAas cUCTEMA 06.05.2017 4,5 3
(IEC/TR 61206:1993, MOD) | obecrieueHns eIMHCTBA H3MEPEHHIA. 4,5 10
[Ipubopr MeAULIUHCKHE 4,5 38
yIBTPa3BYKOBBIC THATHOCTUYECKHE. 45 )
OO6urue TpeboBaHMS K METOIUKAM :
H3MEPEHUH NTapamMeTpoB 4,5 53
4,5 54

TOTLIEPOBCKHX ITPHOOPOB
HEIPEPBIBHOH BOJIHBI
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Ne OOo3Havenue crangapra HaumenoBanue cranmapra Hara Hata [IpumeHnsiemMbIe [TyHKT
1/ Havala IIpeKpalieHus CTPYKTYpPHBIE O06uux
NPUMEHEHHS | IPUMEHEHMsS | SJIEMEHTHI cTaHjaapra | TpeboBaHMit
cTaHjapTa cTa”japTa
1 2 3 = 5 6 7
68 I'OCT P UCO 10328-2007 [IpoTesupoBanue. Mcnbitanus 06.05.2017 31.12.2019 4-16 3
(ISO 10328:2006, IDT) KOHCTPYKIIMH ITPOTE30B HHKHUX 4-16 4
KoHeyHocTel. TpeboBanus u 4-16 5
MEeTObI UCIIBITAHUH 116 6
4-16 7
69 I'OCT P MICO 10651-4-2015 Anmnaparsl HCKYCCTBEHHOR 06.05.2017 4-10 3
(ISO 10651-4:2002, IDT) BEHTHJIALIMH JIETKUX MEIHITHHCKHE. 4-10 4
Yacts 4. YacTHble TpeOOBaHHS 54,55,7.1 B
0e30MacHOCTH ¢ YYETOM OCHOBHBIX 4.1-43, 4547, 6
(bYHKIMOHATBHEIX XapaKTePHCTHK K 5954 6.1-6.7
annaparaM MCKYCCTBEHHOM 7.1’, 79 ’
BEHTHIISALIMH JIETKUX JIJIsT O’KUBICHUS
c pqubni[i HpI/IBOI[OM)I 5.1-5.3, 7.1 i
9.1 8
70 I'OCT P UCO 10993-2-2009 | Uznemus meaunuHckue. OneHka 06.05.2017 31.12.2019 4.5, 4.8 «an, 3
(ISO 10993-2:2006, IDT) OHOJIOTUYECKOTO JIEHCTBHS «by, «c», «d1»,
MEIHITHHCKHX H3ASTHH, «d2», «d8»
Yacts 2. TpeboBaHus K 00paleHHIO 4.5, 4.8 «a», 6
C ’KMBOTHBIMHU «bx», «cw, «dlx»,
«d2», «d8»
il I'OCT P UCO 11334-1-2010 CpejictBa BcrioMorarelbHble JUIs 06.05.2017 4,5 3
(ISO 11334-1:2007, IDT) X0JbOBI, YITpaBJsieMble OQHOM 4,5 4
pykoii. TpeboBaHus U METOBI 4,5 5
ucneiTanuit. Yacts 1. KocTeinu 4.5 6
JIOKTEBBIE 4.5 7
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No Obo3Havenue cTaHgapTa HaumeHnoBanue craggapra Jara Jara IIpumeHnsiemele [TyHKT
n/n Hayvajla IpeKpalleHus CTPYKTYpPHBIE Obmmx
IpPUMEHEHHS] | MPHMEHEHHs | 3JIEMEHTHI CTaHAapTa | TpeOoBaHHI
cTaHgapra cTaHJapTa
1 2 3 - 5 6 7
4,5 8
6 9
4,5 12
4,5 46
4,5 o
4,5 56
4,5 37
6 58
6 65
72 ['OCT P MICO 12866-2011 IocynapcTBeHHAas cHCTEMa 06.05.2017 4.2-44,5 3
(ISO 12866:1999, IDT) obecrieyeHus eTUHCTBA H3MEPEHHH. 42-44,5 4
[TepumeTpsl 0QTATEMOIOTHIECKHE. 4.2-4.4,5 6
Texnuueckue Tp€6(3BaHI/IH " 42-4.4,5 3
METO/IbI UCTIBITAHU I 42445 31
4.2-4.4,5 32
73 I'OCT P CO 13408-1-2000 | AcenTudeckoe MpOH3BOACTBO 06.05.2017 31.12.2019 3-21 18
(ISO 13408-1:1998, IDT) MeTUIHHCKOH mpoaykimu. Yacts 1. 3.1 19
O6nrue TpeboBaHMs
74 I'OCT P UCO 13408-2-2007 | AcenTudeckoe IMpOU3BOACTBO 06.05.2017 4-12 18
(ISO 13408-2:2003, IDT) MEIMIIMHCKOHN Mpoaykiuu. YacTs 2. 4-12 19
QunpTparnus
75 I'OCT P UCO 13408-3-2011 AcenTu4ecKoe IIPOU3BOJICTBO 06.05.2017 4-9 18
(ISO 13408-3:20006, IDT) MEIMIMHCKOM npoaykuuu. HYacts 3. 4-9 19

JInopumm3zanms
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Ne Obo3HayeHue cTaHIapTa HaunMeHoBaHue cTangapra Jara Jlara [IpumeHnsiemMble [TyHKT
n/n Havajna NpeKpaleHus CTPYKTYpHBIE O6mmx
IpUMEHEHHsS | MPUMEHEHUsI | SJIEMEHTHI CTaHaapra | TpeOOBaHHH
CTaHJapTa cTaHjgapTa
1 2 3 4 5 6 7
76 I'OCT P MCO 13408-4-2011 AcCenTHYEeCKOe MPOU3BOICTBO 06.05.2017 4-9 18
(ISO 13408-4:2005, IDT) MEIHUITUHCKOH mpoaykiuu. Yacts 4. 4-9 19
OuncTka Ha MecTe
77 I'OCT P UCO 13408-5-2011 AcenTHyeckoe MPoU3BOACTBO 06.05.2017 4-9 18
(ISO 13408-5:2006, IDT) METUIMHCKOHN mpoayKuuu. YacTs 5. 4-9 19
Crepuin3anus Ha MECTe
78 ['OCT P UCO 13408-6-2009 | Acentudeckoe MPONU3BOACTBO 06.05.2017 4-9 18
(ISO 13408-6:2005, IDT) MeMIIMHCKOH npoaykuuu. Yacts 6. 4-9 19
Wzonupyromue cucTeMbl
79 | 'OCT P UCO 14155-2014 (ISO | KiimHHyeckHe UCCIeI0BaHus. 06.05.2017 4-9, Tlpunoxenve A 3
14155:2011, IDT) Hannesxamas KJImHAYecKas 4-9, TIpunosxenue A 6
HpSRTIa 4-9, TIpunoxenne A 8
80 I'OCT P MUCO 14630-2011 WMIIaHTaTEl XUPYpPrHYECKHE 06.05.2017 31.12.2019 4-8 3
(ISO 14630:2008, IDT) HeakTHBHBIE. O0IIHe TpeOOBaHUS 4-8 4
4,5,7,8,10 5
4-10 6
4-8 7
5.7 8
4-8 12
4,6-8, 10 13
6,7,8 14
0.10 16
9,10 18
9,10 19
9,10 20
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Ne O0o3HaueHue cTanaapTa HaunmenoBanue crangapra Jara Hara [IpumeHnsiemble [TyHKT
n/n Hayana HpeKparieHus CTPYKTYpHBIE O06umx
IPUMEHEHHs] | NMPUMEHEHHs | 3JIeMEHTHI cTaHaapTa | TpeOoBaHHH
cTanjaapra CTaHIapTa
1 2 3 - 5 6 7
9,10 21
6 22
6 23
5, 6,11 27
4,5,6 28
9 58
9,10 60
81 I'OCT P UCO 14937-2012 Crepunu3anys MEIHUITHHCKOM 06.05.2017 4-12 18
(ISO 14937:2009, IDT) npoaykiai. Obmue TpedoBaHus K 4-12 19
ONpeJIeNICHHIO XapaKTePUCTHK
CTEPHJIM3YIOUIETO areHTa 1 K
pa3paboTke, BaTU ALK U
TeKyIleMy KOHTPOIO Ipolecca
CTePHTH3AIMH MEIUIIMHCKIX
H3JeNni
82 'OCT P MUCO 15032-2001 [Tporessr. Mcneitanus kouctpykuu | 06.05.2017 4-9 3
(ISO 15032:2000, IDT) Ta300€JPEHHBIX Y3JIOB 4-9 4
4-9 B
4-9 6
4-9 7
4-9 8
4-9 9
4-9 12
83 I'OCT P UCO 15223-1-2014 H3nenus menununckue. CHMBOJIEL, 06.05.2017 4 11
(ISO 15223-1:2012, IDT) IIpHMEHsIEMBIE IPH MAapPKHPOBAHHH 5.1-5.4 58
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Ne O6o3Hayenue cTaHgapra HaumenoBanue ctannapra Jara Hara [Tpumensiemsbie ITynkT
/11 Hauaja TpeKpanieHus CTPYKTYpHBIE O6mmx
IPUMEHEHHUs] | NMpPUMEHEeHHs | SJIEMEHTHI CTaHOapTa | TpeOoBaHUi
CTaHaapTa CTaHJapra
1 2 3 - 5 6 7
Ha MEIUIWHCKUX HU3ETHIX, 5.2.7 60
ITHKETKaX U B COMPOBOIUTENHHON
nokyMeHTarii. Yacte 1. OCHOBHBIE
TpeboBaHuUs
84 'OCT P MCO 15882-2012 Crepunu3aiis MeIHITHHCKOH 06.05.2017 3-11 18
(ISO 15882:2008, IDT) OpOAYKIUU. XUMUYECKHE 3-11 19
WHIUKATOPEL. PykoBoacTBO O
BBIOOPY, HCIIOIB30BAHMIO H
HHTEPIPETALMH PE3YIbTATOB
85 I'OCT P MUCO 16061-2011 WHCTpYMEHTHI, HCTIONb3YeMble 06.05.2017 31.12.2019 4-8 3
(ISO 16061:2008, IDT) COBMECTHO C HEAKTUBHBIMH 4-8 4
XUPYPTUIECKUMHE UMILIAHTATAMH. 4,5,7,8,10 5
O06uue TpeboBanus 410 6
4-8 7
BT 8
4-8 12
4,6-8, 10 13
6,7,8 14
9,10 16
9,10 18
9,10 19
9,10 20
9,10 21
6 22
6 23
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Ne O603HaueHne cTaHaapra HanmeHoBaHHE cTaHIapTa JlaTta Hara [Tpumensiemsle [TyHKT
n/m Hayajia MpeKpaleHust CTPYKTYpHBIE Obmux
NPHMEHEHHs | TPUMEHEHHs | DIIEMEHTHI CTaHaapra | TpeboBaHMi
cTaHjapra cTaHapTa
1 2 3 . 5 6 7
5,6,11 27
4,5,6 28
9 58
9,10 60
86 I'OCT P MUCO 16201-2010 TexHuueckue cpecTaa 06.05.2017 4-6 3
(ISO 16201:2006, IDT) peabUITUTAIIHH JTIOEH ¢ 4-6 4
OrpaHUYECHUSIMH 4-6 5
KHU3HEACATEIHLHOCTH. BBITOBBIE 4.6 6
CHCTEMBI KOHTPOJISI OKPYKatOLIEH 16 2
cpezs
4.1 8
4.3 12
42,6 27
6 28
6 29
3.1 38
6 43
6 45
6 46
6 49
6 51
52 54
87 I'OCT P UCO 17664-2012 Crepuiiu3aiys MeIMIIMHCKHX 06.05.2017 3-6 58
(ISO 17664:2004, IDT) u3nenuit. Uadopmanus, 3-6 65

npenocTaBaeMas H3rOTOBUTEIEM
JJIs IIPOBECOCHU S HOBTOpHOI‘/'I
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Ne Obo3navenue cTaHaapTa HammeHoBaHue cTangapTa Hara Jara [Ipumensemeie [TyHKT
/1 Hayana IpeKparieHus CTPYKTYPHBIE O6umx
NpAMEHEHHS | TMPHMEHEHWsl | OJIEeMEHTHI CTaHAapTa | TpeOoBaHHUi
CTaHjapra CTaHJapTa
1 2 3 4 5 6 7
CTepUIHM3AIMH MEIUIIHHCKUX
W3JIeITHi ‘
88 I'OCT P UCO 17665-1-2016 | Crepunu3anus MEAUIIMHCKOM 01.03.2017 4-12 18
(ISO 17665-1:2006, IDT) MPOJAYKIIHH BIAXXHOE TEILIO. 4=12 19
Yacte 1. Tpeboranus k pazpadboTke,
BaTUJAIMH H TEKYLIEMY KOHTPOJIIO
npolecca CTepUIN3aluu
MEIHIMHCKHUX U3IEIIHH
89 'OCT P UCO 20857-2016 Crepunzands MeTHIIMHCKOH 01.03.2017 4-12 18
(ISO 20857:2010, IDT) MpOAYKIUH. ['opsaunii BO3AyX. 4-12 19
Tpebosanus k paspaboTke,
BATHJIALHH U TEKYLIEMY KOHTPOIIIO
MpoIecca CTEPHITH3aNN
MEIUIIMHCKHUX U3EIHH
90 ['OCT P MCO 21534-2013 WNMIimanTaThel XUpypPru4ecKre 06.05.2017 4-8 3
(ISO 21534:2007, IDT) HeakTUBHEBIE. MIMnnanTate! auis 4-8 4
3aMeHBbI cycTaBoB. YacTHbIe 4,5,7,8,10 5
TpeGoBaHHs 410 6
4-8 7
5,7 8
4-8 12
4,6-8, 10 13
6,7, 8 14
9,10 16
9,10 18
9,10 19
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Ne (O0o3HaYeHHE CTaHIApTA HaumenoBanue crangapra Jlarta Hara [IpumeHnsiembie [Tynkr
n/m Havaia MpeKpameHus CTPYKTYpPHBIE O06mmumx
NPUMEHEHHUS] | MPUMEHEHHs | 9JIEMEHTHI CTaHOapTa | TpeboBaHUH
CTaHjapTa cTaHaapTa

1 2 3 = 5 6 1

9,10 20

9,10 21

6 22

6 23

5,6,11 27

4,5,6 28

9 58

9,10 60

9 65

91 ['OCT P MUCO 21535-2013 WIMITanTaThl XUPYPruvyecKue 06.05.2017 4-8 3

(ISO 21535:2007, IDT) HeaKTHBHBIE. VIMIIIaHTaTEI A1 4-8 4

3aMeHBI cycTaroB. CrieniansHble 4,5.7,8, 10 5

TpeOOBaHMSI K UMIUIAHTATAM IS 4-10 6

IIPOTE3UPOBAHUS Ta300€PEHHOTO 13 7

cycraBa

5,7 8

4-8 12

4, 6-8,10 13

6, .8 14

9,10 16

9,10 18

9,10 19

9,10 20

9,10 21

6 23

6 23
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Ne O6o3Hauenue cranzapra HaumenoBanue cranjapra Hara Hara [Tpumensemsie [IynxT
/T Havana MpeKpaIIeHus CTPYKTYPHBIE Oo6mmHx
NPUMEHEHHs | TIPUMECHEHHS | DJIEMEHTHI CTaHjaapra | TpeboBaHHi
CTaHJapTa cTaHaapTa
1 2 3 4 5 6 7
5,6,11 27
4,5,6 28
9 58
9,10 60
9 65
92 [OCT P MCO 21536-2013 WmnnanraTsl XUpyprudieckue 06.05.2017 4-8 3
(ISO 21536:2007, IDT) HeaKTHBHBIC. IMITTaHTATHI 15 4-8 4
3aMeHBbI cycTaBoB. CrienHaibHbIe 25 7.8 10 5
TpeOOBaHHUs K HMILTAHTATAM JUIS : ’4_1 0’ 5
MIPOTE3UPOBAHMS KOJIEHHOT'O s =
cycraBa
8.7 8
4-8 12
4, 6-8, 10 13
6,7,8 14
9,10 16
9,10 18
8,9,10 19
8,9 20
9, 10 21
6 22
6 23
5,6,11 27
4,5,6 28
9 58
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No OGo3HaueHue craHaapTa HaunmenoBanue cranjapra Hara Jlata [IpumeHnsiemble [lynkT
/i Havana MpeKpaleHus CTPYKTYpPHBIE O6mumx
IpPHMEHEHHUs | NPUMEHEHHs | 3JIeMEeHTHI cTaHiapTra | TpeboBaHMi
CTaHJapTa CTaH/apTa
1 2 3 - 5 6 ]
9,10 60
9,11 65
93 I'OCT P UCO 22442-1-2011 Wznenusa MeTuIHMHCKHAE, 06.05.2017 31.12.2019 4.1-4.6, 12
(ISO 22442-1:2007, IDT) HCIIONB3YIOMME TKAHU U UX [Tpunoxenue C
IIPOM3BOIHEIE JKHBOTHOTO 4.1-4.6, e
nmpoucxoxaeHus. Yacts 1. Ipunoxenne C
MenemMeHT pHCKa 4.1-4.6, 16
[Tpunoxenue C
4.1-4.6, 23
[Tpunoxenue C
94 ['OCT P MCO 22442-2-2011 Wzmenust MeIAIIHHCKHE, 06.05.2017 31.12.2019 4-8, ITpunoxxenne A 12
(ISO 22442-2:2007, IDT) HCTIONB3YIONINE TKaHU U UX 4-8, Tlpunoxenue A 13
[IPOU3BOAHEIE JKHBOTHOTO 4-8, TIpunoxenue A 16
npoucxoxaenus. YacTs 2. 4-8, TIpuioxerye A 3
KonTpons otbopa, cbopa u
00paboTKH
95 ['OCT P MCO 22442-3-2011 | U3menust MeAULIMHCKHE, 06.05.2017 4-9, ITpunoxxenue A 12
(ISO 22442-3:2007, IDT) HCTIONIB3YIONINE TKAHU U UX 4-9, TTpunoxenue A 13
IPOH3BOHBIE JKUBOTHOTO 4-9, Tipunosenne A 16
npoucxokaenus. Yacts 3. 4-9, Tiprnoxerne A 3
Banupanus yHUUTOKEHUS W/HITH
JIe3aKTHBALMH BHPYCOB H ar€HTOB
uH(eKIMOHHOM ry0yaToi
sHIEe(haTonaTuH
96 ['OCT P UCO 22523-2007 ITpoTe3nl KOHEUHOCTEH U OPTE3hI 06.05.2017 4-14 3
(ISO 22523:2006, IDT) Hapyxusie. TpeboBanus 1 MeTObI 4-14 4
UCTIBLITAHHI 4-14 5
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No O0o3HaueHne cTaHapTa HanmenoBanue crangapra JlaTa Jlara [IpumeHsiemMbie [Tynkr
n/n Havana IIPEKpaIeHus CTPYKTYpHBIE O06mux
OPUMEHEHHUS] | MPUMEHEHHs | 3JIEMEHTHI cTaHxapra | TpeboBaHUi
cTaHjapTa cTaHgapTa
1 2 3 4 5 6 7
4-14 6
4-14 7
4-14 8
13 9
51,52 12
52,13, 14 13
522,54 14
5.2, 5.3 16
14 21
12.1, 13 27
7,9,11.1,12.2,12.3 28
5.1,82,84 29
8.3 38
5.1, 8.2 40
7 43
8 45
11,12 46
6 47
6 48
8.2 11.2 49
9 51
8.5 53
13.1,13.2 54
13 58
13 65




37

Ne O6o3HaueHne cTasaapTa HaumenoBanue crangapra Hara JHara [Ipumensiembie [TyHkT
/o Hayaja IPEKpAILEHHUs CTPYKTYpHBIE Obmmx
IPUMEHEHHSI | MPUMEHEHUs | 3JEMEHTHI CTaHjaapra | TpeboBaHuii
cTa"aapTa CTaHjapTa
1 2 3 4 5 6 7
97 I'OCT P UCO 22675-2009 [Tporesuporanue. Mcnbitanue 06.05.2017 21.1.2.2019 5-10, 15,16, 17 4
(ISO 22675:2006, IDT) TOJICHOCTOTIHBIX Y3JI0B U y3JI0B CTOII &-10, 15, 16, 17 7
MIPOTE30B HIKHUX KOHEYHOCTEH. 5,20, 21 9
TpeboBanust 1 METOIBI HCIIBITAHHH 5.20, 21 27
5-10, 15, 16, 17 46
20 58
98 ['OCT P MCO 25424-2013 Crepuiu3zaliis MeTUITHCKIX 06.05.2017 4-12 18
(ISO 25424:2009, IDT) uzaenui. Crepuinsanus 4-12 19
HU3KOTEMIIepaTypHas
napohopManbaeruiHas.
TpeboBanusg k pa3padoTke,
BATHAALMH U PYTHHHOMY KOHTDPOJIO
npollecca CTepUIN3aliu
99 I'OCT P UCO 25539-1-2012 | mruiaHTaThl CEpASHYHO- 06.05.2017 4-10 3
(ISO 25539-1:2003, IDT) cocyaucTele. BHyTpHCOCYIUCTEIE 4-10 4
uMmIutagTaTel. Yacts 1. 5,8,10.1 5
DHIIOBACKYJISIPHEIE IPOTE3EI 4.5.7.8,10.1 6
4,5,7 7
7 8
4-8 12
5-9, 10.1 13
5-7, 10.1 14
9 16
9, 10.1 18
9, 10.1 19
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No O6o3HaueHue cTaHaapTa HaumeHoBaHue cTaHgapTa Harta Jara [Tpnmensemele [TyHKT
/I Hayana MpeKpalIEHUs CTPYKTYpHEIE Obmux
MpUMEHEHUsS] | TIPUMEHEHHS | DJIEMEHTHI CTaHnapTa | TpeOOBaHHMH
cTaHjaapTa cTaHjapTa
1 2 3 4 5 6 7
6, 10.1 o
6,9 23
5,7,10.2,10.3 27
5,6,7 28
10.2 58
10.2 60
10.3 65
100 T'OCT P UCO 25539-2-2012 WMnnaHTaTsl cepaeUHO- 06.05.2017 31.12.2019 4-8,10-12 3
(ISO 25539-2:2008, IDT) cocyaucTeie. BHyTpHCcoCcyucThIe 4-8,10 4
umaadTatel. Yacts 2. CocyaucTeie 4-8,10-12 5
CTEHTHI 48, 10-12 6
4-8, 10-12 7
6-8 8
101 I'OCT P UCO 7396-1-2011 Cucrembl TpyOOIIPOBOIHEIC 06.05.2017 31.12.2019 4,5.1-5.2.7,6,7,8, 3
(ISO 7396-1:2007, IDT) MEIUIIMHCKHX ra3oB. YacTs 1. 11,12.1-12.4
CucreMBl TpYOOIIPOBOIHBIE IS 4,5.1-5.2.7,5.3.1- 4
CKATHIX MEIUITMHCKHUX Ta30B U 5.3.4,5.8-5.10, 6, 7, 8,
BaKyyMa 11,12.1-12.4, 12.6.2-
12.6.9
44.1,4.4.2,5.1-5.2.7, 6

5.2.8,5.3.1-5.3.4, 5.4,
3.5.1,5.52.12,
5.5.2.1-5.5.2.10, 5.5.3,
5.6,5.7.1-5.7.7, 5.8~
5.10,6,7,11,12.1=
12.4,12.6.2-12.6.9
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Ne Obo3Hauenue crangapTa HaumenoBanue craniapra Hara Hata [Tpumensemsle [Tyukr
/I Hayaa IpeKpaleHus CTPYKTYDHBIE Obmux
NpPUMEHEHHUs] | TPUMEHCHHS | DJIEMEHTHI CTaHIapTa | TpeOoBaHUH
cTaHjapra cTaHJapTa
1 2 3 - 5 6 7
4.42,5.1-5.2.7,6,7.3, 7
11,13,
13 9
4,433,43.6,53.7, 12
5.3.8
4.3.7,43.8,5.5.2.1- 13
5.5.2:10; 5.5.3;, 5.6,
12:6.10, 12,6.11,
12.6.12,12.6.13,
12.6.14
4 14
43.7,43.8,5.1-5.2.7, 15
5.3.1-5.3.4,5.5.2.11,
3.5.3; 3.6,,508-5. 1.9,
12.5.2, 12.:6.1, 12.6.2~
12.6.9
5.7.1-5.71.7 16
9 27
4.3.4,4.39,5.52.12, 28
7.2.5, 72.6,9.3,
12.5.1,12.5.2
4.3.2,43.4,4.3.5, 29
4.3.6,53.7,5.6,7.1,
12.5.1,12.5.2
6,9.3,9.3,11.1.3, 41

434
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Ne Obo3HayeHue cTangapra HaumenoBanue crannapra Hata Hara [Ipumensiemspie [Tynxr
n/n HayaJa IIpEKpalIeHHs CTPYKTYPHBIE Obmux
NpUMEHEHHWs] | TMPUMEHCHHS | DIIEMEHTHI CTaH#apTa | TpeOoBaHUH
CTaHZapTa cTaHzapTa
1 2 3 4 5 6 7
9.3 43
93,11.1.3 45
4.3.4,4.3.6,5.3.5, 46
53.6,7.1,12.5.1,
12.5.2,12.6.1
5.5.2:13 5: 110 47
12.6.15-12.6.16, 9 49
5.1-5.2.7,5.7.1-5.7.7, 52
6,12.6.15-12.6.16
51527, 6 53
6 54
13 58
13,9 65
102 | TOCT P UCO 80601-2-12-2013 | M3nenus MeIHUIHHCKHE 06.05.2017 201.4-201.17, 3
(ISO 80601-2-12:2011, IDT) anekTpuyeckue. Yacts 2-12. 201.101-201.108, 202,
YacrtHeie TpeboBaHus 0€30M1aCHOCTH 206, 208
C Y4eTOM OCHOBHBIX 201.4-201.17, 4
(DYHKUHOHATBHBIX XapAaKTEPHCTHK K 201.101-201.108, 202,
anrmaparam HCKYCCTBEHHOH 206, 208
BEHTHIISIIIMH JIETKHX JUIS 201.7 5
HHTEHCUBHOH Teparuu 201.4-201.17, 6
201.101-201.108, 202,
206, 208
201.12.1, 201.12.4, 7

201,13, 201.15,
201.102,.201.105
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Ne OGo3HayeHue crangapra HaumeHoBanue cranzapra Hata Hara [Tpumensemsble ITynkT
/1 Hayana MpeKpaIIeHHs CTPYKTYpHBIE Obmux
NpAMEHEHHs | TMPHUMEHEHWs | OSJIEMEHTHI CTaHAapTa | TpeDOBaHHUi
cTaHjapra CTaHAapTa
1 2 3 4 S 6 7
201.103 8
201.7,201.16 9
201.9,201.11 12
201.11 13
201.11 14
201.11, 201.13 15
201.11 16
201.11 20
201.7 21
201,15 26
201.8,201.9, 201.11, 27
201.14, 201.15,
201.16, 201.101,
201.102, 201.100,
201.108
201.8, 201.9, 201.12, 28
201.15,.201.101,
201.106, 201.108,
202, 206
201.8,201.11,201.12, 29
201.15
201.7 30
201,12 31
201.12 32
201.7 33
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Ne O6o3HaueHue CTanIapra HaumeHoBanue crangapta Jara Jlara [Ipumensiemsbie [TynkT
n/n Havana IpeKpalieHus CTPYKTYpHBIE Obmmux
IpUMEHEHUS | NMPUMEHEHMS | DJIEMEHTHI CTaHiapra | TpeboBaHWii
cTaHIapTa CTaHmapra
1 2 3 - 5 6 7
201.10, 201.12, 34
201.17, 202
201.14 38
201.13 39
201.11.8 40
201:12, 201.11.8 41
201.12.4,201.12, 208 42
201.17, 202 43
201.17, 202 44
201.8, 201.15, 201.16 45
201.9, 201.15, 201.16 46
201.9, 201.16 47
201.9, 201.16 48
201.7, 201.8, 20115, 49
201.16, 201.101
201.15 50
201.11, 201.15, 52
201.16
201.12, 201.101 53
201.7 60
201.7,201.16 65
103 | 'OCT P UCO 80601-2-13-2013 | M3penus MeIUIIUHCKHE 06.05.2017 201.4-201.17, 3

(ISO 80601-2-13:2011, IDT)

anextpuueckue. HYacts 2-13.
YacTtHele TpeboBaHUs O€3011aCHOCTH

201.101-201.107, 202,
203, 206, 208-211
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Ne O6o3Hauenye craHnapra HammenoBanue cranmapra Hara Hata IIpumensemsele [TynxT
/11 Hayvaza MpeKpaIieHus CTPYKTYPHBIE O6mux
NPUMEHEHHUS | NMPUMEHEeHHs | SJIEMEHTHI CTaHaapra | TpeOoBaHUH
CTaHzapTa CTaHIapTa
1 2 3 4 5 6 7
C Y4€TOM OCHOBHBIX 201.4-201.17, 4
(QYHKIHOHAIBHBIX XapaKTEPHUCTHK K 201.101-201.107, 202,
AHECTEe3HOJIOTHYECKHM KOMILIEKCaM 203, 206, 208-211
201.4-201.17, 5
201.101-201.107, 202,
203, 206, 208-211
201.4-201.17, 6
201.101-201.107, 202,
203, 206, 208-211
201.4-201.17, 7
201.101-201.107, 202,
203, 206, 208-211
201.4-201.17, 8
201.101-201.107, 202,
203, 206, 208-211
201.11 12
201.11 14
201.11 15
201.15 26
201.16 2
201.9, 201.11-201.13, 28
201.15,201.17, 202,
2006
201.11 29
201.7 30
201.12 31
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Ne O6o3HaueHue cTangapra HaumenoBanue crannapra JHara Hata [Tpumensemsle ITyHKT
n/m Hayaza IpeKpalneHus CTPYKTYpHBIE O0mux
NpUMEHEHHS | NMPUMEHEHHs | 3JeMEHTHI cTaHjapra | TpeOoBaHHiH
cTanjaapra cTaHzapTa

1 2 3 4 S 6 7

201.10 34

201.10 35

201.10 36

201.10 37

201.14 38

201.13 39

201.12 42

201.17, 202 43

201.17, 202 44

201.8 45

201.9 46

201.9 47

201.9 48

201.8,201.15 49

201.15 50

201.11 51

201.12, 201.15 52

201.12,201.15 35

201.12 54

201.7 58

201.7 65

104 | TOCT P FCO 80601-2-55-2015 | U3zmenns MeTUITUHCKHE 06.05.2017 201.11.6.4-201.11.6.6 13

(ISO 80601-2-55:2011, IDT) anexktpuueckue. Yacte 2-55. 201.11.6.4,201.11.6.8 14

YacTHble TpeOoBaHus 0€30I1aCHOCTH 201.11.6.4 15
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Ne O6o3HayeHHe CTaHapTa HaumenoBanue crangapra Hara Hata [TpumensiemMsble ITyHKT
n/m Hayasa IpeKpaleHus CTPYKTYPHBIE Obmux
IIPUMEHEHHsS | TPUMEHEeHHs | 3JIeMEHTHI cTaHaapTra | TpeOoBaHHH
CTaHaapTa CTaHJapTa
1 2 3 4 5 6 7
C YYETOM OCHOBHBIX 201.11.6.6, 16
(G YHKIIMOHATLHBIX XapaKTepUCTHK K 201.11.6.7, 201.105
MOHHUTOPaM JIBIXaTeIbHBIX CMecei 201.11.6.7 19
201.7.2.101, 27
201.7.2.4.101,
201.7.2.13.101,
201.7.2.17.141,
201.12.1.102,
201.102, 201.103, 208
201.9,201.101, 202, 28
206
201.11 29
201.12.1,201:101 31
201.7,201.12.1.103, .7
201.12.1.104, 206,
208
201.7.4.3 33
202 36
201.14 38
208 42
202 43
201.8 45
201.9 46
201.9 47
201.9 48
201.8, 201.15, 49




46

Ne Obo3naueHye cTaHIapTa HaumenoBanue cranmapra Hara Hara [Ipumensemele [TyHKT
/i Hayaja MIpEKpalleHus CTPYKTYpHBIE OBmmx
NPUMEHEHHST | TMPHMEHEHHs | SJIEMEeHTHI CTaHaapTa | TpeOoBaHHH
CTaHJapTa cTaHjapTa
1 2 3 4 5 6 7
201.103
201.11 51
201.104 54
201,7.9.1 58
201.7.2.17.101 60
201.7,201.12 65
105 I'OCT P M2K 60601-1-2010 Uz nenns MenuIIMHCKHE 06.05.2017 4-17 3
(IEC 60601-1:2005, IDT) anektpuueckue. Yacte 1. O0mume 4-17 4
TpeboBanus 6€301acHOCTH C 4-17 5
YyYETOM OCHOBHBIX 417 6
(D YHKIIHOHAIBHBIX XapaKTepHCTHK 17 7
4-17 8
11 12
11 14
11 15
15 26
16 27
9,11-13, 15, 17 28
11 29
7 30
12 31
10 34
10 35
10 36
10 37
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Ne O6o3HayeHue cTaHaapTa HaumenoBanue crangapra Jara Hata [Ipumensiembie [TyHKT
/T Hayaia NIpeKpanicHHs CTPYKTYpPHBIE Ob6mux
TIPUMEHEHHUS | TMPHMEHCHHS | DJIEMEHTHI CTaHIapTa | TpeboBaHHH
crasjapra cTaHaapTa

1 2 5 4 5 6 7

14 38

13 39

12 42

17 43

17 44

8 45

9 46

9 47

9 48

8, 15 49

15 50

11 5l

12,15 52

12,15 53

12 54

7,12, 16 55

7,12, 16 56

7,12, 16 57

7 58

7 65

106 | TOCT P MBK 60601-1-2-2014 | U3nenus MEOUIIMHCKHE 06.05.2017 31.12.2019 4-6 (He MPUMEHHMBI 28

(IEC 60601-1-2:2007, IDT)

snextpuueckue. Yacte 1-2. O0mue
TpeOoBaHUs OE30MMacCHOCTH C
YIETOM OCHOBHBIX

0e3 H3MEeHEHHUI K
HMIUIAHTHPYEMBIM
H3CITHSIM)




48

Ne Obo3naueHue cTagaapTa Haumenoranue crangapra Jara Harta [Tpumensiembie [TynkT
/1 HaJana MpEeKpalIeHUS CTPYKTYPHBIE O6umx
MPUMEHEHHUs] | NMpUMEHEeHHs | SJIEeMEHTHI cTaHaapTa | TpeboBaHMH
cTa”japra CTaHJlapTa
1 2 3 4 5 6 7
(G YHKITHOHANBHBIX XapaKTEPUCTHK. 4-6 (He MpUMEHUMBI 43
[lapamiensHbIN cTaHOapT. 6e3 u3MeHeHHH K
DneKTpoMarHuTHas AMILTAHTHPYEMBIM
COBMECTHUMOCTb. TpeboBaHuA U W3ICITHSIM)
HCIIBITAHHS 4-6 (He MPUMEHHUMBI 44
0e3 u3MeHeHUH K
HMIUTaHTHPYEMBIM
H3EITHSM )
107 | TOCT P MBK 60601-1-3-2013 | M3nenus METUIHHCKHE 06.05.2017 4-13 3
(IEC 60601-1-3:2008, IDT) anexrpadeckue. Yacte 1-3. O0mue 4-13 4
TpeGoBaHms OE30MACHOCTH C 4-13 5
YUETOM OCHOBHBIX 213 6
(YHKIIMOHAIBHBIX XapaKTEPUCTHUK.
JIOTIOTHUTENBHBIN CTAaHAAPT. 4-13 7
3aiurTa OT U3NIyUeHUs B 4-13 8
JIMarHOCTHYECKUX PEHTTEHOBCKAX 4-13 34
anmnaparax 4-13 35
4-13 £
108 | TOCT P M3K 60601-1-6-2014 | M3nenus MeTUIIHHCKHE 06.05.2017 4-5 28
(IEC 60601-1-6:2010, IDT) anekrpuyeckue. Yacts 1-6. Obmue 4-5 32
TpebGoBaHus 6E30MaCHOCTH C 4-5 35
YUETOM OCHOBHBIX 4.5 56
() YHKITMOHAIBHEIX XapaKTEPHCTHK.
JloTIOMHUTENBHBIA CTAHJapT. 4-5 57
DKCIUTyaTaliOHHAs IPUTOTHOCTD
109 | T'OCT P M3K 60601-2-1-2013 | U3genus MEIUITHHCKUE 06.05.2017 201.4-201.17, 206 3
(IEC 60601-2-1:2009, IDT) anexTpudeckue. Yacts 2-1. 201.4-201.17, 206 4




49

No O6o3HaueHue cragaapra HaunMeHoBaHHMe cTaHgapTa Iara Jara [IpumeHnsiemMble [TyHkT
n/m Havana NpeKpaleHus CTPYKTYpPHBIE O06mux
NpHMEHEHHUs | NMPUMEHEHHs | JJIEeMEHTHI cTaHaapra | TpeboBaHHiH
cTaHjaapTa cTaHaapTa
1 2 3 4 5 6 7
YacrHasle TpeOoBaHus 0€30MaCHOCTH 201.4-201.17, 206 5
C y9CTOM OCHOBHBIX 201.4-201.17, 206 6
(byHKHHOHaJ'[LHLIX XapaKTECpPHUCTUK K 201.4-201.1 7, 206 7
3JIEKTPOHHBIM YCKOPHUTEAM, 201.4-201.17. 206 ]
paboTaroImuM B IHana3oHe 20111 . 12
ot 1 mo 50 MaB -

201.11 14

201.11 15

201.15 26

201.16 27

201.9,201.11-201.13, 28

201.15, 201.17,.206

201.11 29

201.7 30

201.12 31

201.10 34

201.10 35

201.10 36

201.10 37

201.14 38

201.13 39

201.12 42

201.17 43

201.15 44

201.8 45

201.9 46




50

Ne O6o3naueHnue crangapTa Haumenosanue craniapra Jlata Hara [TpumeHnsiembie [IyukT
n/m Havana IIpeKpaIieHus CTPYKTYpHBIE O06mux
NpHMEHEHHS | MPUMEHEHHS | DJIEMEHTHI CTaHaapTa | TpeOoBaHHiH
CTaHaapTa cTaHaapra
1 2 3 - 5 6 7
201.9 47
201.9 48
201.8, 201.15 49
201.15 50
201.11 51
201.12, 201.15 52
201.12, 20115 53
201.12 54
201.7 58
201.7 65
110 | TOCT P MBK 60601-2-16-2016 | M3nenusa MeIHITMHCKUAE 06.05.2017 201.4-201.17, 202, 3
(IEC 60601-2-16:2012, IDT) anexTpudeckue. Yacts 2-16. 208, 210,211
YacrHsle TpeboBaHus 0€30IaCHOCTH 201.4-201.17, 202, 4
C YYETOM OCHOBHBIX 208, 210, 211
(GYHKITHOHATBHBIX XapaKTePUCTHK K 201.4-201.17, 202, 5
ammaparam UL TeMOIHaIIN3a, 208,210, 211
s 201.4-201.17, 202, 6
reMmoUIBTpalun 208,210,211
201.4-201.17, 202, 7
208, 210, 211
201.4-201.17, 202, 8
208, 210, 211
201.11 12
201.11 14
201.11 15
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No O6o3HaueHue cTanaapra HaumenoBanue craniapra Jata Hara [Ipumensiembie [TyHukr
n/n Hayaia IpeKpameHus CTPYKTYDHBIE Obmux
NPHMEHEHHUs] | TIPHMEHCHHS | DJIEMEHTHI CTaHIapTa | TpeOoBaHMH
cTaHzapra CTaHJlapTa
1 2 3 4 5 6 7
201.15 26
201.16 27
201.9, 201.11-201.13, 28
201.15,201.17, 202
201.11 29
201.7 30
201.12 31
201.10 34
201.10 35
201.10 36
201.10 47
201.14 38
201,13 39
201.12 42
201.17, 202 43
201.17, 202 44
201.8 45
201.9 46
201.9 47
201.9 48
201.8, 201.15 49
201.15 50
201.11 51
201.12, 201.15 52
201.12, 201.15 53




32

Ne Obo3HayeHue cTaHmapra HaumenoBanue craHmapra Hata Hara [Ipumensemsble [TyHkT
n/m Hayaia IpeKpaecHus CTPYKTYPHBIE Obmux
IPUMEHEHHS | TPUMEHEHHS | DIIEMEHTHI CTaHAapTa | TpeboBaHHii
cTaHjapTa cTaHaapra
1 2 3 4 5 6 7
201:12 54
201.7 58
201.7 65
111 | TOCT P MDK 60601-2-18-2014 | U3nenust MeTMIIMHCKHE 06.05.2017 201.4-201.17, 202 3
(IEC 60601-2-18:2009, IDT) anekTpuueckue. Yactp 2-18. 201.4-201.17, 202 4
YacTtHele TpeOoBaHHS O€30I1aCHOCTH 201.4-201.17, 202 5
(bequOM SEHOBHRL 201.4-201.17, 202 6
HKITHOHAJBHBIX XapaKTEPUCTHK K
3}?1[001{0111{%(:]{0171 aHIr)IapaTI})fpe 201.4-201.17, 202 ?
201.4-201.17, 202 8
201.11 12
201.11 14
201.11 15
201.15 26
201.16 27
201.9, 201.11-201.13, 28
201.15, 201.17, 202
201.11 29
201.7 30
201.12 31
201.10 34
201.10 35
201.10 36
201.10 37
201.14 38
201.13 39




53

Ne O6o3HayeHHe cTaHaapTa HanmenoBanue cranaapTa Jata Hara [TpumensemMbie [MyskT
/i Havasa IpeKparieHus CTPYKTYPHBIE O6mux
IIPUMEHEHHs] | MPUMEHEHHs | SJIEMEHTHI cTaHmapTa | TpeboBaHMIHA
cTaHjapTa cTaHaapra
1 2 3 4 5 6 7
201.12 42
201.17, 202 43
201.17, 202 -t
201.8 45
201.9 46
201.9 47
201.9 48
201.8, 201.15 49
201.15 50
201.11 51
201.12, 201.15 52
201.12, 201.15 53
201.12 54
201.7 58
201.7 65
112 | TOCT P M32K 60601-2-19-2011 | M3nenus MeIMUHHCKHE 06.05.2017 201.4-201.17, 202, 3
(IEC 60601-2-19:2009, IDT) anekTpuueckue. Yacte 2-19. 210
Yacrusle TpeOoBaHNA 0€30I1aCHOCTH 201.4-201.17, 202, 4
C Y4ETOM OCHOBHBIX 210
(bYHKIIPIOHaHBHBIX XapaKTepPUCTHUK K 201.4-201 ‘17, 202, 5
HHKyOaTOpaM JI1 HOBOPOKIEHHBIX 210
201.4-201.17, 202, 6
210
201.4-201.17, 202, 7

210




54

Ne OOo3HaueHne cTaHIapTa HammeHOBaHME cTaHapTa JlaTa Hara [Tpumensiemble [Iynxr
/I Hayasia IpeKpaleHus CTPYKTYpHBIE O0mux
NpPUMEHEHNs | TMPUMEHCHHs | DJIEMEHTH CTaHIapTa | TpeboBaHHUi
cTaHjapTa cTaHjapTa
1 2 3 4 5 6 7
201.4-201.17, 202, 8
210
201.11 12
201.11 14
201.11 15
201.15 26
201.16 27
201.9,201.11-201.13, 28
201.15, 201.17, 202,
210
201.11 29
2017 30
201.12 21
201.10 34
201.10 35
201.10 36
201.10 37
201.14 38
201.13 39
201.12 42
201.17, 202 43
201.17, 202 44
201.8 45
201.9 46
201.9 47




58

No O0o3HaueHue cTaHaapTa HaumenoBanue ctanmapra Mara Hara [Tpumensiemele [Tynkr
/T Hayaia peKpaleHus CTPYKTYpHBIE O6mumx
NPUMCHEHHS | TPUMEHEHHsI | DJIEMEHTHI CTaHAapTa | TpeOoBaHMH
CTaHapTa cTaHjgapra
1 2 3 = 5 6 7
201.9 48
201.8,201.15 49
201.15 50
201.11 51
201.12,201.15 52
201.12,.201.15 53
201.12 54
201.7, 210 58
201.7, 210 65
113 | TOCT P M3K 60601-2-20-2011 | VM3penus MeIUIIUHCKHE 06.05.2017 201.4-201.17, 202, 3
(IEC 60601-2-20:2009, IDT) | anextpudeckue. Hacts 2-20. 210
YacTtHble TpeboBaHus 0€3011aCHOCTH 201.4-201.17, 202, 4
C YYETOM OCHOBHBIX 210
(bYHKIII/IOHaHBHBIX XapaKTEPHCTHK K 201.4-201 .1 7, 202, 5
TPaHCIIOPTHBIM UHKYOaTOpaM AJis 210
HOBOPOXICHHEIX 201.4-201.17, 202, 6
210
201.4-201.17, 202, 7
210
201.4-201.17, 202, 8
210
201.11 12
201.11 14
201.11 15
201.15 26




56

No O0o3HaueHue cTanaapTa HaumenoBaHue cranapra Jlata JlaTa [Tpumensemele [TyHKT
/n HaJana MpEKPALIEHUS CTPYKTYpHBIE Obmux
NpUMEHEHHs] | TPHMEHEHHsI | DIIEMEHTHI CTaHAapTa | TpeOOBaHHMH
cTaHaapTa CTaHJapTa
1 2 3 4 5 6 ¥
201.16 27
201.9, 201.11-201.13, 28
201:15,.201.17, 202,
210
201.11 29
201.7 30
201.12 31
201.10 34
201.10 35
201.10 36
201.10 37
201.14 38
201.13 39
20112 42
201.17, 202 43
201.17, 202 44
201.8 45
201.9 46
201.9 47
201.9 48
201.8, 201.15 49
201.15 50
201.11 51
201,12, 201.15 52
201.12, 201.15 53




57

Ne O6o3HaueHue cTaHaapTa HaunmenoBanue crangapra Jlara Jara [Ipumensiembie [Iynkt
/1 Hayana MpeKpaleHus CTPYKTYpHBIE O6mux
NpHMEHEHHs] | NPUMEHEeHHs | JJIEeMEHTHI cTaHgapra | TpeboBaHHi
CTaHIapTa CTaHJapra
1 2 3 -t 5 6 7
201,12 54
201.7, 210 58
201.7,210 65
114 | TOCT P M3K 60601-2-21-2013 | M3aenus MeIUIUHCKHAE 06.05.2017 201.4-201.17, 202, 3
(IEC 60601-2-21:2009, IDT) anektpuyeckue. Yacts 2-21. 210
YactHble TpeboBaHMs 0€30M1aCHOCTH 201.4-201.17, 202, 4
C Y4€TOM OCHOBHBIX 210
() YHKIHOHAIBHBIX XapaKTePUCTHK K 201.4-201.17, 202, 5
M3ITyYaromM odorpeBaTensaM s 210
HOBOPOIICHHBIX 201.4-201.17, 202, 6
210
201.4-201.17, 202, 7
210
201.4-201.17, 202, 8
210
201.11 12
201.11 14
201.11 15
201.15 26
201.16 2T
201.9,201.11-201.13, 28
201.15, 201.17, 202,
210
201.11 29
201.7 30
201.12 31




58

Ne O6o3HaveHue craniapra HaumenoBanme ctangapta Hata Hara [Tpumensemele [Tynkt
/11 Havasa HpeKpaIieHust CTPYKTYPHBIE O6mmx
NPUMCHEHHUS | TIPEMEHCHHS | DJIEMEHTH CTaHIapTa | TpeOoBaHWH
CTaHapra cTaHzapTa

1 2 3 4 5 6 7

201.10 34

201.10 35

201.10 36

201.10 37

201.14 38

201.13 39

201.12 42

201.17, 202 43

201.17,202 44

201.8 45

201.9 46

201.9 47

201.9 48

201.8, 201.15 49

201.15 50

201.11 51

201.12, 201.15 52

201.12,201.15 53

201.12 54

201.7,210 58

201.7,210 65

115 | TOCT P MDK 60601-2-2-2013 | U3znenus MeIHIIMHCKHE 06.05.2017 201.4-201.17, 202, 3

(IEC 60601-2-2:2009, IDT) anekTpuueckue. Yacts 2-2. 208
UacrHble TpebOoBaHus 0€30MaCHOCTH 201.4-201.17, 202, 4
C y4eTOM OCHOBHBIX 208




59

Ne O6o3nayeHue cragaapra HaumenoBanme cranmapra JlaTa Jlata [IpumeHnsiembie [Tynkt
n/m Hauasa npeKpaneHust CTPYKTYpPHBIE O6mmx
NpUMEHEHHS] | TMPHMEHEHHs | 3JIEMEHTEHI cTaHfgapra | TpeboBaHHH
cTaHjapTa cTaHjapTa
1 2 3 4 9 6 7
()YHKIIMOHAIBHBIX XapaKTEPHCTHK K 201.4-201.17, 202, 5
BBICOKOYACTOTHBIM 208
ANIEKTPOXUPYPrUUECKUM allaparam 201.4-201.17, 202, 6
M BBICOKOYACTOTHBIM 208
ANEKTPOXUPYPrHICCKUM 201.4-201.17, 202, 7
MPHHAIEKHOCTIM 208
201.4-201.17, 202, 8
208
201.11 12
201.11 14
201.11 15
201.15 26
201.16 27
201.9,201.11-201.13, 28
201.15, 201.17, 202
201.11 29
201.7 30
201.12 31
201.10 34
201.10 7
201.10 36
201.10 37
201.14 38
201.13 39
201,12 42




60

Ne O6o3HaueHue cTaHgapra Haumenoranue cranjiapra Hara Jara [Ipumensiemsle [lynkT
/T Hayaja MIpeKpaIieHHs CTPYKTYpHBIE O0mux
NMpUMEHEHHsT | TIPUMEHEHHs | OJJIEMEHTHI CTaHIapTa | TpeDoBaHMH
cTagaapTa cTaHjapTa

1 2 3 4 5 6 7

201.17, 202 43

201.17, 202 44

201.8 45

201.9 46

201.9 47

201.9 48

201.8, 201.15 49

201.15 50

201.11 51

201.12,201.15 52

201.12, 201.15 53

201.12 54

201.7 58

201.7 65

116 | TOCT P MDK 60601-2-25-2016 | M3menus MeIULIHCKHE 06.05.2017 201.4-201.17, 202 3

(IEC 60601-2-25:2011, IDT) anekTpudeckue. Yacts 2-25. 201.4-201.17, 202 4

Yacrable Tpe6OBaHHH 0Oe30macHOCTH 201.4-201 .17’ 202 5

;) Y4eTOM OCHOBHBIX 201.4-201.17, 202 6

YHKIIMOHAIBHBIX XapaKTePUCTHK K 201.4-201.17, 202 7

HERIpORApHaTpAbaN 201.4-201.17, 202 8

201.11 12

201.11 14

201.11 15

20115 26

201.16 27




61

Ne O06o3HaueHHE CTaHAAPTA HaumeHoBanue crangapra JlaTa Jlara [IpumensemMbIe [TyHKT
/1 Hayana IpeKpalieHus CTPYKTYPHEIE O6mx
IIPUMEHEHHUS | MPHMEHEHHs | SJIEMEHTHI CTaHapTa | TpeOoBaHHUI
cTaHgapra cTaHzapTa
1 2 k 4 3 6 7
201.9, 201.11-201.13, 28
201.15,201.17, 202
201.11 29
201.7 30
201.12 3]
201.10 34
201.10 35
201.10 36
201.10 37
201.14 38
20113 39
201.12 42
201.17, 202 43
201.17, 202 44
201.8 45
201.9 46
201.9 47
201.9 48
201.8, 201.15 49
201.15 50
201.11 51
201.12, 201.15 52
201.12, 201.15 33
201.12 54




62

Ne O6o3Hauenue cTanaapTa HaumenoBanue crangapra Hata Hara [Ipumensiemsbie [TynkT
/1 Hayvanza MIPEKPAIIECHHS CTPYKTYpHBIE O6mux
NpPHMEHEHHs | TMPUMEHCHHs | DJIEMEHTHI CTaHAapra | TpeOoBaHWi
CTaHJaprTa cTa”japra
1 2 3 4 . 6 7
201.7 58
201.7 65
117 | TOCT P MDK 60601-2-27-2013 | M3ngenus MeTHIIMHCKHE 06.05.2017 201.4-201.17, 202, 3
(IEC 60601-2-27:2011, IDT) anexkTpuueckue. Yacts 2-27. 208
Yacrasle TpeboBanus 0€30MaCHOCTH 201.4-201.17, 202, 4
C YYETOM OCHOBHBIX 208
CI)YHKLII/IOH&JILHBIX XapaKTEpHUCTHK K 901.4201.17, 202, 5
TEKTPOKAPAHOrpahHIECKUM 208
MOHHTOpaM 201.4-201.17, 202, 6
208
201.4-201.17, 202, 7
208
201.4-201.17, 202, 8
208
201,11 12
20191 14
201.11 15
201.15 26
201.16 27
201.9, 201.11-201.13, 28
201.15, 201.17, 202
201.11 29
201.7 30
201.12 31
201.10 34




63

Ne O06o3Hauenue cranaapra HanMeHoBaHue cTaHiapTa Hara Jlata ITpumensemsle ITyHKT
/m Havana IpeKpalieHus CTPYKTYpHBIE O0mux
MPUMEHEHUsI | TMPUMEHEHHUS | 3JIEMEHTHI CTaHaapTa | TpeboBaHHH
CTaHjapTa CTaHJapTa

1 2 3 4 5 6 7

201.10 35

201.10 36

201.10 37

201.14 38

201.13 39

201.12 42

201.17,202 43

201.17,202 44

201.8 45

201.9 46

201.9 47

201.9 48

201.8, 201.15 49

201.15 50

201.11 51

201.12,201.15 52

201.12, 201,15 53

201.12 54

201.7 58

201.7 65

118 | 'OCT P MDK 60601-2-28-2013 | M3nemus MeTUIHHCKHE 06.05.2017 201.4-201.17, 203 3

(IEC 60601-2-28:2010, IDT) anekTpuueckue. Jactp 2-28. 201.4-201.17, 203 4

YactHbie TpeboBaHus 0€30MacHOCTH 201.4-201.17, 203 5

© YHUCTOM OCHOBHBIX 201.4-201.17, 203 6

(YHKIIMOHATBHBIX XapaKTEPUCTHK 201.4201.17, 203 -




64

Ne Obo3naueHue cTaHmapTa HaumeHnoBanue cranmapra Hara JHara [IpuMensiemsbie ITyHKT
n/n Havana npeKpaleHus CTPYKTYpHBIE Ob6mux
NPUMEHEHHST | TIPUMEHEHHUs | DJIEMEHTHI CTaHaapra | TpeOoBaHHH
CTaHJapTa CTaHJapTa
1 2 3 4 5 6 i
MEIHIUHCKHAX JUATHOCTHYECKHX 201.4-201.17, 203 8
PEHTI€HOBCKHX H3ITydaTeNen 201.11 12
201,11 14
201.11 15
201,15 26
201.16 27
201.9,201.11-201.13, 28
201.15,.201.17
201.11 29
201.7 30
201.12 31
201.10 34
201.10 35
201.10 36
201.10 37
201.14 38
201.13 39
201.12 42
201.17 43
201.17 44
201.8 45
201.9 46
201.9 47
201.9 48
201.8, 201.15 49




65

Ne O6o3HaueHue cranaapra HanMeHoBaHMe cTaHzapTa Hata Hara [Tpumensiemsbie [lynkt
/0 Havanza MIpEeKpalIeHHs CTPYKTYpHBIE Obmmx
OpUMEHEeHHs | MPUMEHEHHs | JJIEMEHTHI cTaHAapTa | TpeOoBaHMi
cTaHaapTa craHgapra
1 2 3 - 5 6 7
201.15 50
201.11 51
201.12, 201.15 52
201,12, 20115 53
201.12 54
2017 58
201.7 65
119 | T'OCT P M3OK 60601-2-29-2013 | M3nenus MeIUIUHCKHE 06.05.2017 201.4-201.17 3
(IEC 60601-2-29:2008, IDT) | snexktpuueckue. Hacts 2-29. 201.4-201.17 4
Yactabie TpeboBaHMs 0€30MaCHOCTH 201.4-201.17 5
¢ yueToM (pyHKIIMOHATBHBIX 201.4-201.17 6
XapaKTePHUCTHK K CHMYJISTOpaM st
el . 201420117 ;‘
20111 12
20111 14
201.11 15
201.15 26
201.16 27
201.9, 201.11-201.13, 28
201.15, 201.17
201.11 29
201.7 30
201.12 31
201.10 34
201.10 35




66

Ne O0o3HaueHHe CTaHIapTa HaumenoBanue cTangapra JlaTa Jlarta [Tpumensiemble [TyHKT
n/n Havasa MpeKpaneHust CTPYKTYDHBIE O6mmx
NpUMEHEHHS] | TPUMEHEHHs | 3JIEMEHTHI cTaHjgapra | TpeboBaHHMH
cTaHgapTa cTaHmapTa

1 o 3 4 5 6 7
201.10 36

201.10 37

201.14 38

201.13 39

201.12 42

201.17 43
201.17 44

201.8 45

201.9 46

201.9 47

201.9 48

201.8, 201.15 49

201.15 50

201.11 51

201.12, 201.15 52

201.12, 201.15 53

201.12 54

201.7 58

201.7 65

120 | TOCT P MDK 60601-2-33-2013 | M3genust MEIUIIMHCKHE 06.05.2017 201.4-201.17, 202 3
(IEC 60601-2-33:2010, IDT) anekTpudeckne. Yacts 2-33. 201.4-201.17, 202 4
YacTtHrie TpeboBaHus 0€3011aCHOCTH 201.4-201.17, 202 5

2 i BEHORHEN 201.4-201.17, 202 6

HKITHOHATBHEIX XapaKTEPHCTHK K
S]IZHHEHHCKOM}J nuarll:ocmgecxowly 201.4-201.17, 202 7
201.4-201.17, 202 8




67

Ne O0o3HaueHue cTaHIapTa HaumeHnoBanue ctangapTa Hara JHara [Ipumensiemble [TynkT
/1 Hayaa MIpeKpaleHus CTPYKTYPHBIE O6mmx
MpUMEHEHHsT | NMPHMEHEHHs | DJIEMEHTHI CTaHJapTa | TpeboBaHWH
cTaHjgapTa cTaHjapra
1 2 3 4 5 6 7
obopynoBaHuIO, paboTaloIeEMy Ha 201.11 12
OCHOBE MAarHUTHOT'O pe30HaHca 201.11 14
201.11 15
201.15 26
201.16 27
201.9, 201.11-201.13, 28
201.15, 201.17, 202
20111 29
201.7 30
201.12 31
201.10 34
201.10 35
201.10 36
201.10 37
201.14 38
201,13 39
201.12 42
201,17, 202 43
201.17, 202 44
201.8 45
201.9 46
201.9 47
201.9 48
201.8, 201.15 49
201.15 50




68

Ne Obo3navenue cTanzapTa HamMenoBanue cranaapra Jara Hata IIpumensemele ITyHKT
n/n Havana MIPEKpaIIeHHUs CTPYKTYpHBIE O6mux
NPUMEHEHHS | MPUMEHEHHUs | 3JeMEHTHI cTaHiapra | TpeboBaHHi
cTaHjgapTa cTaHgapra
1 2 3 - D 6 7
201.11 51
201,12, 201,15 52
201.12, 201.15 53
201.12 54
201.7 58
201.7 65
121 | TOCT P M3K 60601-2-36-2016 | M3nenus MeIHOUHCKHE 06.05.2017 201.4-201.17, 202 3
(IEC 60601-2-36:2014, IDT) anexkTpuueckue. Yacts 2-36. 201.4-201.17, 202 4
YacrtHEIe Tpe6OB3.HHSI 0e301acHOCTH 201.4-201 17: 202 5
C Y4E€TOM OCHOBHBIX 201.4-201.17, 202 6
gyg:;;i(;iag;:bm XapaKTEPUCTHK K 201.4-201.17, 202 7
9KCTPaKOPIOPAILHOMH JIHTOTPUIICHH 201.4-201.17, 202 8
201.11 12
201.11 14
201.11 15
201.15 26
201.16 27
201.9, 201.11-201.13, 28
201.15,201.17, 202
201.11 29
201.7 30
201.12 31
201.10 34
201.10 35
201.10 36




69

No O6o3HaueHue cTaHapTa HanmenoBanue crangapra JlaTa Jara [IpumeHnsiembie [TyHKT
n/n Hayaia IPEKpAILEHHUs CTPYKTYpPHBIE O0mmx
NPUMEHEHHS | MPUMEHEHHS | 3JIEMEHTHI CTaHiapTra | TpeOoBaHUi
cTaHaapTa cTaHzgapTa

1 2 3 4 5 6 7

201.10 a7

201.14 38

201.13 39

201.12 42

201.17, 202 43

201.17, 202 44

201.8 45

201.9 46

201.9 47

201.9 48

201.8,201.15 49

201.15 50

201.11 51

201.12, 201.15 52

201,13, 203115 53

201.12 54

201.7 58

201.7 65

122 | TOCT P M3K 60601-2-37-2009 | M3penus MeIUIMHCKHE 06.05.2017 201.4-201.17, 202.6 3

(IEC 60601-2-37:2007, IDT) snexTpuueckue. Yactp 2-37. 201.4-201.17, 202.6 4

YacTHble TpeﬁoBaHHSI K 201.4-201 .17’ 202.6 5

gZ;Zi”arggzgﬁKiﬁc;nobigﬁy}comﬁ 2014-201, 17,2028 o

MEIHIHUHCKOH JUAarHOCTHYECKOH U 201.4-201.17, 202.6 7

KOHTPOJILHOH anmapaTypbl 201.4-201.17, 202.6 8

201.11 12




70

Ne Obo3nayenue cTaHaapTa HaunmenoBanue cTranmapra Hata Hata ITpumensemsie [Tynxr
n/n Hayasa IpeKpalleHus CTPYKTYpPHBIE O6mux
[IPUMEHEHHUs] | NMPUMEHEHUs | DJIEMEHTHI cTaHfapTa | TpeboBaHMH
cTaHaapra CTaHAapTa
1 2 5 4 5 6 7
201.11 14
201.11 15
20115 26
201.16 27
201.9, 201.11-201.13, 28
201.15,201.17, 202.6
201.11 29
201.7 30
201.12 31
201.10 34
201.10 35
201.10 36
201.10 37
201.14 38
201.13 39
201.12 42
201.17,202.6 43
201.17,202.6 44
201.8 45
201.9 46
201.9 47
201.9 48
201.8,201.15 49
201.15 50
201.11 51




7l

Ne O06o3nayeHne cTaHaapTa HaumenoBanue cTangapra Jlarta Jlata [IpumeHnsiembie [TyHKT
/o Hayasiza IpeKpalieHus CTPYKTYpHBIE O6nmx
IpUMEHEHHS | TIPHMEHEHHSI | DJIEMEHTHI CTaHaapTa | TpeOOBaHHMH
cTaHapTa cTaHjapTa
1 2 3 < 5 6 7
201.12, 201.15 52
201.12, 201.15 53
201.12 54
201.7 58
201.7 65
123 | TOCT P MDK 60601-2-41-2014 | M3nenust MeTUITHHCKHE 06.05.2017 201.4-201.17 3
(IEC 60601-2-41:2009, IDT) anexTpuueckue. Yacte 2-41. 201.4-201.17 4
YactHele TpeOoBaHus 0€30MaCHOCTH 201.4-201.17 5
c&) YYETOM OCHOBHBIX 201.4-201.17 6
HKIHOHAILHBIX XapaKTepUCTHK K
xgpypmquKHM H CMI())TpOBII);IM 201.4-201.17 7
(AMarHOCTHYECKUM ) CBETHIIBHHKAM 201.4-201.17 8
201.11 12
201.11 14
201.11 15
201.15 26
201.16 27
201.9,201.11-201.13, 28
201.15,201.17
201.11 29
201.7 30
201.12 31
201.10 34
201.10 35
201.10 36
201.10 37




72

Ne Obo3HaueHME CTaHAapTa HaumMenoBanue crangapra Hara Jlara [Tpumensemsie [TynkT
/11 Hayana peKpameHus CTPYKTYPHBIE Obmux
NPUMEHEHHS | TPUMEHEHHs | AJIEMEHTHI CTaHaapra | TpeOoBaHUH
CTaHjapTa cTaHapTa
1 2 3 4 5 6 i
201.14 38
201.13 39
201.12 42
201.17 43
201.17 44
201.8 45
201.9 46
201.9 47
201.9 48
201.8,201.15 49
201.15 50
201.11 51
201.12, 201.15 52
201,12, 201,15 53
201.12 54
201.7 58
201.7 65
124 | TOCT P MBK 60601-2-4-2013 | MU3penust MEAULUHCKHE 06.05.2017 201.4-201.17, 3
(IEC 60601-2-4:2010, IDT) snekTpudeckue. YacTp 2-4. 201.101-201.109, 202
YactHble TpeOOBaHH 0€3011aCHOCTH 201.4-201.17, 4
C y4€TOM OCHOBHBIX 201.101-201.109, 202
(YHKIHOHANIBHBIX XapaKTEPUCTHK K 201.4-201.17 5
kapauozeubpuisTOpam 201.101-201.109, 202
201.4-201.17, 6

201.101-201.109, 202




73

Ne OGo3HaueHne cTaHgapra HammeHoBaHMe cTaHaapTa JHara JHara [Ipumensembie [TyHKT
/I HayaJjla IpeKpaeHHs CTPYKTYpPHBIE O0mmx
NPUMEHEHHUs | TPUMEHEHHs | SJIEMEHTHI CTaHIapTa | TpeOoBaHUi
cTaHgapTa cTaHmapTa

1 2 3 4 5 6 7
201.4-201.17, 7

201.101-201.109, 202
201.4-201.17, 8

201.101-201.109, 202
201.11 12
201,11 14
201.11 15
201.15 26
201.16 27
201.9,201.11-201.13, 28

201.15,201.17, 202

201.11 29
201.7 30
201.12 31
201.10 34
201.10 a5
201.10 36
201.10 £ 7
201.14 38
201.13 39
201.12 42
201.17, 202 43
201.17, 202 44
201.8 45
201.9 46




74

Ne Obo3nauenue cTagaapTa HanmeHnoBanue ctanzapra Hata Jara [Tpumensiemble IlyHKT
n/n Hauana MpeKpaIieHusI CTPYKTYPHBbIE O06mux
IIpUMEHEHHUs | MPUMEHEHUS | DJIEMEHTHI CTaHaapTa | TpeOoBaHHH
craHjapTa cTaHaapTa
1 2 3 B 5 6 7
201.9 47
201.9 48
201.8,201.15 49
201.15 50
201.11 51
201.12, 201.15 52
201.12,201.15 53
201.12 54
201.7 58
201.7 65
125 | TOCT P MDK 60601-2-43-2013 | M3nenust MeIUIITHCKHE 06.05.2017 201.4-201.17, 202, 3
(IEC 60601-2-43:2010, IDT) | snekrpudeckue. YacTts 2-43. 203
YactHbie TpeOOBaHUs 0€30MIaCHOCTH 201.4-201.17, 202, 4
C YYETOM OCHOBHBIX 203
(I)YHKI_II/IOHaJ'IBHBIX XapaKTEPHUCTHK K 201.4-201.1 7’ 202, 5
PEHTTEHOBCKHM alilaparam JUist 203
HWHTEPBEHIIMOHHBIX IIPOLIEYD 201.4-201.17, 202, 6
203
201.4-201.17, 202, 7
203
201.4-201.17, 202, 8
203
201.11 12
201.11 14
201.11 I3




75

Ne O6o3HavyeHMe cTaHaapra HanmeHoBaHue craniapra Hara Jara [Tpumensiemsie [TynkT
/1 Hayvana NpeKpaleHus CTPYKTYpHBIE O6mux
IIPUMEHEHHUS | TMPHMEHEHHs | DJIEMEHTHI CTaHAapTa | TpeDoBaHMH
cTaHaapra CTaHAapTa
1 2 3 4 5 6 7
201,15 26
201.16 27
201.9, 201.11-201.13, 28
201.15, 201,17, 202
201.11 29
201.7 30
201.12 31
201.10, 203 34
201.10, 203 35
201.10 36
201.10, 203 37
201.14 38
201.13 39
201.12 42
201.17, 202 43
201.17, 202 -
201.8 45
201.9 46
201.9 47
201.9 48
201.8,201.15 49
201.15 50
201.11 51
201.12, 20115 52
201.12, 201.15 53




76

No O0o3HayeHne cTaHaapTa HaumenoBanue ctangapra Jlata Jlara [Tpumensemele [TyHKT
/I Hayvala IpeKpaleHus CTPYKTYpPHBIE O0bmux
NpUMEHEHHST | TPHMEHEHHsI | DJIEMEHTHI CTaHAapTa | TpeOOBaHHH
cTaHjapTa cTaHjgapra
1 2 3 4 5 6 7
201.12 54
201.7 58
201.7 65
126 | TOCT P MDK 60601-2-44-2013 | U3genus METUIIMHCKUE 06.05.2017 201.4-201.17, 203 3
(IEC 60601-2-44:2009, IDT) anekTpudeckue. Yacts 2-44. 201.4-201.17, 203 4
YacTHble TpeboBaHus 0€30IMaCHOCTH 201.4-201.17, 203 5
© YHCTOM OCHOBHBIX 201.4-201.17, 203 6
KITHOHAJIBHBIX XapaKTEPHUCTHK K
gg:TI‘IéHOBCKHM KOMHiIOT&EHLIM 201.4-201.17, 203 L
Tomorpadam 201.4-201.17, 203 8
201.11 12
201.11 14
201.11 15
201.15 26
201.16 27
201.9,201.11-201.13, 28
201.15, 201.17
201,11 29
201.7 30
201.12 31
201.10, 203 34
201.10, 203 35
201.10 36
201.10, 203 37
201.14 38
20113 39




77

Ne O0o3Hauenue cTanaapTa HaumenoBanue cranmapra Hara Jlara [IpumensemMbIe [lyHKT
n/m Hayana peKpaneHust CTPYKTYDHBIE O6nmx
IPUMEHEHHS | MPHMEHEHHs | SJIEMEHTHI CTaHAapTa | TpeOoBaHHH
cTangapra CTaH[apTa
1 2 3 4 H 6 7
201.12 42
201.17 43
201.17 44
201.8 45
201.9 46
201.9 47
201.9 48
201.8, 201.15 49
201.15 50
201.11 51
201.12,201.15 52
2061.12,201.15 53
201,12 54
201.7 58
201.7 65
127 | TOCT P MDK 60601-2-45-2014 | U3nenus MeTHLIMHCKHE 06.05.2017 201.4-201.17, 202, 3
(IEC 60601-2-45:2011, IDT) anekTpuueckue. Yacte 2-45. 203
YacTtHble TpeboBaHKs O€30I1aCHOCTH 201.4-201.17, 202, 4
C YUETOM OCHOBHBIX 203
(YHKIHOHANBHBIX XapaKTEPUCTHK K 201.4-201.17, 202, 5
MamMMOTrpauYeCKuM 203
PEHTIeHOBCKHM ammapaTaM 201.4-201.17. 202 6
MaMMOTrpapHIecKuM YCTPORCTBAM 203 T
FRLE GlepeoTaiene 201.4-201.17, 202, 7

203




78

No O6o3HaveHre cTangapra HaumenoBanue crannapra JHara Hara [Ipumensiemsie [TyHkT
/I Hayaisa MpeKpanieHus CTPYKTYpHBIE Obmux
NpUMEHEHHS | NPUMEHEHHs | 3JIeMEHTHI cTaHjapTa | TpeboBaHHI
CTaHJapTa CTaHzapTa
1 2 3 4 5 6 7
201.4-201.17, 202, 8
203
201.11 12
201.11 14
201,11 15
201.15 26
201.16 27
201.9,201.11-201.13, 28
201.15, 201.17, 202
201.11 29
201.7 30
201.12 31
201.10, 203 34
201.10, 203 35
201.10 36
201.10, 203 37
201.14 38
201.13 39
201.12 42
201.17, 202 43
201.17,202 =
201.8 45
201.9 46
201.9 47
201.9 48




79

Ne O6o3HaveHue cTaHaapTa HaunmenoBanue crannapra [ara Hata [Tpumensiemsie [TyHkT
/1 Hayaja npeKkpaleHus CTPYKTYPHBIE O0mumx
NPUMEHEHHUS | MPUMEHEHHs | SJIEMEHTHI CTaHIapTra | TpeOoBaHUI
cTaHjaapTa cTaHzapTa

1 2 3 4 5 6 7
201.8, 201.15 49

201.15 50

201.11 31

201.12, 201.15 52

201.12, 201.15 53

201.12 54

201.7 58

201.7 65

128 | TOCT P MBK 60601-2-46-2014 | M3nenus MeTHIIHHCKHE 06.05.2017 201.4-201.17, 202 3
(IEC 60601-2-46:2010, IDT) anexTpuueckue. Yacte 2-46. 201.4-201.17, 202 4
YacTable TpeboBaHUS O0€30MACHOCTH 201.4-201.17, 202 5

‘&]Y‘“"TOM OCHOBHPIX 201.4-201.17, 202 6

HKIIHOHATBHBIX XapaKTePUCTHK K

Of}llepaHHOHHI:»IM CTOJ'I:M ’ 201.4-201.17, 202 7

201.4-201.17, 202 8

201.11 12
201.11 14

201.11 15
201.15 26
201.16 27
201.9,201.11-201.13, 28
201.15, 201.17, 202

201.11 29
201.7 30

201.12 31
201.10 34




80

Ne Obo3nauenue cTagaapra HaumenoBanue cranmapra Jlata Jlara IIpumeHnsiemMble [TyHKT
/1 Havana IpeKpaIeHHus CTPYKTYpHBIE O6mux
IPUMCHEHHUS | MPUMEHEHHS | DJIEMEHTHI CTaHaapTa | TpebOBaHHUiH
CTaHJapTa CTaHJapTa

1 2 3 4 5 6 7
201.10 35

201.10 36

201.10 X7

201.14 38

201.13 39

20112 42

201.17, 202 43

201.17, 202 44

201.8 45

201.9 46

201.9 47

201.9 48

201.8, 201.15 49
201.13 50

201.11 3l

201.12,201.15 52

201.12, 201.15 53

20112 54

201.7 58

201.7 65

129 | 'OCT P M3K 60601-2-47-2015 | M3nenus MeAULIMHCKUE 06.05.2017 201.4-201.17 3
(IEC 60601-2-47:2012, IDT) | anekrpuueckue. Yacts 2-47. 201.4-201.17 4
YacrHsle TpeboBaHus 0€30IaCHOCTH 201.4-201.17 5

C YYETOM OCHOBHBIX 501.4-201.17 6

(GYHKIIMOHATBHBIX XapaKTEPHCTHK K 201420117 -




g1

No O6o3Hauenne cTangapTa HaumenoBanue ctanmapra Hara Hara [Tpumensiemsle [TynkT
n/n Hayaa MpeKpaIeHHs CTPYKTYpPHBIE Obmux
NpUMEHEHHUs | MPUMEHEHHS | DJIEMEHTHI CTaHIapTa | TpeboBaHHUi
CTaHaprTa cTaHapTa

1 2 3 4 5 6 T
aMOyIaTOpHBIM 201.4-201.17 8

3NeKTpoKapauorpad UIecKuM 201.11 12
cUucTeMam 201.11 14

201.11 15
201.15 26
201.16 27
201.9, 201.11-201.13, 28
201.15, 201.17

201.11 29
201.7 30

201.12 31
201.10 34

201.10 35
201.10 36
201.10 37
201.14 38
201.13 39
201.12 42

201.17 43
201.17 44
201.8 45
201.9 46
201.9 47
201.9 48
201.8, 201.15 49




32

Ne Obo3nauenue cTannapra HaumeHnoBanue ctanzapTa Jara Hara [Ipumensemeie [TyHkT
/i Havana MpeKpalieHus CTPYKTYypHBIE O6mux
IIPUMEHEHHUS! | MpUMEHEHHUs | JIIEMEHTHI cTaHgapTa | TpeboBaHMH
cTaHaapra CTaHAapTa
1 2 3 4 5 6 7
201.15 50
201.11 51
201.12, 201.15 52
201.12, 201.15 53
201.12 54
201.7 58
201.7 65
130 | TOCT P M3K 60601-2-49-2015 | M3nenus MeauIIHHCKHE 06.05.2017 201.4-201.17, 202, 3
(IEC 60601-2-49:2011, IDT) | anexrpuyeckue. Hacts 2-49. 208
YacTHble TpeOoBaHUs 0€30aACHOCTH 201.4-201.17, 202, 4
C Y4eTOM OCHOBHBIX 208
CPYHKHHOHEU'IBHBIX XapaKTCPHCTHK K 201.4-201.17, 202, 5
MHOTO(YHKIHOHATBHBIM 208
MOHHTOpaM NalKeHTa 201.4-201.17, 202, 6
208
201.4-201.17, 202, 7
208
201.4-201.17, 202, 8
208
201.11 12
201.11 14
201.11 15
201.15 26
201.16 27
201.9,201.11-201.13, 28




83

No OGo3HaueHue cTaHaapTa HaumenoBanue ctanmapra Hara Hata [Ipumensiembie [TyHkT
/11 Hayana TIpeKpameHUs CTPYKTYPHBIE O6mux
NpUMEHEeHHs | NPUMEHEHHs | JJIeMEHTHI cTaHaapra | TpeboBaHHU
CTaHapTa cTaHapra
1 2 3 . 5 6 7
201.15,201.17, 202
20111 29
201.7 30
20112 31
201.10 34
201.10 35
201.10 36
201.10 57
201.14 38
201.13 39
201.12 42
201.17, 202 43
201.17,202 44
201.8 45
201.9 46
201.9 47
201.9 48
201.8, 201.15 49
201.15 50
201.11 51
201.12,201.15 32
201.12, 201.15 53
201.12 54
201.7 58
201.7 65




84

Ne O06o3HaueHne cTanaapTa HaunmeHnoBanue cranaapra Hara Hara [Tpumensemsble IlynxT
n/n Havasa [IpEKpaIiCHUs CTPYKTYpHBIE O6mmx
IIPUMEHEHHS! | MpUMEHEHMs | JJIEMEHTHI cTaHaapra | TpeboBaHMH
cTaHzaapTa cTaHzapTa
1 2 3 4 5 6 7
131 | 'OCT P M3K 60601-2-50-2012 | U3aenus MeIHUIMHCKHAE 06.05.2017 201.4-201.17, 202 3
(IEC 60601-2-50:2009, IDT) anexkTpuueckue. Yacte 2-50. 201.4-201.17, 202 4
UYactHrle TpeboBanus 0e30MacHOCTH 201.4-201.17, 202 5
© YHCTOM OCHOBHEIX 201.4-201.17, 202 6
GYHKIHOHAIBHBIX XapaKTEPHCTHK K 3
anmaparam Juist GpoToTepanuu 201.4-201.17, 202 1
HOBOPOKIEHHBIX 201.4-201.17, 202 8
201.11 12
201.11 14
201.11 15
201.15 26
201.16 27
201.9, 201.11-201.13, 28
201.15, 201.17, 202
201.11 29
201.7 30
201.12 31
201.10 34
201.10 35
201.10 36
201.10 57
201.14 38
201.13 39
201.12 42
201.17, 202 43
201.17, 202 44
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No O06o3naueHue craggapra HaumMmenoBanue crangapra Jara Hara [Ipumensiembie [Tynxt
n/n Hayaaa IpeKpalieHus CTPYKTYpHBIE Ob6mwmx
TPUMCHEHHUS | TPUMEHEHHS | DJIEMEHTHI CTaHAapTa | TpeOoBaHUH
craHjapra cTaHjapra
1 2 3 4 5 6 2
201.8 45
201.9 46
201.9 47
201.9 48
201.8, 201.15 49
201,15 50
201.11 51
201,32, 201.15 52
201.12, 201.15 53
201.12 54
201.7 58
201.7 65
132 | TOCT P M2K 60601-2-63-2015 | M3nenus MeIMIMHCKHE 06.05.2017 201.4-201.17, 202, 3
(IEC 60601-2-63:2012, IDT) anekTpuueckue. Yacte 2-63. 203
YactHBIe TpeOOBaHUA O€30MMACHOCTH 201.4-201.17, 202, 4
C Y4ETOM OCHOBHBIX 203
(byHKLEI/IOHaJIBHBIX XapaKTECPHCTHK 201.4-201.1 7, 202’ 5
JUTSI PEHTT€HOBCKHX JE€HTAIBHBIX 203
AKCTpAOpaIbHBIX allapaToB 201.4-201.17, 202, P
203
201.4-201.17, 202, i
203
201.4-201.17, 202, 8
203
201.11 12
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No O6o3HayeHue craHaapra HaumeHnoBanue ctanaapTa Jara Hara [Ipumensemele [TynkT
/1 Hayvaia npeKpaleHus CTPYKTYpHBIE Obmux
IPUMEHEHHS | NPHMEHEHHs | DJIEMEHTHI CTaHAapTa | TpeOoBaHUi
cTaHgapTa cTaHzapTa
1 2 3 4 5 6 7
201.11 14
201.11 15
201.15 26
201.16 27
201.9,201.11-201.13, 28
201.15,201.17, 202
201.11 29
201.7 30
201.12 31
201.10, 203 34
201.10, 203 35
201.10 36
201.10, 203 37
201.14 38
201.13 39
201.12 42
201.17, 202 43
201.17,202 44
201.8 45
201.9 46
201.9 47
201.9 48
201.8,201.15 49
201.15 50
201.11 51
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Ne O6o3HaveHue cTanaapra HamnmeHnoBanue crangapra Hara Hata [Ipumensiemsie [TyHKT
/I Hayana IIPEKpaIeHUs CTPYKTYpHBIE O06mux
OPUMEHEHHUS | NMPUMEHEHHs | 9JIEMEHTHI CTaHiapra | TpeOoBaHUi
cTaHzapTa cTaHIapTa
1 2 3 4 3 6 7
201.12,201.15 52
201.12, 201.15 53
201.12 54
201.7 58
201.7 65
133 | TTOCT P MDK 60601-2-65-2015 | V3nenust MeIUIIHHCKHE 06.05.2017 201.4-201.17, 202, 3
(IEC 60601-2-65:2012, IDT) anekTpuueckue. Yacte 2-65. 202.101, 203
YacTtHrle TpeboBaHus 0€30MaCHOCTH 201.4-201.17, 202, 4
C Y4€TOM OCHOBHBIX 202.101, 203
(pyHKI.'[I/IOHaJ'IBHBIX XapaKTECpHUCTUK 201.4-201 17, 202, 5
JUJI pEHTI€HOBCKHX NCHTAJILHBIX 202.1 01, 203
HHTpPaOpaIbHBIX allapaToB
201.4-201.17, 202, 6
202.101, 203
201.4-201.17, 202, 7
202.101, 203
201.4-201.17, 202, 8
202.101, 203
201.11 12
201.71 14
201.11 15
201.15 26
201.16 27
201.9, 201.11-201.13, 28
201,15, 201.17,202
201.11 29
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Ne Obo3HaveHue crangapTa HaunmeHnoBanue ctanmapTa Hara Hara [Ipumensemeble [TyHKT
n/m Hadana IpeKpalieHus CTPYKTYPHBIE O6mux
IIPUMEHEHUs | NMpUMEHEeHHs | SJIeMeHTHI cTaHaapra | TpeboBaHMH
craHjapTa cTaHjapTa

1 2 3 4 5 6 7

201.7 30

20112 31

201.10, 203 34

201.10, 203 35

201.10 36

201.10, 203 37

201.14 38

201.13 39

201.12 42

201.17, 202 43

201.17, 202 44

201.8 45

201.9 46

201.9 47

201.9 48

200.8. 201,15 49

201.15 50

201.11 51

201.12, 201.15 52

201.12, 201.15 53

201.12 54

201.7 58

201.7 65

134 I'OCT P M3K 60627-2005 ObopynoBanue 171 MOITyIeHUs 06.05.2017 31.12.2019 4-6 3

(IEC 60627:2001, IDT) PEHTIEHOBCKHUX JIHArHOCTHYECKHUX 4-6 4
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Ne O0o3Hauenue craHgapra HaumMenoBanue crannapra Jlara Hata [Ipumensiemblie [Tynxt
n/n Havajia NIpEKpaICHHS CTPYKTYpPHBIE Obmux
NPUMEHEHHUS | MPUMEHEHHs | 3JIEMEHTHI cTaHzapra | TpeOoBaHUM
cTaHjgapra cTaHIapTa
1 2 3 - 5 6 7
u300paxxeHui. XapaKTepHCTHKH 4-6 6
OTCEHBAIOIINX PAcTPOB OOMIET0 4-6 8
Ha3Ha4YeHUs U MaMMOTpadHIecKux
OTCEHBAKIIKWX pacTpoOB
135 I'OCT P M3K 62083-2013 W3penus MmeaUIMHCKUE 06.05.2017 4-16 3
(IEC 62083:2009, IDT) anexkTpuueckue. TpeboBaHus 4-16 4
0e30MmacHOCTH K CHCTEMaM A:16 B
IUTAHUPOBAHUS JTYYEBOH Tepanuu 4-16 3
136 | TOCT P M3K 62220-1-2-2010 | M3penus MeguuHCKHE 06.05.2017 4-8 3
(IEC 62220-1-2:2007, IDT) aNeKTpuueckue. XapakTepHCTHKH 4-8 4
YCTPOUCTB IS MOTYICHUS 4-8 5
UU()POBBIX PEHTIE€HOBCKUX 4.8 3
n3o6paxennit. Yacte 1-2.
OnpeneneHne KBAaHTOBOM
3¢ eKTHBHOCTH PErHCTpaLlHH.
JleTeKTOpBI, HCIIONIb3YeMBIe TIPH
MamMMorpapuu
137 | TOCT P M3K 62220-1-3-2013 | M3nenus MeqUIHHCKHE 06.05.2017 4-8 3
(IEC 62220-1-3:2008, IDT) AIEKTPHUECKHE. XapaKTEPUCTHKH 4-8 4
UG POBLIX MPUEMHHKOB 4-8 6
PEHTIeHOBCKOTO H300payKeHHSL. 4.8 ]

Yacts 1-3. Onpenenenye KBaHTOBOMH

3¢ (eKTUBHOCTH PETHCTPALIMH.
[TpuemHuKH, paboTaromye B
IUHAMHYECKOM PEKUME ITOTYIEHHS
n300pakeHui




90

Ne O6o3HaveHue cranaapra HanmenoBanue ctanaapTa Mara Hara [Tpumensemsle ITyHKT
/I Hauana IIpeKpalieHus CTPYKTYpHBIE Obmmx
TMPUMEHEHHST | TMPUMEHEHHs | BJIEMEHTHI CTaHjapra | TpeboBaHHH
crangapra cTaHjapra
1 2 3 4 3 6 7
138 I'OCT P M3K 62304-2013 W3 nenus MeIHIIMHCKUE. 06.05.2017 4-9 3
(IEC 62304:20006, IDT) [IporpamMmMHOe obecrniedeHHeE. 4-9 4
[Tporiecchl JKU3HEHHOTO UK 4-9 5
4-9 8
4-9 38
139 I'OCT P MDK 62366-2013 W3z nenus MeIHIIHHCKHE. 06.05.2017 31.12.2019 4-7 8
(IEC 62366:2007, IDT) [IpoexTHpoBaHUE MEIULIMHCKHUX 477 32
U3JENUH ¢ YUYETOM 4-7 33
IKCILTYyaTalMOHHOI IPUTOTHOCTH 47 50
4-7 35
4-7 56
4-7 57
140 CT PK 2.189-2010 [Tpubopsl METUITUHCKHE 06.05.2017 5,6 3
(IEC/TR 61206:1993, MOD) | yapTpa3ByKOBbIC THarHOCTHYECKHE. 5,6 19
O0mue TpeOoBaHUS K METOAUKAM 5.6 38
HU3MEPEHUH [TapaMeTpOB 56 52
JOTINICPOBCKUX NMPHOOPOB 2
HeTpepBLIBHOMH BOIHEI 5,0 2
5,6 54
141 CTPKTOCT P UCO 10328- | IlporezupoBanue. Mcnbitanue 06.05.2017 31.12.2019 4-16 3
2010 (ISO 10328:2006, IDT) | KOHCTPYKLIMH IIPOTE30B HUKHUX 4-16 4
KoHeuHocTel. TpeGoBanus U 4-16 5
METOJIbl UCIILITAaHUH 416 6
4-16 7
142 CTPKTOCT P MCO 15032- | [Ipote3sl. Ucnibiranus xonctpykmuu | 06.05.2017 4-9 3
2008 Ta300eIpEeHHBIX Y3/I0B 4-9 4
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No O06o3naueHne cTaHIapTa HaumenoBanue cranmapra Jlara Hara [Ipumensiemsble [IyHKT
/1 Hayaia pEKPALIEHUS CTPYKTYPHBIE Obmux
MPUMEHEHHS | TMPHMEHEHHS | 3JeMEHTHI cTaHAapTa | TpeboBaHWH
cranjapTa cTaHzapTa
1 2 3 4 5 6 7
(ISO 15032:2000, IDT) 4-9 5
4-9 6
4-9 7
4-9 8
4-9 9
4-9 12
143 CT PK MCO 3826-2-2011 Konrelineps! ckiagHbie 06.05.2017 4 9
(ISO 3826-2:2008, IDT) IJIACTMACCOBBIC [ Y€TOBEUECKOM 4 11
KPOBH H €€ KOMIIOHEHTOB. HacTs 2. 4 58
I'paduueckre CUMBOJIBL,
HCIIOJIB3YEMBIE HA STHKETKAX U
HHCTPYKITHSIX
144 CT PK MCO 3826-3-2011 Koureiineps! cknagHsie 06.05.2017 5-9 3
(ISO 3826-3:2006, IDT) MJIACTMACCOBBIE JUTS YEJIOBEUECKOH 5.9 4
KPOBH H €€ KOMIIOHEeHTOB. YacTs 3. 5.9 5
CuHcTeMbl YITaKOBKH KPOBH CO =5 z
BCTPOEHHBIMH 3JIEMEHTAMH 5 9
5,6, Y 12
5,6,9 14
5.6, 9 15
5-7,9 16
5-7,9 18
5 27
5 28
8 58
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No O6o3HaueHHe cTaHIaApTa HaumenoBanue cTanmapra Jlata Hara [Tpumensiemble [Tynkr
/i Hayana IpeKpameHus CTPYKTYpPHBIE O6mux
IpPUMEHEHHs] | TPHMEHCHHS | DJIEMEHTHI CTaHAapTa | TpeOoBaHWi
CTaHapTa cTaHIapTa

1 2 3 4 5 6 7
145 CTE EN 12470-1-2014 TepMoMeTpBl MEAHIIMHCKHE. 06.05.2017 5-7 3
(EN 12470-1:2000, IDT) Yacte 1. TepmomeTpsl 5.7 4
’KHIKOMETAJUTHYECKHE CTEKIISIHHBIE 6,7 5

MaKCHMAaIlbHBIE. TpfﬁOBaHHH H 6, 7 6

METO/bI UCTIBITAaHUH 6.7 7

8 9

81,82 11

6.2,7.2-7.4 12

8.3 16

6.1.2.7,63.3, 7.8 28

6.4-6.6, 7.9 31
6.1 32

4,82 33

8.2,8.3 58

8.2,8.3 65

146 CTb EN 12470-2-2014 TepMomeTpbl MEIULIMHCKHE. 06.05.2017 5-7 3
(EN 12470-2:2000, IDT) Yacts 2. TepmomeTpsl ¢ (pa30BBIM 5-7 4
H3MEHEHHEM (TOUEUHas! MATPHIIA). 6,7 5

TpebGoBaHUs U METOIBI HCIIBITAHUIT 6,7 6

0.7 7

8 9

8 11
6.8 12
6.7 18

6.11
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Ne O6o3HaueHue cranaapra HaumeHoBaHue craHgapTa Jara Hara [IpumeHnsiemble [TyHkT
/1 Hayana IpeKpalleHus CTPYKTYPHBIE Obmux
NpAMEHEHHs. | MPUMEHECHHs | DJIEMEHTHI CTaHAapTa | TpeDoBaHHi
CTaHapra CTaHJlapTa
1 2 3 4 5 6 7
6.2-6.6, 6.9, 6.10, 31
7.2-71.7,8.3
6.11 32
4,8.2.1 33
8.2 58
6.7 60
8.3 65
147 CTb EN 556-2-2008 Crepunmsanus MEUIMHCKHX 06.05.2017 31.12.2019 4.1 «a», 4.1 «e», 3
(EN 556-2:2003, IDT) uznenuii. TpeboBanus 4.1 «h»
METUIIMHCKHM H3JENHM, 4.1 «a», 4.1 «e», 16
MapKHPYEMBIM «CTEPUIIBHO. 4.1 «h»
Yacts 2. TpeboBanust k 49 19
acenTH4Yecks 00paboTaHHBIM
METMIIMHCKHM H3JIEJTHSIM
148 CTBE IEC 60601-1-2012 W3nenus MeUIIAHCKUE 06.05.2017 4-17 3
(IEC 60601-1:2005, IDT) anextpuaeckue. Yacte 1. Obmue 4-17 4
TpeboBaHus 6€30MacHOCTH U 4-17 5
TpeboBaHHS K OCHOBHBIM 4-17 6
XapaKkTepPUCTHKAM 417 7
4-17 8
11 12
11 14
11 15
15 26
16 27
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Ne O0Go3HaueHue cranapTa HaumeHnoBanue cTanmapra Jlata Hara IIpumeHnsembie IIyHKT
n/m Hayvana MpeKpanieHus CTPYKTYPHBIE (019)11175:4
NpUMEHEHHsT | MPUMEHEHHs | DJIEMEHTHI CTaHAapTa | TpeboBaHuMi
cTaHjgapTa cTaHjapra
1 2 3 4 5 6 7
0. 11-13. 15, 17 28
11 29
T 30
12 31
10 34
10 35
10 36
10 37
14 38
13 39
12 42
17 43
17 44
8 45
9 46
9 47
9 48
8,15 49
15 50
11 51
12. 15 52
12,15 53
12 54
7,12, 16 55
T 12 16 56




95

Ne O0o3nauenue cTaHgapTa HaunMeHOBaHUe cTaHapTa Jlara Jlata [IpumeHsiemMBbIe [TyHkT
/T Havana MpeKpaleHus CTPYKTYpHBIE O6mux
IpPUMEHEHHUS | MPUMEHEHUs | BJIEMEHTHI CTaHaapra | TpeOoBaHUH
cTaHIapTa cTaHgapTa
1 2 3 4 5 6 7
7,12, 16 57
7 58
7 65
149 CTB IEC 60601-2-43-2012 Wznenus MeTUIIHHCKHE 06.05.2017 201.4-201.17, 202, 3
(IEC 60601-2-43:2010, IDT) | sanexrpuyeckue. YacTs 2-43. 203
JTonoyiHATETbHBIE TPeOOBAHUS 201.4-201.17, 202, 4
Oe3omacHOCTH U TpeOOBaHUS K 203
OCHOBHBIM XapaKTCPHUCTHKAM 201.4-201.17, 202, 5
PEHTreHOBCKOH anmaparypsl 11 203
HWHTEPBEHITHOHHBIX [IPOLEIYD 201.4-201.17, 202, 6
203
201.4-201.17, 202, 7
203
201.4-201.17, 202, 8
203
201.11 12
201.11 14
20111 15
201.15 26
201.16 27
201.9,201.11-201.13, 28
201.15,201.17, 202
201.11 29
201.7 30
201.12 31
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Ne Obo3nauenue crangapra HaumenoBanue cranapra Hara Hara [Iprmensemsle [TyHKT
/1 Havasa npeKparneHns CTPYKTYpHBIE Ofmmx
MpUMEHEHHS] | TPUMEHEHHUsl | 3JIEeMEHTHI cTaHaapra | TpeboBaHUMH
cTaHjgapra CTaHJapTa
1 2 3 4 5 6 7
201.10, 203 34
201.10, 203 35
201.10 36
201.10, 203 37
201.14 38
201.13 39
201.12 42
201,17, 202 43
201.17, 202 44
201.8 45
201.9 46
201.9 47
201.9 48
201.8, 201.15 49
201.15 50
201.11 51
201.12, 201.15 52
201.12,201.15 53
201.12 54
201.7 58
201.7 65
150 CTB IEC 60645-1-2014 DNeKTpoaKyCTHKA. 06.05.2017 4-14 3
(IEC 60645-1:2012, IDT) Aynuomerpuygeckoe 000pyIOBaHHE. 4-14 4
Yacte 1. AyauoMeTpsl TOHAJIBHEIE 4-14 6
4-14 7
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Ne Obo3HaueHHe cTaHaapTa HammeHnoBanue cranmapTa Hata JlaTta IIpumeHsiemble [Iynxt
/1 Havana MpeKpaleHus CTPYKTYpPHBIE O6mmx
NPUMEHEHHS | NPUMEHEHHS | 3JeMEHTHI cTanaapra | TpeGoBaHuit
cTa”jaapTa cTaHaapTa
1 2 3 4 5 6 7
4-14 8
4-14 31
4-14 32
4-14 33
15.1 58
15.5 65
151 CTB IEC 60645-2-2010 Aynuometpsl. HacTs 2. 06.05.2017 4-16 3
(IEC 60645-2:1993, IDT) O6opyioBaHue sl pedeBoit 4-16 4
ayJJMOMETPUH 4-16 5
4-16 7
4-16 8
4-16 31
4-16 32
4-16 33
17.1 58
17.2 65
152 CTB ISO 3826-3-2014 KonTeliHeps! rHOKHE TONUMEPHBIE 06.05.2017 5-9 3
(ISO 3826-3:20006, IDT) JUTIsL YEJIOBEYECKOit KPOBH U €€ 5.0 4
koMioHeHToB. Hacts 3. CucreMbl 5.0 5
XPaHEeHHsI KPOBH CO BCTPOSHHBIMH 5.0 5
3JIeMEHTAMH
8 9
5,6,9 12
5,6,9 14
5,6,9 15
5-7,9 16
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Ne O6o3Hauenue cranaapra HammenoBanue cragaapra Hara Jara [Tpumensiemble ITyHKT
n/n Havaia IIpEKPALLIEHHS CTPYKTYPHBIE O0mux
IpPUMEHEHHS | MPUMEHEHHS | 3JIEMEHTHI CTaHaapra | TpeboBaHMi
cTaHAapTa cTaHaapTa
1 2 3 4 5 6 7
5-7,9 18
5 27
5 28
8 58
135 CTB ISO 80601-2-56-2016 W3 nenust MeTHIIMHCKHE 06.05.2017 201.7.201.7.2.1, 9
(ISO 80601-2-56:2009, IDT) anekTpuueckue. Jactp 2-56. 201.7.2.1.101,
JlommonHUTENBHEBIE TPeOOBAHUS 201.7.2.2,
Oe30macHOCTH H TpeOOBaHUSA K 201.7.9
OCHOBHBIM XapaKTEPUCTHKAM 201.7,201.7.2.1, 11
MEIUITHHCKHUX TEPMOMETPOB IS 201.8,201.9
H3MEPEHHA TEMIICPATYPHEI TCJIa 201.11 13
201.11 14
201.11 15
201.11 16
201.11 19
201.4, 27
201.4.2.101, 201.7,
201.7.9.2.101 «e»,
201,16, 201.101.1,
201.102.1, 201.103,
201.103.2
201.9,201.12.1.101, 28
201,122, 201.15, 202
201.11, 201.13 29
201.7.9.2.101 «d», 31

201.12, 201.101,
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Na O6o3nayenue cranzapTa HaumMeHnoBanue crangapra Hara Hata [Ipumensiemeie [TyHkT
n/n Havaza IIpEeKpaIieHus CTPYKTYpHBIE OO6mux
NPUMEHEHHUS | MPUMEHEHHs | 3JIEMEHTHI cTaHjapra | TpeOoBaHMMH
cTaHjaapTa cTaHIapTa
1 2 3 - 5 6 7
201.102, 201.103

201.12.2 32

201.7 33

202 36

201.14 38

201.12 42

202 43

201.8 45

201.9 46

201.9 47

201.9 48

201.8,.201.11, 201.15 49

201.11, 201.15 51

201.7,201.12.2, 54

201.15, 206

201.7 58

201.7.2.1.101 60

201.7, 201.16 65

154 CTBTOCT P 8.605-2012 CucreMa obecrieyeHHs eTHHCTBA 06.05.2017 4.5 3

(IEC/TR 61206:1993, MOD) | usmepenuii Pecniybiuku benapyce. 4,5 32

[Tpubopsl METUITUHCKHE 4,5 38

YIBTPa3BYKOBBIE THAarHOCTHYECKHE. 2.5 57

Obmmue Tpf6OBaHI/I${ K METOAMKaM 4: s =

HU3MEepEeHHUH apaMeTpoB 45 =

JIOTUIEPOBCKUX MPUOOPOB
HeNpepbIBHOM BOITHBI
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No O6o3HavyeHue crangapra HavMeHoBaHMe cTaHapTa Hata Jlara [Tpumensembie [TynkT
/T Havana NpEKpalleHHs CTPYKTYPHBIE O6mux
IPUMEHEHHUS | MPUMEHEHHs | 3JIEMEHTHI cTaHmapTa | TpeGoBaHuil
cTaHaapTa cTaHgapTa
1 Z 3 = 5 6 7
1593 CTBb EH 1041-2006 W3nenus MeaunuHCKUE. 06.05.2017 31.12.2019 4.1.1-4.1.9 9
(EN 1041:1998, IDT) Wudopmarnus, mperocTapiseMas 41.1-4.1.9 11
H3rOTOBHUTEIEM 411419 27
4.1.1-4.1.9 33
4.1.1-4.1.9 54
4.1.1-4.1.9 58
4.1.1-4.1.9 60
4.1.1-4.1.9 65
[I. CtanmapThl, MPUMEHUMBIE JJTST MEMUIIMHCKUX H3ENTUI IJIs1 TUAarHOCTUKH in Vitro
1 ['OCT EN 556-1-2011 CrepunH3aiiis MeIHIIHHCKIX 06.05.2017 4.1 3
(EN 556-1:2001, IDT) u3aenuii. TpeboBaHus K 4.1 11
MEIUIIMHCKUM U3JENUAM KaTETOPHH 4.1 7
«ctepunbHble». YacTs 1. 49 74
TpebGoBaHus K METHITUHCKHM
H3MIETHSIM, IOJUIeKAIUM
(DMHHIITHOM CTePHITH3AIIUT
2 I'OCT IEC 60825-1-2013 be3onacHOCTE nazepHOH 06.05.2017 31.12.2019 4-6,7.2,8,9 88
(IEC 60825-1:2007, IDT) anmapaTypsl. Yacth 1. 46,72.8.9 ]9
Knaccudukanus o0opyaoBaHus,
TpeOOBaHUS U PYKOBOJICTBO JJISI
[10JIb30BATENEH
3 ['OCT IEC 61010-1-2014 Be3onacHOCTh DIEKTPUIECKHX 06.05.2017 4-16 3
(IEC 61010-1:2010, IDT) KOHTPOJIBHO-H3MEPHTEIBHBIX 4-16 4
IpHOOPOB U 1aOOPaTOPHOTO 4-16 5
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Ne O6Go3HaueHue craHapTa HamMeHoBaHHE cTaHIapTa Jlata Hara [IpumeHnsiemble [TynkT
/T Havana MpeKpameHus CTPYKTYpHBIE O6mux
pPHMEHEHHUS | MPUMEHEHHs | DJIEeMEHTHI CTaHAapTa | TpeOoBaHUi
CTaHjapra cTaHapTa

1 2 3 4 5 6 7

obopynoranus. Yacts 1. O6mue 4-16 6

TpeboBaHug 4-16 7

4-16 8

4-16 80

4-16 82

4-16 83

4-16 84

4-16 85

4-16 94

4-16 95

4-16 96

4-16 99
4-16 100
4-16 101

4 ['OCT IEC 61010-2-101-2013 | be3omacHOCTE 3JIEKTPHYECKHX 06.05.2017 31.12.2019 4-16 3

(IEC 61010-2-101:2002, IDT) | KOHTPOJIBHO-H3MEPHUTENBHBIX 4-16 4

npubOopoB U 1adOPaTOPHOTO 4-16 5

obopynosanud. Yacts 2-101. 416 6

Yacrabie TpebOBaHUS K 416 7

MEIMIIHHCKOMY 000pyIOBaHHIO IS

nabopatopHo#t muarHocTikH (IVD) 4-16 8

4-16 80

4-16 82

4-16 83

4-16 84

4-16 85
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Neo Obo3Hauenue cTaHapTa HaumeHnoBaHue cranapra Jara Jata [Ipumensiempre [IynkT
n/n Hayana IIPEeKpaIIeHUs CTPYKTYpHBIE OO6mux
NpPHMEHEHHUS | TIPUMEHEHHS | 3JeMeHTHI cTaHnapra | TpeboBaHUi
cTaHaapTa CTaHIapTa
1 2 3 = 5 6 7
4-16 94
4-16 95
4-16 96
4-16 99
4-16 100
4-16 101
5 I'OCT ISO 11135-2012 Memuuuackue n3aenus. Bamunanus | 06.05.2017 31.12.2019 4-7 74
(ISO 11135:1994, IDT) U TEKYIUH KOHTPOJIb CTEPUITH3AIIHH
OKCHJIOM 3THIJIeHA
6 ['OCTISO 11137-1-2011 Crepunmsanus MEAUIIMHCKOH 06.05.2017 4-12 74
(ISO 11137-1:2006, IDT) npoaykuuu. Paguanuonnas
crepum3anus. Jacts 1.
TpeboBanus k paspadboTtke,
BATHIAIMH B TEKYIIIEMY KOHTPOIIO
nporecca CTepHIH3alu
MEIMIIMHCKHX U3EIHH
7 ['OCT ISO 11137-2-2011 Crepunu3aius MeUIIHHCKOH 06.05.2017 31.12.2019 4-10 74
(ISO 11137-2:2006, IDT) npoayKuuu. Paguanuonnas
crepunm3anus. YacTs 2.
YcTaHOBNEHHE CTEPHIN3YIOMIEH
JI03BbI
8 ['OCT ISO 11737-2-2011 Crepunuzanus MeIHIHHCKHX 06.05.2017 31.12.2019 4-7 74

(ISO 11737-2:1998, IDT)

uzaenuit. MEKpoOHOIOrHYecKHe
meToel. YacTts 2. McnpiTanug Ha
CTE€pPUIBHOCTD, IIPOBOIUMBIE IIPH
BJTHTAIIHH MPOLIECCOB
CTepUITM3ALINHT




103

Ne Obo3Hauenne cTanapra HaunmenoBanue cranmapra Hata Hara [Tpumensiemele [Tynkt
n/m Havaia IpeKpameHus CTPYKTYpHBIE Obmux
NPHUMEHEHHUs] | TPUMEHEHHS | DJIEMEHTHI CTaHIapTa | TpeOoBaHUi
CTaHapTa cTaHapTa
1 2 3 4 5 6 7
9 I'OCT ISO 13485-2011 Nz nenus meaunuackue. CHCTEMBI 06.05.2017 31.12.2019 4.1,4.2,5.1,5.3-5.6, 3
(ISO 13485:2003, IDT) MEHeKMEHTA KadecTna. 6.4,7.1-7.6, 8.2.2,
Cucremusle TpeboBaHuS IS 1ienei 8.2.3, 8.2.4, 8.3, 8.4,
PeryJIHPOBaHHS 8.5.1-8.5.3
4.1,4.2,5.1, 5.3-5.6, 4
6.4,7.1-7.6,8.2.2,
8.2.3,8.2.4,8.3,84,
8.5.1-8.5.3
4.1,4.2,5.1,5.3-5.6, B
6.4,7.1-7.6, 8.2.2,
8.2.3,8.2.4,8.3, 8.4,
8.5.1-8.5.3
4.1,4.2,5.1,5.3-5.6, 6
6.4,7.1-7.6, 8.2.2,
8.2.3,8.2.4,83, 84,
8.5.1-8.5.3
4.1,4.2,5.1,5.3-5.6, 7
6.4,7.1-7.6, 8.2.2,
8.2.3,8.2.4,8.3, 84,
8.5.1-8.5.3
4.1,4.2,5.1,5.3-5.6, 8
6.4,7.1-7.6,8.2.2,
8.2.3,8.2.4,8.3,8.4,
8.5.1-8.5.3
10 ['OCT ISO 14971-2011 W3nenus MeOUITHHCKHUE. 06.05.2017 1-9 3
(ISO 14971:2007, IDT) [TpuMeHeHNEe MEHEHKMEHTA PHCKA K 1-9 4
MEUIIUHCKAM HU3JIeTTHSIM 1-9 5
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Ne 0Obo3naueHue cTaHgapTa HaumenoBaHue cranjapra Jara Hara [Ipumensiemble [lynkT
/i Havasa npeKpaleHus CTPYKTYPHBIE O6mux
MPUMEHEHHS | MPUMEHEHUs | BJEMEHTHI cTaHmapTa | TpeOoBaHHIHA
cTaHapTa cTaH@apra
1 2 3 4 3 6 7
1-9 7
1-9 8
11 I'OCT ISO 17511-2011 HM3nenwsa MeqUITUHCKIE T 06.05.2017 4-8 6
(ISO 17511:2003, IDT) JIMATHOCTHKM in vitro. M3amepenue ] 106
BEJIMYWH B OHOJIOTHYECKHX Mpodax.
MeTtponoruueckast
IPOCTIE)KHBAEMOCTE 3HAUCHHIA,
IPUMUCAHHBIX KaTHOpaTopoM U
KOHTPOJIBHBIM MaTepHajaM
12 I'OCT ISO 18153-2011 W3nenus MeIHIIHHCKHE IS 06.05.2017 4,5 6
(ISO 18153:2003, IDT) JIMArHOCTHKH 1n vitro. M3mepenue
BEJTUYHH B OHOJOTHYECKHUX ITPo0ax.
MeTtponoruueckas
MIPOCIICIKHBACMOCTE 3HAUCHHH
KaTATHTHYECKOH KOHIIEHTPALHH
(PepMEHTOB, NPHUITHCAHHBIX
KamubpaTtopaM U KOHTPOIBHBIM
Marepuazam
13 I'OCT ISO 6710-2011 Konteiineps! nns cobopa obpasiioB 06.05.2017 5.1, 7.2 3
(ISO 6710:1995, IDT) BEHO3HOH KPOBH OTHOPA3OBLIE. 5192 4
TexHuyeckue TpeOOBaHUS U 51,72 7
SEIEACTRITEFIA 4.2,5.1,52,6.2,7.1, 69
7.2
42,51,6.2,6.3,7.1 7
4.4,6.2,63,7.1 72
3.1, 8.2 73
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No O06o3HaueHKe cTaHIapTa HaumenoBanue ctangapra Iara Hata [Ipumensemple [TyHKT
/I Havana MpeKpareHus CTPYKTYpHBIE O0mux
NpUMEHEHUs | NMPHUMEHEeHHs | JJIEMEeHTHI cTaniapra | TpeboBaHMH
cTaHjapra cTaHapra
1 2 3 4 5 6 7
8.1,8.2 74
5.1 80
31,7172 82
14 I'OCT MCO 14644-1-2002 UncThie MOMEIIEHHUS W CBI3aHHBIE C 06.05.2017 31.12.2019 3,4 75
(ISO 14644-1:1999, IDT) HUMH KOHTPOIHPYEMBIE CPENBI.
Yacts 1. Knaccuukanus 9ucTOTH
BO3yXa
15 'OCT UCO 14698-1-2005 Yucrele noMelenus | cesizannsle ¢ | 06.05.2017 4-9 75
(ISO 14698-1:2003, IDT) HUMH KOHTPOJIHPYEMBIE CPEJIBI.
KonTtpons 6uozarps3sHeHHH.
Yacte 1. O0mue NpuHIUIE 1
METOIBI
16 ['OCT MCO 14698-2-2005 YucTtele moMenienus u cesizanubie ¢ | 06.05.2017 = 75
(ISO 14698-2:2003, IDT) HHUMH KOHTPOJIHPYEMBIE CPEEL.
KonTpons 6Ho3arps3HeHui.
Yacte 2. AHaNH3 JaHHBIX O
Ouo3arps3HeHHIX
17 ['OCT P EH 12322-2010 Hznenns MenUIIMHCKHE TS 06.05.2017 4.1-44 6
(EN 12322:1999, IDT) JHArHOCTHKM in vitro. [IutarensHbie 5 105
Cpelbl 11 MUKPOOHOJIOTHH. 5 106
Kputepun GpyHKIHOHATBHBIX
XapaKTePUCTUK MUTATENBHEIX CPEJ
18 I'OCT P EH 13532-2010 O6urue TpeboBaHUs K 06.05.2017 4.11 3
(EN 13532:2002, IDT) MEIUIHHCKUM H3JIEJIHAM IS 4.11 4
JUATHOCTHKH in Vitro ass 4.11 5
7

CaMOTEeCTHPOBaHH

4.11
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No 0O06o3HaveHue cTanaapTa HaumeHnoBanue ctangapTa Ilata Hara [Tpumensemsie [lynkT
/I Havana IpeKparieHus CTPYKTYPHBIE Oo6mx
IpUMEHEHHUS | TMPUMEHEHHs | DJIEMEHTHI CTaH#apTa | TpeOoBaHMH
cTaHgapTa CTaHJapTa
1 2 3 4 5 6 7
4.8 71
4.10 81
4.1-4.4,4.6,4.7 82
4.9 83
4.2 92
4.3 04
4.4 Iv.9
4.5 97
4.3 99
4.1 IV.10
4.1 102
4.1 103
19 I'OCT P EH 13612-2010 OrneHKa (PYHKITHOHAIBHBIX 06.05.2017 42,44,45 6
(EN 13612:2002, IDT) XapaKTePUCTHK MEIUIIHHCKHAX 4.5 ¢
M3AEIUi I JUArHOCTHKH in vitro 45 7
4.5 90
43 V.10
20 ['OCT P EH 13641-2010 YcTpaHeHHe HITH CHIDKEHHE PHCKa 06.05.2017 4.1 3
(EN 13641:2002, IDT) WH(UIMPOBAHUS, CBA3aHHOTO C 4.1 4
peareHTaMH Uil TAarHOCTHKH 4.1,42,432,44 7
in vitro 5 105
21 I'OCT P EH 14254-2010 Uz nenus MmequnuHCKUE IS 06.05.2017 11.1,11,2,11.4 9
(EN 14254:2004, IDT) IWAarHOCTHKH in vitro. OiHOpa3oBLIe 11.4 11
€MKOCTH 1uis1 cOopa 00pa3loB y 4.1,53,7.1,7.2, 8.1, 69

yeioBeka (KpoMe KPOBH)

8.2,8.3,10
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Ne O6o3HayeHne crangapra Haumenosanue craniapra Hara Hara [Ipumensiemble [IyHKT
n/m Hayajia IpeKpameHus CTPYKTYPHBIE O0bmux
NPUMEHEHHUs] | NMPHMEHEHHS | DIIEMEHTHI CTaHAapTa | TpeOoBaHMI
CTaHJapTa cTaHzapTa
1 2 3 4 5 6 7
4.1,5.1,52,7.1, 72, 71
8.1, 8.2
42,43,7.1,7.2,8.1, 72
8.2
9 73
9 74
4.1,5.1,5.2 80
5.1 81
8.1,8.2,8.3,5.1 82
52 83
) I'OCT P MCO 13408-1-2000 | AcenTuueckoe IPOU3BOICTBO 06.05.2017 31.12.2019 3-21 74
(ISO 13408-1:1998, IDT) MeIUITHHCKOH mpoaykiun. YacTs 1.
O061ue TpedboBaHUs
23 I'OCT P UCO 13408-2-2007 | Acentudeckoe IIPpOU3BOACTBO 06.05.2017 4-12 74
(ISO 13408-2:2003, IDT) MEIHMIMHCKON NpoayKiuu. Yacts 2.
OupTpanus
24 I'OCT P UCO 13408-3-2011 AcenTuyeckoe IPOHU3BOICTRO 06.05.2017 4-9 74
(ISO 13408-3:20006, IDT) MEAMLIMHCKOM npoaykuuu. Yacts 3.
JInodummzarms
25 'OCT P UCO 13408-4-2011 | AcenTHdeckoe NPOU3BOJCTBO 06.05.2017 4-9 74
(ISO 13408-4:2005, IDT) MEJUIMHCKON npoaykiuu. YacTs 4.
OuncTka Ha MecTe
26 'OCT P UCO 13408-5-2011 AcenrTuyeckoe IPOU3BOICTBO 06.05.2017 4-9 74

(ISO 13408-5:2006, IDT)

MEUIIMHCKOH npoayKuuu. Yacts 5.
CrepunH3aiis Ha MecTe
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Ne Obo3nauenue cranaapra HanmenoBanue cragaapta Jlata Jara [TpumeHsieMble [TyHKT
/i Havana MpeKpalieHus CTPYKTYPHBIE O6mux
IpUMEHEeHHUs | TMPUMEHEeHHs | 3JIeMEHTHI cTanjaapra | TpeboBaHuit
CTaHJapra CTaHJapTa
1 2 3 4 5 6 i
27 ['OCT P MCO 13408-6-2009 | AcenTHuecKoe IPOU3BOICTBO 06.05.2017 4-9 74
(ISO 13408-6:2005, IDT) MEIUIMHCKOHN npoaykiuu. YacTs 6.
M3onupyromye cucTEMBI
28 I'OCT P MCO 14937-2012 Crepunu3zaius MeIUITMHCKOMH 06.05.2017 4-12 74
(ISO 14937:2009, IDT) npoxykuun. Obmue TpeboBaHus K
OIPEIETICHUIO XapaKTEPHCTHK
CTEPUJIM3YIOLIETO areHTa U K
pa3paboTke, BalIHIAIlHH 1
TeKyImeMy KOHTPOJIO IIpolecca
CTePUIIM3AIHMY METHITUHCKUX
U3Jenui
29 I'OCT P UCO 15193-2015 W3nenus MeIUIUHCKUE TSI 06.05.2017 4 85
(ISO 15193:2009, IDT) JIMarHOCTHKH in vitro. M3mepenue 4 86
BEJIMYHH B MpoHax OHOIOrn4eckoro
MpOoHCXOXKIeHus. TpedoBaHus K
ONMHCAHUIO pe(pepEeHTHRIX METOIHK
BBITTOJTHEHUS U3MEPEHUH
30 'OCT P UCO 15194-2013 W3nenus MeAUIUHCKAE AJIS 06.05.2017 4-6 85
(ISO 15194:2009, IDT) JNHArHOCTHKH in vitro. M3mepenue 4-6 26
BEJIMYHH B Npobax OGHOI0rHYeCKOro
npoucxokaeHus. TpedoBaHus K
ATTeCTOBAHHBIM CTAHIAPTHBIM
o0paziam U CoJEepKaHUIO
COINPOBOIUTEILHON TOKYMEHTAINH
31 ['OCT P UCO 15197-2015 CucreMsl quarfoctudeckue in vitro. | 06.05.2017 43,44,6.5,7 5
(ISO 15197:2013, IDT) Tpeboranus k cucTeMam 42.6 6
MOHHTOPHOTO HA0IIO/IEHHS 3a 43,44 7
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Ne O0o3HaueHKe cTanaapTa HaumenoBanue craniapta Mara Hara [IpumeHnsiemMbIe [TyHkT
/i Havana IpeKpalnieHus CTPYKTYpHBIE Obmmx
IpUMEHEHHS | NMpPUMEHEeHHs | 3JIeMEHTHI cTaHaapra | TpeboBaHHH
cTaHjapTa cTaHmapra
1 2 3 4 5 6 7
KOHI[EHTpalHeH ITIOKO35I B KPOBH 7 9
JUTSL CAMOKOHTPOJISL TIPH JICUCHHUH 5.1 11
caxapHoro auadera 4.3,5.2-5.6, 5.8, 82
5.10-5.12
5.7 83
6 90
52 94
5.3,5.6 95
5.2 99
44,7,8 102
44,7,8 103
44,7,8 104
32 I'OCT P MCO 15223-1-2014 HMznemua memununckue. CHUMBOIIEI, 06.05.2017 4 11
(ISO 15223-1:2012, IDT) [IpUMEHsIeMble [IPH MapKUPOBAHHH 51-5.5 105
Ha MeJUIIHHCKHX H3ENHsAX,
STHUKETKAaX H B CONPOBOIUTEIBHOMN
nokyMeHtanuu. Yacte 1. OCHOBHBIE
TpeboBaHus
33 I'OCT P MCO 15882-2012 Crepunu3zarus MeTUITMHCKOH 06.05.2017 3-11 74
(ISO 15882:2008, IDT) NPOYKITAA. XUMHYeCKHe
WHOUKaTOpel. PykoBOoACTBO 1O
BEIOODY, HCIIOTBE30BAHUIO U
HHTEPIPETAIH Pe3yIbTaTOB
34 I'OCT P UCO 17665-1-2016 Crepunuzanus MeIUIHHCKOH 01.03.2017 4-12 74

(ISO 17665-1:2006, IDT)

IIPOAYKIIHH BIAXKHOE TEILIO.
Yacts 1. Tpebopanus k pazpaboTke,
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O0o03HaueHHE CTaHAapTa

HaumeHoBanue cTangapTa

JlaTa
Hayasia
NIPUMEHEHHS
craHjaapTa

Jara
MpeKpameHus
NPUMEHEHHS
CTaHjaprTa

IIpumensiemble
CTPYKTYpHEIE

SJIEMEHTEI CTanaapra

[IyHKT
O6mux
TpeboBaHHH

3

4

<

6

7

BAIMJIALMU U TEKYLIEMY KOHTPOJIIO
npolLecca CTEpUIN3alUK
MEIHIMHCKHX HM3ICIIHI

35

TOCT P MICO 20776-1-2010
(ISO 20776-1:2006, IDT)

Knunndeckue nabopatopusie
HCCJICIOBAHUS U THATHOCTHYECKHE
TECT-CHCTEMBI In Vitro.
HccnenoBanue 49yBCTBUTETLHOCTH
HH(EKIITNOHHBIX areHTOB U OIICHKA
(D YHKIMOHAIBHEIX XapaKTePUCTHK
W3JIeNTUH TS MCClie TIOBaHMS
qYBCTBHTEJILHOCTH K
AHTHMHKPOOHBIM CPEICTBAM.
Yacts 1. PedepenTHsrit MeTon
1abopaTOPHOTO HCCIIEIOBAHUS
AKTHBHOCTH aHTHMHKPOOHBIX
areHTOB MPOTHR OBICTPOPACTYIIHX
a’po0HBIX OAKTEPHi, BBI3BIBAIOLIHX
HH(pEKITHOHHBIE OONe3HH

06.05.2017

3,4

3,4

86

36

TOCT P MICO 20857-2016
(ISO 20857:2010, IDT)

Crepunmuzanus MeIUITMHCKOMH
IpoayKIuu. ['opsunii Bo3ayX.
TpeboBanus k pazpaboTke,
BAJIM/JIALMH U TEKYUIEMY KOHTPOJIIO
Tpolecca CTepUIH3aliy
MEIHUIUHCKHX M3

01.03.2017

4-12

74

37

I'OCT P UCO 23640-2015
(ISO 23640:2011, IDT)

Wz nenus MeIUIMHCKHE IS
JIMarHOCTHKH in vitro. OneHka
cTaOMIIBHOCTH PEareHTOB IS
HArHOCTHKH in vitro

06.05.2017

4.1-4.3,5.1-5.3
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