EBPA3SUHCKASI SJKOHOMUYECKASI KOMHUCCUS
KOJUVIET'US

PEKOMEHAAIINA

«04» centsdps 2017 r. Ne 17 r. Mocksa

O nepeune cTaHaapToOB, B pe3y/abTaTe NPHMEHEHHS KOTOPBIX Ha
A00pOBOILHON OCHOBE IMOJIHOCTHIO HJIH YACTHIHO o0ecneynBaercs
co0.10/1eHne COOTBETCTBHSI MeIHIMHHCKHUX H3aeauii O0uium
TpedoBaHuAM Oe3onacHOCTH H 3P PeKTHBHOCTH MeJHIHHCKAX H3/1e/IHii,
TpeDOBaHHUAM K MX MAPKHPOBKE H YKCILIYATAIHOHHOM IOKYMEHTAHH
Ha HHX

Kosineruss EBpasuiickolf SKOHOMHYECKOH KOMHMCCHH Ha OCHOBAaHUH
nyHkTa 2 crateH 3, myHKTa 4 cratem 4 u nyHkrta 4 craten 7 CornameHus
O CIMHBIX NPHHUMIAX W IIpaBUiiax OOpalleHUus MEIUIUHCKUX H3esuiH
(M3/1e/TMii MEJIMIIMHCKOTO HA3HAYCHHS M MEAMIHHCKOM TEeXHMKH) B paMKax
EBpasuiickoro skoHomuyeckoro coroza ot 23  jgexkabpst 2014 rom;a
U B COOTBETCTBMHM C myHKTOM |10 O0mux TtpeOoBaHuil OGe3omacHOCTH M
>QQEKTHBHOCTH MEIULMHCKUX M3CMU, TpeOOBaHUN K WX MAPKHPOBKE
M SKCIUTyaTallMOHHOW [OKYMEHTALMM Ha HUX, YTBEp)KJIeHHbIX PerreHuem
Cosera EBpasniickoli skoHomMu4eckoii komuceun ot 12 despans 2016 .
Ne 27, pexomenayer rocyaapcteaM — wieHam EBpasuiickoro
SKOHOMHYECKOI0 CO3a:

Mo HCTE€YeHHUu 6 MecdleB ¢ jJaThl ONMYOJHKOBAHHS HACTOSMIICH

Pexomennauum Ha oduuuanpHOM caiite EBpasHicKOro 3KOHOMHYECKOTO
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COI03a B LEJX perdcrpauuud MEAMIMHCKUX M3JeHi B COOTBETCTBHUH C
[TpaBujlaMH  pPETHCTPAlMA M IKCMEPTH3bl OE30MacHOCTH, KadecTBa W
3O(QEKTUBHOCTH MEJMUMHCKMX —M3JICJIMii, YTBEPKACHHLIMU PerieHuem
Cosera Espaswmiickoii skoHoMHYecKkoif komuceun oT 12 ¢espans 2016 r.
Ne 46, mnpUMeHATh IEpeYeHb CTAHAAPTOB, B pe3ysibTaTe MPUMEHEHHs
KOTOPBIX Ha  J00POBOJIBHOW  OCHOBE  MOJHOCTLIO WM  YaCTUYHO
obecrieunBaercs cobIl0ieHIe COOTBETCTBUS MEIULIMHCKUX U3enuit Oommm
TpeOoBaHuAM 0€30MacHOCTH U A(PPEKTUBHOCTH MeAMIMHCKUX H3IeHii,
TpeDOBaHMAM K HX MapKHPOBKE M HKCIUIYaTallMOHHOH JTOKYyMEHTaIuH
Ha HUX, COIVIACHO IPUJIOKEHHUIO;

NpOUH(POPMHUPOBATH YIIOJHOMOYEHHBIE OPraHbl FOCYAPCTB — YIEHOB
EBpa3uiickoro 3K0HOMHUYECKOI0 CO103a € JIaThl OMYOJMKOBAHMS HACTOSIIEH
Pexomenpauuu Ha oduuuManbHOM caiite EBpasHICKOro 3KOHOMHYECKOTO
coro3a 0 HeoOXOAMMOCTH NPOPAOOTKH OpraHaMM IO OLEHKE COOTBETCTBHS
(MenbiTare/ibHbIMA - labopaTopusiMi  (LIEHTPaMH))  TOCYAapCTB-UIeHOB
BOMpOCca 00 aKTyalu3aUuMu 00/acTH aKKpeAUTALHH C YUYETOM CTaHJapTOB,

BK/IIOYCHHEBIX B }’K&3ﬂHHbIﬁ IEPEUCHb.

[Tpencenarens Konnerun

EBpa3zuiickoil 2KOHOMHUYECKOH KOM T. Capkucsn




MOJHOCTHIO HJITH YaCTHYHO ol0ecnedyrBaercs COGJ‘[]O,E[EHHE COOTBETCTBUA MEAHUUHCKMX H3/eJHl

IIEPEYEHD
CTaH/IAPTOB, B pPe3yJIbTaTe NPHMEHEHHH KOTOPBIX Ha 100pOBOJILHOM OcHOBE

ITPUJIOKEHUE

k Pexomennatuu Kosnneruu
EBpaszuiickoli SJKOHOMHYECKOM KOMUCCHH
oT 4 centsibps 2017 r. Ne 17

O0muM TpedoBaHusIM Ge30MacHOCTH H 3(PPEKTHBHOCTH MeAHIMHCKHX H3Aeuil,
TpeOOBAHHAM K HX MAPKHPOBKE H YKCILTYATANMHOHHOMN JOKYMEHTALIHH HA HUX

Ne OG6o3navyenne cTaHapra HaumeHnoBanue crangapra Hata Hara [Tpumensemeie [Tynxr
/11 Havana TIpeKpalieHUAS CTPYKTYPHbIE Oodmmx
NPUMEHEHHs | NMPUMEHEHUs | JNIeMEeHTHI CTaHmapta | TpeboBaHui
CTaHJapTa cTa”japra
1 2 3 4 5 6 7
[. CranpapTel, npuMeHMMEBIE JUIS MEIMITMHCKAX U3JeNHi (KpoMe AMAarHOCTHKH in vitro)
1 ["OCT 28271-89 [Tpubops! paguoOMETpHYECKHE U 06.05.2017 1.1.4-1.1.8, 1.3.1, 3
JI03UMETPHUYECKHEe HOCHMBIE. 1.32
Obmue Texuuyeckue TpeOoBaHus U 1.1.4-1.1.8, 1.3.1, 4
METOABI UCIBITAHHH 132
1.1.4-1.1.8, 1.3.1, 6
L34
1.1.4-1.1.8, 1.3.1, 7
1.3.2
1.1.4-1.1.8,1.3.1, 8

1.3.2




Ne O0o3Ha4eHHE cTaHapTa HaumenoBanue crannapra Hara Hara [Ipumensiemele [Iynkr
n/m Hayasia NpeKpaiieHus CTPYKTYPHBIE O0mux
MPUMCHEHHUS | NMPUMEHEHUS | 37EeMEHTHI cTaHAapTa | TpeboBaHuit
CTaHgapTa cTaHgapra
1 2 3 4 5 6 7
2.1-2.10 31
2.1-2.10 32
2.1-2.10 33
2 I'OCT 21643-82 Cummparenn MmegunuHckue. O0mume 06.05.2017 31.12.2019 2.2, 2.6-2.21, 4.6-4.19 3
TEXHAYECKHE YCIOBHUS 2.26, 4.24 5
2.2,2.6-2.21,4.6-4.19 6
3 'OCT 31214-2003 Uz nenus MEIHIHHCKHE. 06.05.2017 30.09.2017 4, 5, Ilpunoxenne b 13
Tpebosanus k obpasnam u 4, 5, llpunoxenne b 15
JOKYMEHTALMH, ITPeICTARISEMbIM
HA TOKCHKOJIOTHYECKHE, CAHUTAPHO-
XHMHAYECKHE UCTIBITAHUS,
UCIIBITAHKS HA CTEPHIIBHOCTE
MHPOTEHHOCTD
4 I'OCT 31214-2016 Uz memns MEOHIIHHCKHE. 01.10.2017 5, 6, ITpunoxenue A 13
TpeﬁUBaHHH K obpasnamM u 5.6, HpHHO}KeHHe A 15
JIOKYMEHTAINH, TIPEICTABITAEMbIM
Ha TOKCHKOJIOTHYECKHE, CAHUTAPHO-
XHAMHYECKHE HCCIeNOBAHN,
HCITBITAHUS HA CTEPUIIBHOCTE U
MHPOTEHHOCTH
5 I'oCT 31509-2012 Uz nenus menunuackue snactuunsie | 06.05.2017 5,6 3
(puxcHpyIOLIME H KOMIIPECCHOHHBIE. 5,6 4
O0uime TexHUUecKHe TpeOOBaHHUS. 5.6 5
MeTtoan! HeITbITaAHKH 5.6 5
3.6 7
5,6 8




Ne O0o3HaueHue cTaniapra HaumenoBanue ctanaapra Jlara Jlata [Tpumensiemele [TyHkT
n/m Hayana [peKpalleHust CTPYKTYpHBIE Obmmx
IPUMCHCHHS | MPUMEHEHHS | OIeMeHTHI cTanjapra | TpeboBaHui
cTanjapra cranjapra
1 2 3 - 5 6 7
5,6 9
i 5.6 12
6 I'OCT 31515.3-2012 C¢urmMomManoMeTpEI (H3MEPUTETH 06.05.2017 31.12.2019 7,8 3
(EN 1060-3:1997, MOD) apTepHANBEHOTO AaBIECHHSA) 7,8 4
HeMHBa3HBHEIE. YacTs 3. 7.5.1,7.5.2, 8.9 5
JlomomauTensHEIe TpeOOBaHUS K 7.8 6
3JICKTPOMEXAHHUYECKHM CHCTEMaM 76 8.1 7
HM3MEPEHHUS JaBJICHHS KPOBH 2
7,8 8
9 9
9.1 11
7.3 23
7.8, 8.11,9.2 27
7.4,7.5,7.11,8.4-8.7, 28
8.9
72,76,79,8.1, 31
[Tpunoxenue A
{i¥i i
6 33
13,82 38
7.1 41
7.1 42
7.8,7.11.3,8.11 49
0.2 54
9.1,93 58
Q.2 65




No Obo3HadyeHne cTaHIapTa Haumenopanue crannapra Jlara Jara [Tpumensemeie [lynkr
n/n Hayasia peKpameHus CTPYKTYpHbIE Obmmx
NMPUMEHEHHs | NMPHMEHeHHs | SJeMEHTHI cTanjiapra | TpeboBaHHMH
cTaHzapra cTaHaapra
1 2 3 4 5 6 7
7 'OCT 31576-2012 Onenka GHONOTHYECKOTO AeHCTBUS 06.05.2017 3 13
MEJIUIIHHCKHX CTOMATOJIOTHYECKUX 15
MaTEPHATIOB H U3AEITHH.
Knaccuduxanus v MpUroTOBIEHNE
mpod
8 I'OCT 31589-2012 Ontrka oramsMonorHyecKas. 06.05.2017 31.12.2019 4-6 3
(ISO 12870:1997, MOD) OnpaBbl KOPPUTHPYIOIHX OYKOB. 4-6 4
Oob1mue Texuuyueckue TpeboBaHus U 4-6 5
METOBl HCIIBITAHHH 4-6 6
4-6 7
4-6 8
4-6 9
4-6 12
9 I'OCT 31620-2012 MarepHalibl XUpypruiecKue 06.05.2017 31.12.2019 6.2-6.6 3
moeHele. OOLIHE TEXHHYeCKHE 6.2-6.6 6
TpeboraHus. MeToIbl HCIIBITAHH A
10 ['OCT EN 556-1-2011 Crepunusanusi MeAULIHHCKHX 06.05.2017 4.1 3
(EN 556-1:2001, IDT) nsaenui. Tpebopanus k 4.1 16
METUITUHCKUM H3/ICTHAM KaTeropuu 4.2 19
«cTepuibHBIEY. YacTh 1. 21 53
TpeGoBanus X MEAHIIHHCKUM
H3ICTAAM, TTOIIKAIITHM
(bUHUIIHOM CTePHIN3ALHU
11 'OCT IEC 60522-2011 Hznyyarend peHTreHOBCKHE. 06.05.2017 4,5 3
(IEC 60522:1999, IDT) MeTo1p1 OTIpeACTICHHUS TTOCTOSTHHOM 4.5 4

hunLTpaLMK

El




Ne Obo3nadenue craniapra HawmenoBanue crannapra ara Jlara [Ipumensembie [Iynkr
/o Hauana IIPEKPALICHUS CTPYKTYPHBIE O6mmx
MpPUMEHEHUs | MPUMEHEHWsd | SJEeMEHTHI cTaHiapra | TpeboBaHMH
cTanjapra cTasjapra

1 2 3 e 5 6 7

4,5 6

4,5 8

12 I'OCT IEC 60580-2011 W3 nenus MeqUIIUHCKHE 06.05.2017 4,5,6 31

(IEC 60580:2000, IDT) snextTpuueckue. M3mepurenn 4,5,6 32

IIPOM3BEICHHS J03BI HA IUIOMAb 4,5, 6 33

13 I'OCT IEC 60601-2-22-2011 Wznenus MenUIUHCKHE 06.05.2017 201.4-201.17 3

(IEC 60601-2-22:2007, IDT) | snekrpuyeckue. Yactp 2-22. 201.4-201.17 4

YactHbie TPeOOBaHH K 501.4-201.17 3

OesomacHoCTH NpU padoTe ¢ 201420117 5

XUPYPrAYECKHM, KOCMETHUECKHM, TR, =

TEPANIeBTHIECKUM H

[IMArHOCTHYECKAM JTa3ePHBIM 201.4-201.17 8

00opynoBaHHEM 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




No Ob6o3HayeHHe cTaHaapTa HaumenoBanue crangapra JlaTa Jlata [TpumenseMBIe [Iynxr
/1 Havana MIpEKpaIICHHAS CTPYKTYpPHBIC O6mmx
NpUMEHEHHS] | NPUMEHEeHHs | 2JIeMeHTHI cTanjapra | TpeboBaHHi
cTangapTa craHjapra
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 o1
201.12, 201.15 52
201.12, 201.15 53
201.12 54
201.7 58
201.7 65
14 T'OCT IEC 60825-1-2013 besonacHoCTh JIa3epHOM 06.05.2017 31.12.2019 4-6,7.2,8,9 34
(IEC 60825-1:2007, IDT) anmaparypsl. Yacts 1. 4-6,7.2.8.9 35
Krnaccnduxanus o6opyaoBaHus,
TpeGOBaHHA H PYKOBOACTBO IS
MOJB30BaTENNEH
15 I'OCT ISO 10555-1-2011 Karerepsl BHYTpHCOCY AHCTBIE 06.05.2017 31.12.2019 4,5 3
(ISO 10555-1:1995, IDT) CTEePUIIBHBIE OJTHOKPATHOTO 4,5 4
npUMeHEHHS. 4,5 5




N O6o3uaueHue cranapra HaumenoBanue cranjapra Hara Hara [TpumenseMBIE Ilynxr
n/m Havamna npeKpaieHust CTPYKTYPHBIE O0mux
nNpUMeHEeHHs! | NPHMEHEHus | SreMeHTsl cTanjapra | TpeboBaHMi
craHaapTa cTaHjapra
1 2 3 4 5 6 i)
Yacts 1. O0mKe TEXHUYECKHE 4,5 6
TpedOBaHUSL 4,5 i
4,5 12
4,5 13
5.6 27
4,5 28
16 I'OCT ISO 10555-5-2012 KareTepsl BHYTPHCOCY AUCTHIE 06.05.2017 31.12.2019 | 4, [Tpunoxenus A, b, 3
(ISO 10555-5:1996, IDT) CTEPUIILHBIE OJJHOKPATHOTO pi|
npumenenus. Yacts 5. Karerepsl 4, [punoxenus A, b, 4
neprdepryuecKue ¢ BHYTpeHHEH il
HLII0R 4, ITpunoxenus A, b, 5
A
4, lpunoxenus A, b, 6
|
4, Ipunoxenust A, b, 7
/1
4, IMpunoxenus A, b, 12
A
4, Ilpunoxenus A, b, 13
i
4, Ipunoxenus A, b, 27
A
4, Tlpunoxenns A, b, 28
A
17 ['OCT ISO 10993-11-2011 N3nemus menunuHckue. OneHka 06.05.2017 4-6 12
(ISO 10993-11:2006, IDT) Ouonorudeckoro ACHCTBHS 4-6 13




No Ob6o3navenue ctangapra HammeHoBanue craHiapTa Hara Hara lIpumensemsie ITynkr
n/n Hayana npexparieHus CTPYKTYPHBIE Obmux
NPAMEHEHHs | MPHMCHECHMs | SEMEHTHI CTaHAapTa | TpeOOBaHHI
cTaHaapTa CTaHaapTa
1 2 3 4 5 0 7
MeaHnHECKHX Asaenui. Yacts 11. 4-6 15
HccnenoBanns 00ETOKCHYECKOTO
neiicreus
18 ['oCT ISO 10993-1-2011 Wz aenus meqauuackue, Onenka 06.05.2017 31.12.2019 4-7 12
(ISO 10993-1:2003, IDT) OMOJIOrHYECKOro AeHCTBHAA 4-7 13
MeJIMIMHCKUX n3aenui. Yacts 1. 4.7 15
Onenka u HCCIISTOBAHAS
19 ['OCT ISO 10993-12-2015 Mzpenust memunuackie. OLeHKa 06.05.2017 4-11 13
(ISO 10993-12:2012, IDT) OHONOrHYECKOro AeHCTRHA 4-11 15
MEIHUIHHCKUX u3aenuii. Hacte 12.
[Ipurorornenue nmpod u
KOHTpOJILHBIE 00pa3sibl
20 ["OCT ISO 10993-13-2011 Wznenus meguuuHekue. Onenka 06.05.2017 31.12.2019 4-6 12
(ISO 10993-13:1998, IDT) OHOJIOTHYECKOro IeHCTBHS 4-6 13
MEAHLHHCKHX n3aenui. Yacts 13. 4-6 15
HaenTuduKamys ¥ KOTHIECTBEHHOE
orpejieNieHue MpoIyKToB
JerpajalHi MOJIMMEPHBIX
MEIHIIHHCKNX W3S
21 I'OCT ISO 10993-13-2016 HManenus meqununckre. Onenka 01.01.2018 4-6 12
(ISO 10993-13:2010, IDT) Ouostoruyeckoro AeHCTBHS 4-6 13
MEIUIMHCKUX n3aenuit. Yacts 13. 4-6 15

HaeHTH(UKALHS H KOTHYECTBEHHOE
OTIpeNieIeHHAE MPOIYKTOB
JIECTPYKIIHH TIOJIMMEPHBIX
METHIIHHCKUX H3/IeNui




No O6o3HavyeHne cTaHIapra HammenoBanue crangapra Jlara Jlata [Tpumensembre [TynkT
/1 Hayana npexpameHus CTPYKTYPHBIE O06mmx
NpPUMEHEHHs | TIPUMEHEHHsl | DJIeMeHTH cTaHaapra | TpeGoBaHuii
cTaHmapTa cTaHjaapTa
1 2 3 4 5 6 7
22 ['OCT ISO 10993-14-2011 Hzpenus mequurHckue. Onexka 06.05.2017 4-6 12
(ISO 10993-14:2001, IDT) OHOJIOrHYECKOro AeHCTBHS 4-6 13
MEIHOHHCKAX r3aeanii. Hacte 14. 4-6 15
W neHTHDUKATHS 1 KOTAYECTBEHHOE
onpezenenne MpoayKTOB
Jerpajaliy u3/IeIHH U3 KEPAMHKH
23 ['OCT ISO 10993-15-2011 Wz penust meauuuHekue. Onenka 06.05.2017 4-9 12
(ISO 10993-15:2000, IDT) OHOJIOTHHYECKOTO JICHCTBAS 4-9 13
MeOHOHHCKHX u3aenui. Yacte 15. 4-9 15
Wnentuduxaius 1 KOTHYECTBEHHOE
onpeneneHue NpoIyKTOB
merpajgaly u3IenHid u3 METAIOB 1
CIUTaBOB
24 I'OCT ISO 10993-16-2011 Wz nenusa meqununckue, Onenka 06.05.2017 31.12.2019 4-5, llpunoxenue A 12
(ISO 10993-16:1997, IDT) OHONOrMYECKOro NeHCTBHS 4-5, [Tpunosxerue A 13
MeHIHHCKHX A3aenuii. Yacts 16. 4-5, Tpunoxenue A 15
MogenupoBanue U Becie/lOBaHHE
TOKCHKOKHHETHKH MPOJYKTOB
Jierpajallii H BHIMBIBAHHS
25 T'OCT ISO 10993-16-2016 W3nenus meqmunHckue. Ouenka 01.01.2018 4-5, Ilpunoxenue A 12
(ISO 10993-16:2010, IDT) OMOJIOrHYeCcKOro JICHCTBUS 4-5, Tpanoxenue A 13
MEUIMHCKHX n3aennii. Yacts 16. 4-5, [Tpusoxkenue A 15

KoHuennus TOKCHKOKHHETHYECKHX
HCCITeI0BAHUHI MPOIYKTOB
Pa3OKEHHS] ¥ BBILIENAUYUBAEMBIX
BEILIECTR
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Ne OGo3nadenne cranaapra HaumMeHnoBanue ctangapta Hara Jlara [Ipumensiemeie [Mynxr
n/m Havana MpeKpanicHus CTPYKTYPHEIE O6mmux
MPUMCHCHHS | MPUMCHEHHS | 3JIEMEHTHI CTaHaapTa | TpeboBaHHi
CTaHgapTa cTaHzapTa
1 2 3 4 5 6 7
26 I'OCT ISO 10993-17-2011 M3nemua meguiuackre. Onenka 06.05.2017 4-10 12
(ISO 10993-17:2002, IDT) Buonoruyeckoro AEUCTBUS 4-10 13
MeIUITHHCKHX usaenui. Yacrte 17. 4-10 15
YcranoBneHne moporoBbIX
3HAYEHHUH IS BEIMBIBAEMBIX
BEIECTB
27 ["OCT ISO 10993-18-2011 W3pemas Megununckue. Onenka 06.05.2017 5-8, llpunoxenue A 12
(ISO 10993-18:2005, IDT) Ouonoruyeckoro AeHCTBUS 5-8, Ipunoxkenue A 13
MeIMIHHCKHX n3aenuit. Yacre 18. 5-8, puoxenne A 15
HccnenoBanne XUMUYECKHX
CBOMCTB MaTepHAIIOB
28 I'OCT ISO 10993-3-2011 M3nemns memuuunckre. OneHka 06.05.2017 31.12.2019 4-7 12
(ISO 10993-3:2003, IDT) OHOIOTHYECKOTO JIeHCTBHUA 47 13
MeIHIIMHCKUX u3aenui. Yacrts 3. 4.7 15
HMccenenoBaHus FeHOTOKCHYHOCTH,
KaHIIEPOTCeHHOCTH H TOKCHYECKOTO
NeMCcTBHS HA PEMPOJIYKTUBHYIO
(hyHKIHIO
29 ["OCT ISO 10993-4-2011 Uz nemua mequmunckue. Onenka 06.05.2017 6 12
(ISO 10993-4:2002, IDT) OHOIOrMYecKOTO AEHCTBUS 6 13
MEIUITMHCKUX u3aemmit. JacTs 4. 6 15
Hecnenopanus H3IEIIHIA,
B3aMMOJCHCTBYIOIIHNX ¢ KPOBBIO
30 ['OCT ISO 10993-5-2011 M3nenus menununckue. OueHka 06.05.2017 31.12.2019 4-10 12
(ISO 10993-5:1999, IDT) OuonmoruuecKoro neHCTBUA 4-10 1%
MeQUIMHCKAX m3aemwii. YacTs 5. 4-10 15
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No O6o3HaueHue cTaHapTa HaumMeHOBaHuE cTaHaapTa Hata JHara [IpumeHsiemMbie [Tynxr
/1 Hayama MpeKpanieHus CTPYKTYPHBIE O0mux
NpUMeHEeHHs | IIPUMEHEHHs | SIeMeHTHl cTanjapra | TpeboBaHHH
CTaHjapra cTaHjapra
1 2 3 4 5 6 7
Hcenenosanus Ha
HHATOTOKCHYHOCTE: METOBI in Vitro
31 I'OCT ISO 10993-6-2011 Wznenus meaumuackue. OlcHKa 06.05.2017 4-6, [Tpunoxenus B, 12
(ISO 10993-6:2007, IDT) OHOTOrMYecKOTO AeHCTBUA C.D
MeJIMIHHCKHX H3)1euii. YacTh 6. 4-6, Tlputoxenns B, 13
Wccnemopadust MECTHOTO JICHCTBHS ¢.D
IOCJIC UMILIAHTALHH 4-6, IMpunoxenns B, 15
C. D
32 I'OCT ISO 10993-7-2011 Hznemua mejmimackue. OneHka 06.05.2017 31.12.2019 4.5 13
(ISO 10993-7:1995, IDT) OHONOrHYecKoro AeicTBUA 4,5 15
MeIuIHHCKHX u3gennii. Yacrs 7.
OcraToyHOe cojiepiKaHHe
THJICHOKCH/IA TTOCJIC CTCPUITH3AIIHNHI
33 I'OCT ISO 10993-7-2016 HUanenusa meauitnackue. OlieHKa 01.01.2018 4,5 13
(ISO 10993-7:2008, IDT) OMOOrHYECKOTO JCHCTBHA 4,5 15
MEIUIHHCKHX m3aenuil. Yacts 7.
Octato4Hoe cojepKaHue
STHIEHOKCHJIA TIOCJIE CTEPUIH3AIHA
34 ['OCT ISO 10993-9-2015 Wz pema meguinnckue. Onenka 06.05.2017 4, 5, llpunoxxenue A 12
(ISO 10993‘9‘2009, IDT) OHMOJIOTHYECKOTO JeHcTBHS (.'.]., 5’ [lpHJTU}KeHHe A 13
MeJIMIMHCKHX H3nenuit. Yacts 9. 4, 5, punoxenne A 15

OcHOBHBIC NPAHLMTIBI
HICHTH(VKAAH |
KOJIHYECTBEHHOTO OTPEAEISHUs
MOTEHIUATBHBIX MPOJYKTOB
JICCTPYKIIHH
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No O603HaueHne cTad1apra Haumenopanue crangapra Jara Jlara [Ipumensembie IIynkr
/i Havana NIpEKpaIIcHAs CTPYKTYPHBIE O6mmx
MpUMEHEHHS | TPUMEHEeHUsi | SJIEMEHTHI cTaHjaapra | TpeGoBaHwi
cranjapra cTaHapTa
1 2 3 4 5 6 i
35 'OCT ISO 11135-2012 Memummnckue w3nenus. Bamnauus | 06.05.2017 31.12.2019 4-7 18
(ISO 11135:1994, IDT) W TeKYIIUH KOHTPOIb CTEPUIH3ALKH &g 19
OKCH/IOM J3THIICHA
36 'OCT ISO 11137-1-2011 Crepunusanus MeIUIUHCKON 06.05.2017 4-12 18
(ISO 11137-1:2006, IDT) npoaykuuu. Pagmanuonnas 4-12 19
crepunu3anus. Yacts 1.
TpebGoranus k pazpaboTke,
BajIHIallHK H TCKYIIICMY I{OHTpCUIPO
NpoLIECcca CTEPHITA3ALHA
MEIHIUHCKHX W3ICIHA
37 FOCT ISO 11137-2-2011 Crepunusaliysi MEIAIHUHCKON 06.05.2017 31.12.2019 4-10 18
(ISO 11137-2:2006, IDT) NpoayKUMHK. PanuanuoHHas 4-10 19
crepunuzanus. Yacts 2.
VcTanopneHHue CTEPHIIH3YIOIIEH
03Bl
38 'OCTISO 11138-1-2012 Crepunu3anus MeIUIMHCKON 06.05.2017 31.12.2019 4-5, Tlpunoxxenue A 3
(ISO 11138-1:1994, IDT) npoaykiuH. bruojorndeckue 4-5, Ilpunosxenne A 5
UHIHKATOPEL YacTs 1. 4-5, Tipusokerne A 6
Texnuyeckue TpeboBaHUsl 4-5, Tprnoxenne A 9
4-5, ITpunoxxenue A 11
4-5, [lpunoxenue A 13
4-5, ITpunoxenue A 14
4-5, ITpunoxenue A 65
39 ['OCT ISO 11138-2-2012 Crepuu3anis MeIHITHHCKON 06.05.2017 31.12.2019 4-7 3
(ISO 11138-2:1994, IDT) nponyki. buonoruyeckue g | 5
HHIHKATOPEL YacTs 2. 47 6
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No O6o3HaueHHE cTaHOapTa HaumenoBanue cranjapra Jara Hata [Ipumensiemblie [IynkT
/Tx Havasna MpEeKpanieHHs CTPYKTYPHBIE OOmux
MpUMEHEHUsT | TPUMEHEHHs] | SJeMeHTHI cTanjapra | TpeboBaHHM
cTa”japra cTanapTa
1 2 3 4 5 6 7
buonornueckue HHIUKATOPBI JUTS 4-7 9
CTEpUWJIN3AINH OKCHIOM 3THJICHA 4-7 11
4-7 13
4-7 14
4-7 65
40 ["OCT ISO 11138-3-2012 Crepunu3aus MeJHIIMHCKOM 06.05.2017 31.12.2019 | 4-10, ITpunoxenue A 3
(ISO 11138-3:1994, IDT) npoxyxnuu. buonoruueckue 4-10, [Mpunosxenue A 5
uHAAKaTopsl. Yacts 3. 4-10, Tpunoxenue A 6
Bronormueckue HHIHKATOPEL AT 21D TR e 9
CTEPUIH3AIHY BIAXKHBIM TETLIIOM
4-10, ITpunoxenue A 11
4-10, [Npunoxenue A 13
4-10, [Ipunoxenune A 14
4-10, Ilpunoxenue A 65
41 I'OCTISO 11140-1-2011 Crepunuzanus MeHIUHCKOH 06.05.2017 31.12.2019 4.2-47,55,60.1, 8 3
(ISO 11140-1:2005, IDT) NPOAYKIIANA. XUMHYECKHE 42-47,5.5,6.1,8 5
unpakaropsl. Yacte 1. Odmme 42-47.55.6.1,8 6
TpeboBaHuUs 53 9
5.8 11
42-47,55,6.1,8 13
4.2-4,7,5.5,6.1,8 14
42-47,55,6.1,8 65
42 ['OCT ISO 11140-3-2011 Crepuinzanus MeTHIIMHCKOH 06.05.2017 31.12.2019 4.1,6,7,8.1 3
(ISO 11140-3:2000, IDT) OPOAYKIAH. XMUMHYECKHE 4.1,6,7,8.1 5
uHAUKaTOphl. YacTts 3. TecT-IHMCThI 4.1,6,7,8.1 6
4.1,6,7,8.1 9
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No Obo3HaueHue cTangapra HauMeHoBaHHe cTaHAapTa Jlara Jlara [ IpuvenseMeie [TyakT
/n Haydaia MpEKpaIICHUS CTPYKTYpHBIC Obmmx
TMpUMEHEHHS | TPUMEHEHHd | S/1eMeHTHl cranjapra | Tpebopanwuii
cTanjapTa cTaHjaapra
1 2 3 4 5 6 7
K HHIMKATOpaM 2-Tro Kiacca Juls 4.1,6,7, 8.1 I
MCNBITAHHH HA MPOHHKAHHUE Napa 41.6,7 81 13
4.1,6,7, 8.1 14
4.1,6,7, 8.1 65
43 IoCT ISO 11737-1-2012 Crepunu3anus MeIUITHHCKUX 06.05.2017 31.12.2019 4-8 19
(ISO 11737-1:1995, IDT) m3enuit. Muxpobuonoruveckue
meToabl. YacTs 1. Onenka
MOMYIISAIAA MHKPOOPraHH3MOB HA
MPOIYKIHN
44 IToCT I1SO 11737-2-2011 Crepunuzanisa MeIUITHHCKHX 06.05.2017 31.12.2019 4-7 19
(ISO 11737-2:1998, IDT) m3genuit. Mukpobuonornueckue
MeToabl. Yacte 2. Mcneranus Ha
CTEpUIIbHOCTB, IPOBOMMBIE NIPH
BalIAIIHH TIPONECCOB
CTCPHIH3ALHH
45 ['OCT ISO 13485-2011 H3nenna megunuackne, CHCTEMBI 06.05.2017 31.12.2019 4.1,4.2,5.1,5.3-5.6, 3
(ISO 13485:2003, IDT) MEHEIKMEHTA KadecTna. 6.4, 7.1-7.6,8.2.2,
Cucremusle TpeOoBaHUs 1151 LEnel 8.2.3,8.2.4,8.3, 84,
peryJiupoBaHus 8.5.1-85.3
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, 5

6.4,7.1-7.6,8.2.2,
§2.3, 824, 84,84,

8.5.1-8.5.3
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No O0o3HaueHne cTaHIapTa HaumMeHOBaHHE cTaHAAPTA Hara JHata [Tpumensemeie [Tynxr
/T Havdana [peKpalieHHs CTPYKTYPHBIE Odmmx
OPUMCHCHHS | MPUMEHCHMs | SJIEMEHTHI CTaHjapra | TpeboBaHui
CTaHjapra CTaHJapra
1 2 3 < 5 6 7
4.1,4.2,5.1, 5.3-5.6, 0
6.4,7.1-76,832,
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, 7
6.4,7.1-7.6,8.2.2,
8.2.3,8.2.4, 83, 8.4,
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,
8.2.3,8.2.4,8.3,84,
8.5.1-8.5.3
46 ['OCT ISO 14160-2011 Crepuim3anms 0J[HOpa30BbIX 06.05.2017 31.12.2019 4-7 18
(ISO 14160:1998, IDT) MEIHIIHHCKHX W3IeNni, 4-7 19
CoaepKaIUuX MaTepHaTbl
JKUBOTHOT'O TTPOHCXOIKICHHS.
Banujgauus v TeKyumit KOHTPOIIb
CTEPWIH3ALMH C TIOMOIIBIO JKUIKHX
CTePHIH3YIONIUX CPENCTB
47 ['OCT ISO 14971-2011 M3nennsa MeTHIIHCKHE. 06.05.2017 1-9 3
(ISO 14971:2007, IDT) [IpumMeHeHHe MEHEKMEHTA PUCKA K 1-9 4
MEJIMIHHCKHAM U3JICTHAM 1-9 5
1-9 7
6.4,6.5,7 8
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Ne O0o3Havenue craniapra HavmeHOBaHME CTaHAapTa Jlara Jlata [Ipumensiemsie ITynkT
r/m Hauana [IpeKpareHus CTPYKTYpPHLIE Obmmx
IPUMEHEHHs | MPAMCHECHHUS | DJIEMCHTHI cTaHaapTa | Tpebomanuii
cTaHjapTa cTaHmapTa

1 2 3 4 5 6 7
48 T'OCT ISO 7864-2011 Wrnel HHEEKITHOHHEIS 06.05.2017 31.12.2019 4-15 3
(ISO 7864:1993, IDT) OJTHOKPATHOT'0 MPHMEHEHUS 4-15 4
CTEpPUJIbHBIE 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

T8 1213 15 28

49 ['OCT ISO 7886-1-2011 [TIrpuiibl HHBEEKITHOHHBIC 06.05.2017 5-14 3
(ISO 7886-1:1993, 1DT) OJ/IHOKPATHOTI'O [IPHMEHEHHUS 12:14 4
crepunbHble. Yacts 1. lnpuner ans 15 5

PYYHOT'O HCTIONB30BAHNIS 12, 14, 15 6

16 9

16 11
56,78 12

5-8, 15 13

5-8, 14 15
14 16
15 18
13 27

9-11, 14.1 31
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Ne Obo3HaveHue cranapra HammeHoBaHME CcTaHAapTa Jlata Jara [TIpumensembie [Tynxr
/i Havaia MpeKpauieHus CTPYKTYPHBIE OO6immx
IPUMEHEHHsST | TIPUMEHEHHS | BIeMeHTH cTanjapTa | TpeGoBanui
cTaHnapTa cTaHjapTa
1 2 3 4 5 6 7
10,11.1,11.2, 12.1, 32
12.3
9,10, 14.1 33
12.2 52
12.1, 122,14 53
16 58
151,152 60
16 65
50 T'OCT ISO 7886-3-2011 [Ipunsl HHBEKITHOHHBIE 06.05.2017 5,6,7,8,10,11.1, 3
(ISO 7886-3:2005, IDT) O/THOKPATHOTO IMPHMEHEHHS 121,122,131, 132,
crepunsHbie. YacTs 3. [npruer ans 14.1,14.2, 14.3
AMMYHH3ALHN (PUKCHPOBAHHOMH 121,122 131 132 4
J10300, aBTOMAaTHYECKHA 14.1, 14.2, 14.3
MPUXO/IANIHE B HErO[HOCTE Moce 14.4 5
HPHMCHCHHIA 12.1, 12.2, 14.3, 15.1 6
16 9
16 11
3.6,°0.8 12
3.8, 7.8, 151,152 13
5,6,7,8,14.2 15
14.3 16
151,152 18
13.2 27
9,10, 11.1, 14.1 31
10, 11,0, 11.2, 12,1, 32
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No O6o3HavYeHue cTanapra HawmmMenoBanue cranjapra Jlara Jara [Tpumensemsie [Tynkr
n/n Hayaia TIpEKpanecHus CTPYKTYPHBIE O0mux
MPUMEHEHHUS | MPUMEHEHH | HSJEMEHTHl cTaHnapra | TpeboBaHHH
cTaHjapra cranjapra
l 2 3 4 5 6 T
12.3

9,10, 14.1 33

12.2 52

12.1, 12.2, 14.3 53

16 58

15.1,15.2 60

16 65

51 'OCT ISO 7886-4-2011 [Inprusl HHBEKIIHOHHBIE 06.05.2017 6-15 3

(ISO 7886-4:20006, IDT) OJTHOKPATHOTO MPUMEHEHU S 13-15 4

crepunbubie. Yacts 4. [npuier ¢ 16 5

YCTPOHCTBOM, TPEMATCTBYIONAM HX 13.15. 16 6

MOBTOPHOMY TIPHMEHEHHIO =

L7 9

7 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 Obo3HaYeHHE CTaHAAPTA Hanmenosanune cranaapra Hara Hata [Tpumensemsbre [Tynkr
/i Havara npeKparneHus CTPYKTYPHBIE O0mux
NpUMeHeHrs | TPUMEHEHHs | 3JeMEHTHI cTaHaapra | TpeOoBaHUH
cTaHapTa cTaHjapTa
1 2 3 - 5 6 7
16 60
17 65
52 ['OCT ISO 8537-2011 [Ipunel HHEEKIHOHHEIE 06.05.2017 31.12.2019 4-14, 3
(ISO 8537:2007, IDT) OJHOKPATHOTO IIPUMEHEHHS [Mpunosxxernusa A-I
CTEepPHIIBHBIE C HTJIOH MK 0€3 UITibl 4-14, 4
JUTst HHCYIIHHA. TeXHuveckue [Tpunosxenus A-I
TpeDOBaHMSA ¥ METO/IBI HCTIBITAHHH
4-15 5
4-14, 6
[Tpunosxxenust A-I
16 9
16 11
4-14, 12
[Ipunoxxenus A-I
4-14, 13
[Tpunoxenus A-1
4-14, 15
[Tpunosxenus A-I
4-14, 16
[Tpunoxenus A-I
15 18
4-14, 27
[Ipunoxenus A-I
9 32
4-14, 52

[Tpunoxenus A-I
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No Obo3HavyeHne cTaHaapTa HanmenoBanue ctanaapta Jara Hata [Ipumensiemere [Tynxr
n/m Havdaa IIpeKpaLleHH sl CTPYKTYPHBIE Obmux
NPUMEHEHHs] | IIPAMEHEHHS | JNeMEeHTH cTanaapra | TpeGopanuii
cTaHmapTa CTaHapTa
1 2 3 4 5 6 7
4-14, 53
[Tpunoxenus A-I
16 58
16 60
. & ['OCT ISO 9801-2011 Habopel MpoOHBIX OYKOBBIX JTHH3. 06.05.2017 31.12.2019 4,5 3
(ISO 9801:1997, IDT) Texunueckue TpebOBaHUS U 4,5 4
METO/bl HCIIBITAHUH 4,5 5
4,5 7
4,5 8
4.2, 5.1 31
4.2, 5.1 32
42, 5.1 33
6 58
7 65
54 FOCT ISOQ/TS 10993-19-2011 | Uzgenua meguinnckue. Onienka 06.05.2017 5-8 8
(ISO/TS 10993-19:2006, IDT) | OMOIOrHYECKOrO ACHCTBHA 5-8 15
MEIUIUHCKUX u3aenmii. Yacts 19.
Hcenenoranus Gu3HKO-
XUMHYECKHX, MOP(OJIOTHIECKHUX U
TOTIOTpa)UIECKUX CBOUCTB
MaTepHaoB
55 [OCT ISO/TS 10993-20-2011 | U3nenus mequimackue. OrieHka 06.05.2017 4-7 8
(ISO/TS 10993-20:2006, IDT) | OuolorH4ecKoro AeHCTBHS #§:7 15

MenuuuHCcKux n3aenui. Yacte 20.
[IprHOHUNEL B METOIBI
HCCIEeTOBAHN
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No Obo3HayeHUE CTAHAAPTA Haumenopanue cranjapra Hara Jara [Ipumensembie [TynxT
/it Havana [peKpalleHus CTPYKTYPHEIE O06mmux
NPHMCHCHHA | NPHMCHCHHA | JIEMCHTHI cTaHAapTa | Tpebopanuit
CTaHjaprTa cTaHnapTa
1 2 3 4 5 6 7
UMMYHOTOKCHYHOCTH MEIMITHHCKHX
U3IEIAN
56 I'OCT OIML R 76-1-2011 ["ocynapcTBeHHas cuctema 06.05.2017 ITpunoxenne A 31
(OIML R76-1:2006, IDT) obecrieyenys €TMHCTBA H3MEPEHHUH. [Ipunoxenne A 32
Becsl HeaBTOMaTHIECKOT O Tpunoxenne A 33
netictBus. Yacts 1.
Metponoraueckne u TeXHHYECKHE
tpeGoBanna. Ucnpiranys
57 ['OCT MCO 14644-1-2002 YucThie TOMEIIeHHs B CBA3aHHBIE C 06.05.2017 31.12.2019 3,4 20
(ISO 14644-1:1999, IDT) HHMH KOHTPOJIHPYEMBIE CPEIBL.
Yacts 1. Kmaccuduxaims 9ucTOTHI
BO3IyXa
58 ['OCT UCO 14698-1-2005 YucThie MoMenIeHns U ces3adabe ¢ | 06.05.2017 4-9 20
(ISO 14698-1:2003, IDT) HHMH KOHTPOJIHPYEMBIE CPEIbL.
Kontpons 6uozarpsznennii.
Yacre 1. O01mpe NpUHIHIILI A
METOMBI
59 T'OCT UCO 14698-2-2005 YucTeie nomenieHus 1 ceazannse ¢ | 06.05.2017 4 20
(ISO 14698-2:2003, IDT) HUMH KOHTPOJUPYEMBIC CPEIBI.
KoaTpoas GuosarpgasHeHuii.
Yacte 2. Anains JaHHBIX O
OMo3arps3HEHNAX
60 I'OCT P 50267.2.54-2013 H3penmus MeIHMIHUHCKHE 06.05.2017 201.4-201.17, 202, 3
(IEC 60601-2-54:2009, MOD) | anextpuueckue. Yacts 2-54. 203
YacThbie TpeboBanus 6e30MacHOCTH 201.4-201.17, 202, 4
C YHETOM OCHOBHBIX 203
(bYHI{HHOHEJIBHBIX XapakKTCpHUCTHK K 201.4-201.17, 202, 5




22

Ne Obo3Hauenue cTaHjapTa HawmeHOBaHMe cTaHIapTa Jlata Jlata [Ipumensiemeble [Iynkr
n/n Havana npeKparieHus CTPYKTYPHBIC O06mux
NPUMEHEHHs! | MPHMEHEeHHsA | SJIeMeHTHI cTanjapra | TpeboBanwii
cTaHaapra cTaHAapTa
1 2 3 - 5 6 7
PEHTIEHOBCKHM anmnaparam U1 203
peHTreHorpahu peHTreHOCKOMHH 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
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
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No O6o3navenue cTanapTa HammenoBaHHe cTaHgapTa Jlara Jara IIpumensemble [TyHKT
n/m Havana npeKpareHns CTPYKTYPHBIE O6mux
NpHMEHEHHs] | MPUMEHEHHs | 5JeMeHTsI cranaapra | TpeboBaHuil
cTaHjapTa cTaHzapTa
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 Al
208.12,201.15 52
201.12,201.15 53
201.12 54
201.7 58
201.7 65
61 I'OCT P 52459.27-2009 COBMECTHMOCTh TEXHHUYECKUX 06.05.2017 4-7 28
(EN 301 489-27:2004, MOD) | cpeACTB 2€KTpOMarH{THas. 4-7 43
Texunvyeckne cpeacTBa pagHOCBA3H. 4-7 44
Yacte 27. YacTHble TpeOOBaHUSA K
AKTHBHBIM MEIUIIMHCKHM
HMILTIaHTaTaM KpalHe Manoi
MOIIHOCTH U CBS3aHHBIM C HUMH
nepuepuiiHbIM yeTpoiicTBaM
62 I'OCT P 52459.31-2009 COBMECTHMOCTh TEXHHUYECKUX 06.05.2017 4-7 28
(EN 301 489-31:2005, MOD) | CpeACTB 3IEKTPOMATrHHTHAS. 4-7 43
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Ne Obo3HaveHHe cranaapra HaumenoBanue crannapra Jlara Jlara [Ipumensemele [TyHKT
/1 Hayana HpEKpaIICHUs CTPYKTYpPHBIE Obmmx
TpUMEHEHHS | TPUMEHEHHs | JJeMeHTHI cranfgapra | TpeboBanuii
cragjapra cranjapra
| 2 3 4 5 6 7

Texuuyeckure cpeCTRAa PAJHOCBSI3H. 4-7 =2
Yactb 31. YactHble TpeOoBanus K
Panro0dOpYAOBAHHIO IJIs
AKTHBHBIX METHIIHHCKUX
UMILIAHTATOB KpaiHe MajIoi
MOIIHOCTH M CBA3aHHBIX C HUMHU
nepuhepHHHBIX YCTPOHCTB,
paboTaroleMy B IOJI0Ce YacToT
ot 9 no 315 xl'ny

63 I'OCT P 52770-2007 W3 nenus MEIUIHHCKHE. 06.05.2017 30.09.2017 4.3, 5, llpunoxenus 13
Tpebopanus 6e30MaCHOCTH. A, B
MeToabl CaHUTapHO-XUMHYECKHUX U 4.3, 5, [prtosKenust 15
TOKCHKOJIOTHYECKHX MCITBITAHHH A B

64 I'OCT P 52770-2016 M3 nemns MeIUIIHHCKHE. 01.10.2017 4.1-4.5,5, 6, 13
Tpeboranus 0e30MaCHOCTH. Ilpunoxkenus A, b, B
MeTop! CAHUTAPHO-XUMHYECKUX U 4.1-4.5, 5, 6, 15
TOKCHKOJIOTHYECKHX HCIIBITAHNI IMpunosxenus A, b, B

65 T'OCT P 53469-2009 OnTHKa ¥ ONTHYECKHE NTPHOOPEI. 06.05.2017 31.12.2019 5.2-5.6 3

(ISO 8600-1:2005, MOD) DHIOCKOIILI H IIPUOOPEI 5756 5

SHAOTCPANICBTHYCCKHE
Memuimaekue. Yacts 1. Obmme
TpeboBaHus

66 TOCT P 54794-2011 AHaI3aTopsl MapoB dTaHOIA. 06.05.2017 52.0-3.2.3, 3.3, 74, 3

O011Me TeEXHUYECKHE YCIIOBHS

8.1, 8.3-8.5, 8.8, 9.1,
10, IIpunoxenue A
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Ne Obo3Ha4genue cTanapra HaumenoBanue crannapra Jara Jlara [Tpumensemere [IynkT
/11 Hauana npeKpaneHus CTPYKTYpPHBIC O6umx
MPUMEHEHNST | TMPUMEHEeHHsI | JJIeMeHTHI cTanaapra | TpeboBaHwi
CTaHJapTa cTaHjapra
1 2 3 - 5 6 7
§79 1-52.3 53,74, 4
8.1, 8.3-8.5,8.8,9.1,
10, ITpunoxenne A
3.2.1-52.3 53,74, 5
8.1,8.3-8.5,88,9.1,
10, ITpunoxenne A
§9.1-52.3 53, 7.4, 6
8.1, 8.3-8.5, 8.8, 9.1,
10, ITpunoxernne A
5:21-52.3, 53,74, 7
BRI 8385 8801,
10, IIpunoxenne A
5.2.1-52.3, 53,775, 8
8.1, 8.3-8.5,8.8,9.1,
10, ITpunoxenue A
5:2.1 31
5.2.1 32
| 353
10 65
67 ['OCT P 8.605-2004 INocynapcTBeHHAs cucTEMA 06.05.2017 4,5 3
(IEC/TR 61206:1993, MOD) obecriedeHns eUHCTBA H3IMEPEHHIA. 45 7
IIpu6opsl MeTUITUHCKHE 4,5 38
YIbTPa3ByKOBbIE JIHArHOCTHYECKHE. 4.5 52
O61me TpeOOBaHMS K METOAUKAM 4’ 5 53
H3MEpEHHI TapaMeTpoB :
4,5 54

TOTLTIEPOBCKHX MPHOOPOB
HENPEPBIBHOH BOMHBI
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Ne O0o3HaYCHUE cTaHdapTa Haumenosanue crangapta Hara Jlata [Ipumensembie [lynxr
n/n Havajia [IpeKpalleHus CTPYKTYpPHbIE Obmmux
NPUMEHEHUS | NIPUMEHEHMS! | SJIeMeHThl cTanjapra | TpeboBaHuit
CTaHJapTa cTaHxapTa
1 2 3 A 3 6 7
68 ['OCT P UCO 10328-2007 [Ipoteznporanne. McnbiTanus 06.05.2017 31.12.2019 4-16 3
(ISO 10328:2006, IDT) KOHCTPYKIHUU MPOTE30B HUKHHX 4-16 4
KoneynocTel. Tpebopanus u 216 5
METO/IbI UCIIBITAHUH 416 5
4-16 7
69 'OCT P ICO 10651-4-2015 | AnnapaTsl HCKYCCTBCHHOM 06.05.2017 4-10 3
(ISO 10651-4:2002, IDT) BEHTHIAIMH JErKHX MEIHITHHCKHE. 4-10 4
Yacrs 4. YactHblie TpeboBaHus 54. 557 5
De30MacHOCTH ¢ YHETOM OCHOBHBIX 4.1-43,4.54.7, 6
(hyHKLHMOHATBHEIX XapaKTePHCTHK K 5954 6167
anmapaTam MCKYCCTBEHHOM 7.]1 79 :
BEHTUIISIITUH JIETKUX ISl OKUBICHUS
c pqum;{i HpHBOﬂOMﬂ 5.1-5.5, 7.1 -
9.1 8
70 I'OCT P UCO 10993-2-2009 W3znenus mepuuuackue. OUeHka 06.05.2017 31.12.2019 4.5, 4.8 «a», 3
(ISO 10993-2:2006, IDT) OHOIOTHYECKOTO JeHCTBHS «by, «c», «d1»,
MEIHALMHCKAX H3IETHIA. «d2», «d8»
YHacts 2. TpeboBanus k oOpalleHuIo 4.5, 4.8 «an, 6
C JKHBOTHBIMH «by, «ex, «d1»,
«d2», «d8&»
71 ['OCT P UCO 11334-1-2010 | CpencrBa BCIOMOTATEILHBIC AJIs 06.05.2017 4,5 3
(ISO 11334-1:2007, IDT) X0IB0BI, YIIpaBisieMble OIHOH 4,5 4
pyxoii. TpeGoBanus u METO/IbI 4,5 5
ucneitaanit. Yacts 1. Koctbim 4.5 5
JTOKTEBbBIE 4.5 7
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Ne O6o3HayeHHe cTaHIapTa HaumenoBanue ctaniapra Jlata Jlara [TpumensemMBIe [IyakT
/n Hayana MIpeKpaIeHus CTPYKTYpHbBIE O6mmx
NMpUMeHEHHs | MPUMEHEHHs | SJIEMEHTHI CTaHjapra | TpeboBaHHH
CTaHjapTa craiiapra
1 2 3 4 5 6 7
4,5 8
6 9
4,5 12
4,5 46
4.5 55
45 56
4,5 57
6 58
6 65
72 ['OCT P CO 12866-2011 ['ocynapcTBeHHas cucTEMa 06.05.2017 4.2-44,5 3
(ISO 12866:1999, IDT) oDecriedeHns ¢MHCTRA W3IMEPEHUI. 42-44,5 4
[lepuMeTpbl OPTATBMOIOrHYECKHE. 42-44,5 6
Texanyeckue Tpe6?BaHHﬂ H 42445 3
METOBI HCTTBITAHH 42445 e
4.2-4.4,5 32
73 I'OCT P UCO 13408-1-2000 | AcenTHYecKoe MPOU3BOIACTBO 06.05.2017 31.12.2019 3-21 18
(ISO 13408-1:1998, IDT) MEIUITHHCKON npoaykuud. Yacts 1. 327 19
Ob6mme TpeboBanus
74 I'OCT P UCO 13408-2-2007 | AcenTH4eckoe MPOU3BOJACTBO 06.05.2017 4-12 18
(ISO 13408-2:2003, IDT) MEIUITHHCKOH mpoaykuu. HacTs 2. 4-12 19
OunbTpanus
75 I'OCT P MCO 13408-3-2011 ACenTHYeCKOe MPOU3BOJICTBO 06.05.2017 4-9 18
(ISO 13408-3:2006, IDT) METMITHHCKOM npoayKiuH. YacTs 3. 4-9 19

JInopunuzanus
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Ne O6o3HaueHre cTasiapra HammenoBanue ctangapra Hata Jara [Ipumensembie [lyHKT
n/n Hayana MTPEKpaIEHUs CTPYKTYpHBIE O0mmx
NpUMEHEHHUs! | TPUMEHEHHs | JJIEMEHTHI CTaHxapTa | TpeboBaHHI
cTaHjgapra crapjapra
1 2 3 4 5 6 7
76 I'OCT P MCO 13408-4-2011 AcenTH4eckoe MpoU3BOICTBO 06.05.2017 4-9 18
(ISO 13408-4:20053, IDT) MEIHIMHCKOM npoaykuuu. YacTs 4. 4-9 19
OwuucTtka Ha MecTe
77 I'OCT P MUCO 13408-5-2011 AcenTHu4ecKkoe IpoU3BOACTBO 06.05.2017 4-9 18
(ISO 13408-5:20006, IDT) MeIHIMHCKOR mpoaykuuu. Yacts S. 4-9 19
Crepunu3anus Ha MecTe
78 TOCT P MCO 13408-6-2009 Acentuyeckoe MPOU3ROACTRO 06.05.2017 4-9 18
(ISO 13408-6:2005, IDT) MeTUITUHCKOH npoayKiuu, YacTs 6. 4-9 19
H30nupyrommme CHCTEMBI
79 | TOCT P MCO 14155-2014 (ISO | Knuanueckue ucCIe 0BaHHAA. 06.05.2017 4-9, Ipunoxenue A 3
14155:2011, IDT) Hannmexamas KIMHAYECKas! 4-9, anJ'IO}KCHHC A 6
. — 4-9, TTpunoxenne A 8
80 I'OCT P UCO 14630-2011 WNmiutanTaTel XHPYPrudecKue 06.05.2017 31.12.2019 4-8 3
(ISO 14630:2008, IDT) neaxTrBHble. OOIIHE TpeOOBaHMS 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
9,10 16
9,10 18
9,10 19
9,10 20
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Ne Obo3nayeHye cTanaapra HaumenoBanue craggapra Hata Jara IIpumensiemble [TyHKT
m/n Hayana NpeKpaleHus CTPYKTYPHBIE Odmux
NPUMCHCHHS | TPHMCHCHHSA | JJICMCHTHI CTaHAapTa | TpeboBamHii
CTaHaapTa cTaHzapTa
1 2 3 4 5 6 7
9,10 21
6 22
6 23
5,6,.11 27
4,5,6 28
9 58
9,10 60
81 ['OCT P UCO 14937-2012 Crepuan3anysa MeIHIIHHCKOH 06.05.2017 4-12 18
(ISO 14937:2009, IDT) npoaykiuu. Obue TpeboBaHus K 4-12 19
OIpeIEeNIEeHHIO XapaKTepHCTHK
CTEPHITH3YIOIIETO arcHTa ¥ K
pazpaboTke, BATHIALMY 1
TEKYIIeMY KOHTPOJIIO Iporiecca
CTEPUIH3AUH MEIUIMHCKUX
7 (S1517
82 ['OCT P MCO 15032-2001 ITporessr. Ucnibiranus xouctpykiuu | 06.05.2017 4-9 3
(ISO 15032:2000, IDT) TazobeApeHHbIX Y3108 4-9 4
4-9 5
4-9 6
4-9 7
4-9 8
4-9 9
4-9 12
83 I'OCT P UCO 15223-1-2014 Wz aennsa meguuuHekue. CHMBOBL, 06.05.2017 4 11
(ISO 15223-1:2012, IDT) IMPUMEHAEMBIC IIPU MapKUPOBAHUU 5.1-5.4 58




30

No O60o3Ha4YeHUE CTaHapTa HammenoBanue cranpapra Jara Jlara [Ipumensemsbre [Tynkr
/1 Hayazia HpeKparieHust CTPYKTYPHBIC O0mux
MPEMEHEHUS. | TIPUMEHEHHS | AIEeMeHTHI cTanjapra | tpeboBanuii
cTaHgapra cTaHjgapra
1 2 3 4 5 6 T
HA METUIMHCKUX U3IE/IHAX, 3.2.7 60
STHKETKAX U B CONPOBOANTENLHOM
nokymenTanwu. Yacts 1. OcHOBHEIE
TpeOOBaHUs
84 I'OCT P UCO 15882-2012 Crepunuszanusa MEIHLHHCKOM 06.05.2017 3-11 18
(ISO 15882:2008, IDT) MPOAYKINH. XUMHAYECKHE 3-11 19
UHIUKATOPLL. PYKOBOJACTRO 1O
BBIOOPY, HCIIOIB30BAHHIO H
WHTEPNPETALMH PE3yJIbTATOB
85 ['OCT P UCO 16061-2011 UHCTpYMEHTSI, HCIIONB3YeMbIe 06.05.2017 31.12.2019 4-8 3
(ISO 16061:2008, IDT) COBMECTHO ¢ HCAKTHBHBIMHU 4-8 4
XUPYPTHUCCKUMH HMILTAHTATAMH. 4,5,7,8, 10 5
O6mue Tpeboranus 4-10 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
9, 10 20
9,10 21
6 22
6 23
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Ne O0o3HaueHHe cTagaapTa HaumenoBanue cranjapra Jata Hata [Tpumensiembie [Iynxt
n/m Hayana peKparieHus CTPYKTYPHEIE O6mux
NpPUMEHEHHS] | MPHMEHCHHUS | SIEMEHTHI CTaHJapTa | TpeboBaHuH
cTaHaapTa CTaHIapTa
1 2 3 = 5 6 7
5,6,11 27
4,5,6 28
9 58
9,10 60
86 'OCT P UCO 16201-2010 TexHuueckne cpesicTra 06.05.2017 4-6 3
(ISO 16201:2006, IDT) peabuITUTAITHHE TI0/IEH C 4-6 4
OTpaHHYCHUSIMH 4-6 5
JKH3HEICATEIBHOCTH. bBITOBBIE 4-6 6
CHCTEMBI KOHTPOJI OKPYIKaroLIEH 46 7
cpelis
4.1 8
4.3 12
42,6 23
6 28
6 29
5.1 38
6 43
6 45
6 46
6 49
6 51
52 54
87 T'OCT P UCO 17664-2012 Crepunuzauus MeIHIHHCKHX 06.05.2017 3-6 58
u3nemait. Madopmanms, 3-6 65

(ISO 17664:2004, 1IDT)

IpeocTaBIsgeMas U3rOTOBHTEIEM
JUTs TIPOBEIICHHS MOBTOPHOH
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Ne Ofo3HaueHUe CTaHIApTa HawmeHnoBaH#ie cTaHnapTa Mara Jara [Tpumensemeie [lynkT
1/ Havana NpeKpaICHUs CTPYKTYPHBIE O6mmx
MpUMEHEHUs | MPUMEHEHUS! | SIEMEHTHI CTaHxapra | TpeOoBaHUM
craijapra cTaHjaapra
1 2 3 4 5 6 g4
CTEPHJIH3AIMHA MeTHITMHCKHX
U3JIENHi '
88 T'OCT P UCO 17665-1-2016 | Ctepunuzauus MEJUIUHCKOM 01.03.2017 4-12 18
(ISO 17665-1:2006, IDT) MTPO/IYKIUU BIAXKHOE TEILIO. 4-12 19
Yacte 1. Tpeboranns k pazpaboTke,
BAJTHIANUH H TEKYIIEMY KOHTPOIIIO
MpoIecca CTePUITH3AIHA
MEIHIIHHCKAX U3CITHH
89 ['"OCT P UCO 20857-2016 Crepuiusainus MeTHITHHCKOM 01.03.2017 4-12 18
(ISO 20857:2010, IDT) MpOAyKUKH. ['opsani BO3IYX. 4-12 19
Tpebosanus k pazpaboTke,
BATHIAIIUH U TEKYLIEMY KOHTPOIIO
mporecca CTepUIIH3aii
MEAIIMHCKIX H3OEIHH
90 ['OCT P CO 21534-2013 WMMNIIanTaTsl XUpyprudeckue 06.05.2017 4-8 3
(ISO 21534:2007, IDT) HeakTHBHLBIC. VIMIyiaHTaTs! 1 4-8 4
3aMEHBI CYCTaBOB. JacTHEIE 4,5,7,8,10 5
TpeboBanHA 4-10 6
4-8 7
87 8
4-8 12
4, 6-8, 10 13
6.7, 8 14
9,10 16
9,10 18
9,10 19




33

Ne O6o3HaveHue cTaHapra HanmenoBanue crannapra Hara Hara [Tpumensemsbre [Tynkr
I/ Hayana TIpeKpaIreHus CTPYKTYPHBIE Odmmx
NpUMEHENHUs | TPUMEHEHUs | JJIEMEHTHI cTaHaapra | Tpe©oBaHMi
cranjapra cTaHiapra
1 2 3 4 5 6 7
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 I'OCT P UCO 21535-2013 WMritaHTaThl XHpyprudeckue 06.05.2017 4-8 3
(ISO 21535:2007, IDT) HeaKTHRHBIE. UMIuTanTaTsl 1U1s 4-8 4
3ameHs! cycTaBoB. CrieruaibHbe 4,5,7,8,10 5
TpeOOBaHHS K HMILTAHTaTaM 1A 4-10 6
MPOTE3UPOBAHHUS Ta300CIPEHHOTO i3 7
cycTaBa
B0 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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No Obo3HaueHue crTagaapra Haumenopanue crannapra Hara Jara ITpumensiembie [Tynkr
n/n Hayana npeKpalleHus CTPYKTYPHBIE O6mux
NPHMEHEHHS | NPUMCHEHHS | JIeMeHTHI ctanjapra | Tpebopanuii
cTaHjapra CTaHjapTa
1 2 3 4 5 6 2
5,6.1) 27
4,5,6 28
9 58
9,10 60
9 65
92 [OCT P UCO 21536-2013 WmMnanTaTsl XUpyproyeckue 06.05.2017 4-8 3
(ISO 21536:2007, IDT) HEaKTHBHBIC. IMIIanTaThl AU 4-8 4
3aMeHBI CyCTaBoB. CrieHanbHble 4578 10 5
TpeGoBaHks K MMILIAaHTATaM IS . ’4; 0’ 6
NPOTE3HPOBAHHA KOJICHHOTO
cycTaga 4-8 7
5,7 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
56,11 27
4,5,6 28
9 58
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No Obo3nayeHue cTanapra Haumenopanue craniapra Hara Jlara ITpumensemere [Iynkr
nn Hayana MpeKpalleHUs CTPYKTYDHBIE O6mmx
NpUMCHEHHUS | TIPHMEHEHHs | DIeMeHTHI cTanjapra | TpeboBaHuii
cTaHjapTa crasjapra
1 2 3 4 5 6 T
9,10 60
9,11 65
93 I'OCT P UCO 22442-1-2011 | W3penust MEIHIHHCKHE, 06.05.2017 31.12.2019 4.1-4.6, 12
(ISO 22442-1:2007, IDT) HCIIONB3YIOIIHE TKAaHH H HX [punoxenune C
MTPOM3BO/THBIE JKUBOTHOTO 4.1-4.6, 13
npoucxoxkaeHus. Yacts 1. [punoxenue C
MenemxvenT packa 4.1-4.6, 16
[Ipunoxenue C
4.1-4.6, 23
[punoxenue C
04 I'OCT P UCQO 22442-2-2011 WUz nemia METUIIMHCKHE, 06.05.2017 31.12.2019 4-8, Ilpunoxenne A 12
(ISO 22442-2:2007, IDT) HCTONB3YIONMIHE TKAHH U UX 4-8, Ipunoxkenue A 13
MPOH3BOIHBIC KABOTHOTO 4-8, Mpunoxkenne A 16
MpOUCXOKIcHUA. HacTh 2. 4-8, Tipunoxenue A 23
Konrpons orbopa, cbopa u
0bpaboTku
95 I'OCT P CO 22442-3-2011 Wz pemus MeTHIIHHCKHE, 06.05.2017 4-9, INpunoxenue A 12
(ISO 22442-3:2007, IDT) HCTIONB3YIOLIHE TKAHH H UX 4-9, Tpunoskenne A 13
IMPOMU3BOJIHEIE KHUBOTHOTO 4_9, l—[pmm‘}KEHHe A 16
MIpoMCX0XkaeHus. YacTs 3. 4-9, TIpuioxenue A 23
Banuaamnus yHUUTOMEHUS W/ WITH ’
NEe3aKTHBALMA BUPYCOB H arcHTOB
uH(EKIHOHHON TYOUaToH
sunedanonaTun
96 ['OCT P UCO 22523-2007 IIpoTess! KOHEYHOCTEH U OPTE3BI 06.05.2017 4-14 3
(ISO 22523:2006, IDT) HapyxHbie. TpeboBaHus! U METOABI 4-14 4
HCIThITAHH I 4-14 5
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Ne O6o3nayenue cTanjapra Hawmmenosanue cranmapra Mara Harta [IpumensemMble [Iynkr
n/n Havana TIpeKpanieH s CTPYKTYpHBIE O6nmx
NpUMEHEHHs | TIPHMEHEHHUs] | DIeMEHTHI CTaHjapra | TpeboBaHHMH
cranpapra cTaHjapra

1 2 3 + 3 6 7
4-14 6

4-14 7

4-14 8

13 9

51,52 12

52,13, 14 13

522,54 14

58,54 16

14 21

12:1,13 27

7.9,11.1, 122,123 28

5.1,82,8.4 29

8.3 38

8.1,8.2 40

7 43

8 45

11,12 46

6 47

6 48

o 49

9 al

8.5 53
13.1.13.2 54
13 58

13 65
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Ne O6o3HaueHne cTaniapTa HammenoBanue ctanjapra Jata Jlara IIpumensemble [IyHkT
n/n Hayana MIpEKpaIcHUs CTPYKTYPHBIE Ob6mx
NpUMEHEHUs | TPUMEHEHHs | DJIEMEHTHI CTaHaapra | TpedoBaHHi
cTanaapra cranjiapra
1 2 3 4 5 6 7
97 ['OCT P CO 22675-2009 ITpoTesupoBanue. McnbiTanue 06.05.2017 31.12.2019 5-10, 15, 16, 17 -4
(ISO 22675:2006, IDT) rOJIEHOCTOITHBIX Y3710B U Y3JI0B CTOII 5-10, 15, 16, 17 q
IPOTe30B HIHKHHX KOHEYHOCTEN, 5,20, 21 9
TpebGoBanmns 1 METO/bI HCITBITAHUA 5,20, 21 27
5-10, 15, 16, 17 46
20 58
98 ['OCT P ICO 25424-2013 Crepui3anus MEIHIHHECKHX 06.05.2017 4-12 18
(ISO 25424:2009, IDT) u3nemnuii. CTepuusanus 4-12 19
HU3KOTEMIIEpATYPHAS
napodopMansaeTUaHAS.
TpeboBanus k pazpaboTke,
BATHJALUHH H PYTUHHOMY KOHTPOJIO
npolecca CTepUIH3aALUH
09 I'OCT P UCO 25539-1-2012 UMIImanTaThl cepaedyHo- 06.05.2017 4-10 3
(ISO 25539-1:2003, IDT) cocyicTele. BHyTpucocyaucTeie 4-10 4
uMmrTanTaTel. Yactsb 1. 5.8 10.1 5
DHI0BACKYISIPHbIE [IPOTE3BI 4.5.7.8, 101 6
4,5,7 T
7 8
4-8 12
5-9, 10.1 13
5-7, 10.1 14
9 16
9,10.1 18
9. 101 19
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No O6o3HaYeHNEe CTAHIAPTA HanMeHOBaHHE CTaHIApTa Hata Hara [Tpumensiembie [TynkT
/I Hayasna MpEeKpaIeHHs CTPYKTYPHEIE OBmmx
NpHMEHEHHs | NPHMEHEeHHs | SJIEMeHTHI CTaHAapTa | TpeboBaHHi
cTaHgapra CTaHIapTa
1 2 3 -4 5 6 7
6,10.1 22
6,9 23
5,7,10.2,103 27
56,7 28
10.2 58
10.2 60
10.3 65
100 I'OCT P MCO 25539-2-2012 | UMnnmaHTaThl CEpACYHO- 06.05.2017 31.12.2019 4-8,10-12 3
(ISO 25539-2:2008, IDT) COCYIMUCTEIC. BHYTpHCOCYIHCTHIE 4-8, 10 4
uMinanTatel. Yacts 2. Cocyucteie 4-8, 10-12 5
CTEHTBHI 4-8,10-12 6
4-8,10-12 7
6-8 8
101 ['OCT P UCO 7396-1-2011 Cucrems! Tpy6oTIpOBOTHBIC 06.05.2017 31.12.2019 4,5.1-52.7,6,7. 8, 3
(ISO 7396-1:2007, IDT) METHIMTHCKUX Ta3oB. Yacts 1. 11,12.1-12.4
Cucrembl TpyOOTIPOBOIHBIE JIJIA 4. 5.1452.7.53 1« 4
CKATBIX MEJIMITMHCKHX Ta30B H 5.3.4,58.10,6,7,.8,
BaKyyma 11,12.1-12.4, 12.6.2-
12.6.9
44.1,44.2,5.1-52.7, 6

5238 53.1-534,54,
5.5.1,5.5.2.12,
592.1:55.210,5.53,
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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No O6ozHayeHue cTaHapra HawmenoBanue ctanaapTa Hata Hara [Tpumensemble [Tynkr
n/m Hauajua NpeKpaleHus CTPYKTYPHBIE Obmmx
OpHMEHEHHS IIpUMEHCHHA JISMEHTRBI CTaHapTa TpB6OBaHPIﬁ
cTaHjapra cTaHzapTa
1 2 3 4 5 6 7
442,5.1-52.7,6,7.3, ¢
11,33,
13 9
4,43.3,43.6,53.7, 12
5.3.8
4.3.7,4.3.8,5.5.2.1- 13
55:2.10,55.3, 5.6,
12.6.10, 12.6.11,
12.6.12,12.6.13,
12.6.14
4 14
43.7,43.8,5.1-52.7, 15
53.1-5.34,5.52.11,
5.5.5, 56, 578879,
12.5.2,12.6.1,12.6.2~
12.6.9
5.7.1-5.7.7 16
9 27
43.4,439,55.2.12, 28
725,726, 93,
1251, 1252
432,434,435, 29
43.6,53.7,5.6,7.1,
12.5.1,12.5.2
65,9393 1113, 41

4.3.4
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Ne O6o3naveHue cTaHaapra Hammenopanue crannapra Jara Hara IIpnmensembie IlynkT
/1 Hayana MPEKpANICHHS CTPYKTYPHBIC O6mux
NpUMEHEHHs | TPUMEHEHMs] | OSJIEMEHTHI cTaHaapra | TpeGoBaHmi
cranjapra cTaHjapTa
1 2 3 = 5 6 7
9.3 43
9.3,11.13 45
4.3.4,4.3.6,5.3.5, 46
5.3.6,7.1,12.5.1,
12.5.2, 12.6.1
5.5.2.13; 5:7.10 47
12.6.15-12.6.16, 9 49
3.1-8.2.7, 5.7.1-5:9.7, 52
6,12.6.15-12.6.16
5.1-52.7,6 53
6 54
13 58
13,9 65
102 | TOCT P UCO 80601-2-12-2013 | U3genus MeOUIIHHCKHE 06.05.2017 201.4-201.17, 3
(ISO 80601-2-12:2011, IDT) | snexkrpuueckue. Yacrts 2-12. 201.101-201.108, 202,
Yacraeie TpeboBanus 0€30MacHOCTH 206, 208
€ Y4€TOM OCHOBHBLIX 201.4-201.17, 4
(YHKUMOHANBHBIX XapaKTEPUCTHK K 201.101-201.108, 202,
anmaparaMm HCKYCCTBEHHOMH 206, 208
BEHTHIIANAHN JIETKHX J1JIsI 701.7 5
HMHTESHCHBHOMH TEPaIuu 201420117, 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 Obo3HaveHue cTaHaapTa HanmeHnoBaHne cTangapra Jara Jara [Tpumensemere [lyskT
n/m Havana peKpaleHus CTPYKTYPHBIE OO6mmx
IIPUMEHEHUS | TPHMEHEHUS | SIEMEHTHI CTaHxapra | TpeboBaHHi
CTaHAapTa CTaHgapTa
1 2 3 = 5 6 T
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, 2019, 201.11, 4
201.14, 201.15,
201.16, 201.101,
201.102, 201.106,
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 O0o3HayeHNEe cTaHaapTa Haumenopanwue cranapra Jara Hara [TpumensiemMere [Tynxt
n/m HaJaa NpeKpaleHns CTPYKTYpHbIE O0mux
NPUMEHEHHS | IPHMEHEHH:A | 3JIeMEeHTHI cTaHjapra | TpeboBaHMi
cTanjapra cTaHjaapra
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, 201.15, 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 | TOCT P UCO 80601-2-13-2013 | U3penus MeaHIIHHCKUE 06.05.2017 201.4-201.17, 3

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

anekTpuyeckue. Yacrs 2-13.
YacTrsle TpeboBaHug 6€30MacHOCTH

201.101-201.107, 202,
203, 206, 208-211
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No Obo3HaueHue cTaH apra HaumenoBanue crangapra Hara Hara [TIpumensemsie [TyHxr
n/n Hayvana OpeKpalieHus CTPYKTYPHBIE Obmux
OpUMEHEHHUs | NMpHMEHEeHWs | 3JIeMeHTHI cTaHjapra | TpeboBanuit
CTaHjapTa craHzapra
1 2 3 4 5 6 7
¢ yY4E€TOM OCHOBHBIX 201.4-201.17, 4
() YHKIIHOHATBHBIX XapaKTEPUCTHK K 201.101-201.107, 202,
AHECTE3IUOJIOTHYECKHM 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 27
201.9, 201.11-201.13, 28
201.15,201.17, 202,
206
201.11 29
201.7 30
201.12 31




44

Ne Obo3HayeHHE CTaHIapTa HaumenoBanue ctanapra Jlata Jara ITpumensiembie [IyHKT
n/n Hayazia nipeKparrieHus CTPYKTYPHBIC O0mmx
NPUMEHEHHs. | MPUMEHEHHs. | SJIeMeHTHI cTaHaapra | Tpebopanuii
craHjapTa cTaHaapra

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, 20115 53

201.12 54

201.7 58

201.7 65

104 | TOCT P UCO 80601-2-55-2015 | M3aemus MeOUIHHCKHE 06.05.2017 201.11.6.4-201.11.6.6 13

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

YacTtable TpeboBanus 6e301acHOCTH 201.11.6.4 15




45

Ne O6o3Havenue cranaapra HaumenoBanue cTanaapra MJara Jlata [IpumeHsiemBIe [TyHKT
/n Hayana TIpEKpaIICHUs CTPYKTYpPHBIC O6mux
TMIPUMEHEHHS | MPUMEHEHUs | HIEMeHTHI cTanjapra | TpeboBaHuUi
cTaHmapTa cranfgapra
1 2 3 4 5 6 i
C y4€TOM OCHOBHBIX 201.11.6.6, 16
(DYHKIHOHAIBHBIX XapaKTEPUCTHK K 201.11.6.7, 201.105
MOHHTOPaM ABIXATENBHBIX cMecell 201.11.6.7 19
201.7.2.101, 27
201.7.2.4.101,
201.7.2.13.101,
1. 72171091
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, 32
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 Ofo3HavyeHue cTanmapTa HawmenoBanwe ctaHzapra Jara Hata [Ipumensiemple [Iynkr
/I Hayasia MIpeKpaleHus CTPYKTYpPHBIE O6umx
NpUMEHEHHs] | MPUMEHEHHs | SIeMEeHTHI cTaHaapra | TpeboBaHHIH
craHjapra cTaHjapra
d 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 MBK 60601-1-2010 | M3penus MEIMLMHCKHE 06.05.2017 4-17 3
(IEC 60601-1:2005, IDT) anextpudeckue. Yacte 1. Odmue 4-17 4
TpeGoBaHMs 6€30MaCHOCTH € 4-17 5
YY4EeTOM OCHOBHBIX 217 6
(DYHKIIMOHATBHBIX XapaKTCPHCTHK 17 .
4-17 8
11 12
| 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




47

Ne O0o3HadyeHue cTaHaapTa HanmenoBaHnue craniapra Jlara Jara [TpumensiembIe [TynkT
n/m Hayaia IPEKpalCHHs CTPYKTYpHEIE Obmux
NPHMCHCHHA | NPHMCHCHHA | DIIEMEHTHI CTanjapra | TpebosaHuWi
CTangapra CTaHaapTa

1 2 3 - 5 6 7

14 38

13 39

12 42

17 43

17 44

8 45

9 46

9 47

9 48

& 15 49

15 50

11 51

12, 15 52

12, 15 53

12 54

71216 55

T 12, 16 56

7,12, 16 57

¥ 58

7 65

106 | TOCT P MDK 60601-1-2-2014 | HM3xenus MeIULMHCKHE 06.05.2017 31.12.2019 4-6 (HEe TPUMEHHUMBI 28

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

snekTpuyeckne. Yacts 1-2. O61mue
TpebGoBanHs H€30MacHOCTH ¢
YHETOM OCHOBHBIX

0e3 H3MEeHeHHH K
HMIUIAHTHPYEMBIM
H3JCITHAM)




48

Ne O0o3naveHue cTaiaapTa HaumenoBanre cTaHmapta JHara Hata ITpumensiembre [TynaxT
1/ Hayaa peKpaleHus CTPYKTYpPHBIE Obmux
IMpHUMEHEHH S MNMpUMEHEHH A BIIEMCHTBI CTE!H,EEapTa T‘pEﬁOBaHHﬁ
CTaHjapTa CTaHgapra
1 2 3 4 5 6 7
(YHKIHOHATBHEIX XapaKTEPUCTHK. 4-6 (He MpUMEHUMBI 43
ITapannensHBIH cTaHAAPT. 0e3 u3MeHeHui K
DJeKTpoMarHuTHAs VUMITIIAaHTHPYEMBIM
COBMECTHUMOCTb. 1peDoBaHus U H3ICITAIM)
HCTIBITAHH 4-6 (He IPUMEHUMEI 44
0e3 H3MEHEHHUIH K
HMIUTAHTHPYEMBIM
H3JETHIM)
107 | TOCT P MBK 60601-1-3-2013 | M3nenus MenuIUHCKHE 06.05.2017 4-13 3
(IEC 60601-1-3:2008, IDT) snekrpuyeckue. Yacte 1-3. Obmue 413 4
TpeGoBaHMs OE30MACHOCTH C 4-13 3
YUETOM OCHOBHBIX 4-13 6
(pyHKIMOHAIBHBIX XapAKTEPHCTHK.
JlomoTHUTENbHBIH CTaHAaPT. 4-13 7
3anmTa OT U3JIyYeHus B 4-13 8
JIMATHOCTHYECKUX PEHTIEHOBCKHX 4-13 34
anmaparax 4-13 35
4-13 37
108 | TOCT P MOK 60601-1-6-2014 | M3xenust MEIHLIHHCKHE 06.05.2017 4-5 28
(IEC 60601-1-6:2010, IDT) snekTpudeckue. Yacts 1-6. O6mue 4-5 5l
TpeboBanns 0e30TIacHOCTH C A5 55
YVUETOM OCHOBHBIX 4.5 36
(YHKIIHOHANBHBIX XapaKTEPUCTHK. e 57
JlonomHUTEIbHEIN CTaH1aPT.
OKCILTyaTallMOHHAS TPHTOJHOCTh
109 | TOCT P MDK 60601-2-1-2013 | U3nenus megunuHcKue 06.05.2017 201.4-201.17, 206 ¢
(IEC 60601-2-1:2009, IDT) anexTpudeckue. Yacts 2-1. 201.4-201.17, 206 4




49

Ne OGo3HaveHne cTanaapTa HaumenoBaHue cTaHaapTa Jlara Jlata [TpumeHnsiemere [TynkT
1/ Havaia [IpeKpaLleHust CTPYKTYpPHBIE O6mmx
IpUMEHEHHS | TPHMEHEHMS | SIeMeHTHI cTanjapra | TpeOoBaHui
CTaHZapTa cTanaapTa
1 2 3 4 5 6 7
YactHble TpeOOBaHHA 0€30MaCHOCTH 201.4-201.17, 206 5
¢ Y4eTOM OCHOBHBIX 201.4-201.17, 206 6
() yHKIHOHATBHBIX XapaKTEPHCTHK K 201.4-201.17, 206 5
JICKTPOHHBIM YCKOPHTEIISIM, 201.4-201.17. 206 3
paboTaroluM B IHANa30HE ”

ot 1 710 50 MaB e L
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 OGo3HaueHue cTanapra HawmeHoBaHue cTanjapra Hara Hara [Tpumensiembie [Tynaxr
/n Hayana npeKpaleHus CTPYKTYPHBIE O0umx
[pUMEHEHHsT | TPUMEHEHHsI | SJIEMEeHTHI cTaHaapTa | TpeGoBaHui
cTagaapra craHigapra
1 2 3 4 5 6 ¥
201.9 47
201.9 438
201.8, 201.15 49
201.15 50
201.11 <]
201.12, 201.15 52
201.12, 201.15 53
201.12 54
201.7 58
201.7 65
110 | TOCT P M3K 60601-2-16-2016 | U3nenus MeTHIIMHCKHE 06.05.2017 201.4-201.17, 202, 3
(IEC 60601-2-16:2012, IDT) aekrpadeckne. Yacts 2-16. 208, 210, 211
YacTHble TpeOoBaHUs 0€30M1aCHOCTH 201.4-201.17, 202, 4
€ YYETOM OCHOBHBIX 208, 210, 211
(byHKLIHOHaJTBHBD( XapaKkTCPHCTHK K 201.4-201.17, 202, 5
anmnaparamM I reMoauasa, 208, 210, 211
s 201.4-201.17, 202 6
reMo(HIBTPAIIHH 208, 210, 2’1 1 ’
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




al

Ne O0o03HaYeHHE CTaHAapTa HaumenoBanue crtanmapra Jlara Jara [IpumeHsaemple [TyHKT
/1 Havaja NIpeKpaIicHus CTPYKTYPHBIC O6mux
NpAMEHEHHs | TpHMEHEeHUs! | 3JIeMEHTHI cTaHnapra | TpeboBaHmii
cranjapra cTaHjapra
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 £
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




92

Ne O6o3HayeHue cTaHapra HammenoBanue ctangapta Hata Jara [Ipnmensembre [Tynkr
n/n Hayasia npeKpariens CTPYKTYPHBIE O6mux
NpHMEHEHHs | MPUMEHEeHHs | 3JIeMeHTHI cTaHaapra | TpeboBaHuii
cTaHuapTa cTaHzapra
1 2 3 4 5 6 7
201.12 54
201.7 58
201.7 65
111 | TOCT P M3K 60601-2-18-2014 | M3aenus MEAUIHHCKHE 06.05.2017 201.4-201.17, 202 3
(IEC 60601-2-18:2009, IDT) anexTpuueckue. Yacrts 2-18. 201.4-201.17, 202 4
Yactusie TpeOoBaHHA O€30MTaCHOCTH 201.4-201.17, 202 5
E)Y“GT"M S 201.4-201.17, 202 6
KIHOHATBHBIX XapaKTEPUCTHK K
33;{00K0nmecxoﬁ anlr)lapaTI;rpe 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
201.10 35
201.10 36
201.10 37
201.14 38
201.13 39




53

No O0o3HayeHue cTanIapTa Haumenosanre cranmapra Jata JHara TIpumensiemble [TyHkT
1/ Hayana npexpaleHust CTPYKTYpPHBIE O6mmx
OpHUMEHEHHS IIPUMEHEHHA SJIEMEHTLI CTaniapTa Tpcﬁoaaﬁui'i
CTaHAapTa cTaHjapra
1 2 3 4 5 6 7
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
112 | TOCT P M3K 60601-2-19-2011 | U3nenus MEUIMHCKHE 06.05.2017 201.4-201.17, 202, 3
(IEC 60601-2-19:2009, IDT) anekTpuueckue. Yacts 2-19. 210
YacTtable TpeboBanus 6€3011aCHOCTH 201.4-201.17, 202, 4
C Y4E€TOM OCHOBHBIX 210
(YHKIIHOHATBHBIX XapaKTEPHCTHK K 201.4-201.17, 202, 5
HHKYOaTOpaM Ut HOBOPOIKIEHHBIX 210
201.4-201.17, 202, 6
210
201.4-201.17, 202, 7

210




54

Ne O6oznauenue cranjapra Hanmenosanune ctannapra Hara Hara [Ipumensiemsie Iynkr
/11 Hayana npeKpameHns CTPYKTYPHBIC OO6mmx
NPUMEHEHN | TIPEMCHEHHS | SJIEMEHTHI CTaHaapTa | TpeOoBaHUi
CTaHAapTa CTaHJapTa
1 2 3 - 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
20110 29
201.7 30
201.12 3]
201.10 34
201.10 35
201.10 36
201.10 37
201.14 38
201.13 32
201.12 42
201.17, 202 43
201.17, 202 44
201.8 45
201.9 46
201.9 47




85

Ne OGo3nagyeHHe cTaHaapTa Hanmenoranue craniapta Jlara Hara [TpumMensiemble [MynkT
n/n Hayaia TIpeKpaleHus CTPYKTYpPHEIE O6mux
IPUMCHCHUS | NPUMEHEHHsS | DJeMEHTHI cTaHjapTa | TpeboBaHuM
cTanaapra cTaHjapra
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 MDK 60601-2-20-2011 | M3aenus MeQHUIIHHCKHAC 06.05.2017 201.4-201.17, 202, 3
(IEC 60601-2-20:2009, IDT) snextpuyeckue. Yacts 2-20. 210
YactHelie TpeOoBanus Ge30macHOCTH 201.4-201.17, 202, 4
C y4eTOM OCHOBHBIX 210
quHKuuonamme XapaKTCPUCTHK K 201.4-201 '17, 2.023 5
TPAHCTIOPTHBIM MHKYOATOpaM LIS 210
HODERESRIEERE 201.4-201.17, 202, 6
210
201.4-201.17, 202, ¥
210
201.4-201.17, 202, 8
210
201.11 12
201.11 14
201.11 15
201.15 26




56

No O0o03HaYeHKHe cTaHIapTa Haumenosanune ctaniapra Jara Jlara IIpumensaemslie [lynkT
/m Havaja npeKpaeHus CTPYKTYPHBIE O06mmx
NpUMEHEHUs] | IIPUMEHEHHs | BIIEMEHTHI CTaHjapra | TpeOoBaHuii
cran/iapTa cTaHjiapTa
1 2 3 4 5 6 7
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 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 5l
201.12, 201.15 32
201.12, 201.15 53




3

No Obo3HaueHHe cTaHIapTa HaumeHOBaHHAE cTaHAAPTA Hara Jlara [Tpumensembic [IyHKT
n/n Hauana NpeKpaleHust CTPYKTYPHBIC O6mmx
NpYMEHEHHs | TPUMEHEHHs | 9JeMeHTh! ctanjapra | TpeboBaHuii
cTaHjgapTa cTanjapra
1 2 3 4 5 6 i
201.12 54
201.7, 210 58
201.7, 210 65
114 | TOCT P M3BK 60601-2-21-2013 | U3nenus MeHIHHCKHIE 06.05.2017 201.4-201.17, 202, 3
(IEC 60601-2-21:2009, IDT) snexkrpayeckue. Yacts 2-21. 210
Yacrrbie TpeOOBaHHS OE30IIACHOCTH 201.4-201.17, 202, 4
C YY4E€TOM OCHOBHBIX 210
(by‘HKIlHOI‘IEIJIbHI:IX XapaKTepHUCTHK K 201.4-201 17’ 2025 5
H3TyHarouM oborpeBaTessiM Jyist 210
HETRPRRISHEE 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 27
201.9,201.11-201.13, 28
201.15, 201.17, 202,
210
201.11 29
201.7 30
201.12 31




38

No Obo3navenue cranaapra HaumeHoBaHMe cTannapTa Iata Hara [Tpumensiembie [Tynkr
/i Hayana MpeKpaleHus CTPYKTYpPHBIE Obumx
NPUMEHEHHS | NPAMEHEHHsl | SJIeMeHTHI cTaHjapra | TpeOoBaHHH
craHjapra cTanaapra

1 2 3 4 5 6 T

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

20115 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 M3K 60601-2-2-2013 | U3menus MeIUIIMHCKHE 06.05.2017 201.4-201.17, 202, 3

(IEC 60601-2-2:2009, IDT) snekTpudeckre. YacTe 2-2. 208
YacTusie TpeOoBanus 6€30MacHOCTH 201.4-201.17, 202, 4

C Y4€TOM OCHOBHBIX

208




59

Ne Obo3navenue crangapra HaumenoBanue crangapra Hara ara ITpumensieMbrie [TynxT
n/m Havazia [IpeKpalleHHs CTPYKTYpPHBIE O06mux
NpPEMEHEHUS | TPUMEHEHHS | DIEMeHTHI CTanjapra | TpeboBaHui
cTaHgapra cTaHjapTa

1 2 3 4 5 6 7
(b YHKIIHOHANBHBIX XapaKTEPHCTHK K 201.4-201.17, 202, 5

BBICOKOYACTOTHBLIM 208
3JIEKTPOXUPYPTAYECKHM arliaparam 201.4-201.17, 202, 6

¥ BBICOKOYAaCTOTHBLIM 208
MEXTPOXBP YL PHCCKM 201.4-201.17, 202, 7

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




60

Ne OboznayeHne cTaHapTa Haumenopanue craijapra Jara Hata IIprmMensiemble ITynkr
/ Hayana TIpeKpaIeHns CTPYKTYpHbIE Obmux
OpUMEHEHHS | MPHMEHEHH:A | 3JIEMEHTHI CTaHAapTa | TpeGoBaHHI
cranapra cTaHapra

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 | I'OCT P M3K 60601-2-25-2016 | M3nenus MeaUIHHCKHE 06.05.2017 201.4-201.17, 202 3

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

Yactheie Tpﬁ‘GOBaHHS{ 6e30macHOCTH 201.4-201.17, 202 5

ISR GEOIRE IR 201.4-201.17, 202 6

?g;‘;;‘;’;ﬁg;f{; ﬁ?ﬁ;ﬁamw”“ - 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




61

No O6o3HauYeHwe cTanIapTa HaumeHoBaHHe cTanaapTa Jlara Jlara ITpumensiemble [TyHKT
n/n Hayana MpeKparieHus CTPYKTYPHBIE Obmmx
NpUMEHEHUST | NPUMEHEHUs. | SJIEMEHTHI cTaHaapTa | TpeGopaHuii
cTaHgapra CTaHAapra
1 2 3 4 5 6 )
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
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 )
201.12, 201.15 52
201.12, 201.15 53
201.12 54




62

No ObGo3navenue cranaapTa HaumenoBaHue cTaHmapTa Jlara Hara [Tpumensiemeie [TyHKT
n/n Hayasa IpeKpameHns CTPYKTYpPHbIE O0mmx
NPUMEHEHNA | TIPEMCHEHMS | SIIEMEHTHI CTaHzuapTa | TpeOOBaHHI
cTaHjapTa CTaHOapTa
1 2 3 4 5 6 7
201.7 58
201.7 65
117 | TOCT P M3K 60601-2-27-2013 | U3genus MeauIUHCKHE 06.05.2017 201.4-201.17, 202, 3
(IEC 60601-2-27:2011, IDT) | onekrpuueckne. Yacts 2-27. 208
YacTHble TpeOoBaHAA 0€30MaCHOCTH 201.4-201.17, 202, 4
€ Y4E€TOM OCHOBHBIX 208
[b}’HKT_[HOHaﬂBHHX XAPaKTEPHCTHK K 201.4-201.17, 202, 5
3NEKTPOKapaAHOTpad IIeCKIM 208
MEEEopan 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
201.15,201.17, 202
201.11 29
201.7 30
201.12 31
201.10 34




63

No Obo3HaueHne cTagaapTa HanmenoBauue cTangapTa Hata Jlara [Tpumensiembie [TyHKT
n/n Hauana HpEKpaIEHNs CTPYKTYPHBIE O06mux
NPUMEHEHUS! | NPUMEHEHHs | JIEMEHTHI cCTaHaapTa | TpeboBaHHil
CTaHaapTa cTaHgapTa

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 g

201.12,201.15 52

201.12, 201.15 53

201.12 54

201.7 58

201.7 65

118 | TOCT P MDK 60601-2-28-2013 | U3nenus METUIIMTHCKHAC 06.05.2017 201.4-201.17, 203 3
(IEC 60601-2-28:2010, IDT) snexrprdeckne. Yacts 2-28. 201.4-201.17, 203 4
YacTHBIC TpeOoBaHH Oe300aCHOCTH 201.4-201.17, 203 5

C YY4€TOM OCHOBHBIX 201.4-201.17, 203 6

(GYHKIIMOHATBLHBIX XapaKTEPHCTHK 201420117, 203 7




64

Ne O6o03HaueHue cTaHiapTa HaumeHoBaHHe cTaHIapTa Hata Jara [Ipumensiembie [Iynkr
n/n Havana npeKparieHus CTPYKTYPHBIE O6mux
NpUMEHEHNs | TIPUMEHEHHS | SIEeMeHTHI cTaHaapra | TpeboBaHmit
CTaHgapTa cTaHzapra
1 2 3 E 5 6 7
MEIHIIUHCKHX THArHOCTHYECKUX 201.4-201.17, 203 8
PEHTTEHOBCKMX M3NydaTeneit 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 4
201.8 45
201.9 46
201.9 47
201.9 48
201.8,201.15 49




65

No Obo3navenue cTannapra HaumeHoBaHue craHnapTa Jlara Jata [Tpumensiembie [IyHKT
/m Havajia IIpeKpalieHus CTPYKTYpPHBIE O06mmx
NPHMCHCHHA | IPHMCHCHHA | 3JICMEHTHI CTaHIapTa | TpeboBaHHi
cTangapra CTaHjapTa
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
119 | TOCT P MOK 60601-2-29-2013 | U3genus MeTHIHHCKAE 06.05.2017 201.4-201.17 3
(IEC 60601-2-29:2008, IDT) anekTpuveckue. Yacts 2-29. AL 490117 4
YacTtHsle TpeOoBaHus 0€30MacHOCTH 201.4-201.17 5
€ Y9eTOM (PYHKIIHOHAIBHBIX 201.4-201.17 5
XapaKTEPUCTHK K CUMYNISATOPAM J1s
ny?lesoﬁp'repannu A ;g: :'jgi s } ; ;
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




66

No Obo3HaueHWe cTavgapTa HammernoBanue ctangapra Jlata Jlara ITpumensiemeie [TyHKT
n/n Hauaia NpeKpalieHust CTPYKTYPHEIE O6mmx
NpUMEHEHHs | TPHMEHEHH | BIEMEHTHI cTanjapra | TpeboBaHuii
craHzapra cTaHaapra

1 2 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 =4

201.8 45

201.9 46

201.9 47

201.9 43

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 M3K 60601-2-33-2013 | M3nenusa MeIMIIMHCKHE 06.05.2017 201.4-201.17, 202 3

(IEC 60601-2-33:2010, IDT) snekTpudeckne. Yacts 2-33. 201.4-201.17, 202 4

YacrHble TpeboBaHus 6€3011aCHOCTH 201.4-201.17, 202 5

;Y““OM OEE R 201.4-201.17, 202 6

KIIHOHATTBHBIX XapaKTEPUCTHK K
MQHHHHCKOM)I J]KaF}II)OCTH?IeCKOMy 201.4-201.17, 202 7
201.4-201.17, 202 8




67

No Ob6o3HayeHKe cTaHIapTa Hanmenoranue cranjapta Jara Jlara [Tpumensiembie [TyHKT
o/m Havana IIpeKpameHus CTPYKTYDHbIE O0mux
OpUMEHEHHS | MPUMEHEHHs | SJIEMEHTHI cTanaapra | TpeOoBaHWi
cTaHjapra cTaHzapra
1 3 3 4 5 6 7
000pYNOBaHKIO, PAdOTAIOIIEMY HA 201.11 12
OCHOBE MAarHMTHOTO 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
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 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 O6o3HaueHue cTaHOApTA Haumenoranue crangapta Hara Hara [Tpumensiemeie [TynkT
/n Havana IIpeKpaneHuns CTPYKTYPHBIE O061ux
NPHMCHCHHUS | NPHMCHCHHs | 3JICMCHTHI CTaHIapTa | TpeOoBaHHIt
CTaHAapTa cTaHzapTa

[ 2 3 4 5 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 | Mzmenus MequuHCKHE 06.05.2017 201.4-201.17, 202 3
(IEC 60601-2-36:2014, IDT) anexTpuyeckue. Yacte 2-36. 201.4-201.17, 202 4
Yacrreic TpeOoBanus 0€3011aCHOCTH 201.4-201.17, 202 5

C YUETOM OCHOBHEBIX 201.4-201.17, 202 6

fg:;;‘;‘;iaﬁ:m FARIEISERCIER 201.4-201.17, 202 7

3KCTPAKOPTIOPAIEHOM JTUTOTPHIICHH 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 Obo3Ha4YEHUE CTAHIAPTa HaumeHoBauue cTanapra Jlata Jlata [Ipumensiemble [IyakT
n/n Havana HpeKpaireHus CTPYKTYPHBIC Odmux
NpPUMEHEHHs | NMPHMEHEeHHs | 3JIeMeHTHI cTaHaapra | Tpebopanwuii
craHjapTa crasjapra

1 2 3 4 5 6 7

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

20112 54

201.7 58

201.7 65

122 | TOCT P M3K 60601-2-37-2009 | U3menus MEAHLMHCKHE 06.05.2017 201.4-201.17, 202.6 3

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

YacTtable TpedoBaHus K 201.4-201.17, 202.6 5

s oLs0L17. 2006 |6

MeTUIIMHCKOH AUArHOCTUYECKOH U 201.4-201.17, 202.6 7

KOHTPOJILHOM anmnaparypsl 201.4-201.17, 202.6 8

201.11 12




70

No Obo3HayeHue cTaHapra HaumenoBanue cTaHzapra Hata Hara TTpumensiemble [TynkT
n/n Havaia npeKpaieHust CTPYKTYDHBIE Obmux
NpUMEHEHHUs! | IpUMEHeHHsl | SJeMEHTHI ctanjapra | TpeboBaHuil
cTaHziapra cTaHjapra
1 2 3 4 5 6 7
201.11 14
201.11 13
201.15 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
20111 51




7

No Obo3HauYeHUE CTAHIApTa HaumenoBanue ctanjapra Jata Jara [Tpumensembie [TynkT
/n Hayvaja NpeKpaIieHus CTPYKTYPHBIE Ob0mmx
MpUMEHEHUs] | TIPUMEHEHUS | BIIEMEHTHI CTaHjaapra | TpeOoBaHMi
craHjapTa craHjiapra
1 2 3 4 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 | M3aenus MeIULHMHCKHE 06.05.2017 201.4-201.17 3
(IEC 60601-2-41:2009, IDT) snexrpuueckue. Yacts 2-41. 201.4-201.17 4
YacTHble TpeOoBaHUs 0€301aCHOCTH 201.4-201.17 5
::byqemm OCHOBHBIX 201.4-201.17 6
KIIHOHANBHBIX XaPaKTEPHCTHK K
xg:){y;mqecxﬁm H CMET])OBI:;:IM 201.4-201.17 ?
(MarHOCTHYECKHM ) CBETHIIBHHKAM 201.4-201.17 8
201.11 12
201.11 14
201.11 13
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




12

Ne 0O6o3Havenue cTanapTa HammenoBanue ctanmapra Jara Hara [Ipumensiempie [TyHKT
/i Hayaya NpeKpaneHus CTPYKTYPHBIE O0mmx
NPUMCHCHHS | TPHMCHEHHSA | 3JEMEHTHI CTaHaapTa | TpedoBaHUi
cTaHgapra CcTaHOapTa
1 2 3 4 5 6 ¥
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 MDK 60601-2-4-2013 | Uzaeaus MeIUIIAHCKHE 06.05.2017 201.4-201.17, 3
(IEC 60601-2-4:2010, IDT) anekTpuueckue. Yacts 2-4. 201.101-201.109, 202
Yactuble TpeGoBaHus 0€30MacHOCTH 201.4-201.17, 4
€ Y4€TOM OCHOBHBIX 201.101-201.109, 202
(h YHKITMOHATLHBIX XapaKTEPHCTHK K 201.4-201.17, 5
i 201.101-201.109, 202
201.4-201.17, 6

201.101-201.109, 202




3

Ne Obo3HaueHue cTaH apTa HaumenoBanue cTaHzapra Hara Jara [Ilpumensiemere [TyHKT
1/t Hagazna npeKpalieHus CTPYKTYPHBIE 10107111704
NPUMEHEHHs | NMPHMCHEHUS | 3JIEMCHTHI CTaHAApTa | TpeOoBaHMI
CTaHIapTa CTaHIapTa
il 2 3 4 5 6 7
201.4-201.17, F
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 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




74

Ne Obo3HaveHne CTaHAAPTA HanmenoBanue crannapra Jara Hara [IpumeHsiemMBIe [TyHkT
/I Hayaja TIpEKpaIICHUS CTPYKTYPHBIE O6mux
NpUMEHeHHS | MPUMEHEeHHd | 3JIeMeHTHI cTanaapra | TpeboBanuii
cranjapra cTaHjapTa
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, 201.15 53
201.12 54
201.7 58
201.7 65
125 | I'OCT P M3K 60601-2-43-2013 | M3nenus MEAUITHHCKHE 06.05.2017 201.4-201.17, 202, 3
(IEC 60601-2-43:2010, IDT) anexTprueckue. Yacte 2-43. 203
Yactawie TpeboBanust 6€30MacHOCTH 201.4-201.17, 202, 4
C YYETOM OCHOBHBIX 203
(OYHKIHAOHATLHEIX XapaKTePHCTUK K 201.4-201.17, 202, 5
PEHTreHOBCKMM anmnaparam Jiist 203
WHTEPBEHIIHOHHBIX IIPOLIEXYD 201.4-201.17, 202, 6
203
201.4-201.17, 202, i
203
201.4-201.17, 202, 8
203
201.11 12
201.11 14
201.11 15




15

No Ob6o3HaueHHe cTanIapTa HaumenoBanue cranapra Hata Jlara [Tpumensembie [Tynkr
n/n Havasia MpeKpameHus CTPYKTYDHBIE O0mmx
OPHMEHEHHS | MPUMEHEHHs | 9JIEMEHTHI CTaHmapTra | TpeboBaHHil
cTaHzapTa CTaHJapTa
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 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




76

No O0o3HaYeHHE cTaHIapTa HaumenoBanune ctanjiapra Jara Jara IIpumensaemslie [TyHkT
/1 Hayana TIpeKpaleHus CTPYKTYPHBIE O06mux
NpUMEHEHUsT | IIPUMEHEHHs | BIIEMEHTHI CTanjapra | TpeOoBaHuii
cranjapra cTanjiapra

1 2 3 = 5 6 T
201.12 54

201.7 58

201.7 65

126 | TOCT P M3K 60601-2-44-2013 | U3penus MeIMIMHCKHE 06.05.2017 201.4-201.17, 203 3
(IEC 60601-2-44:2009, IDT) snexkTpuueckue. Yacts 2-44. 201.4-201.17, 203 4
YacTHbIc TpeOOBaHMA O€30IACHOCTH 201.4-201.17, 203 5

;)3’%’“’“ i 201.4-201.17, 203 6

HKIHOHATBHBIX XapaKTEPUCTHK K

ngTl"EtI-IOBCKHM KOMT{II}:!{)TE’:EHHM 201.4-201.17, 203 7

ToMorpadam 201.4-201.17, 203 8

201.11 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, 203 34

201.10, 203 35
201.10 36

201.10, 203 37

201.14 38
201.13 39




77

Ne Obo3HavyeHue cTanjapra HaunmenoBanue cTangapra JlaTa Jlara [Tpumensiemsle [Tynxr
n/m Havana npeKpaleHust CTPYKTYpPHBIE O6mmx
NPAMEHEHHS] | MPUMEHEHHs | SJEeMEHTHI cTaHjapra | TpeboBaHuii
cTaHZapTa CTaHJapTa
1 2 3 4 5 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
20111 51
201.12, 201.15 52
201.12, 201.15 53
201.12 54
201.7 58
201.7 65
127 | TOCT P MDK 60601-2-45-2014 | M3aenns MeTUITAHCKHE 06.05.2017 201.4-201.17, 202, 3
(IEC 60601-2-45:2011, IDT) snexkTpuyeckue. Yacts 2-43. 203
YacTHble TpeOoBaHHA 0€30MaCHOCTH 201.4-201.17, 202, 4
¢ Y4ETOM OCHOBHBIX 203
[_byHI{LEHOHaJ]I:HHX XAPAKTCPHCTHK K 201.4-201.1 71 202, 5
MaMMOTpPahHHECKUM 203
PEHTIeHOBCKHM arnapartaM H 201.4-201.17. 202 6
MaMMorpaQHIecKiM yeTpoHcTBaM 203 e
S S 201.4-201.17, 202, 7

203




78

No Obo3nauenue cTan apTa HaumenoBanue cTaHzapra Hata Jara IIpumensiemeie [Tynkr
n/n Hayasa NIpeKpalieHus CTPYKTYPHBIE Obmux
NPUMCHEHHS | NMPHMCHCHUSA | 3NICMEHTHI CTaHAapTa | TpeOOBaHHI
cTaHgapTa CTaHaapTa
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 O6o3HaYECHHAE CTAHIAPTa HaumenoBanue ctanjapra Jata Jlara [Ipumensembre [IyakT
/1 Hayaia [IpeKpalieHust CTPYKTYPHBIE O6mmx
NpPUMEHEHUST | TIPUMEHEHNA | 3IEMeHTHI cTaHgapra | TpeboBaHuii
CTaHgapTa CTaHaapTa

1 2 3 4 5 6 7

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

128 | TOCT P M3K 60601-2-46-2014 | M3nenus MeTMIIMHCKHE 06.05.2017 201.4-201.17, 202 3

(IEC 60601-2-46:2010, IDT) anexkrpradeckre. Yacts 2-46. 201.4-201.17, 202 4

YactHBIe TpeOOBaHHA 6€30MacHOCTH 201.4-201.17, 202 5

f})}{:gilﬁr?ﬁ:;;:tapamepﬂmux K ot U e

ONEPALMOHHBIM CTOJIaM 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 O6o3HaveHre cTaHgapTa HammenoBanue cTasaapra Hata Hara IIpamensiemeie [TyHkT
n/n Hayalla MpEeKpalecHus CTPYKTYPHEIE O0mux
NpUMEHEeHHs | NMPUMEHEHUs | BIeMeHTHI cTanjapra | TpeboBaHMiA
craHaapra cranjapTa

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 31

201.12,201.15 a2

201.12, 201.15 53
201.12 54

201.7 58

201.7 65

129 | TOCT P M3K 60601-2-47-2015 | U3nenus MSIHITHHCKHEC 06.05.2017 201.4-201.17 3
(IEC 60601-2-47:2012, IDT) snekTpuyeckue. Yacts 2-47. 201.4-201.17 4
YactHble TpeOOBaHUS H€30MaCHOCTH 201.4-201.17 5

€ Y9E€TOM OCHOBHBIX 201.4-201.17 3

()YHKIIHOHAIBHBIX XapaKTepUCTHK K 501420117 7




81

Ne Obo3HaveHue cTaHIapTa HawnmenoBanue cranaapra JlaTta Jlata [Tpumensaemsere [TyHkT
n/n Hauana MpeKpalieHus CTPYKTYPHBIE O61mmx
NpUMEHEHHs | NpPUMEHEHHs | HJIeMEeHTHI cTanaapra | TpeboBaHMi
cTanjapra cranjaapra
1 2 3 4 5 6 7
aMOyJIATOPHBIM 201.4-201.17 8
3JIEKTPOKapAHOr papHIECKUM 201.11 12
CHCTEMAaM 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 3l
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

No Obo3Havenne cranjaapra HaumeHOBaHuUE cTaHaapTa Hata Hata [IpumeHseMEBIC [Iynxr
/i Hayana MpeKpaleHUs CTPYKTYPHBIE Obmmmx
IIPUMEHEHHs] | NPUMEHEHHs | SJIeMEeHTHI cTanjaapra | TpeGoBaHuH
cTaHjapTa cTaHapra
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 | 'OCT P M3K 60601-2-49-2015 | U3genus MeaUIIHHCKHE 06.05.2017 201.4-201.17, 202, %
(IEC 60601-2-49:2011, IDT) | snexrpuueckue. HYactp 2-49. 208
HactreIe TpeOoBaHUs 0€30MacHOCTH 201.4-201.17, 202, 4
C Y4eTOM OCHOBHBIX 208
(l])JHKlIPIOHaJ'IthIX XdpaKTCpPHCTHK K 201.4-201.17, 202, )
MHOTrO(QYHKIHOHATBHBIM 208
SR a R 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

Ne Odo3nageHUe cTaHaapTa HaumeHnoBaHue cranjapra Hata Jara IIpumensiempie [TyHkT
T/ Hayaja [IpeKpalieHus CTPYKTYPHBIE O0mux
OPUMEHECHHUA | NMPHUMEHEHMA | 3/IEMEHTHI CTaHAApTa | TpeOoBaHHUI
CTaHjapTa cTaHjapra
1 2 3 4 5 6 7
20115, 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
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
201.7 58
201.7 65




84

Ne O0o3nauenue crangapTa HanmenoBanme crangapTa Hara Hara IIpumensempie [Tynxr
/11 Havana NpeKpammeHus CTPYKTYPHBIE O0mux
NpUMEHEHUS | NPHMEHEHHS | SMeMEHTHI CTaHgapTa | TpebosaHui
cTaHaaprTa cramjapTa
1 2 3 4 5 6 |
131 | I'OCT P M3K 60601-2-50-2012 | U3nenud METHITHHCKHE 06.05.2017 201.4-201.17, 202 3
(IEC 60601-2-50:2009, IDT) anekTpuueckue. Yacts 2-50. 201.4-201.17, 202 4
Yacrusle TpeboBanus Oe30macHOCTH 201.4-201.17, 202 5
ag’:apaTar‘a s qurompamI;n 201.4-201.17, 202 4
HOBODOAK/IEHHBIX 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




85

Ne Obo3na4ueHue cTangapTa Haumenopanue cranznapra Jlara Hara IIpumensiemsie [TyHKT
n/m Hayasa NpeKpameHnsn CTPYKTYPHBIE OBmmx
NpYUMeHeHHs | NpPUMEeHeHHs | JJIeMEHTHI CTaHaapra | TpedoBaHui
cTaHjapra cTaHjapra
1 2 3 - > 6 7
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
201.7 58
201.7 65
132 | T'OCT P MDK 60601-2-63-2015 | M3penus MEAHIITHCKHE 06.05.2017 201.4-201.17, 202, 3
(IEC 60601-2-63:2012, IDT) | anextpuueckue. Hacts 2-63. 203
Yacrusie TpeboBaHus 6€30MacCHOCTH 201.4-201.17, 202, 4
C y4eTOM OCHOBHBIX 203
() YHKLIMOHANBHBIX XapaKTEPHCTHK 201.4-201.17, 202, 5
IUTSL PEHTTEHOBCKHX JAEHTANIbHBIX 203
IKCTPAOPAILHBIX AlliapaToB 201.4-201.17, 202, 6
203
201.4-201.17, 202, T
203
201.4-201.17, 202, 8
203
201.11 12
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Ne OBo3naueHHe cTagIapTa HaumenoBanue cranapra Jlara Jara [Tpumensemeie [Tynxr
/n Hayana IIpeKpalleHus CTPYKTYpHEIE O6mmmx
NIPUMEHEHHUS | NpHMEHEHHs | BJIEMEHTHI cTaniapra | TpeboBaHui
cTanaapra cranfapra
1 2 3 4 5 6 7
201.11 14
201.11 13
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 3l
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No Obo3HaveHKe cTanaapTa HaumenoBanue cranuapra Jlata Hara [Ipumensiemsie IIyHKT
n/n Hauajsa IPEKPAIEHHAS CTPYKTYPHEIE O6mux
NPUMEHEHHA | TPHMCEHEHMs | SJIeMEHTHI CTaHaapTa | TpeboBaHuii
cTaHgapra cTaHaapra
1 2 3 4 5 6 7
201.12, 201.15 52
201.12, 201.15 53
201.12 54
201.7 58
201.7 65
133 | TOCT P M3K 60601-2-65-2015 | U3enus MenMLIMHCKHE 06.05.2017 201.4-201.17, 202, 3
(IEC 60601-2-65:2012, IDT) | anekrpudeckue. Yactb 2-65. 202.101, 203
Yactrele TpeGoBaHAA 6€30MAaCHOCTH 201.4-201.17, 202, 4
C Y4eTOM OCHOBHBIX 202.101, 203
(']_JyHKI_I;HOHaJ'IbHBIX XapaKTEPHUCTHK 201.4-201 17’ 202! 5
JUIA PECHTICHOBCKHX JCHTAJIBHBIX 202.101 . 203
HHTPAOpaIbHEIX alllapaToB
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
201.11 14
201.11 15
201.15 26
201.16 4
201.9, 201.11-201.13, 28
201.15,201.17, 202
201.11 29
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No Obo3HaueHne cTanaapTa HaumMenoBaHnue craniapra JlaTta Jara [Tpumensiembie [TyHKT
n/n Havajia IIpEKpalleHNs CTPYKTYPHBIE Obmux
NPUMEHCHUA | NMPUMEHEHHA | JIEMEHTHI CTaHAapTa | TpeOoBaHMH
cTanjapra cTanmapra

1 2 3 4 5 6 7

201.7 30

201.12 31

201.10, 203 34

201.10, 203 33

201.10 36

201.10, 203 ;7

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

134 I'OCT P MBK 60627-2005 O6opynoBaHuE ISt MOLYYCHHS 06.05.2017 31.12.2019 4-6 3

(IEC 60627:2001, IDT) PEHTTEHOBCKHX JAMArHOCTHYECKUX 4-6 4
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Ne Obo3HavyeHUe cTaHIapTa Hawmmenoranue cranapra Jara Jlara [Tpumensiemere [Tynxr
/11 Havaia npeKparieHus CTPYKTYPHbBIE Obmmx
NPUMEHEHHWs | MPUMEHEHHs | 3NIEMEHTHI cTaHaapTa | TpeboBaHMit
cTaHmapra cTaHjapTa
1 2 3 4 5 6 7
un3obpaxkeHuii. XapakTepuCTHKH 4-6 6
OTCEHBAIOIIHX PACTPOB 00MIEro 4-6 8
Ha3HAYCHUA 1 MaMMOTpapHIeCKUX
OTCEHBAIONIHX PACTPOB
135 'OCT P M2K 62083-2013 M3penus MmeauuHCKHE 06.05.2017 4-16 3
(IEC 62083:2009, IDT) amexTpudeckue. TpeboBaHus 4-16 4
6e30acHOCTH K cHCTeMaM 4-16 6
IJIAHUPOBAHMUS JIyYEBOH TepaIrvK 4-16 g
136 | TTOCT P M3BK 62220-1-2-2010 | U3nenus MeAHIIHHCKHE 06.05.2017 4-8 3
(IEC 62220-1-2:2007, IDT) DIeKTpUHECKHe. XapaKTepUCTHKH 4-8 4
YCTPOHCTB /151 ITOTYYCHHUs 4-8 6
IH(GPOBBIX PEHTTE€HOBCKUX 4.3 3
nzobpaxkenuii. Hacre 1-2.
OnpeneneHne KBaHTOBOH
3¢ HEKTHBHOCTH PETUCTPAIIHH.
JleTekTOpEI, HCIONB3YEMBIE TPH
MamMorpaduu
137 | TOCT P M3K 62220-1-3-2013 | M3nenus MEIUIHHCKHE 06.05.2017 4-8 3
(IEC 62220-1-3:2008, IDT) NeKTpHYecKHe. XapaKTepUCTAKH 4-8 4
1M (POBBIX PHEMHHKOB 4-8 6
PEHTIEHOBCKOI0 H300paXKeHH . 4-8 3

Yacte 1-3. Onpenenenue KBaHTOBOH

3 HEKTHBHOCTH PETHCTPAIHH.
[Mpuemuauku, paboTaromye B
IUHAMUAYECKOM PexuMe MONyUeHH
u3obpaskeHn i
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Ne O06o3HauycHuEe cTaHIapTa Hanmenoranue cTangapTa Hara Hara Ilpumensiembie ITynxT
n/m Havaza NIpEKpaLIeHHs CTPYKTYpPHBIE O0mux
TPUMEHEHUS | MPHMCHCHHS | 3MEMCHTHI CTaHJapTa | TpeboBaHHH
CTaHzapTa cTaHjapTa
1 2 3 4 5 6 7
138 I'OCT P M3K 62304-2013 W3 penus MenuITHHCKHE. 06.05.2017 4-9 3
(IEC 62304:2006, IDT) [IporpammHuoe obecrieyeHue. 4-9 4
ITporieccsl )KH3HEHHOIO IHKNA 4-9 5
4-9 8
4-9 38
139 I'OCT P M3K 62366-2013 W3penust MEOUIIMHCKHE. 06.05.2017 31.12.2019 4-7 8
(IEC 62366:2007, IDT) [TpoexTupoBanue MeIHIMHCKHX 4-7 32
H3JCTHI C y4eTOM 4-7 33
IKCILTYATALMOHHOMH ITPHIO/IHOCTH a7 50
4-7 55
4-7 56
4-7 57
140 CT PK 2.189-2010 [TpuGops! MmenuIMHCKHE 06.05.2017 5.6 3
(IEC/TR 61206:1993, MOD) | ynbTpa3sBYKOBBIC JHATHOCTHYECKHE. 5.6 32
OObmue TpedoBaHUs K METOAUKAM 5.6 38
H3MEepEHUH [TapaMeTpoB 5 6 57
JIONIEPOBCKUX NTPHOOPOB :
HENPEPBIBHON BOJIHEI 3,6 >3
56 54
141 CTPKTOCTP HCO 10328- | IIpore3uponanue. Mcnerranue 06.05.2017 31.12.2019 4-16 3
2010 (ISO 10328:2006, IDT) | KOHCTPYKLUH [TPOTE30B HHIKHUX 4-16 4
xoueunoctei. TpeboBanus u 4-16 5
METO/TbI HCTIHITAHUH 2-16 6
4-16 ¥4
142 CTPKT'OCT P CO 15032- | IIpotessl. Ucnerranns konetpykuun | 06.05.2017 4-9 3
2008 Ta300€e/IPEHHBIX Y3JI0B 4-9 4
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No OO6o3HadeHne cTangapra HaumenoBanue crannapra JHara Hara [Ipumensiemsie ITynkr
/o Hayasma [peKpaleHus CTPYKTYPHbIE Ob61ux
MPUMEHEHHs | NMPUMEHEHHs | 3JIEMEHTHI cTaHmapra | TpeboBaHmit
cTaHaapTa CTaHJapTa
I 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 UCO 3826-2-2011 Konreiinepsl ckiaHbie 06.05.2017 4 9
(ISO 3826-2:2008, IDT) MIACTMACCOBEIE [1UT51 YEIOBEYECKOH 4 11
KPOBH H €€ KOMIIOHEHTOB. HacTh 2. 4 58
I'pauueckue cUMBOJIEL,
UCTIOJTh3yeMble Ha ATHKETKaX U
MHCTPYKIHAX
144 CT PK UCO 3826-3-2011 Konreitneps! cknaaHbie 06.05.2017 5-9 3
(ISO 3826-3:20006, IDT) [71aCTMACCOBBIC /ISl HETIOBEYECKOH 5.9 4
KPOBH H €€ KOMIIOHEHTOB. HYacTs 3. 5.9 5
CHcTeMBI yIAaKOBKH KPOBH CO 59 p
BCTPOECHHBIMH dJ1eMEHTAMH 5 g
8,0.9 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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Ne Obo3navenue crayjapra HawnmenoBanue cranapra Jara Jlata [Ipumensiembre [Tynxr
o/ Havata TIPEKPAIICHHUSI CTPYKTYPHBIE O6mmmx
TNpPUMEHEeHHS | TMPHUMEHEHHs | 3JeMeHTbI cTaHjgapra | TpeboBaHuit
cTaHaapTa cTaHjapTa

1 2 3 4 5 6 v

145 CTb EN 12470-1-2014 TepMOMETpPBI METHIIHHCKHE. 06.05.2017 5-7 3

(EN 12470-1:2000, IDT) Yacts 1. TepmomeTpsl 54 4

KHJKOMETAIUTHYECKHE CTEKIISIHHEIE 6,7 5

MaKCHMaJIbHBIE. Tpf:ﬁOBaHPIH u 6.7 6

METO/IbI HCTIBITAHU I 6.7 -

8 9

8.1, 8.2 11

6.2,7.2-7.4 12

8.3 16

6.1.2.7,6.3.3,7.8 28

6.4-6.6, 7.9 31

6.1 32

4,8.2 33

8.2,83 58

82,83 65

146 CTb EN 12470-2-2014 ‘TepMoOMeTPEI METHIIHHCKHE, 06.05.2017 5-7 3

(EN 12470-2:2000, IDT) Yactp 2. TepmoMeTpsI ¢ ha30BbIM 5-7 4

U3MeHeHHeM (TodYeuHas MaTpuIia). 6,7 3

TpeboBanusi 1 METOABI UCTILITAHUA 6,7 6

6,7 7

8 9

8 11

6.8 12

6.7 18

6.11 28
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Ne Obo3nauenne cranaapra HaumeHnoBanme cTaHIapTa Hara Hata [Ipumensiembie [Tynkr
n/m Hayaja ITPEKpaIieHNs CTPYKTYPHBIE O0mux
IPAMEHEHNs | TPUMCHEHHSI | JIEMEHTHI CTAaHAapTa | TpeOoBaHHMi
cTaHAapTa cTaHOapTa
1 2 3 4 5 6 7
6.2-6.6, 6.9, 6.10, 31
7.2-7.7, 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 Crepunnzanus MEIUIMHCKIX 06.05.2017 31.12.2019 4.1 «an, 4.1 «e», 3
(EN 556-2:2003, IDT) u3aenuii. TpedboBanus K 4.1 «hy»
MEHUIMHCKAM H3CITHAM, 4.1 «a», 4.1 «e», 16
MapKHPYEMBIM «CTEPHIBHO. 4.1 «hy»
Yacts 2. TpeboBanus K 40 19
acenTuyecKH oopaboTaHHbIM
MEMUITAHCKAM H3IEITHAM
148 CTB IEC 60601-1-2012 W3aenust MeUIAHCKIE 06.05.2017 4-17 3
(IEC 60601-1:2005, IDT) snexTpuyeckre. Hacte 1. Obmue 4-17 4
TpeDoBaHUs Oe30IacHOCTH U 4-17 5
TpeOoBaHUSA K OCHOBHBIM 417 6
XapaKTePHCTHKAM 17 -
4-17 8
11 12
11 14
11 15
15 26
16 27
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Ne O06o3HaveHue cTaHzapTa HaumenoBanue crangapra Jlara JHara IIpumensemsie [TyHKT
n/x HaJaa MIpEeKpaIecHUs CTPYKTYPHBIE O6mmmx
TMpPUMEHEeHUs | TMPHMEHEHHs | SMeMeHThI craHjapra | TpeboBaHuil
craHpapra cTanjapra
1 2 3 4 5 6 7
9, 11-13, 15, 17 28
11 29
7 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
7,12,16 56
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Ne O0o3HaveHne cTrasgapra Haumenopanue craniapra Jlara JHara [Tpumensemsbie ITysxT
/' Havana MpeKpaneHus CTPYKTYPHBIC O0mmux
NPAMEHEHHS | NMPUMEHCHHs | SJeMEHTEI CTaHjapra | Tpebopanuii
CTaHgapTa craHmapTa
1 2 3 4 5 6 7
7,12, 16 57
7 58
7 65
149 CTB IEC 60601-2-43-2012 W3nenus MeauiuHCKue 06.05.2017 201.4-201.17, 202, 3
(IEC 60601-2-43:2010, IDT) ssekTpruueckue. Yacts 2-43. 203
JomonuutensHbic TpeOOBaHUSA 201.4-201.17, 202, 4
GesomacHocTH ¥ TpeboBaHHA K 203
OCHOBHBIM XapaKTEPUCTHKAM 201.4-201 .17, 202’ 5
pPEHTTEHOBCKOM annaparypsl JUist 203
HHTEPBEHIHOHHEIX ITPOLICIYD 201.4-201.17, 202, 6
203
201.4-201.17, 202, %
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
20115, 201,17, 202
201.11 29
201.7 30
201.12 31
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No O6o3nauenne cTaHgapTa HanmMenopanue ctanaapra Jlara Jara [Ipamensiemble [TyHKT
n/n Haydana MpeKpaieHus CTPYKTYPHBIE O6mux
MPUMECHEHUS | TMPUMCHCHHUA | 3JCMCHTHI CTaHAapTa | TpeOoBaHUi
cTaHmapra cTaHzapra

1 2 3 & 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 ONeKTPOaKyCTHKA. 06.05.2017 4-14 3

(IEC 60645-1:2012, IDT) AyauoMeTpHIeCcKoe 000PYyIOBaHHE. 4-14 4

Yacte 1. AyauoMeTpsl TOHATBHBIE 4-14 6

4-14 7




97

Ne O0Go3Havenue cranaapra HawnmernoBanue cranmapra Jlara Jara IIpumensiembie ITynkr
/1 Havasa TpeKpaleHus CTPYKTYpPHbIE Obmux
OpUMEHeHHs | TMPHMEHEHHd | 3MIeMEHTHI cTaHaapTa | TpeboBaHHii
cranjapra cTaHmapra

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 Aymuomerpsl. Hactb 2. 06.05.2017 4-16 3

(IEC 60645-2:1993, IDT) OBopyaoBaHue 1S pevueBoit 4-16 4

AYJIMOMETPHH 4-16 6

4-16 7

4-16 8

4-16 31

4-16 32

4-16 23

17.1 58

17.2 65

152 CTBb ISO 3826-3-2014 KonreliHeps! rHOKKE MOIUMEPHBIE 06.05.2017 5-9 3

(ISO 3826-3:2006, IDT) JUTISL YCIOBEUECKOM KPOBU H e 5-9 4

xoMmoHeHTOB. YacTh 3. CHCTeME! 5.0 5

XpaHEeHHs KPOBH CO BCTPOECHHBIMH 5.0 6

HIIEMEHTAMHU

8 9

56,9 12

56,9 14

5,6,9 15

5-7,9 16
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Ne O6o3Havuenne cTanapTa HaunvernoBanue crannapra Jara Jara [Tpumensiemele [TyHKT
n/n Hayana npeKpaleHus CTPYKTYPHBIC O6umx
NpUMEHEHHUS] | MPHMEHEHUs | SIIeMeHTHI cTanaapTra | TpeboBanuii
cTaHjapra cTanjapra
1 2 3 4 5 6 7
5-7,9 18
5 27
5 28
8 58
153 CTB ISO 80601-2-56-2016 U3 jienmus MeUIIHHCKHE 06.05.2017 201.7,201.7.2.1, 9
(ISO 80601-2-56:2009, IDT) | anexrpuueckue. Yacts 2-56. 201.7.2.1.101,
Jononnutensuple TpeOOBAHMS 201.7.2.2,
6ezomacHOCTH ¥ TPeOOBAHUS K 201.7.9
OCHOBHBIM XapaKTEPHCTHKAM 201.7,201.7.2.1, 11
MEUIITHCKHX TEPMOMETPOB IS 201.8, 201.9
H3MEpeHHs TeMIIEPaTyphl Tena 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
201.12.2, 201.15, 202
201.11, 201.13 29
201.7.9.2.101 «d», 31

201.12, 201.101,
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No O6o3naveHue cranjapra HawnmvenoBanue cranyapra Jara Hara IIpumensiemblie [TyHKT
n/n Hayasa IpeKparieHns CTPYKTYpHBIE Obmmx
NPUMEHEHHs | NMPUMEHEHHS | DJIeMEeHTHI cTaHjapra | TpedoBaHuid
cranjapra cTaHjapra
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 CTBT'OCT P 8.605-2012 Cucrema obecrieueHus eJJMHCTRA 06.05.2017 4,5 3

(IEC/TR 61206:1993, MOD) | usmepennii Pecniy6iinku benapyce. 4,5 32

[Tprbopsl MEAUIIMHCKHE 4.5 38

YIBTPa3BYKOBBIE AUATHOCTHUECKHE. 4.5 52

Obmue TpfﬁOBaJiHH K METOAMKaM 4’ 5 )

H3MepeHHUid apaMeTpon 4: - =

JOIIIEPOBCKUX IpHOOPOB
HCIPEPBIBHOM BOJIHBI
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Ne Obo3navenue crapgapra HaumenoBanue ctannapta Jara Jara [Tpumensiembie [lyukT
n/m Havana MpeKpaneHns CTPYKTYpPHBIE O06mux
NPUMEHEHHS | MPHMEHEHHs | 3JIeMEHTHI CTaHjapra | TpeOoBaHHi
cTaHgapra cTaHjapra
1 2 3 4 5 6 7
155 CTb EH 1041-2006 W3 iemus MeqHITHHCKHE. 06.05.2017 31.12.2019 4.1.1-4.1.9 9
(EN 1041:1998, IDT) Wudopmanus, npegocrasisgemas 41.1-4.1.9 11
H3rOTOBHTEIIEM 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
II. CrapmapTsl, NpUMEHUMBIE TS MEAUIIMHCKUAX U3JETUM A7 AUArHOCTHKH in vitro
1 I'OCT EN 556-1-2011 Crepunuzanus METHIMHCKHX 06.05.2017 4.1 3
(EN 556-1:2001, IDT) usznenuii. TpeboBanus K 4.1 11
MEIHULIHHCKYM H3JEIHAM KaTerOpHH 41 7
«cTepuibHBIE». YacTs 1. 472 74
TpeGoBanus K METUIIHHCKHM
H3EITHSM, TIOICKALINM
(OMHUITHON CTEPHITH3AIIH
2 I'OCT IEC 60825-1-2013 beszonacHocTk nazepHoi 06.05.2017 31.12.2019 4-6,7.2,8,9 88
(IEC 60825-1:2007, IDT) arnmapartypsl. YacTs 1. 4-6,7.2,8,9 89
Knaccuduxanus obopynoBanus,
TpeOOBaHUS U PYKOBOJCTBO 1118
[oJIb30Barenei
3 I'OCT IEC 61010-1-2014 Be30macHOCTh SNEeKTPUIeCKHX 06.05.2017 4-16 3
(IEC 61010-1:2010, IDT) KOHTPOJIBHO-M3MEPHTEIBHBIX 4-16 4
npudOpPOB ¥ TabopaTOPHOTO 4-16 5
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Ne 0Obo3HaueHue cTanaapTa HauMenoBanue cTanmapta Hata ara [Ipumensiemple [TynkT
/n Hayana IIpeKpanieHus CTPYKTYpPHEIE O6mmx
IIpHUMEHEHH A ITpUMEHEHHU S SJIEMEHTHI CTannapTa ’[‘p&ﬁif)ﬁaﬂﬁﬁ
cranjapra CTaHjapTa
1 2 3 4 5 6 7
obopynoBauud. Yacte 1. Obmuae 4-16 6
TpedoBaHUs 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
+ ['OCT IEC 61010-2-101-2013 | be3zonacHOCTh 37IEKTPHYECKHAX 06.05.2017 31.12.2019 4-16 3
(IEC 61010-2-101:2002, IDT) | KOHTPOJILHO-H3MEPUTEIBHBIX 4-16 4
npudopoB H 1abopaTopHOro 4-16 5
obopynosanus. Yacrts 2-101. 416 6
YacrHele TpeDOBaHHUS K FET: =
MEIULHMHCKOMY 000pY,10BaHHIO /I
naboparopHo#t guarnoctiku (IVD) 4-16 8
4-16 80
4-16 82
4-16 83
4-16 84
4-16 85
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Ne OGo3nayeHue cTanapra Hanmenosanue cTangapra Hara Hara [Tpumensaemsbre [Iynxr
1/ Havana IpeKpaleHus CTPYKTYDHBIE O6mmx
MpUMEHEHHUS] | MpUMEHEHHUS | 3JIEMEHTHI cTanjapra | TpeboBaHMid
cTaHjapra cTaHaapra
1 - 3 4 5 6 )
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 w3nenus. Banupnanus | 06.05.2017 31.12.2019 4-7 74
(ISO 11135:1994, IDT) M TEKVIUE KOHTPOIb CTEPHITHZAIHH
OKCHJIOM 3THJIEHA
6 'OCTISO 11137-1-2011 Creprim3anus MeIMLIMHCKOM 06.05.2017 4-12 74
(ISO 11137-1:2006, IDT) MPOJYKUUH. PaguannonHas
crepuuzanus. Yacts 1.
TpeboBanus K pazpaboTke,
BATHIALMH U TEKYIIEEMY KOHTPOJIO
npolecca CTepHIN3alHe
MEIHUIHHCKUAX H3IeHH
7 I'OCTISO 11137-2-2011 Crepunusanust MeJUIHMHCKOM 06.05.2017 31.12.2019 4-10 74
(ISO 11137-2:2006, IDT) MpoAyKunH. Panuanuonnast
crepumusamus. Yacts 2.
VceTaHOBNEHHE CTEPHITH3YIONIEH
T03BI
8 I'OCT ISO 11737-2-2011 Crepunm3zaiiust METHITHHCKAX 06.05.2017 31.12.2019 4-7 74

(ISO 11737-2:1998, IDT)

u3aenni. MuEKpoOHOIOrHYeCcKHe
meronasl. Yacts 2. MUcnisiTanus Ha
CTEPUIILHOCTh, IPOBOJIUMBIE TTPH
BaJIMJIALIMH [TPOLIECCOB
CTCPHIN3AINHA
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Ne O6o3HaueHne craHaapra HanmeHOBaHME cTaHAApTa Hara Jlara [Mpumensiempre [TynkT
n/m Havaia NpeKpaleHHs CTPYKTYPHBIE O0mux
NPHMEHEHUsT | TPUMEHCHHS | 3JIEMEHTHI CTaHAapTa | TpeOOoBaHMi
CTaHgapTa cTaHIapTa
1 2 3 4 5 6 7
9 ['OCT ISO 13485-2011 Wz nenust menunuackue. CHCTEMBI 06.05.2017 31.12.2019 4.1,4.2,5.1, 5.3-5.6, 3
(ISO 13485:2003, IDT) MEHEIKMEHTa KadecTRna. 6.4,7.1-7.6,8.2.2,
Cucremusie TpeboBaHuS s TIeseH 8.2.3,8.2.4, 8.3, 8.4,
peryiupoBaHust 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,
8.5.1-85.3
4.1,4.2,5.1,5.3-5.6, 5
6.4, 7.1-7.6, 8.2.2,
8.2.3,8.24,83, 84,
8.5.1-8.5.3
4.1,4.2,5.1,53-5.6, 6
6.4, 7.1-7.6, 8.2.2,
8.2.3,8.2.4,8.3, 84,
8.5.1-8.5.3
4.1,4.2,5.1,53-5.6, 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, 5.3-56, 8
6.4,7.1-7.6, 8.2.2,
8.2.3,8.24,83,84,
8.5.1-8.5.3
10 I'OCT ISO 14971-2011 Wznenas MeIuIUHCKHE. 06.05.2017 1-9 3
(ISO 14971:2007, IDT) [Ipamenenne MeHEKMEHTA PUCKA K 1-9 4
MEIHIIMHCKAM H3CITUAM 1-0 5
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Ne O6o3HaueHue CTaHIapTa HanmenoBanue ctangapra Hata Hara [Tpumensemeie [TynHxT
n/m Hayasa MpeKpaleHus CTPYKTYPHbIE O6mux
IPUMEHEHHUS | NMPUMEHEHHWS | 3JIEMEHTHI cTaHjapTa | TpeboBanuii
cTaHaapra cTa”japra
1 2 3 4 5 6 7
1-9 3
1-9 8
11 ['OCTISO 17511-2011 WUznenus MeIULIHHCKHAE [T 06.05.2017 4-8 6
(ISO 17511:2003, IDT) JIMarHOCTHKH in vitro. M3mepenue 8 106
BeJIMUMH B OHOIOTHUECKUX MMPoOax.
Mertponoruyeckas
IPOCIIEKHBAEMOCTD 3HAYEHHH,
IPUMTACAHHEBIX KATHOPAaTOpOM H
KOHTPOJBEHBEIM MaTepHaaM
12 'OCT ISO 18153-2011 H3penus MeauuuHCcKIe s 06.05.2017 4,5 6
(ISO 18153:2003, IDT) JUATHOCTHKH in vitro. M3mepenne
BEeNTHYMH B OHONOTHYECKHX mpobax.
Metponoruyeckas
IIPOCIICIKHBAEMOCTH 3HAUCHH
KaTATUTHYCCKOH KOHIICHTPALMH
(EepMEHTOB, TPUITHCAHHBIX
KaJHOpaTopaM U KOHTPOJIBHBIM
MaTepuaiam
13 ['OCT ISO 6710-2011 Konreitneps! juis cbopa 06pasnoB 06.05.2017 5.1.,7.2 3
(ISO 6710:1995, IDT) BEHO3HOM KPOBH 0JIHOPA3OBEIE. 21,92 4
Texuudeckue TpedOBaHUs U 51,72 7
MCTOIBL HCHBITARHH 32,5.1,52,62,71, 69
7.2
42,51,6.2,6.3,7.1 y i
44,6.2,6.3,7.1 12
8.1,82 43
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No Obo3HaveHue cTaHaapTa HawnmeHoRaHMe cTaHIapTa Hara Hara [Tpumensemble [Tynxr
/11 Hayvasia npeKparieHus CTPYKTYPHbIE O6mux
NPUMEHEHHsI | NPHMEHEHHs | SJIeMEHTHI cTaHjgapra | TpeboBanuii
cTaHgaprta craHgapra
1 2 3 e 5 6 7
8.1,8.2 74
5.1 30
51,721,772 82
14 I'OCT UCO 14644-1-2002 YucTrhle MOMEIICHHS H CBAZAHHBIC C 06.05.2017 31.12.2019 3,4 75
(ISO 14644-1:1999, IDT) HUMH KOHTPOJIHPYEMBIE CPEIBL.
Yacts 1. Knaccnukanms 4MCTOTHI
BO3IyXa
15 'OCT UCO 14698-1-2005 Yucrele noMelenus u ces3annsie ¢ | 06.05.2017 4-9 g
(ISO 14698-1:2003, IDT) HUMH KOHTPOJIMPYEMBIE CPEIbI.
KounTtpone 6uozarpszHeHuil.
Yacts 1. OOmue mpUHIHIBI 1
METO/IbI
16 ['OCT UCO 14698-2-2005 YucTele moMelnenus u ceazanueie ¢ | 06.05.2017 4 75
(ISO 14698-2:2003, IDT) HUMHU KOHTPOJIHUPYEMBIE CPETIBI.
KouTtpons OuosarpssHeHH .
YacTe 2. AHAIH3 TAHHBIX O
Ouo3arpsa3HeHnAx
17 I'OCT P EH 12322-2010 Usnienus MeIUITHHCKHE IS 06.05.2017 4.1-4.4 6
(EN 12322:1999, IDT) JUArHOCTHKH in vitro. [Turarensabie 5 105
CpenBl 111 MAKPOOHOJIOTHHA. 5 106
Kputepuu hyHKIHOHATBHBIX
XapaKTEPUCTHK MTUTATENBHBIX CPEl
18 I'OCT P EH 13532-2010 Obmue TpeboBaHUA K 06.05.2017 4.11 3
(EN 13532:2002, IDT) MEJHUIUHCKUAM H3/IeITHAM JUIs 411 4
JMArHOCTHKH in vitro uist 4.11 5
CaMOTECTHPOBAHHUSA 411 7
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No O6o3Hauenue craHapra HaunmenoBanme crangapta Hara Jlata [Tpumensiembie ITynkr
n/m Havassa MpeKparieHHs CTPYKTYpHbIE O6ux
NPUMEHEHHS | NMPUMEHEHHs | SJIEMEHTHI cTanaapTa | TpeboBanuil
CTaHmapTa CTaHIapTa
1 2 3 4 5 6 7
4.8 pdl|
4.10 81
4.1-4.4,4.6,4.7 82
4.9 83
4.2 92
43 94
4.4 V.9
4.5 97
43 99
4.1 V.10
4.1 102
4.1 103
19 IF'OCT P EH 13612-2010 Onenka pyHKIHOHAIBHBIX 06.05.2017 42.4.4,4.5 6
(EN 13612:2002, IDT) XapakTEPUCTHK MEIUIHHCKHX 4.5 7
W3JeNui QI JUATHOCTHKH in Vitro 4.5 72
4.5 90
4.3 IV.10
20 ['OCT P EH 13641-2010 YcerpaHeHue M CHHJKEHUE PHCKA 06.05.2017 4.1 3
(EN 13641:2002, IDT) HH(PUIHEPOBAHUS, CBA3AHHOTO C 4.1 4
peareHTaMH JJIA AMarHOCTHKH 4.1,42,432, 4.4 77
in vitro 5 105
21 ['OCT P EH 14254-2010 W3nenus MEAHITHHCKHE 1151 06.05.2017 11.1,11,2, 11.4 9
(EN 14254:2004, IDT) JIMarHOCTHKH in vitro. OmHOpa3oBkIe 11.4 11
eMKOCTH 7151 cOopa 00pa31oB y 41,53,7.1,72,8.1, 69

yenoBeKka (KpoMe KpPoBH)

8.2,8.3,10
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Ne Obo3HaueHME CTaHAPTA HamnmenoBanue cranmapra Hara Hara [Tpumensiembre [IynxT
n/mo Hayana NPEeKpalICHAS CTPYKTYpHBIE O6mmx
NpPUMEHEHHS | TPUMEHEeHMs | 3JIeMeHTHI cranjiapTa | TpeGoBaHuil
craHzapra cTaHjapTa
l 2 3 - 3 6 7
4.1.38.1,52 71,72, 71
8.1, 82
4.2,43,7.1,7.2,8.1, 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
5.2 83
28 I'OCT P UCO 13408-1-2000 AcCenTu4ecKkoe IPOH3BOICTBO 06.05.2017 31.12.2019 3-21 74
(ISO 13408-1:1998, IDT) MeIMIIMHCKOH npojaykuud. HYacrs 1.
OO6mmue TpeboBaHus
23 'OCT P MCO 13408-2-2007 | Acentayeckoe MpOU3BOACTBO 06.05.2017 4-12 74
(ISO 13408-2:2003, IDT) MEIHIAHCKON npoaykiuu. Yacts 2.
DOunsTpalus
24 I'OCT P UCO 13408-3-2011 AcenTadeckoe Mpou3BOJICTBO 06.05.2017 4-9 74
(ISO 13408-3:2006, IDT) MEAUIIMHCKOM npoaykiuu. Hacts 3.
JInodrimsarmsa
25 I'OCT P UCO 13408-4-2011 Acernrtuyeckoe poU3BOACTBO 06.05.2017 4-9 74
(ISO 13408-4:2005, IDT) MEJIHLIMHCKOM npoayknun. Yacrs 4.
OunrcTKa HA MECTE
26 I'OCT P UCO 13408-5-2011 AcenTHyeckoe MPOU3BOJICTBO 06.05.2017 4-9 74

(ISO 13408-5:20006, IDT)

MEMIMHCKOR TTpoiyKimu. Yacts 5.
CrepHIH3alHs HA MecTe
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No O6o3Havenne cTangapTa HanmenoBanue crangapra Hara Jlara [IpumensieMBIC [IyukT
n/n Havana MIpEKpaICHHS CTPYKTYPHBIE Obmmx
OPUMEHEHUs! | NPUMEHEHHS | SJIEMEHTHI cTanfapra | TpeboBaHHH
craHjapra craHjapra
1 2 3 4 3 6 7
27 I'OCT P MCO 13408-6-2009 AcenTHyecKoe MporU3BOICTBO 06.05.2017 4-9 74
(ISO 13408-6:2005, IDT) MeIULHHCKOH NpoLyKuuu. JacTs 6.
Hzonupyrolue cucTeMbl
28 I'OCT P UCO 14937-2012 Crepunuzanus MeIUIIMHCKON 06.05.2017 4-12 74
(ISO 14937:2009, IDT) npoaykuun. O0mue TpeboBaHuA K
ONPEeAENEHHIO XapaKTEPHCTHK
CTEPUITM3YIONIETO areHTa U K
paspaboTke, BaTHIALNNA 1
TeKyLIeMy KOHTPOIIIO Iponecca
CTEPUITM3ALMU METAAHCKUX
U3JIeS A
29 ['OCT P UCO 15193-2015 Wznenns MeIMIIMHCKHE IS 06.05.2017 4 85
(ISO 15193:2009, IDT) JIHarHOCTHKH in vitro. M3amepenue 4 86
BEJIMYHH B Mpodax OHOI0ru4eckoro
MpOoUCX0XKAeHUSA. TpeOOBaHUA K
OIMCAHHUIO pe)ePEHTHRIX METOJIUK
BBITTOTHEHHS HBMCPCHHﬁ
30 ['OCT P UCO 15194-2013 W3 nemus MEIHIHHCKHE JUTS 06.05.2017 4-6 85
(ISO 15194:2009, IDT) JMarHOCTHKH in vitro. M3mepenue 4-6 86
BENHYHH B poOax OHOIOrH4ecKoro
mpoucxoxacHus. TpeboBanus K
ATTECTOBAHHBIM CTAHIAPTHBIM
oOpa3mam u cConepHanuio
COTPOBOAMTEILHOH JOKYMEHTAIUH
51 ['OCT P UCO 15197-2015 CucTeMBl JHArHOCTHYECKHE in vitro. | 06.05.2017 43,44,6.5,7 5
(ISO 15197:2013, IDT) Tpeboranus Kk cucTeEMaM 42,6 6
MOHUTOPHOT'0 HAOIIOIeHNs 32 43,44 7
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Ne O06o3Hauenne cTaHIapTa HaumenoBanue crangapTa Hara Hara IIpumensemeie [Tynxr
n/n Hauana TIpeKparenus CTPYKTYpHEIE O6mux
NPUMEHEHHs | TPUMEHEHHS | BJIEMEHTHI CTaHjgapra | TpeOoBaHHH
cTaHaapTa cTaHjapra
1 2 3 -+ 5 6 7
KOHIIEHTpalHel K036l B KPOBU 7 9
JUISL CAMOKOHTPOJIS TIPH JIEYEHHH 5.1 11
caxapHoro jatera 4.3,5.2-5.6,5.8, 82
5.10-5.12
57 83
6 90
5.2 94
5.3, 5.6 05
52 99
44,7,8 102
44,7, 8 103
44,7, 8 104
32 [OCT P HCO 15223-1-2014 | U3pennsa meaunuackue. CHMBOJIEL 06.05.2017 4 11
(ISO 15223-1:2012, IDT) MpUMEHSIEMBIE TIPH MapKUPOBAHWH 5.1-5.5 105
Ha MEJHUIIMHCKHX U3AENHUAX,
3THKETKAaX H B CONPOBOIUTCIEHOH
moxymentauuu. Yacte 1. OcHOBHEIE
TpebOBaAHMSI
33 I'OCT P UCO 15882-2012 Crepuimsans MeJHIIHHCKON 06.05.2017 3-11 74
(ISO 15882:2008, IDT) MPOAYKIUH, XUMHUECKHE
HHIUKATOPHL. PyKoBOACTBO 1O
BBIOODY, UCTIOIB30BAHKIO H
HHTEPIPETALHH PE3YIbTaTOB
34 I'OCT P UCO 17665-1-2016 Crepunusaiims MeIUITHHCKOM 01.03.2017 4-12 74

(ISO 17665-1:2006, IDT)

IIPO/TYKIIAHU BJIZYKHOE TETIIIO.
Yactb 1. TpeboBanus x paspaboTke,
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O6o3HagueHune cranaapra

HanmeHnoranue crangapra

Jlara
Havana
NPHMEHEeHH S
craHgapra

JlaTa
MpeKpaieHus
HPUMEHEHUS
cTaHuapra

[Ipumensiempie
CTPYKTYpHbBIE

SJIEMEHTBI CTAHlapTa

[Tynkr
Obmux
TpeboBatuii

3

4

3

6

7

BATHIALNH H TEKYIIEMY KOHTPOJTIO
npolecca CTCPHIH3AHH
MEIHIIHHCKAX H3eIIHA

35

T'OCT P ICO 20776-1-2010
(ISO 20776-1:2006, IDT)

Kinnnueckue naboparopHble
HCCNIeIOBAHHS M JHATHOCTHYECKUE
TECT-CHCTEMEI in Vitro.
HccnenoBanue UyBCTBUTEILHOCTH
HHd]EKHHOHHI:IX dI'CHTOB H OIICHEKA
(O YHKIIMOHAJIBHBIX XapaKTePHCTHK
H3JIEIUH [UISL HCCIENOBaHU S
YYBCTBHTEJILHOCTH K
aHTHMHKPOOHBIM Cpe/ICTBaM.
YacTts 1. PedepenTHeIil MmeTOX
mabopaToOpHOTO HCCIENOBAHHUA
AKTHBHOCTH aHTHMHKPOOHBIX
areHTOB MPOTHB OBICTPOPACTYIIIHX
a3pOOHEBIX OaKTepuil, BBI3BIBAFOIIMX
UH(EKIMOHHBIE O0Ne3HH

06.05.2017

86

36

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

Crepuimszanus MEJULIUHCKOM
IPORYKUMH. ['opsrunii BO3IyX.
Tpebosanus k pazpaboTke,
BaJlH/IalMH U TEKYLIEMY KOHTPOJIIO
Ipolecca CTepUuIu3aluu
MEIMIIHHCKUX H3[1eTHH

01.03.2017

4-12

74

37

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

U3 nenus MeHIUHCKHE 1M
JIMAarHOCTHKH 1n vitro. Quenka
CTaOHIBHOCTH PEarcHTOB IS
JHATHOCTHKH in Vitro

06.05.2017

4.1-4.3,5.1-5.3
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