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MWHUCTEPCTBO 3paBO0XPaHEHUS
Poccuiickon ®degepayum

®ENEPA/IBHAS CNYXBA MO HAA3OPY
B COEPE 3/]PABOOXPAHEHUA Cy6beKkTam obpalleHuns

(POC3APABHA/A3OP) MeANLMHCKNX N3AeNnii
PYKOBOAWNTE/Nb
CnassiHcKas nn. 4, cTp. 1, Mocksa. 109012 PykoBoguTenam TepputopuanibHbIX
TenedhoH: (499) 578 02 20; (499) 578 06 70; (495) 698 45 38
WWWroszdravnadzor.gov,ru opraHoBs Pocs,qpaBHa,qsopa

Q IfiM o lIC w
MeLNUVMHCKUM opraHmn3auuam
HaNe_ oT
r OpraHam ynpasneHus
O Hep06poKa4eCTBEHHOM 34paBoOXpaHeHneM Cy6bEKTOB
MEAVLIHCKOM N3Aenn Poccuiickoii deaepaLum

depepanbHasa cnyxba no Hag3opy B ciepe 34paBOOXPaAHEHUA HA OCHOBAHMUMN
oTpuuaTtesibHOro 3aknw4veHnsa ®reyY «BHUNMMMT» Poc3gpaBHag3opa coobuiaeT o
BblABNieHUN TeppuTopuasibHbIM opraHom Poc3gpaBHag3opa no r. Mockee u
MOCKOBCKOI 06n1acTun B 06paleHnn HeJ06POKAYeCTBEHHOI0 MeANLMHCKOIO U3aenns:

«Cncrtema MOHUTOPUHIa YPOBHA N0KO03bl B KPoBW [NoKoMeTp Catennut®
Online TY26.6012.001-78939528-2021», cepuiiHbIin  HOoMep: D2403064715,
fata npoussogctea 2024.04, wcnonb3oBaTb [0: He YyKasaHO, MpPoOM3BOACTBa
o]e]e; "KomnaHunsa "ON1ITA", Poccus, perncrtpaunoHHoe  yAOCTOBepeHUue
Ne MN-RUBYKZ-000028 ot 09.12.2022 (cM. NpuWIoXeHWe), MNpeacTaBAAOLWEro
yrposy nNpuynHeHNA Bpeja 340P0BbI0 rpaXkaH npu ero NnpuMeHeHuN.

CybbekTaM obpaleHns MeaMUMHCKUX UW3[eNuini  npepnaraeTtcs MpoBecTr
NpPoBePKY Hanmumss B ob6paleHUM YKaszaHHOro MefULMHCKOro U3genvs, B
YCTAHOB/IEHHOM TMOpPsAAKe MNPOBECTU MEPOMNPUATUA MO MNPeaoTBPALLEHUIO  ero
obpalleHus, 0 pesynbTaTax NPOVHMOPMNPOBATL COOTBETCTBYOLLWNIA
TeppuTopuasnbHbIiA opraH Poc3gpaBHajgsopa.

TeppuTopuasibHbIM OpraHam Poc3gpaBHag3opa MNPOBECTM MeponpuATUA B
COOTBETCTBUMU C LEACTBYIOLLMM 3aKOHOAAaTeNbCTBOM Poccuiickon ®defepaunim.

3a HapyweHuna B ciepe obpalleHUss MeAUUVHCKUX U3LeNNiA npegycMoTpeHa
afjMUHUCTpaTMBHaA OTBETCTBEHHOCTb cornacHo cratbam 6.28 u 6.33 Kogekca
Poccuiickoii Pepepauymn 06 agMUHUCTPATUBHbLIX MpPaBOHapPYLUEHUNAX, YCTaHOB/IEHA

Yro/i0BHasi OTBETCTBEHHOCTb COr/1aCHO cTaTbe 238.1 Y T0/10BHOI0 KogeKca POCCUNCKOW
depepaynn.

MpunoxeHue: Tab6nuMua CcOMOCTAaBNEHUS MapameTPoOB U XapaKTEPUCTUK,
yKasaHHbIX B KOMMJIEKTE PErucTpPaLuMoHHOW [JOKyMeHTauuu, ¢ napameTpamu W
XapaKTepucTMKaMy 06pasLLoB BbISIBNEHHONO0 MeAULIMHCKOIO U3aenust Ha4 n. B 1 aKa.

A.B. CamoinnoBa


http://WWW.roszdravnadzor.gov

MpunoxeHune K nucbMy Poc3gpaBHagsopa

or 8 09 205

Ne

Tabnvua conocTaB/eHUs NapameTPOB U XapaKTePUCTUK, YKa3aHHbIX B KOMI/IEKTE
PErncTpaLMoHHO JOKyMeHTaL MK, C MapaMeTpaMy 1 XapaKTepucTMkaMmm 06pasLoB
BbISIBNIEHHOI0 MeVNLIMHCKOr0 N3aenms

CpaBHu1Baem
ble cBefeHuns/
napamMeTpbl

n.6.1

n. 6.2

ns5.11

n5.4.1

KomnnekT perncrpalmoHHOM
AOKYMeHTaumnm
(perucTtpaymoHHoe
YLOCTOBEPEHME
0T 09.12.2022 Ne MN-RUBYKZ-
000028, cpoK aencTBmS He
orpaHuyeH)

O6pa3supbl BbISABIEHHOIO
MeANLIMHCKOro 13aenns

TexHn4ecKne NcnbiTaHus
TOCT P 50444-2020

N3pennsa f0MKHbI M3roTOBNSATLCA B
COOTBETCTBUM C TpeboBaHUAMU
HacToAWero craHgapTa, oo6wmx
CTaHAapToB, U/MNM CTaHAAPTOB Ha
n3aennsa KOHKPeTHbIX BUAOB, U/Mnn

TEXHUYECKUX yCcnoBui no
KOHCTPYKTOPCKOM 7
TEXHOMOTMYECKON  JOKYMeHTauuu
npoun3sBoAnTene.

[ononHnTenbHble Tpe6oBaHMS K
COZEPXXaHMI IKCMNyaTalMOHHbIX U
PEMOHTHbIX  [AOKYMEHTOB  MOTYT
coaepXaTbcs B 06 KX cTaHAapTax

nvnn  ctaHgapTax Ha - um3genus
KOHKPETHbIX BUAOB.
Tpeb6oBaHus 6e30nacHOCTM

MEeANLNHCKNX N3AENNIA C YHeTOM MX
(YHKLMOHaNbHbIX XapaKTepucTuK

[OODKHbI COOTBETCTBOBATb
TpeboBaHMAM 06WMX CTaHOAPTOB
6e3onacHocTU " cTaH4apToB
6e3onacHoCTU Ha nsgenns

KOHKPETHLIX BNAOB

MN3pgenne He COOTBETCTBYET
HacTofAWeMy cTaHjapTy B yacTwu n.n.
6.2, 7.1, 7.4,
FOCT IEC 61010-1-2012 B yacTwu n.n.
5.4.1, 5.4.5,
FOCT IEC 61010-2-101-2013 B 4acTwu

n.n. 51.1, 5.4.4

dkcnnyaTalunMoHHas LOKYMeHT auus,
npeacTaBneHHas ¢ o6pasyom wusgenus,
He COOTBETCTBYET Tpe6oBaHUAM
FOCT IEC 61010-1-2012 B yacTwu n.n.
5.4.1, 5.4.5,

FOCT IEC 61010-2-101-2013 B yacTwm
n.n. 5.1.1, 5.4.4
MpepgcTaBneHHbIN obpasey He
cooTBeTCTBYyeT TpeboBaHusm FOCT
IEC 61010-1-2014, TOCT1EC 61010-2-

101-2013

OCT IEC 61010-1-2014, TOCT IEC 61010-2-101-2013

pathuyueckme CUMBObI JOMKHbI
ObITb Pa3bACHEHbI B
pokymeHTaumu. (TOCT IEC 61010-
2-101)

Pa3bAacHeHVe npefynpexxnaroLmnx
CMMBOJ/OB M MH(OpMaLnK,
HaHOCKMMbIX Ha 060pyAoBaHue

B skcnnyaTauWoOHHOW JOKYMeHT auum,
npeAgcTaBNeHHOW ¢ o6bpa3yom,
OTCYTCTBYeT pa3bsiCHeHUEe
rpapMyecKkMx CUMBONOB

Pa3bsicHeHMe Mpejynped>k gato W, nx
CUMBONOB OTCYTCTBYeT B
3KCNNyaTaluuoOHHON JOKYMeHT auuu,
npefgcTaBNeHHOW c o6pasyom



n.5.4.4

n.5.4.5

nlli

nil.li

n1.1.18

n.14.2

J) yKasaHue 0 He06Xo4MMOCTH
MCNOMb30BaHMNA 3aLLUTHbIX
nepyaTok, ecnv nNpu pyvyHom
obpalieHnn ¢ NoTeHuManbHo
NH(EKLMOHHBIMW BeLLecTBaMm
(TakMMu, Kak YenoBeyeckme

npobbl 1 peareHTbl) BO3MOXEH
KOHTAKT C KOXeil;

(FOCT LUC 61010-2-101)
WNHCTPYKLMW LOMKHBI COAEpXKaThb
yKasaHue 0 TOM, 4YTO npu
ncnonb3oBaHMM 060pyL0BaHNS C
HapyLLLEHNSMWN TPe6OBaHUA,
YCTaHOB/IEHHbIX N3rOTOBUTENEM,
MOXET CHU3UTbCHA YPOBEHb 3aLLUTbl
o6opygosaHus. (FOCT IEC 61010-
2-101)

B MHCTPYKLUN JOMKHO BbIThb
yKa3aHo, YTO B C/ly4ae HapyLleHus
npaeu aKcnayaTauum
060pyf0BaHNA, YCTaHOBNEHHbIX
M3roTOBUTENEM, MOXET
yXyALwaTbCcs 3awmra, NpUMeHEHHas
B fJaHHOM o6opypoBaHuu. (FTOCT
IEC 61010-2-101)

b) 3allUTHbIE Mepbl

B skcnnyaTauMOHHOW JOKYMeHT auuu,
npegcTaBNeHHOW ¢ obpa3yom,
oTCcyTCcTBYeT Tpebyemasn
MHpopmaums.

B skcnnyaTauyMoOHHOW JOKYMeHT auuu,
npescTaBNeHHOW ¢ o6bpa3yom,
oTcyTcTBYyeT Tpebyemasn
nHpopmaums.

B skcnnyaTauMoOHHOW JOKYMeHT auunu,
npeAgcTaBNeHHON ¢ o6bpa3yom,
oTCcyTCcTBYeT Tpebyemasn
nHopmaums.

B skcnnyaTauMoOHHOW JOKYMeHT auunu,
npeacT aBNeHHOW ¢ o6pas3yom,
oTcyTcTBYyeT Tpebyemasn
NMH(popMaums.

TY 26.60.12-001-78939528-2021

CucTtema go/mKHa COOTBETCTBOBATh
Tpe6osaHuam FOCT P 50444,

TpeboBaHUAM HacToAWMX TY

Monocka KOHTPO/IbHaA
(OxWxB) 35,0x8,1x2,3

dyTnap (AxWxB) 140x95x20

* HOMEp W AaTta perncrTpalyMoHHOro
ypocTtoBepeHus CUCTEMBI.

MpepgcTaBneHHbIn obpasel He
COOTBETCTBYeT TpeGoBaHMAM
FOCTP 50444 B yacTHn n. 6.1, 6.2,
7.1, 7.4

MpepgcTaBneHHbI 06pasel He
COOTBETCTBYeT TpeGoBaHMAM

TY 26.60.12-001-78929528-2021 (u3
coctaea KPO KPY Ne MN-RUBYKZ-
000028 o1 09.12.2022) B yacTWu n.
1.1.1, 1.1.18, 1.4.2

M 3mepeHHble TabapuM T HbIE pa3Mephsl
NONOCKW KOHT PO/NbHOW U3 cocT aBa
ob6pasya: (25,07x8,28x1,49) mm
M3mepeHHble rabapuTHble pa3mepbl
hyTnAapa ns cocrasa obpasya:
(129,45x90,59%x22,07) mM™.

Ha Kopnyce

o6pasya nsgenns

OTCYTCTBYIOT HOMeEp " gaTa

pPerucT paLmMoHHOTO YAOCT OBEepeHUs

Cucrtembl



KNMHWKo-nabopaTopHbIe UCMbITAHKSA

OUEHKY pe3ynbTaToOB MPOBOAWN
nyTem conocTaBneHus
3KCMEePUMEHTANbHbIX [aHHbIX,
MONYYEHHbIX NPW  NPOBeAEHUN
KNMHUYECKNX NcNbITaHWiA, c
BAHHBIMW O TOYHOCTU CUCTEMBI,
npesCcTaBNEHHbIMU
npon3BoAuTeNeM U TpeboBaHUAMM
FTOCTPNCO 15197-2015.

KpuTtepuin npuemnemMoi TOUYHOCTU
CUCTEMBI:

A) 95% W3MepeHHbIX 3HaYeHWi
FNMIOKO3bl A0/DKHbI HaxoAuTbCA B
npegenax + 0,83 wmmone/n (x15
mr/an)  cpefiHero  M3MepPeHHbIX
3Ha4YeHn pehepeHTHOW METOANKOW
BbINO/HEHUS n3MepeHuns npu
KOHLEeHTpaumMn rnkKossl < 555
mMone/n (< 100 wmr/gn) wam B
npegenax + 15% npu
KOHUEHTpaumm rawKosbsl > 5,55
MMonb/n (> 100 mr/an).

B) 99% NHANBUAYaANTbHBIX
M3MEPEHHbIX 3HAYEHUN  [O/DKHbI
HaxoguMTbCA BHYTpU 30H A n B
CornacoBaHHOM CeTKN OWMBOK Ans
anabeta 1 Tuna.

TOYHOCTWU AnAd

B
npegena
X
+0,83
MMO/1b/
n
(B
npeaena
x = 15
mr/an)

23 3 32
(71,9%)

23 n3 32
(71,9%)

20 13 32
(62,5%)

66 13 96
(68,7%)

TOYHOCTWU AnA

B
npegen
ax
+ 15%

54 n3
68
(79,4%
)
43 n3
68
(63,2%
)
46 n3
68
(67,7%
)
143 n3
204
(70,1%

)

PesynbTatbl OUEHKM
KOHLeHTpauum rnokosbl <5,55 mmons/n
B npegen
Hom npepgena paﬂ
ep X
+
cepu +0,28 *0,56
MMO/b/
" MMOSb/N n
TecT- (B
nono npegena (B
npegen
COK Xt 5
mr/an) ax+ 10
A mr/an)
17 n3
11 n3 32 32
840 (34,4%)  (53,1%
)
16 un3
5u3 32 32
842 (15,6%)  (50,0%
9un3 32
4 n3 32
0,
847 (12.5%) (28;1/0
Bce 42 n3
Tpu 20 n3 96 96
cepyu  (20,8%)  (51,0%
" )
PesynbtaTbl OUEHKU
KOHLUeHTpauum rnokKosbl >5,55 mmons/n
Homep B B
cepun npefen  npegen
TecT- Peq peq
nosioc ax ax
+5% + 10%
oK
1 37 13 68
840 68 (54,4%)
(26,5%) ’
B1 o3 msee
842 68 (33.8%)
(19,1%) ’
1043 54 w3 68
847 68 (35.3%)
(14,7%) o7
TBCS vz 84u3
cepku 204 204
P 20,106)  (41,2%)
PesynbTatbl OUEHKM

TOYHOCTW  AnAa



KOHLeHTpauum rnoKo3bl KOHUEHTpaLum

YPOBHA TrakKo3bl oT 4,44 po 11,10

MMOJb/N

B npegenax £0,83 mmosnb/n unm B
npegenax +15 %
(B npegenax =15 mr/gn wnun B

npegenax +15%)
209 13 300 (69,7%)

KoshuumeHT Koppensumm TOUHOCTH

Homep Kon-so 4Yucno Koapd
cepun  obpaso  uM3mMep  uMuUMEH

TecT- B eHUNN T
nonoc KpOBMU Koppen
0K auun
840 50 100 0,941
842 50 100 0,921
847 50 100 0,926
Bce 50 300
Tpu
cepuu 0,928

TOYHOCTb ans 96 n3MepeHunii
KOHLeHTpaLumnmn rnKo3bl, HaXo4Aaunxcs
B AuanasoHe >4,44-6,66 wMMOnb/N
cocTaBuna 68,7%. Ona 204 nsmepeHuin
KOHUeHTpauum rnKo3bl B AManasoHe
>6,66-11,10 MMOJb/N TOYHOCTb
coctaBuna 70,1%. O6uias TOYHOCTb AN
300 wm3MepeHWn C KOHUeEeHTpaumei
rNKo3bl B AnanasoH ot 4,44 go 11,10
MMonb/n cocTaBuna 69,7%, 4YTO He
COOTBETCTBYIOT KpuTepuam
npuemnemoctn NOCT P NCO 15197-
2015 n xapakTepucTukam 3asaBfieHHbIM
npounssoautenem: 95% M3MEPEHHbIX
3HaYeHnn rMOKO3bI LOMMKHBI
HaxoguTbcs B npegenax + 0,83 mmonb/n
(x15 wmr/gn) cpegHero M3MepeHHbIX
3Ha4YeHUn pedepeHTHOW METOANKOMN
BbIMOJIHEHUA n3mepeHus npu
KOHUeHTpauuMm  rawkosbl < 555
MMonb/n (< 100 mr/gn) nan B npegenax
+ 15% npu KOHUEeHTpauuwn rarKosbl >
5,55 mmonbs/n (> 100 mr/gn).



