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MMWHUCTEPCTBO 34paBOOXPaHeHNS r
Poccuiickonn degepaynm

OENEPANBHAA CNTYXBA MO HAA3OPY

B COEPE 3[[PABOOXPAHEHNSA Cy6beKTam 0bpaLleHns
(POC3APABHA/ASOP) MeANLMHCKMX N3L4eNni
PYKOBOAWTE/b
CnaBsHckas nn, 4. cTp. 1, Mocksa, 109012 PyKOBO,DII/ITenﬂM TEPPUTOPUASIbHBIX
TenethoH: (499) 578 02 20; (499) 578 06 70; (495) 698 45 38
www.roszdravnadzor.gov.ru opraHoBs Poe3,£l,paBHa,£|,30pa
MEAI/ILI.I/IHCKI/IM opraHmn3adusam
HaNe oT
B OpraHam ynpasneHus
O HeZ06pPOKAYECTBEHHOM 3jpaBOOXpaHEHNEM Cy6'beKTOB
MEANLIMHCKOM M3ENN Poccuinckoi Cbe,qepau,mm

defepanibHad cnyxxba Mo Haf3opy B Ciepe 34paBOOXPaHEHMS HA OCHOBAHWM
oTpuuaTensHoro 3aknoveHns ProyY «BHUMMT» Poe3apaBHaasopa COO6LLAET o
BbISBMIEHUM TepputopuasibHbIM - opraHoM PoesfgpasHagsopa no r. Mockee W
MOCKOBCKOW 06/1aCTK B 06paLLeHN He06POKaYeCTBEHHOIO MeANLIMHCKOrO NU3aeNus:

«3MepuTeNlb  KOHLEHTPaLMX T/IHOKO3bl B KPOBM MOPTATMBHLIA C MOSIOCKOM
ANEKTPOXMMMNYECKOA  OAHOKpaTHOro  npumeHeHns  TKIM-03  «CATEJUIAT
SKCIPECC», TIKIr-03 «CATENNUT 3KCMNPECC MWHW» no TY 9443-004-
78939528-2009», TecT-nonocku ana rnokometpa Carennvt® 3Kcnpecc», NapTus:
438, ncnonb3osathb Ao 28.12.2025, npounssoactsa OO0 "KomnaHua "S/1TA", Poccus,
perucTpaumoHHoe ypoctosepeHne o1 27.04.2022 Ne ®CP 2009/06498 (cm.
MPUNOXeHWe), NPeACTaBAIOLLEr0 Yrpo3y NpUUYMHEHNS Bpeaa 340P0BLI0 rpaxkaaH npu
ero NPMMeHeHNN.

Cyb6bekTaM 0bpalleHns MeAUUMHCKUX W3OeNniA - npefiaraeTca  MpoBecTy
MPOBEPKY HaMuMdg B OOpalleHMM YKa3aHHOro  MeAMUMHCKOrO  U3fenus, B
YCTaHOB/IEHHOM MOPSAKE MPOBECTM  MeponpuAaTAA MO MPefOTBPALLEHNO  ero
ob6parleHns, 0 pe3ynbTarax MPOUH(OPMUPOBATH COOTBETCTBYHOLLWI
TeppuTopUanbHbIA opraH PoesgpaBHaz30pa.

TeppuTopvaibHbIM - OpraHam Poe3gpaBHaf3opa MPOBECTM MeponpuATUS B
COOTBETCTBMU C AEMCTBYHOLLMM 3aKOHOAATENIbLCTBOM Poccuiickon deaepauun.

3a HapyLueHusi B cihepe obpalLeHUs MeaUUMHCKUX U3LeNNA npefycMOTpeHa
aAMVHUCTpaTMBHaA OTBETCTBEHHOCTb COrfacHo crtatbaM 6.28 M 6.33 Kopgekca
Poccumiickoin depepaupuy 06 afAMUHUCTPATUBHBLIX MPaBOHAPYLLUEHUSAX, YCTaHOB/eHa

Yro/I0BHas OTBETCTBEHHOCTb COM/IaCHO cTaTbe 238.1 YT0oM0BHOro Kofekca Poccuinckon
depepaumn.

MpunoxeHne: Tabnmua COMOCTAaBNEHWUS MapaMeTPOB W XapaKTepPUCTUK,
YKa3aHHbIX B KOMM/IEKTe PErucTpaLVoHHOM AOKYMEeHTaUuuu, C napameTpaMu U
XapaKTepUCTKaMM 06pa3LiOB BbISBEHHOTO MeAWLIMHCKOrO M3aenms Ha 2 1. B 1 3Ka.

A.B. Camoiinosa


http://www.roszdravnadzor.gov.ru
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[MpunoxkeHre K nnucbMy Poc3gpasHaasopa

Tabnuua conocTaBeHMs NapaMeTPoB 1 XapaKTePUCTHK, YKa3aHHbIX B KOMI/IEKTe
PErnCTPaLVOHHON AOKYMEHTAUMK, C NapaMeTpamm 1 XapaKTepucTKaMi 06pasLoB
BbISIBNIEHHOI0 MeAWLIMHCKOrO M3aenms

CpaBHMBaeMble
cBefeHuA/napame
Tpbl

lMokazaHus
rnoKomMeTpa
Carennut
JKcnpecc
cumTalTCs
TOUHbIMW, ecnn
OHMW OTANYalTCH
0T pe3y/nbTara,
MOMYYEHHOr o Ha
3Ta/IOHHOM
nabopaTopHOM
aHanmsaTope 13
LenbHOM
KanunnspHoi
KpoBu (K3 nanbua),
B npegenax £15 %
ONS pe3ynbTaToB
6onee 5,5 mmonb/n
nnn +£0,83 mmonb/n
ONS pe3ynbTaToB
MeHee 5,5 mmonb/n

KomniekT perncrpawymoHHOmn
LOKYMeHTauumu
(peructpaumoHHoe
y[0CTOBepeHue
0T 27.04.2022 Ne ®CP
2009/06498, CpPOK AeiCTBUA He
orpaHunyeH)

O6pasLbl BbISIBIEHHOr0 MeAULIMHCKOIO

n3penns

Kn1HMKo-nabopaTopHble UCMbITaAHMSA
(B cooTBETCTBUK C TpeboBaHUAMU TY 9443-004-78939528-2009 n TOCT P NCO 15197-2015)

OueHKy pe3ynbLTaToB NPoOBOANN
nyTem CcoOnocTaBNeHNs
3KCMepUMEHTaNbHbIX  [AaHHbIX,
Nosy4YyeHHbIX MpU MPOBEAEHUN
KNMHUYECKUX  WUCMbITAHWIA, C
JaHHBIMW O TOYHOCTU CUCTEMBI,
npeacTaBNeHHbIMU
npoun3BoamnTesem 7
Tpe6osaHusmu FOCT P UCO
15197-2015.
Kputepuii
TOYHOCTU CUCTEMBI:
A)  95% N3MEPEHHbIX  C
nomMoLybto NCNbITbIBAEMOWA
CUCTEMbl 3HAYEHWIA  TNOKO3bI
LO/MKHBI HAX0AMTLCA B Npejenax
+ 0,83 MMONb/N OT N3MEPEHHbBIX
no peepeHTHON  MeToAMKe
3HaYeHW nNpu  KOHUEHTpayuu
rNoKo3bl <5,55 mmons/n nnn B
npegenax + 15% npu
KOHLUeHTpauum rawkKosbl > 5,55
MMOSIb/N.

B) 99% NHAMBUAYaNbHbIX
N3MEPEeHHbIX 3HAYeHWUI AO/KHbI
Haxo4UTbCA BHYTpPM 30H A 1 B
CornacoBaHHOW CeTKM OLWKBOK
ana anabeta 1tmna.

npuemaemon

PesynbTatsl OUEHKN TOYHOCTNU ansa
KOHLUeHTpauum rnokosbl <5,55 mmons/n
B
Cepust B npegen B
TecT- npegenax ax npegenax
nonoco +0,28 +0,56 +0,83
K MMONb/N MMO/b/ MMOJIb/N
n
s w3 3° 19w
0 2.8%
27.8% 44.4% 52.8%
PesynbTathl OLUEeHKN TOYHOCTM ans
Cepus B B B
TecT- npegena npegenax  npefenax
nofocok  X= 5% + 10% + 15%
438 19m3 31m364 45u364
64 484%  70.3%
29.7%
PesynbTathl OLUEHKN TOYHOCTK ans
KOHLEHTpaLun rNHOKO3bl KOHLEHTpaLmnn

YPOBHSA INOKO3bl 0T 4,44 o 11,10 mmonb/n

B npegenax 0,83 mmonb/n nnn B
npegenax 15 % (B npegenax+15mr/gn

nnu B npegenax +15%)

64 13 100 (64.0%)



PesynbTarsl N3MepeHni K/INHWYECKOro
martepuana, MOJiyYeHHble C MNPUMEHEHUEM
meguunHckoro msgenma «TECT-MOTOCKU
CATENNUT 3KCIPECC pna onpegeneHuns
YPOBHA T/IIOKO3bl B KPOBU Mcnonb3yroTca B

cocTaBe MeJMULUHCKOTO nsnenus
«3mepuTenb  KOHLEHTpauuu T[OKO3bl B
KpoBw nopTaTUBHbIN C MONOCKOW
3N1EKTPOXMMUYECKOIA OAHOKPATHOTO

npUMeHeHus MKr-03 «CATENNNT
OKCMPECC», no TY 9443-004-78939528-
2009», Homep cepuu nonocok: 438, parta
nsrotosneHma: 28.06.2024, cpok rogHoOCTW:
28.12.2025, Jlot: 762, npoussogctea OOO
"KomnaHua "SNATA", Poccus:

1) TouHOCTb AN 36 N3MepeHnin
KOHUEHTpauum rnaKo3bl, HaxoaaAwmxcs B
AnanasoHe >4,44-6,66 MMonb/n cocTaBuna
52,8%. Ons 64 un3MepeHWiA KOHLeHTpauuu
rNOKO3bl B AnanasoHe >6,66-11,10 mmonb/n
TOYHOCTb cocTaBuna 70,3%. O6LLas TOYHOCTb
ana 100 wun3MepeHMid C  KOHLEHTpauuen
rNKO3bl B AnanasoH ot 4,44 mmonb/n Ao
11,10 mmons/n coctaBuna 64,0%, uto He
COOTBETCTBYIOT KPUTEPUAM MNPUEMIEMOCTU
rocT P NCo 15197-2015 n
XapaKTepucTukam 3asBNEHHbIM
NPOU3BOAUTENEM: 95% N3MEPEeHHbIX
3HAYeHW TNHOKO3bl LOMXKHbI HaxXOAUTLCA B
npegenax + 0,83 wmmone/n (15 wmr/gn)
cpegHero N3MEpPEHHbIX 3HaYeHuNn
pedepeHTHOM MEeTOANKOM BbINOJIHEHNSA
N3MepeHUs Npu KOHLEHTpauun TAKo3bl <
5,55 mmonb/n (< 100 mr/gn) nnm B npegenax £
15% npu KOHLEHTpauum rawkossl > 5,55
mmons/n (> 100 mr/an).



