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MeaULMHCKM OpraHu3aumsm

v 01U-3ii(/zC
HaNe oT
B OpraHam ynpasneHus

O HeloGpPOKaYECTBEHHOM 34PaBOOXPaHEHNEM Cy6'b6KTOB
MEAULIHCKOM Wspenin Poccuiickoin Pefepaumn

defiepasibHasn cy)ba no Haf3opy B ciepe 34paBOOXPaHEHNS HAa OCHOBaHWM
oTpuuaTenbHoro 3akntoueHns ®rey «BHUMNMT» PoesapaBHaa3opa COOOLLIAET O
BbIIBNEHUN TeppuTopuasibHbIM - OpraHoM PoesgpaBHagsopa no . Mockee U
MOCKOBCKOI 06/1aCTK B 06paLLeHNM He06POKaYeCTBEHHOIO MeANLIMHCKOrO NU3aeNus:

«3MepuTeNlb  KOHUEHTpaUUM T/H0KO3bl B KPOBU MOPTATMBHLIA C MOJIOCKOM
ANEKTPOXMMMYECKO  OAHOKpaTHoro  npumMeHeHns  MKM-03  «CATE/JIAT
AKCIMPECC», TKI-03 «CATE/UIANT 3KCIPECC MWHW» no TY 9443-004-
78939528-2009», TecT-nonockn ana rnaokometpa CarenMt® 3Kcnpecce», napTus:
848, ncnons3osatb go 09.10.2025, npoussoactea OO0 "KomnaHua "3JTTA", Poccus,
perucTpaumoHHoe yaoctosepeHne o1 27.04.2022 Ne ®CP 2009/06498 (cm.
NPUNOXeHWe), NPeACTaB/IAOLLEr0 Yrpo3y NPUUYNHEHWS BPeaa 340P0BbI0 rpaXkaaH npu
ero npYMeHeHu.

CybbekTaM 06palleHns MeAUUMHCKUX W3L4eNniA - npefnaraeTcd MpoBecTy
MPOBEPKY HaMuMdg B OOpalleHMM YKa3aHHOro  MeAVUMHCKOrO  U3Lenus, B
YCTaHOB/IEHHOM MOPSAKe MPOBECTU  MepornpusaTUA MO  MPefOTBPALLEHUIO  ero
obpalLLieHus, 0 pesynbTarax MPOUH(OPMUPOBATH COOTBETCTBYHOLLWI
TeppuUTOpUabHbIA opraH PoesfpaBHaza30pa.

TepputopuanbHbiM - OpraHam Poe3fpaBHaf3opa MNPOBECTVM MePONnpuATUS B
COOTBETCTBMU C [ENCTBYHOLLMM 3aKOHOLATEIbCTBOM Poccuiickoin deaepaupn.

3a HapyLeHus B cpepe obpalleHpM MeAVLMHCKUX U3Aenni npesycMOTpeHa
aAMVHUCTpaTMBHaA OTBETCTBEHHOCTb COr/lacHO CcTatbaM 6.28 1 6.33 Kopekca
Poccuitickoin depepaupuyt 06 aAMMHUCTPATUBHBIX MPaBOHAPYLLEHUAX, YCTaHOB/EHa
YronoBHasA OTBETCTBEHHOCTb COM/IaCHO CTaTbe 238.1 YronoBHOro Kogekca POCCUINCKOIA
denepaupn.

MpunoxeHne: Tabnuua COMOCTaBMEHUS MApPaMeTPOB W XapaKTePUCTUK,
YKa3aHHbIX B KOMM/EKTe PErucTpaUyOHHON AOKYMEHTauuK, C napameTpamMu U
XapaKTepPUCTKaM1 06Pa3LIOB BbISIBNEHHOTO MEAMLIMHCKOrO n3genms Ha . B 13K3.

A.B. Camoiinosa


http://www.roszdravnaclzor.gov.ru

[MpunoxkeHne K nucbMy Poc3gpasHaasopa
o1 08 09 2025

Ta6n|/|u,a COMNOCTaB/IEHNA NAPaMETPOB N XaPaKTEPUCTUK, YKa3aHHbLIX B KOMIJIEKTE

PErncTpaLMoHHON JOKYMeHTaL MK, C napamMmeTpamm 1 XapakTepucTrkaMmu obpasLos
BbIAB/IEHHOI0 MEANLUMHCKOI 0 U34€ENA

CpaBHuBaeMble

KoMnNAeKT perncTpaLyoHHoiA O6pasLbl BbISIBIEHHOT0 MEANLIMHCKOI0

cBefeHusa/napame LOKYMeHTaummn n3gennsa
Tpbl (perucTpaumnoHHoe
y[0CTOBEpPeHne

0T 27.04.2022 Ne ®CP
2009/06498, cpoK ferncTBUSA He
orpaHunyeH)
KnnHuko-nabopaTopHbIe UCMbITaHUSA
(B cooTBeTCTBUM C TpeboBaHUAMU TY 9443-004-78939528-2009 n FTOCT P NCO 15197-2015)

MokasaHus OueHKY pe3ynbTaTtoB MPOBOANIN
rnoKoMeTpa nytem conocTaBneHns PesynbTathl OLLeHKM TOYHOCTHK ans
Carennut 9KCMEepPMMEHTaNIbHbIX  JaHHbIX, KOHLEHTpaLuumn raKosbl <5,55 MMonb/n
3kcnpecc MONYYEHHbIX MPU MNPOBEAEHUN
cunTaroTca KIMHUYECKUX  UCNbITaHWA, ¢ B
TOYHbLIMW, ecn faHHBIMW O TOYHOCTU CUCTEMBI, Cepus ] eBenaX “pzf("e” . eBenaX
OHW OT/INYAIOTCA  MpPeACTaBNEHHbIMU HT;COTCO 20628 £0.,56 10%3
0T pe3y/nbTara, npou3BoAUTENEM " K MMOML/T  MMOL/  MMOMb/N
nofyyeHHoro Ha  tpe6osaHnamn FOCT P UCO n
3TafloOHHOM 15197-2015. 848 5 u3 36 10 u3 16 13 36
na6opatopHoM  KpuTepuii np1emMnemoii (13.9%) 36 (44.4%)
aHanmsaTope u3 TOYHOCTMN CUCTEMBI: 21.8%
LleNibHOM A)  95% M3MEPEHHbIX  C
KanunnspHoin MOMOLLbIO NCNbITbIBAEMOA PesyneTatel OLEHKA TOHHOCTY ANA
KpoBM (M3 manbua), CUCTEMbl 3HAYEeHMWI T[NHKO3bI Cepus B B B
B npejenax +15 %  f0/MKHbI HAXOAUTLCA B Npejenax TecT-  mpeena  mpejenax  mpedenax
Ansa pe3ynbTaToB  + 0,83 MMOSIb/N OT U3MEPEHHbIX nonocoK X+ 5% + 10% + 15%
6onee 55 Mmonb/n no  pedepeHTHOW  MeTOAMKe 848 16364 291364 41 m364
nnm £0,83 MMONb/N 3HAYEHUIE NPU  KOHLEHTpaLum (25.0%) (45.3%)  (64.1%)
[NA pe3ynbTaToB  rAKO3bl < 555 mMmons/n nnn B
mMeHee 5,5 Mmonb/n  npegenax * 15% npu Pe3ynbTathl OLEeHKM TOYHOCTH AanAa
KOHLEHTPALMN FNKO3bl >5,55 KOHUEHTPAUUM  TNIOKO3bl  KOHLEHTpaumn

MMOSIb/. YPOBHSA IN0KO3bI OT 4,44 1o 11,10 mmonb/n
B) 99% NHANBUAYANTbHBIX
N3MEPEeHHbIX 3HAYEHWI AO/DKHbI
Haxo4UTbCA BHYTPM 30H A 1 B
CornacoBaHHOW CeTKM OWM60K
ana gnabeta 1Tumna.

B npegenax 0,83 mmons/n nnn B
npegenax £15 % (B npepenax+15mr/an
nnun B npegenax +15%)

57 n3 100 (57.0%)
Pe3synbTaTbl ~ WU3MEPEHUIA  KAMHWUYECKOTO
Matepuana, MONYYEHHbIE C MNPUMEHEHNEM

meanunHckoro umsgenna «TECT-MOTOCKU



CATENNWT 3KCIIPECC pnsa onpefeneHuns
YPOBHS T/I0KO3bl B KPOBWU Menosnb3yTca B

cocTaBe MeANLUHCKOro n3genns
«3mepuTenb KOHUEHTpauuu rnKosbl B
KpOoBU NOpPTaTMBHbI X NonocKomn*
3NEKTPOXUMMNYECKO O[JHOKpaTHOro

npuMeHeHuns MKr-o3 «CATENNNT
OKCIPECC», MKr-03 «CATENNNT
3KCMPECC MWHW» no TY 9443-004-
78939528-2009», Homep cepuu nofocok: 848,
pata  wmsrotosneHusa:  09.04.2024, cpok
rogHoOCTH: 09.10.2025, NlorT: 641,
npoussogctea OOO "KomnaHuua "OJITA",
Poccus:

1)  TouHoCTb ans 36 N3MepeHuni
KOHLEHTpauuum r/Ko3bl, HaxoAAalwmxca B
AnanasoHe >4,44-6,66 MmMmonb/n cocTtaBuna
444%. [Ons 64 M3MepeHUn KOHLUEHTpauum
rNKo3bl B AManasoHe >6,66-11,10 mmonb/n
TOYHOCTb cocTaBuna 64,1%. O6LLasn TOYHOCTb
ans 100 um3MepeHMid C  KOHLUEHTpauuen
rMOKO3bl B AunanasoH oT 4,44 mmonb/n fo
11,10 mmonb/n cocTtaBuna 57,0%, uTo He
COOTBETCTBYIOT KpUTepUsM MpUemMaIemMocTu
FOCT P nco 15197-2015 n
XapakTepucTukam 3a9BNIeHHbIM
Nnpou3BoANTENEM: 95% N3MepPEeHHbIX
3HAYeHW TNHOKO3bl LOMXKHbI HaxXOAUTLCA B
npegenax = 0,83 wmmonb/n (15 wmr/on)
CpefHero N3MEPEHHbIX 3HaYeHunn
peepeHTHOM MEeTOANKOM BbINO/HEHMNA
N3MEPEHNS MPU KOHLEeHTpauum rnoKo3bl <
5,55 mmonbe/n (< 100 mr/gn) unu B npegenax +
15% npu KOHUeHTpauumn rawkKosbl > 5,55
mmonb/n (> 100 mr/gn)



