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MWHNCTEPCTBO 34PaBOOXPAHEHMSA
Poccuiickoin depepaumnmn

PEAEPAJTBHAA CNYXBA MO HAA3OPY

B COEPE 3lPABOOXPAHEHWS CybbekTam obpalLieHus
(POC3APABHAL3SOP) MEANLUMNHCKUX U3aenpLu
PYKOBOAWUTE/b
CnassHckas nn. 4, cTp. 1, Mocksa, 109012 PyKOBO,UII/ITeﬂFlM TEPPUTOPUA/IbHBIX
TenedhoH: (499) 578 02 20; (499) 578 06 70; (495) 698 45 38
VWWWiroszdravnadzor.gov,ru OpraHoB POC3,£I,paBHa,u,30pa
7\ Zf* 1-/\]
ORO 7’0 ' O ni |6 H b MeaVUVHCKMM opraHmsaulmam
HaNe or
B OpraHam ynpasneHus
0 Hedo6pPOKaYeCTBEHHOM " 3PaBOOXPaHEHNEM Cy6'bEKTOB

MEAMLIMHCKOM W34enun

Poccuiickoin ®Pegepaumm

defiepasibHaa cyxoba no Haf3opy B Cojiepe 34paBOOXPaHEHMs HA OCHOBAHWM
oTpyuaTtesnibHoro 3aknoyeHns Prey «BHUMNMT» Poc3apaBHaa3opa COOOL@eT 0
BbISiBMIEHUM TepputopuasibHbIM - opraHoMm Poc3fpaBHaz3opa no r. Mockee W
MOCKOBCKOW 06/1aCTK B 06paLLeHN HeJ0O6POKa4eCTBEHHOIO MeANLIMHCKOrO U3eNus:

«3MepuTeNlb KOHUEHTPaUMN T/IOKO3bl B KPOBW MOPTATWMBHbLINA C MOMOCKOW™
ANEKTPOXMMNYECKOA  OAHOKpaTHOro  npumMeHeHns  MKIM-03  «CATE/UIAT
SKCIPECC», TKI-03 «CATENNUT 3KCIMPECC MWHW» no TY 9443-004-
78939528-2009», TecT-nonockn ana rntokometpa CateniMt® 3Kcnpece», NapTus:
437, ncnonb3osathb A0 26.12.2025, npounssoactsa OO0 "KomnaHua "3/TTA", Poccus,
perucTpaumoHHoe ygoctoeepeHne o1 27.04.2022 Ne ®CP 2009/06498 (cwm.
NPUIOXeHWe), NPeACTaBAIOLLEr0 Yrpo3y NPUUYNHEHNS BPeaa 340P0BLI0 rpaXkaaH npu
ero NpPUMeHeHuw.

CybbekTaM 0bpalleHns MegUUMHCKMX UW3LeviA  npefiaraeTcsd  NpoBecTu
MPOBEPKY HaMuMdg B OOpalleHMM YKa3aHHOro  MeAVUMHCKOro  U3fenvsi, B
YCTaHOB/IEHHOM MOPSIAKE MPOBECTM  MEepOnpUATAA MO  MPeAOoTBPALLEHNO  ero
obpalLLieHus, 0 pe3ynbTarax MPOUH(OPMUPOBATH COOTBETCTBYHOLLWM
TeppuTopUanbHbIA opraH Poc3gpaBHaza3opa.

TeppuTopra/ibHbIM - OpraHam Poc3gpaBHag3opa MPOBECTM MepornpuaTus B
COOTBETCTBMM C [ENCTBYHOLLMM 3aKOHOAATEeIbCTBOM Poccuiickoin defepaupn.

3a HapyLeHns B chepe ObpalLeHVs MeAULMHCKUX U3Lenni npeLycMOTpeHa
aAMVHUCTPaTMBHaA OTBETCTBEHHOCTb COrflacHo cTatbaM 6.28 1 6.33 Kopekca
Poccuitckoin degepaunn 06 aAMUHUCTPATUBHLIX MPaBOHAPYLLEHUAX, YCTaHOB/EHa

Yro/I0BHas OTBETCTBEHHOCTb COMACcHO cTaTbe 238.1 YT0M0BHOIo KoAekca POCCUMnCKOM
depepaumn.

[MpunoxeHune: Tabnmua COMOCTaBMEHNUA MapamMeTpPoB W XapaKTepPUCTUK,
yKa3aHHbIX B KOMMJIEKTE PErncTpauyoHHONn AOKYMeHTauuW, C napameTpami Wt
XapaKTepncTuKamm 06pasLioB BbISIBIEHHOIO0 MeAULIMHCKOro n3aenvs Ha 2 n. B 13K3.

A.B. Camoiinosa
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MpunoxeHue K NucsMy PocsgpasHaasopa

Ne 01!'A'W U b

TabnuLa ConocTaBNeHNs NapaMeTPOB 1 XapaKTEPUCTYK, YKa3aHHbIX B KOMI/IEKTE
PErMCTPaLIMOHHOI AOKYMEHTALMK, C MapamMeTpaMu 1 XapaKTepucTKaMy 06pa3sLioB
BbISIB/IEHHOIO MEAVLIMHCKOTO M3aenus

CpaBHMBaeMble
ceegeHunsA/napamve
Tpbl

lMokasaHus
rnoKomeTpa
Carennut
JKcnpeee
eynTaroTen
TOUYHbIMW, ecnn
OHW OT/NINYatoTCH
0T pe3y/nbTara,
Nnosly4eHHOro Ha
3TaNOHHOM
nabopatopHoMm
aHanmsaTtope u3
LenbHOM
KanunnspHoli
KpoBu (K3 nanbua),
B npegenax +15 %
NS pe3ynibTaToB
6onee 55 mmons/n
nnn £0,83 mmonb/n
ONS pe3ynbTaToB
MeHee 5,5 MMOSb/N

KomnieKT permcrpaumoHHon
LOKYMeHTaummn
(pervctpaumoHHoe
y[0CTOBepeHue
0T 27.04.2022 Ne ®CP
2009/06498, cpoK AeCcTBUS He
OorpaHuyeH)

O6pasLpbl BbISBNEHHOI0 MeANLIMHCKOIO
n3aenus

KnnHMKo-nabopaTopHble UCMbITaHUA
(B cooTBETCTBUK C TpeboBaHUAMU TY 9443-004-78939528-2009 1 TOCT P NCO 15197-2015)

OLeHKy pe3yibTaToB MPOBOANIN
nyTem conocTaBNeHns
3KCMepUMEHTaNbHbIX  AAaHHBbIX,
NONyYeHHbIX MpU NPOBEAEHUN
KNMHUYECKUX  WUCMbITaHU, ¢
JaHHBIMW O TOYHOCTU CUCTEMBI,
npeacTaBNeHHbIMM
npoun3BoamnTesIeM "
TpebosaHnsmn FOCT P NCO
15197-2015.
KpuTtepnii
TOYHOCTU CUCTEMBI:
A)  95% N3MEPEHHBIX  C
nomMoLybto NCNbITbIBAEMOWA
CUCTEMbl 3HAYEHUI  T/IHOKO3bl
LO/MKHBI HAXO0AUTLCA B Npeenax
+ 0,83 MMONb/N OT M3MEPEHHbIX
no pedepeHTHON  MeToAuKe
3Ha4YeHWi NpU  KOHLEeHTpauum
rnoKo3bl < 5,55 Mmonb/n nnn B
npegenax + 15% npu
KOHLEHTpaumMn rawkossl > 5,55
MMOb/N.

B) 99% WHANBNAYANTbHBIX
N3MepPeHHbIX 3HAYEHWI AO/DKHbI
HaxoAanTbCcA BHYTpPU 30H A 1 B
CornacoBaHHOM CeTKM OLINGOK
ana anabeta 1Tuna.

nNpUeMIemMon

Pe3yanaTb| OLEHKMU TOYHOCTWU ona
KOHLUeHTpauum rnkosbl <5,55 mmons/n
B
npegnen B
Cepusa B PeA
npegenax ax npegenax
TeeT +0,28  +0,56 +0,83
NonocoK
MMOAb/N MMONb/ MMOSb/N
n
. 9 13 34 2134"'3 30 3 34
[0) 0,
26.5% 61.8% 88,2%
PesynbTarsl OLeHKN TOYHOCTU ans
Cepus B B B
TecT- npegena npegenax  npefena
MosIocoK X+ 5% + 10% xx 15%
437 13366 25m366 36 13 66
(19.7%) (37.9%) (54,5%)
Pe3yanaTb| OLEHKM TOYHOCTHU ona
KOHLUEHTpauun FMKKO3bI KOHLEHTpauunn

YPOBHA F0KO3bl OT 4,44 1o 11,10 Mmonb/n

B npegenax £0,83 mmonb/n nnv B npegenax 15
% (B npegenax+15mr/on nnn B npegenax £15%)

66 13 100 (66.0%)

PesynbTathl n3mepeHunii K/IMHWYECKOro
matepuana, nMOJIy4eHHble C MNPUMEHEHUEM
meanunHckoro msgenma «TECT-MOJTOCKU



CATENNWNT 3KCIPECC pna onpegeneHuns
YPOBHSA T/IIOKO3bl B KPOBU Menonb3yTcs B
cocTase MeAMNLUHCKOTO n3penuns
«/I3MepuTeNnb  KOHUEHTpauuu r1Ko3bl B
KpoBM NOpTaTUBHbIN NMoNoCKon*
3N1eKTPOXNUMMNYECKOW OZHOKpaTHOro
NpuUMeHeHns MKr-03 «CATENNNT
3KCMPECCH», MKr-03 «CATENNNT
3KCMPECC MWHW» no TY 9443-004-
78939528-2009», Homep cepum nosocok: 437,
fjarta M3roToB/EHUSA 26.06.2024, CpOK
rOAHOCTHU: 26.12.2025, Nor: 760,
npoussoactea OOO "KomnaHuua "I/NTA",
Poccus:

1) TouHOCTb  And 34 N3MepeHunii
KOHLUEHTpauum raKo3bl, HaxoAaAwmxcs B
AvanasoH >4,44-6,66 wmMofb/n  cocTaBuna
88,2%. [Ona 66 un3MepeHuWii KOHLEHTpaumm
rNOKO3bl B AnanasoHe >6,66-11,10 mmonb/n
TOYHOCTb cocTaBuna 54,5%. O6LLas TOYHOCTb
ansg 100 u3MepeHMid C  KOHLEHTpauuen
rNKo3bl B AnanasoH oT 4,44 mmonbs/n Ao
11,10 mmons/n coctaBuna 66,0%, uto He
COOTBETCTBYIOT KPUTEPUAM MNPUEMIEMOCTU
rocT P NCo 15197-2015 n
XapaKTepucTmKam 3a5B/IEHHbIM
npou3BOLUTENIEM: 95% N3MepeHHbIX
3HaYeHU TNOKO3bl [LO/MKHbI HAXO4WUTLCHA B
npegenax = 0,83 wmonb/n (15 wmr/gn)
CpefHero N3MepeHHbIX 3HaYeHunN
peepeHTHON MeTOANKOM BbIMONHEHUA
M3MEPEHUS NPU KOHLUEHTpauum rawKosbl <
5,55 mmonb/n (< 100 mr/gn) unu B npegenax +
15% npun KOHUeHTpauumn rawKosbl > 555
mmonb/n (> 100 mr/gn)



