2632759

MMWHUCTEPCTBO 3PaBOOXPAHEHMS r
Poccuiickoli ®egepaymm

OEANEPANIBHAA CNTYXBA MO HAL3OPY
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O Iti-Q ihIXh MeAULIMHCKMM OpraH13aLmsam

Ha Ne oT

r N OpraHam ynpas/neHus
O HeloGpPOKaYECTBEHHOM 3PaBOOXPaHEHNEM Cy6'bE‘KTOB
MEAULIMHCKOM Vspenin Poccuiickoii Pegepauym

defiepanibHad cnyxba No Hag3opy B ciepe 34paBOOXPaHEHMS HA OCHOBAHWU
oTpuLaTensHOro 3aknoveHns dreyY «BHUVMT» PoesapaBHaasopa COO6LAeT O
BbifiBNEHUN TeppuTopraibHbIM  OpraHoM Poe3gpasHagsopa no r. Mockse U
MOCKOBCKOW 06/1aCTV B 06paLLeHn Hel06poKa4eCTBEHHOIro MeAMLMHCKOIO U34eNus;

«3mepuTeNib KOHUEHTPaUUM TH0KO3bl B KPOBU MOPTATUBHLIA C MOSIOCKOM
ANEKTPOXMMNYECKOA  OAHOKpaTHOro  npumMeHeHwns  MKIM-03  «CATE/UIAT
SKCIPECC», TIKIr-03 «CATENNUT 3KCMNPECC MWHW» no TY 9443-004-
78939528-2009», TecT-nonockn ana rnarokometpa CarenMt® 3KCnpecc», Naptus:
847, ncnons3osatb Ao 09.10.2025, npoussoactea OO0 "KomnaHua "3JTTA", Poccus,
PerucTpaumoHHoe ypoctoeepeHne o1 27.04.2022 Ne ®CP 2009/06498 (cm.
NPUIOXeHWe), NPeACTaBAIOLLEr0 Yrpo3y NPUUYNHEHNS BPeaa 340P0BLI0 rpaxkaaH npu
ero npMeHeHuu.

Cyb6bektam 0bpalleHns MeAUUMHCKUX W3LeNniA - npefnaraeTcd  NpoBecTu
MPOBEPKY HaMuMag B 0OpalleHUM YKa3aHHOro  MeAVUMHCKOro  u3fenus, B
YCTaHOB/IEHHOM TMOPSAAKe MPOBECTM  MeponpuAaTUA MO  MPeLOTBPALLEHNO  ero
obpaLLeHus, 0 pesynbTarax MPOUH(OPMUPOBATH COOTBETCTBYHOLLI
TeppuTopUanbHbIA opraH PoesgpaBHaza30pa.

TeppuTopra/ibHbIM - OpraHam PoesgpaBHaj3opa MPOBECTM MepornpuaTus B
COOTBETCTBMM C [EACTBYHOLLMM 3aKOHOLATEIbCTBOM Poccuiickoin defepaupn.

3a HapyLleHns B chepe obpalleHVs MeAUUMHCKUX U3L4eNniA npefycMOoTpeHa
aAMVHUCTpaTMBHaA OTBETCTBEHHOCTL COrfacHo crtatbaM 6.28 M 6.33 Kopgekca
Poccuitckoin depepaupyy 06 aAMUHUCTPATMBHBLIX MPaBOHAPYLLUEHUSAX, YCTaHOB/eHa

YronoBHas OTBETCTBEHHOCTb COMMacHO cTaTbe 238.1 YT0/10BHOr0 Kofekca Poccuiickoi
depepaupn.

MpunoxeHne: Tabnmua COMOCTAaBNEHWS MapaMeTPOB W XapaKTepPUCTUK,
YKa3aHHbIX B KOMM/EKTe PErMcTpaLMoHHOA AOKYMEHTauuK, C napameTpamMu U
XapaKTepUCTVKaMI 06pa3LiOB BbISIBNIEHHOTO MEAMLIMHCKOrO U3aenmsa Ha 2 1. B 1 3Ka.

A.B. Camoinosa
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MprnoXeHue K nmcwyUPoc‘gfpaBHa,qaopa
No 1. .

xS

Tabnuua conocTaBeHUst MapaMeTPOB U XapaKTEPUCTYK, YKa3aHHbIX B KOMM/EKTe
PErMCTPaLIMOHHON AOKYMEHTALMM, C NapamMeTPaMi U XapaKTepUCTUKaMU 06pasLI0oB
BbISIBNIEHHOr0 MeAVLIMHCKOr0 U3Aenus

CpaBHMBaeMble
cBefeHus/napave
Tpbl

lMokasaHus
rnoKomMeTpa
Carennut
JKcnpecc
cunTaroTca
TOYHbIMW, ecnu
OHMW OT/INYaKTCA
OT pe3y/nbTaTa,
NOSIy4eHHOr o Ha
3Ta/lOHHOM
naéopaTtopHom
aHanmsaTope u3
LenbHOM
KanunnspHom
KpoBu (M3 nanbLa),
B upepenax £15 %
LANA pe3ynbTaToB
6onee 5,5 mmonb/n
nnn +£0,83 Mmmonb/n
ONS pe3ynbTaToB
MeHee 5,5 Mmmons/n

KoMnneKT perncTpaumoHHO
LOKYMeHTauunm
(perncrtpaumnoHHoe
YLOCTOBEpPEHne
0T 27.04.2022 Ne dCP
2009/06498, CpoOK fencTBuUSA He
OorpaHunyeH)

O6pasLbl BbISBNEHHON0 MeANLNHCKOI0

n3penns

KnnHuKo-nabopaTopHbIle UCMbITaHUSA
(B cooTBeTCTBUM C TpeboBaHUsMN TY 9443-004-78939528-2009 n TOCT P NCO 15197-2015)

OLeHKY pe3y/ibTaToB MPOBOAUN
nyTem COMoCTaBNEHNUA
3KCMepuMeHTaNlbHbIX  JaHHbIX,
NoNlyYyeHHbIX MpPU NPOBELEHUN
KNMHUYECKUX  WUCMbITaHU, ¢
JaHHBIMW O TOYHOCTU CUCTEMBI,
npeacTaBneHHbIMU
npoun3BoamnTesem "
TpeboBaHuamm IOCT P UCO
15197-2015.
Kputepuii
TOYHOCTMU CUCTEMBI:
A)  95% N3MEPEHHBLIX  C
nomMoLybto NCNbITbIBAEMOWA
CUCTEMbl 3HAYEHWIA  T/IHOKO3bI
L0O/MKHBI HAXOANTLCA B Npejeniax
+ 0,83 MMO/Ib/N OT N3MEPEHHbIX
Nno peepeHTHON  MeTofuKe
3HaYeHW nNpu  KOHUEHTpayuu
rnokKosbl <5,55 mMmone/n nnn B
npegenax + 15% npu
KOHLEeHTpaumMn rawkossl > 5,55
MMOb/N.

B) 99% WHANBNAYANBHBIX
N3MEPEHHbIX 3HAYEHWI AO/DKHbI
HaxoanTbCcA BHYTpPY 30H A 1 B
CornacoBaHHOW CeTKM OLMNOOK
ana gpnabeta 1Tumna.

npuemaemon

PesynbTathl OLEHKMN TOYHOCTU ansa
KOHUeHTpauum rakossl <5,55 mMmosnbs/n
B
Cepus B npegen B
TecT- npegenax ax npegenax
nosnoco +0,28 +0,56 +0,83
K MMONb/N MMoOnb/ MMO/b/N
n
oy T3 B 2w
0, 0,
(206%) 4410, (618%)
P63yf|bTaTbI OLEHKMH TOYHOCTHU ana
Cepus B B B
TecT- npegena npegenax  npefenax
nonocok x+*5% + 10% + 15%
25 m3 381366 49”366
847 66 (57.6%) (74.2%)
37.9%
Pe3yanaTb| OLEeHKMH TOYHOCTH ona
KOHUEHTpauumM  r1KO3bl  KOHLUEeHTpauuu

YPOBHSA rNOKO3bl 0T 4,44 no 11,10 mMonb/n

B npegenax 0,83 mmonb/n nnu B
npegenax £15 % (B npegenax+15mr/an

unun B npegenax +15%)

70 vi3 100 (70.0%)



PesynbTathl N3MepeHni K/IMHWYECKOro
matepuana, nMONYYEHHble C TMPUMEHEHUEM
meguunHckoro msgenna «TECT-NMOTOCKUN
CATENNUT 3KCIIPECC pna onpegeneHuns
YPOBHA TNIIOKO3bl B KPOBU Mcnonb3yoTcs B

cocTaBe MeLWNLMHCKOr0o n3genus
«3mepnTenb KOHLEHTpauuu T[NOKO3bl B
KpoBM NopTaTUBHbIN c NOJIOCKOW
3M1EKTPOXMMMNYECKON O[HOKPaTHOrO

NnpUMeHeHUa MKr-03 «CATENANT
OKCIPECC», no TY 9443-004-78939528-
2009», Homep cepuu nonocok: 847, parta
nsrotosneHnsa: 09.04.2024, cpokK rogHOCTHK:
09.10.2025, Not: 636, npoussoactea OOO
"KomnaHuga "3SJ/ITA", Poccus:

1) To4yHOCTb AN 34 n3MepeHunii
KOHLUEHTpauum raKo3bl, Haxoadwmxca B
AvanasoHe >4,44-6,66 MMmonb/n cocTaBuna
61,8%. Ons 66 un3MepeHWii KOHLEHTpaLum
rNOKO3bl B AnanasoHe >6,66-11,10 mmonb/n
TOYHOCTb cocTaBuna 74,2%. O6uLas TOYHOCTb
ana 100 u3MepeHWA € KOHLeHTpaLuei
rNKO3bl B AmanasoH ot 4,44 mmonbs/n Ao
11,10 mmonb/n coctaBuna 70,09, 4yTO He
COOTBETCTBYIOT KPUTEPUSAM MPUEMIEMOCTHU
rocT P nco 15197-2015 n
XapakTepucTukam 3a9BNEHHbIM
Npon3BOANTENEM: 95% N3MepeHHbIX
3HAYeHU TNHOKO3bl LOMXKHbI HaxXOAUTLCA B
npegenax =+ 0,83 wmmons/n (15 wmr/an)
cpefHero N3MepeHHbIX 3HaYeHnn
pethepeHTHOW MEeTOANKOM BbIMO/THEHUA
N3MepeHns Mpu KOHUeHTpauuu rnwkKosbl <
5,55 mmonb/n (< 100 mr/gn) nnm B npegenax
15% npu KOHLEHTpauun rawkossl > 5,55
mmMons/n (> 100 mr/an)



