2632782
MWHNCTEPCTBO 34paBoOOXpPaHeHUs r M
Poccuiickoii ®efepaynm

PEAEPAJTBHAA CNYXBA MO HAA3OPY

B COEPE 3[PABOOXPAHEHUSA CybbekTam 06pa“—'.eHV|f|
(POC3APABHAL3OP) Melql/lU'MHCKMX I/I3,CI,€I'II/II/I
PYKOBOAOWTE/Nb
CnaBsiHcKas nn. 4, cTp. 1, Mocksa, 109012 PyKoBOAUTENAM TEPPUTOPUTbHBIX
T 5 S50 25 G R T 5 optaos PocsypasHafsopa
Q IK-SOil?,5 Melql/IU'VlHCKl/lM opraHmn3aunam
Ha Ne oT
r H OpraHam ynpas/neHus
0 He06pPOKAYECTBEHHOM 3paBOOXpaHEHNEM Cy6'beKTOB
MEANLMHCKOM napenun Poccuiickoit deaepaLim

defiepasibHasa cyxba no Hagsopy B cihepe 34paBOOXPaHEHMSt HA OCHOBAHWU
oTpuuaTenbHOro 3akntoueHns drey «BHUMNMT» Poc3apaBHag3opa coobuaeT o
BbISiBMIEHUM TepputopuasbHbIM - opraHoM  PocsgpaBHagsopa no . Mockse U
MOCKOBCKOI 06/1aCTK B 06paLLeHN Hel06POKa4eCTBEHHOIO MeANLIMHCKOrO U3Ae/us:

«3MepuTeNlb  KOHLEHTPaLMX TH0KO3bl B KPOBW MOPTATUBHLIA C MOSIOCKOM
ANEKTPOXMMNYECKOA  OAHOKpaTHOro  npumeHeHns  MKI-03  «CATE/UVIAT
SKCIPECC», TKIr-03 «CATENNUT 3KCIMPECC MIln» no TY 9443-004-
78939528-2009», TecT-nonockn ana rnokomMeTpa Catennvt® 3kcnpecce», napTus:
845, ncnons3osatb o 08.10.2025, nponssoactsa OO0 "KomnaHua "3JTTA", Poccus,
perucTpaumMoHHoe ypoctosepeHne ot 27.04.2022 Ne ®CP 2009/06498 (cwm.
NPUNOXeHWe), NPeACTaBAOLLEr0 Yrpo3y NpUUYNHEHNS BPeaa 340P0BLI0 rpaxkaaH npu
ero NpUMeHeHuw.

Cyb6bekTam 0bpalleHns MeAUUMHCKMX W3LeNviA - npefnaraeTcad  MpoBecTu
MPOBEPKY HaMuMa B 0OOpalleHWM YKa3aHHOro  MeAMUMHCKOro  U3fenus, B
YCTaHOB/IEHHOM MOPSIAKE MPOBECTU MEpOnpuATAA MO MPefOTBPALLEHNO  ero
obpalLLieHus, 0 pe3ynbTarax MPOUH(OPMUPOBATH COOTBETCTBYHOLLWI
TeppuUTopUabHbIA opraH PocsapaBHaza3opa.

TeppuTopra/ibHbIM - OpraHam Poc3gpaBHaj3opa MPOBECTM MeponpuAaTus B
COOTBETCTBMU C [ENCTBYHOLLMM 3aKOHOLATeIbCTBOM Poccuiickoin defepaupn.

3a HapyLleHns B chepe obpalleHUs MeaULUMHCKUX U3L4ennid npefycMoTpeHa
aOMVHUCTpaTMBHaA OTBETCTBEHHOCTb COrfacHo crtatbaM 6.28 1 6.33 Kopekca
Poccuiickon depepaupuyt 06 aAMUHUCTPATUBHLIX MPAaBOHaPYLLUEHUAX, YCTaHOB/EHa

Yro/I0BHas OTBETCTBEHHOCTb COT/IaCHO cTaTbe 238.1 YT0/10BHOro Kofekca Poccuinckonm
®epepaumn.

MppLuoxkeHve: Tabnuua COMOCTaBNEHUS MapamMeTpPoB U XapaKTepUCTUK,
YKa3aHHbIX B KOMM/IEKTe PErucTpaLMoHHOM AOKYMeHTaUuuKn, C napaMeTpamy U
XapaKTePUCTVKaMI 06pa3LiOB BbISIBNEHHOTO MEAMLIMHCKONO U:ANns Ha 2 /1. B 13Ka.

A.B. Camoiinosa


http://www.roszdravnadzor.gov.ru

MpunoxeHve K NcbMy Poc3apaBHaasopa

oT

No

0O1U-00Z23%G

Tabnuua conocTaeeHns NapaMeTPoB U XapaKTEPUCTHK, YKa3aHHbIX B KOMIJIEKTe
PErncTPaLyOHHON AOKYMEHTALMK, C NapaMeTpamm 1 XapaKTepucTKaMm 06pasLIoB
BbISIBNIEHHOTO MeANLIMHCKOro U3Aenis

CpaBHuBaeMble
cBefeHuA/napameTpsbl

[MokasaHusa
rniokometpa Catennmt
JKcnpeec eyntaroTes
TOYHbLIMW, ecnn oHun
0T/InYaKTCa oT
pe3ynbTaTa,
MONYYEHHOr 0 Ha
3TaNOHHOM
naéopatopHoOMm
aHanmsaTope u3
Lle/IbHON KanunnspHow
KpoBu (M3 nanbua), B
npegenax =15 % ana
pesynbTaToB 60nee 5,5
Mmonb/n nnm +0,83
MMONb/N Ans
pe3yfibTaToB MeHee 5,5
MMOJb/N

KomnneKT perncTpawumoHHO
LOKYMeHTaummn
(pernctpaumnoHHoe
y[0CTOBEPEHME
0T 27.04.2022 Ne dCP
2009/06498, CpoK AeicTBUA He
orpaHunyeH)

O6pa3subl BbISIBIEHHOI0
MeANLIMHCKOrO WU3aenuns

KnnHnkKo-nabopaTtopHble UCMbITaHUA
(B cooTBETCTBUMK C TpeboBaHNAMU TY 9443-004-78939528-2009 n FTOCT P NCO 15197-2015)

OueHKy pe3ynbTaToB NPOBOANN
nyTem conocTasneHus
3KCMepUMeHTaNbHbIX  AaHHbIX,
MOMIyYeHHbIX Npu MpoBefeHUU
KNMHUYECKUX  UCMbITAHURA, C
JaHHBIMW O TOYHOCTWU CUCTEMBI,
npeacTaBNeHHbIMM
npoun3BoamnTesem 7
TpebosaHnsmn FOCT P UCO
15197-2015.
KpuTtepnii
TOYHOCTU CUCTEMBbI;
A)  95% N3MEPEHHLIX  C
NMOMOLLbIO NCNbITbIBAEMOWA
CUCTEMbl  3HAYEHWW  [NHOKO3bI
LO/DKHBI HAX0AUTLCA B Npegenax
+ 0,83 MMONb/N OT U3MEPEHHbIX
no pedepeHTHOW  METOAUuKe
3HaYeHWi NpyU  KOHLeEeHTpauum
rNKo3bl <5,55 mmons/n nnn B
npegenax + 15% npu
KOHUEHTpaumn rawkossl >5,55
MMOSb/N.

B) 99% NHANBNAYANbHBIX
N3MEPEHHbIX 3HAYEHWUI LOMKHbI
HaxoAaMTbCA BHYTPM 30H A n B
CornacoBaHHOM CeTKM OLWNBOK
Ana gnabeta 1Tumna.

NpUeMemMoin

PesynbT

aThbl OLEHKN TOYHOCTH onsa

KOHUEHTpaumnmn rnkosbl <5,55 mmons/n

Cepua
TecT-
rosioco
K

845

PesynbT

B B B
npefenax npegena  npegena
+0,28 X X
' o +0,56 +0,83
MMOTIBINT von/n MvIOT/n
5334 12m334 20m334
(14,7%) (35,3%) (58,8%)
aThbl OLEHKMH TOYHOCTU ona

KOHUeHTpauum rakossl >5,55 mMmosnbs/n

Cepysa B B n plg,qe
TecT- npegena  npegena ax +
Monocok  x+5%  x+ 10% 15%
o 18/866 361366 L
(27,3%) (54,5%) 75.8%
Pe3ynbTaTbl  OLEHKM TOYHOCTU  ANd
KOHLUEHTpaunmn rnKo3bl KOHLEHTpauum
YpOBHA rNOKo3bl 0T 4,44 po 11,10
MMO/b/N

B npepenax £0,83 mmonb/n nnn B

npegenax £15 % (8
npegenax+15mr/gn nnu B
npegenax +15%)

70 n3 100 (70.0%0)



Pe3ynbTatbl WM3MEPEHUIA KINHUYECKOrO
martepuana, nosyvyeHHble ¢ MPUMEHEHNEM
MeLULNHCKOTO n3genus «TECT-
MONOCKWN CATENNNT 3KCIMPECC
ANna onpefeneHns 3(MOBHA T/1IIOKO3bl B
KpOBU Mcnonb3yroTca B CcOCTaBe
MeAULMHCKOTO u3gennsa «l3mepurenb
KOHUeHTpauum  rawKo3bl B KPOBWU
NoOpTaTUBHbIN c NoN0CKOMN*
3NEKTPOXMMUYECKON OLHOKpaTHOro
npumeHenna TMKIr-03 «CATENNNT
OKCIMPECC», TMKIr-03 «CATENNNT
QKCIMPECC MWHWM» no TY 9443-004-
78939528-2009», Homep cepunmn NOM0OCOK:
845, parta wmsrortosneHnda: 15.02.2024,
cpok rogHocTu: 08.10.2025, fMot: 631.
npon3BojcTBa 000 "KomMmnaHua
"INTA", Poccus:

1) TouHoCTb pAana 34  u3MepeHuin
KOHLEeHTpauum rnoKosbl, HAXo4ALIMXCA B
AnanasoHe >4,44-6,66 MMOb/N
coctaBuna 58,8%. [ns 66 u3MepeHWi
KOHLeHTpauum rfwKo3bl B AuanasoHe
>6,66-11,10 MMONb/N TOYHOCTb
coctaBunia 75,8%.

O6was To4YHoCTb Ans 100 m3mepeHuUin c
KOHLEHTpaunen rnokKosbl B gManasoH oT
4,44 wmmons/n  pgo 11,10 mmonb/n
coctasunia 70,0%, 4TO He COOTBETCTBYIOT
Kputepusam npuemnemoctn FOCT P NCO
15197-2015 n XapakTepucTmKam
3adB/ieHHbIM  npousBoguTenem:  95%
N3MepPeHHbIX 3HaYeHWN I IH0KO3bl AO/KHBI
HaxoauTbcs B npefenax £ 0,83 mmonb/n
(15 w™mr/pn) cpefHero U3MepeHHbIX
3HauYeHWin  pedepeHTHOW  MeTOAMKOW
BbIMOJIHEHUA Nn3mepeHuns npwu
KOHUEHTpaumn rnokossl < 5,55 Mmonb/n
(< 100 mr/gn) nnn B npegenax £15% npu
KOHLEeHTpaumu rawkossl > 555 Mmonbs/n
(> 100 mr/gn).



