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MeaVLUVHCKMM opraHu3aulmam

Ha Ne oT

OpraHam ynpasneHus
A O HeloGpPOKaYeCTBEHHOM 34PpaBOOXPaHEHNEM Cy6'beKTOB
MEANLIMHCKOM Msaenin Poccuiickoit Pegepaumn

defepanbHad cnyxxba Mo Hag3opy B ciepe 34paBOOXPaHEHMSt HA OCHOBAHWU
OTpULATENBHOMO 3aKMoyeHns PIrbyY «BHUUNMT» Poc3apaBHad3opa coobLaeT o
BbISiBfIEHWN TepputopuasibHbIM  OpraHoM Poc3gpaBHagsopa no . Mockse U
MoCKOBCKOW 06/1acTV B 06paLleHnI Hel06poKa4eCTBEHHOro MeAVLMHCKOIO U3AeNns:

«3MepuTeNlb  KOHLEHTPaUMM TNHOKO3bl B KPOBM MOPTATWBHLIA C MOJIOCKOM
ANEKTPOXMMNYECKON  OAHOKpaTHOro  npumeHeHns  MKI-03  «CATE/UIAT
SKCIMPECC», TIKIr-03 «CATENAUT 3KCMNPECC MWHW» no TY 9443-004-
78939528-2009», TecT-nonockn ana raokometpa CartenMt® 3KCnpece», naptus:
841, ncnons3osatb Ao 05.10.2025, nponssoactea OO0 "KomnaHua "SJTTA", Poccus,
PerucTpaumoHHoe ygoctoeepeHne o1 27.04.2022 Ne ®CP 2009/06498 (cm.
NPUNOXeHWe), NPeACTaBAIOLLEr0 Yrpo3y NPUUYNHEHNS BPeaa 340P0BLI0 rpaXkaaH npu
ero npMMeHeHuK.

Cyb6bektam obpalleHNs MegUUMHCKMX  W3LeNviA - npefnaraeTcs MpoBecTu
MPOBEPKY HaMuMg B 0OpalleHUM YKa3aHHOro  MeAMLMHCKOrO  U3Lenns, B
YCTaHOB/IEHHOM MOPsiAKE MPOBECTM MeponpuAaTUA MO MPefOTBPALLEHUIO  ero
obpalLLieHus, 0 pe3ynbTarax MPOMH(OPMMPOBATL COOTBETCTBYHOLLI
TeppuUTOpUabHbIA opraH Poc3gpaBHaza30pa.

TeppuTopua/ibHbIM - OpraHam Poc3gpaBHaf3opa MPOBECTU MeponpuaTus B
COOTBETCTBMM C [ECTBYHOLLMM 3aKOHOLATEeIbCTBOM Poccuiickoin defepaupn.

3a HapyLueHusi B cthepe obpalLeHVs MeaULMHCKUX U3L4eNnniA npefycMOoTpeHa
aAMVHUCTPaTNBHas OTBETCTBEHHOCTb COrfacHO crtatbaM 6.28 M 6.33 Kopgekca
Poccuiickoin ®egepaunn 06 afMUHUCTPATUBHLIX MPABOHAPYLLEHUAX, YCTaHOB/EHa

Yro/0BHas OTBETCTBEHHOCTb COMIaCHO cTaTbe 238.1 YT0/10BHOI0 Kofekca Poccuiickoi
depepaumn.

MpunoxeHne: Tabnuua COMOCTaBMEHUS MapamMeTpPoOB W XapaKTePUCTUK,
YKa3aHHbIX B KOMM/EKTe PErucTpaUyoOHHON AOKYMEHTauuK, C napameTpamMu U
XapaKTepPUCTKaMU 00Pa3LIOB BbISIBNEHHOIO MeAMLIMHCKOTO M3aenvs Ha 2 1. B 1 3K3.

A.B. Camoiinosa
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[NMpnnoxeHve K nucbmy Poc3gpaBHaa3opa

% OLU -PHOB/AM

Tabnuua conocTaBeHNs NapaMeTPoB U XapaKTePUCTYK, YKa3aHHbIX B KOMMJIEKTe
PErMcTPaLMOHHON AOKYMEHTALMK, C NapaMeTpamm 1 XapaKTepuCcTKaMn 06pa3LioB
BbISIBIEHHOTO MEeVLIMHCKOro U3aenis

CpaBHMBaeMble
cBefeHusA/napame
Tpbl

MokasaHuns
rnoKomMeTpa
Carennut
OkKenpeec
cunTaroTen
TOYHbIMW, ecnu
OHW OTNNYaKTCA
0T pe3y/nbTara,
MONYYEHHOr0 Ha
3TaNOHHOM
nabopatopHoOM
aHanusartope u3
LenbHOW
KanunnsipHou
KpoBu (M3 nanbua),
B npegenax +15 %
ONS pe3ynbTaToB
6onee 5,5 mmonb/n
nnu 0,83 mmons/n
AN pe3ynbTaToB
MeHee 5,5 mmons/n

KomnnekT perncrpaunoHHom
LOKYMeHTaummn
(pervctpaumoHHoe
y[0CTOBepeHue
0T 27.04.2022 Ne dCP
2009/06498, CpOK feiCcTBUA He
orpaHunyeH)

O6pasLbl BbISIBNEHHOI0 MeANLNHCKOr0
n3penns

KnnHnKo-nabopaTopHble UCMbITaHUS
(B cooTBeTCTBUK C TpeboBaHUAMMK TY 9443-004-78939528-2009 n TOCT P NCO 15197-2015)

OueHKy pe3ynbTaToB NPOBOANN
nytem conocTaBneHus
3KCNEPUMEHTA/bHbIX  AaHHbIX,
NOMy4YeHHbIX MpPU NPOBEAEHUN
KNMHUYECKUX  WUCMbITaHU, ¢
JaHHbIMU O TOYHOCTU CUCTEMBbI,
npeacTaBNeHHbIMU
npon3BoauTENEM 7
TpeboBaHusmm FOCT P UCO
15197-2015.
Kputepuii
TOYHOCTU CUCTEMBI;
A)  95% N3MEPEHHLIX  C
NOMOLLbLO NCNbITbIBAEMOWA
CUCTEMbl  3HAYEHWI  T/IHOKO3bI
LO/DKHBI HAXO4UTLCA B Npefenax
+ 0,83 MMONbL/N OT N3MEpPEHHbIX
no pedepeHTHON  MeToamnKe
3HaYeHWii Npu  KOHUEHTpayuu
rnoKo3bl <5,55 Mmonb/n nnn B
npegenax + 15% npu
KOHUEHTpaumn rawkKosbl > 5,55
MMOJb/N.

B) 99% NHAMBUAYANTbHbIX
N3MEPEHHbIX 3HAYEHWI AO/KHbI
HaxoAnTbCA BHYTpU 30H A 1 B
CornacoBaHHOM CeTKM OWMOOK
ana anabeta 1Tuna.

npuemaemon

Pe3yanaTb| OLEHKM TOYHOCTMH ana
KOHLUeHTpauumn rnokosbl <5,55 mmons/n
B
Cepus B npegen B
TecT- npegenax ax npegenax
rnosioco +0,28 +0,56 +0,83
K MMOSb/N MMOsb/ MMO/Ib/N
n
841 11336 8 m3 21 3 36
(28%) 36 (58,3%)
22.2%
Pe3yanaTb| OLEHKN TOYHOCTHU ana
Cepus B B B
TecT- npegena  npefenax npegenax
MosI0COK x £ 5% + 10% + 15%
841 13ms 27364 51l um3e4
64 (42.2%) (79.9%)
20.3%
Pe3yanaTb| OLEHKM TOYHOCTHU ans
KOHUEHTpauumM  rAKO3bl  KOHUeHTpauuu

YPOBHA IN0KO3bl 0T 4,44 1o 11,10 mmonb/n

B npegenax £0,83 mmonb/n uv B
npegenax =15 % (B npegenax+15mr/on
unu B npegenax £15%)

72 13 100 (72.0%)



PesynbTathl N3MepeHuni KMHUYECKOro
marepuana, MoJyYeHHble C NPUMEHEHUEM
meguumHckoro msgenna «TECT-MOJTOCKNA
CATENNUT 3KCIPECC pna onpegeneHuns
YPOBHS T/HOKO3bl B KPOBWU VICNOMb3ylOTCA B

cocTase MefWNLMHCKOro n3genus
«3mepuTenb KOHUEHTpauunm T[NOKO3bl B
KpoBM NOpPTaTUBHbIN

3NMEKTPOXMMUYECKON O[LHOKPATHOro

NnpUMeHeHUA MKr-03 «CATENNNT
3KCMPECCH», MKr-03 «CATENANT
3KCMPECC MWHW» no TY 9443-004-
78939528-2009», Homep cepun nonocok: 841,
jaTta  U3roToB/eHUA: 05.04.2024, CpoK
rogHoCTu: 05.10.2025, Nor: 626,
npoussoactea OOO "KomnaHua "I/TA",
Poccus:

1) TouHoCTb AN 36 N3MepeHuni
KOHLUEHTpauum raKo3bl, Haxogdalwmxca B
Anana3oH >4,44-6,66 MMmOnb/n  cocTaBuna
58,3%. [na 64 wn3MepeHMI KOHLeHTpauuu
rNOKO3bl B AnanasoHe >6,66-11,10 mmonb/n
TOYHOCTb cocTaBuna 79,7%. O6LLas TOYHOCTb
ans 100 wu3MepeHWid C  KOHUeHTpaumen
rNIKo3bl B Auana3oH oT 4,44 mmons/n Ao
11,10 mmonb/n coctaBuna 72,0%, uto He
COOTBETCTBYIOT KPUTEPUAM NPUEMIEMOCTH
rocT P nco 15197-2015 n
XapakTepucTnkam 3asB/IEHHbIM
NPon3BOAUTENEM: 95% N3MEPEHHbIX
3HAYeHW TNHOKO3bl A0MNXHbI HAaXOAUTLCA B
npegenax = 0,83 wmmone/n (15 wmr/an)
cpegHero N3MEPEHHbIX 3HaYeHunn
pehepeHTHON MeTOANKOM BbLUO/IHEHUNA
M3MEPEHUS NPU KOHLEHTpauumn rAKo3bl <
5,55 mmonb/n (< 100 mr/gn) unu B npegenax +
15% npu KOHLEHTpauun rawkosbl > 5,55
mmMons/n (> 100 mr/an)



