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MMWHNCTEPCTBO 34paBoO0OXpaHeHns r
Poccuiickoin deaepauunm
PENEPANBbHAA CNYXBA MO HAA3OPY
B COEPE 3[PABOOXPAHEHUSA CybbekTam 06paLLI,EH§
(POC3APABHA/L3OP) MeANLUMHCKNX N30ennn
PYKOBOAWNTE/Nb
CnassiHckas nn. 4, cTp. 1, Mocksa, 109012 PyKOBO,EI,I/ITenﬂM TeppI/ITOpl/laﬂbeIX
TenedoH: (499) 578 02 20; (499) 578 06 70; (495) 698 45 38 OopraHoB Poes [1paBHaA30pa
www.roszdravnadzor.gov.ru
O L 0ejjlIs * -- MeaVUMHCKUM OpraH/3aLmam
Ha Ne oT
r OpraHam ynpasneHus
O Hel06pPOKaYECTBEHHOM 3paBOOXpaHEHNEM Cy6'beKTOB
MEANLIMHCKOM n3Aen Poccuiickoi CDe,qepau,Ml/l

PefepanbHas ciyx6a No Hag3opy B cepe 34paBOOXPAHEHMS HA OCHOBAHUU
oTpuuaTenbHOro 3akntodeHns Prey «BHUANMT» Poe3gpaBHaa3opa COOOLLIAET O
BbISBNEHUM TepputopuasibHbIM - opraHom Poe3fpaBHaz3opa no r. Mockee W
MOCKOBCKOI 06/1aCTK B 06paLLeHn He06POKa4eCTBEHHOIO MeANLIMHCKOIO N3MeNus:

«3MepuTesib KOHLEHTPaUMN TNHOKO3bl B KPOBM MOPTATWBHLIA C MOJIOCKOM
ANEKTPOXMMMYECKO  OAHOKpaTHOro  npuMeHeHus TKI-03  «CATEJUIAT
AKCIPECC», TKIr-03 «CATE/UINT 3KCIMPECC MWHW» no TY 9443-004-
78939528-2009», TecT-nonockn ana rnaokometpa CateniMt® 3sKcnpecc», Naptus:
334, ncnons3osatb Ao 15.08.2025, nponssoactea OO0 "KomnaHua "IJTTA", Poccus,
perucTpaumoHHoe ypoctosepeHne ot 27.04.2022 Ne &CP  2009/06498 (cwm.
NPUIOXeHWe), NPeACTaBNAIOLLEro Yrpo3y NpUUYNHEHNS BpPeaa 340P0OBLI0 rpaxkaaH npu
ero NPUMeHeHuK.

CybbekTaM 0bpalleHns MegUUMHCKMX W3LeNIiA - npefnaraeTcd  NpoBecTu
MPOBEPKY HaMuMa B OOpaleHUM YKa3aHHOro  MeAMUMHCKOro  u3fenvs, B
YCTaHOB/IeHHOM TOpPsAAKe MPOBECTM  MepornpuaTis MO MPefoTBPaLLEHUIO  ero
obpalLLieHus, 0 pe3ynbTarax MPOUH(OPMUPOBATH COOTBETCTBYIOLLWI
TeppuTopUasbHbIA opraH PoesapaBHaza30pa.

TeppuTopuaibHbIM - OpraHam Poe3gpaBHaf3opa MPOBECTM MeponpuaTus B
COOTBETCTBMM C [AENCTBYHOLLMM 3aKOHOAATENLCTBOM Poccuiickoin defepaupn.

3a HapyLleHus B chepe ObpalLeHVs MeAULMHCKUX U3LeNniA npefycMOoTpeHa
aAMVHUCTpaTMBHaA OTBETCTBEHHOCTb COrflacHo cratbaM 6.28 M 6.33 Kopekca
Poccuiickoi depepaupm 06 a4MUHUCTPATMBHBIX MPaBOHAPYLUEHWSAX, YCTaHOB/EHA

Yro/I0BHas OTBETCTBEHHOCTb COr/IacHO cTaThbe 238.1 YT00BHOIo Kofekca Poccuinckoi
depepaupn.

MpunoxeHne: Tabnuua COMOCTAaBNEHUS MAapaMeTPOB W XapaKTePUCTUK,
YKa3aHHbIX B KOMM/EKTe PErucTPauyoOHHON AOKYMeHTauuW, C napameTpamMmn U

A.B. Camoiinosa
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MpunoxeHre K nucbMy Poc3apaBHaa3opa

Ne OWI-MOL KN~

Tabnuua conocTae/eHMs NapaMeTPoB 1 XapakKTePUCTUK, YKa3aHHbIX B KOMM/IEKTE
PerncTpaLnoHHoOl AOKYMeHTaLUuK, ¢ NapaMeTpaMi 1 XapaKTepucTUKamm 06pasLioB
BbISIBIEHHOTO MEeAVLIMHCKOrO M3aenms

CpaBHMBaeMble
cBefeHusA/napame
Tpbl

lMokasaHus
rnoKomMeTpa
Cartennut
JKcnpecc
cumTalTcs
TOYHbBLIMW, ecnu
OHW OT/NINYaKTCA
OT pe3y/nbTaTa,
MOJTYYEHHOr0 Ha
3TaNOHHOM
nabopaTtopHoOM
aHanmsaTtope u3
LenbHOW
KanunnsipHow
KpoBu (M3 nanbua),
B npegenax +15 %
ONS pe3ynibTaToB
6onee 5,5 mmonb/n
nnn £0,83 mmonb/n
ANd pe3ynbTaToB
MeHee 5,5 mmonb/n

KomnnekT perncrpaymoHHomn
JOKYMeHTaumm
(perucTtpaumoHHoe
yLOCTOBepeHue
0T 27.04.2022 Ne ®CP
2009/06498, cpoK fecTBUA He
OorpaHunyeH)

O6pasLbl BbISIBNEHHOI0 MeANLWNHCKOr0
n3genms

KnnHnko-nabopaTtopHble UCMbITaHUSA
(B cooTBETCTBUMK C TpeboBaHNAMU TY 9443-004-78939528-2009 u TOCT P NCO 15197-2015)

OueHKy pe3ynbTaToB NPOBOANIN
nyTem conocTasneHns
3KCMepUMeHTaNbHbIX  AAaHHbIX,
NONy4YeHHbIX MpU NPOBEAEHUN
KNMHWYECKUX  WUCMbITaHURA, ¢
JaHHBIMX O TOYHOCTW CUCTEMBI,
npeacTaBneHHbIMU
npou3BoauUTENEM "
TpebosaHnsmn FOCT P UCO
15197-2015.
Kputepuii
TOYHOCTU CUCTEMbI:
A)  95% N3MEPEHHbIX  C
MOMOLL b0 NCNbITbIBAEMOWA
CUCTEMbl  3HAYEHWI  TIOKO3bI
[O/MKHbI HAXOANTLCA B Npefenax
+ 0,83 MMONbL/N1 OT M3MEPEHHbBIX
no pedepeHTHOW  MeToAMKe
3HaYeHWI i NpU  KOHLeHTpauum
rNoKo3bl < 5,55 mmons/n nnn B
npegenax + 15% npu
KOHLEeHTpauun rawkKosbl > 555
MMOJb/1.

B) 99% NHANBUAYANTbHBIX
N3MEPEeHHbIX 3HAYEHWI AO/DKHbI
HaxoauTbCA BHYTPY 30H A 1 B
CornacoBaHHOW CeTKM OLMNOOK
Ana amabeta 1Tmna.

npuemaemon

PesynbTathl OLEHKMN TOYHOCTU ansa
KOHUeHTpauum rnkossl <5,55 mmonb/n
B
Cepus B npegen B
npegenax ax npegenax
rect +0,28  +0,56 +0,83
NoM0COK
MMONb/N MMOnb/ MMOSb/N
n
- 14 u3 32 232"'3 28 u3 32
.89 87,5%
(43.8%) (71.9% ( 0)
PesynbTathl OLEHKM TOYHOCTYU ansa
B
Cepus B B
npegen
TecT- npegena  npegenax ax +
MosiIocoK x £ 5% + 10% 15%
soq 18368 29u368 43&;3
o) o)
(26.5%) (42.7%) (63.2%
Pe3yanaTb| OLEeHKMN TOYHOCTHU ona
KOHUEHTpauuM  rAKO3bl  KOHLUEHTpauuu

YPOBHSA INOKO3bl 0T 4,44 no 11,10 mmonb/n

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

71 13 100 (71.0%)



PesynbTathl n3mepeHuni K/IMHUYECKOTro
marepuana, MnoJyYeHHble C TMPUMEHEHUEM
meguumHckoro msgenna «TECT-MOJTOCKNA
CATENNUT 3KCIIPECC pna onpegeneHus
YPOBHS T/1I0KO3bl B KPOBU MCMnonib3yoTca B

cocTaBe MeLMNLMHCKOr0o n3genns
«3mepuTeNb  KOHUEHTpauuu TNOKO3bl B
KpoBMU NOpPTaTUBHbIN NoNoCKOMN*
3NEKTPOXUMMNYECKO O[JHOKpaTHOro

NpuUMeHeHns MKr-03 «CATENNNT
OKCIPECC», MKr-03 «CATENNNT
3KCMPECC MWHW» no TY 9443-004-
78939528-2009», Homep cepum nosocok: 334,
Jata  M3roTOBJIeHUA: 15.02.2024, cpok
ro4HOCTM: 15.08.2025, Nor: 556.
npoussoactea OOO "KomnaHusa "I/TA",
Poccus:

1)  TouHoCTb  Ans 32 N3MepeHnin
KOHLEeHTpauum raoKo3bl, HaxoAalwmxca B
Anana3oH >4,44-6,66 MMONb/N  cocTaBuna
87,5%. [Ons 68 W3MepeHWA KOHLEHTpaLmu
rNOKO3bl B AnanasoHe >6,66-11,10 mmonb/n
TOYHOCTb cocTaBuna 63,2%. O6LLad TOYHOCTb
ans 100 un3MepeHUid C  KOHLEHTpauuen
rNOKo3bl B AnanasoH oT 4,44 mmons/n Ao
11,10 mmonb/n coctaBuna 71,0%, 4TOo He
COOTBETCTBYIOT KPUTEPUAM NPUEMIIEMOCTH
FoCT P nCco 15197-2015 n
XapakTepucTukam 3a9BNEHHbIM
NpPON3BOAUTENEM: 9%5®/o N3MepeHHbIX
3HAYeHU TNHKO3bl LO/MKHbI HAaXOAUTbLCA B
npegenax = 0,83 wmMmone/n  (x15 wmr/an)
cpegHero N3MEPEHHbIX 3HaYeHunn
petepeHTHOM MEeTOAUNKOM BbIMO/THEHUS
N3MEepPeHNs Mpu KOHLUEHTpauuu rNoKo3bl <
5,55 mmonb/n (< 100 mr/gn) unu B npegenax +
15% npun KOHUEeHTpauumnm rnwKosbl > 555
mmone/n (> 100 mr/an).



