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Poccuiickoii depepayum
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H aNe oT

r n OpraHam ynpasneHus
O HeZ06POKAYECTBEHHOM 3PaBOOXPaHEHNEM Cy6'beKTOB
MEANLIHCKOM M3aenn Poccuitckoin defepaumn

opraHoB Poe3/paBHa/i30pa

MeauLMHCKM opraHu3aLmsm

defiepasibHan ciyxoba no Haasopy B ciepe 34paBOOXPaHEHMS HA OCHOBAHWU
oTpuuaTensHOro 3aknoveHns Prey «BHUMMT» PoesapaBHadsopa coo6L@eT o
BbISiBIEHUM TepputopuasibHbIM - opraHoMm PoesfpaBHag3opa no r. Mockee W
MOoCKOBCKOW 06/1aCTV B 06paLleHn He106poKavyeCTBEHHOro MeAULMHCKOIO U3Aenms:

«3MepuTeNlb  KOHLIEHTPaUMM T/H0KO3bl B KPOBW MOPTATMBHLIA C MOJIOCKOM
ANEKTPOXMMMYECKO  OAHOKpaTHOro  npumeHeHuns  MKIM-03  «CATE/UIAT
SKCIMPECC», MKIr-03 «CATENNUT 3KCMNPECC MWHW» no TY 9443-004-
78939528-2009», TecT-nonockn ana raokomMetpa CarennMt® 3akcnpecc», NapTus:
331, ncnonb3osatb Ao 12.08.2025, nponssogctea OO0 "KomnaHua "S/TA", Poccus,
perucTpaumoHHoe ygoctoeepeHne o1 27.04.2022 Ne ®CP 2009/06498 (cm.
NPUNOXeHWe), NPeACTaBNAOLLErO Yrpo3y NpUUYNHEHNS Bpeaa 340P0BbIO FpaXkaaH npu
ero npMMeHeHuu.

CybbekTaM 0bpalleHns MeAUUMHCKMX W3LeNniA  npefnaraeTcad  NpoBecTu
MPOBEPKY HaMuMag B 0OpalleHUM YKa3aHHOro  MeAVUMHCKOro  u3fenvs, B
YCTaHOB/IEHHOM MOPSAKE MPOBECTU MEeponpuATMA MO  MPeAOTBPALLEHNO  ero
ob6patLeHuns, 0 pe3ynbTarax MPOUH(OPMUPOBATH COOTBETCTBYHOLLWI
TeppuTopUabHbIA opraH PoesapaBHaza3opa.

TeppuTOopra/ibHbIM - OpraHam PoesfgpaBHajs3opa MPOBECTU  MeponpuaTus B
COOTBETCTBMM C [ECTBYHOLLMM 3aKOHOLATEIbCTBOM Poccuiickoin degepaupn.

3a HapyLleHns B chepe obpalleHVsi MeaUUMHCKUX U34ennid npefycMOoTpeHa
aAMVHUCTpaTMBHaA OTBETCTBEHHOCTb COr/lacCHO CcTatbaM 6.28 1 6.33 Kopekca
Poccuiickoin defepaupyy 06 a4MUHUCTPATMBHBLIX MPaBOHAPYLLEHWNAX, YCTaHOB/EHA

Yro/10BHas OTBETCTBEHHOCTb COTIACHO CTaThbe 238.1 YT0M0BHOro Kofekca Poccuinckoim
®epepaumn.

MpunoxeHne: Tabnmua COMOCTAaBNEHWS MAapamMeTPOB W XapaKTepUCTUK,
YKa3aHHbIX B KOMM/EKTE PErMcTpaLMoHHOA AOKYMeHTauuK, C napameTpamMu U
XapaKTePUCTVKaMI 06pa3LiOB BbISIBIEHHOTO MEeAVLIMHCKOTO M3aenmsa Ha 2 1. B 1 3Ka.

A.B. Camoiinosa
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MpunoxeHve K NucsMy PocsgpasHaasopa

ne O'TIN-todrb .

Tabnuua conocTaBeHNs NapaMeTPoB U XapaKTePUCTHK, YKa3aHHbIX B KOMM/IEKTe
PErnCTPALMOHHON OKYMEHTALWMK, C NapaMeTpamm 1 XapaKTepuCTKaMi 06pasLIoB
BbISIBNEHHOT0 MeAVLIMHCKOTO M3aenus

CpaBHuBaeMble
cBefeHus/napave
Tpbl

lMokasaHua
rnoKoMeTpa
Cartennut
JKenpecc
cunTaroTca
TOYHbIMW, ecnu
OHW OT/NINYatTCH
0T pe3y/nbTara,
NOSlYYEHHOr0 Ha
3TaNOHHOM
nabopaTopHOM
aHanmsaTtope u3
LenbHOM
KanunasipHoi
KpoBu (13 manbua),
B npegenax £15 %
ONS pe3ynbTaToB
6onee 5,5 mmonb/n
nnn 0,83 mmons/n
NS pesynibTaTtoB
MeHee 5,5 Mmmonb/n

KomnneKT perncrpaumoHHomn
LOKYMeHTaumm
(perncrpaunoHHoe
Y[OCTOBEpPeHne
0T 27.04.2022 Ne PCP
2009/06498, cpoK feincTBUSA He
OorpaHunyeH)

O6pasLbl BbISIBNEHHOI0 MeNLUHCKOIO
n3nenuns

KnnHnkKo-nabopaTopHble UCMbITaHUS
(B cooTBeTCTBUM C TpeboBaHUAMN TY 9443-004-78939528-2009 n TOCT P NCO 15197-2015)

OueHKy pe3ynbTaToB NPOBOAUM
nytem COMOCTaB/EHNA
3KCNEPUMEHTA/bHbIX  AaHHbIX,
NONYy4YeHHbIX MpU NPOBEAEHUN
KNMHUYECKUX  UCMbITAHURA, C
JaHHBIMU O TOYHOCTU CUCTEMBbI,
npeacTaBNeHHbIMU
nNpou3BOAUTENEM 7
TpeboBaHnamm FOCT P UCO
15197-2015.
Kputepuii
TOYHOCTU CUCTEMBI:
A) 95% N3MEPEHHbIX  C
NMOMOLL b0 NCNbITbIBAEMOWA
CUCTEMbl 3HAYEHWIA  TNIHOKO3bI
[0O/MKHbI HAXOAUTLCA B Npefenax
+ 0,83 MMOnb/N OT M3MEPEHHbBIX
No pedepeHTHON  MeToAMKe
3HAYeHWn Npu  KOHUEHTpayuu
rNoKo3bl <5,55 mmons/n nnm B
npegenax + . 15% npu
KOHUEHTpaunn rawkossl >5,55
MMONb/N.

B) 99% NHANBUAYANTbHBIX
N3MEPEeHHbIX 3HAYEHWI AO/KHbI
HaxoAnTbCcA BHYTpY 30H A 1 B
CornacoBaHHOl CeTKM OLWNBOK
ana anabeta 1Tumna.

npuemnemo

PesynbTathl OLEHKN TOYHOCTU ans
KOHLUeHTpauum rnkosbl <5,55 mmons/n
B
Cepns B npegen B
npegenax ax npegenax
rect- +0,28  +0,56 +0,83
MOJZTI0COK
MMOb/ N MMOSb/ MMOb/ N
n
vy A2 122”3 18 3 32
59 56,2%0
125% 606 O
PesynbTathl OLEHKM TOYHOCTU ans
Cepust B B B
TecT- npegena npefgenax  npegenax
Mo/10COK x * 5% + 10% + 15%
- 1%;3"3 21 1368 331368
30.9% 48.5%
17.6%
Pe3ynbTathl OLEHKMN TOYHOCTU ans
KOHLUeHTpauum rNOKO3bI KOHLeHTpauum

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

B npegenax £0,83 mmonb/n unn B
npegenax £15 % (B npegenax+15mr/gn
unu B npegenax +15%)

51 w3 100 (51.0%)



PesynbTathbl OLLeHKM TOYHOCTH ans
KOHUeHTpaunnm  rNKo3bl  KOHLUEHTpauun
YPOBHSA rNM0KO3bl 0T 4,44 10 11,10 mmonb/n

B npepenax +0,83 mmonb/n mnm B npegenax
+15 %

(B npegenax 15 mr/on nnu B npefenax £15%)
51 13 100 (51,0%)

PesynbTathl n3mepeHunii K/IMHUYECKOT0
matepuana, nMOJIyYeHHble C MPUMEHEHUEM
meguumHckoro msgenus «TECT-NMOJTOCKN
CATENNWT 3KCIIPECC pna onpegeneHuns
YPOBHS TH0KO3bl B KpOBU MVCMonb3yoTca B

cocTaBe MeANLUHCKOro n3genuns
«/3mepuTenb  KOHUEHTpauumn rKo3bl B
KpOBMU NopTaTUBHbI c NMON0OCKO
3NEKTPOXMMUYECKO OZHOKpaTHOro

NPUMeHeHNs MKr-03 «CATENNNT
OKCMPECC», no TY 9443-004-78939528-
2009», Homep cepunm nonocok: 331, pata
n3srotosneHnsa: 12.02.2024, cpok rofHoCTH:
12.08.2025, Nlot: 550, npowmussoactea OOO
"KomnaHuga "9SJ/1ITA", Poccus:

1)  TouHoCTb ans 32 N3MepeHuni
KOHUEHTpauum raKo3bl, Haxoaawmxca B
Anana3oH >4,44-6,66 MMmOnb/n  cocTaBuna
56,2%. [Ona 68 n3MepeHMil KOHLEeHTpauuu
rNIOKO3bl B AManasoHe >6,66-11,10 mmonb/n
TOYHOCTb cocTaBuna 48,5%. O6LLasn TOYHOCTb
ans 100 um3mepeHWii C  KOHUeHTpauuen
rNOKO3bl B AuanasoH oT 4,44 mMonb/n Ao
11,10 mmonb/n coctaBuna 51,0%, uto He
COOTBETCTBYIOT KPUTEPUAM NPUEMIEMOCTU
rocT P nco 15197-2015 n
XapakTepucTuKam 3asB/IEHHbIM
npou3sonTenem: 95% N3MEPEHHbIX
3HAYeHWI TNHOKO3bl [LO/MKHbI HAXO4UTLCA B
npegenax + 0,83 wmmone/n (15 wmr/an)
CpefHero N3MepeHHbIX 3HaYeHnn
pethepeHTHOM MeTOLNKOW BbLUO/IHEHUSA
M3MEPEHUS NPU KOHLEHTpauun rAKOo3bl <
5,55 mmonb/n (< 100 mr/gn) nnm B npegenax
15% npu KOHLEHTpauun rawkKossl > 5,55
mmMons/n (> 100 mr/an)




