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opraHoB Poc3apaBHa/j30pa

MeaVLVHCKMM opraHm3aulmam
Ha Ne ot
B OpraHam ynpasneHus
O Hefj06POKAYECTBEHHOM 3PaBOOXPaHEHNEM Cy6'bEKTOB
MEAVILMHCIOM W3genun Poccuiickoin ®egepaumm

defiepasibHaa ciy)ba no Haf3opy B cihepe 34paBOOXPaHEHMS HA OCHOBAHWM
oTpuuaTesnibHoro 3akoyeHnss Prey «BHUMNMT» Poc3apaBHai3opa COOOL@eT 0
BbISiBfIEHUN TepputopuasibHbIM  OpraHoM PocsgpaBHagsopa no r. Mockse U
MOCKOBCKOI 06/1aCTK B 06paLLeHN HeA0OPOKaYeCTBEHHOIO MEAULIMHCKOIO NU3aeNus:

«3mepuTeNb KOHLEHTpauuM TH0KO3bl B KPOBU MOPTATMBHBIA C MOOCKOM
ANEKTPOXMMNYECKOA  OAHOKpaTHOro  npumMeHeHns  MKIM-03  «CATE/UIAT
SKCIMPECC», TKIr-03 «CATENAUT 3KCMNPECC MWHW» no TY 9443-004-
78939528-2009», TecT-nonockn ana rnarokometpa CatenMt® 3KCnpecc», Naptus:
304, ncnone3osats Ao 12.08.2025, nponssoactea OO0 "KomnaHua "S/TTA", Poccus,
perucTpaumoHHoe ygoctoeepeHne ot 27.04.2022 Ne ®CP 2009/06498 (cwm.
MPUIOXeHWe), NPeACTaBAOLLEro Yrpo3y NPUUYNHEHNS Bpeaa 340POBLI0 rpaxkaaH npu
ero NPMMeHeHuN.

CybbekTaM 0bpalleHns MeAUUMHCKUX W3LeNviA - npefnaraeTcad  NpoBecTu
MPOBEPKY HaMuMd B  OOpalleHMM YKa3aHHOro  MeAMUMHCKOrO  U3fenns, B
YCTaHOB/IEHHOM MOPSAKe MPOBECTM  MEeponpuATUA MO  MPefOTBPALLEHNO  ero
obpalLLieHus, 0 pe3ynbTarax MPOUH(OPMUPOBATH COOTBETCTBYHOLLI
TeppuUTOpUabHbIA opraH Poc3apasHaza3opa.

TeppuTopra/ibHbIM - OpraHam Poc3gpaBHaj3opa MPOBECTM MeponpuaTus B
COOTBETCTBMU C [JeCTBYHOLLMM 3aKOHOAATEIbCTBOM Poccuiickoin deaepaumm.

3a HapyLueHns B chepe obpalleHUs MeaULMHCKUX U3L4eNniA npefycMOoTpeHa
aAMVHUCTpaTMBHaA OTBETCTBEHHOCTbL COrfacHo cratbaM 6.28 M 6.33 Kopgekca
Poccuitckoin depepauuyt 06 aAMMHUCTPATUBHBIX MPaBOHAPYLLEHUAX, YCTaHOB/eHa

Yro/I0BHas OTBETCTBEHHOCTb COMIACcHO cTaTbe 238.1 YT0M0BHOIo KoAekca POCCUnCKoM
Penepavmn.

MpunoxeHne: Tabnmua COMOCTAaBNEHWUS MapaMeTPOB W XapaKTepPUCTUK,
YKa3aHHbIX B KOMM/EKTe PErMcTpaLyoHHOA AOKYMeHTauuK, C napameTpamMu U
XapaKTepPUCTVKaMI 06pasL/0B BbISIBNEHHOTO MeAMLIMHCKOTO M3aenms Ha 2 1. B 1 3Ka.

A.B. CamoiinoBsa
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MPUIOXKeHME K NncbMy Poc3apaBHaa30pa
oT 08.0 9.2025 No

Ta6n|/|L|,a CONOCTaB/IEHNA NAaPaMETPOB N XapPaKTEPUCTUK, YKa3aHHbLIX B KOMIMIEKTE
peFI/ICTan,I/IOHHOI7I JOKYMEHTaLnK, C NMapaMeTpamMmn 1N XapaKTePUCTNKaMn O6pa3LI,OB
BbIAB/IEHHOI0 MEANLUMHCKOIO N34enna

CpaBHuBaemMble  KoMMeKT perncTpaunuoHHo O6pasLbl BbISIB/IEHHOr0 MeANLIMHCKOIO

eBefeHnsA/napame [LOKYMeHTaLumn nsgenus
Tpbl (peructpaumnoHHoe
y[0OCTOBEpPEHMe

0T 27.04.2022 Ne ®CP
2009/06498, cpoK AENCTBUSA HE
orpaHu4eH)
KnnHuko-nabopaTopHble NenbITaHUSA
(B cooTBeTCTBUK C TpeboBaHNAMMK TY 9443-004-78939528-2009 n TOCT P NCO 15197-2015)

MokasaHus OueHKY pe3ynbTaToB MPOBOAMN
rnroKomeTpa nyTem conoctaBneHns PesynbTarsl OLLeHKM TOYHOCTHU ans
Carennut 3KCNEPUMEHTa/IbHbIX  AaHHbIX, KOHLEHTpauuu raKosbl <555 Mmons/n
Jkcnpecc NOJIYYEHHbIX NPW MPOBELEHUN
cunTaroTca K/IMHUYECKUX  UCMNbITaHWA, ¢ B
TOYHbIMW, ecnv  JaHHLIMKU O TOYHOCTU CUCTEMBI, Cepua B Mpeaen B
OHW OTNNYAIOTCA  nNpeAcTaBleHHbIMY TecT- nﬁ%“;%ax +(?)ff>6 ng%gggax
OT pesynbTara, Mpoun3BoANTENEM 6 MOMOCOK \onb/n MMons/  MMOA/A
nonyyeHHoro Ha  Tpe6osaHuamu FOCT P UCO n
3Ta/lOHHOM 15197-2015. 2m334 233 28u3 34
nabopaTopHOM Kputepuii npMeMnemori 304 35,3% 34 82,3%
aHanmsaTope u3 TOYHOCTM CUCTEMBI: 67,7%
LleNIbHOM A)  95% N3MepeHHbIX ¢
KanunnsapHoii MOMOLLbO ncnbiTbiBaemoii  Pe3y/bTathl OLEHKM TOYHOCTK ans
KpoBu (M3 nasnblia), CUCTEMbl 3HAYEHWIA  TIHOKO3bI
B npefenax +15 %  fo/mKHbI HAXOAUTLCS B Npeaenax Cepus B B B
ANnAa pe3ynbTaToB + 0,83 MMONbL/N OT U3MEPEHHbIX TecT- npegena npegenax ngi,qfn
6onee 55 MMONb/I MO pe(epeHTHON  MeToamKe nomocok  x+5% £ 10% g
nnn 0,83 MMONL/N  3HaYEHWA NPU  KOHLUEHTpauumu 17 v3 40 3
[LNA pesynbLTaTos rNKo3bl <5,55 mMmons/n nnu B 304 66 32 M3066 66
MeHee 55 MMonb/n npegenax + 15% npu 25,8% 48,4% 60,6%
KOHLeHTpauun rawkosbl >5,55
MMOJIb/N. Pe3ynbTathl OLLeHKM TOYHOCTHK ans

B) 99% WHOMBUAYANIbHBIX KOHLEHTpauum  TrAKO3bl  KOHUEHTpauuu
M3MEPEHHbIX 3HAYEeHUW LO/KHbI  YPOBHA rNOKO3bl 0T 4,44 1o 11,10 mmons/n
HaxoAMTbCA BHYTpM 30H A n B

CornacoBaHHOW CeTKM OWMO0K

ans anabeta 1tmna. B npepenax 0,83 mmonb/n win B
npegenax +15 % (B npegenax+15mr/an
nnm B npegenax +15%)

68 13 100 (68.0%)



PesynbTathl OLEeHKU TOYHOCTHU ans
KOHUEHTpauum  rnlKo3bl  KOHLUEeHTpauuu
YPOBHSA IN0KO3bl OT 4,44 1o 11,10 Mmonb/n

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

(B npegenax =15 mr/an nnn B npegenax £15%)
68 n3 100 (68,0%)

PesynbTathl N3MepeHunii K/IMHUYECKOTro
matepuana, nMOJIyYeHHble C TMPUMEHEHUEM
meanumHckoro msgenua «TECT-NMOJTOCKUN
CATENNWT 3KCIIPECC pnsa onpefeneHns
YPOBHS T/1IIOKO3bl B KpoBM MCnonb3yoTca B

cocTaBe MeANLUHCKOrOo n3genns
«3mepuTenb KOHUEHTpauuu raoKosbl B
KpOBU NopTaTUBHbIN c No0CKOA
3NEKTPOXMMUYECKO OHOKpPaTHOro

NpuUMeHeHNs MKr-03 «CATENNNT
JOKCMPECC», no TY 9443-004-78939528-
2009», naptua: 304, pata Npou3BOACTBa He
yKa3aHo, wucnonb3osatb fo  30.07.2025,
npoussoactea OOO "KomnaHma "I/TA",
Poccus:

1) TOYHOCTb ans 34 N3MEpPEHNA
KOHLEHTpauum rnKo3bl, Haxoganwxca B
Anana3oH >4,44-6,66 MMOnb/N  cocTaBuna
82,3%. [Ona 66 u3MepeHMi KOHLEeHTpauuu
rNOKO3bl B AnanasoHe >6,66-11,10 mmonb/n
TOYHOCTb cocTaBuna 60,6%. O6was TOYHOCTb
ans 100 um3MepeHMid C  KOHLUeHTpauuen
rNOKo3bl B AuanasoH oT 4,44 mmons/n Ao
11,10 mmonb/n cocTtaBuna 68,0%, 4yTO He
COOTBETCTBYIOT KPUTEPUAM MPUEMIEMOCTH
roCT P nCco 15197-2015 n
XapaKTepucTmnKam 3asB/IEHHbIM
Npon3BOANTENEM: 95% N3MEPEHHbIX
3HAYeHUI TNOKO3bl LOMKHbI HAXOAUTHLCH B
npegenax = 0,83 wmmonb/n (15 wmr/gn)
cpepHero N3MepeHHbIX 3HaYeHnn
peepeHTHO MEeTOANKOM BbIMO/HEHUS
M3MEepPeHUs NpU KOHLEHTpauun TrAKo3bl <
5,55 mmonb/n (< 100 mr/an) nnu B npegenax +
15% npun KoHUeHTpauuu rnwKosbl > 555
mmons/n (> 100 mr/an).




