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MMUWHNCTEPCTBO 3paBoOXpPaHeH S r
Poccuiickoii depepaynm

PEAEPAJTIBHAA CNYXBA MO HAA3OPY

B COEPE 3JPABOOXPAHEHUSA Cy6bekTam 06pa“—'.eHV|f|
(POC3APABHA[30P) MEAMLMHCKVX N30
PYKOBOAWUTE/b
CnassHckas H. 4, cTp. 1, Mocksa, 109012 PykoBoanTensMm TepputTopuasibHbIX
T o e 26 8 UGS o 2 Opraos PocaypaBrayaopa
O?!T'ro rC_ OLIJ _3|'01rb ME,UMUMHCKMM opraHnsadusam
Ha Ne oT
r OpraHam ynpas/neHus
O HeZ06POKaYECTBEHHOM 3PaBOOXPaHEHNEM Cy6'beKTOB

MeAMLIMHCKOM M3aenim

Poccuiickoin ®egepaumm

defiepanibHaa cyxoba no Hagzopy B ciepe 34paBOOXPaHEHMS HA OCHOBAHWU
oTpuuaTenbHoro 3akntoueHns dreyY «BHUMNMT» Poc3gpaBHaa3opa coobLiaeT o
BbIiBNeHUN TeppuToprasbHbIM - opraHoM  Poc3gpaBHagsopa no . Mockee U
MOCKOBCKOM 06/1aCcTK B 06paLLeHN HeJ06POKa4eCTBEHHOIO MeANLIMHCKOIO U3AeNus:

«3MepuTeNib KOHLUEHTpaUUM TH0KO3bl B KPOBW MOPTATMBHBIA C MOJIOCKOM
ANEKTPOXMMNYECKOA  OAHOKpaTHoro  npumeHeHuns  MKIM-03  «CATEJUVIAT
AKCIPECC», TMKIr-03 «CATE/UINT 3KCIPECC MWHW» no TY 9443-004-
78939528-2009», TecT-nonocku ana rnokometpa Carenimt® 3KCnpecc», NapTus:
400, ncnonb3osatb Ao 30.07.2025, nponssoactea OO0 "KomnaHua "3/TTA", Poccus,
perucTpaunoHHoe ygoctosepeHne ot 27.04.2022 Ne &CP 2009/06498 (cwm.
NPUNOXKEHWE), NPeACTaBAOLLErO Yrpo3y NpPUYMHEHNS BPeaa 340P0BbIO rpaxkaaH npu
ero NnpUMeHeHuM.

Cyb6bektam 0bpalleHns MegUUMHCKMX  W3LeNIiA  npefnaraeTcd  NpoBecTu
MPOBEPKY HaMuMdg B OOpalleHMM YKa3aHHOro  MeAMUMHCKOro  U3fenus, B
YCTaHOB/IEHHOM MOpPAAKe MPOBECTV MeponpuATUA MO  MpPefOTBPALLEHNO  ero
o6paLLeHpbl, 0 pe3ynbTarax NPONH(OPMUPOBATb COOTBETCTBYIOLLWI
TeppuUTOopUanbHbIA opraH PocsapaBHaza3opa.

Tepputopua/ibHbIM  OpraHam Poc3fpaBHaf3opa MPOBECTM MePONnpUATUS B
COOTBETCTBUM C [ECTBYHOLLMM 3aKOHOLATEIbCTBOM Poccuiickoin degepaupu.

3a HapylueHust B cthepe 0OpalLeHVst MeAUUMHCKUX U34ennid npefycMOTpeHa
aAMUHUCTpaTMBHAA OTBETCTBEHHOCTb COrflacHO CcTatbaM 6.28 M 6.33 Kopekca
Poccuiickoi defepaupm 06 afMUHUCTPATMBHBLIX MPaBOHAPYLLUEHWUAX, YCTaHOB/EHA
Yro/0BHas OTBETCTBEHHOCTb COM/aCHO CcTaTbe 238.1 YT0/10BHOI0 Kogekca Poccuinckoi
denepaupn.

MpunoxeHne: Tabnmua COMOCTAaBNEHUS MApPaMeTPOB W XapaKTePUCTUK,
YKa3aHHbIX B KOMM/EKTe PerucTpauyoOHHOA AOKYMEHTauuW, C napameTpamMu U
XapaKTepPUCTVKaMI 06pa3LIOB BbISIBNIEHHOTO MeAWLIMHCKOTO M3aenms Ha 2 1. B 1 3Ka.

A.B. Camoiinosa


http://www.roszdravnadzor.gov.ru

MpunoxeHue K NMcbMy Poc3apaBHaasopa
or 0B 092025 N
Tabnuua conocTaeeHNs NapaMeTPoB U XapaKTePUCTHK, YKa3aHHbIX B KOMM/IEKTe
PErnCcTPaLMOHHON AOKYMEHTALMK, C NapaMeTpamm 1 XapaKTepucTKaMn 006pasLIoB
BbISIBNEHHOI0 MEeAMLIMHCKOro M3aenus

CpaBHMBaeMble  KOMMNAEKT pPerncTpaLMoHHoIA O6pasLibl BbISIBIEHHOr0 MeULIMHCKOIO

cBefeHua/napame [OKYMeHTauum n3aenms
TPbI (perncTpaLmoHHoe
YI0CTOBEPEHME

0T 27.04.2022 Ne ®CP
2009/06498, cpoK AeNCTBUS He
orpaHunyeH)
KnnHnko-nabopaTtopHble UCMbITaHUSA
(B cooTBETCTBUM C TpeboBaHUAMN TY 9443-004-78939528-2009 n TOCT P CO 15197-2015)

Moka3saHuns OUeHKy pe3ynbTaToB MPOBOAN/IN
rnoKomeTpa nyTem conocTtaBneHns Pe3ynbTathbl OLLEHKM TOYHOCTH ans
Cartennut 9KCNEPUMEHTaNbHbIX  AaHHbIX, KOHLUEHTpauuu rnKosbl <555 Mmosnbs/n
Jkcnpecc MOMYyYeHHbIX MpU NPOBEAEHUM
cunTaroTCs KIMHWYECKNX  WUCMbITaHUNA, C B
TOYHbLIMW, ecnm  AaHHLIMU O TOYHOCTU CUCTEMBbI, Cepusi B npeaen B
OHMW OT/IMYAKOTCA  MpeAcTaBNEHHbIMY n:;c;o ”Z?;’;ax ioi);e nz%;z/;ax
OT pe3ynbTara, NMpoOn3BOANTENEM " K MMOAB/T  MMOML/  MMOMb/A
nony4vyeHHoro Ha  Tpe6osaHuamn FOCT P UNCO n
3TalOHHOM 15197-2015. 0m334 283wz 30m33A
na6opaTopHoM  KpuTepwii npuemnemoi 400  294% 34 83,2%
aHanusaTope u3 TOYHOCTU CUCTEMBI; 67,7%
LleNIbHOW A)  95% M3MEPEHHbIX  C
KanunnspHoim NOMOLLbLO MCMbITbiBaEMO)  Pe3ynbTathl OUEHKH TO4HOCTH ans
KpoBu (M3 nanbLua), CUCTeMbl 3HAYEHWUI THOKO3bI
B npefenax =15 %  [O/MKHbI HAXOANTLCS B Npefenax Cepus B B B
N8 pe3ynbTatoB  + 0,83 MMOMb/N OT M3MEpPEHHBbIX n;ﬁg::w szﬂg;? ”ze?gf/:x nzeﬁgf/jx
6onee 55 MMONbL/NT Mo peepeHTHOW  MeToAuMKe 400 18 w3 28 1366 39 113 66
nnn £0,83 MMONbL/N 3HAYEHWIA NPU  KOHLIEHTpaLum 66 424%  59,1%
ANA pe3ynbTaTtoB  IOKO3bl < 5,55 MMO/L/N Uin B 273%
MeHee 55 mmonb/n  npegenax + 15% npwu
KOHLeHTpaLuun raoKosbl >5,55  PesynbTaThl  OLEHKM  TOYHOCTM  ANA
MMOJIb/N. KOHLUEHTpauumM  r0KO3bl  KOHLUEeHTpauuu

B) 99%  uvHAMBMAYanbHbIX ypoBHSA rNOKO3bI OT 4,44 4o 11,10 MMonb/N
N3MEPEHHbBIX 3HAYEHWIi [OMKHBI

Haxo4uUTbCA BHYTPUM 30H A 1 B
CornacoBaHHOW CeTKM OWMNOOK B npegenax 0,83 Mmonb/n vunu B

ana anabeta 1tuna. npegenax =15 % (B npegenax+15mr/on
nunn B npegenax +15%)

69 13 100 (69.0%)



PesynbTathl n3mepeHuni KTIMHNYECKOro
matepuana, nMOJIy4YeHHble C TMPUMEHEHUEM
meanumnHckoro msgenma «TECT-NMOTOCKUN
CATENNNT 3KCIIPECC pnsa onpefeneHns
YPOBHS T/1II0KO3bl B KPOBWU VICcnofb3ytoTcsa B

cocTase MeJULUHCKOTOo n3genms
«3mepnTeNb  KOHLEHTpaLuuu T[OKO3bl B
KpoBu NnopTaTUBHbIN c MONOCKOW
3/IEKTPOXMMUYECKON O[JHOKPATHOrO

NpuUMeHeHuns MKr-03 «CATENNNT
OKCIMPECC», no TY 9443-004-78939528-
2009», naptua: 400, pata Npon3BOACTBA He
yKasaHo, wucnonb3osBatb go 30.07.2025,
npoussogctsa OOO "KomnaHua "OJITA",
Poccus:

1) To4yHOCTb AN 34 N3MepeHnin
KOHUEHTpaunm ralKo3bl, HaXo4AWMXCA B
AnanasoH >4,44-6,66 MMmOnb/n  cocTaBuna
88,2%. [Ona 66 u3MepeHW KOHLeHTpauuu
rNKo3bl B AnManasoHe >6,66-11,10 Mmmonb/n
TOYHOCTb coCTaBmMna 59,1%. O6Las TOYHOCTb
ana 100 un3MepeHWA € KOHLEHTpaumen
rNKO3bl B AuanasoH oT 4,44 mmons/n [o
11,10 mmonb/n coctaBuna 69,0%, 4yTOo He
COOTBETCTBYIOT KPUTEPUAM MPUEMIEMOCTU
roCT P nCco 15197-2015 n
XapakTepucTukam 3a9BNIEHHbIM
npon3BOANTENIEM: 95% N3MepeHHbIX
3HAYeHW TNHKO3bl AOMKHbI HaxXOAUTLCA B
npegenax + 0,83 wmmone/n  (x15 wmr/an)
cpeaHero N3MEPEHHbIX 3HaYeHnNn
pedepeHTHON MeTOANKOM BbINOJIHEHUS
N3MEepPEeHNs MpPuU KOHUEeHTpauuu rawKosbl <
5,55 mmonb/n (< 100 mr/an) nnu B npegenax
15% npu KOHUeHTpauuu TrnKosbl > 555
mMonb/n (> 100 mr/an).



