CBEOEHWA MO 3AMNCK U3 TPEX PEECTPOB

peecTp POCCUNCKON MPOMBbILLAEHHOW NpoayKuuu, Poc3apaBHansop,
PocnaTeHT

B COOTBETCTBUU C NocTaHossieHneM lpaButensctea PO o1 17.07.2015 Ne 719

1. PeecTp poccunckom npomebiwneHHon npoaykuum (FACHT)

PeecTpoBbIi HOMep

10395363

HanmeHoBaHne npoaykumm
N3MepuTenb KOHLEHTPaLNK rIOKO3bl B KPOBU MOPTATMBHBIN C MOJIOCKOW 3/1IEKTPOXMMNYECKON
oaHokpaTHoro npuMmeHeHuns MNMKr-03 «CATEJUTUT SKCMPECC»

CraTyc 3anucu
B peecTpe

LaTa BKJOYEHUSN

31.03.2026

Koa OKMA2
26.60.12.119

Koa TH B3l
9018 19

Mpenmywectso 15% (MM PO Ne 925)
He 3agBnieHo

Mpoun3ssogunTens

OBLLECTBO C OrPAHWYEHHOI OTBETCTBEHHOCTbIO "KOMMAHUSA "3J1TA"

[MonHoe HanmeHoBaHue

OBLLECTBO C OrPAHWUYEHHOI OTBETCTBEHHOCTbIO "KOMMAHUSA "3J1TA"

VHH
7735514157

KM

OrPH
1057748306923

N3roToBneHa no

TY 9443-004-78939528-2009

OcHoBaHue

CT-1-6021004070 - 30.03.2026

MpounbHbIN fenapTaMeHT
JenapTaMeHT paano3/1eKTPOHHON NPOMBbILLIIEHHOCTN

CpoK OencTBus ceefeHunn

30.03.2029

2. Poc3appaBHafg3op: peructpaunoHHoe ynoctosepeHne ®CP 2009/06498

Homep yagocToBepeHus

®CP 2009/06498



CraTyc
HencrteyeT

[aTa peructpauum

28.12.2009

Cpok pencreus
beccpoyHo

HanmeHoBaHue

N3mMepuTenb KOHLEHTPALNN M1IOKO3bl B KPOBU I'IOpTaTVIBHbII7I C MOJI0OCKON 3J'IeKTpOXVIMVI‘-IeCKOI7I
OLHOKpaTHOro npuMmeHeHusa MNKr-03 "CATEJUINT SKCIPECC", MKIrr-03 "CATEJIJTAT 2KCMNPECC
MWHWN" no TY 9443-004-78939528-2009

[MpownssopuTesnb

000 "KOMIMAHWA "21TA", NHH 7735514157

Ha3Ha4eHune

Cuctema gnsa naMepeHus ypoBHS rtoKo3bl B KpoBu [itokoMeTp CaTennT IKcnpecc
npefHa3HavyeHa A/ U3MEePEHNSA YPOBHS M1IOKO3bl B KPOBU MaLWEHTaMM C cCaXxapHbiM gnabeTtom
U naumeHTaMu, HaxoodaWwmMMunuca B rpynne pucka. OnpeneneHne KoHUeHTpaLnumn riaKo3bl B
KPOBUW OCYLLECTB/IIETCH B «MMOJIb//1» MOCJIe MPUKOCHOBEHNSA K KarJie KPOBY KpaeM TeCT-MoJI0OCKU
CaTennuT DKcnpecc, MOAKYEHHONW K rntokoMeTpy CaTtenanTt 3kcnpecc. ntokomeTp CatennnTt
JKcnpecc npefgHasHavyeH a4aa KOJIMYeCTBEHHOr0 N3MepeHnst YPOBHS MJ1IOKO3bl B LleIbHOW
KanuaispHoOM KPoBW, B3ATON 13 MoAyLWeYykKn NanbLa, B Anana3oHe ot 0,6 4o 35 mmonb/n.
niokoMeTp CaTennuT IKCNPEeCcc MOXXET NPUMEHATLCA CaMOCTOATE/IbHO MauMeHTaMn C CaXapHbIM
onabeTtoM nam ncnosb3oBaTbCA MeAULMHCKUMN paboTHMKaMN NPy HEZOCTYMHOCTY
nabopaTopHbIX METOA0B NU3MEPEHUA N B XO4e CKPUHUHIa. [ntokoMeTp CaTennnT IKcnpecc
npenHa3HadeH ong gnarHoctukuy INVITRO.

CB#3b ¢ 3anucbto MNCI
CBf3b Ha|7|,u,eHa cepBnCOM aBTOMaTUHECKW: COBIMaJl NPON3BOANTENb, N aBTOMaTN4Ye€CKaA NpPoOBEpPKa
HallJsla ns3genme B Crimcke NCMNONHEHWN yAooCcToBepeHuA.

McnonHeHne, KOTopomy cooTBeTCTBYeT 3anuck MMCrI

MKr-o03 "CATEJIJIUT 2KCIPECC"

KapTo4ka B peecTpe Poc3sapaBHaasopa

https://elk.roszdravnadzor.gov.ru/widget/med-product/199242

3. PocnaTeHT: TOBapHble 3Hakn NpaBoobnanatens

3Hakun OBLLIECTBO C OrPAHVUYEHHOM OTBETCTBEHHOCTbLI "KOMMAHUSA "SNTA" (MHH 7735514157): 3.
MpaBoo6nagaTtesnb HangeH no MHH npoussoanTens. 3Haku NpuHaaaexXaT NPon3BOAUTENI0 NMPOAYKLUKN, HO
He 0653aTeNlbHO OTHOCATCSA UMEHHO K 3TOMY M3Leuio.

3Hak Ne 742969 - gencrteyeT

3aperucTtpupoBaH 21.01.2020, gencteyeT o 20.08.2028

CaTef_'IIWIT® 3asBka 2018735685 oT 20.08.2018 - 6ronneTeHb Ne 2

online Knaccel MKTY: 05, 10
05 - ankanonabl NS MEAVNLMHCKUX Lenen; anbruHaThl 418 hapMaLeBTUYeCKMX uenen; anbaernabl ons
CbapMaLl,eBTVl‘-leCKVIX L|,ene|7|; aMaJibrambl 3y6HbIe N3 30/10Ta; aMaJibraMbl CTOMaToOJ/I0rN4ecKne, aMNHOKUCIIOThbI
ONA BETEepPUHAPHbIX Lesieln; aMUHOKNCAOTbI 418 MeanunHCKnX uenen... 10 - aHannsaTtopbl gnsa
noeHTndnkaummn bakTepun gns MeEOVLMHCKUX Lenen; annapaTypa A5 aHa/M30B KPOBW; annapaTypa ans
aHa/In30B MegnUNHCKadA, annapaTypa OA4 aHeCcTe3nn; annapaTtypa Ana raibBaHoTepanun,; annapaTtypa gna
I/ICKyCCTBEHHOI7I BEHTUNALUUWN Nerkunx...
https://www1.fips.ru/fips_servl/fips_servlet?DB=RUTM&DocNumber=742969




3Hak Ne 742664 - pencreyeT

3apeructpuposaH 17.01.2020, pencrteyeT ao 20.08.2028

CatennUT® 3aseka 2018735686 o1 20.08.2018 - HroneTeHb No 2

SKcnpecc Knaccel MKTY: 05, 10

05 - ankanonabl NS MEOVNLMHCKUX Lenen; anbrmHaThl 4N hapMaueBTUYEeCKMX Lenen; anbaernabl ans
CbapMaLI,EBTI/I‘-IECKVIX u,ene|7|; aMaJibraMbl 3y6HbIe N3 30/10Ta; aMaJibraMbl CTOMaTOJI0rN4eCcKne, aMNHOKUCIIOThbI
ONA BETEePUHAPHbIX Lienen; aMMHOKUCAOThl AN MeANLMHCKUX uenei... 10 - aHann3saTopbl Ansa
I/ILI,eHTI/ICbI/IKaLJ,I/IVI 6aKTep|/||7| ana MmeguUunHCKMX Ll,eﬂeVI; annapaTtypa 4219 aHa/IM30B KPOBW; annapaTtypa anga
aHa/IN30B MeauMuUMHCKas; annapaTypa 418 aHecTe3nun; annapaTypa 44 rajbBaHoTepanuu; annapaTtypa 4nsa
VICKyCCTBeHHOI7I BEHTUNALUWNN NErKnX...
https://www1.fips.ru/fips_servl/fips_servlet?DB=RUTM&DocNumber=742664

3Hak Ne 737805 - gencreyeT
3aperucTtpupoBaH 05.12.2019, pencrteyeT no 20.08.2028

Catennut® 3asBka 2018735687 o1 20.08.2018 - 6tonneteHb Ne 23
Knaccel MKTY: 05, 10
05 - 05 - ankanonabl oA MEAULMHCKUX Liefleid; anbruHaThl 418 hapMaLeBTUYeCKMX Lienen; anbaernabl ons
(hapMaLeBTMYECKUX Liesniein; aManbraMbl 3yOHble 13 30/10Ta; aMalibramMbl CTOMATOI0r M4eCcKne; aMUHOKMUCIIOTbI
ONA BETEepUHapHbIX Lienen; aMUHOKUCAOTbI NS MeANUMHCKKX... 10 - aHanmsaTopbl 418 ngeHtndumkaumn
GakTepuin ona MeLULMHCKUX Lienen; annapaTypa 418 aHan30B KPOoBUW; anmnapaTypa 4/ aHa/In30B
MeAVUMHCKas; annapaTypa 415 aHecTe3uwn; annapaTypa 415 rajibBaHoTepanuu; annapaTtypa 4asa
NCKYCCTBEHHOM BEHTUNALUN NErKUX...
https://www1.fips.ru/fips_servl/fips_servlet?DB=RUTM&DocNumber=737805

[JokyMeHT cchopMumpoBaH ceprucoM ToBapMUHITPO (tovarminpro.ru) U3 oTKpbITbIX AaHHbIX. Pasgen 1 - peecTp pOCCUINCKON
npomblwneHHon npoaykumm (FTNCI) Ha pnaTy dpopmmpoBaHus. Paspen 2 - peecTp MeAULUHCKUX n3gennn PocsapaBHansopa
(oTKpbITble faHHble Ha 22.10.2026). Pa3gen 3 - oTKpbITble AaHHble PocnaTeHTa Ha 02.10.2026, cTpaHuWLbl 3HAaKOB B
OTKpbITbIX peecTpax ®PUMC nonyyeHbl 04.11.2026. JaHHble MO U3MEHUTbLCA. [JOKYMeHT He aABAseTCs ouLnanbHom
BbIMUCKOM Poc3apaBHaA30pa nam PocnaTeHTa U He 3aMeHseT UX.

CcpopmuposaHo: 12.11.2026, 10:53:32



