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OEAEPAABHAS CAYJKBA T1IO HAA3OPY B COEPE 3APABOOXPAHEHMA
(POCSAPABHAASOP)

PEFHCTPAHHOHHOE Y,CIOCTOBEPEHPIE
HA MEAULIMHCROE U3 4EJIUE
ot 28 deBpans 2023 roga N PC3 2012/12204

Ha mMeaununckoe usnenue
IKenpecc-aHAIN3ATOP KPUTHIECKHX COCTOSHUN HMMYHO(JIyOpeCeHTHBIH
nopraTuBHbIi Triage MeterPro ¢ mpunagiexHocTaMu

Hacrosimee perucrpanoHHOE yI0CTOBEPEHHE BHIIAHO
"Kyunea KapanoBacksbioiiap Unk.", CIIIA,
Quidel Cardiovascular Inc., 9975 Summers Ridge Road, San Diego, CA 92121, USA

IIpousBoautesn
"Kynnea KapanoBackoioiap Unk.", CIIIA,
Quidel Cardiovascular Inc., 9975 Summers Ridge Road, San Diego, CA 92121, USA

Mecto IPOU3BOJICTBA MEMUIITUHCKOI'O U3ACIIU
CM.IPHJIO’KECHHE

Howmep peructparonsoro gocse Ne P/I-54787/104474 or 21.02.2023
Knacc noteHuanisHoro prcka IpEMEHEHHS MEAMIMHECKOTO M3/IEIus 2a

Koza O6mepoccuiickoro xnaccupuraropa mpoAyKIMH IO BHAAM SKOHOMHYECKOH
JearenbHocTH 26.60.12.119

Hacrosimee persucTpanuoHHOE yIOCTOBEPEHHE HMEET NPUIIOKEHHE Ha 1 JHCTe
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JOIIyIIEHO K 0OpalleHHIo Ha TeppuTopuu Poccuiick c'?' (I)e 4
3amecTurens pykoBoauteist DexepanbHoO ciryRObI

110 HaJ30py B cepe 3ApaBoOOXpaHeHHs
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®EAEPAABHAS CAYJKBA 1O HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

MPUJIOYKEHUE

KPETHCTPALHHOHHOMY YIOCTOBEPEHHIO
HA MEAHWLUHWUHCROE U3AEJIUE

or 28 deBpans 2023 roga Ne ®C32012/12204

JIuer 1

Ha memununckoe uznemne

IKcHpecc-aHATA3ATOP KPUTHYECKHX COCTOSHHUIA HMMYHO(JTyOpeceHTHLIH
nopraTuBHbIA Triage MeterPro ¢ npunanxexnaocrsavu:
Ipunamnexnocru:

1. IlporpamMmuoe o6ecnievenue: Triage Census Data.

2. CereBoit apanrep mns Ethernet LAN,

3. CuntsiBarens 6apKoIOB.

4. JlnarHoCTHYECKUE TTaHEH:

4.1. TTanens TRIAGE® BNP Test.

4.2. TTanens TRIAGE® BNP BCI Test.

4.3. ITanens TRIAGE® Profiler S.0.B.

4.4. ITanens TRIAGE® CardioProfilER.

5. Ianens TRIAGE® D-Dimer Test.

6. [Tanens TRIAGE® Tox Drug Screen.

7. Ilanens TRIAGE® Cardiac Panel.

8. ITanens TRIAGE® Cardio?2.

9. ITanens TRIAGE® Cardio3.

10. TTanens TRIAGE®™ Troponin L.

11. ITanens TRIAGE® PLGF.

12. TTanens TRIAGE® NT-proBNP.

13. TTanens TRIAGE® NGAL.

5. KoHTponbHsIit pacTsop.

6. Kann6poBouHEIif pacTBOp AHArHOCTHYECKOMH IAHEIH.

7. JleHTa crienmanbHas s eYaTaomero YCTpOHCTBa.

8. OnHOpa30Bas BeHO3HAS ITUIETKA JUTS IepeHoca npoob.

9. Kog-uun s cuuTeBasms HHGOPMAIHH O TaHENH.

10. Kontposbaas nanens ananmmsaropa.

11. Kog-uum KoHTpONsHOM HaHen aHajm3aropa.

12. Kon-unn agmunmcTparopa.

13. Kox-4nn nporpamMmuoro o6ecrneucHus.

14. Ananrep snexTponuTanus aHaJIM3aTopa OT CETH.

15. Kabenb sexrponuTanus.

16. barapen snextponutanus (He Gosee 4 IT.).

Mecro npoussocrTaa:

1. LRE Medical GmbH, Georg-Brauchle-Ring 89, 80992 Munchen, Ge
2. LRE Medical GmbH, Hofer Strasse 5, 86720 Nordlinger, @€many.-™
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