Bbinucka
u3 ['ocyrapcTBeHHOI0 peecTpa MEAMUUHCKUAX M3/1eJIMH U OPraHUu3auui
(MHAMBUIYAJBbHBIX NPEANPUHUMATEJIEN), OCYLHIECTBJIAIIUX IPOU3BOJACTBO U

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIuil, Mo cocTosiHuio Ha 11:55 18.02.2026 r.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YHukanbHbIM HOMEpP peecTpoBoii 3anucu: 191465;
2. Craryc: [eticTByer;

3. Perucrparnmonnsiii Homep Mmeaunuackoro uznenus: P3H 2019/8773 (EPYJI - '004-00110-
00/02921029);

4. Jlata mepBUYHON rOCYIapCTBEHHON PETUCTPAIIMU MEIUIIUHCKOTO U3/CIIUS: |
5. Jlata BHeceHUs U3MEHEHUM B MeaunHcKoe uzacnue: 08.10.2025;

6. [lepuon nerictus Bepcun: ¢ 09.10.2025;

7. Cpok IeHCTBUS pErUCTPALIMOHHOIO yAOCTOBepeHusi: beccpouHo;

8. HammeHOBaHWEe METUIIMHCKOTO U3eius: Habop KOHTPOJIBHBIX MaTepUaIOB JUIsi KOHTPOJIS KauecTBa
KOJIMYECTBEHHOTO OMPE/IENICHUs CEPJICYHOTO TponoHuHa T B KpOBHU IJIs SKCIIpecC-aHAIM3aTopa
ummyHoxummaeckoro «Kobac h 232y (Cobas h 232) (Roche CARDIAC POC Troponin T Control)

B coctaBe: 1. KonTponwHas ceiBopoTKa, ypoBeHs 2 (Level 2), o6bem 1,0 mut (2 mrt.). 2. Yum ¢ kogom.

3. UHCTpYKUMS IO TPUMEHEHHUIO.

9. HaumeHoBaHMe OpraHU3alliy - YIIOJTHOMOUYEHHOTO TIPEACTABUTEINS IPOU3BOIUTENS (M3TOTOBUTEIIS)
MenunuHckoro uzaenus: OBLIECTBO C OT'PAHUYEHHOU OTBETCTBEHHOCTBIO "POIII
JANATHOCTHUKA PYC";

10. MecTo Hax0ICHHsI OPTaHU3AIIUHN - YIIOJTHOMOYEHHOTO TIPEICTaBUTEIIS PONU3BOTIUTENS
(m3roroBurenst) meauiuuckoro u3aenus: 107031, Poccust, Mocksa, TpyOnas 1., 1. 2;

11. FOpunuyeckuii agpec opraHu3aluy - yIOJIHOMOYEHHOTO IPECTABUTENS IPOU3BOAUTENS
(m3rotoButens) meauiuHckoro m3aenus: 107031, Poccus, Mocksa, TpyOHas mi., 1. 2;

12. HaumeHoBanue opraHu3aluvu - IpOU3BOAUTCIIA MCAUITUHCKOT'O U3ACIIUA UJIN OpraHru3alnunu



U3roToBUTENS MeauImHCcKoro u3aenusi: Roche Diagnostics GmbH (Pomr [Inarnoctruke ['m6X);

13. MecTo HaxOKICHHS OPraHU3allny - MPOU3BOIUTENS METUITMHCKOTO M3/ICIIUS HIIH OPTaHU3aIHH
W3TOTOBUTEINSI METUITMHCKOTO u3aenus: , ['epmanus, Roche Diagnostics GmbH, Sandhofer Strasse
116, 68305 Mannheim, Germany;

14. FOpuauyeckuii agpec OpraHu3aluy - MPOU3BOAUTENS MEIUIIMHCKOTO U3/I€TINS WJIM OpraHu3alluu
W3TOTOBUTEINSI METUITMHCKOTO u3aenus: , ['epmanus, Roche Diagnostics GmbH, Sandhofer Strasse
116, 68305 Mannheim, Germany;

15. Ctpana opraHu3amuu - MPOU3BOIUTENS] MEAUIIMHCKOTO U3ICITUS WIIN OPTaHU3alUH - U3TOTOBUTEIIS
MEIUIIMHCKOTO u3aenus: [ 'epmanus;

16. OKII/OKIIA2: 20.59.52.195;
17. Knacc moTeHIMaIbHOI0 pUCKa IPUMEHEHUS METULIMHCKOTO U3/1€IHsl B COOTBETCTBUU C

HOMEHKJIATypHOU KJaccu(uKanuei MeIMIMHCKIX U3AETHH, yTBepKaaeMoil MUHHCTEPCTBOM

3npaBooxpanenus Poccuiickoit deneparuu: 206;

18. Ha3zHaueHne MEeTUIIMHCKOTO U3/Ieus, ycTaHoBlIeHHoe npousBoauteneM: Roche CARDIAC POC
Troponin T Control ucnione3yercs st koHTposst kadectBa Tecta Roche CARDIAC POC Troponin T
Ha npubope cobas h 232.;

19. By MeTUIIMHCKOTO M3/IENIUSI B COOTBETCTBUU C HOMEHKJIATYPHOH KilacCU(HUKANEH METUIIMHCKUX
U3JIeNNi, yTBepaxK1aeMoil MunucrepctBoM 3apaBooxpanHenust Poccuiickoit denepanuu: 244690;

20. Anpec mecta mpoM3BOJCTBA UM U3TOTOBIIEHUS MeAUIIMHCKOro u3nenus: Roche Diagnostics
GmbH (Pom /Iuarnoctuke ['M6X), Sandhofer Strasse 116, 68305 Mannheim, Germany;

21. CBenmenus 0 B3aMMO3aMEHAEMBIX MEIUIIMHCKUX U3ACIUIX: ;

22. Monenu MeTUIIMHCKOTO U3IEIIN:

Koa Buga HaumenoBanue Mmojaeau

244690 Habop KOHTPOJIBHBIX MaTepUaNOB JJIl KOHTPOJISI Ka4eCTBa KOJIMYECTBEHHOIO
OTIpEICIICHUS CEPICYHOTO TPOMOHWHA T B KPOBH JUTSI SKCIIPECC-aHAIN3aTopa
nMmyHoxumudeckoro «Kobac h 232» (Cobas h 232) (Roche CARDIAC POC Troponin
T Control)

Brimrcka copmupoBaHa Ha opuIHaIbHOM caiite DenepaabHOl cIyKObI 110 HaA30py B cdepe
3npaBooxpaHeHus B cetu MHTepHeT: https://roszdravnadzor.gov.ru/.


https://roszdravnadzor.gov.ru/

JAOKYMEHT TTOAIIMCAH
OJIEKTPOHHOU ITOAITNCBIO

Cepruduxar: F671E30B77AF3D7D9AS51F071091F24FAC690FB4A

Komy seinan: ®EJEPAJIBHAS CJYKBA 110 HAZI3OPY B COEPE 3JIPABOOXPAHEHUSA

Jleiicturenen ¢ 2025-08-18 mo 2026-11-11




