Beinmcka
u3 'ocymapcTBeHHOro peecTpa MeIMIIMHCKUX M3Ae/INI Y OPraHU3aIuil
(MHAMBUAYAJIbHBIX MPeINPUHUMATEIeN), OCYIIeCTB/ISIONINX MIPOU3BOACTBO U

M3roTOBJICHME MeIMIIMHCKMX M3Ae/Inii, o cocTossamio Ha 15:59 10.06.2026 r.

(chopmupoBaHa Ha MHTepHeT-TIOpTasie Poc3apaBHan3opa)
1. YaukanpHbil HoMep peectpoBoii 3amvicu: 200973;
2. CKBO3HOII uaeHTdUKaTOp peecTpoBoii samcu: 160725;
3. Cratyc: [leiicTBYyeT;

4. PeructpauyoHHbiil Homep meauiimackoro nsnenust: P3H 2022/16823 (EPYJI - '004-00110-
00/02925621);

5. laTa mepBUYHOIN IOCYAApCTBEHHOM perucTpaunnu Mmeguumuuckoro nsgeams: 05.04.2022;
6. JlaTta BHeceHus u3MeHeHu1 B MeauuyHckoe usgenne: 08.06.2026;

7. Ilepuon meiictBust Bepcun: ¢ 08.06.2026;

8. Cpok mencTBuUSI permcTpalOHHOrO yIoCcToBepeHns: beccpouHo;

9. HanmeHoBaHMe MeIUIIMHCKOTO M3aens: AHaim3aTop el KomyecTBEHHOTO OnpeeseHust
3JIEKTPOJNTOB, pH, remaToKpuTa B 1I€JIbHOM KPOBM,CHIBOPOTKE, TIJIa3Me, pacTBOpe IJIs IMain3a u
BOAHBIX PACTBOPAaX JJIs JaBOPAaTOPHON AMATHOCTUKM in Vitro, ¢ mMpUHAIIEKHOCTSIMU

B cocrase:

1. AHanuzaTop el KoJMueCTBEHHOTO OlpeesieHMsl 3JIeKTponToB, pH, remaTokpuTa B 11eJIbHOM
KPOBM, CbIBOPOTKE, TIJIa3Me, pacTBOpe IJIs IMaM3a ¥ BOJHBIX pacTBOPax AJIsl JIAG0paTOPHO
IMAarHOCTUKM in vitro - 1 miT.

2. e|1 Kammnnsipusie Tpyoku EXITAS - 100 wrt/ynak (mpy HeO6X0OMMOCTH).

3. e|1 CkaHep mITpMUX-KOAOB (IIpM HEOOXOAUMOCTM).

[TpuHagIeXKHOCTH:

- e|1 bymara st mpuHTEpAa.

10. HaumeHoBaHMe opraHu3aiuu - YIoJJHOMOYEHHOTO TIPeICTaBUTESIS ITPOU3BOANTEIIS
(usroroButesist) meaguimackoro uspeusi: OBLLIECTBO C OTPAHUYEHHOU



OTBETCTBEHHOCTBIO "5KO-ME-C M";

11. MecTo HaxoXXIeHMsI OpraHU3aIyy - YIIOJHOMOUYEHHOT'O IPeICTaBUTE IS IPOU3BOANTEIIS
(usroroButesist) meaguiHckoro manemusi: 111033, ' MOCKBA, VJI. CAMOKATHAA4, . 2A, CTP.
1, IIOM 105 KOM 3 O® 2;

12. FOpuanueckuii ampec opraHusanym - yroJJHOMOYEHHOTO MPeICTaBUTE IS IIPOU3BOIUTEIIS
(usroroButesist) meaguiHckoro manemusi: 111033, ' MOCKBA, VJI. CAMOKATHAA4, 1. 2A, CTP.
1, IIOM 105 KOM 3 O® 2;

13. HaumeHoOBaHMe opraHm3aliuu - MpOM3BOAUTENST MEIUIIMHCKOTO U3/IeJMsI VIV OpraHuU3alun
msroroButenst meguumHckoro usnenus: EXIAS Medical GmbH (9KCUAC Menukan I'm6X);

14. MecTo HaxOXXIeHsT OPTaHU3AIUY - TTPOU3BOIUTEIISI MEAVIIMHCKOTO U3 UM OpTaHU3aIn
usroroBuTenst meguumuHckoro nanesms: Kratkystrasse 2, 8020 Graz, Austria (KpaTtkuirrpacce 2, 8020

['pai, ABcTpus);

15. IOpuanueckuit agpec opraumsanyy - MIPOU3BOAUTEIIS MeIULIMHCKOTO U3Ie/ M I OPraHu3alun
usroroBuTenst meguuyuHckoro napesmst: Kratkystrasse 2, 8020 Graz, Austria (KpaTtkutrrpacce 2, 8020

['pai, ABcTpus);

16. Ctpana opra"usaiuy - IpOU3BOAUTENSI MEIUIIMHCKOTO U3HE/INUS UM OPraHu3alyi - USTOTOBUTEJIS
MeOULITHCKOTO U3neausi: ABCTpuS;

17. OKIIT/OKIIA2: 26.51.53.141;

18. Kitacc noTeHIIMaabHOIO pMCKa IPUMEHEHNST MEIUIIMHCKOTO U3/ B COOTBETCTBUM C
HOMEHKJIATyPHOM KjaccuduKalmer MeIUIIMHCKUX U3IeniA, YTBep:KaaeMoil MHIUCTepCTBOM

3npaBooxpaHennst Poccuiickon @enepanym: 2a;

19. HazHaueHre MeIUIIMHCKOTO M3aensl, yCTaHOBJIEHHOe TTponsBoauTesneM: [IpemcrasisieT coboin
IMOJTyaBTOMAaTUUYECKMII MEOUIIMHCKUMIIPMOOP AJIs1 AMarHOCTUKY in Vitro mjis
KoJmyecTBeHHOromsmepenus anekrposntos: Hatpuit (Na+), Kanuin (K+),Kansumir (Ca2+) u Xnopup,
(Cl-), a Takke pH u rematokpura(Hct) B 11€JIbHOV KPOBU, CBIBOPOTKE KPOBU, TJIa3Me KPOBYU MBOIHBIX

pacTBoOpax.;

20. Bug MegUIIMHCKOTO M3Aeus B COOTBETCTBMM C HOMEHKJIATYPHOU KiIaccuuKauyen MeguIMHCKIX
u3nenui, yreepykaaemon MuHnuctepcTBoM 3apaBooxpanenust Poccuiickoir @enpepanym: 272190;

21. Anpec mecTa IIpOu3BOACTBA MM M3roToBaenus meauiHckoro nspenmns: EXIAS Medical GmbH
(OKCUAC Meaukan I'm6X), KratkystraBe 2, 8020 Graz, Austria;

22. CBefieHMs O B3ayMO3aMeHSIeMbIX MeIUIIMHCKNUX U3NeTUIX: ;

23. Mogenyu MegUIMHCKOTO U3IeIs:



Kop Buga

HaumeHnoBaHnme mopgeiin

272190

AHaHI/IBaTOp el KoJMYeCcTBEeHHOTr o orpeneyieHns 3JIeKTPOJINTOB, pH, reMaToKpuTa B
ueanoﬁ KpOBH, CbIBOPOTKE, IlJIa3Me, paCTBOpe IJId AMain3a M BOOHbIX paCTBOpax OJisd

JJabopaTOPHOI IMAarHOCTUKY in Vitro, C MpUHAAJIEXKHOCTSIMMA

Brimcka copmupoBana Ha oduiaabHoM caitTe PefepasbHON CITYKObI IO HaA30py B cdepe

3apaBooxpaHenys B cetu HTepHeT: https://roszdravnadzor.gov.ru/.

OOKYMEHT ITOATIMCAH
DJIEKTPOHHOM ITOAITUCHIO

Cepruduxar: F671E30B77AF3D7D9AS51F071091F24FAC690FB4A

Komy sbinan: ®EJEPAJIBHAS CJIVIKBA ITO HAI3OPY B COEPE 3TPABOOXPAHEHUS

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



https://roszdravnadzor.gov.ru/

