Bbinucka
n3 'ocyzapcTBEeHHOr0 peecTpa MeIHIHHCKHX H3eJIHHA H OpPraHu3anuHi
(MHOUBHAYaJIbHBIX MpeaNPHHAMATeEJIeH), OCYIIEeCTBIISIONIHX MPOHU3BOICTBO H
H3roTOBJIEHHE MeJHIIHHCKHX H3]IeJIHH, 110 cocTossHHuIO Ha 05:18 22.12.2024 r.

(ccopmupoBana Ha UHTEpHET-NIopTasie Poc3npaBHanzopa)
1. YHuKanbHbIl HOMep peecTpoBor 3anucu: 79405;
2. Peructpanuonssiii Homep MeguurHckoro usgenus: PSH 2021/16168;
3. [laTa rocygapCTBEHHOMN perucTpaiyu MeauiuHcKoro usnenus: 23.05.2024;
4. Cpok JerCTBHUS PerucTpaloOHHOTO YI0CTOBepeHust: beccpouHo;

5. HaumeHnoBaHue MequIMHCKOTO u3zeus: Habop peareHToB i KOJMUECTBEHHOT'O OIpeAeICHUSI
KoHueHTpauuu bumupyouna O6mero (Bilirubin Total) B chiBOpoTKe WM 11a3Me KpoBU

B BapuaHTax ucnosHenus: 1. O6mumit ounupyoun (A) (Bilirubin total) (A): - peareHt A - 5 ¢y1akoHOB
no 40 mut; - peareHT B - 5 ¢pnakonos no 10 mu. 2. O6muii 6umupyoun (BA) (Bilirubin total) (BA): -
peareHt A - 8 dyiakonoB 1o 60 mur; - peareHT B - 8 akonos no 15 mut. 3. O0muit omnpyoun (AU)
(Bilirubin total) (AU): - pearenT A - 8 ¢akoHoB 1o 60 mu; - pearent B - 8 ¢pakonoB no 15 mi. 4.
O6muit ounupyous (D) (Bilirubin total) (D): - pearent A - 8 ¢akonos o 60 mur; - peareHt B - 8
¢pnakonoB no 15 mn. 5. O6mwmit 6umpyoun (F) (Bilirubin total) (F): - pearent A - 8 dyiakonoB o 60
MJI; - peareHT B - 8 ¢ytakonoB no 15 mut. 6. O6muit ounupyoun (BA) (Bilirubin total) (BA): - pearent
A - 4 ¢nakona no 60 mut; - peareHT B - 4 ¢akona o 15 mut. 7. O6muit 6unupyoun (AU) (Bilirubin
total) (AU): - pearent A - 4 ¢yakona o 60 mr; - pearent B - 4 ¢pnakona mo 15 mi. 8. OOmuii
owmpyOun (D) (Bilirubin total) (O): - pearent A - 4 ¢pnakona no 60 mi; - pearedt B - 4 ¢yiakona no
15 mut. 9. O6mwmit ounupy6ous (F) (Bilirubin total) (F): - pearent A - 4 ¢nakona no 60 mu; - pearent B -
4 ¢pnaxkona mo 15 mi.;

6. HarimeHoBaHMe opraHusanyy - YIoJHOMOUEHHOT'O MPEeACTABUTEISI POU3BOAUTEIS (M3TOTOBUTEJIS)
MeaunuHcKoro usgenus: OO0 "M]I-Koncantunr u Paseutue';

7. MecTo HaXOXJIeHHs] OPraHU3alUH - YIIOJHOMOUEHHOTO MPEACTABUTEISI TPOU3BOAUTEIIS
(usroroBuTessi) MeguiMHCKoro usnenus: 129337, Poccusi, Mocksa, Spocnasckoe 1., . 6, K. 2, KB.
106;

8. FOpuguueckwii agpec oOpraHy3alyy - YIOJHOMOUSHHOTO MPEACTABUTEISI POU3BOAUTEIIS
(usrotoBuTesst) MeguiMHCcKoro usgenus: 129337, Poccusi, Mocksa, Spocnasckoe 1., . 6, K. 2, KB.

106;

9. HanmeHnoBaHue opraHu3anyy - MPOU3BOAUTEISI MEJUIIMHCKOTO U3ENS WA OPraHU3aIiu -
M3rOTOBHUTEISI MeJUIIMHCKOTO m3geust: 'buoCucremc C.A.";

10. MecTo HaxOXKJ€HUSI OPraHU3alXHy - TPOU3BOAUTEISI MEJULMHCKOTO U3JEIUS WIK OPraHU3alUH -



W3roTOBUTEJISI MeAUIMHCKOro uzaenus: , BioSystems S.A., 08030, Costa Brava, 30, Barcelona, Spain;
11. FOpuanueckuit aapec opraHu3alyy - MPOU3BOJUTENS MEIUIIMHCKOTO U3EIIHS UM OPTraHU3al|H -
W3roTOBUTEJISI MeAUIMHCKOro usaenusi: , Ucnanus, [anshaee 3apyoexne, BioSystems S.A., 08030,
Costa Brava, 30, Barcelona, Spain;

12. OKII/OKIIO2: 21.20.23.110;

13. Kyiacc noTeHIMaipHOro pucka NpUMEHEHUs MEAULMHCKOTO U3IEJHSI B COOTBETCTBUU C
HOMEHKJIATypHOM KJjlacCupuKanyen MeTUIIMHCKUX U3/AeNIH, YTBEpKJaeMoil MUHHUCTEpCTBOM
3npaBooxpanenust Poccuiickoit @enepanuu: 2a;

14. Ha3naueHue MeIUIMHCKOTO U3JIeJHsl, yCTAaHOBJIEHHOE TTPOU3BOIUTENIEM: ;

15. Buj Me JUIIMHCKOTrO U3/eJMsi B COOTBETCTBUM C HOMEHKJIATYPHOM KJjlaccupUKauen Me JUIUHCKUX
U3enui, yTepkjaeMorn MunuctepcTBoM 3apaBooxpanenust Poccurickorn ®@epneparuu: 204700;

16. Anpec mecTa NpOM3BOJCTBA UJIM U3TOTOBJICHHS] MeAULIMHCKOTrO u3penus: 1. BioSystems S.A.,
Costa Brava 30, 08030 Barcelona, Spain. 2. BioSystems S.A., Poligono Industrial Can Tapioles Naves
12, 13, 21, 22, 08110, Montcada i Reixac - Barcelona, Spain.;

17. CBenieHus1 0 B3aMMO3aMeHsIEMBIX MEIUIMHCKUX U3IEIUSX: |

18. Mopenn Me IUITMHCKOTO U3JIEIINS:

Kox Buna HaunmeHoBaHHe Mo e IH

204700 1. O6umit 6unupy6un (A) (Bilirubin total) (A)
204700 2. O6mumit 6unupyoun (BA) (Bilirubin total) (BA)
204700 3. O6muit 6unpy6un (AU) (Bilirubin total) (AU)
204700 4. O6mui 6mnmpyoun (D) (Bilirubin total) (D)
204700 5. O6mut 6umupy6uH (F) (Bilirubin total) (F)
204700 6. O6mutt ommupyoun (BA) (Bilirubin total) (BA)
204700 7. O6umit 6unupy6oun (AU) (Bilirubin total) (AU)
204700 8. O6muit oumpyoun (D) (Bilirubin total) (D)
204700 9. O6muit ouupy6uH (F) (Bilirubin total) (F)

Brimucka Beigana denepainbHoii ¢y k0011 10 Hag30py B cpepe 34paBOOXpaHEHUsT U HOCUT
MH(OPMALMOHHBIN XapaKTep.

JAOKYMEHT ITOJITMCAH
SJIEKTPOHHOMU ITOJITMCBIO

Ceprudukar: FDC585A7C10E23CB58B16C75DDD2A66FD6D4060D
Komy Boinan: PEJJEPAIBHAS CIIVIKBA ITO HAI30PY B CPEPE 3/IPAB|
JHeiicrBrTenen: ¢ 07.12.2023 mo 01.03.2025




