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OFAEPAABHAS CAVZKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHWMS
(POCSAPABHAASOP)

PEFHCTPAHHOHHOE YAOCTOBEPEHHE

HA MEAUUHUHCROE U3AEJIUE
oT 26 okTabps 2010 roza Ne ®C3 2010/08134

Ha meaunmHCKOE H3€THE

PearenTs! 1y1s1 1ab0opaTOpHOI JHATHOCTHKH ayTOMMMYHHBIX 3260/1€eBaHMIl MT0OYEK,
IMHTOBHIHOM KeJie3bl H COeTHHUTEIbHOM TKaH! in-vitro merogom UDA, B naGopax
H OTAEeJbHBIX YIIAKOBKAX

Hacrosinee peructpalliOHHOE yIOCTOBEPEHHE BBIIAHO
3akpbiToe aknnuoHepHoe o6mecTBo ""buoXumMak" (3A0 "BuoXumMak"),
Poccus, 119992, Mocksa, Jlennnckue ropsi, a. 1, crp. 11

[IpounsBoaurens
"Oprenrex Auarnocruxa 'm6X", l'epmanns,
Orgentec Diagnostika GmbH, Carl-Zeiss-Strasse 49, 55129 Mainz, Germany

MecTo npoH3BOACTBA METUIIMHCKOTO H3AE/AS
Carl-Zeiss-Strasse 49, 55129 Mainz, Germany

Howmep perucrpanuonsoro nocse Ne 50584 ot 09.08.2010

Bua MeunuHCKOro u3Aenus -

Knacc noTeHnuanbHOro pucka NpUMEHEHHs MEIUIIMHCKOTO u3tenus 1

Koza O6mepoccuiickoro kiaccupukaTopa NpoAyKIHH IS MEAUIHHCKOTO u3enus 93 9817

Hacrosimee PETUCTPAIITMOHHOE YIOCTOBEPEHUE UMECT IIPUIOKECHHUEC HA 2 TUcTax

U npukazoM ot 22 anpens 2016 roga Ne 3445 o 3amene £

JOIYIIEHO K o0pamenuio Ha TeppuTopus Poccuiickoi Denepuuid o ¥ A
PykoBoautesns @enepaabHoil cryxk0bl d 5

10 Ha/j30py B cdepe 3IpaBoOXpaHeHH




QEAEPAABHAS CAVJKBA T10 HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

RPETHCTPALIHOHHOMY YAOCTOBEPEHHIO
HA MEAULIMHCROE U3SAEJIUE

ot 26 oktaOpsa 2010 romza Ne ®C3 2010/08134

Ha MeaununCcKOE H3nenue

PearenTs! 1uis 1a60paTopHO¥ THArHOCTHKH ayTOMMMYHHBIX 3260/1eBaHuii NOYeEK,
IHUTOBHIHOH Kejie3bl H COeAHHUTENbHOM TKaHM in-vitro merogom MDA, B HaGopax u
OTEJbHBIX YIIAKOBKAX:

1. Anturena k nporeunase 3 (PR3) (Anti-PR3).

2. Auturena k nporeunase 3 (PR3) BeicokouyscTBUTENBHEIM (Anti-PR3 high sensitivity).
3. ArtuTtena K muesnonepokcuaase (Anti-MPO).

4. AETHHENTPOGUIbHEIE IUTOIUIa3MaTHYecKue anTuTena npoduns (ANCA combi).
5. Antutena k 6a3anbHOM MeMOpane Kiy6oukoB (Anti-GMB).

6. AHTHHEHTpODWIbHBIE HUTONIa3MaTHYeCKHe anTuTeNa ckpuHuHT (ANCAscreen).
7. Antusnepuble anturena ckpuauHT (ANA-Detect) (26 anturenos) (ANA Detect).
8. Anturena k apycnupansHoi JJHK (Anti-dsDNA).

9. Arrutena k apycnupanbnont JTHK, IgA (Anti-dsDNA IgA).

10. Antutena x nsycnupansaoi [THK, IgG (Anti-dsDNA IgG).

11. Anturena k asycnupansHoi THK, IgM (Anti-dsDNA IgM).

12. Auturena k asycnupainbHoi JIHK, ckpununr (Anti-dsDNA Screen).

13. Anturena k ogsocnupanbhoi [JTHK (Anti-ssDNA).

14. AnTuTena K 3KCTparupyeMbIM siiepHbIM anTureHam ckpaHuHr( ENAscreen).

15. Antutena k rucronam (Anti-Histone).

16. Aatutena k SS-A (Anti-SS-A).

17. Antutena k SS-B (Anti-SS-B).

18. Antnrena k Sm anTUreHy (Anti-Sm).

19. Anturena k RNP/Sm (Anti-RNP/Sm).

20. Anturena k Scl-70 (Anti-Scl-70).

21. Aututena k Jo-1(Anti-Jo-1).

22. AnTHTENA K SKCTparupyeMbIM SAepHbIM anTureHaMm, npoduis (ENA combi).
23. Anturena k Rib-P (Anti-Rib-P).

24. Pemarounbiii dhaxtop, IgA (Rheumatoid Factor IgA).

25. Pepmarounsiii dakrop, IgG (Rheumatoid Factor IgG).

26. Peemarounnsii dakrop, IgM (Rheumatoid Factor IgM).

27. Pepmarouuniii akxrtop (06muit) (Rheumatoid Factor Screen).

28. Anturena K Hykieocome (Anti-Nucleosome).

29. Antutena k RNP-70 (Anti-RNP-70).

teppuropuu Poccuiickoi ®enepanun.
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CDEAEPAAI:HAEI CAVIKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

_ KPETMCTPALIMOHHOMY Y/10CTOBEPEHHIO
| HA MEAMLMHCKOE U3/EJIHE
oT 26 okTsiGpsi 2010 rora  Ne @C3 2010/08134

30. Anturena k uearpomepe B (Anti-Centromere B).
31. AutusnepHbie antutena ckpuauar (ANAscreen).
32. Antu-ansha boapun, IgG/IgA (Anti-alpha-Fodrin 1gG/IgA).
33. Autu-ansda poapus, IgA (Anti-alpha-Fodrin IgA).
34. Autu-ansda bonpus, IgG (Anti-alpha-Fodrin IgG).
35, ENA-4-npoduns (ENA-4-Profile).
 36. ENA-6 npoduis (ENA-6-Profile).
- 37. AxtusHocts JIHKazs1 (DNase Activity).
~ 38. AnruTena K MOAMGUIMPOBAHHOMY IMTPY/UTMHUPOBAHHOMY BUMeHTHHY (Anti-MCV).
39. AnTHTENa K Clg-xomnoHeHTy Kommiementa (Anti-Clq).
40. Anturena k SS-A 52 (Anti-SS-A 52).
~ 41. Aurtutena k SS-A 60 (Anti-SS-A 60).
- 42. Anturena x TupeornoOyuHy (Anti-TG).
43. AHTHTENIa K TUPEOM/IHOM nepokcuase (Anti-TPO).
44. Tupeorno6ymun (Thyroglobulin).
- 45. bera-2-muxpornobynus (Beta-2-Microglobulin).
46. ®eppurus (Ferritin).
47. Muxpoansoymus (Micro-Albumin).

~ Ilpukasom ot 22 anpens 2016 roga Ne 3445 o 3ameHe HOmyIIEeHO K 6
teppuropun Poccuiickoii enepannu.

PyxkoBoauTtesnb @enepaibHoi CIyxKObI
10 Ha/I30py B cdepe 3ApPaBOOXPAHEHHS




