OEAEPAABHANA CAYKBA 110 HAA3OPY B COEPE 3APABOOXPAHEHWA
(POC3APABHAASOP)

PETHCTPALIMOHHOE YAOCTOBEPEHHUE
' HA MEJMLIMHCKOE U3JEJIUE
oT 29 HonGps 2018 roxa Ne ®@C3 2007/00598

Ha MegunuHcKoe U3enme
~"Jl Habopb! peareHTOB /I AIMMYHOXeMHTIOMHAHECEHTHO0 AHANH3A HA AHATH3ATOPAX
“ 1 Immulite One, Immulite 1000, Immulite 2000 xns in-vitro AMArHOCTHKH: NOKA3ATEICH
| madexMONN0-BOCHATHTEILHOI'0 H ONYX0JIEBOT0 IPOLECCOB

{| HacTosiee perucTpaiOHEOS YAOCTOBEPEHHE BEIAAHO

"Cumenc Xeuacksa Juarnocruxe Ipogaxre Jiumuren", Beaukodpuranus,
| Siemens Healthcare Diagnostics Products Limited, Glyn Rhonwy, Llanberis,
| Gwynedd LL55 4EL, United Kingdom

| IlpousBoamTeNh
"Camenc Xeackia Inarnoctuxe [poaakre JIumaren', Beauxkobparanus,
Siemens Healthcare Diagnostics Products Limited, Glyn Rhonwy, Llanberis,
Gwynedd LL55 4EL, United Kingdom

MecTo Npou3BOACTEE MEAUIHHCKOIO H3ACTIHA
Siemens Healthcare Diagnostics Products Limited, Glyn Rhonwy, Llanberis,
Gwynedd LL5S 4EL, United Kingdom

Howmep peructpaunorsoro gocse Ne PJI-24590/54433 ot 14.11.2018

Kitace moTeHIHAIEHOTO PHCKA NIPHMCHCHHW METHIMTHCKOIO H3aeas 1

Kox O6rmepoccrtickoro kinaccubuKaTopa NPoAyKIHE 110 BU/IaM SKOHOMHYECKO#H
nearensroctd 21.20.23.110

&5

HacTosimee perucTpanioHHoe YA0CTOBEPEHHE HMECT IPUITORQHAS

npuxazom Pocanpasnanzopa ot 29 HosiGps 2018 roma Ne 81 A%
[OTYITIEHO K 00palenuio Ha Tepputopus Poccuiickoil Meepain

3amecTHTEAE pyKkoBoguTens @enepannHol ciryx0bI
o HAN3OPY B cepe 3apaBoOXpaHEHHS




DEAEPAABHAS CAVXKBA I10 HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3QP)

MPUJIOSKEHHUE
K PETHCTPALIMOHHOMY YAOCTOBEPEHHMIO
HA MEAWLIMHCKOE U3AEJIUE

ot 29 Honops 2018 roaa Ne ®C3 2007/00598

Ha mMeauuuackoe usjeinue

HaGopsl peareHTOB i HMMYHOXEMHIIOMHHECHEHTHOI0 AHAIH3A HA AHAJIH3ATOpax
Immulite One, Immulite 1000, Immulite 2000 gns in-vitro AuarnocTHKY: MoKa3aTenei
uHGEKIHOHHO-BOCTATHTEILHOTO H OITYX0J1eBOr0 MPOIEeCccoB:

1. HaGop pearenToB s onpeneenns anrurel kiacca IgG(1gM) kK KarcuiHOMY aHTHTCHY
supyca Dnmreiina-bapp/EBV-VGA IgG(EVB-VGA IgM).

2. HaOop pearenToB ajs onpeneaenus anruren wiacca IgG x Trypanosoma cruzi
(Bo3Oymuremo Gosesnu [laraca)/Chagas 1gG.

3. Habop pearenToB ansg onpenenerus anturen knacca IgG k Helicobacter Pylori/H.Pylori
IgG.

4. HaGop pearenToB Juls onpesenenus antuten kiacea IgG k Borrelia burgdorferi
(Bo3Oymureno Oonesnu Jladma)/Lyme 1gG.

5. Habop pearenToB nns onpenenenus anTutesn xnacea IgM k Borrelia burgdorferi
(Bo3bynuTeso Gonesun Jlarima)/Lyme IgM.

6. HaGop pearenToB juis onpeneaeHus anTurel kiacca IgG kx Bupycy npocroro repueca I u
II Tumma/Herpes 1 & 11 IgG.

7. Habop peareHToB [UIA OTIPSACICHIs anTuTen kinacca [gM x BEpycy npocToro repreca [ 1
I Tumma/Herpes 1 & 11 IgM.

8. HaGop pearenToB uist OnpeaeneHns o0ImuX anTUTeN K BApycy renatura A/Total Anti-
HAYV.

9. HaGop peareHTOB WIS ONpenelieHrs anTuTen kiacca IgM k Bupycy rematura A/Anti-HAV
IgM.

10. Habop pearentos juis onpezneneuus uarepneixuna 10 (IL-10)/1L-10.

11. HaGop pearenToB s oupeaeicHns uarepieikuna 1b (IL-1b)/IL-1Beta.

12. Habop peareHTOB /I OIpeneicHHs pelenTopa uHTepneiikuta 2 (IL2R)/IL2R.

13. Habop pearenTon jins onpejgenenus uatepneiiana 6 (11.-6)/11.-6.

14. Habop pearenTos juisg oupenenenus untepaerxusa 8 (IL-8)/IL-8.

15. Habop peareHToB [Uld OLIPEAeIeHUS JUIIONOMcaxapyCcBsi3bpIBatoero uporeuna/LBP.
16. Habop pearenTos ams onpexencHus C-peaktusroro 6enka (CPB)/High Sensitiviti GRP.
17. Haﬁop peareHTOB JUIA onpefeneHns (haKTopa HeKpo3a OmyXoNiH-a ( (IJHO-a)fTN Fa.

(TP S)/TPS.
19. Haﬁt)p PeareHTOB /IS ONPeacIeHus SAEPHEIX Ma'I‘pHICCHB

1 Haﬁop PeareHToB JUId OIPENeSICHHA PAKOBOTO YIVIEBOIH -‘%. 0 aHT
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3amecTHTENL pyKoBoauTeNst DeaepaibHOM CIyKOBI
o HaA30py B cdepe 3ApaBoOOXPAHEHHAN




OEAEPAABHAA CAVJKBA T10O HAA3OPY B COEPE 3APABOOXPAHEHIS
: (POC3APABHAA3QOP)

NPUNIOYKEHUE

RPETMCTPALIHOHHOMY YAOCTOBEPEHHUIO
HA MEAWLIHMHCROE U3AENHUE

ot 29 nosnGpsn 2018 roxa Ne @C3 2007/00598

(GI-MA)/GI-MA (CA 19-9).

22. HaGop peareHTOB AN ONpefieNeHnss pakoBoro yrineroanoro anturena CA 125
(OM-MA)/OM-MA (CA 123).

23, Habop pearenTtos mis onpeaeicHus aibba-geronporenta (ADIL/AFP.

24. Habop pearentoB ans onpenencams 6era-2-muaxpornodymga/Beta-2 Microglobulin.
25. Habop peareHToB [y1s onpejenenus ractpuna/Gastrin.

26. Habop peareHTOB A8 OnNpejeneHns IpocTarnueckoi xucnon gocedarasst (IIKD)/PAP.
27. Habop peareHTOB [yIs ONpeAescHus pakoBo-smbpuonansaoro anturesa (POA)/CEA.
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3amecTATeNnL pyKoBORUTEA DexepanbHOM Cayxibl
10 HaA30py B ciepe 3ApPABOOXPAHEHHS




