OEJIEPA/IbHASA CNYXXBA MO HAA30PY B COEPE 3IPABOOXPAHEHWSA .
(POC3PABHA/N3OP) wllicp.

PETMCTPALNOHHOE YAOCTOBEPEHWE

HA MEAVNUNNHCKOE N3AEJTNE
oT 14 wiona 2022 roga Ne &C3 2007/00551

Ha meauumHCKoe nsgenve
AHar: n3aTopbl UMMYHOXeMUNOMUHecLeHTHble Immulite One, Immulite 1000,
Imm ilite 2000, Immulite 2000XPi, ¢ NpMHaANEXHOCTAMMN

HacTosLLee perncTpauyoHHoe yA0CTOBEPEHME BbLLAHO

"CmieHC Xenckea AnarHoctuke NHK/', CLUA,

Siemens Healthcare Diagnostics Inc., 62 Flanders Bartley Road, Flanders,
New Jersey 07836, USA

Mpon*BoguTens

"CnivieHC Xenckea inarHoctnke VHK.", CLUA,

Siemens Healthcare Diagnostics Inc., 62 Flanders Bartley Road, Flanders,
New Jersey 07836, USA

MecTo nNpon3BoACTBa MEAULIMHCKOTO U3LeNns
Siemens Healthcare Diagnostics Inc., 62 Flanders Bartley Road, Flanders,
New Jersey 07836, USA

Homeo peructpaumoHHoro gocbe Ne PA-47732/93790 ot 15.02.2022
1Cnacc NOTEHLMANIBLHOTO PUCKa NPUMEHEHNA MEAULIMHCKOrO U3fenns 2a

Kog C'6Lyepoccuiickoro Knaccugumkaropa npogyKumm no Buaam 3KOHOMUYECKO
JesTe.xbHOCTN 26.60.12.119

HacTe silliee perucTpaLyoHHOoe Y/J0CTOBEPEHME UMEET MPUNOXKEHNE Ha 6 NMCTaX

npukatom PoesgpasHaasopa oT 14 utonda 2022 roga Ne 6382
AONYLLIEHO K 06palLeHnto Ha TeppuTopumn Poccuiickoi deaepaumn.

3amecTuTenb pykoBoamTens deaepanbHOn Cnyxobi
Mo Ha,|30py B chepe 34paBOOXpPaHEHNUA 0.HO. MaBntokor

Y

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUF 1 PETHCTPALIMH METMLIMHCKUX U3REMM



0)EAEPAJIbHASA C/TYXXKBA MO HAL3OPY b CHEPE 3[IPABOOXPAHEHNSA
(POC3PABHA/3OP)

NMPUNJTO>XXEHUE

KPETlMICTPALNOHHOMY YOOCTOBEPEHNIO

HA MEANUNHCKOE N3AEJTNE
OT 14 vivona 2022 ropa Ne ®C3 2007/00551

Ha meumunHcKoe nsgenve
AHanlizaTtopbl UMMYHOXeMUAKOMUHeCUeHTHble Immulite One, Immulite 1000, Immiili
2000, Immulite 2000XPi, ¢ NpUHaANEXXHOCTAMN:
1 AHanm3atop MMMYHOXEMUIOMUHECLEHTHBIA Immulite One:
1. bnek AHanmnsaTopa MMMyHOXeMUItOMUHecLeHTHOro Immulite One - 1 wrT.
. CKrHep WTpMX-KOL0B N Kabenb K Hemy - 1 L.
. Mewwkun gns otxogos (50 wr.) - 20 wr.
. ByTbInb gnsa Bogb! (2 n) - 2 Wr.
. @U:rbTp BeHTUNATOpA -1 LT,
. MpegoxpaHutenu - 4 wr.
Kabenb K KomnbloTepy -1 wwr.
. PekameHgauuun no nHctannaumm Immulite One - 1 wr.
. PykoBoacTBO Mo akcnayatauum - 1 wr.
10. Hi 6op AMCKeT ¢ nporpaMMHbIM 0becreyeHmem -1 L.
11. By TbLUb ANA XXULKNX OTXOA0B 2 N - 2 LUT.
12. -06pasHble NnepexogHuku (12 n 14 aroiiMa) - 2 L.
f 13. Kr6enu nutaHms - 3 L.
14. ByTbINb ANA NMPOMbIBAIOLLEN XKNAKOCTM (1 1) - 2 L.
15. Krpycenb ans peaktueoB -1 LUT.
16. Kf biLukn npo6upok ans npob -1 ynakoska Ha 1000 L.
17. M( acTaBkK 4na Npobmpok ¢ obpasuamu - 100 L.
18. Mpobupku ans npob -1 ynakoska Ha 1000 L.
19. MuneTkn gns nepeHoca Npo6 - 1ynakoska Ha 500 LuT.
u/] 20. LLratue ans nepeHoca npo6 - 1 wr.
21. Kc HTeliHep Ans TBepAblX 0TXOA0B - 2 LUT.
22. Hi na 3abopHuMKa cybcTpata - 2 LUT.
23. O-06pa3Hble Ko/bLia A5 fo3artopa - 2 LUT.
24. TpybKa CnmBa XXUAKNUX OTX0A0B - 1 LT,
i- II. AH rnn3aTop MMMyHOXeMUIKOMUHECLEHTHBIA Immulite 1000:
1 Bbnek AHannsaTopa UMMYyHOXeMUIIOMUHeCLeHTHOro Immulite 1000 - | wr.
2. JTazepHblii CKaHep LUTPUX-KOA0B U Kabenb K HeMy -1 LuT.
3. MeLlku ana oTxoaos - 20 L.
4. ®WN.TbTp KOMNblOTepa - 1 L.
5. ByTbInb ana Boapl (2 1) - 2 Wr. AIT'T
6. ®un.lbTp BeHTUNATOPA -1 LWT.
7. MNpe foxpaHutenu - 4 wr. V-
3amecTuTeNb pykoBoauTensa ®egepanbHON CyXoObl

OCEONOU D WN
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a>ENTEPA/IBHASA CNTYXXKBA MO HAJ30PY B COEPE 3[[PABOOXPAHEHWSA
(POC3PABHA/3OP)

NMPNNTOXXEHUE

KPETlMCTPALNOHHOMY YOOCTOBEPEHUNIO

HA MEQVLIMHCKOE N3OENNE
oT 14 viona 2022 roga Xo ®C3 2007/00551

Jlnct

8. Kabenb A1 3a3eM/IeHNs KPOHLUTeHA 1 CTOMKM NOACTaBKM - 1 LuT.
9. PyKoBOACTBO MO aKcnayaraumm -1 L.

10. Hr 6op AMCKOB C nNpon)aMMHbIM 06ecneyeHnem -1 L.

11. Kr aBnatypa c kabenem -1 LT,

12. ByTbIfb ANSA XUAKUX OTXOA0B 2 /1 ~2 LUT.

13. *)6pa3Hble NnepexogHukmn (12 n 14 proima) - 2 L.

14. KM OHLWITENH AN MOHMTOPA M CTOWKa NOACTaBKM MOA KnaBuaTypy - 2 LUT.
15. Kabenu nutaHms - 3 L.

16. Bymara gna npuHTepa -1 nayka

17. ByTbInb A4NS NPOMbIBatoLLEN XnakocTn (1 n) - 2 wr.

18. Kapycenb Ans peakTneoB -1 LuT.

19. 3ameHsemMble HaKOHEYHUKN fo3aTopa - 2 LUT.

20. M(‘pcTaBkn gna npobupok ¢ obpasuamu -100 Lwr.

21. MN1)obupkn gnsa npob -1 ynakoska Ha 1000 L.

22. TvneTkn gna nepeHoca npob - | ynakoska Ha 500 L.

23. LTaTtnB Ans nepeHoca npoo6 -1 L.

24. KcuteitHep ans TBepAbIX 0TX0A0B - 1 .

25. Vrna 3abopHuKa cy6cTpara - 2 L.

26. O*0bpasHble KonbLa Ans gosartopa - 2 L.

27. Hrbop MHCTPYMEHTOB - 1 L.

28. M )HUTOP C CEHCOPHbLIM 3KpPaHOM U 4 Kabensi K Hemy - 1LwT.

29. LLlapoBoii MaHUMynATOp TPEK6O 1 Kabenb K HeMy - 1 LuT.

30. T|y6Ka K 6yTblnu Ans BOAbl - 2 LUT.

31. T|y6Ka K 6yTblnu Ans NPOMbIBAOLLEN XUAKOCTU - 2 LUT.

32. Tpy6Ka cnmea XULKUX 0TX0L0B - 1 L.

[1l.  AHanuzatop MMMYyHOXEMUIKOMUHECLEHTHbIA 1TTnlAle 2000:

1 bne K AHanu3aTopa UMMyHoxemuntoMmnHecueHTHoro/1TTulle 2000 - 1 wr.
2. CKCHep LUTpUX-KOM0B 1 Kabesb K HeMy -1 LuT.

3. Me nku anqa otxonos - 20 Lwr.

4. Tp5604kyM - nornotmutenn C0O2 - 2 wr.

5. by3bl/lb ANA NPOBeAeHNss O4YUCTKN CUCTEMbI - 2 LUIT.

6. BcTaBKa B KonofeL, passefeHna -1 L.

7. byTbinb gns BoAabl 611 - 2 LWT.

8. Kabenb 414 3a3eMieHNs KPOHLUTEHA U CTOVMKM NOACTaBKM T1WT. |
9. KpbILKa naHenu noagkaoyeHms - 1 wr. 0 .. /
10. KoMniekT A1CKOB C MporpamMmmMHbIM 0becrieveHnem L Lut-
3ame<TuTenb pykoBoanTens deaepanbHON cnyXobl

no Haf30py B chepe 34paBOOXPaAHEHMS
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«OEJJEPAJIbHASA CNTY)KBEA MO HAJ30PY B COEPE 3IPABOOXPAHEHUSA
(POC3[IPABHA/I30P)

MPNIO>XEHUE

K PETUICTPALNOHHOMY YAOCTOBEPEHWIO

HA MEANUMHCKOE U3AENVE
oT 14 miona 2022 roga Ne ®C32007/00551

11. Py <0BOACTBO MO 3Kcnayatauun (aHrn.) - 1 wr.
12. @1 NbTpbI TPYOOK XMUAKOCTU - 2 LUT.
13. KnaBmnatypa c kabenem - 1 w.
14. By rbinb ANA XXUAKUX OTXOA0B 6/1. - 2 LUT.
15. Ha6op ans paboTbl ¢ MUKpooObeMamy (YrakoBKa Ha 5 LT., MOACTaBKMU U
npo6w akn) -1 L.
16. KpaHLWITeNH 419 MOHUTOPA U CTOMKA NOACTaBKM NOJ KNaBuaTypy - 2 LWT.
17. CeTeBoOW ULLIyp - 1T,
18. ByTbINb AN NPOMbIBAOLLEN XXNAKOCTU 2 N - 2 LWT.
19. PeakuuoHHble Npobupkm - | ynakoska Ha 1000 L.
20. KoHTeliHep ans TBepllbIX 0TX0A0B - 2 LWT.
21. 3awmTa OT NPEeBbLILLEHMA HAMPSXKEHMA - 1 L.
22. Habop MHCTPYMEHTOB - 1 LwT.
23. MCHWTOp C CEHCOPHbIM 3KPaHOM 1 4 Kabens K Hemy -1 LT,
24. LLlapoBoii MaHMNYyNATOP-TPeK60n ¢ kabenem - 1 LwuT.
25. MrHApeH Ans OYNCTKU TPy6bl OTXOA0B - 1 LwT.
26. HoxXkn ans npuoopa - 4 wr.
27. MopacTaBku Ana paboTbl ¢ anneprotectamut -1 L.
28. Habopbl NpothnnakTMyecKoro 06CnyXmnBaHus - 2 LLT.
IV. AHanmMzatop UMMYHOXEMUIOMUHECLEHTHbIA IMMubITE 2000 XP1:
1. Bno]C AHanun3aTopa UMMYHOXEMAFOMUHECLEHTHOrO IMMubITE 2000 XP1 - 1 wr.
. CKaHep LUTPUX-KOLOB 1 Kabesb K Hemy -1 LuT.
. MeBncu 4na oTxo4os. - 20 Wwr.
. Tpy<)ouku - nornotutenu C0O2 - 2 wr.
. ByTriib ans npoBefeHNs O4YNUCTKN CUCTEMBI -1 LUT.
. ByTbInb ana Boabl 6 1 - 2 L.
. KpblILwKa naHenu nogknoyeHms -1 wr (npy Heo6XoanMocTH).
. KOMnnekT 4MCKOB € NporpaMmHbIM obecriedeHnemM -1 wT (Npy HEO6X0ANUMOCTHN).
. PykoBoAcTBO No akcnyaTauum - 1ur.
10. PunbTPbI TPYOOK XMUAKOCTY - 2 LUT.
11. FOwsmatypa - 1T (Npy HeO6X0AMMOCTH).
12. By TbIb AN8 XUAKNX 0TXOA0B 61 - 2 LWUT.
13. KpOHLWITENH AN MOHMTOPA W CTONKA NOACTaBKM NOA KnaBuaTypy -1 L.
14. CeTeBOM LWUIHYP - 1WT.
15. ByTbl/lb AN NPOMbIBAKOLLEN XUAKOCTY (2 n) - 2 wr™.: .-
16. PerkumoHHble npobupkm - 1000 wr. A
3ameo utenb pykosoanTensa depepanbHoOl cnyxobl
; no Hag3opy B chepe 34paBOOXPaHEHNS

OO ~NO O WN
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a>ENTEPA/IBHAA CNYXXBA MO HAJ30PY B COEPE 3[JPABOOXPAHEHMS
(POC3APABHA/30P)

NMPNNTOXXEHWE

KPETMICTPALNOHHOMY YOOCTOBEPEHWIO

HA MEANUWVHCKOE U3AENUE

Or 14 viona 2022 rona Ne dC3 2007/00551
NHbr

17. KoTreliHep Ans TBepAbIX OTXOA0B - 2 LUT.

18. 3wucLTa OT NpeBbLUEHMA HanpsXeHns - 1 T.

19. MCHMTOP C CEHCOPHbIM 3KPaHOM U Kabensamu - 1 wr.

20. LWapoBoii MaH1nynsaTop-Tpek6on -1 wT (Mpyr He06XoAMMOCTN).

21. MaHfpeH NS OUYUCTKY TPYyObl OTXOA0B -1 LwT.

22. HacTtaBnsiemble MUHW-MPOBMPKK, 2 MN 4719 UCMO/Ib30BaHUA C NPOBMPKaMmn A1ameTpoM;
16 mm, 1000 wt./1 yn., He 6osnee 5yn.

23. HactaBnsemble MUHU-NPOGUPKK, 1 M ANS UCNONb30BaHMSA C NPOGMpKamu AnameTpom;
12 mm a 13 mm, 1000 wr./1 yn., He 6osnee 5yn. |
24. US3 kabesnb -1 wWr.

25. MNopacTaBka ana npuHTepa -1 Wwrt. (Mpy Heo6XoAMMOCTH).

26. LLtatus ans npobupok - 2 L.

27. Bk:[agbiin ansa Mmkpoo6bpasuos -1 5wr./1 yn., He 6onee 5 yn. (Mpn HeO6X0AUMOCTH).
28. MMpobupkun ang mukponpob - 1000 wr./1 yn., He 6onee 5 yn. (Mpy HEOBX0ANUMOCTN).
29. Kp].wleukn K npobrpkam g1 Mukponpo6 - 1000 wr./1 yn., He 6onee 5 yn. (npu
HeobXC AUMOCTHW).

30. Kpbnneyku K npobupkam ans annepreHa - 1000 wr./1 yn., He 6onee 5 yn. (npw
HeobXoAMMOCTK).

31. Kpbnnku K npobvpkam ans pasdasuteneii / Dulient tube caps - 250 wT./1 yn., He
6onee t yn. (Npy HEOGXOAUMOCTH).

32. Mpobupkun ansa pasbasutenerd / Dulient tubes - 250 wr./1 yn., He 6onee 5 yn. (npu

Heob6XoaMMOCTH).

33. MoabpaHbl K npobupkam ansa anneprexa - 250 wr./1 yn., He 6onee 5 yn. (npw
Heob6X0 ANUMOCTH).

34. KoMNeKT KNMHOBUAHbIX LUTaTMBOB ansiepreHa - 33 wr./1 yn., He 6onee 5 yn. (npw
Heo6X0 AMMOCTH).

35. XeNiHnroMHHecueHTHObrii cy6cTpaT / Chemiluminescent substrate module,

205 mn - 2 W T./1yn., He 6onee 5yn. (Np1M HeO6XOAMMOCTH).

36. OubLuatownii pacteop / Probe cleaning kit - 100 mn, He 6onee 5 wT. (Npu
HeobX0AMMOCTH).

37. Pac TBop A4/19 NPOMbIBKM f03aTopoBs, 200 ma - 2 wr./1 yn., He 6onee 5 yn. (npw
Heo6X0, AVMOCTW).

V. T[lpuHagnexxHocTu K aHaim3aTopam I/IMMyHOXGMVIJ'IIOMI/IHeCLI,eHTHbIM Immulite One,
Immuliie 1000, Immulite 2000, Immulite 2000XPI:

1 AmopTumsaTopbl -1-10 wr. Ir

2. Arre noatop - 1w, \Y /

3amecT rrenb pykosoantensa degepasnbHoOn cnyx6bi -

no HaA3opy B chepe 34paBoOXpPaHEHMNSA v, O*HO. MaenH||Kbe
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®EAEPAJIBHAA CNYXBA MO HAA3OPY B COEPE 3PABOOXPAHEHNA
(POC3OPABHAL3OP)

NMPNNTOXXEHWE ~

KPETMCTPALNOHHOMY YOOCTOBEPEHWIO

HA MEANUWVHCKOE VU3AENE

oT 14 nons 2022 roga Ne @®C3 2007/00551
Jlsa<

3. b0 cuHKy6auMm NPo6MpPOK -1 L.

4. bno cmnuTaHms ¢ kabensamm n 6es - 1-5 L.
5. bymara gna npuHtepa -1-10 wwr.

6. BeHrunartopsl - 1-10 L.

7. Beon 3NeKTpoHHbIe pasHble - b5 Wr.

8. BMHTbI pa3HbIX pa3mepoB -1-20 wwr.

9. [lapLUKN 3N1eKTPOHHbIe pasHble -1-30 L.

10.
11.

Ouncnnen -1-5 wi.
[o wropsl Bogbl 1 cybeTpaTa (250 1 5000 MKn) -1-20 wr.

12. [lo wropbl peakTrea 1 Npob -1 -20 L.

13.
14.
15.
16.
17.
18.
19.
20.
21.
22.
23.
24.
25.
26.
217.
28.
29.
30.
31
32.
33.
34.
35.
36.
37.
38.

Ka)-lepa pa3BeaeHunsi npob -1-5 wr.

Ka])ycenn ansa peaktvsos -1-10 L.

Ka])ycenb ans TeCToBbIX LWAPUKOB -1-5 LT,

FOTLWaHHbIA MexaH13M AN yrnpasieHns NoTOKaMm XNAKOCTel B aHanmsatope -1-10
Kn;waHbl -1-30 Lwr.

Koneco - 1-30 wr.

KO.LLeKTOop XMAKOCTHON cucTeMbl -1-10 wwr.

Ko.togeu NpomMbIBKA -1-5 LWUT.

Ko.rbua ynnotHuTenbHble - 1-30 Wt

KoMnnekTbl peMOHTHbIE pa3Hble -1-10 L.

KomnbloTep aHanmsatopa -1-5 .

Kpenexu ans nogcoeuHeHNs aHaIM3aTopoB B pasIMYHOM KOHQUrypaumm - 1-20 wr.
KpcwiwTeliHbl - 1-10 w.

Kpl.nnkv aHanmn3aTopa ¢ oTBepcTnem u 6e3 -1-10 Lwr.
J10: 0K Ans peakUMOHHbIX NPOBMPOK -1-5 L.

Jlorok gnsa c6opa npobmpok ¢ npodamu -1 -5 wr.
MarHuTHble 3aMKn -1-5 wWr.

Moropbl pa3nnyHoi MoLLHOCTY - 1-20 Wr.

Ha(K>pbl NpOgh1nakTU4ecKoro 06Cny>XmBaHus -1-3 L.
Harpesatenb cy6cTparta- 1-10 wr.

Hacocbl pasHble - 1-10 L.

Horcckm K npunbopy -1-20 wr.

Oc}uwutens 1-4 wr.

[11r cTMKoBble HaKOHeYHWKKM fo3aTopa - 1-30 wWrT.
[1C.Tbl 3NeKTPOHHbIe Ana aHanu3atopa -1-30 wr.
Mop;cTaBky Ans paboTsl ¢ anneprotectamu -1-30 L.

3amecTutenb pykoBoanTensa degepanbHON CyXobl
no HaZ30py B chepe 34paBOOXPaHEHUA :O*K>. Masns”l4oB
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39.
40.
41.
42.
43.
44.
45.
46.
47.
48.

49

PEAEPA/IBHASA CNYXBA MO HAJ30PY B COEPE 3[PABOOXPAHEHWSA
(POC3PABHA/3OP)

NMPUNJTOXXEHUE

KPETMICTPALNOHHOMY YOOCTOBEPEHWMIO

HA MEOVNUNNHCKOE N3AEJTNE

oT 14 nonsa 2022 roga Ne ®C3 2007/00551
NA1N

MogcTaBky ans paboTbl ¢ Npobupkamn (15 passefeHns) - 1-30 wr.
MoAWNNHMKN pasIMYHOro Ha3HayeHud - 1-30 L.

M])nHTep -1-5 wr.

MporpammHoe o6ecrieyeHne FRISCA -1-20 wr.

Npo3payHble KpbNnkn -1-20 wr.

MNpoknagku pasHole -1-30 L.

MpyXuHbl -1-30 Lwr.

PesepByap cy6cTpata - 1-5 wr.

PenHn - 1-30 wr.

Ckctema YnpasneHus Obpasuamu (SMS) -1-5 wi.

CTaHUMa MOHUTOPUHIa CoCToAHMA aHanm3aTopoB Immulite Real time service

(RTS) - 1-10 wr,
50.
51.
52.
53.
54.
55.
56.
57.
58.
59.
60.
61.
62.
63.
VI.
IMMULITE 2000XPI:

1 LWai3bl - He 60nee 30 L.

2. MopcTaBky Ana paboTbl ¢ Npobrpkamu (4ns passegeHuns) - 50 nrr./l yn., He 6osnee 5 yn.
3. ®unl.Tp BeHTUNATOpa - 1LWUT.

CTaHums NpoMbLUKK -1-5 Wt

CT13pXeHb moTopa -1 -10 L.

TpaHcgopmatop - MO wr.

Tpy6km pasHble -1-30 L.

®nar gatymka - 1-10 wr.

®0oroanetopoHHbIN YMHOXUTENb -1-5 LuT.

XoviyT moTopa -1-30 Lwr.

Llenn nnactkoBble pasHble - 1-15 wr.

UenHok -1-5 wr.

LLlaccu anekTpoHHbIe aHannsaTopa -1-100 wwr.

LLIaaTnBbl 4718 NPOOMPOK - 2 LLIT.

LLITaTuebl ans npo6 - 1-20 wr.

LLleTka MeTannnyeckas -1-20 L.

InEMEHT lNenbTbe -1-20 wr.
JononHuTenbHble NPUHAANEXHOCTU K aHa/IM3aTopy UMMYHOXEMUTIOMUHECLLEHTHOMY

3amecTuTeNnb pyKoBoAUTeNst ®eaepanbHoO ClyX6bl
no HaA30py B chepe 34paBOOXPaHEHUS
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