Ipunoxenne 1

Texuuyeckne xapaKTepUCTHKH (ONHCaHNe) MEANUMHCKHUX HU3IC/IHH
PearenTsl, KanuOpaTopsl, KOHTPOIM K PACXOAHBIE MaTepHANEl A1 UMMYHOXMMHYECKUX
HCCIIeIOBaHKH Ha aBTOMATHYECKOM aHAIM3aTOPE METONOM XEMHIIOMMHECLEHLHU Ha

MHKpPOHaCTHIax

1. Coctas (KOMIJIEKTAIHA) MEJHIHHCKHX H3NeIHi:

Homep u Ne TpeboBanus, npeabIBAsSEMBIE K Komuuectro (06bem)
HauMmeHosanue JIOTa | n/n TOBapy 3aKyTnaeMbIX TOBapoOB
1 2 3 e
HorNel-- 1 Orkomapkep 3200 tecros
Pearenrsl, " | pakoBO3MOpHOHAIBHEIN aHTUTEH
KanuOpaTops!l U 5 Kanubparop A0 prry
KOHTPOJIH JAIid " | paxoBOSMOpHOHANBHBIH aHTUTEH
VMY HOXHNINMECKHE, | KouTpons pakoBoaMOpHOHAIBHBIH 938 it
HccaeoBaHui Ha ’ AHTUIeH -
aBTOMaTH4YECKOM 4. | OaxoMapkep anbdha-QeToNpOTEHH 4000 TecToB
aHalli3aTope 5. | Kanmubparop anpda-beTonporens 126 ma
METOAOM 6. | Konrpons ansba-deronporens 288 M
XCMUIIIOMHMHECUCHIMH |7 | Onxomapkep CA 19-9 3600 TecToB
Ha MUKpO4YacTulax 8. | Kanubparop CA 19-9 126 M
9. | Konrpons CA 19-9 288 mu
10. | Onxomapxep CA 125 9600 TecToB
11. | Kanubparop CA 125 126 mn
12. | KorTpons CA 125 336 M
13. | Osxomapkep CA 15-3 4000 TecToB
14. | Kanubparop CA 15-3 126 M7
15. | Kourpoas CA 15-3 192 ma
16. | Buramuu D 19000 Tecros
17. | KanubpaTtop Butamud D 180 M
18. | KonTpons BuTamuH D 288 mu
19. Hpoc:TuaTcneuH(pmecmﬁ aHTUTCH 1400 TecToB
o01uit
Kanubparop
20. | ompocrarcrenudUIEecKOro aHTUreHa 48 mn
obuiero
1. KonTtpons npocrarcnenupuyeckoro 288 win
aHTHUreHa odIero
Onkomapxep
22. | mpocTarcnenupUUecKnii aHTUIeH 4400 TecToB
¢BOOOIHBIH



Nosko
Typewriter

Nosko
Typewriter
-------------


Kanubpatop

23. | npocTarcnenuduIecKoro aHTUreHa 48 mn
CBOOONHOTO
KonTpons npocrarcnenupuieckoro

24, | KoHTpOTs Ip T 288 M

aHTHUTeHa CBOOOIHOrO

25. | Ouxomapkep HE-4 9600 tector
26. | Kanubparop HE-4 144 mn
27. | Konrpoas HE-4 288 M
28. | Ouxomapkep CYFRA 21-1 200 TecToB
29. | Kanubparop CYFRA 21-1 18 ma
30. | Kourpoas CYFRA 21-1 24 ma
31. | T4 CrobonHeiit 104400 TecToB
32. | Kanubparop T4 Crobonusiii 180 mn
33. | Kourpons T4 Croboaubli 600 mn
34. | T3 CeobogHbIN 2200 TecToB
35. | Kanubparop T3 CrobonHbli 126 M
36. | Konrpons T3 Coboanbri 288 Mn
37. | Tupeorponnstit ropmos (TTI) 105600 tecToB
38. | Kamubparop TTT 60 M
39. | Korrpons TTT 600 M
AHTHTENA K THPEONIEPOKCHIA3E
40. | e TTIO) peoriep 55000 TecToB
41. | Kanubparop antu-TI1O 216 ma
42. | Kontpons antu-TIIO 200 Ma
43, %Ij)Tmeﬂa K TUPEOTJIO0YIHHY (aHTH- 2000 TecTos
44. | Kanubparop antu-1T 126 Ma
45. | Koutpons antu-T1 120 ma
46. | Ilaparupeounnusit ropmosn (ITTT) 6400 TecToB
47. | Kagubparop I1TT 180 mn
48. | Konrpons IITT 432 mn
KOHTponk MHOrOKOMITOHEHTHBIM
49. | IMMYHOJIOTHYECKH 240 M
TPEXYPOBHEBBIH
) IIporecrepon 3800 TecToB
51. | Ilporectepon KaauOparop 42 mu
52. | IlporecTepoH KOHTPOIb 144 mn
UTMAPO3NIHaHAPOCTEPOH-CYIb(aT
53. '(I){:[FBJSC) P P oL 800 TecToB
34. | AI'SA-C xanubparop 72 M
55. | JI'9A-C xoHTpOIb 144 v
56. | TecrocTepon 5400 TecToB
57. | Kanubpatop TectocTepon 144 mn
58. | Kontpons TecrocTepon 336 Ma
DOJTUKYTOCTUMYIHPYIOMIHH
59. — Ej‘b cr) 24 8400 TecToB
60. | ®CI kanubparop 42 M
61. | ©CI" xoHTpOJIb 288 mn
62. | roteunuzupyromuii ropmod (JII') 8400 TecToB
63. | JII' xasrmbparop 126 mn
64. | Ilponaxtux 6600 TecToB




65. | IIponaktus kanubparop 42 ma
66. | IlposakTHH KOHTPOIb 288 M
67. | OcTpaamron 5000 TecToB
68. | Dcrpaayon kanubpaTop 126 mn
69. | ScTpaauol KOHTPOJIb 288 ma
70, bera-xopuonmueckuit (e T —
rOHaJOTPONNH
71 Kanubparop Oera-xOpUOHUYIECKUH 54 v
TOHaJAOTPOIMH
7 Kontpomns 6eTa-xopuoHuyecKuit 96 ¥t
TOHAJOTPOIMH
73. | 'omonucrenH 3000 TecToB
74. | Kanubparop roMOLECTEHH 126 mn
75. | KOHTpoOIb rOMOIMCTENH 277.2 M
76. | Harpuitypetnueckuii nentua (BNP) 1200 TecToB
77, Kanubparop naTpuitypeTugecKuii §4 st
NEenTUx
73, KoHTpons HaTpuHypeTUIECKHA 96 it
nenTuj
79. | @onueBas KUCIOTa 5200 TecToB
80. | Kanubparop donuepas kuciaora 144 mn
81. | KoHTpous donuesas KUCI0Ta 336 mi
20 BEICOKOUYBCTBUTENBHBIH 800 TecTon
TPOIIOHMH-]
Kanubparop
83. | BEICOKOYYBCTBUTENBHBIH TPONOHUH- 126 mn
1
ou KOHTpOIE BEICOKOYYBCTBUTENBHEI 336 wil
TPOIOHUH-]
85. | Uncynun 6400 TecToB
86. | Kanubparop MHcynun 126 mn
87. | KonTpoas MuCyamH 288 M
88. | C-Tlentug 6400 TecToB
89. | Kanmbparop C-llentua 126 mn
90. | Kourpoas C-TlenTun 288 Mn
PactBop OydepHBIii
91. | KOHUCHTPUPOBAHHEIM IS 1400 n
TIPOMBIBKH
92. | Pactop Tpurrepsslit 702000 ma
93. | Pactrop [lperpurrepHsiii 234000 M
94. | IlencunoreH 1 800 TecToB
95. | Kanubpatop nencruHoreH | 18 M
96. | Kourponu nencusorex 1 48 M
97. | Ilencunoren 11 800 TecToB
98. | Kanubparop nencunoren 11 18 M
99. | Kontpoan nencuxores 11 48 mn
100. | Butamuu B12 5200 TecToB
101. | Kaimmbparop Butamus B12 144 mn
102. | KorTposs puramus B12 336 M
103. | KopTuzon 5200 TectoB
104. | KanubpaTop KOPTH301 126 M




105. | PacTBOp 114 yX02 32 30HAOM 4452 M
106. | 'anexTrH 3 600 TecToB
107. | Kanubpartop ranextuH 3 18 mn
108. | KoHTpONs rajiekTu 3 24 M1
109, AHTHTENA IPOTUB PELIENITOPA 2000 TecToB
THUPEOTPONHOIO FOPMOHA
110. KOHTpOB YPOBHS aHTUTEN IPOTUB 238 it
peLeNTopa TUPEOTPOIIHOrO ropMoHa
Kanubpatop ypoBHS aHTUTEN
111. | nporus peuentopa TUPEOTPOIIHOTO 108 M
ropMoOHa
Habop peareHTOB 1JIs1 ONpeelIeHus
112, | YPOBHSI N-TEpMHUHATSHOTO 1200 TecTos
(bparmenTa HaTpUIY pETUYECKOTO
nponentuja (NT-proBNP)
KonTpons yporus N-
113. | TepMUHAIIBHOTO PparMeHTa 96 M1
HATPUHYPETUYECKOro NpoInenTuia
Kamubparop yporns N-
114. | TepmuHaBHOrO PparMenHTa 54 mn
HaTpUHYpETUYECKOr0 NPONenTHia
PeareHT cexc-CBSI3BIBAIOIINH »
115. roGymmH (SHBG) 5400 TecToB
116. | Kamubparop SHBG 96 mn
117. | Kogrpons SHBG 168 mn
118. | PearenT Tupeornobynua 1000 TecToB
119. | Kanubpatop tipeornoOyiuH 54 mn
120. | KoxTpons Tipeornobynus 120 ma
12]. | PeareHT beppuTUH 50400 TecroB
122. | Kanubparop depputun 36 ma
123. | KonTpons deppuTiH 240 ma

2. Texanyeckne TpeGoBaHuSA

2.1 Pearentsl, kanuOpaTopsl, KOHTPOIM JOMKHEI OBITh peIHa3HAYEHB! 171 paboThH Ha
aBTOMATHYECKOM MMMYHOoxuMuyeckoM ananuzartope Alinity i (ABBOTT Laboratories)

3. TpeGopanus, npeabsBAsieMble K Ka4eCTBY TOBapa, rapaHTHHHOMY CPOKY: COTJIaCHO

JOKYMEHTaM MO NpOoLeAype MOCYJapCTBEHHOM 3aKYIIKY OpraHU3aTopa.

1

2 |

3

4

JIot Ne2

Pacxonurie
MaTepHasl I7s
UMMYHOXUMHYECKHX
HCCIeNI0BaHui Ha
aBTOMATHUYECKOM
aHaIu3aTope

METOIOM
XEMUNIOMHAHECIIEHITHA
Ha MUKpOYACTHLIAX

1

Cocynsl 115 NIpOBEACHMS peaKIMit

800 000 mTyk

IIpobupxu 11s 00pasuos/mpod

100 000 mTyx




2. Texundeckue TpeOoOBaHAS

2.1 Pacxonuble MaTepransl JODKHEI OBITH MpeqHAasHAYeHH 119 pa0oThl Ha aBTOMaTHIECKOM
agamzaTope Alinity (ABBOTT Laboratories)

3. TpeboBanus, NpeAbsBjsieMble K Ka4eCTBY TOBapa, FAPaHTHWHOMY CPOKY: COITIACHO
JOKYMEHTaM I10 IPOLIeAype roCy AapCTREHHON 3aKYIIKH OpPraHu3aTopa.




