JAEKJIAPALIS ITPO BIANMOBIZAHICTH
BHUPOBIB MEJJUYHUX
Ne UA.TR.754./URIT/an-06

BUPOBHHUK:

IOPIT Menikan Enexrponik Ko., JIta., Ho.JI-07 Indopmeitmn Inaactpi dicrpikt, Xaii-Tex 30w,
['yimine, I'yanci 541004, T1.P.Kuraii / URIT Medical Electronic Co., Ltd., No.D-07 Information
Industry District, High-Tech Zone, Guilin, Guangxi 541004, P.R.China

YIIOBHOBAKEHUM NMPEJCTABHUK BUPOBHUKA B YKPAIHI:

Tosapucrso 3 obmexenowo  BimmoBizanshictio  «JIABOPATOPISI T'PAHYM»  (kox
CJIPTIOY: 41524713, VYkpaina, 61050, m. Xapkis, Byn. ®pankiscbka, Oyn.l14, Ten./paxc:
(057) 752 32 31), E-mail: granumlab@gmail.com.

HA3BA ME/IMYHOI'O BUPOBY JIIsl JIATHOCTHUKH IN VITRO:
«Ananizaropu LabAnalyt qis kiiHiuHKX Ta 1a60paTOPHUX JOCHTIKEHD

in vitro, peareHTH, KOHTPOJI1 /U1l aHAJTi3aTOPIB»
(epeunik 3riano JlonatkyNel, mo € yacTHHOIO Li€el AeKapatii mpo BiMOBILAHICTS)

KITACUDIKAILIS:

in vitro

He BXxoaaTh 10 Ilepeniky A T1a B Jlonatky 2 10 TeXHiYHOrO perjiameHTy MI0J0 MEIHYHUX
BMPOOIB JUIs JIIarHOCTHKY in Vitro (3aTBep/UKeHOr0 mocTanoBow KaGinery MinicTpis Ykpainn
Bt 02.10.2013 No754), we € BupoOGamu [yl CAMOKOHTPO.IO, HE NpPU3HAYEHI JUIS OILLHKH
XapaKTePUCTHK

INPONEJAYPA OLHIHKHA BIATTIOBILJIHOCTI:

srio Jlogarky 3 (3a BUKIIIOYEHHSM MYHKTIB 6-8) j10 TeXHIYHOro peraamMeHTy 1o/10 MeIHYHUX
BUPOOIB JUIsl JIIarHOCTUKHM in vitro (3aTBeppKenoro nocranosowo Kabinetry MinicTpis Ykpaiun
Bi 02.10.2013 No754)

Tosapucmeo 3 oomedncenoio sidnosioansnicmio «JIABOPATOPIA TI'PAHYM» (koo
EAPIIOY: 41524713, Ykpaina, 61050, m. Xapkis, éyn. Opanxiecoka, 6yo.14, men./paxc:(057)
752 32 31), wo die 3a [oz06opom-oosipenicmio supoonura eio 14.12.2022 poky, ¢ ocobi
oupexkmopa Illeguenko C.I. Oeknapye 6i0nogionicme GUULE3A3HAYECHO20 MEOUUHO20 6UPODY
sumozam Texniuno2o pezaamenmy w000 MeOUMHUX 6upodie 0na_diaenocmuxu in vitro,
3ameeporcenozo nocmanosoio Kavinemy Minicmpie Ykpainu 6id 02.10.2013 Ne754

Texnivuna gokymenTaitisi Ha MeIM4HUIT BUpIO po3pobiieHa Ta BIpoBajKeHa.

Jleknapariito npo BiUOBIHICTE CKJIAZICHO BiJI IMEHI Ta I1i/1 BiANOBIIaIbHICTh BUPOOHHKA.
BianosizansHieTs 3a 10cTOBIpHICT HA/IaHOT iH(OpMaIi Hece BUPOOHHUK.

Hesij'eMHOI0 qacTHHOIO J1aHOT AeKiapaltii €:

Jonarox Nel 3 nepenikoM npoyKitii.

Homaroxk Ne2 3 mepesnikoM HamiOHAJIBHHX, €BPONEHCHKHX Ta MiXKHAPOJHMX HOPMATHBHO-
IpaBOBHX AKTIB Ta CTAH/APTIB

Bepcia: 6

Hama ckradannsi: 09 civns 2023 poxy Hie 0o: 13 epyons 2027 poky
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HonaroxkNel no /lekaapauii npo BianosianicTs
Ne UA.TR.754./URIT/an-06
«Ananizatopu LabAnalyt s kainiuaux ta 1a6opatopuux
AOCIIIKeH b in Vitro, pearenTH, KOHTPOJIi ISl AaHAII3aTOPIBY»

Ne Hassa momikanii meauunoro Bupody Haspa mozudikanii MeingHoro Bupody
3/p aHITHCHKOI0 MOBOIO YKPaiHCbKOIO MOBOIO
1. | Semiautomatic Biochemical Analyzer HamisaBromaTuunuii Gioximiunuii ananizarop
LabAnalyt-880 LabAnalyt-880
2. | Automatic Biochemical Analyzer LabAnalyt- AsToMaTHUHMH GioXimMiuHWil aHai3aTop
8210 LabAnalyt-8210
3. | Automatic Biochemical Analyzer LabAnalyt- ABTOMaTHUHMH GioXiMiuHMIT aHAI3aTOP
8280 LabAnalyt-8280
4. | Semiautomatic Urine Analyzer LabAnalyt-50 HanisaBToMaTHuHuii aHamizatop ceui
LabAnalyt-50
5. | Semiautomatic Urine Analyzer LabAnalyt-180 | HaniBaBromMaTHun#ii aHas113aTop ceui
LabAnalyt-180
6. | Automatic Urine Analyzer LabAnalyt-1600 ABTOMaTHYHHI anani3arop cevi LabAnalyt-
1600
7. | Automatic Urine Sediment Analyzer ABTOMATHYHMI aHAII3ATOp OCa/1y ceui
LabAnalyt-1280 LabAnalyt-1280
8. | Urine Strips LabAnalyt 11G Ceuosi emysxku LabAnalyt 11G
9. | Urine Strips LabAnalyt 13G Ceuosi emyxkku LabAnalyt 13G
10. | Urine Strips LabAnalyt 14G Ceuosi cmyxku LabAnalyt 14G
I1. | Urine Strips LabAnalyt 12F CeyoBi cmyxku LabAnalyt 12F
12. | Urine Strips LabAnalyt 14F Ceuosi cmyxku LabAnalyt 14F
13. | Control LabAnalyt for Urine Analyzer NO I Kontpons LabAnalyt s ananizatopa ceui
NO |
14. | Control LabAnalyt for Urine Analyzer NO II Kontposns LabAnalyt st ananizaropa ceui
NO II
I5. | Control LabAnalyt for Urine Analyzer NO III Kontpons LabAnalyt juis ananizatopa ceui
NO 111
16. | Control Strips LabAnalyt for semiautomatic Kontponbhni emyxkn LabAnalyt juis
Urine Analyzer HaliBaBTOMATHYHOI'O aHAI3aTopa ceyi
17. | Control Strips LabAnalyt for auto Urine KonTposnbni emykku LabAnalyt juis
Analyzer LabAnalyt aBTOMAaTHYHOI0 aHaslizaTopa ceyi
18. | Control LabAnalyt QC22 Level-1 Kontposne LabAnalyt QC22 Pisenn-1
19. | Control LabAnalyt QC22 Level-2 KonTposas LabAnalyt QC22 Pisenn-2
20. | Control LabAnalyt QC22 Level-3 Konrtposis LabAnalyt QC22 Pisens-3
21 Calibrator LabAnalyt CA21 Kani6parop LabAnalyt CA21
22. Ounmytounit pozuun LabAnalyt D22
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Detergent LabAnalyt D21 for auto Urine
Analyzer

Hereprent LabAnalyt D21 juis aBromMaTuusoro
aHasizaropa cedi

24. | Detergent LabAnalyt A Jlereprent LabAnalyt A

25. | Detergent LabAnalyt B JHereprent LabAnalyt B

26. | Detergent LabAnalyt C Jlereprent LabAnalyt C

27. | Rinse Kit LabAnalyt for Electrolyte Analyzer Kommiekt LabAnalyt juis npomusku

aHaji3aTopa eJIeKTpOJIiTiB

28. | Alkaline detergent LabAnalyt for Biochemical | Jlyxuuii neteprent LabAnalyt uis
Analyzer GloximMiuHOrO aHanizaropa

29. | Tubes for testing samples [IpoGipku juist TecTyBaHHS 3pa3KiB

30. | Tubes F15 [Tpobipku P15

31. | Tubes for samples [TpoGipku jutst 3paskis

32. | LabAnalyt-2900Plus automated hematology LabAnalyt-2900Plus Ananizarop
analyzer AstomaTuunuii ['eMarosoriyHmii

33. | LabAnalyt-3000Plus automated hematology LabAnalyt-3000Plus Anaiisarop
analyzer ABroMatuunmii ['ematonoriunuii

34. | LabAnalyt-5250 5-Part-Diff Auto Hematology | LabAnalyt-5250 5-Part-Diff Amnautizatop
analyzer ABTomMaTu4Hmil ['eMarosoriunumii

35. | LabAnalyt-5500 5-Part-Diff Auto Hematology | LabAnalyt-5500 5-Part-Diff Ananizatop
analyzer Astomarnunui ['emaronoriunuii

36. | LabAnalyt-910C Plus Electrolyte analyzer LabAnalyt-910C Plus Anasizatop ej1ekTposiTis

37. | LabAnalyt-910Plus Electrolyte analyzer LabAnalyt-910Plus Ananizarop enekTponiTis

38. | LabAnalyt-600 Coagulation analyzer LabAnalyt-600 Koarynomerp

39. | LabAnalyt-610 Coagulation analyzer LabAnalyt-610 Koaryiomerp

40. | Diluent 20 1 for LabAnalyt 3-Part Hematology | Jlimoent 20 | s LabAnalyt 3-Part Ananizarop
Analyzer ["emaronoriunuii

41. | Diluent 101 for LabAnalyt 3-Part Hematology | JlimoenT 10 1 aus LabAnalyt 3-Part Auanizarop
Analyzer ['emaTonoriuynuii

42. | Diluent 51 for LabAnalyt 3-Part Hematology Himoent 5 | s LabAnalyt 3-Part Ananizatop
Analyzer I"'emaronoriynmii

43. | Diluent powder for LabAnalyt 3-Part HimoenT (nmopomok) juisi LabAnalyt 3-Part
Hematology Analyzer (200 1/pack) Ananizarop ['emarosnoriynuii (200 1/maxk.)

44. | Detergent 201 for LabAnalyt 3-Part Heteprent 20 | ;s LabAnalyt 3-Part
Hematology Analyzer Ananizatop ['emaTosoriunmii

45. | Detergent 10 | for LabAnalyt 3-Part Heteprent 10 1 juis LabAnalyt 3-Part
Hematology Analyzer Ananizatop ['emarosnoriunmii

46. | Detergent 51 for LabAnalyt 3-Part Hematology | Ileteprent 5 | s LabAnalyt 3-Part
Analyzer Awnanizartop ['emarosioriunmii

47. | Detergent 1 1 for LabAnalyt 3-Part Hematology | Jlereprent 1 | as LabAnalyt 3-Part

Analyzer

Amnanizarop ['emartosnoriunmii
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48. | Detergent 0,5 1 for LabAnalyt 3-Part Heteprent 0,5 1 juis LabAnalyt 3-Part
Hematology Analyzer Amnanizarop ['emaronoriunuit
49. | Detergent powder for LabAnalyt 3-Part Hereprent (mopomok) wist LabAnalyt 3-Part
Hematology Analyzer (200 1 /pack) Ananizarop I'emaronoriynuii (200 1/nax.)
50. | Lytic Reagents 5 | for LabAnalyt 3-Part Jlitnunwuii pearent S | ;uis LabAnalyt 3-Part
Hematology Analyzer Ananizarop ['emartosnoriunnii
51. | Lytic Reagents 1 | for LabAnalyt 3-Part Jlitnunnii pearent 1 1 s LabAnalyt 3-Part
Hematology Analyzer Amnanizarop ['emaronoriunuii
52. | Lytic Reagents 500 ml for LabAnalyt 3-Part Jlitnunnii pearent 500 ml juis LabAnalyt 3-
Hematology Analyzer Part Ananizatop ['emartosnoriunuii
53. | Lytic Reagent powder for LabAnalyt 3-Part Jlitnunnii pearent (nopowok) s LabAnalyt
Hematology Analyzer (100 1 /pack) 3-Part Aunanizarop I'emaronoriuamii (100
I/nak.)
54. | Lytic Reagent powder for LabAnalyt 3-Part Jlitnunuit pearent (nopowok) s LabAnalyt
Hematology Analyzer (50 1 /pack) 3-Part Ananizarop I'emaronoriuumii (50 1/nax.)
55. | Lytic Reagent powder for LabAnalyt 3-Part Jlitnunuit pearent (nopomok) /uis LabAnalyt
Hematology Analyzer (20 1 /pack) 3-Part Ananizatop I'emaronoriuuuii (20 1/nax.)
56. | Capillary sampling glass tube 20 uL for Mikpoxkanisisp ckiIsHHI Ui BiaGopy 3paskis 20
Hematology analyzer (500 pcs/pack) uL juis remaTonoriyHux ananizaropis (500
LIT/T1aK)
57. | Metall ball for coagulometers (640 pcs/pack) MerasneBi KyJbku JI0 Koaryiomerpis (640
T/ 1IaK)
58. | 600/610 Pipette 10-100 uL. Mikpomninerka 10 -100 pl (M) uis 600/610
59. | Probe Cleaner 100 ml for LabAnalyt 3-Part Ounmiyiounii 3aci6 100 ml ais LabAnalyt 3-
Hematology Analyzer Part Ananizarop I'emarosoriunuii
60. | Probe Cleaner 500 ml for LabAnalyt 3-Part Ounniyiounii 3aci6 500 ml s LabAnalyt 3-
Hematology Analyzer Part Ananizarop ['emaronoriunuii
61. | Probe Cleaner 1 1 for LabAnalyt 3-Part Ounnyrounii 3aci6 1 1 ans LabAnalyt 3-Part
Hematology Analyzer Ananizarop I'emartonoriunmii
62. | Diluent 20 | for LabAnalyt 5-Part Hematology | Jlinoent 20 1 as LabAnalyt 5-Part Ananizarop
Analyzer I"'emaronoriynmii
63. | Diluent 101 for LabAnalyt5-Part Hematology | Jlimmoent 10 1 uis LabAnalyt 5-Part Ananizarop
Analyzer I"'emaronoriunuii
64. | Diluent 51 for LabAnalyt 5-Part Hematology Hunoent 5 1 ans LabAnalyt 5-Part Ananizarop
Analyzer ["'emaTosoriunuii
65. | Diluent powder for LabAnalyt 5-Part Himoent (mopomok) s LabAnalyt 5-Part
Hematology Analyzer (200 1 /pack) Anaunizarop ['emaronoriunuii (200 1/nak.)
66. | Detergent20 | for LabAnalyt 5-Part Hereprent 20 | qust LabAnalyt 5-Part
Hematology Analyzer Ananizarop ['emarosnoriunuii
67. | Detergent 101 for LabAnalyt 5-Part Hereprent 10 | ains LabAnalyt 5-Part
Hematology Analyzer Amnanisarop ['emarosoriunmii
68. | Detergent 5 | for LabAnalyt 5-Part Hematology Heteprent 5 1 juis LabAnalyt 5-Part
Analyzer Ananizatop ['ematosioriunmii
69. | Detergent L1 for LabAnalyt 5-Part Hematology Heteprent 1 | s LabAnalyt 5-Part
Analyzer Ananizatop ['emarosoriunmii
70. | Detergent 0,5 1 for LabAnalyt 5-Part

Heteprent 0,5 1 ;uist LabAnalyt 5-Part
Ananizarop ['emarosoriunmii

Hematology Analyzer
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71.

Detergent powder for LabAnalyt 5-Part
Hematology Analyzer (200 1 /pack)

Heteprent (nopomoxk) uis LabAnalyt 5-Part ,
Ananizarop ['emarosnoriunmii (200 1/nax.)

72. | Lytic Reagents 5 | for LabAnalyt 5-Part Jlitwanuii pearent S | juis LabAnalyt 5-Part
Hematology Analyzer Amnanizarop ['emaronoriunnii

73. | Lytic Reagents 1 1 for LabAnalyt 5-Part Jlitwunuit pearent 1 | ;uist LabAnalyt 5-Part
Hematology Analyzer Ananizarop ['emaronoriunmii

74. | Lytic Reagents 500 ml for LabAnalyt 5-Part Jlitmynuii pearent S00 ml juis LabAnalyt 5-
Hematology Analyzer Part Ananizatop ["'ematosnoriunmii

75. | Lytic Reagent powder for LabAnalyt 5-Part Jlitnunnii pearent (mopowmok) s LabAnalyt
Hematology Analyzer (100 1 /pack) 5-Part Ananizarop I'emaronoriunuii (100

I/mak.)

76. | Lytic Reagent powder for LabAnalyt 5-Part Jlitnunnii pearent (nopowmok) s LabAnalyt
Hematology Analyzer (50 1 /pack) S-Part Ananizarop I'emaronorignnii (50 lmax.)

77. | Lytic Reagent powder for LabAnalyt 5-Part Jlitnunmii pearent (nopook) /uisi LabAnalyt
Hematology Analyzer (20 1 /pack) S-Part Ananizarop I'emaronoriunmii (20 1/nax.)

78. | Sheath 20 1 for LabAnalyt 5-Part Hematology Pearent o6ononku 20 | s LabAnalyt 5-Part
Analyzer Ananizartop ['emaronoriunmi

79. | Sheath 101 for LabAnalyt 5-Part Hematology Pearent o6ononku 10 1 s LabAnalyt 5-Part
Analyzer Ananizarop ['emarosnorignuii

80. | Sheath 51 for LabAnalyt 5-Part Hematology Pearent obononku 51 uis LabAnalyt 5-Part
Analyzer Ananizarop I'ematonoriunmii

81. | Sheath 11 for LabAnalyt 5-Part Hematology Pearent o6ononku 1 1 uist LabAnalyt 5-Part
Analyzer Amnanizarop I'ematosnoriunmii

82. | Sheath powder for LabAnalyt 5-Part Pearent 060s10HKH (Topomiok) s LabAnalyt
Hematology Analyzer (200 1 /pack) S-Part Ananizarop ["'emaronoriunuii (200

I/mak.)

83. | Probe Cleaner 100 ml for LabAnalyt 5-Part Ounnyrounii 3aci6 100 ml aus LabAnalyt 5-
Hematology Analyzer Part Ananizarop I"'emaronoriunuii

84. | Probe Cleaner 500 ml for LabAnalyt S-Part Ounmyrounii 3aci6 500 ml ais LabAnalyt 5-
Hematology Analyzer Part Ananizarop ['emarosoriunmii

85. | Probe Cleaner 1 1 for LabAnalyt 5-Part Ounyrouwnit 3aci6 1 | ais LabAnalyt 5-Part
Hematology Analyzer Anaiizatop ['emarosnoriunuii

86. | Diluent 20 | for URIT 3-Part Hematology Himoent 20 | jutst URIT 3-Part Anasnisatop
Analyzer ["emarosnoriuaui

87. | Diluent 10 1 for URIT 3-Part Hematology Himoent 10 1 utst URIT 3-Part Anasnizartop
Analyzer ["'emaronoriunmii

88. | Diluent 51 for URIT 3-Part Hematology Himoent 5 1 juis URIT 3-Part Ananizatop
Analyzer I"emaTosnoriunmii

89. | Diluent powder for URIT 3-Part Hematology JlimoenT (mopomok) juist URIT 3-Part
Analyzer (200 I/pack) Amnamnizatop ['emaronoriunmii (200 I/nak.)

90. | Detergent 20 | for URIT 3-Part Hematology Heteprent 20 | s URIT 3-Part Auanizatop
Analyzer I'ematosoriunuii

91. | Detergent 10 | for URIT 3-Part Hematology Heteprent 10 1 s URIT 3-Part Ananizatop
Analyzer [ 'emaTosnoriauuii

92. | Detergent 51 for URIT 3-Part Hematology Heteprent 5 1 uis URIT 3-Part Ananizarop
Analyzer ["'emaTosorignuii

93. | Detergent 1 | for URIT 3-Part Hematology Hereprent 1 1 ins URIT 3-Part Ananizatop

Analyzer P T ["ematosoriunmii
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94.

Detergent 0,5 | for URIT 3-Part Hematology
Analyzer

Hereprent 0,5 | ans URIT 3-Part Ananizarop
['emaronoriyauii

95. | Detergent powder for URIT 3-Part Hematology | Jlereprent (nopomoxk) st URIT 3-Part
Analyzer (200 1/pack) Amnanizarop 'emaronoriunumii (200 1/nak.)
96. | Lytic Reagents 51 for URIT 3-Part Hematology | Jliruunwuit pearent 5 | suts URIT 3-Part
Analyzer Auanizarop ['ematonoriunuii
97. | Lytic Reagents 1 1 for URIT 3-Part Hematology | Jlituunwmii pearent 1 1 juist URIT 3-Part
Analyzer Ananiszarop ['emaTosoriunuii
98. | Lytic Reagents 500 ml for URIT 3-Part Jlitnunwmii pearert 500 ml s URIT 3-Part
Hematology Analyzer Anauizarop ['emarosnoriusuii
99. | Lytic Reagent powder for URIT 3-Part Jlitnunnii pearent (nopowok) s URIT 3-Part
Hematology Analyzer (100 1 /pack) Ananizarop ['emaronoriunuii (100 V/mak.)
100. | Lytic Reagent powder for URIT 3-Part Jlitnunuii pearent (nopoiok) mis URIT 3-Part
Hematology Analyzer (50 1 /pack) Amnanizarop I'emaronoriunuii (50 1/nak.)
101. | Lytic Reagent powder for URIT 3-Part Jlitnunnii pearent (nopommok) s URIT 3-Part
Hematology Analyzer (20 1 /pack) Amnanizarop ['emaronorignunit (20 l/max.)
102. | Probe Cleaner 100 ml for URIT 3-Part Ounmyrounii 3acid 100 ml st URIT 3-Part
Hematology Analyzer Ananizatop ['emaTonoriuxui
103. | Probe Cleaner 500 ml for URIT 3-Part Ounmryrountii 3aci6 S00 ml s URIT 3-Part
Hematology Analyzer Amnaunizatop ['emaroaorianuii
104. | Probe Cleaner 1 | for URIT 3-Part Hematology | Ouunngyioumii 3aci6 1 1 s URIT 3-Part
Analyzer Ananizarop ['emaronoriunmii
105. | Diluent 20 I for URIT 5-Part Hematology Himoent 20 1 st URIT 5-Part Ananizatop
Analyzer ['emaronoriunmii
106. | Diluent 10 I for URIT 5-Part Hematology Himoent 10 1 s URIT 5-Part Ananizatop
Analyzer ["emaronoriunmii
107. | Diluent 5 | for URIT 5-Part Hematology Jimoent 5 1 st URIT 5-Part Ananizarop
Analyzer ['emaronoriunmit
108. | Diluent powder for URIT 5-Part Hematology JlimoenT (nopowok) /uis URIT 5-Part
Analyzer (200 1 /pack) Ananizarop ['emarosoriunuii (200 1/max.)
109. | Detergent 20 | for URIT 5-Part Hematology Hereprent 20 | aust URIT 5-Part Ananizarop
Analyzer I'emarosioriunmii
110. | Detergent 10 | for URIT 5-Part Hematology Hereprent 10 1 anst URIT S-Part Aunanizarop
Analyzer ["'emaronoriynmii
I11. | Detergent 5 1 for URIT 5-Part Hematology Heteprent 5 1 qnst URIT 5-Part Ananizarop
Analyzer ["'emarosioriynuii
112. | Detergent 1'1 for URIT 5-Part Hematology Heteprent 1 | pist URIT 5-Part Ananizarop
Analyzer ['emaronoriyamii
113. | Detergent 0,5 | for URIT 5-Part Hematology Hereprent 0,5 1 uist URIT 5-Part Ananizarop
Analyzer ['emaTonoriynuii
114. | Detergent powder for URIT 5-Part Hematology | Jlereprent (nmopomox) s URIT 5-Part
Analyzer (200 1 /pack) Ananizatop ['emaronoriunnii (200 1/nax.)
I15. | LyticReagents 5 1 for URIT 5-Part Hematology | Jlituunnii pearent 5 | st URIT 5-Part
Analyzer Ananizatop ['emarosnoriunmii
116. | LyticReagents 1 | for URIT 5-Part Hematology | Jlitnunuii pearent 1 | s URIT 5-Part
Analyzer Ananizatop ['emaTosoriunmii
117. Jlitnunwmii pearert 500 ml juis URIT 5-Part

Lytic Reagents 500 ml for URIT 5-Part

Ananizarop ['emartosnoriunuii
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Lytic Reagent powder for URIT 5-Part
Hematology Analyzer (100 1 /pack)

JliTnunmnii pearent (nopoinok) juist URIT 5-Part
Amnanizatop ['ematonoriynaumii (100 1/nak.)

119. | Lytic Reagent powder for URIT 5-Part Jlitnunuii pearent (nopouok) /uis URIT 5-Part
Hematology Analyzer (50 1 /pack) Amnanizarop 'emaronoriunuii (50 l/nax.)
120. | Lytic Reagent powder for URIT 5-Part Jlitmanmii pearent (nopomok) /uist URIT 5-Part
Hematology Analyzer (20 1 /pack) Ananizarop ['emaronoriynuii (20 I/max.)
121. | Sheath 20 1 for URIT 5-Part Hematology Pearent o6osonku 20 1 juist URIT 5-Part
Analyzer Amnanizarop ['emaronoriunuii
122. | Sheath 10 1 for URIT 5-Part Hematology PearenT o6ononku 10 1 juist URIT 5-Part
Analyzer Awnastizarop ['emarosnorianui
123. | Sheath 5 | for URIT 5-Part Hematology Pearent o6onounku 5 1 juist URIT 5-Part
Analyzer Awnanizarop ['emarosoriynnii
124. | Sheath 1 1 for URIT 5-Part Hematology Pearent o6onouku 1 1 s URIT 5-Part
Analyzer Ananizatop ['emaronoriunuii
125. | Sheath powder for URIT 5-Part Hematology Pearent obononku (nopoetnok) juist URIT 5-Part
Analyzer (200 1 /pack) Ananizarop ['ematonoriunumii (200 V/max.)
126. | Probe Cleaner 100 ml for URIT 5-Part Ounmyrounit 3aci6 100 ml s URIT 5-Part
Hematology Analyzer Auanizatop ['ematonoriunuit
127. | Probe Cleaner 500 ml for URIT 5-Part Ouunryrounii 3aci6 500 ml g URIT 5-Part
Hematology Analyzer Amnanizarop ['emaTonorianuii
128. | Probe Cleaner 1 | for URIT 5-Part Hematology | Ouuuiysoumii 3aci 1 1 uis URIT 5-Part
Analyzer Anaunizarop I'ematonoriunmii
129. | Control Material for Hematology Analyzer Kontpoasnnii Matepian i I'ematonoriuioro
URIT QC11 ananizaropa URIT QC11
130. | Control Material for Hematology Analyzer KounTponsunii matepian s ['emarosnorivusoro
QCl11 ananizatopa QCl11
131. | Detergent LabAnalyt D21N for auto Urine Jlereprent LabAnalyt D21N s
Analyzer 10x aBTOMATHYHOIr0 aHasizaropa ceui 10x
132. | Kit of reagent for LabAnalyt-910 Electrolyte PearenT-cucrema 110 aHamnizatopa eIeKTpOJITIB
analyzer LabAnalyt-910
133. | Kit of reagent for LabAnalyt-910C Plus PearenTt-cucreMa 10 aHanizaTopa eJeKTpo.IiTiB
Electrolyte analyzer LabAnalyt-910C Plus
134. | Kit of reagent for LabAnalyt-910Plus PearenT-cucrema /10 aHasizaropa eJeKTpoJIiTiB
Electrolyte analyzer LabAnalyt-910Plus
135. | Alkaline detergent for Biochemical Analyzer Jlyxuuii netepreut juist 510XiMiYHOTO
aHajizaropa
136. | Calibration solution, low level 1 ml Po3uun juis kaniOpyBaHHs, HU3LKHH PiBEHb
1 ml
137. | Calibration solution, medium level 1 ml Pozunn s kaniOpyBanus, cepe/Hiil piBeHb
: 1 ml
138. | Calibration solution, high level 1 ml Posuun /i kaniOpyBaHHs, BHCOKHii piBeHb
1 ml
139. | Calibration solutions, (low level, 10x1 ml; Po3unnu st kaniGpyBanHs, (HU3bKUIH PIBEHb,
medium level, 10x1 ml; high level, 10x1 ml) 10x1 ml; cepenniit piBenn, 10x1 ml; BrHCOKMI
piBenb, 10x1 ml)
140. | Internal Filling Solution, ml Po3uuH 115 BHYTPIIIHBOIO 3aM0BHEHHS, ml
141. Pedepenchuii po3unn, ml

Reference solution, ml
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Reticulocyte measuring reagent for 5-Part-Diff
Hematology Analyzer, ml

Pearent juis BU3HAUCHHS PETHKYJIOLMTIB 1UIs 5-
Part-Diff Ananizarop I'emaronoriunwuii, ml

143. | Active solution, ml AKTHBHHH po34mi, ml
144. | Electrode cleaning solution, ml Po3unH juis ountieHHs enekrpoja, ml
145. | Standard solution A, ml Cranpaptauii po3uns A, ml
146. | Standard solution B, ml Cranpaprauii po3uun B, ml
147. | Protein removing solution, ml Po3uun g Bunanenns o6uikis, ml
148. | LabAnalyt-5160 5-Part-Diff Auto Hematology | LabAnalyt-5160 5-Part-Diff Auanizarop
analyzer AstomaTHunmii ['emarosioriuamii
149. | LabAnalyt-5380 5-Part-Diff Auto Hematology | LabAnalyt-5380 5-Part-Diff Auanizatop
analyzer ABTomatHuHuii ['emaTonoriudnit
150. | Semiautomatic Urine Analyzer LabAnalyt-500B | HaniBaBromMaTHunuMii ananizatop ceui
LabAnalyt-500B
I51. | Semiautomatic Urine Analyzer LabAnalyt-500C | HaniBaBromMaTuuHuii aHamizatop cedi
LabAnalyt-500C
152. | Hemoglobin Meter LabAnalyt -12 I'emorno6inomerp LabAnalyt -12
153. | Hemoglobin Test Strips LabAnalyt H-12 Tecr-cmysxku LabAnalyt H-12 fuis
reMoriofiny
154. | Control solution kit LabAnalyt HQ-A Habip koHTposibHux po3unnis LabAnalyt HQ-A
155. | Control LabAnalyt HQ-A, Low level Konrtpons LabAnalyt HQ-A, Hu3bkuii piBeHb
156. | Control LabAnalyt HQ-A, Medium level Koutpons LabAnalyt HQ-A, cepeaniii piBeHb
157. | Control LabAnalyt HQ-A, High level Kontposis LabAnalyt HQ-A, Bucokwuii piBeHb
158. | Detergent LabAnalyt D12 for auto Urine Jereprent LabAnalyt D12 ans aBroMaTHYHOTO
Analyzer 10x anasizatopa ceui 10x
159. | Lipid Spectrum Analyzer LabAnalyt PFS -30 AmnauizaTop ninigHoro crektpa LabAnalyt
PFS-30
160. | Test strips for determination of blood lipid TecT-cMy»KKH U1t BU3HAYEHHS JIINIHOTO
spectrum CIIEKTpa KpOBi
161. | Automatic Biochemical Analyzer LabAnalyt- ABTOMaTHYHMI OlOXIMIUHMI aHasi3aTOP
8460 LabAnalyt-8460
162. | Semiautomatic Biochemical Analyzer HaniBapromaTiunuit GioxXimMiuHmMii aHaIizaTop
LabAnalyt-CA80 LabAnalyt-CA80
163. | LabAnalyt-BH-40P 3-Part-Diff Auto LabAnalyt-BH-40P 3-Part-Diff Ananizatop
Hematology analyzer Astomatnynuii ['emarosioriunuii
164. | LabAnalyt-BH-70P 3-Part-Diff Auto LabAnalyt-BH-70P 3-Part-Diff Auanizatop
Hematology analyzer ABromarnunuii ['ematosnoriunuii
165. | LabAnalyt-BH-5390 5-Part-Diff Auto LabAnalyt-BH-5390 5-Part-Diff Anaunizarop
Hematology analyzer ABtomatnuHui ['emarosoriunmii
166. | Automatic Urine Sediment Analyzer ABTOMaTHYHMI aHA/II3aTOP OCajy ceyi
LabAnalyt-1000Plus LabAnalyt-1000Plus
167. | Automatic Urine Sediment Analyzer ABTOMaTHYHMIT aHAJI3aTOP OCay ceyi

LabAnalyt-UDl320

LabAnalyt-UD1320

A

Ceitnana HIEBYEHKO

(mianuc) (I1B)

09 ciuns 2023 p.

(nara)




168.

Automatic Urine Analyzer LabAnalyt-UC1800

ABToMaTHuHH aHammizaTop ceul LabAnalyt-
UCI1800

169. | Urine Strips LabAnalyt 11FA CeuoBi cmyxku LabAnalyt 11FA
170. | Urine Strips LabAnalyt 12FA CeyoBi cmyxkku LabAnalyt 12FA
171. | Urine Strips LabAnalyt 14FA Ceuosi cmyxku LabAnalyt 14FA
172. | Sheath S1120L Pearent oGononkn S1120L
173. | Sheath S11 10 L Pearent o6ononku S11 10 L
174. | Sheath S115L Pearent ob6ononku S11 5L
175. | Sheath S11 1L Pearent obononku S11 1L
176. | Detergent D16, ml Hereprent D16, ml
177. | Focusing Fluid FC23, 8 ml ®okycyroua pinuHa FC23, 8 ml
178. | Focusing Fluid FC23, 8 ml x 1 ®dokycyroua pijuaa FC23, 8 ml x 1
179. | Focusing Fluid FC23, 8 ml x 4 ®okycyroua pignaa FC23, 8 ml x 4
180. | Focusing Fluid FC23, 8 ml x 10 ®okycyroua piguna FC23, 8 ml x 10
181. | Semiautomatic Urine Analyzer LabAnalyt-US- | HamiBaBroMarn4Hui ananizatop ceul
500 Al LabAnalyt-US-500 Al
182. | Automatic Urine Analyzer LabAnalyt-US-1680 | ABromaruunuii ananizarop cedi LabAnalyt-
Al US-1680 Al
183. | LabAnalyt Smart-V5 5-Part-Diff Auto LabAnalyt Smart-V5 5-Part-Diff Anamnizarop
Hematology analyzer ABromatnyHuii ['emaTonoriynuit
184. | Automatic Biochemical Analyzer LabAnalyt- ABTOMaTHYHUI GloXIMIYHUIT aHaizaTop
CA200 LabAnalyt- CA200
185. | LabAnalyt-910Plus Electrolyte analyzer LabAnalyt-910Plus AnasizaTop eleKTpoIiTIB Y
complete with electrodes: KOMIUIEKTALIl 3 eJIEKTPO/IaMHu:
K™ electrode — 4 pes/pack, K* enexrpon — 4 wr.nax.,
Na™ electrode — 4 pcs/pack, Na' enektpon — 4 wr.naxk.,
Cl- electrode — 4 pcs/pack, Cl- enexrpoau — 4 mT.nax.,
Ca®" electrode — 4pes/pack, Ca®" enexrpon — 4 mr.maxk.,
pH electrode — 10 pes/pack, pH enextpoa — 10 wr.nax.,
reference electrode ~ 10 pes/pack pedepencuumii enextpo — 10 mT.nax.
186. | LabAnalyt-910C Plus Electrolyte analyzer LabAnalyt-910C Plus Ananizatop ejaeKTposiTiB
complete with electrodes: y KOMIUIEKTALIIT 3 €JIEKTPO/IaMu:
K electrode — 4 pes/pack, K* enektpoa — 4 wr.nak.,
Na* electrode — 4 pes/pack, Na't enexrpon — 4 wr.nax.,
Cl- electrode — 4 pcs/pack, CI- enextpoau — 4 wT.Nax.,
Ca*" electrode - 4 pes/pack, Ca® €JIeKTpOJ1 — 4 1IT.NaK.,
pH electrode — 10 pes/pack, pH enextpoa — 10 mr.nak.,
reference electrode — 10 pes/pack pedepencumii enextpoa — 10 mT.nax.
187. | 910Plus/910C Plus Reference electrode, pcs Pedepencunit enexrpon s 910Plus/910C
Plus, .
188. trode, pcs Ca++ enexrpoa juist 910Plus/910C Plus, wir.

910Plus/910%{§aff¢_
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910Plus/910C Plus Cl- electrode, pcs

Cl- enextpoa st 910P1us/910C Plus, .

190. | 910PIus/910C Plus K+ electrode, pcs K+ enextpon st 910P1us/910C Plus, mrr.

191. | 910Plus/910C Plus Na+ electrode, pcs Na+ enextpon st 910Plus/910C Plus, .

192. | 910Plus/910C Plus pH electrode, pcs pH enextpon st 910P1us/910C Plus, wrr.

193. | Detergent UDE-50 Hereprent UDE-50

194. | Control QC33. Negative control Kontpons QC33. HeraruBuuii KOHTPOJIb

195. | Control QC33. Positive control Kontpose QC33. [To3utuBHMI KOHTPOIIb

196. | Control LabAnalyt QC22 Level-1, 4x8 ml KonTpoan LabAnalyt QC22 Pisens-1,4x8 ml

197. | Control LabAnalyt QC22 Level-2, 4x8 ml Kontpons LabAnalyt QC22 PiBenb-2, 4x8 ml

198. | Control LabAnalyt QC22 Level-3, 4x8 ml KonTponas LabAnalyt QC22 Pisenb-3,4x8 ml

199. | Calibrator LabAnalyt CA21, 1x8 ml KaniGpartop LabAnalyt CA21, 1x8 ml

200. | Control LabAnalyt QC22 Level-1, 1x40 ml Kontposis LabAnalyt QC22 Pisenb-1, 1x40 ml

201. | Control LabAnalyt QC22 Level-2, 1x40 ml Konrpons LabAnalyt QC22 Piens-2, 1x40 ml

202. | Control LabAnalyt QC22 Level-3, 1x40 ml Kontposie LabAnalyt QC22 Pisens-3, 1x40 ml

203. | Calibrator LabAnalyt CA21, 1x40 ml Kanibparop LabAnalyt CA21, 1x40 ml

204. | Control YQ 3STC- SG. Level 1. Low level 1x8 | Kontpoab YQ 3STC- SG. Pisensb 1. Husbkuii
ml piBens 1x8 ml

205. | Control YQ 3STC- SG. Level 2. Middle level Konrposnb YQ 3STC- SG. Pisens 2. Cepennii
1x8 ml piBeb 1x8 ml

206. | Control YQ 3STC- SG. Level 3. High'level 1x8 | Koutposns YQ 3STC- SG. Pisens 3. Bucokuii
ml piBeHb 1x8 ml

207. | Control YQ 3STC-TUR. Level 1. Low level Kontpons YQ 3STC- TUR. Pigens 1. Huzbkwnii
I1x8 ml piBenb 1x8 ml

208. | Control YQ 3STC-TUR. Level 2. Middle level | Koatpoas YQ 3STC- TUR. Pigens 2. Cepeniii
1x8 ml piBerb 1x8 ml

209. | Control YQ 3STC- COL. Red 1x8 ml Kontpons YQ 3STC- COL. YepBonuii 1x8 ml

210. | Control YQ 3STC- COL. Yellow 1x8 ml Kontposns YQ 3STC- COL. XKoruii 1x8 ml

211 Control YQ3STC- COL. Green 1x8 ml KonTpoas YQ 3STC- COL. 3enenwuii 1x8 ml

212. | Calibrator YC 2ST-SG 1x8 ml Kaniopatop YC 2ST-SG 1x8 ml

213. | Calibrator YC 2ST-TUR 1x8 ml Kani6parop YC 2ST-TUR 1x8 ml
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HonarokNe2 no /lekaapauii npo BianoBiaHicTh
Ne UA.TR.754./URIT/an-06
«Anagnizatopu LabAnalyt nas kainiunux Ta 1aéoparopuux
NOCJIIZKeHb in Vitro, peareHTH, KOHTPOJII 1JIsi AaHAJII3aTOPIB»
Ilepesik HaiOHAJILHHX, €BPONEHCHKHX
Ta MiZKHAPOAHHX HOPMATHBHO-NPABOBHX AKTIB Ta CTAHAAPTIB

1. Tupextuna 98/79/€EC - mono Meunux BUpoOiB Ulst A1arHOCTHKH in Vitro;

2. JlupektuBa 2011/65/EC - wmono oOMexeHHs JeIKHX HeOe3NeuHHX pEeYOBHH B
CJIEKTPHYHOMY Ta €JIEKTPOHHOMY 00JIa/IHAHHI;

3. ICTY EN ISO 13485:2018 «Meanuni Bupo6u. Cucrema ynpasjiHHs AKi€TIO. Bumorn
JI0 peryJitOBaHHM».

4. ICTY EN ISO 14971:2015 - Bupobu meauuni. HactaHoBH 110,10 ypaBiinHs pH3HKOM
(EN ISO 14971:2012, IDT; ISO 14971:2007, IDT).

5. ICTY ISO/IEC 17050-1:2006  «OuintoBanus  BianosigHoCTI.  Jlexnapariis
nocTavyajibHUKa 1po BianoBiaHicTb. Yactuna 1. 3aranshi Bumorm (ISO/IEC 17050-1:2004,
IDT)».

6. ICTY  ISO/IEC  17050-2:2006  «OuinioBanHs  BiamoBigHocTi. Jlekinapaitis
nocravajibHuKa npo BianosiaHicte. Yactuna 2. IliarBepiokyBanbua jokymentaiis (ISO/IEC
17050-2:2004, IDT)».

7. ICTY EN ISO 18113-3:2018 - BupoOu MeanyHi st AlarHOCTHKH in vitro. Tudopmartis,
AKy HaJlae BUPOOHMK (MapkoBaHHs). YacTuna 3. [HCTPYMEHTH MEAMYHI JUIsl JIArHOCTHKH in Vitro
Juts npocdeciiinoro kopuctysanus (EN ISO 18113-3:2011, IDT; ISO 18113-3:2009, IDT).

8. JICTY EN ISO 15223-1:2018 - «3acobn MeAM4HO! TEeXHIKH. YMOBHI IO3HAKH Ha
€THKETKax 3aco0iB MeJHYHOI TeXHIKHM, MapKOBaHHS Ta OOOB'A3KOBi Bigomocti. Yactuna .
3aranbui Bumoru (EN ISO 15223-1:2016, IDT; ISO 15223-1:2016, Corrected version 2017-03,
IDT)».

9. JICTY EN 61010-1:2014 «Bumorn moao 6e3ne4HocTi KOHTPOJIbHO-BUMIPIOBAILHOIO
Ta 1abopaTOPHOro eJIeKTPHYHOr0 ycTaTKOBaHHs. YactuHa 1. 3araibHi BUMOTHY.

10. JICTY EN 61010-2-101:2014 «Bumoru 1mo/10 0e3nekd eJeKTpUYHOro yCTaTKOBaHHS
JUls BUMIPIOBaHHs, KepyBaHHs Ta JiaboparopHoro 3actocyBanHs. Yactuna 2-101. OcobGiusi
BHMOI'HM /IO ME/IMYHOr0 00MaiHan sl JUIsl JIlarHoCTUKH in vitro (IVD)».

1. JICTY EN 61326-1:2016 «Enextpuune oOnaaHaHHs UIs BUMIPIOBAHHS, KOHTPOJIIO Ta
nabopatopHoro 3actocyBauns. Bumoru 10 enexrpomartitioi cymicuocti. Yactuna 1. 3araibhi
BHMOTHY.

12. ICTY EN 60601-1-4:2015 «Bupodu meamuni enextpuuni. Yactuua 1-4. 3araibhi
BUMOTH 11010 6e3reku. JlonaTkoBi BUMOTH J10 MPOrpaMHUX MEAHYHHUX CICKTPUYHHUX CHCTEM».
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