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To Whom So Ever It May Concern

Proprietary Certificate

This is to certify that the below mentioned item is proprietary item of Ortho-Clinical Diagnostics Inc.,
USA. Below listed product is imported by Ortho Clinical Diagnostics India Private Limited to market
and supply it throughout India.

Product Code Product Description
6802783 VITROS® 3600 Immunodiagnostic System

VITROS® 3600 Immunodiagnostic System offers Three proprietary technologies:

1. VITROS® MicroWell Technology, which maximizes binding capacities with a unique coating
process. Enhanced Chemiluminesce Detection Technology is a component of MicroWell
Technology that provides wide dynamic ranges and exceptional immunoassay precision and
accuracy across multiple disease states.

2. VITROS® Microsensor Technology, which utilizes the VITROS MicroSensor™ system to perform
automated semi-quantitative sample quality index determinations on serum, plasma, and
cerebrospinal fluid samples. The MicroSensor™ feature is intended to assist laboratory
personnel in assessing the suitability of a patient sample for use on the VITROS 5600 Integrated
System. The optical absorbance from 400-800 nm is automatically read and recorded for each
sample. Multi-variant analysis of the spectral data provides estimates of the hemolysis, icterus,
and turbidity indices in the sample.

3. VITROS® Intellicheck® Technology, which is Integrated Process Control, and offers unique
technologies that perform, monitor, and verify diagnostic checks throughout sample
processing, assay processing, and reporting results. IntelliReport™, a component of
Intellicheck® Technology, reports real-time status of every result, assures the integrity of every
result, and serves as an important record for result quality.
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Below products are proprietary products of Ortho Clinical Diagnostics, can be used on VITROS® 3600
Immunodiagnostic System.

Sr. No. Product Product Description Pack Size
Code
Reagents

L 6905558 VITROS Immunodiagnostic Products BeReA*H*M+S PCT 100 wells
Reagent Pack

5 68344436 VITROS Immunodiagnostic Products hs Troponin I Reagent 100 Tests
Pack

3. 1453489 | VITROS Immunodiagnostic Products B12 Reagent Pack 100 wells

4 1142561 VITROS Immunodiagnostic Products B12/Folate Reagent 200 wells
Pack 3

5. 8356636 | VITROS Immunodiagnostic Products Ferritin Reagent Pack 100 wells

6. 1513266 | VITROS Immunodiagnostic Products Folate Reagent Pack 100 wells

7. 1896836 | VITROS Immunodiagnostic Products CK-MB Reagent Pack 100 wells

8. 6301042 l\)/;;l"lFOS Immunodiagnostic Products Myoglobin Reagent 100 wells

0. 6302301 ;7;;1”1?08 Immunodiagnostic Products Troponin I ES Reagent 100 wells

0. 6301827 ;/;;F;{OS Immunodiagnostic Products CMV IgG Reagent 100 wells

1 6301830 VITROS Immunodiagnostic Products CMV IgM Reagent 100 wells
Pack

12. 1074053 | VITROS Immunodiagnostic Products Cortisol Reagent Pack 100 wells

13. 1315589 | VITROS Immunodiagnostic Products Free T3 Reagent Pack 100 wells

14. 1387000 | VITROS Immunodiagnostic Products Free T4 Reagent Pack 100 wells

5. 2450124 VITROS Immunodiagnostic Products Anti-HAV IgM 100 Tests
Reagent Pack

16, 6301461 VITROS Immunodiagnostic Products Anti-HAV Total 100 Tests
Reagent Pack

17 6302892 ;)/;;FkROS Immunodiagnostic Products Intact PTH Reagent 100 wells

18, 6302156 VITROS Immunodiagnostic Products NT-proBNP Reagent 100 wells
Pack

19. 6800030 | VITROS Immunodiagnostic Products NTx Reagent Pack 100 wells

20. 1920115 | VITROS Immunodiagnostic Products CEA Reagent Pack 100 Wells

1. 6300038 l\)/;;l"lFOS Immunodiagnostic Products CA 125 II Reagent 100 wells
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22. 6800039 | VITROS Immunodiagnostic Products CA 15-3 Reagent Pack 100 wells

23. 6800040 | VITROS Immunodiagnostic Products CA 19-9 Reagent Pack 100 Wells

. 6842845 ;/;(}TEOS Immunodiagnostic Products Free PSA Reagent 100 wells

95, 6342844 VITROS Immunodiagnostic Products Total PSA II Reagent 100 wells
Pack

26. 1925551 | VITROS Immunodiagnostic Products AFP Reagent Pack 100 wells

27, 8552630 VITROS Immunodiagnostic Products Estradiol Reagent 100 wells
Pack

28. 1931922 | VITROS Immunodiagnostic Products FSH Reagent Pack 100 wells

29. 1350198 | VITROS Immunodiagnostic Products LH Reagent Pack 100 wells

30. 1938570 l\)/;;l"lFOS Immunodiagnostic Products Progesterone Reagent 100 wells

31 1849793 l\)/;;l"lFOS Immunodiagnostic Products Prolactin Reagent 100 wells

3. 1435205 ;ZEE{OS Immunodiagnostic Products Testosterone Reagent 100 wells

33, 6302220 VITROS Immunodiagnostic Products Total -hCG II 100 wells
Reagent Pack

34, 1484427 ;7;;1”1?08 Immunodiagnostic Products Rubella [gM Reagent 100 wells

15, 2536195 ;/;(}TEOS Immunodiagnostic Products Rubella IgG Reagent 100 wells

36, 6842803 VITROS Immunodiagnostic Products Syphilis TPA Reagent 100 wells
Pack

37. 1322528 | VITROS Immunodiagnostic Products Total T3 Reagent Pack 100 wells

38. 8744468 | VITROS Immunodiagnostic Products Total T4 Reagent Pack 100 wells

39. 1912997 | VITROS Immunodiagnostic Products TSH Reagent Pack 100 wells

40. 2091399 VITROS Immunodiagnostic Products Toxoplasma IgG 100 wells
Reagent Pack

AL 2669335 VITROS Immunodiagnostic Products Toxoplasma IgM 100 wells
Reagent Pack

4. 6342894 VITROS Immunodiagnostic Products 25-OH Vitamin D 100 wells
Reagent Pack

43, 1471481 VITROS Immunodiagnostic Products T3 Uptake Reagent 100 Tests
Pack

44. 1107804 | VITROS Immunodiagnostic Products Red Cell Folate Pack 50 Tests

45, 6344411 VITROS Immunodiagnostic Products NephroCheck Test 100 Tests
Reagent Pack

46. 6844425 | VITROS Immunodiagnostic Products Insulin Reagent Pack 100 Tests
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47, 2496812 ;/EEEOS Immunodiagnostic Products Anti-HBc Reagent 100 wells
43, 577413 VITROS Immunodiagnostic Products Anti-HBc IgM 100 wells
Reagent Pack
49, 2864360 ;/EEEOS Immunodiagnostic Products Anti-HBe Reagent 100 wells
50. 8211880 | VITROS Immunodiagnostic Products HBeAg Reagent Pack 100 wells
51, 1787753 ;)/;;FkROS Immunodiagnostic Products Anti-HBs Reagent 100 wells
5. 6302131 ;)/;;FkROS Immunodiagnostic Products HBsAg ES Reagent 100 Tests
53, 6302133 VITROS Immul}odlagnostlc Products HBsAg ES 100 wells
Confirmatory Kit
4. 1318450 l\)/;;l"lFOS Immunodiagnostic Products Anti-HCV Reagent 100 wells
55, 1241850 VITROS Immunodiagnostic Products Anti-HIV 1 + 2 100 Tests
Reagent Pack
56, 6842779 l\)/;;l"lFOS Immunodiagnostic Products HIV Combo Reagent 100 wells
57 6344473 ;/;;F;{OS Immunodiagnostic Products C-peptide Reagent 100 Tests
58, 6344452 VITROS Immunodiagnostic Products NT-proBNP II 100 Tests
Reagent Pack
59. 6900446 | VITROS Immunodiagnostic Products Anti-HTLV I/l Reagent Pack 100 Test
60. 6199971 | VITROS Immunodiagnostic Products IL 6 Reagent 100 Test
Calibrator
Product .. .
Sr. No. Code Product Description Pack Size
61 6905559 VITROS Immunodiagnostic Products BeR*A*H*MeS PCT 2 levels/1 ml vials
Calibrators
VITROS Immunodiagnostic Products hs Troponin I
62 6844437 Calibrator 3 vials (1 per level)
63 1540525 | VITROS Immunodiagnostic Products B12 Calibrators 3 levels/1set
64 1158864 | VITROS Immunodiagnostic Products Ferritin Calibrators 3 1evels/3.sets
freeze dried
65 1311075 | VITROS Immunodiagnostic Products Folate Calibrators 3 levels/lset Liquid
66 1286293 | VITROS Immunodiagnostic Products CK-MB Calibrators 3 levels/3‘sets
freeze dried
67 6801043 | VITROS Immunodiagnostic Products Myoglobin Calibrators 3 levels/Iset
VITROS Immunodiagnostic Products Troponin I ES
68 6802302 Calibrators 3levels/1set
69 6801828 | VITROS Immunodiagnostic Products CMV IgG Calibrators | 2 levels, 1 vial each
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70 6801831 | VITROS Immunodiagnostic Products CMV IgM Calibrator 1 level
71 1681543 | VITROS Immunodiagnostic Products Cortisol Calibrators 3 levels/3‘sets
freeze dried
72 1112820 | VITROS Immunodiagnostic Products Free T3 Calibrators 3 levels/3‘sets
freeze dried
Product .
Sr. No. Code Product Description Pack Size
73 1728872 | VITROS Immunodiagnostic Products Free T4 Calibrators 3 1evels/3‘sets
freeze dried
74 1372101 VITROS Immunodiagnostic Products Anti-HAV IgM
Calibrator 1 level/1 set liquid
75 1421932 VITROS Immunodiagnostic Products HBsAg Calibrators 1 level/ 1 set
76 6301462 VITROS Immunodiagnostic Products Anti-HAV Total .
Calibrator 1 vial
77 6802893 | VITROS Immunodiagnostic Products Intact PTH Calibrators 3 levels/1 set
VITROS Immunodiagnostic Products NT-proBNP
8 6802157 Calibrators 3 levels/1 set
79 6800031 | VITROS Immunodiagnostic Products NTx Calibrators 316;;:13;(11 set
80 6800034 | VITROS Immunodiagnostic Products CA 125 II Calibrators 31?;?5@ set
81 6800033 | VITROS Immunodiagnostic Products CA 15-3 Calibrators 3 legie(ils,l/iii set
82 6800035 | VITROS Immunodiagnostic Products CA 19-9 Calibrators 3 leLVilei/é set
83 | 1062306 | VITROS Immunodiagnostic Products CEA Calibrators 3 leLViZﬁfé set
84 6842847 | VITROS Immunodiagnostic Products Free PSA Calibrators 3 livizljf(lj set
35 68342849 VITROS Immunodiagnostic Products Total PSA 11 3 le\{els{ 1 set
Calibrators Liquid
86 1515154 | VITROS Immunodiagnostic Products AFP Calibrators 3 levels/lset liquid
87 1318930 | VITROS Immunodiagnostic Products Estradiol Calibrators 3 levelz/rli:gt freeze
88 1901263 | VITROS Immunodiagnostic Products FSH Calibrators 2 levels/1 set liquid
89 1090133 | VITROS Immunodiagnostic Products LH Calibrators 2 levels/1 set liquid
90 8254898 VITROS Immunodiagnostic Products Progesterone 3 se;ts of 3
Calibrators Calibrators
91 1113596 | VITROS Immunodiagnostic Products Prolactin Calibrators 2 levels/3'sets
freeze dried
9 1306026 VITROS Immunodiagnostic Products Testosterone 3 levels/1set liquid
Calibrators
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Sr. No. Product Product Description Pack Size
Code
VITROS Immunodiagnostic Products Total B-hCG II 2 levels/3 sets
93 6802221 . )
Calibrators freeze dried
94 2017600 VITROS Immunodiagnostic Products Rubella IgM
Calibrator 1 level
95 2209074 VITROS Immunodiagnostic Products Rubella IgG 3 levels, 1 vial
Calibrators each
96 6342804 VITROS Immunodiagnostic Products Syphilis TPA
Calibrator 1 level/ 1 set
97 1614965 | VITROS Immunodiagnostic Products Total T3 Calibrators 3 levels/I set liquid
98 1393396 | VITROS Immunodiagnostic Products Total T4 Calibrators 3 levels/I set liquid
99 1487289 | VITROS Immunodiagnostic Products TSH Calibrators 3 levels/1 set liquid
100 8254989 VITROS Immunodiagnostic Products Progesterone 2levels/1set liquid
Calibrators
101 1893312 VITROS Immunodiagnostic Products Toxoplasma IgG 2 levels, 1 vial
Calibrators each
102 1120492 VITROS Immunodiagnostic Products Toxoplasma IgM
Calibrator 1 level
103 6342893 VITROS Immunodiagnostic Products 25-OH Vitamin D
Calibrators 3 levels/1 set
104 1209733 | VITROS Immunodiagnostic Products T3 Uptake Calibrators 3 sets 3ifa€i2Ch of 2
105 68344412 VITROS Immunodiagnostic Products NephroCheck Test .
Calibrator 9 vials (3 per level)
106 6844426 | VITROS Immunodiagnostic Products Insulin Calibrator 3 vials (1 per level)
107 1256494 | VITROS Immunodiagnostic Products Anti-HBc Calibrator 1 level/1 set liquid
VITROS Immunodiagnostic Products Anti-HBc IgM
108 1 1100387 1 - ibrator 1 level/1 set liquid
109 1523984 | VITROS Immunodiagnostic Products Anti-HBe Calibrator 3 le‘{ie;i/ia sets
110 1914498 | VITROS Immunodiagnostic Products HBeAg Calibrator 3 le‘{ie;i/ia sets
111 1524693 | VITROS Immunodiagnostic Products Anti-HBs Calibrators | 3 yials (1 per level)
112 6802132 | VITROS Immunodiagnostic Products HBsAg ES Calibrator 1 vial
113 1940667 | VITROS Immunodiagnostic Products Anti-HCV Calibrator 1 level/ 1 set
114 1700863 VITROS Immunodiagnostic Products Anti-HIV 1 + 2 .
Calibrator 1 vial
115 6342780 VITROS Immunodiagnostic Products HIV Combo '
Calibrator 1 vial

Ortho Clinical Diagnostics | 100 Indigo Creek Drive, Rochester, NY 14626




Y

Ortho Clini

Becau

cal Diagnostics
se Every Test Is A Life~

116 6844424 | VITROS Immunodiagnostic Products C-peptide Calibrators | g yials (3 per level)
117 6344453 C\;Il'il;liggrimmunodlagnostlc Products NT-proBNP 11 3 vials (1 per fevel)
118 6900448 VITROS Immunodiagnostic Products Anti-HTLV I/1l Calibrator
119 6199972 | VITROS IL-6 Calibrator 2 levels/ 3 sets
Controls
120 6199924 g(l);flg(())ls Immunodiagnostic Products Anti-SARS-CoV-2 Total 1 Box;flid X2
121 6905560 g(l);flg(())ls Immunodiagnostic Products BeR*A*H*MeS PCT \?1 allesvels / 1 ml
122 6900040 \CfilTlﬁ(())lS Immunodiagnostic Products hs Troponin I Low .
123 1619360 | VITROS Immunodiagnostic Products Anemia Controls 3 Sets/ Pack
124 1420025 | VITROS Immunodiagnostic Products Metabolism Controls 3 Sets/ Pack
125 1315654 | VITROS Immunodiagnostic Products Free Thyroid Controls 3 Sets/ Pack
126 6800835 | VITROS Immunodiagnostic Products Anti-HAV IgM Controls 3 Sets/ Pack
127 6801463 | VITROS Immunodiagnostic Products Anti-HAV Total Controls 3 Sets/ Pack
128 6802895 | VITROS Immunodiagnostic Products Intact PTH Controls 3 Sets/ Pack
129 6800336 | VITROS Immunodiagnostic Products NTx Controls 3 Sets/ Pack
130 1009406 | VITROS Immunodiagnostic Products RE Controls 3 Sets/ Pack
131 6800660 | VITROS Immunodiagnostic Products Testosterone Controls 3 Sets/ Pack
132 6842805 | VITROS Immunodiagnostic Products Syphilis TPA Controls 3 setslg)afcivials/
133 1410646 | VITROS Immunodiagnostic Products Total Thyroid Controls 3 Sets/ Pack
134 6344413 E/(I)"Ifltlig)ls Immunodiagnostic Products NephroCheck Test d?;;ifc}g;:i
135 6800836 | VITROS Immunodiagnostic Products Anti-HBc Controls 3 Sets/ Pack
136 6800834 | VITROS Immunodiagnostic Products Anti-HBc IgM Controls 3 Sets/ Pack
137 6800837 | VITROS Immunodiagnostic Products Anti HBe Controls 3 Sets/ Pack
138 6800389 | VITROS Immunodiagnostic Products Anti-HBs Controls 3 Sets/ Pack
139 6800598 | VITROS Immunodiagnostic Products HBsAg Controls 2 levels/ 3 sets
140 6800731 | VITROS Immunodiagnostic Products Anti-HCV Controls 2 levels/ 3 sets
141 6800586 | VITROS Immunodiagnostic Products Anti-HIV 1 + 2 Controls 3 levels/ 3 sets
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142 6844507 | VITROS Immunodiagnostic Products NT-proBNP II Control 3 vials
143 6842905 | VITROS Immunodiagnostic Products Syphilis TPA Control 2 levels
144 91474 | Liquid QC Cardiac Marker Control VS 2X3X3ml
Control level 1 - 3
X 3 ml
Control level 2 - 3
145* | 10820 Tumor marker control X 3 ml
(Control Level 3 X
3 ml)
146 | 6900449 | VITROS Immunodiagnostic Products Anti-HTLV I/II Controls ios:grsocl)f each
147 | 6199973 | VITROS IL-6 Controls 2 levels/ 3 sets
Consumables
148 1072693 | VITROS Immunodiagnostic Products Signal Reagent 2%200T
149 8389793 | VITROS Immunodiagnostic Products Universal Wash Reagent 2%x5L
150 1831312 | VITROS Immunodiagnostic Products Maintenance Pack 2 Packs
151 2430373 VITROS Immunodiagnostic Products High Sample Diluent A 100 wells
Reagent Pack
152 2321200 VITROS Immunodiagnostic Products High Sample Diluent B 100 wells
Reagent Pack
153 8642712 | VITROS Immunodiagnostic Products High Sample Diluent A 4 bottles x 27ml
154 1435866 | VITROS Immunodiagnostic Products High Sample Diluent B 4 bottles x 27ml
155 1877158 | VITROS Immunodiagnostic Products System Cleaning Solution | 2 x 1 litre bottles

Note: * Manufactured by Ortho Clinical Diagnostic’s contract manufacturer.
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