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Certificate No. ICM-PC/91/R/2290-1

This is to certify that
Tulip Diagnostics (P) Ltd.

Corporate Office : Gitanjali, Tulip Block, Dr. Antonio Do Rego Bagh, Alto
Santacruz, Bambolim Complex P.O., Goa — 403 202, India

(Refer Annexure | to Certificate for the list of certified workplaces)

has been found to conform to the requirements of

Indian Certification for Medical Devices Certification Scheme
ICMED 13485 Plus (Ver.3)

This Certificate is valid for the following scope:

In Vitro Diagnostic Devices intended for Clinical Chemistry, Immunology,
Haemostasis, Inmunohematology and Infectious Immunology

(a list of certified devices is contained in Annexure Il, which forms an inseparable part of this Certificate.)

Verification to Standard(s) : The list of applicable Standards is contained in Annexure Ill, which forms an inseparable part of this Certificate.

Initial Certification  : 18/02/2026
Valid until : 17/02/2029

g
Authorised Signatory

The authenticity of this document may be re-affirmed by writing to certification@zenith-worldwide.com. Lack of fulfillment of conditions as set out in the Certification Agreement may
render this certificate invalid. Any alteration, forgery or falsification of the content or appearance of this document is unlawful and offenders may be prosecuted to the fullest extent of law

Accreditation Body: National Accreditation Board for Certification Bodies (NABCB) Issuing Authority: Zenith Quality Assessors Pvt. Ltd.
Quality Council of India (QCI), 2nd Floor, Institution of Engineers Building, Bahadur Shah Zafar Marg, Office No. 01A, B-Wing, Siddhesh OPTIMUS, S. No. 211,
New Delhi — 110 002, India Viman Nagar, Pune — 411 014, Maharashtra, India
www.nabcb.qci.org.in www.zenith-worldwide.com

C/NABCB/ICMED13485PIus-MS/03/020126
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Annexure-| to Certificate No. ICM-PC/91/R/2290-1

Issued to the Company

Tulip Diagnostics (P) Ltd.

Workplaces and Scope of Activities :

Corporate Office

Scope of Activities :

Site 1

Site 2

Site 3

Scope of Activities :

Site 4

Initial Certification

Valid until

: Gitanjali, Tulip Block, Dr. Antonio Do Rego Bagh, Alto Santacruz, Bambolim Complex

P.0O., Goa —403 202, India
Management, Regulatory Affairs, Human Resource, Purchase, Marketing & Sales

: Plot Nos. 92/96, Phase IIC, Verna Industrial Estate, Verna, Goa — 403 722, India
Scope of Activities :

Human Resource, Design & Development, Production, Quality Control,
Quality Assurance & Raw Material Stores

: Plot No. Utility VIII, Phase IlIB, Verna Industrial Estate, Verna, Goa — 403 722, India
Scope of Activities :

Production, Quality Control, Quality Assurance & Raw Material Stores

: Plot Nos. S-124, S-125, Phase I1IB, Verna Industrial Estate, Verna, Goa — 403 722,

India
Purchase

: Plot No. L-130, Phase IlIB, Verna Industrial Estate, Verna, Goa — 403 722, India
Scope of Activities :

Finished Goods Stores & Dispatch

:18/02/2026
1 17/02/2029

e
Authorised Signatory

Accreditation Body: National Accreditation Board for Certification Bodies (NABCB) Issuing Authority: Zenith Quality Assessors Pvt. Ltd.
Quality Council of India (QCI), 2nd Floor, Institution of Engineers Building, Bahadur Shah Zafar Marg, Office No. 01A, B-Wing, Siddhesh OPTIMUS, S. No. 211,

New Delhi — 110 002, India
www.nabcb.qci.org.in

Viman Nagar, Pune — 411 014, Maharashtra, India
www.zenith-worldwide.com

C/NABCB/ICMED13485PIus-MS/03/020126
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Annexure-ll to Certificate No. ICM-PC/91/R/2290-1
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Tulip Diagnostics (P) Ltd.
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assessors of quality

A. Site-1: Plot Nos. 92/96, Phase lIC, Verna Industrial Estate, Verna, Goa — 403 722, India

I. In Vitro Diagnostic Devices intended for Clinical Chemistry

Sr. No. Product Name Brand Name Catalogue Nos.
1 Quantitative Turbidimetric Immunoassay for HbA1C Turbodyne HBA1c 108520020,
108520060
2 Rapid Competitive Immunochromatographic Assay Insight DOA Panel 6.1, | 10810010, 10810050,
for the simultaneous detection of Amphetamine, SBio DOA PANEL 6.1 92200010
Barbiturates, Benzodiapines, Cocaine,
Tetrahydrocannabinol and opiates in human urine
3 Rapid Competitive Inmunochromatographic Assay Insight MET, SBio MET | 10804010, 10804050,
for the detection of Methamphetamine in human 91300010
urine
4 Rapid Competitive Immunochromatographic Assay Insight KET, SBio KET | 10805010, 10805050,
for the detection of Ketamine in human urine 91400010
5 Rapid Competitive Immunochromatographic Assay Insight THC, SBio THC | 10807010, 10807050,
for the detection of THC in human urine 91600010
6 Rapid Competitive Immunochromatographic Assay Insight BAR, SBio BAR | 10806010, 10806050,
) for the detection of Barbiturates in human urine 91500010
7 Rapid Competitive Immunochromatographic Assay Insight OPI, SBio OPI 10801010, 10801050,
for the detection of Opiates in human urine 91000010
8 Rapid Competitive Inmunochromatographic Assay Insight COC, SBio COC | 10802010, 10802050,
for the detection of Cocaine in human urine 91100010
9 Rapid Competitive Immunochromatographic Assay Insight BZO, SBio BZO | 10808010, 10808050,
for the detection of Benzodiapines in human urine 91700010
10 Rapid Competitive Immunochromatographic Assay Insight MTD, SBio MTD | 10809010, 10809050,
for the detection of Methadone in human urine 91800010
11 Rapid Competitive Immunochromatographic Assay Insight AMP, SBio AMP | 10803010, 10803050,
for the detection of Amphetamine in human urine 91200010
12 Rapid Competitive Immunochromatographic Assay Insight PCP, SBio PCP | 10811010, 10811050,
for the detection of Phencyclidine in human urine 91900010
13 Rapid Competitive Immunochromatographic Assay Insight PPX, SBio PPX | 10812010, 10812050,
for the detection of Propoxyphene in human urine 92000010
14 Rapid competitive Immunochromatographic assays Insight BUP 113380010,
for the detection of Buprenorphine in human urine 113380050

Initial Certification

Valid until

Accreditation Body: National Accreditation Board for Certification Bodies (NABCB)
Quality Council of India (QCI), 2nd Floor, Institution of Engineers Building, Bahadur Shah Zafar Marg,
New Delhi — 110 002, India

www.nabcb.qci.org.in

l Page 3 of 13 l

: 18/02/2026
1 17/02/2029

Issuing Authority: Zenith Quality Assessors Pvt. Ltd.
Office No. 01A, B-Wing, Siddhesh OPTIMUS, S. No. 211,

Viman Nagar, Pune — 411 014, Maharashtra, India
www.zenith-worldwide.com

Authorised Signatory

C/NABCB/ICMED13485Plus-MS/03/020126
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Annexure-ll to Certificate No. ICM-PC/91/R/2290-1

Issued to the Company

Tulip Diagnostics (P) Ltd.

In Vitro Diagnostic Devices intended for Clinical Chemistry (Contd.)

assessors of quality

Sr. No. Product Name Brand Name Catalogue Nos.

15 Rapid Competitive Immunochromatographic Assay Insight COT, SBio COT |10813010, 10813050,
for the detection of Nicotine (Cotinine) in human urine 92100010

16 Rapid Competitive Immunochromatographic Assays Insight Tramadol 113360010,
for the detection of tramadol in human urine 113360050

17 Rapid Competitive Immunochromatographic Assays Insight Oxycodone 113370010,
for the detection of Oxycodone in human urine 113370050

18 Control set for quality control procedures of HbA1c Quantia HBA1c Control 108160002
assays

19 Calibrator Set for Calibration of HbA1C Assays Quantia HBA1c calibrator 108063002

Set
20 Quantitative Turbidimetric Immunoassay for HbA1c | Turbosmart HbA1c , SBio 108780020,
Turbosmart HBA1c 108780060, 90431020

21 Control for quality control procedures of HBA1c Turbodyne HBA1c Control, [ 108600002, 90447002

assays SBio Turbo HBA1c Control

Il. In Vitro Diagnostic Devices intended for Immunology

Sr. No.

Product Name Brand Name

Catalogue Nos.

1 Quantitative Turbidimetric Immunoassay for Turbilyte MA

Microalbuminuria (Single Point Method)

11250025, 11250100

2 Quantitative Turbidimetric Immunoassay for Turbodyne MA

Microalbuminuria

108490020,
108490060

Turbodyne MA Control,
SBio Turbo MA Control

3 Control for quality control procedures of MA assays

108570005, 90444005

Turbodyne IgE Control,
SBio Turbo IgE Control

Control for quality control procedures of IgE assays

108610002, 90448002

Turbodyne Cystatin C
Control, SBio Turbo
Cystatin C Control

5  [Control for quality control procedures of Cystatin C
lassays

108590002, 90446002

Turbosmart MA, SBio
Turbosmart MA

6  |Quantitative Turbidimetric Immunoassay for
Microalbuminuria

108750020,
108750060, 90432020

: 18/02/2026
:17/02/2029

Initial Certification
Valid until

Authorised Signatory

Issuing Authority: Zenith Quality Assessors Pvt. Ltd.
Office No. 01A, B-Wing, Siddhesh OPTIMUS, S. No. 211,

Viman Nagar, Pune — 411 014, Maharashtra, India
www.zenith-worldwide.com

Accreditation Body: National Accreditation Board for Certification Bodies (NABCB)
Quality Council of India (QCI), 2nd Floor, Institution of Engineers Building, Bahadur Shah Zafar Marg,
New Delhi - 110 002, India

www.nabcb.qci.org.in

C/NABCB/ICMED13485PIus-MS/03/020126
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Tulip Diagnostics (P) Ltd.

In Vitro Diagnostic Devices intended for Inmunology (Contd.)
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Sr. No. Product Name Brand Name Catalogue Nos.
7 Quantitative Turbidimetric Immunoassay for Quantia MA 10750050, 10750150
Microalbuminuria
8 One step pregnancy test (Dipstick) Tina hCG Dipstick 103300030
9 One step pregnancy test (Device) Tina hCG Device 103310050
10 Slide test for Rheumatoid Factors Rhelax RF, SBio RF 10410005,10410050,
10410100, 90410050,
90410100
11 Slide test for C-Reactive Protein Rhelax CRP, SBio CRP | 10420005, 10420050,
10420100, 90420050,
90420100
12 Slide test for Anti-Streptolysin-O Rhelax ASO, SBio ASO | 10430005, 10430050,
10430100, 90430050,
90430100
13 Quantitative Turbidimetric Inmunoassay for C- Turbilyte CRP 11220050, 11220100
Reactive protein (Single Point Method)
14 Quantitative Turbidimetric Inmunoassay for Anti- Turbilyte ASO 11240050, 11240100
Streptolysin O (Single Point Method)
15 Quantitative Turbidimetric Inmunoassay for Turbilyte RF 11210050, 11210100
Rheumatoid Factors (Single Point Method)
16 Quantitative Turbidimetric Inmunoassay for Turbodyne RF 108460020,
Rheumatoid Factors 108460060
17 gzz;tﬁ:ﬂ;; ;Ll;;bldlmetrlc Immunoassay for C- Turbodyne CRP 108470020
18 Quantitative Turbidimetric Inmunoassay for Anti- Turbodyne ASO 108480020,
Streptolysin-O 108480060
19 Quantitative Turbidimetric Inmunoassay for Cystatin Turbodyne Cystatin C 108510020,
C 108510060
20 Quantitative Turbidimetric Inmunoassay for IgE Turbodyne IgE 108530020,
108530060
21 Control for quality control procedures of RF assays Turbodyne RF Control, |108540005, 90441005
SBio Turbo RF Control
22 Control for quality control procedures of CRP assays | Turbodyne CRP Control 108550005

Initial Certification

Valid until

www.nabcb.qci.org.in

: 18/02/2026
1 17/02/2029

Accreditation Body: National Accreditation Board for Certification Bodies (NABCB)
Quality Council of India (QCI), 2nd Floor, Institution of Engineers Building, Bahadur Shah Zafar Marg,
New Delhi — 110 002, India

S
Authorised Signatory

Issuing Authority: Zenith Quality Assessors Pvt. Ltd.
Office No. 01A, B-Wing, Siddhesh OPTIMUS, S. No. 211,

Viman Nagar, Pune — 411 014, Maharashtra, India
www.zenith-worldwide.com

C/NABCB/ICMED13485PIus-MS/03/020126
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Annexure-ll to Certificate No. ICM-PC/91/R/2290-1

Issued to the Company

Tulip Diagnostics (P) Ltd.

In Vitro Diagnostic Devices intended for Immunology (Contd.)

Sr. No. Product Name Brand Name Catalogue Nos.
23 Control for quality control procedures of ASO assays | Turbodyne ASO Control, | 108560005, 90443005
SBio Turbo ASO Control I

24 | Control for Quality Control Procedures of CRP-UV Turbodyne CRP UV 108670005, 90442005

Assays Control, SBio Turbo CRP
UV Control

25 | Quantitative Turbidimetric Immunoassay for C-reactive| Turbodyne CRP UV  |108660020, 108660060
protein Ultra Violet

26 Quantitative Turbidimetric Inmunoassay for C3 Turbodyne C3 108620020, 108620060

27 Quantitative Turbidimetric Inmunoassay for C4 Turbodyne C4 108630020, 108630060

28 Control for quality control procedures of C3 assays Turbodyne C3 control, | 108640005, 90449005

SBio Turbo C3 Control
29 Control for quality control procedures of C4 assays Turbodyne C4 control, | 108650005, 90450005
SBio Turbo C4 Control

30 Rapid Immunochromatographic assays for the Insight RF, SBio RF Rapid|{108180010,108180025,
detection of rheumatoid factors in human serum Test 108180050, 90900025

31 Rapid Immunochromatographic assays for the Insight ASO, SBio ASO 108190010,
detection of Anti-Streptolysin O in human serum Rapid Test 108190025,

108190050, 90920025

32 Rapid Immunochromatographic assays for the Insight CRP, SBio CRP 108170010,

detection of C-reactive protein in human serum Rapid Test 108170025,
108170050, 90910025

33 | Quantitative Turbidimetric Imnmunoassay for TURBODYNE FERRITIN |108700020, 108700060
determination of ferritin in human serum

34 Assayed Control for quality control procedures of Turbodyne Ferritin 108710005, 90451005
Ferritin Immunoassays Control, SBio Turbo

Ferritin Control

35 Quantitative Turbidimetric Inmunoassay for Turbosmart RF, SBio 108720020,
Rheumatoid factors Turbosmart RF 108720060, 90434020

36 Quantitative Turbidimetric Inmunoassay for C- Turbosmart CRP UV, SBio| 108730020,
Reactive Protein Ultra Violet Turbosmart CRP UV 108730060, 90435020

37 | Quantitative Turbidimetric Immunoassay for Anti- Turbosmart ASO, SBio 108740020,
Streptolysin-O Turbosmart ASO 108740060, 90436020

Initial Certification  : 18/02/2026

Valid until 2 17/02/2029
S —
Authorised Signatory
Accreditation Body: National Accreditation Board for Certification Bodies (NABCB) Issuing Authority: Zenith Quality Assessors Pvt. Ltd.
Quality Council of India (QCI), 2nd Floor, Institution of Engineers Building, Bahadur Shah Zafar Marg, Office No. 01A, B-Wing, Siddhesh OPTIMUS, S. No. 211,
New Delhi — 110 002, India Viman Nagar, Pune — 411 014, Maharashtra, India
www.nabcb.qci.org.in www.zenith-worldwide.com

C/NABCB/ICMED13485PIus-MS/03/020126
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Annexure-ll to Certificate No. ICM-PC/91/R/2290-1

Issued to the Company

Tulip Diagnostics (P) Ltd.

In Vitro Diagnostic Devices intended for Inmunology (Contd.)

Sr. No. Product Name Brand Name Catalogue Nos.
38 Quantitative Turbidimetric Inmunoassay for IgE Turbosmart IgE, SBio 108760020,
Turbosmart IgE 108760060, 90433020

39 Quantitative Turbidimetric Immunoassay for Turbosmart Ferritin, SBio 108790020,
determination of ferritin in human serum Turbosmart Ferritin 108790060, 90440020

40 Quantitative Turbidimetric Immunoassay for Quantia Ferritin 18690025, 108690050
determination of Ferritin in human serum

41 Control for Quality Control Procedures of Ferritin Seroquant Ferritin Control 1113340005
Turbidimetric Assays

42 Quantitative Turbidimetric Imnmunoassay for C3 Quantia C3 10701025, 10701150

43 Quantitative Turbidimetric Inmunoassay for C4 Quantia C4 10703025, 10703150

44 Quantitative Turbidimetric Immunoassay for Quantia RF 10710050, 10710150
Rheumatoid Factors

45 Quantitative Turbidimetric Immunoassay for Anti- Quantia ASO 10740050, 10740150
Streptolysin O

46 Quantitative Turbidimetric Immunoassay for CRP UV Quantia CRP UV 10720050, 10720150
(C-Reactive Protein Ultra Violet)

47 Quantitative Turbidimetric Inmunoassay for CRP (C- Quantia CRP 10721050, 10721150
Reactive Protein)

48 Control for Quality Control Procedures of RF Seroquant RF 11101001, 111020002
Turbidimetric Assays

49 Control for Quality Control Procedures of CRP Seroquant CRP 11103001, 111040002
Turbidimetric Assays

50 Control for Quality Control Procedures of ASO Seroquant ASO 11105001, 111060002
Turbidimetric Assays

51 Quantitative Turbidimetric Inmunoassay for IgM Quantia IgM 10770025, 10770150

52 Quantitative Turbidimetric Immunoassay for IgA Quantia IgA 10780025, 10780150

53 Quantitative Turbidimetric Immunoassay for IgE Quantia IgE 107900025

54 Latex Slide Test for Anti- Deoxyribonucleoprotein Rhelax SLE, SBio SLE | 10440025, 90440025

55 Quantitative Turbidimetric Immunoassay for 1gG Quantia IgG 10760025, 10760150

Initial Certification  : 18/02/2026

Valid until 2 17/02/2029
Authorised Signatory
Accreditation Body: National Accreditation Board for Certification Bodies (NABCB) Issuing Authority: Zenith Quality Assessors Pvt. Ltd.
Quality Council of India (QCI), 2nd Floor, Institution of Engineers Building, Bahadur Shah Zafar Marg, Office No. 01A, B-Wing, Siddhesh OPTIMUS, S. No. 211,
New Delhi — 110 002, India Viman Nagar, Pune — 411 014, Maharashtra, India
www.nabcb.qci.org.in www.zenith-worldwide.com

C/NABCB/ICMED13485PIus-MS/03/020126
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Annexure-Ill to Certificate No. ICM-PC/91/R/2290-1

lll. In Vitro Diagnostic Devices intended for Haemostasis

assessors of quality

Sr. No. Product Name

Brand Name

Catalogue Nos.

1 Thrombo-plastin reagent for prothrombin time (PT)
determination

Liquiplastin

10610005, 10610125,
106100004, 106100124

2 Fibrinogen Determination Test (Quantitative)

Fibroquant, SBio
Fibrinogen

10641020, 10641040,
90330020

3 Assayed Human Normal Control Plasma for
Coagulation Assays

Plasmatrol H-I, SBio
Control plasma H-I

11040061, 90370061

4 Assayed Human Abnormal Control Plasma for
Coagulation Assays

Plasmatrol H-Il, SBio
Control plasma H-II

11041061, 90380061

5 Thrombin Time Test

Fibroscreen

10640061

6 Activated Cephaloplastin reagent for partial
thromboplastin time (PTT) determination

Liquicelin-E, SBio APTT
Test

10630003, 10630123,
106300004,106300124,
90320003, 90320123

7 Thromboplastin reagent for Prothrombin time (PT)
Determination

Uniplastin, SBio PT Test

106200004,
106200124, 10620005,
10620125,
10620008, 106200128,
90310005, 90310125

8 Cross Linked Fibrin Degradation Product

Tulip XL-FDP, SBio XL
FDP

10650015, 10650060,
90340015

9 Buffered 3.2% Trisodium Citrate solution for
coagulation assays & ESR by Westergren method

Profact

10660020

10 | Calcium chloride Ready to use reagent for use with

Calcium chloride, SBio

10633010, 10633100,

APTT Reagents Calcium Chloride 90321010
11 | Assayed Human Abnormal Control Plasma Plasmatrol H-111 11042061
for Coagulation Assays
12 | Assaysed reference plasma for coagulation assays Plasmatrol R 11043061

13 | Dilute Russell’'s Viper Venom Test (dRVVT)

LA Screen, SBio LA

10672005, 90360005

Thromboplastin Time (PTT) determination

for screening of Lupus anticoagulants Screen

14 | Kaolin Clotting Time test for the detection of Lupus Lupakct 10672020, 10672050
Anticoagulant

15 | Dilute Russell’'s Viper Venom Test (dRVVT) LADS 10671010
for screening of Lupus anticoagulants

16 | Activated Cephaloplastin Reagent for Partial Celin-SE 10635123

17 | Control for quality control procedures of D-Dimer
assays

Turbodyne D-Dimer
Control, SBio Turbo
D-Dimer Control

108580005, 90445005

: 18/02/2026
1 17/02/2029

Initial Certification
Valid until

Authorised Signatory

Accreditation Body: National Accreditation Board for Certification Bodies (NABCB)
Quality Council of India (QCI), 2nd Floor, Institution of Engineers Building, Bahadur Shah Zafar Marg,
New Delhi — 110 002, India

www.nabcb.qci.org.in

Issuing Authority: Zenith Quality Assessors Pvt. Ltd.
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Annexure-ll to Certificate No. ICM-PC/91/R/2290-1

Issued to the Company

Tulip Diagnostics (P) Ltd.

In Vitro Diagnostic Devices intended for Haemostasis (Contd.)

Sr. No. Product Name Brand Name Catalogue Nos.
18 Calcified Thromboplastin reagent for prothrombin Lyoplastin-LS 106900124, 106900125
time (PT) determination
19 Thromboplastin Reagent for Prothrombin Time Lyoplastin 10623124
Determination
20 Dilute Russell's Vipers venom Test (dRVVT) for LA CONFIRM, SBio LA | 10673005, 90370005
Confirmation of Lupus Anticoagulants Confirm

21 Quantitative Turbidimetric Inmunoassay for D-Dimer Turbodyne D-Dimer  |108500020, 108500060

22 Quantitative Turbidimetric Immunoassay for D-Dimer |Turbosmart D-Dimer, SBio 108770020,
Turbosmart D-Dimer 108770060, 90437020
23 Quantitative Turbidimetric Inmunoassay for D-Dimer Quantia D-Dimer 108390025

IV. In Vitro Diagnostic Devices intended for Inmunohematology

Sr. No. Product Name Brand Name Catalogue Nos.
1 Anti-H Lectin Erybank Anti-H Lectin, | 10210005, 90210005,
SBio Anti-H Lectin 90210010, 90210310
2 Anti-A1 Lectin Erybank Anti-A1 Lectin, | 10200005, 90200005,
SBio Anti-A1 Lectin 90200010, 90200310
3 Low ionic Strength Solution Matrix Diluent-2 LISS, 102570100,

SBIOCAT™ Diluent-2 LISS 102570500,
10257250, 90260250,
90260500

4 Stabilized Activated Papain Enzyme Solution for Liquipap 10250005
Serological Applications

5 Lyophilized Papain Enzyme Solution for Serological Lyopap , SBIOCAT™ 1102500061, 90265061

Applications Lyophilized Papain

6 Starter pack for preparing coombs control cells Agtrol, SBio Agtrol 10252010, 90240010

7 Low ionic salt solution for serological applications Tuliss, SBio LISS 10251005, 10251010,
(LISS) 90250005

8 Red blood cell preserving solution for serological Erywell, SBio Erywell 10253020, 90260020
applications

9 ABO Subgrouping Card Anti A1 Matrix ABO Subgrouping |102750024, 90217024

Card Anti-A1, SBIOCAT™
ABO Subgrouping Card
Anti-A1
10 Standardized Lyophilized Anti-D IgG (Monoclonal) Matrix QAS-Level-ll, 102780002, 90268010
SBIOCAT™ QAS Level-ll

Initial Certification  : 18/02/2026

Valid until 1 17/02/2029
.
Authorised Signatory
Accreditation Body: National Accreditation Board for Certification Bodies (NABCB) Issuing Authority: Zenith Quality Assessors Pvt. Ltd.
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Annexure-ll to Certificate No. ICM-PC/91/R/2290-1
Issued to the Company

Tulip Diagnostics (P) Ltd.

In Vitro Diagnostic Devices intended for Inmunohematology (Contd.)

Sr. No. Product Name Brand Name Catalogue Nos.
11 ABO Subgrouping card Anti H Matrix ABO Subgrouping Card Anti-H, | 102760024, 90218024
SBIOCAT™ ABO Subgrouping Card
Anti-H
12 Anti-D (IgG) Monoclonal Matrix Anti-D 1gG, SBIOCAT™ Anti-D |102790005, 90263005
(I9G)
13 ABO/Rho(D) Forward and Reverse Matrix Octoplus complete grouping |102820024, 90224024
Grouping Card card, SBIOCAT™ Complete Grouping
Card
14 ABO/Rho(D) Forward and Reverse Matrix Octoplus Forward and Reverse | 102560192, 90225024
Grouping Card with Subgrouping Grouping Card with Sub Grouping,

SBIOCAT™ ABO/Rho(D)Forward and
Reverse Grouping Card with

Subgrouping
15 AHG Coombs Test Card Matrix system pack AHG (Coombs) 102930024
Test card
16 Forward and Reverse Grouping card with Matrix system pack Forward and 102950024
Auto control Reverse Grouping card with
Autocontrol
17 Probe cleaning solution Matrix System pack Probe cleaning 102070100,
Solution 102070250
18 Low lonic strength Solution Matrix System Pack Diluent-2 Liss 102980250

V. In Vitro Diagnostic Devices intended for Infectious Immunology

Sr. No. Product Name Brand Name Catalogue Nos.
1 Rapid Plasma Reagin (RPR) Card Test Carbogen, SBio RPR Card Syphilis | 10514005, 10514050,
for Syphilis Test 10514100, 10514250,
105141500, 90514100,
90514250
2 Modified VDRL Reagent Trepolipin, SBio Modified VDRL Test |10511505, 10511050,

10511100, 90515100
3 Rapid Immunochromatographic Assay for| Insight HEV IgM, SBio HEV-IgM Test | 10502010, 90502010
detection of IgM Antibodies to HEV in
human serum/plasma

4 Rapid Immunochromatographic Assay for| Insight HAV IgM, SBio HAV-IgM Test | 10501010, 90501010
detection of IgM Antibodies to HAV in
human serum/plasma
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assessors of quality

B. Site-2 : Plot No. Utility VIIl, Phase IlIB, Verna Industrial Estate, Verna, Goa — 403 722, India
I. In Vitro Diagnostic Devices Intended for Infectious Immunology

Sr. No. Product Name Brand Name Catalogue Nos.
1 Widal S.typhi 'O" Antigen for Slide and Tube Test TYDAL 'O’ Antigen, SBio 105220005,
Widal S. Typhi 'O’ Test | 105511000, 90522005
2 Widal S.typhi 'H' Antigen for Slide and Tube Test TYDAL 'H' Antigen, SBio 105230005,
Widal S. Typhi 'H' Test | 105521000, 90523005
3 Widal S.paratyphi 'AH' Antigen for Slide and Tube Test|TYDAL 'AH' Antigen, SBio 105260005,
Widal S. Paratyphi 'AH' | 105531000, 90526005
Test
4 Widal S.paratyphi 'BH' Antigen for Slide and Tube Test|TYDAL 'BH' Antigen, SBio 105270005,
Widal S. Paratyphi 'BH' | 105541000, 90527005
Test
5 Paratyphoid Antibody Test reagent for the detection of | TYDAL 'CH' Antigen 105290005,
antibodies to widal S.paratyphi CH SBio Widal S. Paratyphi 105581000,
'CH' Test 90529005
6 Paratyphoid Antibody Test reagent for the detection of [TYDAL 'AO' Antigen, SBio| 105240005,
antibodies to widal S.paratyphi AO Widal S. Paratyphi 'AQ' 105551000,
Test 90524005
7 Paratyphoid Antibody Test reagent for the detection of [TYDAL 'BO' Antigen, SBio| 105250005,
antibodies to widal S.paratyphi BO Widal S. Paratyphi 'BO' 105561000,
Test 90525005
8 Paratyphoid Antibody Test reagent for the detection of [TYDAL 'CO' Antigen, SBio| 105280005,
antibodies to widal S.paratyphi CO Widal S. Paratyphi 'CO’ 105571000,
Test 90528005
9 Widal Test Slide/Tube TYDAL, SBio Widal Test | 105200045, 90520045
10 Widal Antigen for slide and Tube Test TYDAL Plus, SBio Widal | 105200085, 90520085
Test
11 Typhoid Antibody test kit with positive control TYDAL P, SBio Widal |105210025, 90520025
Test
12 Typhoid antibody test kit with positive and negative TYDAL PN, SBio Widal 105200025,
control Test 105220025,
105200225, 90520125
13 Widal Antigen for slide and tube test TYDAL O,H (with Positive| 105210225, 90520225
Control), SBio Widal Test
14 Widal Antigen for slide and tube test TYDAL O,H (with Positive| 105200225, 90520205
control & Negative
Control) , SBio Widal Test
15 Widal S.typhi 'O' Antigen for tube test TYPHOCHEK 'O' 105320050
16 Widal S.typhi 'H' Antigen for tube test TYPHOCHEK 'H' 105330050
17 Widal S.paratyphi 'AH' Antigen for tube test TYPHOCHEK 'AH' 105360050
18 Widal S.paratyphi 'BH' Antigen for tube test TYPHOCHEK 'BH' 105370050
19 Widal Tube Test TYPHOCHEK 105310450
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Tulip Diagnostics (P) Ltd.

In Vitro Diagnostic Devices Intended for Infectious Immunology (Contd.)

Sr. No. Product Name Brand Name Catalogue Nos.

20 Slide Screening test for brucella antibodies BRUCEL-RB, 105630005,
SBio Brucella RB Test 105631000,

90563005
21 Brucellosis Positive Control Brucellosis Positive 110200005,
Control, SBio Brucellosis 110200001,

Positive Control 110201000, 11020250,

91020005
22 Widal Positive Control Widal Positive Control, 110100001,
SBio Widal Positive Control, 110100005,
110101000,

90520001

23 Widal S.typhi & S.paratyphi Antigen for tube tests VITAL WIDAL 105400410
24 Widal S.typhi Antigen for tube tests VITAL WIDAL 105400210
25 Slide test for Brucella abortus coloured antibodies Brucel-A, SBio Brucella 105610005,
Abortus Test 105611000,

105640050, 90561005

26 Slide test for Brucella Melitensis coloured antibodies| Brucel-M, SBio Brucella 105620005,
Melitensis Test 105621000,

90562005
27 Proteus OX19 Antigen for Weil-Felix Test Progen OX19, SBio 105820005,
Proteus OX19 Antigen 105821000,

90572005
28 Proteus OX2 Antigen for Weil-Felix Test Progen OX2, SBio Proteus 105830005,
OX2 Antigen 105831000,

90571005
29 Proteus OXK Antigen for Weil-Felix Test Progen OXK, 105810005,
SBio Proteus OXK Antigen 105811000,

90570005
30 Polyspecific Positive Control for Proteus Antigens Progen Positive Control 105840005,
105840001,

105841000

31 Febrile Antigen Set for Serodiagnosis of Antibodies | Tulip's Febrile Antigen Set 105910065

to S.typhi, S.paratyphi, Brucella and Proteus
Antigens

32 Widal Negative Control Widal Negative Control 110400001,
110400005,

110401000
33 Brucellosis Negative Control Brucellosis Negative 110300005,
Control 110301000
34 Proteus OX19 Kit Weil Felix Test Progen Kit 'OX19' Antigen 105870005,
(with Positive Control & 105930005

Negative Control)
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Verification to Standard(s) :
EN 13612:2002, ISO 23640:2011
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