SR YR ¥ A=

ABE, TTrar (J0W0) — 206 130
Uttar Pradesh University of Medical Sciences

Saifai, Etawah — 206 130

uAe Wo: | ] 2.9/ 30d1090TH0THO / 1 R / 24—25 fetiep: | 3fawwar, 2024

@
Qﬂﬁmmﬁaﬁqﬁﬁmé%ﬁmﬁma%ﬂmaﬁaﬁﬁﬁnmﬁwﬁaﬁo&o@aﬁ
SUBRTT GT-Blot 48 Td MGIT-960 # f=ifeifac amfiat &1 wanr s wmar & —

S. Item Name Company }

N

I | Geno Type MTBDR plus First line LPA kit of 96 test Model : Genotype MTBDR plus V2 (with | Biomerieux / HAIN
Genolyse)

2 | Geno Type MTBDR plus Second line LPA kit of 96 test Model: Genotype MTBDR plus V2 (with Biomerieux / HAIN
Genolyse)

3 | Genolyse 96 kits (DNA extraction) Biomerieux / HAIN

4 | MGIT tubes 7 ml Becton Dickinson

5 | MGIT 960 supplement kit (PANTA & 0OADC) Becton Dickinson

6 | MGIT 960 SIRE Becton Dicikinson

7 _| MGIT PZA kit (Drugs) Becton Dickinson

8 | MGIT PZA tubes (media) | Becton Dickinson -

9 | MGIT Calibrator | Becton Dickinsor |
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Hain Litescience GmbH - Hardwigsenstralte 1 - 72147 Nehven
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Hardwiesenstraie 1
72147 Nehren
Tel. +49 (0)74 73 94 51

PROPRIETARY ARTICLE CERTIFICATE

We,

Hain Lifescience
Hardwiesenstrasse 1
72147 Nehren
Germany

-0

info.mdx.de@bruker.com

www.bruker.com

hereby confirm that the following assays are manufactured exclusively by Hain Lifescience:

- GenoType MTBC
- GenoType Mycobacterium CM
- GenoType Mycobacterium AS
- GenoType CMdirect

- GenoType NTM-DR

- GenoType LepraeDR

it

This certificate is valid until November 25" 2024, and is subjected to be renewed.

For and on behalf of Hain Lifescience
Nehren, 18" January 2024
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Andreas Goertz
Managing Director
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Managing Director

Deutsche Bank AG
IBAN: DESS BBC7 0004 GOIE 7784 00
BIC-Code DEUTDESMG60
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UTTAR PRADESH UNIVERSITY OF MEDICAL SCIENCES, SAIFAI(ETAWAH)

PROPRIETARY ARTICLE CERTIFICATE

This is to Certified that MGIT Tube 7 ml, MGIT 960 Supplement kit, MGIT 960 SIRE, MGIT PZA kit, MGIT PZA
Tubes & MGIT Calibrator are the proprietary Items of M/s Becton Dickinson, USA which is used in MGIT 960
is the only singular and original Manufacturer in the world .

The MGIT 960 is installed in Department of Microbiology, T.B. Culture & DST Lab in our University.

This is also Certified that No Other Kits & Consumables can be used in this Machine (MGIT 960) and no other
company or manufacturer produces the MGIT Tube 7 ml, MGIT 960 Supplement kit, MGIT 960 SIRE, MGIT
PZA kit, MGIT PZA Tubes & MGIT Calibrator that can be used in MGIT 960 .

To the best of iy knowledge, no other company manufactures and distributes above mentioned product.
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N.B: The indenter before recording the above certificate should satisfy himself that the article is

genuinely of proprietary nature and manufactured under patent laws.
RECOMMENDED

(Medical Superintendent)
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FORM P-3

UTTAR PRADESH UNIVERSITY OF MEDICAL SCIENCES, SAIFAI(ETAWAH)

PROPRIETARY ARTICLE CERTIFICATE

This is to Certified that GenoType MTBDR Plus, GenoType MTBDRsl| & Genolyse are the proprietary

Items of M/s Hain Lifesciences GmbH and which is used in G.T. Blot 48 is the only singular and original
Manufacturer in the world .

The G.T. Blot 48 is installed in Department of Microbiology LPA Lab in our University.

This is also Certified that No Other Kits & Consumables can be used in this Machine (G.T. Blot 48) and no
other company or manufacturer produces the GenoType MTBDR Plus, GenoType MTBDRs| & Genolyse that
can be used in G.T. Blot 48 .

To the best of my knowledge, no other company manufactures and distributes above mentioned product.
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N.B: The indenter before recording the above certificate should satisfy himself that the article is

genuinely of proprietary nature and manufactured under patent laws.
RECOMMENDED

(Medical Superintendent)
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To Whom It May Concern:
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Becton, Dickinson and Company
7 Loveton Circle
Sparks, MD 21152

USA

Tel: 410-316-4000
Fax: 410-316-4188

bd.com

Proprietary Certificate

We hereby declare that the below listed Consumables/Reagents/Kits, used along with BACTEC™ MGIT™ 960 and
BACTEC™ MGIT™ 320 systems/ instruments, are a registered trademark of Becton, Dickinson and Company. Alf
trademarks mentioned below are proprietary items under international intellectual property rights.
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{ MGIT™ Mveobac

0Dg

Growth Indicator Tube 7
imi, 100 vials

a [BACTEC™ MGIT™ Mycobacteria Growth Indicator tube supplemented with

BACTEC™ MGIT™ Mycobacteria Growth supplement and BBL PANTA
antibiotic mixture is intended for the detection and recovery of mycobacteria
he BACTEC™ MGIT™960 and BACTEC™ MGIT™320 ms

245159 BD MGIT ™ TBc BD MGIT™ TBc Identification Test (TBc ID) is a rapid chromatographic
Identification Test immunoassay for the qualitative detection of Mycobacterium tuberculosis
: plex (MTbc) antigen from AFB smear-positive BD MGIT tubes
445871 MGIT Calibrators MGIT Calibrators are internal components of the instrument that are
hourly to confirm that the instrument is properly calibrated.
Wussgs : nﬁrm set | BD BACTEC MGIT instruments are calibrated at the factory prior to

ipment. In addition, once per hour, each detector in the detector assembily]
the calibrator tube present in its row. After the calibrator tube is read,

readings are used by the Built-In-Test to verify that the detection
nstrument is in calibration

441049

[Micro MGIT calibrator

BACTEC MicroMGIT device is hand-held, battery—operated in vitro

iagnostic instrument designed and optimized to use with the BBL™ 4 mi
bes for the rapid detection of mycobacteria from clinical specimens (except]
and urine).

D45123

BACTEC™ MGIT™ 960
SIRE Kit

BACTEC™ MGIT™960 SIRE kit is a rapid qualitative procedure for

susceptibility testing of Mycobacterium tuberculosis, from culture, to

streptomycin (STR), isoniazid (INH), rifampin (RIF) and ethambutol (EMB).

The BACTEC™ MGIT™960 STR 4.0 kit and the BACTEC™ MGIT™960 INH 0.4

kit are for testing at higher drug concentrations.

e BACTEC™ MGIT™960 susceptibility test kits are used with the BACTEC™
IT™960 and BACTEC™ MGIT™320 systems.

45124

Supplement Kit, Ix6 vials,
100 tests

BACTEC™ MGIT™ 960 BACTEC™ MGIT™ Mycobacteria Growth Indicator tube supplemented with

BACTEC™ MGIT™ Mycobacteria Growth supplement and BBL PANTA
antibiotic mixture is intended for the detection and recovery of
mycobacteria using the BACTEC™ MGIT™960 and BACTEC™ MGIT™320
systems. A growth supplement added to culture media for appropriate

245115

ZA Media, 25 Test

MGIT™ 960

rowth of bacteria in clinical samples in Microbiology labs
'%ACI’EC“‘ MGIT™960 PZA kit is a rapid qualitative procedure for
susceptibility testing of Mycobacterium tuberculosis, from culture, to
pyrazinamide (PZA). The BACTEC™ MGIT™960 PZA kit is used with
BACTEC™ MGIT™ system

245128

CTEC"MGIT™ 960
Media, 50 Test

BACTEC™ MGIT™960 PZA kit is a rapid qualitative procedure for
susceptibility testing of Mycobacterium tuberculosis, from culture, to
pyrazinamide (PZA). The BACTEC™ MGIT™960 PZA kit is used with
BACTEC™ MGIT™ system
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Bectnn,Dickhsondemw
7 Loveton Circle

Sparks, MD 21152

USA

Tel: 410-316-4000
Fax: 410-316-4188

bd.com

Becton, Dickinson and Company, as on date, exclusively manufactures the above-mentioned products. We
confirm that Becton Dickinson India Private Limited (BD India) is our 100% subsidiary in India and is

authorized to market this product as a proprietary item and provide necessary services in terms of product
knowledge and training.

For Becton, Dickinson and Company
Sincerely,

QM{/ ety s

Carole E. Ledford Date:
Senior Manager, International Regulatory Affairs
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