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Proprietary Certificate

To whomsoever it may concern

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. All trademarks mentioned
below are proprietary items under international intellectual property rights.

Cat No. Description Intended Use
| BACTEC™ MGIT™ Mycobacteria Growth Indicator tube supplemented with
™ ™
o ZBL i I"ff't 4 ";yc;’baft‘:g: BACTEC™ MGIT™ Mycobacteria Growth supplement and BBL PANTA
,rT T antibiotic mixture is intended for the detection and recovery of mycobacteria
o using the BACTEC™ MGIT™960 and BACTEC™ MGIT™320 systems
The BD MGIT™ TBc Identification Test (TBc ID) is a rapid chromatographic
245159 TBCld card immunoassay for the qualitative detection of Mycobacterium tuberculosis
complex (MTbc) antigen from AFB smear-positive BD MGIT tubes
245871 MGIT Calibrators The MGIT Calibrators are internal c‘omponents‘ of the mstrum.ent that are read
hourly to confirm that the instrument is properly calibratad.
All BD BACTEC MGIT instruments are calibrated at the factory prior to
MGIT Calibrator set- shipment. In 'addltlon. once per hgur: each detector in thg detector as.sembly
445999 reads the calibrator tube present in its row. After the calibrator tube is read,
MGIT960 the readings are used by the Built-In-Test to verify that the detection
instrument is in calibration
The BACTEC MicroMGIT device is hand-held, battery—operated in vitro
_ i tic i t desi timized t ith the BBL™ 4 mL
441049 Micro MGIT calibrator diagnostic mstrurnen deggned and op! lmI-Zad (o] us..e. wi g m
tubes for the rapid detection of mycobacteria from clinical specimens (except
blood and urine).
BACTEC™ MGIT™g60 SIRE kit is a rapid qualitative procedure for
susceptibility testing of Mycobacterium tuberculosis, from culture, to
o ™ streptomycin (STR), isoniazid (INH), rifampin (RIF) and ethambutol (EMB).
245123 ﬁ::CTEC MBI 999 e The BACTEC™ MGIT™960 STR 4.0 kit and the BACTEC™ MGIT™960 INH
j 0.4 kit are for testing at higher drug concentrations.
The BACTEC™ MGIT™060 susceptibility test kits are used with the
BACTEC™ MGIT™960 and BACTEC™ MGIT™320 systems.
BACTEC™ MGIT™ 960 | BACTEC™ MGIT™ Mycobacteria Growth Indicator tube supplemented with
245124 Supplement Kit, 1x6 vials, 100 | BACTEC™ MGIT™ Mycobacteria Growth supplement and BBL PANTA

tests

antibiotic mixture is intended for the detection and recovery of mycobacteria




y

BD

Becton, Dickinson and Company
7 Loveton Circle

Sparks, MD 21152

USA

Tel: 410-316-4000

Fax: 410-316-4188

bd.com

using the BACTEC™ MGIT™960 and BACTEC™ MGIT™320 systems. A
growth supplement added to culture media for appropriate growth of bacteria
in clinical samples in Microbiology labs

245115

BACTEC™ MGIT™ 960 PZA
Media, 25 Test

245128

BACTEC™ MGIT™ 960 PZA
Kit, 50 Test

BACTEC™ MGIT™060 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

The above mentioned equipment’s are exclusively manufactured by Becton, Dickinson
and Company as on date. 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,

"‘;!?:’/’7{» / A eha S

Sherma Winston
Associate Director, Regulatory Affairs

05Jun2020
Date

Notary Signature and Stamp
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(to be attached with P-2 form for proprietary items)

PROPRIETORY ARTICLE CERTIFICATE

Consumabdep of MGIT-310 Sadulvow one
v e e e 2w AR IR B AT g

mmﬁmm%qs | A SFeR ¥ ogER AEH  Sedukow. OWR...
1, o
A, e vt kE *"epT 3iehell RAFATvEH T § |

-360
It is certified that the items ((“S“"‘w%o*mmv ............ ) required in the P-2 form
should be purchased from M/STl ... o the best of my knowledge
M/S. Sodulon Owe are the sole manufacturer /agents of the sole

manufacturers M/S... £52¢k0n DrekinSon. Xedial . for A3
=1 /maf gR1 R 39 veR @1 gl gAR 39T & o g SR 8 Iugw 111 © -
Similar items manufactured by other firm(s) shall not be suitable for our purpose for

the following reasons: - 445 AWty pomdachaey 16 IRRETIRR g e
vesuMd peetAcahont,.

(HiTTeBdl & BEATER) ,/Lt/
(sign of Indenter) ----#---><3- 1 4-,63“

RAURT/ S HRT 3 T ¥ BEAIeR / ¢\° &“ #}P
Signature of Head of Department/section \;%4‘ 9.\\‘*6

%@u—mwmaﬁmmﬁ@uﬁﬁm B } b e aféae ar
# vivrgedt uepfa &1 8, St U Fawt & srefia fafvafha fea mar et

N. B.: The indenter before recording the above certificate should satisfy himself that
the article is genuinely of proprietary nature manufactured under patent laws.
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