/

Specilications For Fully Automated Blood Callure Sysiem

Quantity required: 0] Approximate cost: 15 lacs

L Auomated Contmuons Monitering Blood Culture Syvstem with atleast 120 sample vial capacity.

2. Svatem should be true walk aw ay with a siople user interface and towch screen operations,

3. Bystem should have continueous agiation for optimized recovery of crganisms

4. Sastem should have LIS communication capability for quick result information availabilit

5. System should be modular and can be upgraded as and when required

6. Svstem should be based on sensitive fuorescencefcolorimetric technology for interpretation of
resilis,

7. Svstem must suppont Lab Quality Control reguirements for sutomated analytics of Blood
Volumes being received in the Microbiology Labs, These reports should be nuto seneraed and
ready to analyze and send out 1o Phlebotomy, Mursing and Physicians on a regular Basis. (Volume
checking)

8. System should have enhanced visual imdicators both inside and outside the instrument in the form
of different colored LEDS 1o indicate exnct station status -available, ongoing, positive, and
negative & anonymous

9. Instrument should have the fcility for entering the patient name and sample accession number
using bar ¢ode reader from a bar coded farmat

10. System should provide the option of loading of any culture bottle anywhere without any software
intervention in order 1o pet the botiles boaded B the instrument round the clock

il

The culture media should be Tree from substances which inhibits proper interpretation of gram-
staining, hence causing any delay in critical callours. Media should not have any masking effect
for casier interpretation of Gram Staining of posilive isolates,
12, Should have special media for eptimal recovery of yeast and other Tungi from blood snmPh:s-.lTIL-:
system should also be able 1o support selective growth of yeast and fungus in case of mixed
infections. The medivm should contain 3 cockiail of antibiotics (minmum two) in n.'lrdgr 1
suppress bacterial growth and should contain saponin in order to release phagocytosed fungi and
veensts from leukooyvies. ; ; .
13. System should have Auto Quality Control and Calibration facility to avoid any manual daily
maintenance, User intervention for routine OC/calibration should not be required.
| 14. The required blood volume for blood culture should not be more than 10ml. .
| 15. Media bottles should be fully compatible with familiar and widely used Vacutziner Holders
without the need for a special adapter to improve workflow and salety.

| 16. Svstem should be supplied along with an line UPS with 30 minutes back-up. .
| 17. ;‘_':'unppw]n:nsiv.-r training of Lab staff till fumiliarity with the system.
18. The machine should be FDACENS] approved.
[ 19. The vendor should provide five years comprehensive warranty and five years CMC afier

warranty period.

Certified that the specifications are broad based, penesal in respect o U pequirement and net suit to any

particular firm/brand
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ALL INDIA INSTITUTE OF MEDICAL SCIENCES
ANSARI NAGAR, NEW DELHI- 110029

RESEARCH SECTION
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ltem/Type/Model Mo, required along with

Autamated Blood Culture System

spcglﬁ-l:-ulmn BACTEC FX-40
1. |Is the item a spare pari(s) amachment or No
EIL.L.I:hE[][':r' rﬂr an “1ﬁ|nghﬁ|1ulprnem {It’l i new ﬂﬂi[ll!'l:l‘lt}

}. | Mame of manufacturers'supplier of the item
proposed by the indenter

M5, Becton Dickinson, USA

4, | Are they sole manufacturersidistributors of

the same can't be procured.

Demanding  officer  should  bring  owl
comparative  functional  advantages/cost
effectiveness of the recommended item rom
these offered by other

Yis
the items
5. | Is there any other item with zimilar/equivalent
specification available in the market 1o meet
the job reguirement envisaged? If Yes, why NO

=

What were the efforis mede o locaie

aliernative source of supply or use other
substitutes

The items meationed in col.l are proprietary of
Mis Becton Dickinson, USA and are exclusively
distributed by M/s. Becton Dickinson India Pl
Lid. only. Thus no other supplicr provides the
said items. Also, for the betier repreduecibility of
results other substitutes could not be used.

Why open/limited tender can’t be resoried to,
for locating altcrnative source,

As the said items are proprietary and no other
gupplier  provides  the  same  therefore
open/lmited tender was mot restored.

| Are the proprictary items certifying that the
et are reasorable or not.

Rates are regsonable
(certificate attached)

9. | Any other justification for procuring item
from single source

As said shave, for the better reprodocibility of
resulis and no olher firm masofectores the spid
system  required  for  fungal  isolation  and
antifungal steward ship and these are closed
system items. Hence, they were procured [rom

)

gl 3 Foy P - .
wa LAy that the-iter(s) 8786 No. | above is required]
source of supply is definitely knownithe specific l:-r
functional requirements and limited teader could be

purpose in this particular case.

single source only. -
Ew ' Counter Sign
{Head of the Department)

MHH CHAUDHRY
P'- oy Huﬂ'li :
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serve no wsefio

'n-uh

W




C Becton Dickinsan India Pet. Led. Regd. Office : 204, Tolstoy House,
! Head Cffice: Sth & &th Floor, 15; Toistoy Marg, Mew Dalki-1 10001, INDIA
Signature Tower B, South City I, CIN: UZ48909DL109EPTCO64117
Gurgaen - (22001, Haryana, India bdd.cam
bel:4+01-124-9840300
T fax ; +91-124-2383224/5/6
J- -.I *‘-I B D
|:l rl . e
E-Em”_ merdial Oifer
Fl- tem Desolption | Price/ Unit (In Rs)* J
Ma,
i 1 BD BACTEC'™ FX 403 14,40, 780/ ||

| [with all std_ accessories]

s

Taxes will be charge extra— GST 18% or as apphcable

~Eensumabies: (A3 per your contra
€2t Mo Deseription Pack site WS o Frice Per Pack [INR] ! Tax Rate
241192 | PLUS AEROBIC 50 betties 2210000 10500 18%
443193 PLUS ANAERDBIC S0 battles ZH21 00 10754 1E%
442194 PEDS PLUS S0 bottles IEI10000 10500 18%
442206 | MYCOSISICF 50 battles 38210000 12500 1E%
B4IZER | MYCO-F-LYTIC 50 bottles Ja-zmm 14172 18%

Taxes will be charge extra— G5T 18% o a4 applicabla
Please note that Bactec FX Syitem is aulo calibeated — N sddivional Calibrator 15 required which will save your

apprax. Rs 60,0004 per year.

Terms & Conditions

#  Taxes will be charged exira- G5T 18% or as applicable
*  Warranty =15 Yeaf from the date af installatizn

" AMCE cacs
AMC (| Annual Malntenance Contract ) 45,000
EMC { Comprehensive Mantenance Contract) 50,000
G5T Extra 18%

Supply of Consumables; Through our autherized distributor.

BD rezerves the right Lo increase the prices of reagents and contumables quoted in view of Forex change.
Celivery: Within 2 weeks from the date of receipt confirmed order at our end

Fayment Terms - System — 100% advance along with order

Payment Terms — Madia - Within 30 days fram the date of Invaicing

Walid TII: 21" March, 2020

-
-
L
L
L]
L]

Hope you will find above infarmation in order, in case of any furlher darifications, please feel free to contact us.
Thanking Fou.

For BECTON DECKINSON INDUA mmﬁ_;,f;ﬁf,

Lanjeev Sharma

M- BBIEE1344] E- Sanjeey Sharmiadbd com
Er. kres Sales Mangaer - CpA

BD Diagnastics = Diagnoatic Sycta




Regd. Office | 704, Tolstoy House,
15, Tolstoy Marg, New Delhi-110001, INDIA

CIN: UTA89%0L 10095PTCOGR4117
bl com

Becton Dickinson India Pvt. Ltd.
Head Office; S5th & 6th Fioor
Signature Tower B, South City 1,
Gurgaon - 122001, Haryana, [rdia
tel: +91-0124-4134300

fax © +91-124-2383224/5/6

&1?&
tes BdBAcTEC™ FX40 PREINSTALLATION

at is free from [0y b W]

d on a level surface in an ared 1l
temperatures and

The BACTEC FX40 system should be installe
ct heat, high humidity, dust, extreme

vibration, external air flow, direct sunlight, dire
COMOSIVe OF explasive vapors of gases

ENVIRONMENT AL REQUIREMENTS
| Environmental Specifications E—
Non-Operating Starage =}
Temperature 17.8°to 65" C (0° to 149° F)
Hurmidity 20% to B0% RH, non-condensing '
Operating Conditlons !
Temperature 18° o 30" G (64.4° to B6° F)
Humidity 25% to 80% RH. non-condensin . g
Level surface, no direct sunlight, ne direci heat or other
Locations external air source, no high humidity, dust, extreme
B temperatures or corrosive or explosive vapors of gases.
Noise @ 1m <5 dBA using ANSI type 2 sound meter
Altitude h Evaluated for safety to 2,000 m |
instrument shall withstand thermal decontamination at 65° C for 10 hours. =
instrument shall withstand Para Fermaldehyde ireatment as used for mycobacterial
decontamination.
installation Category |l and Pollution Degree 2 as per [EC B64
3.2 ELECTRICAL REQUIREMENTS
[nput Voltage 10-240VAC£10% =il
Peak Current 3.0 amperes. nominal @ 115VAC, 60Rz il
)

Input Line Freguency

50/60 Hz

Power

250 W

307 bwhr

Heat

BD recommends a dedicated 15A line for BACTEC FX40 system.

1.3 CLEARANCE REQUIREMENTS

le instrument and stack. A clearance of thirty (30) emon

Table 1 provides dimensians for sing
install the tablet supporting arm, barcode scanner

the right side of the instrument s required to

and printer.
- Tabie 1 ]
"Physical Dimensions Single Instrument | S B
(Height — |31em(154in)___ |77 5em(305m) | .
Width B7.5cm (26.6in 675cm(268in) 47,
§ T ATt 1 1 em(23.0in) | 5B5cm(230in) |~
[Clearance [rear, left,right} __ 0.cm. 7 cm. O.cm 10em, 7em 0em 1|
i.%eamne_ r_rm;ru — let0emdin} 610 em (24 in)
Weight femply) __‘ET-E_HEFD-'.I_H-'!J ~ Badng(1424b) N
“Weight (full) + 10 mi blood 38.0 kg (B3 7 b _“TE'.'ET.Q_{T@_EJFE{_'_, -
— @\/ X/ Advancing the warld of haaith



Becton Dickinson India Put. Led, Ragd. Office - 204, Tolstoy House,

(] Head Dffice: Sth & &th Flaor, 15, Tolstoy Marg, New Deln-110001, TNDLA
Signature Tower B, South City 1, CIN: U74895DL1995FTCOE411 7
Gurgaon - 123001, Haryana, India brd, com

tel: +91-124-3949390
fax | +91-124-2383.224/5/6

ol

< BD

Date: 04.12.2019 BO/BC/ AUMSMCE/S5/PAC19-12

Ta,

The HOD

Deptt of Microblalagy, A5,
Ansari Magar, New Dalhi-1106029

Sub Proposal for BD Bactac™ FX Automated Blood & Sterile Bady Fluld Culture System

[rear 5ir, .

We acknowledge with thanks, the faith and interest shown by your organization in our products &nd technologies. W
are pleased to inform you that in pursuit of effering value addition in our support and services Lo our custamers, ap
india Pvt. Ltd hereby offers a specal offer to AlIMS for BD Bactec™ FX Automated Blood & Sterile Body Fluid Culture

System,

Technical features

# Automated Blood & Sterile Body Fluld Culture Sysiem.

»  Paositions —40-160 | Please refer table below - upgradable up-1o 160 positions |
«  Cantinueus monitoring and Continwous Agitation

+  Throughput :8-32 Culture Battles/ day (with 5 days negative protocol)

s  Techrology- Sensitive Fluorescent Technalogy

+  Monitoring of each Position: in every 10 mnutes.

s True Non Invasive Technology and Advanced Media Specific Algorithm

s More than 16 algorithms to monitor growth patterns in case of Positive samples
s Cuystomized Reporting and Control Module

«  Stand Alone Madube

+  Bi-Directional Interface ready, Onsite upgradable

s Exclusive BD Vaculainer Safaty Lock

«  FDA Cleared and Approved
patented Resin Technology = Far the complete neutrafization of Antiblotics in blood stream

« @lood Volume Monitoring (optional with Eplcenter |

» Delayed Vial Entry [DVM]

& LIS communication capability for quick resuit information availability

BO Bactec™ FX has enhanced visual indicators both inside and cutside the Instrument in the form of different
colered LEDS to indicate exact station status —available, ongoing, positive, and negative & anonymous

B0 Bactec™ FX proviges the option of cading of any culture bottle anywhere withowt any softeare intervention

in order to get the bottles loaded in the instrument round the clock

r
= Rapid Blood Culture
= Rapid Fungal Culture from Blood Specimen ¢ B
» Rapid Yeast Culture from Blood Samphe
»  Fapid Sterile Body Fluid Culture

1 Bottle i
»  Pediatric Culture Bottles — For Pediatric samples and sterile body fluids
s Adult Aerobic Culture Bottles = For Aerobic Bactena and Yeasts
s Aduft Anaerobic Culture Bottles — For Anaergblc Bacteria and Yeasts
*  Special Fungal Culture Bottles = For Mixed Infection cases
»  Special Culture Bottles for Mycobacterium from Bloed Sample
¢ Special Lytic Culture bottle for Anasrobic Culture
BD Bactec Culture bottles are avallable in both the Glass and Plastic Options
Plus bottles uses Patented Resen Techiilogy = For the %npm! nfﬂrlli.!at n Antibiotics in blood stream

|,HJ_\/ h(}j—j




BD Tsdim Pt Lia Ragd, Office : 204 Telstoy House,

Haad Office: Sth A Sth Fioor, 185, Toletey Marg, Maw Dalhl-1 10001, INDLA
Signature Tower B, South Oty |,  CIN: UT4BS90L1995FTCOG4L LT

Gurgson - 122001, Haryans, Tndla oo B com, Tndbs

ol 491 L 154990

fum @ +§0-124-2 38324/ 5/6

1h BD

Date: 13122015

Ta,
The HOD

Damptt of Microbiology, ARMS,
I_'ll_'.l_-m
Sub: Like to Uke Comperison for B0 Bacter™ FX dutomated Blood & Sterile Body Fluld Culture System

Dear Sir,

This has reference to the above mentioned subject, we are pleased 1o submit our e to like price comparisan along with
order cogy Por your kind perusal as: -

S | Nameof tem iumuﬁs' [ AIMS offer Price | CDShoffer | CDSAofferprice |
No. | Unit Price including GST UnitPrice | Inchuding G5T
[
[Tatal Ory. 03 Nes.| | (Total Cpy. 04 Mes. )
Year of order e Jd 03.08 3019 |
_ Wemmanty | |5 Yuors 3 Yoars |
1. Automated Blood & | 407,00000+ | 14,40,780.00 407,000.00 | 19,21,040,00
| Sterile Body Fluld | yuag oy +10% GST
| Culturs Systern
| BOBACTEC FX40"3 il
- EMC after 5% Year | 90,000/anmu ! They did not take
|m m E 1 CMC till date.

WOTE: AMC/CME Price was offered in the mein guote.
e hope your wil Mind abowe justification and like to like compartson in line to your requirement.

wie look farward 1o recehving your velusble perchese order ot the earfiest.

) .
1'5' 1!“{-__. £
g
Vinast Nads
b 555551!.11!] Iﬂil-lll-ll.
E-wl e S v B e s el £
lr-u:h hlmulr 3

BD Diagnostics - Dlagnostic System
Encl: Copy of Supply order COSA

Lrvancinng the worid o health



Cal T

ED indis Pyt lLtg Rage. Office : 204, Tolstoy
A oo s,
Haad Oice: Sth & Sth Floor, 15, Tolstory Marg, New Daind-1 10001, INDLA
Slgnatum Towsr B, South City |, CIN: UT48900L1 99 5PTO0ES] 17
Gurgaan - 122001, Heryana, Indla e b oo findiy
EBl: +51-124- 3040790
‘“‘ o +90-124-2 3032 24/5/6

Dete: 13.12.2018

W!hlﬂﬁﬁmnmmlhmumuHmdmnm-mwmummnwmmmmmwmumn
order copy for your kind perusal as: -

5. Name of Mem | ANMSoffer | AIMSofer Price | COSA offer | cosaofferprice |
[ | Unit Prics induding GST I Uit Price Including G5T |
_ (Total Qry. 03 Mes ) (Totsl Cry. 04 Mos. ]
Your oforder — — 2 L 03092019 3
Warmanty 5 Year 3 Years
1. ?.::'lﬁ ﬁi A4,07.000.00 + | 14.40,7R0.00 4,07,000000 | 1921040000
Culturs Systemn o el
| BD BACTEC FI40"3 ) i i e .
~ T oMcatter 5% Year | s nocyanne | They did not take
I | Onwards lm : - _ CMCifldate.

NOTE: AMC/CME Price was offored in the main guote,
W' e vour will find sbowe justification and ks 1o likes comparison In Ene to your regulsement.

We look forward to receiving your valuable purchase order at the sarfiest.

Thanking You,
For BECTON DWIONSON INGUA Pyt Lid.

==

L __1-"":-"

|

Vinest Nad:
M- 5559378110 , BREMGT Td4]
E- g 1. 5y (-1 b p T =11 R
Branch Manager J
BD Disgnostics - Diagnostic Systern ] e —

arivancing the wnrld af health



Order No: CHSAJ4.29.4/1 September 03, 2019

M /s Bectan Declanson India Pyt 1,
6 Flogr, Signature Tower |,
sevith City 1. Gurgaon - 122001 Haryana)

Email i Kalingakumar_rayi@bd com
Contact Na, +0124-2383506

Dear SirfMadam,
Fool: Tonder No. 20009 THSTI 488659 1

We are pleased o place sn arder lor the sepply of the equigment as per germs and condilions

fiven below: -
5. Dt £ Article Model N Mak Oty Total ¥alue (Inc
No. escription of Articles odel Mo, ake ty. of all taxes)
1] Maked
1 Fully ivtomated Mood eolbure I]I-F.HZTI-:{‘."' Authrentic P Rs. 19.21.040.00
SKSICIE Bt [ Instru menis
HEA

Warranty: 36 manths from the date of listallation

Total Value - INR 19,21,040/- (In words Rupees Nineieen Lakhs Twenty One Forty only)

Terms & Condilions

1. Allitemsare as per price Bid/Quotalion oo, 2019 THSTHE AHE&ESY 1 ared 02,/08/2014

i 2. Total arder value of INR 1,921,040/ F.0R inclusive of Cost, labor, cartage, Insurance,
:J?f‘-'r x:?‘- ric. up to Fespective Sites

i ‘_'?I ; , X Er:i... - Rilling Address: - Program Director, Transiational Health Seience and Technology

I'.-_J_,_ - . _. & Institute [THSTI), MCR-Biotech Scencoe Chester, 3rd Milestone Fanidabad-Gurugram

——— Exprissway, PO, Box WO, 04, Faridabad- 121001 (Haryana).

Clinical Development Services Agency

(i aadrwmaral wied of THSTI Departmeind of Bosechnology, L n"l.-'g,l |.|| spence and Testnsiogy, Gowemment of India)
MR Bwilelh Sowencn Luwdr THE D Bedang Jrd Midgtong Fasiabad - Guiugies Expossway, Fandabed - 125001 iHannnd
‘ sl LEPIOT GASS | woAe DS R

OW \@h N



| sr.

Wi

4.

' oa
a8

]:;lh'-r.'rr Address: - The equipment will be delivered at the following locations

| Name of the Site Yo ol Name of the : Email 1d. & Contact Ne.
; Fauipment | Contact |
person
A India Institute of D bir. Atul Jindal | R224011667
Medical Science dbratu lindaligrnal coim
(ATMS). Great Eastern
Rl Tatibandh, Raiper,
Chhamisgaihdzo®s | | |
Government Medical | One Dr Deepak | 9646121559
College and Hospital Chawda drdeepakchawlaflgmail com
(GMCHY, Chandi Path,
Sector 32, Chandegarh,
160047 L
Assam Medical Codlege | Oni . Recta F435394313
and Hospital Baihari, Bara . Boratireelai@gmaloom
Dibeugarh, Assam, PIh | |
| - 786 002 | .
| Al India Institute of | Une D Neera) HOO3 G068
Medical Scienre Giupia neerajpeiEyahon con
[AIIME ) [odipur, Hasm
[bustreal Arca, M1 |
2nd Mhase, Nasnl, ]
Josllapasr apast han |
J42005

nelivery of the above-ardered items must be made by 27/09/2019.

The payment will be made after the receipt of full supply.

Performance Security: 108 of wotal arder value in form af the bank performance
guarantee drawn [rom a natinnalied bank for a validity period of 39 months will be
submitted by supplicr.

Ploase submit Invoice/ Bl in duphicate and pre-recelpled along with a certified copy
spccrssiul nstallation and aperationalization duly cerlified by Site Investigator to
the undersigned,

The supply order 5 subjert 1o standard bernss and conditions af Tender rel no,

2019 THSTL 4886591

Kindly acknowledge the receipt of this order.

e A
COSA GSTIN: - DEAACATOZIZ[12G AR AeS

: s
el "4\ .'I Yours Sincerely,

i Mr. Prashant Bhijbhal
R%’\f Admin & Flnance Manager, CDSA




Regd. Office @ 204 Tolstay Haouse,
15, Tolstoy Marg, New Delhi-110001, INDIA
CIN: UF4B99DLI99SPTCOE411T

Becton Dickingon India Pyl Lid.
Head Office: S5th & 6th Floor,
Signature Tower B, South City 1,
Gurgaon - 122001, Haryana, India b . com
tel: +91-0124-4124300

fax : +91-124-2383224/5/6

v,
2 BD
MDate: 02122019

To Whom It May Concern

Thus is to certify that the rates which we have offered vou are not more than the other offered
in Government or Private [nstitutions on the same terms & conditions,

ﬂmnking vou,

Yours truly,

For Becton Dickinson [nda Pvt. Lid.
\

Authorized Signatory

1 Advancing the world of hagieh



BD Dusgnoglcy
i T

& BD

ACTURER'S AUTHORISATION iy

it BEafthy e

Te, Whomsoever il may concem

Cuear Sir,
Ref - Manufacturers authorization Letter for Phoenix ™ & Bactec™ MGIT ™ 960

We, Becton Dickinson and Company — Diagnestic Systems 7 Loveton Chcle
Sparks, MD USA 21152 who are proven and reputable manufaciurers of Phoenix ™ &
Baclec™ MGIT™ 880 hereby authorize Mis. Becton Dickingon India Pvi.Lid. (A 100%
direct subsidiary of Becton Dickinson and Company) 1o submil a lender. process the

sarme furiher and enter into @ contract for sales and service with customers in India for
the above goods manufactured by us

We further confirm that no supplier or firm or individual other than Mis Beclon Dickinson

India PviLid. is authorized o paricipate or bid for tenders far the products mentioned
aboee,

Yours faithfully,
~
T el [

oo 4] ew
Signature Date
Ve g Pfge dowT L tdaD v b M Alagaid &
Title

For and on behall of Messrs: Beclon, Dickinson and Company
BD Diagnostic Systams
¥ Loveton Circla
Sparks, Maryland USA 21152

N \W b



1 Becion Dmve

Frandlin Lakes BJ USADT4IT
T 01 B4 7 BEDD
wow'ey Bl

TO WHOMSOEVER IT MAY CONCERN

This is to state thal Becton Dickinson India Pvi. Lid is a 100% group
subsidhary of Beclon, Dickinson and Company, located at 1 Becton Drive,
Frankiin Lakes, New Jersey, 07417 USA and |s authorized by Becton,
Dickinson and Company. to deal with their full preduct range in India,
Mepal, Bangladesh, Sr Lanka, Bhutan & Maldives

For Becton, Dichinson and Company

Y

j ol :
gy i ’Lf‘l_‘i‘ﬂﬁ.u-:a-—,
Drean J, Paranicas
Vice President, Corporate Secretary
and Public Polcy

Beecion [roiinson and Compary I

¥

| T

:Hl“ﬂlll"‘hﬂ



bsi.
Certificate of Registration

QUALITY MANAGEMENT SY STEM - IS0 13485:2016 & EN ISO 13485:2016

By Royal Charter

This is to certify that: Becton, Dickinson and Company (BD)
7 Loveton Circle
Sparks
Maryland
21152
LIS

Holds Certificats Mumber: MD 595740

wwummmmwumhmwmmlmmumm
134E5:2016 for the following scope:

¥
S Sra
For and on behadl of BSI:
Stewari Brain, Head of Compliance & Risk - Medical Devices
Ciriginal Registration Date: 2013-03-14 Effective Date; 2018-10-11
Latest Revision Date: J018-10-11 Expiny Date: 2021-10-10

Page: 1 of 2

.making excellence a hahit"

This certficabe was doumnd checironicaly and remess S property of BS1 and 5 Boyng Dy T condlbions of Getrec
mmm:.mumm
Prinkes) Cpes can Ba sslideted o wees, B, oy Clastiusctony
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BD

fecton, Dackinson and Campeny
¥ Loveton Circle

Sparks, MD 21152

LSA

Tel: 410-316-4000

Fox: 410-316-4186

bdl.cam

Proprietary Certificate
To whomsoever it may concern

We hereby declare that the below listed Consumables/Reagents/Kits used along with
BACTEC™ 8050 , BACTEC™ 9120 and BACTEC™ FX Blood Culture System systems/
instruments are a registered trademark of Becton, Dickinson and Company. All trademarks
mentloned below are proprietary Items under International Intellectual property rights.

Cat
MNe. Description Intended Use
BD BACTEC™ Standard/10 Aerobig/F culture vials
(enriched Soybean-Casein Digest broth with COz) are for
443260 | B0 BACTECT Standard/10 percbic blood cultures. Principal use is with BACTEC
Aerobic/F Culture Vials Muorescent serles Instruments for qualitative culture
and recovery of seroblc micreonganism (bacterla and
yeast) from biood
BD BACTEC™ Standard Anaerobic/F culture Vials (pre-
reduced enriched Soybean-Caseln Digest broth with
443191 ED BACTEC™ Standard C0;z) are for anaerobic blood cultures. Principal use (s
Anaerobic/F Culture Vials with the BD BACTEC fluorescent series Instruments for
qualitative culture and recovery of anaerchlc
microarganisms from blood.
P BD BACTEC Peds Plus Aeroblc/F and BD BACTEC™ Plus
442192 Eﬁuﬁﬂﬂﬁfi ekl Anaerobic/F media are used In the qualitative procedure
for the aerabic and anaeroblc :uttun; |anr.'l mw of
BACTE microorganisms {bacteria and yeast) from « The
aa2153 | BD BACTEC” Plus Anaeroblc/E | o iple use of these media Is with 8D BACTEC
i flugrescent series instruments,
BD BACTEC™ Peds Plus™/F culture vials (enriched
Enyheuni—l:nﬂeln Dir.}ﬂ;lt broth wltthD:] are for aerchic
- blood cultures. Principle use Is with the BD BACTEC
142194 Esmf‘; EAONEINLE fluorescent series Instruments for the qualitative culture
and recovery of aeroblc microorganism (malnly bacteria
and yeast) from pediatric and other blood specimens
which are generally less than 3 mL in volume.
BD BACTEC™ Lytle/10 Anaerobic F culture vials {pre-
reduced enriched Soybean-Casein Digest broth with
442765 BD BACTEC™ Lytic/10 C0z) are for anaercbic blood cultures. Principal use Is
Anaerohic/ F Culture Vials with the BD BACTEC fluorescent series Instruments for
the qualitative culture and recovery of anaerokic
microorganisms from blood.
442003 | B2 BACTEC™ Myco/F Lytic BD BACTEC™ Myco/F Lytic culture medium when used
Culture \ials (case of 25 vials] | with the BD BACTEC fluorescent series Instruments Is a
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Telt 410-316-4000
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442288

BD BACTEC™ Myco/F Lytic
Culture Vials (case of 50 vials)

nonselective culture medium to be used as an

adjunct to aerobic blood culture medla for the recovery
of mycobacterla, yeast and fungl from blood. This
medium may also be used for the culture of sterile body
flulds when yeast or fungi are suspected.

L~

W 442026

BD BACTEC™ Mycosis-IC/F

Culture Vials (case of 25 vials)

v,ﬂzzm

BD BACTEC. Mycosis-IC/F

442023

Culture Vials (case of 50 vials)

BD BACTEC™ Mycosis-IC/F culture vials are for aerobic
blood cultures. Principal use is with the BACTEC
NMuorescent serles Instruments for the selective

culture and recovery of yeasts and fungi from biood.

BD BACTEC™ Plus Aerobic/F
Culture Vials (PLASTIC)

BD BACTEC™ Plus Aeroble/F medium Is used in &
gualitative procedure for the aerobic culture and
recovery of microorganisms (bacteria and yeast) from
blood. The principal use of this medium Is with the BD
BACTEC fluprescent serles instruments

442021

BD BACTEC™ Lytic/10
Anaeroblc/F Culture Vials
(PLASTIC)

BD BACTEC™ Lytic/10 Anaeroble/F culture vials (pre-
reduced enriched Soybean-Casein Digest broth with
C0;) are for anaerobic biood cultures. Principal use Is
with the BD BACTEC Muorescent series Instruments for
the qualitative culture and recovery of anaeroblc
micreorganisms from blood.

The above mentloned products are exclusively manufactured by Becton, Dickinson and
Company as on date. We confirm that Becton Dickinsan India Private Limited (BD Indla) Is
our 100% subsidiary In India and Is authorized to market this product as a proprietary ltem
and provide necessary senvices in terms of product knowledge and training.

For Becton Dickinson and Company,

Elnmrﬂlf/ M /‘

Carole Elledford
International Regulatory Affal

T. Manager
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Becton, Didkn=oan and
: n and Compamy (BD)

Sparks
Maryland
21152
s

The gesign, development, menufaciune, sardoe and
distrbution of in-vito diagnostic medical devices. These
devices inciude eouipment. inviro diagnostic test kis and
reagents used In the dagnasis of diseases, transmissible and
smeually transmissible agents, autoimmune status, and
Idertification of hematological parameters, ermicobe
surppbibility beete, eample proparntion, oytndegy devices,
crtapethology auto-imaging devioes wih computerized
itlerodcnpny, belaatholoay snllany devices and
Fretrament softwans, and reagants wsed In the dagrosis of
nrebecim Infant soesening.

Becton Dickinson and Comgany (BD)
BD Diagniostic Systems

52754 Loveton Circle

Sparks, Maryland

41153

Lusa

The design, development, mamusfacture, service and
dietrinution af in-wbm diagnestic medical dewices, Thece
drvioes inchede equpment, ieevitno diagnostic test ks and
meagents wsed in the diagross of diseases, tansmissible and
mwlrrmmmhm.mm autolmmune slatus, snd
idenb fication af lcal parasnicters, antimicrobdl
susceptiblity tests, sampls prepamation, oytology devices,
ntq:dh:h;'r-.rln-nmglrgdwmnm mmeterioed
micrscopy, telepasholoqy devices, ancllary devices and
instrumeent softwane, and reagents used i the diagnesis of
newaborn infant sereening.

Becton Didkinsan and Company {B0)
ED Disgnastic Syshems

39 Loveton Orcle

Spacks, Maryland

21152

LAs

This design, development, manufedtune, sendce and
distribitian of f-vitro disgnnaic medicsl devices. Thess
devices include equipment, Inwikn diagnastic test kis and
FESGENS wsed in the Sagnes of dassses, ranimigalle Srd
senuilly raramissible sperts, sutoimmune stobus, ond
WentFeation of hematslogcal perareters, artimlookial
susceptibilty tests, sample preparation, cytology devices,
Cytopathoiomy auto-imaging devites with computeriied
microscany, Eepatholegy devices, andliary devices mnd
Instrurment eoftware, and neagents used in the diagnosis of
I'I-H‘tﬂrl'lhhntmmg

sandoe aed

Barton Dickinson and Comgany (BD)
BD Diagnostic Systems

250 5chilling Orde

Cockeysville, Marytand

21030

LiS#

Criginal Registration Date; 2013-03-14

Latest Revision Date: 201610-11

mmm
distribution af Fvitre diagnestc mediczl devices, Thess
dlerwiCes lcludde Bquipment, In-viro dlagnostic test kits and
reageris used in the dagrosls of diseases, transmesible and
sequaly teewmibssible sgents, auvtsirmuns status, and
identification of hematolagical parameters, antmicrobial
suscephibilty tests, sample preparation, cytalogy dmdoes,
mmmmmmmm
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newborn infant screening.
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