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All India Institute of Medical Sciences, Raipur (Chhattisgarh)
Tatibandh, GE Road,

Raipur-492 099 (CG)

www.aiimsraipur.edu.in

No:AIIMS/R/CS/Patho/18/24/PAC./RC Dtd:-§2 /11/18

Sub:- Purchase of “Consumable items for BD Sure Path GYN Lab Pack Kit” for
Department of Pathology & Lab Medicine at AIIMS, Raipur on Proprietary basis-
Inviting Comments Thereon.

The institute is in the process for purchase of Consumable items for BD Sure Path
GYN Lab Pack Kit” for Department of Pathology & Lab Medicine at AIIMS, Raipur from
M/s. Becton Dickinson India Pvt. Ltd. Boomerang, Unit No. 310, A-Wing
31 Floor, Chandivali Farm road Near Powai, Andheri-East Mumbai-
400072, and Company on proprietary basis. The Local agent for above item is
M/s. Varad Corporation, Raipur. - 492001 (C.G.) India t}‘1e proposal submitted
by department of ™ Pathology at AIIMS, Raipur and PAC Certifications are attached which

is to be upload on website.

The above documents are being uploaded for open information to submit objection/
comments, if any from any manufacturer regarding proprietary nature of the
Consumable/item with 10 days from the date of issued/uploading of the notification by
reference No. AIIMS/R/CS/Patho/18/24/PAC.RC.The comments should be sent to Store
Officer, AIIMS, Raipur on or before 22/11/2018 up to 3.00 pm. failing which it will be
presumed that any other vendor having no comment to offer and case will be decided on

merits.

Encl:-

01. Proprietary letter of Vendor.
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All India Institute of Medical Sciences, Raipur (Chhattisgarh)
Tatibandh, GE Road,

Raipur-492 099 (CG)

www.aiimsraipur.edu.in
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Becton Dickinson India Pvt. Ltd. Regd. Office : 204,Tolstoy House,
Boomerang, Unit No.310, A-Wing 15, Tolstoy Marg, New Delhi-110001,INDIA

3rd Floor, Chandivali Farm Road CIN: U74899DL1995PTC064117
Near Powai, Andheri-East bd.com

Mumbai-400072
tel : +91-22-33241600

B D fax: +91-22-28582428

To, Dated 15" May, 2018
The Prof. & Head,

Department of Pathology,

All India Institute of Medical Sciences (AlIMS), Raipur

Great Eastern Rd, AlIMS Campus, Tatibandh,

Raipur, Chhattisgarh 492099

Subject: Copy of Proprietary item / certificate

Respected Sir/Madam,
Please find herewith attached the copy of the following required documents:-

1. 100% subsidiary Certificate
2. USFDA Certificate
3. Proprietary Certificate ( consumable)

)

Also attached the following document for your kind perusal:
1 Authorization letter for the supply of consumable of BD Sure path Prep stain ™ System

2. Details of Consumable items
3. Quotation for Consumable.

With Best Regards

Yours Sincerely, SO

chadaro 1 Beanbhel y‘

Becton Dickinson India Private Hiri

Chintan Barbhaiya, Assistant Manager “-WHC
Diagnostics Systems, BD Life Sciences

Ph.: +91 9619545195
chintan_barbhaiya@bd.com '

Advancing the world of health



TrlPath Imaging, Inc.
A subsidiary of Becton, Dickinson
and Company

A\ Va 780 Plantation Drive
..- Burlington, North Carolina 27215
s USA

Proprietary Certificate
To whomsoever it may concern

We hereby declare that the below listed systems/ instruments are a registered trademark of

Becton, Dickinson and Company. All trademarks mentioned below are proprietary items
under international intellectual property rights.

W

Sr. Description Intended Use
BD SurePath™ , BD CytoRich™, | Products designed for cervical cancer screening and
1 BD PrepMate™ and BD non-gynecological cytology based on a patented liquid-
PrepStain™ System based cytology and cell enrichment platform.

— It is an automated System for liquid-based cytology based
> BD PrepStain Slide Processor | on proprietary Cell Enrichment Technology, which s
" | Complete System exclusively manufactured by Becton Dickinson and
Company as on date

The above mentioned products 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,
/é.ﬁf > /'_—__ -
Mark Sistare Date
Regulatory Affairs Manager
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0 APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Country: United States of America

This public document
2. has been signed by Carl Fischer, Ph.D.

. acting in the capacity of Director, Division of International Compliance Operations

bears the seal/stamp of U S, Department of Health and Human Services

Certified

5. at Washington, D.C,

6. the third of May, 2016

by  dssistant Authentication Officer, United States Department of State

8. No. 16032643-]

9. Seal/Stamp: 10. Signature:

/?‘/f;"é'll
Dennis Wol Ie/




EPARTMENT OF HEALTH & HUMA

N SERVICES Public Health Service

P Food and Drug Administration
10803 New Hampshire Avenue
- Silver Spring, MD 20993

Certificate No. 3839-4-2016
CERTIFICATE TO FOREIGN GO ERNMENT

In order to allow the importation of United Slates products into foreign countries , the U.S. Food and Drug

_ Administration (FDA) certifies the following information concerning the product(s) to be exported listed below:

Name of Product(s) Name of Manufacturer/Distributor, Address
See Attached List Name of Manufacturer

Legal Manufacturer/Manutacturer
(One Page) TRIPATH IMAGING, INC

780 PLANTATION DR
BURLINGTON, NC USA 27215

The product(s) described above (and the manufacturing/distribution site(s) which produces/distributes it) is subject
to the jurisdiction of the FDA under the Federal Food, Drug, and Cosmetic Act.

Ilis certified that the above product(s) may be marketed in, and legally exported from, the United States of
America at this time. The manufacturing plant(s) in which the product(s) is produced is subject to periodic
Inspections. The last such inspection showed that the plant(s), at that time. appeared to be in substantial
compliance with current good manufacturing practice requirements for the product(s) listed above.

e =

Carl Fischer, Ph.D.

Director

Division of International Compliance Operations
Office of Compliance

Center for Devices and Hadiological Health

This certificate is valid from April 26, 2016 to April 25, 2018,

)




cPARTMENT OF HLALI H & HUMAN SLRV]CLS

dficate No. 3839-4-2016
-ertificate to Foreign Government - Name of Product(s) Attachment Page 1 of 1
Name of Manufacturer
_L_egTManulaclur;IManufacturer
TRIPATH IMAGING. INC.
780 PLANTATION DR.
BURLINGTON, NC USA 27215

Name of Product(s)

_BD Reagents and Consumables

490527 SurePath® GYN Preservative Vial Kit (500)
490719 BD CytoRich™ Clear Preservative Fluid
491121 BD Alcohol Blend Rinse

491248 BD SurePath™ Precoat Slides

491253 BD SurePath™ Collection Vial Kit 500 -
491266 BD SurePath™ Manual Method Kit

481267 BD PrepStain™ Slide Library Kitg— }
491288 BD PrepMate™ Inslallation Kit

491283 BD PrepStain™ Install Kit

481292 BD Totalys™ SlidePrep Instal Kit

491303 BD PrepSlain™Non-GYN test Kit )
491304 BD Totalys™ SlidePrep Non-GYN Test Kit <<——"
491308 BD Totalys™ SlidePrep Consumables Kit
491310 BD Totalys™ MulliProcessor Consumables Kit
491311 BD PrepStain ™Consumables Kit<— "7 )
491313 BD PrepMate™ Consumables Kit
491324 BD SurePath™ Collection Vial Kit 25 { “1
491327 BD Hematoxylin stain 0 5 k
491328 BD EA/OG Combo Stain

491329 BD Settling Chambers

491330 BD Settling Chambers

491331 BD Syringing Pipetles

491332 BD Density Reagent

491333 BD Non-GYN Stain Kit

491334 BD Cytology Stain Kit

491335 BD CytoRich™ Blue Preservalive

491336 BD CytoRich™Red Preservative

491337 BD SurePath™Preservative Fluid

491338 BD Hematoxylin stain 075

491388 BD Totalys™ SlidePrep Slide Library Kit
491389 BD Totalys™ MultiProcessor Instaliation Kit
_ProEx™ C Reagents

490502 BD ProEx C™ Immunohistochemical Test
490503 BD SureDetect™ SiHa Cell Contral

490512 BD SureDetect™ Slide Preparation Buffer 10X
490546 BD ProEx™ C Immunocytochemical Test,e——
490746 BD SureDetect™ Detection Reagents ~—¢ Z,’;
480747 BD SureDelect™ CounierStains - )
-------------------------------- END OF PRODUCT LIST--+-----

Public Health Serviee

Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
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Becton Dickinson India Pvt. Ltd. Regd. Office : 204, Tolstoy House,
Boomerang, Unit No.310, A-Wing 15, Tolstoy Marg, New Delhi-110001,INDIA
3rd Floor, Chandivali Farm Road CIN: U74899DL1995PTC064117
Near Powai, Andheri-East bd.com
Mumbai-400072
| tel 1 +91-22-33241600

ﬁ"ﬁ BD fax: +91-22-28582428
\ X 74

To, Dated 15" May, 2018
The Prof. & Head,

Department of Pathology,

All India Institute of Medical Sciences (AIIMS), Raipur

Great Eastern Rd, AlIMS Campus, Tatibandh,

Raipur, Chhattisgarh 492099

Subject : Authorization letter for the supply of the BD Sure Path™ & BD CytoRich™ Reagents/
Consumables for the use of BD Prep Stain™ Automated Liquid Based Cytology System

Dear Sir/ Madam,
This is to certify for the above said reference of BD Sure Path™ Gyn Test Kit, BD CytoRich™ Red Non-Gyn Test Kit &
BD CytoRich™ Blue Non-Gyn Test Kit for BD Prep Stain™ Liquid Based cytology instrument consumables, We hereby
confirm that “M/s. Varad Corporation.” having their registered office at given below address is our authorized
distributor to supply above said product material and consumables, raise their invoice & collect the payment for the
above mention products at AlIMS, Raipur. We request you raise the order in the name of our authorized distributor
for the consumable.
Address: “M/s. Varad Corporation” having their registered office at

C-314 Shailendra nagar, Raipur 492001 Chhattisgarh
The price given in the above mention reference and other terms and conditions remains the same.

The authorization period is valid till 31°* March, 2019. In case if any changes in this regard we will inform you.

If you have any questions, please feel free to contact Mr. Chintan Barbhaiya at +91 9619545195,
Email: chintan_barbhaiya@bd.com.

Thanking You,

Yours Sincerely,

Becton Dickinson India Private lirpite
Chintan Barbhaiya, Assistant Wangger ~WHC
Diagnostics Systems, BD Life Sciences

Ph.: +91 9619545195

Chiidan @i&a;;;}i@

Advancing the world of health




Becton Dickinson India Pvt. Ltd. Regd. Office : 204,Tolstoy House,
Boomerang, Unit No.310, A-Wing 15, Tolstoy Marg, New Delhi-110001,INDIA
3rd Floor, Chandivali Farm Road CIN: U74899DL1995PTC064117

Near Powai, Andheri-East bd.com

Mumbai-400072

tel ; +91-22-33241600

t"ﬂ BD fax: +91-22-28582428
A\~ 74

To, Dated 15™ May, 2018
The Prof. & Head,

Department of Pathology,

All India Institute of Medical Sciences (AlIMS), Raipur

Great Eastern Rd, AllMS Campus, Tatibandh,

Raipur, Chhattisgarh 492099

Subject: Detail of the consumables / Reagents of BD SurePath™ & BD CytoRich™ Reagents/
Consumables for the use of BD PrepStain™ Automated Liquid Based Cytology System

List of BD PrepStain™ Automated Liquid based Cytology system Consumables Detail for Gyn and Non-Gyn Test: -

sr. No. DESCRIPTION " Total pack Size Qty
1 BD SurePath™ Gyn Kit ( kit component ) ‘ 480 Test 1Kit
"BD SurePath™ Vials ( Cat No: 491253) Pack Size : 25 x 20 '! (BD Surepath ™
BD Rovers Brushes ( Cat No: 380100331) Pack Size : 5 x108 Gyn Kit)
Gyn Test Kit (PrepStain) :- ( Cat No: 491311 & 491313)

Consist of the following material
e Aspirator Tips (Pack Size 5 x96)
e Centrifuge Tubes (Pack Size 1 x480 Tubes) |
e Density Reagent — 4 bottles (Pack Size 4 x480 ml)
e BD Prep Mate™ Syringes (Pack Size 2 x240)
e Disposable Transfer Tips (Pack Size 5 x96)
e Settling Chambers (Pack Size 2 x240)
e BD SurePath™ Pre-Coat Slides (Pack Size 5 x96)
Stain Kit for Gyn ( Cat No: 491334) \ ‘

e EA/OG Stain — 1 bottle (Pack Size 1 x480 ml)

e Hematoxylin Stain0.75 -1 bottle (Pack Size 1 x480 mil) ‘
| S— | - e =

S

iz o g
Advancing the.-waorld of health




Becton Dickinson India Pvt. Ltd.
Boomerang, Unit No.310, A-Wing
3rd Floor, Chandivali Farm Road

Regd. Office : 204,Tolstoy House,
15, Tolstoy Marg, New Delhi-110001, INDIA
CIN: U74899DL1995PTC064117

Near Powai, Andheri-East bd.com
Mumbai-400072
ﬂ tel 1 +91-22-33241600
b '% B D fax: +91-22-28582428
BD CytoRich™ RED Non-Gyn Kits Detail:-
Sr. No. DESCRIPTION Total pack Size Qty
1 BD SurePath™ NON -Gyn Kit ( Cyto Rich RED) 480 Test 1Kt
kit component (Cat No : 491336 & 491330) (BD Surepath ™
e BD CytoRich™ Red Preservative — (Pack Size 2 x3.6 Ltr.) NON-Gyn Kit)
e Centrifuge Tubes ( Pack Size 1 x 480 Tubes)
e Disposable Transfer Tips ( Pack Size ( 5 x96)
e BD SurePath™ Pre-Coat Slides ( pack Size ( 5 x 96)
e Settling Chambers { Pack Size (2 x 240)
Stain Kit for Gyn ( Cat No : 491333)
e EA/OG Stain — 1 bottle { pack Size 1 x 480 ml)
e Hematoxylin Stain 0.5 — 1 bottle { pack size 1x 480 ml)
BD CytoRich™ BLUE Non-Gyn Kits Detail: -
| sr.No. DESCRIPTION Total pack Size aty |
1 BD SurePath™ NON -Gyn Kit ( Cyto Rich BLUE) 480 Test 1Kit
kit component -(Cat No : 490533 & 491330) (BD Surepath ™
e BD CytoRich™ BLUE Preservative — (Pack Size 2 x3.6 Ltr.) NON-Gyn Kit)

o Centrifuge Tubes ( Pack Size 1 x 480 Tubes)

e Disposable Transfer Tips ( Pack Size ( 5 x96)

e BD SurePath™ Pre-Coat Slides { pack Size ( 5 x 96)

e Settling Chambers ( Pack Size (2 x 240)
Stain Kit for Gyn ( Cat No :491333)

e EA/OG Stain —1 bottle ( pack Size 1 x 480 ml)

e Hematoxylin Stain 0.5 — 1 bottle ( Pack size 1x 480 ml)

We hereby confirm to the above said reference that the Equipment-BD PrepStain™ complete slide processor with all

accessories is closed ended system.

Thanking You,

so‘"\

Yours Sincerely, /
L¥)
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Becton Dickinson India Private lirfiites
Chintan Barbhalya, Assistant Manager —-WHC
Diagnostics Systems, BD Life Sciences
Ph.: +91 9619545195
chintan barbhaiya@bd.com

Advancing the world of health




