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

Raipur-492 099 (CG)

www.aiimsraipur.edu.in

AlIMS/R/HS/URO/214/166/2020/PAC Date: 28/10/2020

NOC

Sub:- Regarding procurement of Laproscopic Polymer Locking Clip Applier for Urology
Department at AIIMS, Raipur under PAC.

The institute is in the process of purchase of Laproscopic Polymer Locking Clip Applier
for Urology Department at AIIMS Raipur from M/s Sunshine Healthcare, Raipur. (OEM: M/s
Teleflex Medical, USA) on proprietary basis. The proposal is submitted by Urology
Department at AIIMS, Raipur and PAC Certifications are attached which is to be uploaded 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 Item
within 07 days of issued/uploading of the notification by reference No.
AIIMS/R/HS/URO/214/166/2020/PAC. The comments should be sent to Store Officer (H),
Room No. -146, C-1 Block, Lower Ground Floor, Gate No. 01, AIIMS, Raipur or through
email at storesofficer.hp@aiimsraipur.edu.in on or before 04/11/2020 up to 3.00 PM failing

which it will be presumed that any manufacturer/vendor having no comments to offer and

case will be decided on merits.

Store Officer (H)
AIIMS Raipur (CG)

Encl:-
1. Proprietary letter of Vendor
2. Authentication letter of vendor
3. Certification for Purchase of Proprietary Article


http://www.aiimsraipur.edu.in/
mailto:storesofficer.hp@aiimsraipur.edu.in
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All India Institute of Medical Sciences, Raipur (Chhattisgarh)
Tatibandh, GE Road,

Raipur-492 099 (CG)

wwwe.aiimsraipur.edu.in
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AlIMS Raipur

Technical Specification for Laparoscopic Polymer Locking-Clip Ligation System: CMM‘M oy Lm@e
S12¢e)

A. Clips should be made of inert, non-toxic, non-absorbablebiocompatible polymer material. It should
be radiolucent, nonconductive and does notinterfere with CT, MRI or X-ray diagnostics.

B. There should be variety of ligating clip sizes for the ligationof vessels and/or tissues between 2 to
16 mm size. :

C. The system should be compatible for use in laparoscopic surgeries.

D. Clips should be securely retained to applier jaws during application process.

E. Clips should be able to lock securely after applying to tissue/vessel for secure ligation.

F. Clip should have tactile feedback for confirmation of secure closure.

G. Clip ligating surface should have non-traumatic integratedteeth interface design toprevent slippage.
H. Clips should be arranged in an ergonomically designed cartridge for fast application.

L. If necessary, clips should allow removal with appropriate removal instrument.

J. Clip appliers should be made of corrosion free German steel with a matte finish to avoid glare
during surgery.

K. Corresponding Laparoscopic Clip appliers should be colour-coded to match the colours of
thecorresponding Clip cartridges.

L. Laparoscopic Clip appliers should have 360° rotation knob facilitates for improved visibility& easy
access to vessels.

M. All reusable Clip appliers should be compatible for sterilization with immersion, ETO & Sterrad
method.

N. The system should be BIS/ European-CE (with four digit notified body number) & US-
FDA approved product.

O. Should supply following Laparoscopic Polymer Locking-Clip Appliers:

Sr. Clip Applier/ Remover Shaft diameter | Working Length Required Qty.
No.
i Endo-surgery Clip Applier 10mm 32cm 01
for M-size Clip
2L Endo-surgery Clip. Applier 10mm 32cm 01
for L-size Clip

P. Warranty of Applier: One year.
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Teleflex

Teleflex Medical

2917 Weck Drive
Research Triangle Park
North Carolina

27709

USA

Phone: +1-919-544-8000
Fax: 866-804-9881
Proprietary Certificate

To Whom it may Concern:

“Teleflex Medical”, having office at 2917 Weck Drive, Research Triangle park, NC 27709 USA hereby
confirms and verifies that following:

1. “Teleflex Medical” owns all the rights title and interest in the patents, trademarks, trade names,
inventions, copyrights, know how, trade secrets and any other intellectual property of WECK
HEM-O-LOK, the original Hem-o-lok invented and designed by Edward Weck, which falls under
the Ligation Clip category for use in procedures involving ligation of vessels or tissue structures.
Surgeon should apply appropriate size clip for the size of vessel or tissue structures to be ligated so
that the clip completely encompasses the vessel or tissue structures. Weck Hem-o-lok ligating clips
are available in a range of sizes starting from medium to extra-large for ligating vessel sizes from
2mm to 16mm. Hem-o-lok clip appliers are available in open surgery format as well as endoscopic
surgery format with different sizes and angles based on surgeon’s preference.

=2

The following are the details of the /product:

o Hem-o-lok ligating clips are made of acetal homopolymer that is inert, non-conductive,
radiolucent and does not interfere with CT, MIR or X-ray diagnostics.

e Hem-o-lok ligating clips have bosses designed to retain the clip in the applier jaws.

e Hem-o-lok ligating clips are bow-shaped allowing it to be removed with a Hem-o-lok clip
remover, if needed.

e Hem-o-lok ligating clips have an integrated teeth interface with the vessel and are designed to
prevent slippage.

e Hem-o-lok ligating clips have a locking mechanism that provides tactile feedback and secure
closure.

e Hem-o-lok clip appliers are reusable devices compatible with Weck Hem-o-lok ligating clips.

e Hem-o-lok clip appliers are made from Gcrman steel with a matte finish to avoid any visual
disturbance during surgery.

e Hem-o-lok open clip appliers open at the box lock for easy, thorough cleaning.

e Hem-o-lok endoscopic clip appliers have a 360-degree rotation knob for ease of use as well as
a flush port for cleansing purposes.
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Jennifer Petry

Sr. Regulatory Affairs Specialist ;e/j
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To
All indiia Institute of Medical Sciences,
R aipur
Diear Sar,

We, M/s Teleflex Mediical Pvt Lid, who are established and reputable mamufacturers of
Medical Disposables, having registered office at ™ Floor, Embassy Vogue Buildimg,
Falace Road, Bangalore - 560052, herelhy authorize M/s. Sunshime Healthcare, Ward
Nia. 51, lirrigation Colomy, Near NHMMI Hospital, Raipur, Chihattisgarh 452001 to collect
orders, make supply, raise immoices and collect payment im their name on beihalf of us.

We hereby extend our full guarantee and wanranly as per the conditions for the goods
offfered for supply against this local purchase by the abowe finm.

Tive authorization is valid up to March 2021




