GOVERNMENT OF KARNATAKA
KARNATAKA STATE MEDICAL SUPPLIES CORPORATION LIMITED
No.1, Dr. Siddaiah Puranik Road, KHB Colony, Magadi Road, Bangalore — 560079
Phone: +91-80-23283218 , Email: md.ksmscl@gmail.com. Websitc:hltp://www.ksmscl.ir}

No: KSMSCL/DRUGS/QIJ()’I‘AT!ON/MCTES'I‘[NG/O1/2024-25 l)ate:,z.s/n et /:Lagu-,

INVITATION OF QUOTATIONS FOR PROVIDING TESTING / ANALYSIS OF
MENSTRUAL CUPS

.............................................

Sub: Invitation of quotation for providing testing/ analysis of Menstrual Cups.

Ref: 1. Department of Rural Development and Panchayat Raj.
Karnataka Panchayat Raj Commissionerate Tender Ref No:
RDPR/ 2023-24/IND1926 Dated: 16.03.2024

2. Email from Deputy Director-2, Mysore Division, Panchayat Raj
Commissionerate Dated: 19/10/2024
3. E-office Ref No-152295
Schedule of Requirement ‘\
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Terms and Conditions

1. Specifications of Menstrual Cup:

Technical Specifications for supply of Menstrual Cups (MC)

Specification parameters and other
requirements

a)

b)

g)

h)

j)

k)

)]

1) Design and Dimensions of product: (Example: Small Size)
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2) Specifications:

Menstrual cup quality shall confirm to bio-compatibility evaluation as per ISO
10993.

The raw material should be FDA approved, medical grade, toxic free, durable,
hypoallergenic Silicone (medical grade platinum cured silicone rubber is
preferred).

Free from any dye or colorant (any coloring agent).

Device should be comfortable to use, dimensionally stable and resilient
torebound.

Device should go back immediately to its original form after a prolonged
period of use.

Device to ensure an easy insertion material (easy to unfold in the
vaginalcavity) and removal.

Device should be with good tear strength and endures boiling, cyclic use
andpulling out.

Device must be transparent.

Device should be hypoallergenic, non-absorbent and contains no harmful
additives or chemicals.

Should be non-toxic, non-carcinogenic, and non-mutagenic and do not cause
skin irritation or skin sensitization.

Device is bio-compatible and does not change performance after multiple
uses.Non-sterile, reusable for monthly use. Shelf life minimum 5 years. Easy
to clean.

Air holes:




i, cup must have a minimum of two air holes close to the rim and
covering at least 2 sides.

ii. Diameter of air holes should be approximately 1 mm each.
i Air holes should not have sharp edges; the surface must be smooth.

m) Cup wall thickness: 2 mm (+/- 0.3 mm).
n) Pull-out stem length: minimum 13-15 mm.
Stem:
i. The pull out stem design must allow firm grip for easy removal, easy
spinand comfort during use.
ii. The stem should not have a slippery surface, not hollow (for easy
cleaning), and does not have sharp edges.
0) Cup Size:
Type: Small size
i. Outer (ext.) diameter of the rim: 36-40 mm.
ii. Length of the cup excluding pull out stem: 40-50 mm.
iii. Cup capacity: 15-25 ml.
iv. Firmness: Soft to Medium.
v. Stem length: 13-15 mm.
Type: Medium size
i. Outer (exterior) diameter of the rim: 41-44 mm.
ii. Length of the cup excluding pull out stem: approx. 45-55 mm.
jii. Cup is able to collect approx. 20-30 ml.
iv. Firmness: Soft to Medium.
v. Stem length: 13-15 mm.
Type: Large size
i. Outer (ext.) diameter of the rim: 45-48 mm.
ii. Length of the cup excluding pull out stem: approx. 48-58 mm.
iii.Cup is able to collect approx. 30-40 ml
iv.Firmness: Medium to hard
v. Stem length: 13-15 mm.
The technical specifications of Different sized cups will be scrutinized and
Approved by the technical scrutiny committee.
vi. Supplied with:
a. A washable cotton pouch with a closing mechanism.
b.The protective pouch is used for storing a cleaned cup during non-flow
days.
3) Standards:

The finished product should comply with the following testing standards:
i. 1SO 10993-5: Cytotoxicity.
i, 1SO 10993-10: Mucosal Irritation, Sensitization.

iii. ISO 10993-10 Intra cutaneous irritation.

iv. ISO 10993-23: Vaginal irritation.
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2. Eligible Bidders and Documents Establishing bidder's Eligibility and
Qualifications:

1 | The bidder should have accredited with | Bidders shall submit the following
National Accredited Board for Testing | documents.

and Calibration Laboratories(NABL)
OR should be an approved/permitted
Laboratory by the State Drug
Controller having valid license under

a) Registration certificate/s of the
bidding entity such as

\
Incorporation ;
Certificate/Registration of Firms/ |
Partnership deed/Establishment '
registration Certificate etc.

b) Details of Bidder shall be
submitted as per Annexure 02

¢) Valid NABL Accreditation
certificate OR approval/permission
| from the State Drug Controller for
. having all the required facilities
for testing of products for which
they have submitting the bid, for a
period of preceding 3 continuous
Years (with renewals) as on the ‘
last date of quotation submission. |
Along with Scope of 1

Drugs and Cosmetics Act, for a period
not less than 3 Years as on the last date
of Quotation Submission.

Accreditation. |
2 a) The _bidder should furnish the 'a) Supporting documents towards |
details of the testing facilities with | available Laboratory testing |
! J 8 1) |
regard to quoted products as per | facilities with regard to quoted
the statutory/ NABL requirements. products, with installed capacity

of Testing of Samples per month.

3  The bidder should have valid | Submit the valid Certiﬁcate of Gooa"vi
Certlﬁcate of Good Laboratory | Laboratory Practice (GLP) issued by !
Practice (GLP) the Competent authority. |

4 | The bidder should have valid | GST Registration Celtlﬁcatlonaion(rJ
f=]

documer.ltary proof of GST registration | with the GST remittance returns for a [
and remittance of GST period of 3 months |

December 2023

up to 3lst
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') The bidder should not have been

convicted/debarred/blacklisted by
any State Government, Central
Government, Central & State Govt,
Undertakings/ enterprisces/
Organizations and by any other
Quasi Government bodies/
Organizations, World Bank / Govt
L-marketing portal or any major
Enterprise / Organization in India
for non-satisfactory performance.
corrupt & Fraudulent or any other
unethical business practices, not

meeting critical conditions/security

a)

b)

No Conviction certificate as per
Annexure 4 issued by the
Competent Authority. not older
than 10 months as on the day of
quotation submission.

Declaration as per format in
Annexure |

clearance etc.

b) The bidder should not be under
liquidation; court receivership or
similar proceedings and should not

be bankrupt.

3. Last date and time of receipt of quotations:

a.

b.

[¢]

Last date & Dt:04/11/2024

17:00 Hrs.

time for Submission of quotation:

The quotation shall be submitted in the name of Managing Director,
KSMSCL. No.1. Dr. Siddaiah Puranik Road. KHB Colony, Magadi Road,
Bangalore — 560079

The Quotations submitted to e-mail id : md.ksmscl@ email.com shall also be
accepted.

Quotation processing fee of Rs.500 + 18% GST (Nonrefundable) in the
form of Demand Draft drawn in favor of the Managing Director,
Karnataka State Medical Supplies Corporation Limited, Payable at
Bangalore along with Declaration (as per annexure-1) should be
submitted on the last date and time specified for the submission of
Quotation.

4. Quoted Price:

da.

Prices: The end price quoted shall include GST and other incidental
charges as applicable. If a change in Statutory levies in future, the same
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should be reflected in the landed price & the vendor shall intimate the
Office of the Managing Director (KSMSCL), Bengaluru immediately.

b. The price of the products will be firm during the course of execution of
the Contract and no-upward revision will be allowed. The rate of GST
applicable as at the time of submission of Test/Analytical Report.

5. Validity of quotations:

The quotations shall remain valid for a period not less than 30 days after
the deadline fixed for submission of quotations.

6. Validity of the Contract:

The contract shall remain valid for 1 year from the date of award of
contract.

7. Evaluation of quotations & Award of Contract:

The Purchaser will evaluate and compare the quotations determined to be
substantially responsive i.e., which are properly signed, and confirm to the terms
and conditions and specifications in the following manner:

a. The evaluation will be done including all taxes. If the bidder has not
included the taxes in his quotation for the item rate, and has also not
indicated the rate of taxes applicable, the quoted rate will be treated as it is
inclusive of taxes and no extra payment for taxes will be made. The
Purchaser will award the Contract to the successful bidder who has quoted
lowest price.

b.Notwithstanding the above, the Purchaser reserves the right to accept or
reject any quotations and to cancel the quotation process and reject all
quotations at any time prior to issuing supply order.

8. Delivery period & Supplies:

a. The Menstrual Cups sent for testing/analysis shall be submitted along with
the Test/Analytical Report within stipulated time intimated by KSMSCL.,
failing which the work order will be cancelled.

9. Quality Testing

a. The Menstrual Cups shall be tested as per the specifications given.
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b. The samples shall not be sent to such Laboratorics, in case the samples
subjected for testing are being manufactured/supplied by themselves or
any associated/group entity or an entity with common directors/partners.

(g

In case the Empanceled Laboratory is black listed/debarred/banned after
submission of bid document. it should be informed to KSMSCL within 07
days of blacklisting/debarring/banning. [f the blacklisted/debarred /
banned firm does not inform the KSMSCL within stipulated time, the
work order will be cancelled.

10. Payment

a)

b)

c)

d)

No advance payment towards costs of testing/analysis etc.. will be made to the
empaneled Laboratory.

The test/Analytical Reports along with the Invoice/Bills shall be submitted in
Original. The invoices shall be submitted in triplicate duly stamped and signed
with the GST as applicable in the name of the consignee/authority as may be
designated.

GSTN of the KSMSCL is 29AAICK3944Q1Z0 and invoices should be raised
against the same

Payment will be made within 30 days after receipt of original invoice,
test/analytical reports with certification from the consignee regarding
satisfactory services.

No interest will be chargeable for delayed payments.
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Annexure - 1

DECLARATION

QUOTATIONS FOR PROVIDING TESTING / ANALYSIS OF MENSTRUAL CUPS

(On Non judicial Stamp Paper Rs 100/-)

I/'WeM/s. cooe s v, represented by its Proprietor/Managing Partner /Managing
Director having its registered office at ........ ooeeveer oo hereby declare as under:-

(1)

We are submitting the bid for the Testing of Drugs/Chemicals/Miscellancous
items as detailed below.

|

| .

(2) That I/we have carefully read all the terms and conditions of Quotation No ........

3)

4)

&)

(6)

(7)

......... Dt. ........ including Amendment(s) (if any) issued by KSMSCL ar_ld accept
unconditionally all terms and condition of Quotation document including
Amendment(s) to Quotation document (if any).

That I/We are holding and have uploaded

a) valid license/approval from the competent authority for testing services of
drugs offered,

b) valid non conviction certificate not older than 10 months, from the date of
Quotation notification date

¢) All other relevant documents towards eligibility criteria and other terms and
conditions of the quotation

All the statements, documents, testimonials, certificates, etc.. submitted are genuine
and the contents thereof are true,

Any of our personnel, representatives, sub-consultants, sub-contractors, service
providers, suppliers and/or their employees will not directly or indirectly, engage in
any activity that may intervene, interfere and/or influence the procurement process
at any stage.

Indemnify and compensate the KSMSCL from any penalties and costs that may be

incurred due to lapse/s on our part including incorrect / misrepresented / forged
document or statements.

We have not been blacklisted/barred by any of the State Government, Central
Government, Central & State Govt. Undertakings/enterprises/ Organizationvs, Govt
E-marketing portal or any other Quasi Government bodies/ Organizations or
International  organizations such as World  Bank  or any  major
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Enterprise/Organization in Indig for
Fraudulent or any other uncthical
conditions/slumlurds/sccurily clear

non-satisfactory performance, corrupt &
business practices, not meeting critical

diiceete.

It our Firm is found contravening, this undertaking even after award of contract in our

favor. we accept disciplinary action by KSMSCI, including  rejection of our

QUOTATION.

*Should be sworn before a Notary

Date: / /

Witness :-
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Annexure =2

Details of the Bidder

QUOTATIONS FOR PROVIDING TESTING / ANALYSIS OF MENSTRUAL CUPS

| a 'Name ofthc firm

Oﬁnce Address

Telephone and Fax Number

b \Vorks Address ,

l‘clc.phone and Fa\ Number i

Name of the Authorlzcd Slvnatorv of the:
Quotation, Phone/ Mobile Phone No. j

Emall lD

d Name of the Contact person
’Phone/ Mobile Phone No.

Emall ID
Status of the Bldder
(such as  Govt Ornamzatlon/Undutaklng,

Public/Private Ltd Co, Partnership Firm, HUF,
SSI )

f Reglsnatlon of the b:ddmg F11m/lncorporatlom Reglstratlon of  Firm/Incorporating  of

~ of Company/Establishment Registration Details | Company/Establishment Registration
PNO and Date..................

g Detalls of Testmo umt/Laboratory ' Name of the Director:

Lo - Address of the Testing unit/Laboratory:
' Details of products Tested:

h GST Reglstratlon NO. oo and Daté....r.r ........

| i Detalls of ISO Certlf'cate Noooe Date ..o s vsinne Valid up

L ;a) Details of Bank account with IFSC Code i

%b) Recipient ID in Kajane 2 (If available)

Date:

Seal & Signature of the

Authorized Signatory of the Firm
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Annexure -3

COMMERCIAL BID FORMAT
OUOTATION.S FOR PROVIDING TESTING / ANALYSIS OF MENSTRUAL CUPS

“* ‘Drug Nam

1 ' Mentrual Cups Ix1

i
! i I |

Total=

== S

Date:

Seal & Signature of the

Authorized Signatory of the Fir

X
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Annexure —4

QUOTATIONS FOR PROVIDING TESTING / ANALYSIS OF MENSTRUAL CUPS

NO CONVICTION CERTIFICATE

This is to certify that M/s................. situated at .................... have been granted license

in form ... bearing no. ................ valid upto .............. for providing
testing/analysis services not been convicted for violation of provisions of Drug &

Cosmetic Act, 1940 and rules there under during the preceding 3 years (i.e. 2020-21.
2021-22 and 2022-23) in ............. State.

Date:
State Drug Controller.
Certifying & Licensing Authority

Directorate General Health Services

Note:

No Conviction Certificate should not be older than 10 months from the date
of Quotation Notification
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