wev Chanakyapuri, New Delhi-110021.

CENTRAL MEDICAL SERVICES SOCIETY

(An Autonomous Body under Ministry of Health & Family Welfare, Govt. of India)
2™ Floor, Vishwa Yuvak Kendra, Teen Murti Marg,

CORRIGENDUM No.-1

Tender for Procurement of Rapid Plasma Reagin Test Kit
NACO

Tender No.: CMSS/PROC/2025-26/NACO/015

GeM Bid No: GEM/2025/B/6383793, dated 25/06/2025

Date: - 15/07/2025

(For Syphills Detection) for

The Tender timeline for the above referred tender has been amended as follows:

Particulars Existing Amended as

Last date and time for bid | 18/07/2025 at 03:00 PM 23/07/2025 at 03:00 PM
submission

Last date and time for submission | 18/07/2025 at 03:00 PM 23/07/2025 at 03:00 PM
of original documents

Date and time for tender opening | 18/07/2025 at 03:30 PM 23/07/2025 at 03:30 PM
(technical bid)

Note: - Apart from above, all other terms & conditions of tender document will remain

unchanged.

(Dr. Anuj Prakash)
In-charge GM (Procurement)

Tel. No. 011-21410905/6, Fax No. 011-21410849 Website: www.cmss.gov.in







CENTRAL MEDICAL
(An Autonomous Body under Ministry of Health & Family Welfare, Govt. of India)

2" Floor, Vishwa Yuvak
Chanakyapuri, New Delhi-110021.

SERVICES SOCIETY

Kendra, Teen Murti Marg,

Dater=15/07/2025

Minutes of Pre-bid meeting held on 03/07/2025 at 11:00 AM regarding Tender No.:

CMSS/PROCIZOZS-%/NACO/UIS, GeM Bid No: GE

M/2025/B/6383793, dated 25/06/2025 for

Procurement of Rapid Plasma Reagin Test Kit (For Svyphills Detection) For NACO

Pre-bid queries raised by the prospective bidders a

nd Clarification/ Amendments by CMSS:

Sr. As per tender Tender Bidder’s Query Clarifications/
No. clause no. & " Amendments
Page No.
1. Qualification Criteria Section-IV | As per Qualification Criteria Market | Clarified as:
(c) Tenderer must submit | (¢) and Pg | Standing Certificate is to be submitted for
Market standing certificate | NO. 55 any two out of last three financial years ie. | Ng change.

issued by the Licensing
Authority, as a Manufacturer
of the item quoted, for any
two out of last three financial
yearsie. 2023-24, 2024-25 and
2025-26. However, this would
not apply to products which
have been licensed by DCG
(I) less than two years ago.

2. Qualification Criteria Section-TV
(d) The tenderer should not | (d) and Pg
No. 55

have been convicted by the
Licensing Authority in the
past three years prior to the
date of bid submission,
Bidder shall give explicit
undertaking for the same in
Form 4 of the Bid Document.
Also, tenderer must submit
Non-Conviction  Certificate
issued by the Licensing
Authority certifying that the
tenderer (as well as the
manufacturer firm in case of
non-manufacturer  bidders)
has not been convicted for the
last three financial years ie.
2023-24, 2024-25 and 2025-26.

2023-24, 2024-25 and 2025-26.

We request you to allow us the submission
of Market Standing Certificate for any one
out of last three financial years.

As  per Qualification Criteria Non-
Conviction Certificate is to be submitted for
the last three financial years ie. 2023-24,
2024-25 and 2025-26.

We request you to allow us the submission
of Non-Conviction Certificate for any one
out of last three financial years,

Clarified as:

No change.

Tel. No. 01 1-21410905/6, Fax No. 01 1-21410849 Website: WWW,CMSS. gov.in

|



Qualification Criteria
(j). It is mandatory that bidder

will submit the “QC Passed”
report of at least one batch of
the quoted item from CDSCO
designated labs only for
performance evaluation of
IVD medical devices. The
date of “QC Passed” report
should not be older than three
years ie. 1095 days from the
date of tender opening date.

Section-1V
(i) & Pg No.
57

Clarified as:

Please note that we are holding QC passed a
report from CDSCO but we request you to
kindly allow us to submit the said report not
be older than “Four” years instead of three
years from the date of tender opening date.

No change.

Tenderer shall be a domestic
manufacturer of the quoted
valid

item own
manufacturing

for the offered
product (under Class C
medical device) under the
provision of Medical Devices
Rules 2017 issued by Central
Licensing Authority and ISO
13485 from an accredited
certificaion ~ body.  The
Manufacturing License and
1SO 13485 should be valid on
the date of tender opening
packet 1. In case of failure to
submit the same, the bid shall
any

having

license

not be considered

further.

Section-IV

(b) & Pg
No. 55

Clarified as:

Biogenix has been engaged in the
manufacturing and marketing of RPR Test
Kits for Syphilis Detection for several years.
Our manufacturing license for the product
was originally issued under Class B of the
Medical Devices Rules, 2017, by the State
Licensing Authority (CDSCO).

No change.

Upon release of the cwrrent tender, we
approached the Licensing Authority for
clarification regarding the applicable
classification. We were informed that the
RPR Detection Kit for Syphilis has recently
been reclassified under Class C. In
compliance, we have already applied for an
amendment of our existing product license
to reflect the revised classification.
However, we understand  that the
processing of this amendment may require
approximately 2-3 months.

We believe that other established manufacturers
may alsobeina similar position due to this recent
reclassification. Therefore, in the interest of
encouraging broader competition and ensuring a
level playing field, we humbly request that the
authority may consider allowing bidders to
submit their existing Class B manufacturing
licenses during the technical bid stage. The
updated Class C license may be submitted
subsequently during the evaluation stage oOf
upon issuance by the licensing authority.

We sincerely hope you will consider issuing a
suitable amendment or clarification to this effect,
so that participation in the tender is inclusive and
reflective of the current regulatory transition.

Note: -

terms & conditions of tender document will remain unchanged.

 t

Above changes will be part of the tender document and apart from aFove, all other

(Dr. Anu akash)
In-charge GM (Procurement)



