No.: - PMBI/SURGICAL/RC-167/2021

Amendment no. 1

Dated: 28.12.2021

Subject: - Tender No. PMBI/SURGICAL/RC-167/2021 dated 10/12/2021 for supply of 0XO-BIODEGRADABLE SANITARY NAPKINS, DIAPERS, GLOVES &
OTHER CONSUMABLE ITEMS (12 items) to Pharmaceuticals and Medical Devices Bureau of India (PMBI).

Reference: - Pre-Bid Meeting held on 17/12/2021 at 11:00 AM in the premises of PMBI.

Pharmaceuticals and Medical Devices Bureau of India (PMBI) has invited e-Bids from the interested parties for “e- Tender for Supply of Oxo-Biodegradable Sanitary
Napkins, Diapers, Gloves & Other Consumable Items for the year 2021- 2023”, vide Notice Inviting e-Tender No.- PMBI/SURGICAL/RC-167/2021. Detailed tender
document containing eligibility criteria, selection mechanism, other terms and conditions are available on the website of Central Public Procurement Portal;
www.eprocure.gov.in and BPPI Website; www.janaushadhi.gov.in.

After considering the suggestions/queries received from the prospective bidders on or before Pre-Bid meeting, the clarifications/amendments in respect to the tender
document and specification of the tendered items have been made as per below Annexure-A respectively. All other technical specifications, terms, and conditions
along with the tender schedule as mentioned in tender document shall remain unchanged.

The following amendment in Tender Document is hereby authorized: -

Annexure- A

Sl. No. | Tender Clause / Reference Query / Suggestion Clarification / Amendment

5. PRICE BID - “COVER-B” Contract no. in uploaded BOQ in macro excel sheet kept | The bidders must consider the contract no. as

1. (Financial Bid/BOQ) as PMBI/LTD./DRUG-167/2021 PMBI/SURGICAL/RC-167/2021 in the BOQ while quoting the

rates.

2. Clause no. 3. K. ELIGIBILITY | One of the bidders has requested to increase the turnover | Tender condition prevails.
CRITERIA (TECHNICAL BID - | criteria of last four consecutive financial years from 2
COVER “A™): (two) Crores to higher showing the tender value.

3. Clause no. 18.M, Annexure - Secondary Pack size against Item Code 8140 is mentioned | Secondary Pack size against ltem Code 8140 is hereby
XII Secondary Pack as Pack of 4's x 10. amended as Pack of 4's x 100.

4. Clause no. 3. N. ELIGIBILITY | One of the Bidders has requested to relax the Market Tender condition prevails.
CRITERIA (TECHNICAL BID - standing certificate for start-ups.
COVER “A™):
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Clause no. 19. N.
SUPPLY CONDITIONS:

One of the Bidders has asked to consider the Pandemic
and force majeure events equally. They have also
requested to increase the scheduled delivery period from
45 days to 60-90 days stating the disruption in supply
chain management of raw materials of the tendered
items.

Tender condition prevails.

Clause no. 21
PACKING:

Bidders shall provide a pouch or wrapper for disposal of
each napkin or diapers along with the packet of their
sanitary products.

Tender condition prevails.

Clause 18 (M)
Annexure XII

One of the bidders has raised a query regarding
specification and packing of the Drug Code 6006

Rubber Examination Gloves, Non-sterile (Small)
Rubber examination gloves made of natural rubber latex.
Made of natural rubber Latex, powder free, without tear,
properly folded in a paper, Free of holes, with Acceptable
Quality Level (AQL) of 1.5 or less Tensile strength as per
EN 455-2Powder should be non-allergenic should
Conform to IS 13422ISI marked / CE certified / FDA.

The specification is amended as follows:
Rubber Examination Gloves, Non-sterile (Small)

Rubber examination gloves made of natural rubber latex.
powder free, without tear, Free of holes, with Acceptable
Quality Level (AQL) of 1.5 or less Tensile strength as per EN
455-2.

Should Conform to IS 13422ISI marked / CE certified / FDA.

Unit Size is 1’s

50 gloves should be packed in 1 Box i.e., 1's X 50 (Primary
packing)

The outer carton packing should be as per Annexure VIII point

(i)

Clause 18 (M)
Annexure XII

One of the bidders has raised a query regarding
specification and packing of the Drug Code 6007

Rubber Examination Gloves, Non-sterile (Medium)
Rubber examination gloves made of natural rubber latex.
Made of natural rubber Latex, powder free, without tear,
properly folded in a paper, Free of holes, with Acceptable
Quality Level (AQL) of 1.5 or less Tensile strength as per
EN 455-2 Powder should be non-allergenic should
Conform to IS 13422 ISI marked / CE certified / FDA

The specification is amended as follows:
Rubber Examination Gloves, Non-sterile (Medium)

Rubber examination gloves made of natural rubber latex,
powder free, without tear, Free of holes,

with Acceptable Quality Level (AQL) of 1.5 or less Tensile
strength as per EN 455-2.

Should Conform to IS 13422ISI marked / CE certified / FDA.

Unit Size is 1’s

50 gloves should be packed in 1 Box i.e.,, 1's X 50 (Primary
packing)

The outer carton packing should be as per Annexure VIII point

(ii)
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Clause 3.E (e)

Reports of Oxo-biodegradable material used

All the reports as required under Clause 3.E (e) for Oxo-
biodegradable Sanitary napkins shall be furnished with the
technical documents.

10. Annexure I, Checklist Additional point of Annexure I, Checklist Additional point to be added in the Annexure I, Checklist as
Sr. No. 27 Supporting documents /reports /certificate to
prove biodegradability of 100 % Oxo-biodegradable material
as per tender clause 3.E (e).

11. Clause 3.] Tenderer must declare their maximum Production

Capacity (item wise) issued by concerned Licensing
Authority / self-declaration highlighting the quoted
product as per Clause no. 3.].

Tenderer must declare their maximum Production Capacity
(item wise) issued by concerned Licensing Authority / CA
certified highlighting the quoted product as per Clause no. 3. ].

All other contents of tender document remain unaltered. Bidders are requested to quote their rates considering all the terms and condition of the tender
document including Amendment no. 1 dated 28.12.2021.

Sd/-
DGM (Procurement & Quality)
For & on behalf of PMBI
Ph: 011-49431811
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