Tender Reference no.-BMSIC/DRUG/16-07

Technical Eligibility Criteria as per

Firm Name - M/s Fresenius Kabi India Pvt. Ltd.
Corporate Address: Fifth floor, A wing Ashoka Plaza, Pune-Nagar Road, Vimaan Nagar, Wadagaun Sheri, Pune

i NIT Manufacturing Unit Address:-Unit |-Fresenius Kabi Deutshland GmbH,Friedbarg, Germany.
Unit 11-M/s Fresenius Kabi Austria Gmb, Hafnerstrabe 36, A-8055, Graz, Austria.
Constitution of the Bidding Company/Firm (a) Self attested copy of cover page of MOA & AOA. And first page of MOA submitted. [Pg. n0.-283-286]
such as Memorandum of Association and (b) Self attested copy of fresh certificate of incorporation consequent of change of Name dated 10-02-1999 submitted wherein it is stated that name of company M/s. Fresenius mafat
Article of Association with complete address. {lal medical Ltd. has this day changed to fresenius Kabi India Pvt. Ltd. (Pg. No. - 285)
i As per Clause 3(c). {c) List Directors is submitted on Pg. no-287.
Scanned copy of bidder information/ Bidder details as per Annexure-V is submitted. (Pg. No. - 26 & 27)
Power of Attorney or Resolution of Board by {(a) Self attested notarised on India non judical of Rs 500 is submitted wherein is in stated that the company here by appoint Mohamad Alim General Manager "sales (Colloidand super
which the zuthorised signatory has been specialist) to be true and lawful attorney of the company to sign tender and tender related documents for colloid and super speciality bussiness of the company). [Pg.no.-
authorised by bidder firm to sign the 291-292]
documents. As per Clause 3 (e) of the NIT. (b) Self attested copy of General Power of Attorney issued in favour of Mr. Sanjay Kumar Gupta of MD in respect of Business of Company for the purpose. (SI.No. - 02 to participate
2 offer ar quote nor the tender , rate engqueries for the products of company) is also submitted. (Pg. No. - 294 to 297)
Note : the power of attorney in favour of Mohamad Alim is related to signed, tender related document to colloid and super specility of the company where as the company as the
general power of attorney in favour of Mr. Sanjay Kumar Gupta is to participate in offer or quoted for tender rate enqurines for the product of the company.
List of item Quoted in prescribed format as | Self attested copy of list of items quoted submitted as per Annexure-lll where two items are quoted.
3 Annexure Il as per Clause 3 (o) 1. NIT sl. No. - 57 Propofol Injection IP 10mg/ml (1%) , Injection, 20ml

2. NIT sl. No. - 5(b) Plasma volume expender 6% 500ml for product of NIT si. No. - 81(b) . (pg. no. - 248)
Note : In NIT Pharmocoepial specification is not mentioned but in submitted list of item quoted the specification is mentioned as "IH".
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* Minimum three years old valid manufacturing
licence of the product quoted with latest license
“|renewal certificate. As per clause 3(f).

* Approved product list as per the license issued
for quoted drugs for minimum three years. As per
clause 3(f).

* Manufacturing License along with approved
product list must be valid till the last date of the
submission of tender. As per clause 3(f).

* In Case of those drugs which are notified first
time in IP 2014 then Manufacturing and Marketing
license should be in any official compendium
(USP/BP/IP) along with current valid License in IP
in continuation.

* Market standing certificate & Manufacturing
certificate issued by the Licensing Authority as a
Manufacturer for each drug quoted for the last 3
years (Certificate should be enclosed with list of
items) except for the drugs falling under the
category of ‘New Drug’ as defined by CDSCO
(Central Drugs Standard Control Organization). If
permission in Form 46 from DCGI has been
obtained, then the 3 years Manufacturing &
Market standing clause will be relaxed.

* For all regulated products, the bidder should
have at least two years of manufacturing and
marketing experience of the particular items as a
manufacturer for each regulated product quoted
in the tender. However, this would not apply to
regulated products which have been licensed by
DCGlI less than two years ago. A certificate from
DCG (1) shall be required for all new regulated
products to this effect.

* FFS (Flow Fill & Seal Process) Technology will be
accepted wherever applicable.

Bidders shall submit self attested copies of
required manufacturing license and approved
product list in support of above mentioned
condition and they are required to specify the
quoted product in their approved product list by
highlighting it. As per Clause 3(f)

The copy of declaration in the letter head as per Clause-10(c) is not submitted.
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In case of Importer, the bidder (importer)
firm must have minimum three years old
valid import License of the quoted product.
All Quoted products should be accompanied
by their invoices, statement and import
License showing that the quoted product are
being imported and sold in India by the
bidder (Importer) firm minimum for Last
three years. Import license must be valid on
the last date of submission of tender.As per
Clause 3(g)

(a) Self attested copy of licence No. FF-46-14277 dt. 02 jan 2012 in Form 10 valid from 01/1/12-31/12/14 with quoted produces of NIT Sr. no. 81 (b) submitted. (Pg.no.-172-
175) & [Pg. no.-338-341]

(b) Self attested copy of licence No. FF-46-14277 dt. 08 jan 2015 in Form 10 valid from 01/1/15-31/12/17 with quoted produces of NIT Sr. no. 81 (b) submitted. [Pg.n0.310-312)
(c) Self attested copy of Registration certificate along with name of products which may be imported under Registration certificate No. FF-46, 777 28 Nov. 2014 in Form 41 issued by
CDSCO. New Delhi submitted wherein it is stated that this registration certificate is issued through the office of the manufacturer as his Authorised agent in India M/s Fresenius Kabi
India Pvt. Itd. Ganpati Tal shiv, Dist. Pune who will & reponsible for the bussiness activities of Mfg in India in all respects. [Pg.n0.-315 to 325]

(d) Self attested copy of licence No. FF-69-49, dtd-14/jan-2012 in Form 10 valid from 1-1-12 to 31-12-14 with quoted products of NIT Sr. No. 57 submitted
& [358-362)

(e) Self attested copy of licence No. FF-69-49, dtd-14/jan-2012 in Form 10 valid from 1-1-15 to 31-12-17 with quoted products of NIT Sr. No. 57 submitted [Pg. n0.-349-356]
(f) Self attested copy of Registration certificate in Form-41 along with name of products which may be imported under Registration certificate No. FF-69, 28 Nov. 2011 issued by
CDSCO. (licensing authority) New Delhi submitted wherein it is stated that this registration certificate is issued through the office of the manufacturer as his Authorised agent in India
M/s Fresenius Kabi India Pvt. Itd. Ganpati Tal shivur, Dist. Pune who will & reponsible for the bussiness activities of Mfg in India in all respects. [Pg.n0.-197-200] & [363-366]
{g) Self attested copy of licence no-MH-PZI1-36296 and MH-PZ1-36297 dtd 26 aug. 2011 in Form 20 B & 21 B respectively valid upto

25-08-2016 submitted [pg. no.-204-205]
(h) Self attested copy of renewed certificate in Form 21 C for the renewal period 26-08-2016 to 25-08-2021 submitted .

[Pg. n0.-193-196]

(Pg. n0.-201 & 202] & [367, 368]

Invoice for imported quoted products submitted Bill no. as follows:- Pg. no.-

(1) Volulyte-6% dt-28/04/15, Invoice no-9609037014, [Pg. no.-222]
Volulyte-6% dt-26/05/15, Invoice no-9609042018, [Pg. no.-225]
Volulyte-6% dt-27/07/15, Invoice no-9609039934 [Pg. no.-238]
Volulyte-6% dt-26/12/15, Invoice no-9609045240 [Pg. no.-244]

(2) Propotal 10%  dt-30/01/14 Invoice No-9609023121 [Pg. no.-229]
Propotol 10%  dt-25/03/14 Invoice No-9609024336 [Pg. no.-230]
Propotol 10%  dt-27/11/14 Invoice No-9609032138 [Pg. no.-231]
Propotol 10%  dt-27/12/14 Invoice No-9609033247 [Pg. no.-233]

Propotol 10%  dt-29/01/15 Invoice No-9609034312 [Pg. no.-234]
Propotol 10% dt-25/02/15 Invoice No-9609034841 [Pg. no.-235]
Propotol 10%  dt-27/03/15 Invoice No-9609036053 [Pg. n0.-236]
Propotol 10%  dt-28/04/15 Invoice No-9609037023 [Pg. no.-237]
Propotol 10%  dt-26/05/15 Invoice No-9609037928 [Pg. no.-238]
Propotol 10%  dt-27/07/15 Invoice No-9609039934 [Pg. no.-239]
Propotol 10%  dt-29/07/15 Invoice N0-9609040283 [Pg. no.-240]
Propotol 10% dt-26/09/15 Invoice N0-9609042020 [Pg. no.-241]
Propotol 10%  dt-28/09/15 Invoice No-9609042362 [Pg. no.-242]
Propotol 10%  dt-26/11/14 Invoice No-96050421152 [Pg. no.-243]
Propotol 10% dt-26/12/15 Invoice No-9609045240 [Pg. no.-244]

The above noted Invoices are of M/s. Fresinius India Pvt. Ltd. Situated at Shirur Pune. The Invoices of Fresinius India Pvt. Ltd. situated at places other than shirur Pune is also

submitted.
Note:-Date of issue of license in cloumn of mfg./import lic No 120/dt for quoted product 81 (b) is written as 01/01/2015 whereas on Form 10 dt of issue written as jan 2015 and

this licence is valid from 01/01/2015 to 31/12/2017 [Pg.no.-248]
As per NIT Sr. no. 81 (b) the name of drug is Plasma volumn expander 6% whereas in Form 10 name of drug to be imported is mentioned as Hydroxy Ethyl starch 6% (Volulyte)

[Pg. no.-145-146]

-Date of issue of license in coloumn of mfg@xprt lic No 120/07 for quoted preo/u@s 57 is written 14 015 and this licence is valid from 01/9./2015 to 31/12/2017. @
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Self attested copies of Market standing
certificate (in India) of minimum three years,
issued by the concerned Licensing Authority
from Drugs Control Department for the
quoted product. As per Clause 3(h)

Item wise Import and sale for three financial year for quoted products of NIT Sr. no. 57 and 81 (b) is issued by Shah Parekh sabhor Charted Accounted on dtd 06th sep. 2016 submitted
which is without seal and sign. of Authorised sign. Instead of market standing certificate issued by Drug control Dept. [Pg. no.-247]

Self attested copy of Non Conviction
Certificate (NCC), issued by the concerned
Licensing Authority from Drug Control
Administration of the state for last three
years. It should be not more than one year
old. As per Clause 3(i).

Self attested copy of non-conviction certificate issued by Pune zone Food and Drug administration submitted which is valid from 4/8/16 to 3/8/17 it is signed on dtd.-08/4/16 wherein
it is stated that Drug selling licene bearing No.-36296, 36297 and the license or its directors/Partners/Prop./Trustee as any officers bearer does/donot stand convicted of the instance
of this office under the Drug and cosmetics Act rules their under so far. [Pg.no-290]

Self attested copies of WHO-GMP/GMP as
per revised Schedule- 'M'/COPP Certificate of
the manufacturing unit issued by the
Licensing Authority / Drugs Control
Department. The GMP certificate must not
be older than one year form the last date of
submission of tender. As per clause 3(j).

Self attested copy of COPP of produces in NIT Sr. no. 81 (b) and 57 submitted. [Pg. n0.-249-254] and [255 to 258] respectively.

(b) Self attested copy of importer- Exporter code-3195004062 issued by Asst Director General of Foreign grade govt. of India C. Block, PMY commercial Pune, dtd 02 sep. 2016
submitted along with details of bill of entry for home consumption. [Pg. n0.-372-373]

Self attested copies of Maximum Production
Capacity Certificate (section wise) issued by
concerned Licensing Authority form Drugs
Control Department highlighting the quoted
product section.In case of Importer An
affidavit (With Stamp) sworn before first
class magistrate/Notary stating the batch
production capacity of the firm and also that
said production (Importing)capacity shall be
adequate for requirement laid in NIT.
Importers will have also to submit
Invoices/Evidence of import in items of said
product with quantity details. As per Clause
3(k).

Self attested copy of notarised affidavit on India nonjudicial of Rs 100 regarding product wise capacity is submitted which is issued by Shah Parekh Sothari wherein item wise imprt in
sale of quoted item for three financial year. [Pg. no.- 245-247]
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An affidavit (with stamp)sworn before first
class magistrate/Notary stating that the firm
& its quoted product is not black listed

currently (as on the last date of submission of

the tender) by Central Government/ Central
Government Agencies/any state
government/any of the state government
agencies/any Drug Procurement Agencies or
by BMSICL as per Annexure |l (clause 3(n) of
NIT).

Self attested notorised copy of affidavit for NBL on India Nonjudicial dt. 06/sep./2016 is submitted.

[Pg. no.-288-289]

11

EMD details (DD number/BG number and
date with issuing bank) as per Clause 3(b) .

D.D No."352850" CITI BANK "10,000/-

Page No:-403

12

Tender Fee Rs 10,000/- in form of DD as per
Clause 3(a).

TDR -TEBBOM607549  HSBC BANK "1,00,000/-

Page No:-309

13

Self attested copies of the Audited Annual
Balance Sheet and Profit and Loss statement
showing details of their annual average
turnover not less than 25 crores for any three
of the last four consecutive financial years.
(Auditor/ C.A. Certificate of turnover will not
be accepted). As per Clause 3(l)

F.Y-2012-2013
F.Y-2013-2014
F.¥Y-2014-2015

'3.41,52,79,379/-
'4,66,57 58 437/-
'4.72,93,70,128/-

Page No:411
Page n0:409
page no:-407

14

Self attested copy of Income Tax Return for
any three of last four consecutive
Assessment years. As per Clause 3(m).

F.¥- 2015-2016
F.Y -2014-2015
F.Y- 2013-2014

Page No:393
Page No:-394
Page N0::-395

15

Self attested copy of PAN Card of the Bidder
Company. As per Clause 3(p)

PAN No:-AAACF2614E

Page No:-392

16

Self attested copy of Certificate of valid Sales
tax/VAT registration of the bidder company.
As per Clause 3(q)

TIN NO:-27580293345V

Page N0:396
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Affidavit (with stamp)declaration regarding
acceptance of tender conditions to be

17 ‘|submitted by the bidding firm as per
Annexure IV (Clause 5(k) of NIT).

Self attested copy of notorised affidavit for Acceptance of Tender condition on India nonjudicial of Rs 100 as per Annexure- IV submitted dt-06/sep./2016 submitted. [Pg.
no.-303-304]

The facts in clause No-1 to 10 and 17 of the provided sheet has been compiled with due deligence and care, on the basis of document provided by BMSICL, in compliance of letter No 1146(15) Dt-05.11.2016 of
Health Department, Govt of Bihar . Inspite, some inadvertent discrepencies could have been crept in. Humble request to all concerned to bring to notice in due time if any discrepencies is observed for

rectification.
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