Tender Reference no.-BMSIC/DRUG/17-07

Technical Eligibility Criteria as per NIT

Firm Name - M/s Biocon Limited
Corporate Address:- 20th KM, Hosur Road, Electronic City, Bangalore 560100

Manufacture Unit Address:- Special Economic Zone, Plot No. 2,3,4 &5, Phase IV, Bommasandra- Jigani Link Road, Bommasandra Post,
Bengaluru- 560099

of Association with complete address. As per Clause 3{c).

a) Scanned copy of Memorandum of Association of M/s Biocon Limited is submitted. (Pg. no.-89-84)
b) Scanned copy of Articles of Association of M/s Biocon Limited is submitted. (Pg. no.-83-44)
c) Scanned copy of Certificate of Incorporation (No. 3417 dated 29.11.1978) of Biocon India Private Limited is submitted (Pg. no.-90}

i o ~ |d) Scanned copy of Fresh Certificate of Incorporation consequent on change of name dated 18.06.2001 from M/s Biocon India Private Limited to M/s Biocon
Constitution of the Bidding Company/Firm such as Memorandum of Association and Article .

India Limited is submitted. (Pg. no.-91)

d) Scanned copy of Fresh Certificate of Incorporation consequent on change of name dated 19.11.2003 from M/s Biocon India Limited to M/s Biocon Limited is
submitted. (Pg. no. - 92)

Note- Bidder Information/ Bidder Details (annexuer V) is not submitted.

authorised by bidder firm to sign the documents. As per Clause 3 (e) of the NIT.

Power of Attorney or Resolution of Board by which the authorised signatory has been

a) Scanned copy of Extract of the Minutes of the Meeting of the Board of Directos of Biocon Limited held on 20.10.2015 is submitted wherein it is stated that in
supersession of all the earlier resolution Ms. Kiran Mazumdar Shaw, Chairperson and Managing Director and Mr. John Shaw, Vice Chairman and Mr. Arun
Chandavarkar, CEO & Joint Managing Director be and are hereby severally authorised to execute a power of Attorney/Letter of Authorization in favour of any
officials/ executives of the company to repersent before Central and State Government. (Pg. no.- 42)

b) Scanned copy of Authorisation letter is submitted wherein Arun s Chandavarkar, CEO & Jt. Managing Director of the company hereby authorise Mr. Binu

Divakaran, Assistant Manager- Market Access to act for and on behalf of the company to submit bid and sign agreement with BMSICL against Tender Ref. No.
BMSIC/DRUGS/17-07. (Pg. no. - 43)

List of item Quoted in prescribed format as Annexure Il as per Clause 3 (o)

Scanned Copy of list of items quoted is submitted as per Annexure of NIT ( Total no. of quoted items - 02) (Pg. no. 41)

NIT sl no. Name of the Drug Specification Pack Size
12 Insulin Injection 1P 40 IU/ml 40 1U/ml 10 ml vial
15 Isophane Insulin Injection IP 40 1U/ml 10ml vial

Note- (i) Product at NIT sr. No. 12 (Insulin Injection IP 40 IU/ml) is mentioned as Insulin Injection 1P 40 IU/ml soluble in submitted list of items quoted
(Annexure -I11)

(i) Product at NIT SI. no 19 { Isophane Insulin Injection IP) is not mentioned in CORRIGENDUM -1
(iii) Column of GSN code is not mentioned in submitted list of items quoted.
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e 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) Scanned Copy of Manufacturing Licence in Form 28 D issued on 28.04.2006 by Drug Controller (H.Q) & Licensing Authority DCA Govt. of Karnataka is
submitted wherein it is stated that Licence No. KTK/28D/7/2006 shall be in force from 28.04.2006 to 27.04.2011 (Pg. no. 32 to 31)

b} Scanned Copy of Certifiacte of renewal in form 26 H issued by Drug Controller (H.Q) & Licensing Authority DCA Govt. of Karnataka is submitted wherein it is
stated that Licence No. KTK/28D/7/2006 has been renewed from 28.04.2011 to 27.04.2016 (Pg. no. 36 to 35)

c) Scanned Copy of Certifiacte of renewal in form 26 H issued on 16.01.2017 Drug Controller (H.Q) & Licensing Authority DCA Govt. of Karnataka is submitted
wherein it is stated that Licence No. KTK/28D/7/2006 has been renewed from 28.04.2016 to 27.04.2021 (Pg. no. 39)

d) Scanned Copy of approved product list is submitted wherein product at NIT sl. no. (Insulin Injection IP 40 IU/ml) is mentioned as Insulin Injection IP soluble
insulin Neutral at sl. no. 9 ( pg.no. 37)

Note:- Submitted approved list is not singed by Licensing Authority

e) Scanned Copy of approved product list is submitted wherein product at NIT sl. no. (Insulin Injection IP 40 1U/ml) is mentioned as Insulin Injection soluble Ph
Eur. at sl. no. 1 ( pg.no. 38)

a Manufacturer for each drug quoted for the last 3 years {Certificate should be enclosed with

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.The provisions of Rule 122 E of Drugs and Cosmetics Act rule 1945 shall apply.

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
Hprnduct 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)

list of items) except for the drugs falling under the category of ‘New Drug’ as defined byks) scanned Copy of approved product list is submitted wherein product at NIT sl. no. (Insulin Injection 1P 40 IU/ml)

» For all regulated products, the bidder should have at least two years of manufacturing and Eur. INSUGEN - R (Regular) at sl. no. 1
marketing experience of the particular items as a manufacturer for each regulated product]Note:- Submitted approved list is not singed by Licensing Authority

quoted in the tender. However, this would not apply to regulated products which have been|Scanned Copy of Manufacturing and Marketing Certificate {(No. DCD/CR-595/Spl-Cell-1/2017-18 dated 03.08.2017) issued by Drug Controller & Licensing
licensed by DCGI less than two years ago. A certificate from DCG (1) shall be required for alljAuthority DCA Govt. of Karnataka is submitted wherein it is stated that the Firm is Manufacturing and Marketing the following product for last three financial

Note:- Submitted approved list is not singed by Licensing Authority

is mentioned as Insulin Injection IP soluble
insulin Neutral INSUGEN - R (Regular) at sl. no. 92 ( pg.no. 33)

g} Scanned Copy of approved product list is submitted wherein product at NIT sl. no. {Insulin Injection IP 40 1U/ml) is mentioned as Insulin Injection soluble Ph.
( pg.no. 30)

years (2014-15, 2015-16 & 2016-17) This Cerificate is valid for one year from the date of issue (Pg. no. 27 to 28)
Note:- This Certificate is issued for the purpose of Participation in the tender floated by Shere-I - Kashmir Institute of Medical Sciences Soura, Srinagar

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) N/A
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 N/A
product. As per Clause 3(h)




Self attested copy of Non Conviction Certificate (NCC), issued by the concerned Licensing

Scanned Copy of No Conviction Certificate (No. DCD/Spl.C1-/CR-1641/16-17 dated 08.02.2017) issued by for Drugs Controller, Deputy Drugs Controller DCA
Govt. of Karnataka is submitted wherein it is stated that the firm has not been Convicted in Karnataka for the Violation of provisions of the Drugs and Cosmetics

(Pg. no. 1to 2)
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7 |Authority from Drug Control Administration of the state for last three years. It should be not|ACt: 1940 and Rules there under during preceding three years. ( Pg. no. 26)
more than one year old. As per Clause 3(i).
Scanned Copy of Certificate of Good Manufacturing Practices (No. DCD/CR-811/Spl.CL-1/2016-2017 dated 01.10.2016) issued by Drugs Controller (I/C) and
Licensing Authority DCA Govt. of Karnataka is submitted wherein it is stated that the firm Complies with Good Manufacturing Practices for the dosages forms,
Categories and Activitices listed in table 1. This Cetificate is remains valid untill 22.09.2018 from the dated of issued (Pg. no. 24 to 25)
Self attested copies of WHO-GMP/GMP as per revised Schedule- 'M'/COPP Certificate of the Scanned Copy of GMP Certificate (No. DCD/CR-1682/Spl.CL-I/2016-2017 dated 09.03.2017) issued by Drugs Controller and Licensing Authority DCA Govt. of
manufacturing unit issued by the Licensing Authority / Drugs Control Department. The GMp{Karnataka is submitted wherein it is stated that the firm following the Good Manufacturing Practices as revised schedule "M" under the provision of the Drugs
8 certificate must not be older than one year form the last date of submission of tender. As perfand Coasmetics Act., 1940 and rules there under. This Cetificate is valid for one year from the date of issue (Pg. no. 23)
clause 3(j).
Scanned Copy of production Capacity Certificate (No. DCD/CR-435/Spl.CL-1/2013 -14 dated 12.07.2013) issued by for Drugs Controller, Additional Drugs
Self attested copies of Maximum Production Capacity Certificate (section wise) issued by|Controller DCA Govt. of Karnataka is submitted wherein it is Certified that the installed Capacity of said firm for Injection is 18.0 million units per annum (pg. no
concerned Licensing Authority form Drugs Control Department highlighting the quoted|22)
product section.In case of Importer An affidavit (With Stamp) sworn before first class|Note:- This Ceritificate is issued for the purpose of Participation in tender floated by Chhatisgarh Medical Services Corporation Ltd.
9 |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 wiill
have also to submit Invoices/Evidence of import in items of said product with quantity|
details. As per Clause 3(k).
An affidavit (with stamp)sworn before first class magistrate/Notary stating that the firm & its|Scanned Copy of notarised affidavit for Non Blacklisting is submitted as per annexure -1l of NIT (pg. no. 20 to 21)
quoted product is not black listed currently (as on the last date of submission of the tender)
10 |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 ||
clause 3(n) of NIT).
11 |EMD details (DD number/BG number and date with issuing bank) as per Clause 3(b) . BG No - " 009GT02172820006" *1,00,000/- HDFC Bank Validup 31/07/2018 Page No -18
12 |Tender Fee Rs 10,000/- in form of DD as per Clause 3(a). DD No - "039403" * 10,000/- HDFC Bank Page No -14
FY 2016-17 26184/- (Million ) Page No -12
Self attested copies of the Audited Annual Balance Sheet and Profit and Loss statement FY 2015-16 35189/ (Million) Page No-11
13 showing details of their annual average turnover not less than 25 crores for any three of the |FY 2014-15 1 22742/- (Million) Page No -08
last four consecutive financial years. (Auditor/ C.A. Certificate of turnover will not be
accepted). As per Clause 3(l)
Self attested copy of Income Tax Return for any three of last four consecutive Assessment i Page o=z
14 AY 2015-16 Page No -6
years. As per Clause 3(m).
AY 2014-15 Page No -5
15 |Self attested copy of PAN Card of the Bidder Company. As per Clause 3(p) PAN NO - "AAACB7461R" Page No -4
16 Self attested copy of Certificate of valid Sales tax/VAT registration of the bidder company. As|GSTIN - "29AAACB7461R" Page No-3
per Clause 3(q)
17 Affidavit {with stamp)declaration regarding acceptance of tender conditions to be submittedScanned copy of notarised affidavit regarding acceptance pf tender condition is submitted as per annexure IV of NIT
| __|by the bidding firm as per Annexure IV (Clause 5(k) of NIT).




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. Inspite, some inadvertent dicrepencies 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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