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

Technical Eligibility Criteria as per NIT

Firm Name - Baxalta Bioscience India Pvt. Ltd.

Corporate Address: 6th Floor, Building no.-8 ,Tower-C, DLF Cyber City, DLF Phase-Il,Guargau-122002, Haryana
Manufacturing Unit Address: Quated As importer

Unit -1 M/s BaxaltaBelgium Manufacturing S.A. Baulevad Rene Branquart-80, 7860, Lessiness Belgium
Unit-1I- M/s BaxterAG-1220, Vienna Industriesstrass 67, Austria

Constitution of the Bidding Company/Firm such as
Memorandum of Association and Article of
Association with complete address. As per Clause

3(c).

(a) Self attested copy of certificate of Incorporation, dated 15.04.2015 issued by Assistant Registar of Companies, Haryana submitted. (Page No. 179)

{b) Self attested copy of Aricles of Association is submitted. (Page No. 180-193)

Note - |. The documents submitted on page no. 188 to 193 is related to Baxalta Singapore PTE Limited having its office at 150, Beach Road, Gate Way, West Singapore.
II. Document submitted in page no. 191 is related to Baxalta Singapore holding LLC having its office 1209, Orange Street, New Castle Country, USA.

(c) Self attested copy of Memorandum of Association submitted. (Page No. 194-207)

Note - |. The doucment submitted on page no. 202-204 is related to Baxalta Singapore PTE having its office at 150, Beach Road, Gate Way, West Singapaore.
Il. The document sumbitted on page no. 205-207 is related to Baxalta Singapore holding LLC having its office 1209, Orange Street, New Clastle Country, USA,

Note - Name, address description and occupation of subcribers of Baxalta Bioscience India Private Limited is not submitted along with Articles of Association and

Memorandum of Association rather name, address description of subscribers of Baxalta Signapore PTE Limited and Baxalta Singapore holding LLC is submitted along with
submitted Articles of Association and Memorandum of Association of Baxalta Bio Science India Private Limited.

(d) Self attested copy of bidder information/bidder details submitted where in at S.N. 6 the name of Director along with address is not mentioned. Rather list of Director
certificate is enclosed seperately. (Page No. 212-216)

(e) Self attested copy of list of Directors certificate issued by Ankit Mahajan, Partner submitted.
Note - Bank Details is not mentioned in bidder information/bidder details rather it is enclosed as mandate form. (Page No. 209)
(f) Self attested copy of documents dated 27.03.2014 regarding plans of Baxter to create two seperate leading global health care companies submitted. (Page No. 33-38)

(g) Self attested copy of document dated 05.06.2015 regarding approval of seperation of Baxalta and declaration of special dividend of Baxalta stock by Baxter's Board of
Director submitted. (Page No. 39-42)

(h) Self attested copy of agreement to transfer by and between Baxter India Private Limited and Baxalta Bioscience India Private Limited, dated 25.01.2016 submitted. (Page
No. 43-76)

Power of Attorney or Resolution of Board by which
the authorised signatory has been authorised by
bidder firm to sign the documents. As per Clause 3
(e) of the NIT.

(a) Self attested copy of Power of Attorney in favour of Kapil Bansal, Sales Manager executed by Vineet Singhal, Director of Baxalta Bioscience India Private Limited, dated
01.04.2016 is submitted. (Page No. 214-215)

(b) Self attested copy of Authorization certificate in favour of Mr. Kapil Kumar Bansal issued by Vineet Singhal dated 29.08.2016 is also submitted. (Page No. 220)
(c) Self attested copy of Minutes of Meeting dated 11.02.2016 of Board of Director is also submitted. (Page No. 216-220)

List of item Quoted in prescribed format as Annexure
11l as per Clause 3 (o)
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Self attested copy of list of items quoted as per Annexure |l is submitted.

Note - In list of items quoted, Drug Code is mentioned in place of NIT S.N. in column-2 of prescribed format.
No. of items quoted - 4 {Four) only

1. NIT S.N.- 1 {Anit Haemophillic Factor ViII 1000 IU Injection)

2. NIT S.N.- 2 (Anit Haemophillic Factor 1X 600 IU Injection)

3. NIT S.N.- 85 (Human Albumin 5% IP 250 ml solution)

Note - |. In submitted list of items quoted the specification is mentioned as 100 ml in place of 250 ml.

Il. In NIT dosage form it is mentioned as solution where as in list of items quoted it is mentioned as injection.
4. NIT S.N.- 110 Human Albumin 20% IP 100 solution.
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Note - In NIT dosage form is mentioned as solution where as in list of items quoted it is mention as injection. (Page No. 221) Q&li @



» Minimum three years old valid manufacturing
licence of the product quoted with latest license
renewal certificate. As per clause 3(f).

o Approved product list as per the license issued for
quoted drugs for minimum three years. As per clause
S

« 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 1P 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.

e 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 DCGI less than two
years ago. A certificate from DCG (1) shall be required
for all new regulated products to this effect.

o 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
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\!J (/— ‘-/// Note: 1) Invoices regarding import of quoted product of NIT S. no.-01 is not submitted. \}v{\

In case of Importer, the bidder (importer] firm must |(a) Self attested copy of license to import drug in Form 10 of Baxalta Bioscience India Private Limited, New Delhi bearing license no. BP-4-195, dated 12.01.2016 valid upto
have minimum three years old valid import License

of the quoted product. All Quoted products should
be accompanied by their invoices, statement and

05.01.2018 submitted wherein the quoted product of NIT $.N. 85, 110 and 2 is mentioned under heading name of drug to be imported. (Page no. 97 & 98)
{b) Self attested copy of import license in Form 10 of Baxter India Private Limited, New Delhi bearing license BP-4-64, dated 26.12.2011 valid upto 05.01.2015 is submitted,

where in the quoted product of NIT S.N. 85 & 100 and 2 is mentioned under heading name of drug to be imported. {

import License showing that the quoted product are |(c) Self attested copy of license to import drug in Form 10 bearing license no. FF-94-194, dated 06.01.2016 valid upto 30.09.2018 of Baxalta Bioscience India Private Limited,
being imported and sold in India by the bidder

New Delhi is submitted where in the quoted product of NIT S.N. 01 is mentioned as Coagulation Factor Vil (Recombinant) r-VIll IP submitted. (Page No. 112)

(Importer) firm minimum for Last three years. Import |Note - I. In Form 10 issued on 12.01.2016 and 28.12.2011 the quoted product of NIT S.N. 2 is mentioned as Human Coagulation Factor IX freeze dried (IMMUNINE)-EP the
license must be valid on the last date of submission

of tender.As per Clause 3(g)

specification is mentioned as EP, specification is not mentioned in NIT.
II. The quoted product NIT S.N. 1 is not highlighted by the bidder in Form 10.

I1l. Under import license no. BP-4-195, dated 12.01.2016, the bidder M/s Baxalta Bioscience India Private Limited is licensed to import drug into India manufactured
by M/s Baxter AG, Austria where as underinport license no. FF-94-194 the bidder M/s Baxalta Bioscience India Pvt. Ltd., New Delhi is licensed to import drug in India
manufactured by M/s Baxalta Belgium, Manufacturing S.A., Belgium.

(d) Self attested copy of Registration Certificate in Form 41 bearing no. BP-4, dated 28 July, 2014 in force from 06.01.2015 to 05.01.2018 along with list of drug to be imported
of M/s Baxter AG, Austeria is submitted. {Page No. 101-105)

(e)Self attested copy of Registration certificate in Form 41 bearing No.-BP-4 dt-17-02-2011 in Force From 06-01-2012 to 05-01-2015 along with list of drug to be imported of
M/s Baxter AG, Austeria is also submitted. [Pg. n0.-106-110]

(f) Self attested copy of Registration certificate drug to betinported bearing No.-FF-94 dt 18-12-2015 of M/s Baxalta Belgium manufacturing SA, Lessiness Belgium valid upto 30-
9-2018 submitted. [Pg. no.-113-117]

(g) Self attested copy of licence to sell in Form-20 B and 21B bearing licence No-DL-MTN-W{1971)/15/w and DL MTN-w (1971)/15/w dt 12-02-2016 in Force from 11-02-2016 to
10-02-2021 of M/s Baxalta Bioscience india pvt. Itd. New Delhi submitted. (pg. no.-118-119]

(h) Self attested copy of Invoices regarding imeport of quoted product of NIT 5. No. -02 of Baxalta Bioscience India Pvt. Itd. is submitted. [Pg. no.-129 and 149]
Invoice No. -Not clearly visible Date:-11-03-2016

(i) Self attested copy of ingvoices regarding import of quoted product of NIT 5. No.-02 of Baxter India pvt. Itd. is submitted.

Invoice No.:-12504242 date:-22-01-2016 [Pg. no.- 135 and 155]
Not clear visible dt:- 03-12-2015 [Pg. no.-136 and 156]
Not clear visible dt:-01-05-2014 [Pg. no. 137 and 157]
(j) Self attested copy of invoices regarding Import of quoted product of NIT 5. No.-85 is submitted of Baxter India pvt. Itd.
Invoice No. :-12502523 dt:-11-12-2014 [Pg. no.-133 and 153]
12503880 dt:-07-10-2015 [Pg. np.-140 and 160]
12502224 dt.-03-11-2014 [Pg. n0.-142 and 162]
Not clear visible dt.-04-07-2013 [Pg. no.-143 and 163]

(k) Self attested copy of ingvoices regarding import of quoted product of NIT 5. No.-110 of Baxalta Bioscience India Pvt. Itd. is submitted.
[Pg. no.-150]

Invoice No.:-Not clearly visible dt:- [Pg. no.-150]
(1) Self attested copy of ingvoices regarding import of guoted product of NIT 5. No.-110 of Baxter India pvt. Itd. is submitted.
Invoice No.:-11504043 dt:-10-11-2015 [Pg.no.-151]

12502523 dt.-11-12-2014 [Pg. n0.-152]

fe 12500117 dt:-14-11-2013 [Pg.no.-154]
12503880 dt:-07-10-2015 [Pg. n0.-158 to 159]

C'l
I1) The above noted invoices regarding import of quoted product of NIT 5. No.-2, 85 and 110 are unsigned. i

Y

gé_ 7 ; (m) Self attested copy of certificate issued by Ankit Mahajan Partner C.A dt:-15-12-2015 regarding import of product (quoted product of NIT S. No.-02, 85, 110) for Financia
: W ‘; year 2012-13, 2%13§§Oj/15 by Baxter India pvt. Itd. is submitted Pg. no.-125-128]
/\

<@V/ pIEE (=16

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 product. As per Clause
3(h)

(a) Self attested copy of import & marketing certificate issued by LA Deputy, Drug controller of M/s Baxalta Bioscience India pvt. Ltd. (Bio Pharma division of M/S Baxter India

Pvt. Ltd. dt:-09-08-2016 is submitted where in it is stated the product (quoted product of NIT S. No.-02 Highlighted by the Bidder) is imported and market in india for past three
years.

(b) Self attested copy of marketing cum performing certificate of M/s Baxter India pvt. Itd. dt:-14-09-2015, issued by licensing Authority, assistand Drug controller is submitted
where in which is stated that the products quoted product of NIT S. No.-85, 110(Highlighted by the bidder) are being import and marketed in india for more than fast three
years. [Pg.no.-147]

{c) Self attested copy of propritery article certificate dt:-07-06-2016 issued by Global regulatory affair is submitted where in it is stated that coagulation factor VIII {Recombinat)
r-F VIl IP (Highlighted by Bidder as NIT S. No-01) is market in india by Baxalta Bioscience india pvt. Itd. [Pg. no.-148]

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).

(a) Self attested copy of non-conviction certificate dt-09-08-2016, 26-02-2016 of Baxter india pvt. Ltd New Delhi, issued by licensing Authority, Drug controller dept. NCT Delhi
submitted. [Pg.no.-166-167]

(b) Self attested copy of non-conviction certificate dt-23-01-2015, 21-01-2014 and 16-04-2013 of Baxter india pvt. Ltd New Delhi, issued by licensing Authority, Drug controller
|dept. NCT Delhi submitted. [Pg.no.-168-170]

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).

(a) Self attested copy of COPP dt 21-01-2016 for the quoted product of NIT S. No.-85 of Baxter submitted. [Pg. no.-80 to 82]

(b) Self attested copy of COPP dt 21-01-2016 of Baxter for the quoted product of NIT S. No. -110 is submitted.  [Pg.no.-84 to 86]

{c) Self attested copy of COPP dt -22-02-2016 of Baxter AG for the quoted product of NIT S. No.-02 is submitted. [Pg. no.-89-91]

(d) Self attested copy of certificate of Medicinal product (COMP) dt 16-07-2015 of Baxter AG for the quoted product of NIT 5. No.-01 is submitted. [Pg. no.-93 -96]

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 Notarise affidavit for production capacity dt-30-08-2016 on plain paper is submitted.
Note:- (I} This affidavit is signed by Authorised signatory on 29-08-2016.

[Pg. no.-121]

(1) e-stamp of rupees-100 issued on 30-08-2016 is attached just before affidavit for production capacity on which it is mentioned that "this page is integral part of affidavit."
[Pg. no.-120]
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An affidavit (with stamp)sworn before first class

|magistrate/Notary stating that the firm & its guoted

product is not black listed currently (as on the last

Self attested copy of Notarised affidavit for Non-blacklisting dt-30-08-2016 on plain paper is submitted. [Pg. no.-165]
Note:-(1) This affidavit for non-blacklisting is signed by authorised signatory on 29-08-2016.
(11) e-stamp of Rupees of 100 issued on 12 july 2016 is attested just before affidavit For non-blacklisting an which it is mentioned that "this page is integral part of affidavit".

date of submission of the tender) by Central [Pg. no.-164]
o Government/ Central Government Agencies/any
state government/any of the state government
agencies/any Drug Procurement Agencies or by
BMSICL as per Annexure Il (clause 3(n) of NIT).
EMD details (DD number/BG number and date with |DD No :-"175433" "1,00,000/- Dated 30-08-2016 (Citi Bank) Page No-178
11 [{issuing bank) as per Clause 3(b) .
Tender Fee Rs 10,000/- in form of DD as per Clause  |DD No:-175434" "10,000/- Dated 30-08-2016 ( Citi Bank) Page No:-222
12 [3(a).
Self attested copies of the Audited Annual Balance  |FY-2014-15 7472402662/- Page No:-174
Sheet and Profit and Loss statement showing details |FY-2013-14 * 5709935859/- Page No:-172 FY-
of their annual average turnover not less than 25 2012-13'4714443983/- Page No:-172
crores for any three of the last four consecutive
13 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|FY-2013-14 Page No:-226
of last four consecutive Assessment years. As per FY-2014-15 Page No:-225
14 |Clause 3(m). Fy-2015-16 Page No:-224
Seif attested copy of PAN Card of the Bidder PAN NO:- "AAGCB2942K" Page No:-213
Company. As per Clause 3(p)
15
Self attested copy of Certificate of valid Sales tax/VAT |Reg No:- "07167102040" Page -229

16

registration of the bidder company. As per Clause
3(a)
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Notorised self attested affidavit for aceptance of tender condition dated 30.08.2016 on plain paper submitted. [Pg. no.-228]
Self attested copy of Notarised affidavit for acceptance of tender condition dt-30-08-2016 on plain paper is submitted.

17 |the bidding firm as per Annexure IV (Clause 5(k) of Note:-(1) This affidavit for acceptanceof tender condition is signed on 29-08-2016.
(1) e-stamp of Rupee- 100 issued on 12 july-2016 is attached just before ;affidavit for acceptance of tender condition on which it is menticned that :this page is integral part of

NIT).

]Afﬂdav‘xt {with stamp)declaration regarding
‘racceptance of tender conditions to be submitted by

[Pg. no.-228]

affidavit”. [Pg. no.-227]
he 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

lealth 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

ectification.
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