~ Tender Reference no.B

SIC/DRUGS/18-02

Firm Name - Alere Medical anate Ltd.

S.N. Technical Eligibility Criteria as per NIT Corporate Address: No. 404, 4th floor, BPTP Park Centra, Sector - 30, Gurgaon-122001, Haryana, India
Manufacture Unit Address:- 18/1 &3, Azamabad, Hydrabad - 500020
(a) Scanned copy of Memorandum of Association dated 26-05-1995 of M/s Alere Medical Private Ltd is submitted. [Pg. no-18 to 31)
(b) Scanned copy of Certificate of Incorporation (No.55-69456 dated 16-06-1995) of M/s Spectral Diagnostics Private Limited is submitted. [pg. no.-32]
(c) Scanned copy of fresh certificate of incorporation (Corporate Identity Number-U74899DL1995PTC069456 dated 28-05-2008) consequent upon change
of Name form M/s Spectral Diagnostics Pvt. Ltd. to M/s Inverness Medical India Pvt. Ltd. is submitted [pg. no.-33]
Constitution of the Bidding Company/Firm such as Memorandum of Association and Artidle of (d) Scanned copy of fresh certificete of in'ccrporation (Corporate Iden'?ity Nu.mber-.U7’.489.9DL199§PTC069456 dated 25-03-2010) consequent upon change
d Association with complete address. As per Clause 3(c) of name from M/s Inverness Medical India Pvt. Ltd. to M/s Alere Medical Private Limited is submitted [pg. no.-34]
(e) Scanned copy of list of Signatories of M/s Alere Medical Private Ltd is submitted.
(Pg.no-17)
(e) Scanned copy of Bidder information/Bidder Details is submitted as per Annexure V of NIT. [Pg. no.-115]
|Note:-Articles of association is not submitted.
(a) Scanned copy of certified true copy of the resolution passed through circulation by the board of Directors of M/s Alere Medical Private Limited on 18-
02-2016 is submitted wherein it is stated that Mr. Bhaskar Malladi, Director Business Development, Molecular Diagnostic, Asia pac is authorized to sign,
make execute and do on behalf of the company all contracts, agreements, deeds, transfers, assignments, instruments and other things. [Pg. no.-03 to 05]
Power of Attorney or Resolution of Board by which the authorised signatory has been (b) Scanned cop')y of Pewer ef .f\ttorney ie submitte_d wherein it i.s stateei know all men by this power ettorney that I, Bhaskar Malladi, General Manager,
2 . B _ M/s Alere Medical Private Limited, appoint Mr. Anil Yadav who is working as Tender Manager, Infections Diseases as my lawful attorney and on behalf of
authorised by bidder firm to sign the documents. As per Clause 3 (e) of the NIT. Alere Medical Pvt. Ltd, to sign, submit, participate, negotiate and clarify any doubt regarding tender no BMSIC/DRUGS/18-02.
|Note:-Power of Attorney is submitted by the bidder on letter head, not on stamp paper.
Scanned copy of list of items quoted is submitted as per Annexure-11l of NIT (Total no. of items quoted-01) [pg. no.-90]
NIT Sr. no. Name Specification/Strength Dosage Form Pack Size
§ 2. Whole Blood finger ~ Attached as Annexure VIiI Kit -

JList of item Quoted in prescribed format as Annexure lll as per Clause 3 (o)

Prick test for HIV kits.

Note:- "As attached" is mentioned in specification column, "NA" is mentioned in Dosage form column and Pack size is mentioned as 30 Test/Kit in
submitted list of items quoted.
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s Minimum three years old valid manufacturing licence/Industries Licence/Concernedl
Government 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/tender items for minimum
three years. As per clause 3(f).

s Manufacturing License/Industries licence/Concerned Government Licence along with
approved product list must be valid till the last date of the submission of tender. As per clause
3(f).

e 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 reIaxed.TheI
provisions of Rule 122 E of Drugs and Cosmetics Act rule 1945 shall apply.

* 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 () shall be required for all new
regulated products to this effect.

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

* An Affidavit is to be given for the concerned Clause wherever Non-Drug is mentioned.

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)
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(a) Scanned copy of licence to import drugs in Form 10 issued on 08/09/2014 by Drugs Controller General (India) is submitted wherein it is stated that M/s
SD Bio standard Diagnostics Pvt. Ltd. Plot No.-266, Sec-6, IMT Manesar, Dist-Gurgaon is licensed to import from M/s Standard Diagnostic Inc., 65,
Borahagal-ro Giheung-gu, Yongsin-Si, Gyeonggi-do, Republic of Korea. This Licence (CD-53-143/14) shall be in force 08-09-2014 to 14-05-2017. [Pg. no.-74 -
75]
(b) Scanned copy of Registration certificate in Form41 issued on 30/05/2014 by Drugs controller General (India) is submitted. This registration certificated
shall be inforce from 15-05-2014 to 14-05-2017. [pg. no.-64 to 66] '
(c) Scanned copy of letter dated 20/05/2015 addressing to Drugs Controller (India) CDSCO, DGHS, New Delhi by Dr. Preeti Wadhwa, Senior Manager
Regulatory affairs of M/s Alere Medical Private Limited intimation of Amalgamation of M/s SD Bio standard Diagnostics Pvt. Ltd. to M/s Alere Medical
Pvt. Ltd. advocated by the Honourable Delhi High court / Honourable High court of Punjab & Haryana at chandigarh (effective date of said merger is 14-05-
_2015) is submitted. [pg. no.-71]
(d) Scanned copy of licence to import devices in form 10 issued on 19-12-2017 by licensing Authority, CDSCO, New Delhi is submitted wherein it is stated
that licence No. IL/MD-000547-RC/CD-000012 of M/s Alere Medical Private Limited, 68-30 Kms. Milestone, Acorn Warehouse And Logistic Park NH-8,
Village Kapriwas And Malpura, Tehsil Dharuhera, Dist- Rewari, Daharuhera, Haryana (India)-122100 shall be in force from 15-12-2017 to 16-11-2020.
(Pg. no- 67 to 70)
(e) Scanned copy of Registration certificate in Form 41 issued on 20-11-2017 by Licensing Authority, CDSCO, New Delhi is submitted wherein Registration
In case of Importer, the bidder (importer) firm must have minimum three vears old valid certificate no. RC/CQ—OOOOH shall be inforce from 17-11-2017 to 16-11-2020. [pg. no.-60 to 63]
import License of the quoted product. All Quoted products should be accompanied by their (f) Scanned copy of list of drugs to bf’ imported‘ (Valid from 08.09.2014 to 14.05.2017) by M/s SD Bio standard Diagnostics Pvt. Ltd. Plot No.-266, Sec-6,
invoices, statement and import License showing that the quoted product are being imported IMT Manesar, Dist-Gurgaon is submitted in which name of drug is mentioned as 1. SD Bioline HIV 1/2 3.0 (pg. no- 71)
and sold in India by the bidder (Importer) firm minimum for Last three years. Import license Note- NIT requireme‘nt I Wit Bloon.:i finger Prick Fest for HIV:dts, L ;

must be valid on the last date of submission of tender.As per Clause 3(g) (g) Scanned copy of list of drugs to be imported (Valid from 15.12.2017 to 16.11.2020) by M/s Alere Medical Private Limited, 68-30 Kms. Milestone, Acorn
Warehouse And Logistic Park NH-8, Village Kapriwas And Malpura, Tehsil Dharuhera, Dist- Rewari, Daharuhera, Haryana (India)-122100 is submitted in
which Generic and Brand name of drug is mentioned as 1. SD Bioline HIV 1/23.0 (pg. no- 68)
Note- Sale Licences in Form 20B and 21B are not submitted by bidder.
(h) Scanned copy of Certificate of Manufacturer (No. 20170108357 dated 17.05.2017) of M/s Standard Diagnostic Inc., 65, Borahagal-ro Giheung-gu,
Yongsin-Si, Gyeonggi-do, Republic of Korea issued by Director of General Services Division Gyeongin Regional Food & Drug Administration is submitted.

(Pg. no-36)
(i) Scanned copies of several invoice with packing list are submitted by bidder for the product BIOLINE HIV 1/2 3.0. Details are as follows
Invoice no. Dated Page no
30697-5 12.02.2018 92, 96 & 97
30697-6 12.02.2018 93,94 & 95
30697-4 12.02.2018 98 & 99

Note- Three years Invoice/ Statement showing that the quoted product are being imported is not submitted by bidder.

(i) Scanned copy of Manufacturer Authorization dated 06.01.2018 by President, Standard Diagnostics. Inc. is submitted wherein it is stated that we
Standard Diagnostics. Inc. who are established and official manufacturer for SD.Bioline HIV-1/2 3.0 do hereby authorize Alere Medical Pvt. Ltd. having
Registered office at DSM-221, DSM-222 DLF Towers, Shivaji Marg, Nazafgarh Road, New Delhi-110015 (Pg. no-109)

Self attested copies of Market standing certificate (in India) of minimum three years, issued by |Scanned copy of Market Standing Certificate issued by Byung-Ki, Cho President & CEO of Standard Diagnostics, Inc. is submitted wherein it is certified that
the concerned Licensing Authority from Drugs Control Department for the quoted product. As [the firm is manufacturing for sale the following products for the last 3 years 2014-2016. (Pg. no- 35)

per Clause 3(h) Note- Market Standing Certificate is not issued by concerned Licensing Authority, from Drugs Control Department.
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a) Scanned copy of Non Conviction Certificate vide memo no. 4/120-1 Drug-1-2015/3250 dated 01.04.2015 issued by Assistant State Drugs Controller, for
State Drugs Controller-Cum-Controlling & Licensing Authority, FDA, Haryana is submitted wherein it is stated that M/s SD Bio Standard Diagnostics Pvt.
Ltd., Plot No. 266, Sector-6, IMT Manesar, Gurgaon-122050 (Haryana) holding valid Drugs Manufacturing License No. 643-B (H) valid up to 05.02.2017 has
not been convicted under Drugs & Cosmetics Act, 1940 and Rules there under in Haryana State. (Pg. no-15 to 16)

b) Scanned copy of Non Conviction Certificate vide memo no. 4/120-2 Drug-1-2016/244 dated 15.01.2016 issued by Assistant State Drugs Controller, for
State Drugs Controller-Cum-Controlling & Licensing Authority, FDA, Haryana is submitted wherein it is stated that M/s Alere Medical Pvt. Ltd., Plot No.
266, Sector-6, IMT Manesar, Gurgaon (Haryana) holding valid Drugs Manufacturing License No. 643-B (H) has not been convicted under Drugs & Cosmetics
Act, 1940 and Rules there under in Haryana State. (Pg. no-13 to 14)

(c) Scanned copy of Certificate (F. No. S(1584)/14/W/1205 dated 28.01.2015) issued by Licensing Authority, DCA, G.N.C.T. of Delhi is submitted wherein it
'is stated that M/s Alere Medical Pvt. Ltd (C&F M/s Elion Trading Co. Pvt. Ltd) B-25 1st floor, Hall no-2, Okhla Industrial Area, Phase-Il New Delhi-110020
holding valid licence no. S(1584) on form 20B- 21B valid upto 24.04.2019 has not been convicted by any court in Delhi under Drugs & Cosmetics Act 1940
and Rules framed thereunder and Drugs (Price Control) Order, 1955 read with the Essential Commodities Act, 1955 during last five years/ since
25.04.2014. (Pg. no-12)

(d) Scanned copy of Certificate (F. No. $(1584)/14/W/9810 dated 28.09.2016) issued by Licensing Authority, DCA, G.N.C.T. of Delhi is submitted wherein it
|is stated that M/s Alere Medical Pvt. Ltd (C&F M/s Elion Trading Co. Pvt. Ltd) B-25 1st floor, Hall no-2, Okhla Industrial Area, Phase-1l New Delhi-110020

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
Wmore than one year old. As per Clause 3(i).

holding valid licence no. 5(1584) on form 208B- 21B valid upto 24.04.2019 has not been convicted by any court in Delhi under Drugs & Cosmetics Act 1940
and Rules framed thereunder and Drugs (Price Control) Order, 1955 read with the Essential Commodities Act, 1955 during last five years/ since
25.04.2014. (Pg. no-9)

{e) Scanned copy of Non Conviction Certificate vide memo no. 4/120-2 Drug-1-2016/6113 dated 26.08.2016 issued by Assistant State Drugs Controller, for
State Drugs Controller-Cum-Controlling & Licensing Authority, FDA, Haryana is submitted wherein it is stated that M/s Alere Medical Pvt. Ltd., Plot No.
266, Sector-6, IMT Manesar, Gurgaon (Haryana) holding valid Drugs Manufacturing License No. 643-B (H) has not been convicted under Drugs & Cosmetics
Act, 1940 and Rules there under in Haryana State. (Pg. no-10 to 11)

{f) Scanned copy of Non Conviction Certificate signed on 16.06.2017 issued by Assistant State Drugs Controller, for State Drugs Controller-Cum-Controlling
& Licensing Authority, FDA, Haryana is submitted wherein it is stated that M/s Alere Medical Pvt. Ltd., Plot No. 175-176, Sector-5, IMT Manesar, Gurgaon
{Haryana) holding valid Drugs Manufacturing License No. 643-B (H) Valid till 03.10.2021 has not been convicted under Drugs & Cosmetics Act, 1940 and
Rules there under in Haryana State. (Pg. no-8)

|Note- Non Conviction Certificate is submitted by bidder for sale premises or manufacturing premises other than importing address or registered office
address.
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(a) Scanned copy of certificate of GMP (No.-KTL-AAB-011001 dated 16-03-2015 of M/s Standard Diagnostic, INC 65, Borahagal-ro Giheung-gu, yongin-si,
Gyeonggi-do is submitted Date of Expiration of the above certificate is 15-03-2018. [pg. no.-58-59]

(b) Scanned copy of certificate of GMP (No.-KTL-AAB-012001 dated 13-03-2015 of M/s Standard Diagnostic, INC 46/Hagal-ro, 15 beon-gil, Giheung-gu,
yongin-si, Gyeonggi-do is submitted Date of Expiration of the above certificate is 12-03-2018. [pg. no.-56-57]

Note- COPP (Certificate of Pharmaceutical Product) is not submitted.

(c) Scanned copy of EC Certificate (No. V1 16 08 43136 036 date 19.08.2016) regarding quality management system M/s Standard Diagnostics, Inc. Korea,
by body of TUV-SUD Product Service GmbH is submitted. This certificate is valid from 19.08.2016 to 17.10.2019

(Pg. no- 53 to 54)

(d) Scanned copy of EC Certificate (No. V1 16 08 43136 037 date 23.08.2016) regarding quality management system M/s Standard Diagnostics, Inc. Korea,

Self attested copies of WHO-GMP/GMP as per revised Schedule- 'M'/COPP Certificate of the]by body of TUV-SUD Product Service GmbH is submitted. This certificate is valid from 23.08.2016 to 06.10.2019
manufacturing unit issued by the Licensing Authority / Concerned Govt. Department/ BIS/ ISIj(Pg. no- 51 to 52)

’ Certificate issued from Concerned Department. The GMP certificate must not be older thanj(e) Scanned copy of 1SO 9001 : 2008 Certificate by body of TUV-SUD Product Service GmbH is submitted wherein it is stated that M/s Alere Medical Pvt.
one year form the last date of submission of tender. As per clause 3(j). Ltd. Plot no. 175-176, Sector 5, IMT- Manesar, Gurgaon has established and applies a quality management system for production and distribution of In-
Vitro Diagnostic Kits like Rapid Kits, ELISA Kits and Urine Chemistry Kits. This certificate is valid from 19.10.2017 to 14.09.2018 (Pg. no-50)
(f) Scanned copy of Certificate (No. Q2N 17 07 97132 001 date 16.10.2017) regarding quality management system M/s Alere Medical Pvt. Ltd. Plot no. 175-
176, Sector 5, IMT- Manesar, Gurgaon, for production and distribution of In- Vitro Diagnostic Kits like Rapid Kits, ELISA Kits and Urine Chemistry Kits, by
body of TUV-SUD Product Service GmbH is submitted. This certificate is valid from 19.10.2017 to 18.10.2020  (Pg. no- 49)
|(g) Scanned copy of Certificate (No. Q1N 16 08 43136 035 date 19.08.2016) regarding quality management system M/s Standard Diagnostics, Inc. Korea,
for Design, Development, production and distribution of In- Vitro Diagnostic Medical Devices Rapid, ELISA, Urine Test System, by body of TUV-SUD Product
Service GmbH is submitted. This certificate is valid from 01.09.2016 to 31.08.2019 (Pg. no- 55)
a) Scanned copy of notarised affidavit is submitted by bidder wherein it is declared that batch production capacity of M/s Alere Medical Pvt. Ltd. and also
Self attested copies of Maximum Production Capacity Certificate (section wise) issued by|the said importing capacity shall be adequate for requirement laid in NIT No. BMSIC/DRUGS/18-02 (Pg. no- 100)
concerned Licensing Authority from Drugs Control Department/Concerned Govt.department|{b) Scanned copy of letter regarding Installed manufacturing capacity dated 23.05.2017 issued by President & CEO, Standard Diagnostics, Inc. is submitted.
highlighting the quoted product section.In case of Importer An affidavit (With Stamp) sworn|(Pg. no- 91)
9 |before first class magistrate/Notary stating the batch production capacity of the firm and alsoF
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). —d [
-
Scanned copy of notarised affidavit is submitted by authorized signatory wherein it is stated that we, M/s Alere Medical Pvt. Ltd. do hereby confirm that
An affidavit {with stamp)sworn before first class magistrate/Notary stating that the firm & its|e are never convicted by a court of Law following prosecution for offence involving moral turpituge in relation to business dealings including malpractices
quoted product is not black listed currently (as on the last date of submission of the tender) byl such as bribery, corruption, fraud, substitution of bids, interpolation, misrepresentation, evasion or habitual default in payment of tax levied by law, etc.
10 |Central Government/ Central Government Agencies/any state government/any of the state (Pg. no- 1)
|government agencies/any Drug Procurement Agencies or by BMSICL as per Annexure I (clause]Note- Affidavit for Non blacklisting is not submitted as per annexure Il of NIT.
3(n) of NIT).
11 |EMD details (DD number/BG number and date with issuing bank) as per Clause 3(b) . B o 7 e
State Bank of India D.D no:-"402814"  Rs.10,000/- Pgno:-02
12 |Tender Fee Rs 10,000/ in form of DD as per Clause 3(a).
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Self attested copies of the Audited Annual Balance Sheet and Profit and Loss statement F.¥.-2013-2014 Rs.254.81(in crore) Pgno:-87

13 |showing details of their annual average turnover not less than 5 crores for any three of the last [F-Y--2014-2015 Rs.291.02(in crore) Pgno:-87
four consecutive financial years. (Auditor/ C.A. Certificate of turnover will not be accepted).Self F.Y.-2015-2016 Rs.335.04(in crore) Pgno:-85
attested copies are to be submitted. As per Clause 3(l) F.Y.-2016-2017 Rs.293.08(in crore) Pgno:-81

F.Y.-2013-2014 Pgno:-40

18 Self attested copy of Income Tax Return for any three of last four consecutive Assessment|F.Y.-2014-2015 Pgno:-39

years. As per Clause 3(m). F.Y.-2015-2016 Pgno:-38
F.Y.-2016-2017 Pgno:-37
IPAN NO:-"AABCS2425B" Pgno:-07

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

Copy of certificate of valid GST registration of the bidder company should be submitted (self- Submitted Pg no:-48-41

16
attested). As per Clause 3(q)

Scanned copy of notarised affidavit regarding acceptance of tender conditions is submitted as per Annexure-IV of NIT [pg. no.-89]
Affidavit (with stamp)declaration regarding acceptance of tender conditions to be submitted by

lthe bidding firm as per Annexure IV (Clause 5(k) of NIT).

17

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 discrepencies could have been crept in. Humble request to all
concerned to bring to notice in due time if any discrepencies are observed for rectification.
Opinion of Concerned authority should be taken as the quoted products comes under Medical Device.
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