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

Firm Name - M/s Claris Otsuka Pvt. Ltd.

S.N. Technical Eligibility Criteria as per NIT Corporate Address: Survey No. 199 to 201 & 208 to 210, Village- Vasana Chachawadi, Taluka Sanand, Dist. Ahmedabad, Gujarat
Manufacturing Unit Address:- 5th Floor Claris corporate Headquarters, Nr. Parimal Crossing, Ellisbridge, Ahmedabad-380006
Constitution of the Bidding Company/Firm such as Memorandum of Association and |{a) Self attested copy of Memorandum of association of Claris otsuka pvt. Ltd. is submitted in one page. [Pg.n0.-32 & 92]
Article of Association with complete address. As per Clause 3(c). (b) Self attested copy of list of Boaard of Directors as on 1st December, 2015 is submitted. [Pg. no.-33]
(c) Self attested copy of Certificate for commercement of Bussiness of M/s claris speciality injectables Itd. issued on 12th Dec. 2012 by Registrar of companies, Gujarat, Dadra
and Nagar haveli is submitted. [Pg. no.-31]
(d) Self attested copy of Certificate of incorporation of M/s claris speciality injectables Itd. [Pg. no.-30 & 90]
1 (e) Self attested copy of fresh Certificate of incorporation consequent upon change Name fram M/s claris speciality injectables Itd. to M/s Claris Otsuk itd. is submitted. [Pg.
no.-29 & 89]
{f) Self attested copy of Certificate of incorporation consequent upon conversion M/s claris Otsuka ltd. to M/s Private limited company i.e. M/s Claris Otsuk private Itd. is
submitted. [Pg. no.-28 & 83|
(g) Copy of Bidder information/Bidder detail is submitted as per Annexure -V of NIT [pg. no.-77]
Note:- Articles of Association is not submitted.
Power of Attorney or Resolution of Board by which the authorised signatory has Self attested copy of specific power of attarney is submitted wherein it is stated that Mr. Jayprakash P. Nair, occupied the position of Sr. Manager-Institution Bussiness, at the
been authorised by bidder firm to sign the documents. As per Clause 3 (e) of the NIT. |office of the bussiness inthe city of Ahmedabad, Gujrat but not in his individual capacity, Mr. Jaiprakash P. Nair will be entitled to perform and execute the following functions
on behalf of the company with effect from 25th November 2015.
(i} To sign the various documents, i.e Agreement, authority letters, or any other documents related to domestic function Institution bussiness transaction if any
5 (2) To conclude contracts with various customers, Government/Private Institution from time to time.
(3) To represent the company befare Govt. Authorities on India to concule contract, registration of products and payment of registration fees new registration/renewals with
the prior written approval of the company.
(4) The law of India subject to an exclusive jurisdiction of court of Ahmedabad, India will govern this specific power of attorney.
This specific power of attorney is given for the puposes mentioned as above and is valid till 30th Nov. 2016 from the date of execution. [Pg. no.-34-35 & 93-94]
List of item Quated in prescribed format as Annexure 11l as per Clause 3 (o) Self attested copy of list of items quoted as per Annexure Il of NIT is submitted wherein details 5 (five) quoted products submitted by the firm are as follows:-
S.No. NIT No. Name of Drugs Specification Pack size Dosage Form
1 L 31 Multiple Electrolyte & Dextrose as per |.P 500 ml Infusion
i Inj. type-l (Form fill & seal process)
Note: In submitted quoted product bottle is written in place of Infusion.
2 33 Multiple Electrolyte & Dextrose as per |.P 500 ml Infusion
Inj. type-| (Form fill & seal process)
Note:-As stated above.
3 3 5 Ofloxacin Infusion |.P 200 mg/100ml 100 ml Infusion
Note:- In submitted list of quoted product pack size is written as 500 ml Dosage form as Bottle and without stength (200 mg/100 mi)
i 4, 81 Plasma volume Expander 3.5% Infusion of polymer 500 ml Infusion
(Polygelina infusion 3.5%) from degraded. Gelalin 3.5 gm

with isotonic solution)
Note:-In submitted list of quoted product it is stated that we guoted our product Hydroxyethyle starch 3% (200) where as dosage form is mentioned as Bottle.
& 83 Amino Acid 200 ml 200 ml Infusion
Note:-In submitted list of quoted product it is stated that we quoted our Amigo Acid 5% with 500 ml pack size and dosage form is mentioned as Bottle.
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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).

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
Ishould be enclosed with list of items) except for the drugs falling under the category

& Market standing clause will be relaxed.

s 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

« FFS (Flow Fill & Seal Process) Technology will be accepted wherever applicable.
Bidders shall submit self attested copies of required manufacturing license and

to specify the quoted product in their approved product list by highlighting it. As per
Clause 3(f)

« Approved product list as per the license issued for quoted drugs for minimum three

of ‘New Drug’ as defined by CDSCO (Central Drugs Standard Control Organization). If |below.
permission in Form 46 from DCGI has been obtained, then the 3 years Manufacturing [NIT S. No.

certificate from DCG (1) shall be required for ali new regulated products to this effect.

approved product list in support of above mentioned condition and they are required|{Gujarat is submitted in which it is stated that they are manufacturing and marketing the following product since last three years.

(a) Self attested copy of licence to manufacture for sale or for distribution of large volume parantrals/Sera and vaccines/Recombinant DNA (r. DNA} derived Drugs| specified in
she-c and c{l) excluding those specified in schedule-X bearing no.-G/28D/LVP/S inform-28D is stated that it is issued on 17-10-14 and valid upto 16-10-2019 it is also stated that
the licence is issued to Directors of M/s Claris Otsuka Pvt. Ltd. is hereby licenced to manufacture at the premises situated at the Survey No-199 to 201 & 208 t0 210, village-
VASANA CJACHRWADI, TAL, SANAND. DISTT- AHMEDABAD-382213. by the commissioner, Food & Drugs Control Administration Gujrat state. The above mentioned-form-28 is {
mentioned as CHANGE IN CONSTITION. [Pg. no.-39 & 97]

(b) Self attested copy of cancelled licence no.--G/28D/LVP/5 inform-28D is submitted that the licences is issued to Directors of M/s Claris Otsuka Pvt. Ltd. to manufacture at the
premises sutuated at the SURVEY No.- 199 to 201 & 208 t0 210, village-VASANA CJACHRWADI, TAL, SANAND. DISTT- AHMEDABAD-382213. by the commissioner, Food & Drugs
Control Administration Gujrat state. which is issued on 17/07/2013 and valid upto 16/07/2018. [Pg. no.-40 & 98]

(c) Self attested copy of approved list of quoted product is submitted wherein it is stated that claris otsuka Pyt. Ltd. survey no.-199 to 201 & 208 to 2010 village-Vasana,
Chacharwadi, Tuluka Sansand, Dist. Ahmedabad, Gujrat, has been granted approval by the DM datesm Deputy commissioner F & D control administration, Gandhi nagar,

Gujrat of product list manufactured under license no.-G/28D/LVP/S in form-28 val lid upto 17-10-114 to 16 oct. 2019. In the submitted product list the Firm has highlighted Sr.
No.-6, 36,50, and 54 of its product against NIT medicines Sr. No.-83,81,31 and 51 respectively. The difference between NIT medicines and quoted product by the firm is as

Name of product pack size.
83 Amino Acid 200 ml infusion
Approved product S. No. Name of Medicines Pack size
6 Amino Acid (5% w/v) and sorbitol 200 ml Injection

Note:- 1) The firm has highlighted quoted product S. No.-6 as Amino Acid (5% w/v) and sorbitol (5% w/v) injection as NIT S. no.-83 product Amino Acid.
(2) NIT S. no.-81 (a) Plasma volume expander -3% 500 ml & (b) Plasma volume expander -6% 500 m| (Amendments after Prebid meeting is mentioned at S. no.-36 & 37
respectively in approved product list. [Pg. no.-42]

(d) Self attested copy of manufacturing & marketing certificate (No. CERTI/CLARIS OTSUKA/SC 11/2016 64974 date 15 june 2016) issued by commissioner FDAm Gandhinagar,

The quoted products at NITS. No. 83 & 81 are mentioned at S. no.-1 and 4 of the said certificate. [Pg. no.-45]

(e} Self attested copy of manufacturing & marketing certificate (No. CERTI/CLARIS OTSUKA/SC 11/2016 64976 date 15 june 2016) issued by commissioner FDA, Gandhinagar,
Gujarat is submitted.

The quoted products at NIT S. No. 33 & 31 are mentioned at 5. no.-6 and 7 of the said certificate. [Pg. no.-46 & 79]

{f) Self attested copy of manufacturing & marketing certificate {No. CERTI/CLARIS OTSUKA/SC 11/2016 64980 date 15 june 2016) issued by commissioner FDA, Gandhinagar,
Gujarat is submitted in which it is stated that they are manufacturing and marketing the following product since last three years.

The quoted products at NIT S. No. 51 is mentioned at S. no.-8 of the said certificate. [Pg. no.-47]

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)

(NOT AS PER NIT) 10 C
The document regarding the bidder firm being not importer is not submitted as per clause 10© SBD.

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)

(NOT AS PER NIT) 10 ©
The document regarding the bidder firm being not importer is not submitted as per clause 100 SBD.

self attested copy of Non Conviction Certificate (NCC), issued by the concerned
Licensing Authority from Drug Control Administration of the state for last three

Self attested copy of Non conviction certificate (No. CERTI/NoN-CON/Claris otsuka/5C11/2016 64527 date 14 june 2016 issued by commissioner, FDA, Gandinagar, Guarat state
is submitted. Wherein it is stated that M/S Claris Otsuka pvt. Ltd.,, Ahmedabad holding Drug Manufacturing licence in Form 25, 28 & 28 D bearing No. G/28/LVP/S respectively
is so far not convicted in Gujarat state for contravention of Drugs and cosmetics Act 1940 & Rules there under This certificate is issued on the basis of records available in this
during the last three years. This certificate is valid for two years from the date of issue. [Pg. no.-48 & 82|

years. It should be not more than one year old. As per Clause 3(i).
; Irf
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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 elder than one year form the
last date of submission of tender. As per clause 3(j).

(a) Self attested copy of certificate no.-1508761 dt-27-08-2015 issued by Dr. H. G. Khoshia commissioner, Food & Drug control administration Gandhinagar regarding GMP on
the basis of inspection carried out on 30-07-2015, 31-07-15 & 22-08-2015 is submitted where in it is stated that this certificate complies with good manufacturing practices for
the forms, categories and activities listed in tab-J. where in it is mentioned that doses form is Parenteral (Amall & large volume parenterals). This certificate remains valid until-
26-08-2017. It becomes invalid if the activities and/or categories certified herewith are changed or it the iste is no longer consider to be in compliance with GMP.
49,83]

(b) Self attested photo copy of GMP, certificate bearing No.-S-GMP/16031 dt- Nil issued by the ocmmission FDA, Gandhinagar, Gujarat state is submitted wherein it is stated

[Pg. no.-

8 that M/s Claris Otsuka pvt. Itd., village- Vasana-Chancharwadi, Tal-Sanand Dist. Ahmedabad is holding valid drug manufactruing manufacturing licences in form-28 & 28 D
bearing no.- G/28/1456 & G/28-D/LVP/S respectively issued by the administration under the provisions of Drugs & comsmetics Act. 1940 and rules there under. It is also
mentioned that the firm is permitted to manufature and sell drugs covered under the following categories.

LVP (Large volume Parenterals) Plastics bottles in FFS technology glass bottle T plastic bag and SVP (Small volume Parenterals) Plastic ampoule with FFS technology. It is also

stated that this certificate is valid from Dt.-16-03-2016 to 15-03-18. [Pg. no.-50, 84|
Self attested copies of Maximum Production Capacity Certificate (section wise) Self attested copy of installed capacity certificate for the form issued by the Astt. Commission, FDA, Ahmedabad (Gujrat) vide no.-No-3 3639 dt-Nil is submitted wherein it is
issued by concerned Licensing Authority form Drugs Control Department highlighting |stated that the firm holding Drug manufacturing licence in form-28 & 28 D being No.- G/28/1456 & 1456 & G/28 D/LVP/5S respectively have the following installed capacity to
the quoted product section.In case of Importer An affidavit (With Stamp) sworn manufacturing their approved products:-
before first class magistrate/Notary stating the batch production capacity of the firm [S. no.- Category of preparation (form) volume in ML Total per unit Total capacity per 60 days in unit.
and also that said production {Importingjcapacity shall be adequate for requirement | 1. 1.V Fluid- large volume 100 ml 7893858 15787716
laid in NIT. Importers will have also to submit Invoices/Evidence of import in items of Parenterals in Plastic Bottle 500 ml
said product with quantity details. As per Clause 3(k). 7 Large volume- Parenterals 250/100 ml /500 ml| 1763229 3526458

in plastic bag.
3. Injections-Parenteral fat 200/100/200/500/750 ml 413250 826500
Emulsion/Aqueous line glass bottle
9 In the submitted copy it is also mentioned that this certificate issued on the basis of C. A. certificate and other relevent documents provided by the firm for the purpose of
participation in tender of state/central govt. and other institution.
Note:- [Pg. no.-51,85]
(b) Self attested copy of FFS Technology certificte in favour of Claris Otsuka Pvt. Itd located at Survey no.-199 to 201 & 206 to 210 village-Chacharwadi, Vasana, Taluka, Sanand,
Dist.-Ahmedabad having licence in Form-28 & 28 D bearing Licence no.- G/28/1456 and G/28 D/LVP/5 is submitted where in it is stated that P NIT S. No.-81, 51, 33, 31
mentioned act highted S. No.-1,8,10, 11 of product list are being manufactured and uses FFS.
{The whole operation of form, felling & leading occur simultaneously on the same machine in single cycle Technology. [Pg. no.-50,84]
Self attested copy of manufacturing & marketing certificate for quoted product issued by commissioner, FDA, control administration Gandhi nagar, Gujarat state vide letter no.-
CERTI/Claris otsuka/SC 11/2016 dt-15-06-16 submitted wherein it stated that they are manufacturing and marketing the quoted product Np.-33 & 31 mentioned at S. No.- (6)
& (7) since last years. [Pg. no.-76]
An affidavit (with stamp)sworn before first class magistrate/Notary stating that the  |Self attested Notorised copy of affidavit dated-11-08-2016 blacklisting in prescribed Annexure-Il duly signed by sh. Jay Prakash Nair, Sr. Manager-Institutions sales is submitted.
firm & its quoted product is not black listed currently (as on the last date of [Pg. no.-52-53 & 86-87]
submission of the tender) by Central Government/ Central Government
41 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 issuing bank) as per Clause 3(b) . |BG NO-"GT0O-792-088379-039" "1,00,000/- (Mizuho Bank Ltd) Page No -100
il
12 |Tender Fee Rs 10,000/- in form of DD as per Clause 3(a). DD No- "003559" 10,000/- (Mizuho Bank Ltd) Page No-103
Self attested copies of the Audited Annual Balance Sheet and Profit and Loss FY-2015-16 '3,37,03,17,794/- Page No -62
statement showing details of their annual average turnover not less than 25 crores  JFY -2014-15 '3,72,80,68,582/- Page No-60
13 |for any three of the last four consecutive financial years. (Auditor/ C.A. Certificate of {FY-2013-14 '2.26,10.21.412/- Page No-58
turnover will not be accepted). As per Clause 3(1)
Self attested copy of Income Tax Return for any three of last four consecutive FY-2015-16 Page No-65

14 |Assessmentyears. As per Clause 3(m). FY-2014-15 Page No -64
FY-2013-14 Page No-67

15 Self attested copy of PAN Card of the Bidder Company. As per Clause 3(p) PAN NO- "AAFCCO602G"

¥l

Page No -68
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16

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

CST TIN NO- "24073702891"
Reg No:- "24073702891"

Page No -69
Page No-70
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Affidavit (with stamp)declaration regarding acceptance of tender conditions to be
submitted by the bidding firm as per Annexure IV (Clause 5(k) of NIT).

Self attested copy of Notorised affidavit on Rs 100/- NS, As per Annexure-IV is submitted.

[Pg. no.-74-75 &105-106)

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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