Tender Reference no.-BMSIC/DRUG/18-01

S.N.

Technical Eligibility Criteria as per NIT

Firm Name - M/s Celon Laboratories Private Ltd.
Corporate Address:- Plot No.-264, Patrika Nagar, Madhapur, Hyderabad-500081
Manufacture Unit Address:- Plot No.-2, Aleap Industrial Estate, Gajaularamaram, R.R. District-500090.

As per Clause 3(c).

Constitution of the Bidding Company/Firm such as Memorandum|(a) Scanned copy of Memorandum of Association of M/s Celon Laboratories Private Ltd. dated 15.01.2001 is submitted. [pg.no.- 60 to 67]
of Association and Article of Association with complete address.|(b) Scanned copy of Articles of Association of M/s Celon Laboratories Private Ltd. dated 15.01.2001 is submitted.

[pg.no.- 14 to 59 and 186 to 197]

{c) Scanned copy of Certificate of incorporation (no. U24232TG2000PPC036097 dated 18.08.2015) consequent upon conversion from public company to
private company in the mater of M/s Celon Laboratories limited to M/s Celon Laboratories Private Limited is submitted. [pg. no.-72]

(d) Scanned copy of fresh certificate of Incorporation (no. U24232AP2001PLC036097 dated 05.06.2007) consequent upon change of name from M/s Celon
Laboratories Private Limite to M/s Celon Laboratories limited is submitted. [pg. no.-71]

(e) Scanned copy of fresh certificate of Incorporation (no. U24232AP2001PTC036097 dated 29.05.2007) consequent upon change of name from M/s Galen
Labs Private Limited to M/s Celon Laboratories Private Limited is submitted. [pg. no.- 70]

(f) Scanned copy of fresh certificate of Incorporation bearing (no. U1-36097 dated 09.10.2002) consequent upon change of name from M/s Medvin Labs
Private Limited to M/s Galen Labs Limited is submitted. [pg. no.-69]

(g) Scanned copy of Certificate of Incorporation (no. 01-36097 dated 23.01.2001) of M/s Medvin Labs Private Limited is submitted. [pg. no.-68]
Note- Bidder Information/ Bidder details (Annexure-V) is not submitted.

documents. As per Clause 3 (e) of the NIT.

Power of Attorney or Resolution of Board by which the authorised
signatory has been authorised by bidder firm to sign theftheir of is received by the set attorney acting in the exercise of the power hereby conferred. [pg. no.-09 to 10]

(a) Scanned copy of Notarized power of attorney on Non-judicial stamp of Rs 100 is submitted wherein it is stated that the company is desirous of appointing
Mr. Yogesh Kumar Chopra to be its true and lawaful constituted attorney for and on behalf of the company to do execute and perform all act, deeds, matters
and things herinafter set forth: 1) To sign, submit, apply for tenders, quotations, bids and auctions in whatever form it may be called on behalf of and in the
name of the company.

The company hereby declares this power of attorney to continue for a period from April 1, 2017 to March 31, 2018 or until any notice of earlier revocation

Note - i) Power of attorney is not valid as last date of submission of bid as per corrgendum- 4 was 3rd April 2018.
ii) Designation or Address of authorised signatory is not mentioned in power of attorney.

iii) Resolution of board is not submitted.

Clause 3 (o)

(a) Scanned copy of list of item quoted is submitted as per Annexure-lil of NIT. ( Total no. of item quoted - 2)
[pg. no.-74]

NIT SI. No. Name of Drug Specification/strength Pack Size

List of item Quoted in prescribed format as Annexure Ill as per| 33 Teicoplanin Injection 400 mg vial

36 Vecuronium Bromide Injection IP 4 mg/ 2ml 2 ml Ampoule

Note- For the product at NIT sl. no. 36 :- 4 mg/ 2ml is not mentioned in specification/ strength column and 2ml ampoule is not mentioned in pack size
column in submitted list of items quoted.

R

.

- ‘

A \\/& \ 7 A
an« > ~0D 85 \3
s &ﬁ,,,m ( £ WS
G




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

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

(a) Scanned copy of manufacturing license in Form-25 issued on 14.06.2007 by for Director Drug control Administration, Govt. of Andra Pradesh (Hyderabad)
is submitted wherein it stated that Licence no. 25/HD/AP/2003/F/CC of M/s Celon Laboratories Limited, Plot no. 2, ALEAP Industrial Estate, Gajularamaram,
Ranga Reddy District will be in force from 05.06.2007 to 04.06.2012 [Pg. no.-226]

(b) Scanned copy of manufacturing license in Form-25 issued on 21.03.2016 by Deputy Director (Enf), & Designated Officer, Drug control Administration,
Govt. of Telangana,Hyderabad is submitted wherein it stated that Licence no. 25/HD/AP/2003/F/CC of M/s Celon Laboratories Private Limited, Plot no. 2,
ALEAP Industrial Estate, Gajularamaram, Ranga Reddy District shall be in force from 18.08.2015 to 17.08.2020. "Change of Constitution of the firms M/s Celon
Laboratories Ltd to M/s Celon Laboratories Private Limited w.e.f. 18.08.2015" is mentioned on top right corner. [Pg. no.- 86 to 87]

(¢) Scanned copy of manufacturing license in Form-28 issued on 26.04.2008 by for Director Drug control Administration, Govt. of Andra Pradesh (Hyderabad)
is submitted wherein it stated that Licence no. 14/RR/AP/2008/F/G of M/s Celon Laboratories Limited, Plot no. 2, ALEAP Industrial Estate, Gajularamaram,
Ranga Reddy District shall be in force from 24.04.2008 to 23.04.2013 [Pg. no.-6]

(d) Scanned copy of manufacturing license in Form-28 issued on 21.03.2016 by Deputy Director (Enf), & Designated Officer, Drug control Administration,
Govt. of Telangana,Hyderabad is submitted wherein it stated that Licence no. 14/RR/AP/2008/F/CC of M/s Celon Laboratories Private Limited, Plot no. 2,
ALEAP Industrial Estate, Gajularamaram, Ranga Reddy District will be in force from 18.08.2015 to 17.08.2020. "Renewal for the period from 24.04.2013 to
23.04.2018 & Change of Constitution of the firms M/s Celon Laboratories Ltd to M/s Celon Laboratories Private Limited w.e.f. 18.08.2015" is mentioned on top
right corner. [Pg. no.-84 to 85]

(e) Scanned copy of certificate of renewal in Form 26 issued on 29.10.2012 by Director, Drug Control Administration, Government of Andhra Pradesh,
Hyderabad is submitted wherein it is stated that License no. 25/HD/AP/2003/F/R of M/s Celon Laboratories Limited, Plot no. 2, ALEAP Industrial Estate,
Gajularamaram, Ranga Reddy District has been renewed from 05.06.2012 to 04.06.2017.  [pg. no.-221 to 222]

{f) Scanned copy of Licence Validity Certificate (L. Dis. no. 01144/P&B/2015 dated 26-03-2015) issued by deputy director and certifying authority Drug control
Administration, Hyderabad is submitted wherein it is stated that M/s Celon Laboratories Limited, Plot no. 2, ALEAP Industrial Estate, Gajularamaram, Ranga
Reddy District bearing Licence no. 14/RR/AP/2008/F/G in Form 28 has submitted their application for Renewal of drug Licence for further period from
24.04.2013 to 23.04.2018. The application is received in this office on 20.04.2013 and the same is under process. Under the Rule 72 of Drugs and Cosmetics
Rules 1945 the Drug Manufacturing Licence shall continue to be in force until orders are passed on the application. [pg. no.-205]

(8) Scanned copy of approved product list valid up to 23.04.2013, to be manufactured by M/s Celon Laboratories Limited, Gajularamaram Hyderabad-500072 is

submitted. [pe. no.-202-204]

for the product Approved name of Drug Page no.
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* 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.
 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)

33 Teicoplanin tor Injection 400 mg with Brand Name CELPLANIN 202
36 Vecuronium Bromide for Injection 4 mg without IP specification with Brand Name VIBRO4 199

(h) Scanned copy of Latest approved product list (L.Dis.No. 19119/E(M)/TS/2015 dated 21.03.2016, to be manufactured by M/s Celon Laboratories Private
Limited, Gajularamaram Hyderabad-500072 is submitted. [pg. no.-80-83]

33 Teicoplanin for Injection 400 mg 81
36  Vecuronium Bromide for Injection 4 mg without IP specification 80
(i) Scanned copy of letter (L.Dis.No. 04291/E(M)/TS/2017 dated 09.03.2017) regarding approval of change of pharmacopoeia Specification is submitted. (Pg.
no- 79)
36  Vecuronium Bromide for Injection IP 4 mg without mentioning 2ml Ampoule 79
Note-1) Product at NIT sl. no. 36 with IP specification has not completed minimum three years of manufacturing.
2) Pack Size is not mentioned in approved product list.
Market Standing Certificate

(j) Scanned copy of Manufacturing & Marketing certificate (L. Dis. No. 08449/E(M) /TS/2017 dated 16.06.2017) issued from Drugs Control Administration,

Govt. of Telangana is submitted wherein it is stated that M/s Celon Laboratories Private Limited are manufacturing and marketing the following products since
last three years. Product at NIT sl. no. 33 is mentioned in above certificate. [pg. no. 77-78]

(k) Scanned copy of Manufacturing & Marketing certificate (L. Dis. No. 08449/E(M) /TS/2017 dated 16.06.2017) issued from Drugs Control Administration,

Govt. of Telangana is submitted wherein it is stated that M/s Celon Laboratories Private Limited are manufacturing and marketing the following products since
last three years. Product at NIT sl. no. 36 is mentioned in above certificate. [pg. no. 75-76]

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

N.A
(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)
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)




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

Scanned copy of Non-conviction certificate (L.Dis.no. 13599/E (M)/TS/2017/ dated 30-12-2017) issued by Deputy Director & Certifying Authority, Drug Control
Administration, Hyderabad is submitted wherein it is stated that M/s Celon Laboratories Private Limited, Plot no. 2, ALEAP Industrial Estate, Gajularamaram,

the concerned Licensing Authority from Drug . Control Ranga Reddy District has not been convicted for violation of provisions of Drugs & Cosmetics Act 1940 and rules there under during the last three years.
i Administration of the state for last three years. It should be not [pg. no. -12]
more than one year old. As per Clause 3(i).
a) Scanned copy of WHO GMP certificate (L.Dis.no. 12637/E(M)/TS/2016 dated 31-12-2016) issued by Joint Director & Licensing Authority is submitted
Self attested copies of WHO-GMP/GMP as per revised Schedule- wherein it is stated that M/s Celon Laboratories Private Limited, Plot no. 2, ALEAP Industrial Estate, Gajularamaram, Ranga Reddy District conforms to
'M'/COPP Certificate of the manufacturing unit issued by the requirement for Good Z_m:c,ﬂm.nn:_._sm Practices in the Bm:cﬁmnﬁcq.m and quality n.o:cd_ (as Snog.am:nma by the world Health Organisation) in respect of
s Licensing Authority / Drugs Control Department. The GMP wﬂoacnﬁm.am:zw.:oa m._uo<m [ Eighty Four Products] for the Export in the international market. This Certificate is valid for a period of two years from the date of
: issue. This Certificate is meant for Export of Drugs only. [Pg. no- 3 to 5]
certificate must not be older than one year form the last date of b) Scanned copy of forwading letter ( L.Dis.no. 02552/E(M)/TS/2017 dated 30.01.2017) along with list of product approved under WHO GMP certification
submission of tender. As per clause 3(j). Scheme for Export Purpose is submitted. (Pg. no- 1 to 2)
Scanned copy of production capacity certificate (section wise) (L.Dis.no. 12575/E(M)/TS/2017 dated 24-11-2017) issued by Deputy Director & Certifying
Self attested copies of Maximum Production Capacity Certificate|Authority, Drug Control Administration is submitted wherein the Licensed Capacity, Installed Capacity and Production Capacity of M/s Celon Laboratories
(section wise) issued by concerned Licensing Authority form Drugs Private Limited, Plot no. 2, ALEAP Industrial Estate, Gajularamaram, Ranga Reddy District for three years are mentioned. [pg. no.-8]
Control Department highlighting the quoted product section.In
case of Importer An affidavit (With Stamp) sworn before first class
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 will have also to
submit Invoices/Evidence of import in items of said product with
quantity details. As per Clause 3(k).
Scanned copy of notarised Affidavit with stamp for non blacklisting is submitted as per Annexure-I| of NIT
An affidavit (with stamp)sworn before first  class|[pg. No. 146]
magistrate/Notary stating that the firm & its quoted product is not
black listed currently (as on the last date of submission of the
10 |[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).
1 EMD details (DD number/BG number and date with issuing bank)
as per Clause 3(b) . ICICI BANK DD No- "519061" Rs.1,00,000/- Page No- 105
12 |Tender Fee Rs 10,000/- in form of DD as per Clause 3(a). ICICI BANK DD No- "519062" Rs.10,000/- Page No- 6 b L
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Self attested copies of the Audited Annual Balance Sheet and

¢ : ] J F.Y.-2013-2014 Rs.40.64 (in crore) Pgno:-237
Profit and Loss statement showing details of their annual average F.Y.-2014-2015 Rs.59.23(in crore) Pgno:- 237
13 |turnover not less than 25 crores for any three of the last four F.Y.-2015-2016 Rs.85.93(in crore) Pgn0:-276
consecutive financial years. (Auditor/ C.A. Certificate of turnover
will not be accepted). As per Clause 3(I)
F.Y.-2014-2015 Pgno:-88

(e f Inc Tax Return for hree of four
14 Self mﬂ“mm.ﬁma opy O ome Ta any three of last fou £ v 20152016 Pgno:-89
consecutive Assessment years. As per Clause 3(m).

F.Y.-2016-2017 Pgno:-90
PA f the Bi ;
15 Self attested copy of PAN Card of the Bidder Company. As per PAN No - "AACCG1654P" page No 1
Clause 3(p)
e f valid Sal : ;
16 Self attested copy of Certificate of valid Sales tax/VAT registration e iblicad Pgno:-104

of the bidder company. As per Clause 3(q)

Scanned copy of notarised Affidavit (with stamp) regarding Acceptance of tender conditions is submitted as per Annexure-IV of NIT.
[Pg. No. 145]
Note- Yogesh Kumar Chopra has not signed in the submitted affidavit.

Affidavit (with stamp)declaration regarding acceptance of tender
17 |conditions to be submitted 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 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.
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