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

Firm Name - M/s Celon Laboratories Pvt. Ltd.

[
L Technical Eligibility Criteria as per NIT Corporate Address: Plot No. 264 Patrika Nagar, Madhapur Hyderabad-500081
Manufacturing Unit Address:-Plot No.-2, Aleap Industrial Estate, Gajularamaram R.R. District-500090
(a) Self attested copy of coverpage of Memorandum of Assaciation & Articles of Association of Celon Laboratories Private Ltd. is submitted (Pg. No. - 138 & 343 & also 366
(b) Self attested copy of memorandum of Association of Celon Laboratories Private Ltd. is submitted (Pg. No. - 144 to 150) and 371 to 375)
(¢) Self attested copy of Articles of Association of Celon Laboratories Private Ltd. is submitted (Pg. No. - 151 to 208)
(d) Self attested copy of certificate of incorparation of Medvin Labs Private Ltd. on 23rd Jan 2001 is submitted (Pg. No. - 143 & 348) and also 370 to 449).
{e) Self attested copy of certificate of incorporation for the change of company name from Medvin Labs Private Ltd. to Galen Labs Private Ltd. on 19th October 2002 is submitted (Pg.
No. - 142 & 347) and also 368)
Constitution of the Bidding Company/Firm such as Memorandum of (f) Self attested copy of certificate of incorporation for the change of company name from Galen Labs Private Ltd. to Celon Laboratries Private Ltd. on 29th may 2007 is submitted (Pg.
1 Association and Article of Association with complete address. As per|No. - 141 & 346 and also 369)
Clause 3(c). (2) Self attested copy of certificate of incorporation for the change of Company name from Celon Laboratories Private Ltd. to Celon Laboratories Ltd. on 15th June 2007 is submitted {Pg.
0. 140 and 345 and also 367)
{h) Self attested copy of certificate of incarporation for the change of company name from Celon Laborataries Ltd. to Celon Laboratories Private Ltd. on 18th August 2015 is submitted.
(Pg. No. - 139 and 344)
(i) Copy of Bidder information/Bidder details as per Annexure V of NIT is submitted (Pg. No. 29)
(a) Self attested copy of Power of Attorney is submitted where in it is stated that Mr. Yogesh Kumar Chopra to be its true and lawful constituted Attorney for and on behalf of the
power of Attorney or Resolution of Board by which the authorisedjcompnay and execute and perform to sign, submit and follow up the matters relating to tenders filed with any government authority or any other authority in india. {Pg. No. - 350 to
2 signatory has been autharised by bidder firm to sign the documents.|351)
As per Clause 3 [e) of the NIT.
(a) Copy of List of items quoted is submitted as per Annexure - Il of NIT.
No, of quoted items - 17 {seventeen)
SI.No. NIT sl. No. Name of Drug Specification/strength
i 17 Cyclophb;phamide Inj. 500mg
2 18 Cyclophosphamide Inj. IP 200mg
i 21 Dopamine Inj. IP 40mg/ml, 5 ml vial
Note At st no. 3 of list of quoted items the product is mentioned as Dopamine injection IP 40mg/ml and specification column as USP.
4 27 Heparin Sodium Injection [P 5000 Units/ml, 5 ml vial
5 5if Propofol Injection 1P 10mg/ml, 20 ml vial
A / 6 74 Tranexamic Acid Injection 1P 100mg/ml, S ml ampoule
3 %xst \of item Quoted in prescribed format as Annexure Ilf as per Clause 7 77 Vancomycin intravenous infusion 1P 1000mg
i 10) 8. 78 Vancomycin intravenous infusion 1P 500mg
9 79 Vasopressin injection IP 201U/ ml, 1 ml ampoule
10 80 vincristine Injection IP 1mg/ml
ag i 84 Fluarouracil Injection IP 250mg/Sml, 5 ml
12. 94 Heparin Sodium Injection IP 5000 1U/Sml, 5 ml vial
el 101 Teicoplanin Injection 200mg
14 102 Teicoplanin Injection 400mg.
15 103 Vecuronium Bromide Injection 4meg/2ml, 2 ml ampoule
\ 16 105 Methotrexate Tab. IP 2.5mg., 10x10
0 106 Methotrexate Injection IP 50mg/2ml, 2 m! ampoule
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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).

(a) Self attested copy of Licence to manufacture in form 25 of M/s CELON LABORATORIES LTD (No. 25/HD/AP/2003/F/CC dated 27-05-2003) issued by Licensing Authority , Hyderabad is submitted. Wherein it is stated that the
license will be in force from 05-06-2007 to 04-06-2012. {Pg. No. - 331 to 332)

(b} Self attested copy of certificate of Renewal in form 26 of Licence No, ISHD/AP/2003/F/R date 27/05/2003 of M/s CELON LABORATORIES LTD. issued by Director, Orugs control Administration, Hyderabed is submitted where in it
i< stated that the Licence has been renewed from 05-06-2012 to 04-06-2017. (Pg. No. - 335 to 336)

« 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 [P 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.

« 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

[c) Self attested copy of Licence to manufacture in form 28 (No 14/RR/AP/2008/F/G date 24/04/2008) of M/s CELON LABORATORIES LTD. issued by Director , Drug control Administraion , Hyderabed 1s submitted where in it 5
stated that the licence shall be in force from 24/04/2008 to 23/04/2013 (Pg. No. - 341)

(d) Self attested copy of a letter (No. L. Dis . No. 01144/P & B/2015 dt 26-03-15 regarding application for renewal of drug licence in form - 28 for period 24/04/2013 to 23/04/2018 is received in the office on 20/04/2013 issued by
Deputy Director & Certifying Authority, Drugs Control Administration, Government of Telangana is submitted. (Pg. No. - 342)

(e) Self attested copy of letter (L. Dis. No. - 19119/E(M}/T5/2015 dated 21- 03-2016) issued by licensing & contralling Authority, Drug control Administration, Govt. of Telangana is submitted. Wherein it is stated that the Drug

manufacturing Licence in Form- 28 bearing No. 14/RR{AP/2008/F/CC dt. 24/04/2008 duly renewed from 24/04/2013 to 23/04/2018 and effectig change of constitution of the firm from M/s Celon laboratories Ltd. to M/s Celon
laboratories Private Ltd. w.e.f. 18/08/2015 for the products mentioned in the list enclosed. The licence is valid from 18/08/2015 to 17/08/2020. (Pg. No. - 327 to 328)

Note - New Drug Mfg. Licence in Form 28 after change of constitution not submitted.

(f) Self attested copy of letter (L. Dis. No. 19118/E(M)/T5/2015, dated 21.03.2016 issued by Licensing & Controlling Authority, Drug Control Administration, Govt. of Telangana is submitted where in it is stated that the Drug ~
Manufacturing License in Form 25 bearing No. 25/HD/AP/2003/F/CC, dated 27.05.2003 effecting change of constitution of the firm M/s Celon Laboratories Limited to M/s Celon Laboratories Private Limited w.e.f. 18.08.2015 for

the products mentioned in the list enclosed. The license is valid from 18.08.2015 to 17.08.2020. {Page No. 329-330)

Note - New Drug Mfg. License in Form 25 change of constitution not submitted.

(g] Approved product list under L. Dis. No. 19119/E(M)/TS/2015. Renewsl & change of constitution of M/s Celon Laboratories Put Ltd. in Form 28 bearing No. 14/RR/AP/2008/F/CC, dated 24.04.2008.

NITS.N. Page No.

oyl (LR

{Mentioned as Dopamine Hydrochloride Injection USP 200 mg/5 ml), 27-----en 263 [Mentioned as Heparin Injection [P 25000 1U/S ml)
{Mentioned as Propopal Injection IP 200 mg/20 ml), 74--------- 257 (Mentioned as Tranexamin Acid Injection 1P 500 mg/5 ml)
---265 (Mentioned as Vancomycin Hydrochloride for Intravenous Infusion [P 1000 mg)

--264 (Mentioned as Vancomycin Hydrochloride for Intravenous Infusion IP 500 mg), 79----------
-.-258 (Mentioned as Vincristine Sulphate Injection P 1 mg), 84-----------260

262 (Mentioned as Heparin Injection P 5000 IU/S mlinstead of Heparin Sodium Injection P 5000 IU/S mi)

56, 102-------257, 103----—-265 [Menticned as Vecuronium Bromide for Injection 4 gm instead of Vecuronium Bromide for Injection 4 mg/2 ml)

---269, 106----=----255 I

Documentary evidence in support of additional item to M/s Celon Laboratories Ltd. in Form 28 bearing No 14/RR/AP/2008/F/G valid up to 2013 for various products submitted. (Page No. 271 to 303}

{n} Self attested copy of letter no. 7618/BIM/2007, dated 14.06.2007 issued by Director, Drug Control Administration, Andhra Pradesh to M/s Celon Laborateries bearing license no. 25/HD/AP2003/F/CC granted on 27.05.2003 in

From 25 with change of constitution w.e.f. 05.06.2007 and it i5 valid up to 04.06.2010 and change of name of your firm from M/s Galen Labs. Pvt. Ltd. to M/s Celon Laboratories Limited w.e.f. 05.06.2007 for the products mentioned
in the list enclosed.

261

Letter also state that the products earlier approved to M/s Galen Labs Put. Ltd. under f‘rug License 28/HDG/AP{2003/F/G granted on 27.05.2003 are hereby deleted from the approved list. Further Drug license in Form 28 bearing
no. 25/HD/AP/2003/F/G is here by cancelled, {Page No. 305-308)

(i} Self attested copy of Manufacturing & Marketing Certificate for the quoted product 1s submitted [Except the two products). (Page No 309-319)

i sanckicss 315, 18 | L 10 v VDO |, [, T8 OSSR, § | i 7 B § (o M SRt 317,78 319, 79---------318, 80----:------316, 84 1312, 942318, 101 - ome---309, 102 317,103
license and approved product list in support of above mentioned]309, 105 312, 106

In case of Importer, the bidder (importer] firm must have minimum

three years old valid import License of the guoted product. All

Quoted products should be accompanied by their invoices, statement

and import License showing that the quoted product are being NA

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)

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 guoted product. As per
Clayse 3(h)

NA

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 mare than one year

old. As per Clause 3(i). (‘\ /
s A he

Self attested copy of Non Conviction Certificate (L. Dis. Na. NC/RLA/DI/MDL/HYD/29/04/2016, dated 30.04 2016 issued by Licensing & Controlling Authority, DCA, Govt. of Telengana is

submitted where in it is stated that M/s Celon Labaoratories Private Limited holding drug manufacturing license in From 25 bearing no. 25/HD/AP/2003/F/CC, dated 27.05.2003 valid up to
17.08.2020 & in Form 28 bearing no. 14/RR/AP/2008/F/C(, dated 24.04.2008 valid up to 17.08.2020 has not been convicted at any instance during the last three years under Orugs &
Cosmetics Act, 1940 and rules there under. (Page No. 321)
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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 older than one vear form the last date of submission of
tender As per clayse 3()

Self attested copy of G.M.P. certificate (L. Dis. No. 5185/E(M)/TS/2016, dated 3.04.2016) issued by Licensing & Controlling Authority, Drugs Control Administration, Government of
Telangana is submitted where in it is stated that this certificate is valid up to 08.12.2016. (Page No. 326)

Self attested copies of Maximum Production Capacity Certificate
(section wise) issued by concerned Licensing Authority form Drugs
Control Department highlighting the gquoted 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 Production Capacity certificate (L. Dis. No. 08789/E(M)/TS/2016, dated 11.08.2016) issued by Joint Director & Licensing Autharity, Drug Control Administration,
Government of Telengana is submitted. (Page No. 352) 2

10

An affidavit {with stamp)sworn before first class magistrate/Notary
stating that the firm & its quoted product is not black listed currently
{(as on the last date of submission of the 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 || (clause 3(n} of
NIT).

Self attested copy of notarised affidavit (with stamp) for Non-Blacklisting is submitted as per Annexure || of NIT, (Page No. 322-323)
Note - Affidavit submitted by Authorized signatory, Mr. Yogesh Kumar Chopra.

11

EMD details (DD number/BG number and date with issuing bank) as
per Clause 3(b) .

“DD NO.":-504552"

Page No:-325

12

Tender Fee Rs 10,000/- in form of DD as per Clause 3(a).

"DD No":-504553"

Page No:-365

13

Self attested copies of the Audited Annual Balance Sheet and Profit
and Loss statement showing details of their annual average turnover
not less than 25 crores for any three of the last four consecutive
financial years. (Auditor/ C.A. Certificate of turnover will not be
accepted). As per Clause 3(l)

"4761.97/-(in Lacs)-
"3951.58/- {in Lacs)- Page No :-70
Note: -Revenue from operation net taken as "turnover”

Page No :-70
FY-2014-15

FY-2013-14
'5820.47/-(Lacs)- Page No:-37

14

Self attested copy of Income Tax Return for any three of last four
consecutive Assessment years. As per Clause 3(m).

Page No-360

Fy-2013-14

Fy-2014-15
Page No:-358

15

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

PAN NO:- "AACCG1654P"

Page No:-361

16

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

TIN No:- "36210111802"

Page No:-362

17

Affidavit (with stamp)declaration regarding acceptance of tender
conditions to be submitted by the bidding firm as per Annexure IV

(Clause 5(k) of WT). G D s X NV S A

N

Self attested copy of notarised affidavit (with stamp) regarding acceptance of tender conditions is submitted as per Annexure IV of NIT. (Page No. 353-354)
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ﬁhe 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
Vl 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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