S.N.

Technical Eligibility Criteria as per NIT

: mﬁe?r S R A ’ iw.
Firm Name - M/S CIRON DRUGS & PHARMACEUTICALS PRIVATE LIMITED

Corporate Address: - C 1101-02, Lotus Corporate Park, Graham Firth Steel Compund, Jay Coach Junction, Western Express Highway, Goregaon
(East)

Manufacturer Address:- Unit 1- N- 118/119/113, MIDC, Tarapur, Boisar, Dist.- Palghar - 401506 (Previously Part of District Thane)

Constitution of the Bidding Company/Firm such as Memorandum of Association and|
Article of Association with complete address. As per Clause 3(c).

L

(a) Scanned copy of Memorandum of Association dated 16.05.1990 of M/S CIRON DRUGS & PHARMACEUTICALS PRIVATE LIMITED is submitted.
101]

(b) Scanned copy of Articles of Association dated 16.05.1990 of M/S CIRON DRUGS & PHARMACEUTICALS PRIVATE LIMITED is submitted. [Pg. No. 71 to 89]

(c) Scanned copy of Certificate of Incorporation (No. 11-56735 of 1990 dated 04.06.1990) of CIRON DRUGS & PHARMACEUTICALS PRIVATE LIMITED is submitted.
[Pg. No. 102]

(d) Scanned copy of list of Directors of M/S CIRON DRUGS & PHARMACEUTICALS PRIVATE LIMITED is submitted.
(e) Scanned copy of Bidder information/Bidder Details is submitted as per Annexure-V of NIT.  [Pg. No. 107]

[Pg. No. 90 to

[Pg. No. 70 & 106]

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) Scanned copy of certified true copy of the Board resolution passed at the meeting of the Board of Directors ofM/S CIRON DRUGS & PHARMACEUTICALS PRIVATE
LIMITED on 15.01.2018 is submitted wherein it is resolved that in supersession of all the previous tender- authorizing resolutions, consent of the Board be and is
hereby given to authorize all or any one of the present directors of the company to individually and/ or jointly and severally act as under relating to the tender
documentations and transactions of the company to submit proposal and participate in all tenders published and handled by any state or Union Government on
behalf of the company. It is further resolved that the consent of the Board be and is hereby accorded to provide discretionary power to all the directors to sub-
delegate all or any of the above mentioned authorities to any employee or any other person of the company as theymay think fit. [Pg. No. 67 to 68]

(b) Scanned Copy of Power of attorney is submitted wherein it is stated that I, Dhaval K. Shah, Director of M/S CIRON DRUGS & PHARMACEUTICALS PRIVATE

LIMITED hereby assign the power of attorney to Mr. BARANEEDHRAN D to sign all the tender documents against Rate Contracting for products mentioned in Tender
Reference No. BMSIC/DRUGS/18-01 (Pg. no. 69)

3 k:ﬂ of item Quoted in prescribed format as Annexure Iil as per Clause 3 (o)

Scanned copy of List of items quoted is submitted as per annexure- Il of NIT. (Total no. of items quoted- 10)

(Pg no. 66)
NIT S. No. Name of the Drug Specification pack size
12 Esomeprazole Injection 40 mg/vial vial
22 Mephentermine Injection IP 30 mg/ml 10ml vial
25 Phenytoin Sodium Injection IP 50 mg/ml 2 ml Ampoule

Note- Product at NIT sl. no. 25 is mentioned with BP specification in submitted list of items quoted.

27 Phenytoin Oral Suspension IP 125 mg/ 5ml 100 ml Bottle
28 Pralidoxime Chloride Injection IP 25 mg/ ml 20 ml Vial
35 Valethamate Injection 8 mg/ ml 1 ml Ampoule
36 Vecuronium Bromide Injection IP 4 mg/ 2ml 2 ml Ampoule
37 Oxytocin Injection IP 101U/ ml 0.5 ml Ampoule
40 Chlorpheniramine Injection IP 10mg/ ml 1 ml Ampoule
41 Rabeprazole Sodium for injection 20mg vial
v
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o Minimum three years old valid manufacturing 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 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).

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

a |permission in Form 46 from DCGI has been obtained, then the 3 years Manufacturing &

O

(a) Scanned copy of manufacturing Licence in Form 25, issued by Joint Commissione {(Konkan Division), FDA, Maharastra State, Thane is submitted wherein it is
stated that the licence no.KD/80 of M/S CIRON DRUGS & PHARMACEUTICALS PRIVATE LIMITED, Tarapur, Thane shall be in force from 30-03-1992 to 31-12-1993.
[Pg. No. 63]

(b) Scanned copy of manufacturing Licence in Form 28, issued by Joint Commissione (Konkan Division), FDA, Maharastra State, Thane is submitted wherein it is
stated that the licence no.KD/74 of M/S CIRON DRUGS & PHARMACEUTICALS PRIVATE LIMITED, Tarapur, Thane shall be in force from 30-03-1992 to 31-12-1993.
[Pg. No. 64]

{c) Scanned copy of certificate of Renewal in Form 26 issued by Joint Commissione (K. D.) & Licensing Authority, FDA, Maharastra State, Thane is submitted in which
it is stated that the Licence (No. KD/80 & KD/74) of M/s CIRON DRUGS & PHARMACEUTICALS PRIVATE LIMITED, Tarapur, Thane has been renewed from 01-01-2017
to 31-12-2021. [Pg. No. 65]

(d) Scanned copy of approved product list signed on 13.07.2012 valid upto 31.12.2016 by For Jt. Commissioner (Konkan Division), FDA, Thane (M.S.) is submitted

(i) For NIT sl. no. 12- Product was permited under brand name CIREXIUM Esomeprazole Sodium For Injection (Pg. no.61)

(ii) For NIT sl. no. 22- Product was permited under brand name MEPHIN INJECTION, Mephentermine Sulphate Injection|P (Pg. n0.59})
iii) For NIT sl. no. 25- Product was permited under brand name CELETOIN INJECTION, Phenytoin Injection IP (Pg. no. 57)

(iv) For NIT sl. no. 27- Product was permited as Phenytoin Oral Suspension IP (Pg. no. 55)

{v) For NIT sl. no. 28- Product was permited as Pralidoxime Chloride For Injection I[P (Pg. no. 53}

(vi) For NIT sl. no. 35- Product was permited as Valethamate Bromide Injection ~ (Pg. no. 51)

(vii) For NIT sl. no. 36- Product was permited as Vecuronium Bromide for Injection without IP specification  (Pg. no. 49)

Note- NIT requirement is Vecuronium Bromide For Injection IP

{viii) For NIT sl. no. 37- Product was permited as Oxytocin Injection [P (Pg. no. 47}

{ix) For NIT sl. no. 40- Product was permited as Chlorpheniramine Injection IP Chlorpheniramine Maleate Injection IP (Pg. no. 45)

(x) For NIT sl. no. 41- Product was permited under brand name CIRAB, Rabeprazole For Injection
e) Scanned esigned copy of approved product list issued on 04.02.2017 is submitted.

(1) For NIT sl. no. 12- Product was permited as Esomeprazole Sodium For Injection (Pg. no.62)

(2) For NIT sl. no. 22- Product was permited Mephentermine Sulphate InjectionIP (Pg. no.60)
(3) For NIT sl. no. 25- Product was permited Phenytoin Injection BP highlighted by bidder at sl. no. 781. (Pg. no. 58)
Note- At sl. no 783 of submitted approved list the product is mentioned with IP specification as Phenytoin Sodium Injection IP
(4) For NIT sl. no. 27- Product was permited as Phenytoin Oral Suspension IP (Pg. no. 56)

(5) For NIT sl. no. 28- Product was permited as Pralidoxime Chloride For Injection IP  (Pg. no. 54)

(6) For NIT sl. no. 35- Product was permited as Valethamate Bromide Injection  (Pg. no. 52)

(7) For NIT sl. no. 36- Product was permited as Vecuronium Bromide Injection IP (Pg. no. 50)
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Market standing clause will be relaxed.The provisions of Rule 122 E of Drugs and
Cosmetics Act rule 1945 shall apply.

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.
* 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)

Note- Three years of Manufacturing is not completed for Vecuronium Bromide For Injection IP

(8) For NIT sl. no. 37- Product was permited as Oxytocin Injection IP (Pg. no. 48)

(9) For NIT sl. no. 40- Product was permited as Chlorpheniramine Injection IP Chlorpheniramine Maleate Injection IP
(10) For NIT sl. no. 41- Product was Rabeprazole Sodium Injection IP  (Pg. no. 44)

Note- Pack Size is not mentioned in both (old and new) approved product list.

() Scanned eSIGNED Copy of Manufacturing & Marketing Certificate (No. 6074809 dated 09.04.2017) is submitted wherein it is stated that M/S CIRON DRUGS &
PHARMACEUTICALS PRIVATE LIMITED is permitted to manufacture following products. This is further ce d that the above products are being marketed by the
firm since last 3 yrs. This certificate is valid for a period 09.04.2017 to 08.04.2018. Quoted product at NIT sl. 35 is mentioned in it (Pg. no. 40 to 41)

{g) Scanned eSIGNED Copy of Manufacturing & Marketing Certificate (No. 6076172 dated 16.06.2017) is submitted wherein it is stated that M/S CIRON DRUGS &
PHARMACEUTICALS PRIVATE LIMITED is permitted to manufacture following products. This is further certified that the above products are being marketed by the
firm since last 3 yrs. This certificate is valid for a period 16.06.2017 to 15.06.2018. Quoted product at NIT sl. 28 & 25 are mentioned in it (Pg. no. 37 to 39)

(h) Scanned eSIGNED Copy of Manufacturing & Marketing Certificate (No. 6077551 dated 14.09.2017) is submitted wherein it is stated that M/S CIRON DRUGS &
PHARMACEUTICALS PRIVATE LIMITED is permitted to manufacture following products. This is further certified that the above products are being marketed by the
firm since last 3 yrs. This certificate is valid for a period 14.09.2017 to 13.09.2018. Quoted product at NIT sl. 12 is mentioned in it (Pg. no. 36)

(i) Scanned eSIGNED Copy of Manufacturing & Marketing Certificate (No. 6079013 dated 18.12.2017) is submitted wherein it is stated that M/S CIRON DRUGS &
PHARMACEUTICALS PRIVATE LIMITED is permitted to manufacture following products. This is further certified that the above products are being marketed by the
firm since last 3 yrs. This certificate is valid for a period 18.12.2017 to 17.12.2018. Quoted product at NIT sl. 22, 36 & 37 are mentioned in it (Pg. no. 34 to 35)

(i) Scanned eSIGNED Copy of Manufacturing & Marketing Certificate (No. 5079052 dated 19.12.2017) is submitted wherein it is stated that M/S CIRON DRUGS &
PHARMACEUTICALS PRIVATE LIMITED is permitted to manufacture following products. This is further certified that the above products are being marketed by the
firm since last 3 yrs. This certificate is valid for a period 19.12.2017 to 18.12.2018. Quoted product at NIT sl. 40 is mentioned in it (Pg. no. 32 to 33)

(k) Scanned Copy of Manufacturing & Marketing Certificate (Letter No. 90111-2018/zone-4 dated 23.03.2018) issued by Licensing Authority, FDA, Konkan Division,
Mabharastra State is submitted wherein it is stated that M/S CIRON DRUGS & PHARMACEUTICALS PRIVATE LIMITED are manufacturing the following products since

last three years. It is further certified that following products are also being marketed forlast three years. Quoted product at NIT sl. 27 & 41 are mentioned in it (Pg.
no. 31)

(Pg. no. 46)

5

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
Iproduct 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)

NA

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)

NA

7

Self attested copy of Non Conviction Certificate (NCC}, issued by the concerned

Scanned copy of No Conviction Certificate (No 83066-2017/Z-4 dated 18.12.2017) issued by Joint Commissioner (Konkan Division) FDA, M.S. is submitted wherein it
is stated that M/S CIRON DRUGS & PHARMACEUTICALS PRIVATE LIMITED, a private Limited Concern of Mr. Ratanshi T Shah, Mr. Kirti T Shah, Mr. Samir R Shah, Mr.

icensing Authority from Drug Control Administration of the state for last three years.|Keyur R. Shah, Mr. Dhaval K. Shah does not stand convicted at the instance of this Administration under the Drugs And Cosmetics Act, 1940 and Rules thereunder so

It should be not more than one year old. As per Clause 3{i).

far. (Pg. no- 30)
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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

a) Scanned Copy of certificate of Good Manufacturing and Practices (No. NEW-WHO-GMP/CERT/KD/34710/2016/11/14801 DATED 06.05.2016) issued by Joint
Commissioner (HQ) & Controlling Authority, FDA, M.S. is submitted wherein it is stated that on the basis of the inspection carried out on 09.02.2016 & 06/04/16,
we certify that the site indicated on this Certificate complies with Good Manufacturing Practices for the dosage forms, Categories and activities listed in Tables
1.This certificate ramains valid untill 02 May 2018.(Pg. no 28 -29)

8 i b) Scanned Copy of Good Manufacturing Practices Certificate (No. GMP cer./136-2017/Z-4 DATED 18.07.2017) issued by Joint Commissioner (K.D.), FDA, Konkan
Department. The GMP certificate must not be older than one year form the last date offryy;cion - Thane M.S. is submitted wherein it is stated that the firm is observing GOOD MANUFACTURING PRACTICES by and large in manufacture and quality
submission of tender. As per clause 3(j). control as per revised schedule "M" of drugs and cosmetics Act, 1940 and rules there under .This certificate is valid up to 18.07.18. They manufacture the following

category (ies) of drugs:Catigories of: External prepn (cream, ointm, pastes, emuls, lotions, soln), Bulk Drugs/ API, Oral Drops, Opthalmic Preparation, Parenteral
Preparation, LIQUID ORALS.  (Pg. no 27)
a) Scanned Copy of Capacity and Quality Certificate {No. 6078437 dated 16.11.2017) issued by Licesing Authority FDA Konkan Division Maharastra state is submitted
. . . ) ) . _— wherein annual capacity of M/s CIRON DRUGS & PHARMACEUTICALS PVT LTD is mentioned as (1) Liquid injection- Ampoules - 45 Millions/Vials - 15 Millions,
Self attested noﬂ.:mm o.,ﬂ _<_mx_3:3 Production Capacity Certificate ?mﬂ_n: é.mmu. issued (2)Powder Injection sterile powder vials -20 Millions,(3)Lyopholised 10000 vials per cycle/ 36000 Ampoules per cycles(4)Oral liquid suspension-18 Millions. This
by concemed Licensing Authority form Drugs Control Department highlighting thelce tigicate is valid for a period of 16.11.2017 to 15.11.2018. (Pg. no. 24 to 26)
quoted an:ﬂ section.In case msﬂ Importer An mmam.s.n ?.c;r. Stamp) m,w,..oq: before b) Scanned Copy of Capacity and Quality Certificate (No. 6080074 dated 13.02.2018) issued by Licesing Authority FDA Konkan Division Maharastra state is submitted
9 [first n_w,.mm Emm_mﬂ.mﬁm\zoﬁm;\.ﬂm::m Em batch production capacity ﬁ.sn the ::.:.mJn_ also wherein annual capacity of M/s CIRON DRUGS & PHARMACEUTICALS PVT LTD is mentioned as (1) Liquid injection- Ampoules - 45 Millions/Vials - 15 Millions,
that said wﬁgcﬂ_o: :Buoz_:ﬁmmnmn_,@ shall .am mamncm.zm for i _w_a in NIT-12)powder Injection sterile powder vials -20 Millions,(3)Lyopholised 10000 vials per cycle/ 36000 Ampoules per cycles(4)Oral liquid suspension-18 Millions. This
Importers will have also to submit Invoices/Evidence of import in items of said product Certificate is valid for a period of 13.02.2018 to 12.02.2019. (Pg. no. 21 to 23)
with quantity details. As per Clause 3(k).
. ) . Scanned copy of notarised affidavit for Non Blacklisting is submitted as per annexure !l of NIT. {Pg. no- 19 to 20)
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

10 Jof the tender) by Central Government/ Central Government Agenciesfany state
government/any of the state government agencies/any Drug Procurement Agencies or|
by BMSICL as per Annexure Il (clause 3(n) of NIT).

11 JEMD details (DD number/BG number and date with issuing bank) as per Clause 3(b) . DD No- "880573" Andhra Bank 2,00,000/- Page No- 18

12 |Tender Fee Rs 10,000/ in form of DD as per Clause 3(a). DD No- "880575" Andhra Bank "10,000/- Page No- 17

FY-2016-17 *1,36,53,70,252/- Page No-16-15
Self attested copies of the Audited Annual Balance Sheet and Profit and Loss statement|fy -2015-16 *1,19,56,04,190/- Page No-14-13

13 [showing details of their annual average turnover not less than 25 crores for any three  |py_2014-15 * 1,06,28,69,329/- Page No -12-11

of the last four consecutive financial years. (Auditor/ C.A. Certificate of turnover will
Inot be accepted). As per Clause 3(l)
FY-2014-15 Page No -6

i1 Self attested copy of Income Tax Return for any three of last four consecutive FY -2015-16 Page No -7
Assessment years. As per Clause 3(m). FY -2016-17 Page No-8

15 |Self attested copy of PAN Card of the Bidder Company. As per Clause 3(p) PAN No - "AABCC0873D" Page No -5

16 Self attested copy of Certificate of valid Sales tax/VAT registration of the bidder|
company. As per Clause 3(q) GSTIN NO- "27AABCC0873D1Z0" Page No -3

S d f i idavit ding A t of tender conditions is submi -1V of NIT.

17 Affidavit (with stamp)declaration regarding acceptance of tender conditions to be canned copy of notarised Affidavit regarding Acceptance anRdiians sEubmiCtEpiasper Annsure v

submitted by the bidding firm as per Annexure IV (Clause 5(k) of NIT).

(Pg. No:1)
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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.




