Tender Reference no.-BMSIC/DRUG/17-07

Firm Name - M/s Virchow Biotech Pvt. Ltd.
Corporate Address:- Virchow Biotech Pvt. Ltd. Plot No. 319 & 320, 3rd Floor Swamy Ayyappa Co-op. Housing

s Lol Society Madhapur Hyderabad 500081
N, Technical Eligibility Criteria as per NIT Manufacture Unit Address:- Virchow Biotech Put. Ltd. Survey No. 172 Part, Gagillapurv Village
Quthubullapur Mandal, R.R. Dist. Hyderabad 500055
(a) Scanned Copy of Memoredum of Association of M/s Virchow Biotech private limited is submitted ( Pg. no. 20 to 26)
(b) Scanned Copy of Articles of Association of M/s Virchow Biotech private limited is submitted ( Pg. no. 15 to 19)
(c) Scanned Copy of Certificate of Incorporation (No. 01-36520 of 2001-2002 dated 04.04.2001 M/s Virchow Biotech
4 Constitution of the Bidding Company/Firm such as Memorandum of Association and Article of Association with|private limited is submitted ( Pg. no. 15 to 19)
complete address. As per Clause 3(c). Note:- Bidder Information/Bidder details as per Annexure-V is not submitted
Scanned Copy of Certified true Copy of the Board of Resolution passed on the Meeting of the Board of Directors of the
M/s Virchow Biotech Private Limited. Held on 16.09.2017 is submitted wherein it is stated that the Board of Directors of
" Power of Attorney or Resolution of Board by which the authorised signatory has been authorised by bidder firmjthe Company be and hereby authorized Mr. Ashish Babtiwale, Director of Virchow Laboratories Limited to participate
to sign the documents. As per Clause 3 (e) of the NIT. in BMSICL/DRUGS/17-07 and to do all such Act., deeds things and to signs all such paper and documents as may be
|necessary in this regard ( Pg. no. 6)
Scanned Copy of list of items quoted is submitted as per Annexure of NIT ( Total no. of quoted items - 01) (Pg. no. 5)
NIT sl no. Name of the Drug Specification - Pack Size
10 Human Normal Immunoglobulin for L.V use IP 5 gm/100ml 100ml
Note:- Pack Size is mentioned as 1 in submitted list of Items quoted (Annexure-l)
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List of item Quoted in prescribed format as Annexure Il as per Clause 3 (o)

-

#2 @ T &




a) Scanned Copy of Manufucturing Licence in form 28- E issued on 03.04.2013 by Joint Director & Licensing Authority,

DCA, Govt. of Andhra Pradesh is submitted wherein it is stated that Licence No 01/RR/AP/2013/BP/G shall be in force
f =20 .04. . (Pg. no.

¢ Minimum three years old valid manufacturing licence of the product quoted with latest license renewall}:;‘)ogI d e tof(:\?: i ZO;SP (dg mi. 35.) i : ;

it s e s M AL canned copy of Approved Product List is submitted in which Quoted product at NIT sl. no 10 (Human Normal

« Approved product list as per the license issued for quoted drugs for minimum three years. As per clause 3(f). Immunoglobulin for L.V use IP) is mentioned as Human Normal Immunoglobulin IP 5% (for 1.V use) at sl. no. 9
« Manufacturing License along with approved product list must be valid till the last date of the submission of] (Pg. no. 32)

tender. As per clause 3(f). c) Scanned copy of Manufacturing & Marketing Certificate (L. Dis. No. 6223/A3/2017 dated 18.04.2017) issued by Joint
¢ In Case of those drugs which are notified first time in IP 2014 then Manufacturing and Marketing license shouIdFDirector, Licensing & Controlling Authority, DCA, Govt. of Telangana is submitted wherein it is stated that the firm is

be in any official compendium (USP/BP/IP) along with current valid License in IP in continuation. manufacturing and Marketing the following products for the last three years (2014-15, 2015-16 and 2016-17). The

» Market standing certificate & Manufacturing certificate issued by the Licensing Authority as a Manufacturer forlguoted product is mentioned at sl. no. 3 in this Certificate. (Pg. no. -12 to14)

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.

« 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. Al
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.

Ridders 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)

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) N/A

Self attested copies of Market standing certificate (in India) of minimum three years, issued by the concerned e
Licensing Authority from Drugs Control Department for the quoted product. As per Clause 3(h) /




3(i).

Self attested copy of Non Conviction Certificate (NCC), issued by the concerned Licensing Authority from Drug
7 |control Administration of the state for last three years. It should be not more than one year old. As per Clause

Scanned copy of Non Conviction Certificate (L. Dis. No.:5159/A3/2017 dated 20.03.2017) issued by Deputy Director
Certifying Authority, Drugs Control Administration, Govt. of Telangana is submitted wherein it is stated that M/s
Virchow Biotech Private Limited has not convicted for violations for the provisions of Drugs & Cosmetics Act 1940 and
Rules there under during the last three years in the state of Telangana. (Pg. no.- 9)

Self attested copies of WHO-GMP/GMP as per revised Schedule- 'M'/COPP Certificate of the manufacturing unit

Scanned copy of Good Manufacturing Practices Certificate (L. Dis. No. 10924/A3/2016 dated 17.02.2017) issued by Joint
Director Licensing Authority, DCA, Govt. of Telangana is submitted wherein it is stated that the firm is following Good

Manufacturing Practices as stipulated under the provisions of Schedule M of Drugs and Cosmetics Rules, 1945. This
certificate is valid for one year from the date of issue. (Pg. no.-39)

8 [issued by the Licensing Authority / Drugs Control Department. The GMP certificate must not be older than one
year form the last date of submission of tender. As per clause 3(j).
Scanned copy of Production Certificate (L. Dis. No.: 7082/E(V)/TS/2016 dated 19.11.2016) issued by Joint Director,
Licensing & Controlling Authority, DCA, Govt. of Telangana is submitted wherein the production particulars of quoted
product ( Human Normal Immunoglobulin 5%) (Brand Name V-Immune) for the last three years is mentioned as follows.
year 2013-14 year 2014-15 year 2015-16
Self attested copies of Maximum Production Capacity Certificate (section wise) issued by concerned Licensing Batch no. Hatcr ige Bk, Batch Size Bt ng. Batch Size
Authority form Drugs Control Department highlighting the quoted product section.In case of Importer An IGA400113 1000 IGA400213 770 IGA400414 422
affidavit (With Stamp) sworn before first class magistrate/Notary stating the batch production capacity of the| IGA400213 200 IGA400313 1560 IGA400415 1430
? firm and also that said production (Importing)capacity shall be adequate for requirement laid in NIT. Importers IGA400114 4650 1GA100115 2400
will have also to submit Invoices/Evidence of import in items of said product with quantity details. As per Clause IGA100114 850
3(k). IGA400214 2838
Total= 10,668
INote- Maximum Production Per shift/ Per annum of the quoted item is not clear from the above submitted
certificate.
An affidavit (with stamp)sworn before first class magistrate/Notary stating that the firm & its quoted product is Ns:ferin;:ncii‘::i:th:;t?sif:::g::‘:;:]i:r;s‘:::::sr::eg ::;ebm'tted ayperannemitet gENIT (Fg, Ag. 10-14)
10 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 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- "348875" "1,00,000/- DATED NOT VISIBLE Page No -41
12 |Tender Fee Rs 10,000/- in form of DD as per Clause 3(a). DD NO- "348874"10,000/- DATED NOT VISIBLE Page No -40
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FY -2015-16 (Not visible )

Page No -47 FY -

Self attested copies of the Audited Annual Balance Sheet and Profit and Loss statement showing details of their 2014-15 y 7230 (Lacs ) Page No -46 FY-2013-
13 Jannual average turnover not less than 25 crores for any three of the last four consecutive financial years. 14 3837.88(Lacs ) page No -43

|(Auditor/ C.A. Certificate of turnover will not be accepted). As per Clause 3(l)

Self attested copy of Income Tax Return for any three of last four consecutive Assessment years. As per Ciauseumr 201538 £ags Ao AV 2084
14 3(m) 15 (Not attached )

¢ AY-2013-14 (Not attached )

15 |Self attested copy of PAN Card of the Bidder Company. As per Clause 3(p) PAN No -"AABCV2578A" Page-7
16 |Self attested copy of Certificate of valid Sales tax/VAT registration of the bidder company. As per Clause 3(q) kD - S PageNo =3

GSTIN - (Not attached )

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 NIT).

(Pg. no. 3-4)

Scanned copy of notarised affidavit regarding acceptance of tender condition is submitted as per annexure IV 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 dicrepencies could

have been crept in. Humble request to all concerned to bring to notice in due time, if any discrepencies is observed, for rectification.

8 @ xS




