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Per: Suchitra Kanuparthi, Member (Judicial)

MA 1406 of 2019

The present application is referred to me by an order of Hon’ble President,
NCLT, Principal Bench, New Delhi vide order dated 4""November, 2019 to
adjudicate on the brief issue whether fresh valuation can be ordered in
view of the dissenting judgement.

The above M.A. was heard by Division Bench consisting of Hon’ble
BhaskaraPantula Mohan, Member(]J) and Hon’ble V. Nallasenapathy,
Member (T). The hon’ble Judicial Member ordered a fresh valuation and
whereas the hon’ble Technical Member dissented with the order of
valuation.

Background:

1. This Application is filed by the Dissenting Financial Creditor
aggrieved by the Approval of Resolution plan by the Committee
of Creditors (COC) who failed to maximize the assets of the
Corporate Debtor (CD) as there is a strark contrast in the value
of assets (both tangible & intangible) shown in the balance sheet
of the CD for the financial year 2017-18 and the valuations
arrived at by the two Registered Valuers appointed by the

Resolution Professional during the CIRP process.

2. The valuation of the Plant & Machinery being Rs.241.63 and
Intangible assets being Rs.205.65 crores as on 31.03.2018, was
reduced by Rs.200 crores under the head Plant & Machinery and
value of Intangible assets was assigned as zero, as per the two

Valuation Reports submitted by the Valuers.

3. The CIRP process of the CD spring into action on 03.04.2018, by
order of Hon’ble Bench of NCLT. The Financial Creditors claimed

Rs.1073 crores under the Resolution Process. The COC meeting
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dated 26.12.2018 recorded the liquidation value of Rs.111 crores
after deducting the CIPR cost of Rs.13 Lacs. The Resolution Plan
of RA (Consisting of consortium of ARCIL, Shamrock and Intas)
was approved by COC on 1.01.2019 and 72.25% majority voted

in favor of the plan.

4. The 7% dissenting Applicant filed this application seeking the
following prayers:

that it be declared that the Resolution Plan of the First
RA (a consortium of Asset Recovery Company
(India)Limited, Shamrock Pharmachemi Private Limited)
which had been voted in favour of the COC members on
26.12.2018 is unlawful and is against the principles and
tenets of the Bankruptcy Code;

that in the alternative, the successful Resolution
Applicant of ARCIL Consortium (First RA) be extended
an opportunity to improve their plan value to match
with the intrinsic value of the CD pertaining to the
tangible and intangible assets;

that in the event the successful Resolution Applicant of
the ARCIL Consortium (First RA) fails to improve their
offer, inter se bidding be ordered to be conducted
between both the Resolution Applicants beingthe ARCIL
Consortium (First RA) and the Omkara Consortium
(Second RA);

that in the event the resolution value is not improved by
the Resolution Applicants either voluntarily or in inter se
bidding to match the intrinsic value of the CD, the AA be
pleased to appoint two valuers holding extensive
knowledge and expertise in valuing the pharmaceutical
companies, to value the tangible and intangible assets
of the CD (within a time frame fixed by this Tribunal)
and submit their valuation reports in sealed covers;
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Objections of 7% Dissenting Financial Creditor (Applicant):

The Resolution plans failed to maximize the assets of the
Corporate Debtor (hereinafter called ‘CD’) which would in turn
balance the interest of all stakeholders viz the financial
creditors, the operational creditors including employees,

workman and stakeholders.

The liabilities of all creditors (interalia the workers admitted

claim) has not been met in the Resolution Plan.

The Financial Creditors have suffered a huge haircut.

The Resolution Plan is for a meagre amount and is not based
on any appropriate and fair price discovery mechanism. The
total assets including the fixed assets of CD was valued at
Rs.629.24 crores as per the audited balance sheet of the year
2017-18, whereas the entire plan value in both the Resolution

plans is Rs.123 crores.

The Resolution plan of successful resolution applicant
proposes that Rs.80 crores will be invested towards sale of
‘Bavla’ business undertaking of ‘INTAS’ as and by way of
‘Slump sale’ which is totally against the letter &spirit of IBC
and the Vapi Unit is being offered Rs.60 crores. But infact, the
Bavla unit as per the valuation report dated 02.01.2016 of
Anmol Shikri Consultants Pvt. Ltd., was valued at Rs.486.86
crores (Bavla) and Rs.274(Vapi).
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Both the plants at Vapi and Bavla are operative and since
operating plant & machinery value cannot be so deteriorated
by CIRP valuers. Only 6 plants in the International market for
manufacturing Carbapenem exist worldwide and the unit of
CD is one of them. Carbapenem is a complex technology and
high growth product. There is no question of having such a
low value for the plant & machinery and the Intangible assets

could never have been valued at zero value.

One of the members of RA (being INTAS had expressed their
intention to buy Bavla Unit for Rs.150 crores saddled with all
statutory dues/debts/out standings and now the value

ascribed for both units being Rs.80 crores.

The CD is a financially distressed company which has “going
concern surplus’ which has not been preserved at all as the
business of the CD is not sold at the ‘real intrinsic value’
(Intrinsic value mean both tangible and Intangible assets).
Under the pretext of resolution process, the assets of CD are
attempted to be transferred for a much lower amount than

‘market value of asset’.

The Resolution plan indirectly paves way for the wealth
transfer to the particular class viz: Resolution Applicants at

the cost of all other stake holders and creditors of CD.

There is no uniform parameter adopted for payment to

Financial Creditor

Under the pretext of warning letters dated 12.08.2016 issued
to CD by US food & Drug Administration (USFDA), the

intangible asset of CD has been valued at zero. The CD has
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been doing their regular business of manufacturing and
exporting generic drugs even after receipt of warning letters.
The turnover of the CD during the CIRP being Rs.80 Crores,
hence it is an error apparent on the face of procedures
adopted by CIRP valuers in arriving at nil value to the
Intangible assets of the CD on the ground of receiving the

USFDA warning letters.

The procedure adopted for valuing Pharmaceutical
Companies is entirely different when compared with
valuation of non-pharmaceutical companies. The CIRP
Valuers failed to value the assets of CD (Both Tangible and
intangible) as per international standards adopted for the

Pharmaceutical Companies.

The comparative chart of Fixed Assets, major two assets i.e.,
Plant & Machinery and Soft IPR Assets are significantly

undervalued to the tune of Rs.400 Crores as below:

S.NO

AUDITED CIRP CIRP ANMOL

BALANCE SHEET | VALUATION | VALUATION | SEKRI'S

(ACCOUNTS) BY DELTA|BY RNC VALUATION
VALUERS (JAN.2016)

20 | 2016 | 2017 | Liquid | Fair | Liqui | Fair |Liquid | Fair
15 | -17 -18 ation | Mark | datio | Mark | ation Mark

- Value | et n et Value |et
16 Valu | Value | Valu Valu
e e e
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Plant 28 | 258. |234. |17.17 | 38.8 | 34.6 |49.5 |435.4 | 529.
and 2. |74 57 5 8 4 5 01
Machin | 91
ery
(Net)
Soft 20 | 201. | 205. | NIL NIL | NIL Was not asked to
IPR 3. |06 66 value
Assets | 09
(Net)
Total 48 | 459. | 440. | 17.17 | 38.8 |34.6 |49.5
6. |80 43 5 8 4
00
Liquid Value (Avg.): 25.93
Crs.
FMV (Avg.): 44.20 Crs.
14.The extract of Minutes of meeting of COC dated 01.11.2018

wherein technical advise was sought regarding deterioration of

value of ANDAS if the warning letters were not cleared. From
COC minutes dated 19.10.2018 and 13.08.2018 state that

members consented to make payment of USD 245600/- towards

GDUFA fee to retain license for export to US & Europe for which

license retained for export to 63 countries. Still the Intangible

assets were not given any value.

15.There are several

key factors for valuating pharmaceutical

companies such as follows;

a) Discounted cash flow

b) Forward P/E Ratio

c) Strategic Exit Factors

d) Biosimilar v/s Generics
e) Risk-Adjusted Net Present Value (NPV)

7




M. A. 1406/2019
In
C.P.197/1&B/NCLT/MAH/2018

16.In a pharmaceutical company, if the Intangible assets are not
valued, the entire valuation of the said pharmaceutical company

will be drastically affected.

17.No proper explanation offered for the inordinate delay in

submission of valuation reports of both CIRP valuers.

Submissions of Resolution Professional:

. The RP is not supporting any particular applicant, nor does he have
anything against any other party to CIRP and is contesting the
present MA on a limited issue of the allegations leveled against the
RP.

. Despite the valuation reports being shared well in advance, no
member of COC including the Applicant raised any query or concern
regarding the valuation except the queries in respect of the goods

under Bailor-bailee arrangement.

. The applicant failed to share wisdom on valuation during the CIRP

process.

. Valuation was conducted in compliance with the Code and CIRP

regulations.

No questions raised by COC Members on the valuation

Despite the valuation reports being shared well in advance, no
member of the COC including the Corporation bank raised any
query or concernregarding the valuation except the queries in

respect of the goods under the bailor — bailee agreement (which
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queries were addressed by the valuers). It may be added that COC
members also had a meeting with the valuers to discuss the
valuation and no valuation related concerns were shared by the

Corporation bank with them.

Valuation was conducted in compliance with the Code and the CIRP
Reqgulations

Hence, the duty of the RP under the Code is not to value the
Company but to appoint the valuers for valuation of the company.
To ensure that the valuers are independent, Regulation 27 provides
that the valuer should not be related to the Corporate Debtor or the
RP.

. The Code further provides for Fair Liquidation value under
Regulation 35 as follows:

“35. Fair value and Liquidation value.
(1) Fair value and liquidation value shall be determined in the

following manner: -

(a) the two registered valuers appointed under regulation 27 shall
submit to the resolution professional an estimate of the fair value
and of the liquidation value computed in accordance with
internationally accepted valuation standards, after physical
verification of the inventory and fixed assets of the Corporate
Debtor;

(b) if in the opinion of the resolution professional, the two estimates
of a value are significantly different, he may appoint another
registered valuer who shall submit an estimate of the value
computed in the same manner; and

(c) the average of the two closest estimates of a value shall be
considered the fair value or the liquidation value, as the case may
be.
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(2) after the receipt of resolution plans in accordance with the Code
and these regulations, the resolution professional shall provide the fair
value and the liquidation value to every member of the committee in

electronic form....”

6. Hence the valuation exercise was undertaken by the registered
valuers in accordance with internationally accepted valuation
standard after physical verification of inventory and fixed assets of
the CD. After receipt of the resolution plans, the RP has to provide
the fair value and liquidation value to COC. If two estimates are
significantly different, the RP can appoint another registered valuer
so that the average of the two closest estimates can be considered

as fair liquidation value.

7. The role of RP is limited to share the values with COC members.
The valuers to be appointed shall be registered valuers and
regulated by IBBI as notified by the Code.

8. The COC ratified the appointment of two Valuers. M/s Rakesh
Narula & co. has conducted valuation in more than 100 companies
and Delta valuers & appraisers LLP has conducted multiple

Insolvency valuations.

(a) There is no process specified in the CIRP Regulations on
format and manner in which the valuation reports are to be
received by the RP from the valuers. Before the 8t meeting of
COC held on 19t October 2018, the valuers shared their reports
in PDF form with the RP and this fact was duly intimated to the
COC members during the 8" COC meeting held on 19t October,
2018.

10
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(b) The resolution plans were received on 31st October, 2018
were opened in the COC meeting of 1 November, 2018 and
hence, the fair value and the liquidation value was shared in
electronic form with the COC members on 6 November 2018

after receiving confidentially undertakings from the members.

(c) For sake of completeness, and to give opportunity to COC
members to review and raise concerns (if any) on the valuation,
the RP informed the COC members on 6 November 2018 itself
that the valuation reports are available for inspection at RP’s

office.

(d) Certain concerns were raised on the aspect of inclusion of
certain goods (under a bailor- bailee arrangement) in the
valuation report of (RNC?) and therefore, a meeting was
organized on 29 October 2018 between lenders and the valuers
in this respect. This issue was also discussed during the COC
meeting on the 24%"December 2018 and only once clarity was

received on this aspect that signed report was issued by RNC;

(e) Soft copies of the valuation reports were also shared with the

members on 4t December, 2018.

9. The figures in the balance sheet for the financial year 2018 did not
provide for valuation of intangible assets. The valuers have
conducted the valuation after physical verification of assets of the
CD. The valuation of intangible assets for the purpose of the balance
sheet is undertaken as per the accounting standard on the basis of
costs and investment made by R&D and intangible assets and does

not reflect the liquidation or fair value of these assets.

11
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10. The Information Memorandum (IM) is prepared by RP on the basis

of balance sheets and accounts.

11. Transaction audit report is submitted by the auditor who is

entrusted the task of valuation of assets.

12. Valuation undertaken by Anmol Shikri in February 2016 refer to fair

market value of assets of CD. He is not a registered valuer.

13. The valuation by ICICI Securities is not a valuation report but a

presentation to attract investor for the Company.

14. Information available online regarding acquisitions in Pharma space
can never be determint of what should be the liquidation value of the

company in CIRP.

15. Valuation is not exact science and based on estimates and

perception of experts who are in the business of valuation.

16. It is incorrect to dismiss the reports of registered valuers.

17. The rectification of warning letters required a capex around Rs.20

crores.

18. Only two Resolution Plans were received for CD. The liquidation
value or fair value conducted by valuers was never revealed to the
bidders (except Omkara ARC who was part of COC and had access to

valuation reports.

19. The Minutes of COC dated 01.11.2018, 14.11.2018, 04.12.2018 &
24.12.2018 recorded the discussion of rationale of valuation, the
bidders provided justification of providing a certain value to the CD

based on their diligence and risk perception such as the market for

12
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carbepenem becoming very challenging and price of carbepenem

having fallen.

Submissions of Committee of Creditors (COC):

1.

The COC is constituted under Sec.21 of the Code and comprises of
all Financial creditors of CD. The COC is required to carry out

decisions for working of CD through voting.

. The most significant role of COC in Sec.30 in relation to voting on

resolution under Sec30(2) requires COC to approve a plan by not
less than 66% of voting share of financial creditors, after

considering feasibility and viability.

. COC is vested with the power to take decisions regarding the fate of

a company undergoing CIRP on the rationale that is an economic
legislation and creditors have the required knowledge and

commercial wisdom.

. This application is untenable and not maintainable and has to be

dismissed. The Resolution plan as approved by COC is under

consideration and approval before this Hon’ble Tribunal.

. The scope of judicial intervention is restricted to the conditions

mentioned under section 31 of the code, the code specifically
empowers the financial creditors to make commercial decisions
through their vote and such decisions are not ordinarily subject to

judicial interference.

. The Adjudicatory Authority is not empowered to grant such

declaratory reliefs as sought by the Applicant. Sec. 60(5) (c) lays

down that this Hon’ble Tribunal has jurisdiction over any question of

13



M. A. 1406/2019
In
C.P.197/1&B/NCLT/MAH/2018

law in relation to the proceeding arising out of Insolvency resolution
of CD.

7. COC has followed due process.

8. The Registered valuers provided reasoned reports.

9. COC does not have the technical knowledge and/expertise either to
carry out a valuation process or to delve into methodologies and

manner of valuation carried out.

10. CD is facing warning letters issued by USFDA.

11. The value of assets mentioned in the financial reports of a company
mentions book value and whereas the value of the assets derived by
the valuers under the code specifically requires for determination of
fair value or liquidation value. Therefore, the main contention of the
applicant that the valuations provided by the valuation reports are
incorrect in view of the value assigned to them in the audited

financial reports of CD in the preceding years.

12. The investment of CD into development of products and molecules
have been classified as ‘Intangible assets’ under development which
includes investment carried out towards ANDA and DMF approval.
Therefore, it is not the value of the Intangible Asset which can be
equated with the liquidation value. The COC had reviewed the

valuation reports in their commercial wisdom.

13. The valuation is not exact science and the technical expertise

cannot be challenged before the courts without strong evidence.

Submissions of Successful Resolution Applicant:

14



M. A. 1406/2019
In
C.P.197/1&B/NCLT/MAH/2018

. Jurisdiction of the Tribunal under Sec.30(6), the plan as approved by
COC has to be placed before the Tribunal for approval under Section
31 of the Code.

. It is within the four corners of Sec.31 that this Hon’ble Tribunal
exercises jurisdiction in deciding whether to approve or reject the

plan.

. Valuation of CD is dependent on the potential commercial profit/cash
flow that can be earned by commercializing the products
manufactured in that unit. The end products manufactured by the CD
has seen a decline in commercial potential over the last few years
due to increasing competition in the market, thus affecting pricing
and ability of players to take market share. Hence the potential
return on capital invested for any incoming investor has consequently

declined.

. The regulatory action by the drug authorities from developed
markets has led to substantial loss in value of companies. Such

actions impact existing sales and impacts further approvals.

. The CD has filed Abbreviated New Drug Application (ANDA) in 2013-
14 and are still awaiting approval from USFDA.The commercial

potential of these drugs is limited.

. USFDA had undertaken inspection of Bavla & Vapi units in March
2014 and thereafter issued a warning letters in 28.09.2015, there
was re-inspection in 2015, which failed due to non-compliance.

Second warning letter was issued in 2016.

15
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7. Vapi unit received warning letter on 12.08.2016 and upon re-
inspection by USFDA in September 2017, non-compliance was
confirmed. May 2018 Diligence team EIR dated May 2018 asserted

that Vapi unit is unacceptable for supply to US markets.

8. The book value of CD has not recorded the impairment impact of
the delays due to regulatory actions on manufacturing facilities and

intangible assets of CD.

9. Intas value to buy Bavla unit for Rs150 crores was based on certain
assumption which were to be verified during due diligence process
namely:

a) availability of regulatory submissions/ approvals and
correspondence with relevant regulatory authorities in all
countries to the extent they are relevant for commercializing
the products;

b) maintenance of valid and active ANDA, NDA and product
registrations by Corporate Debtor as required;

c) manufacturing unit

d) its complaint with relevant regulatory requirements;

e) Conduct of business in ordinary course up to and including the
completion of the transaction (buy out of the Bavla Unit);

f) Evaluation of pipeline of products;

g) Completion of inspections of relevant manufacturing sites by
Intas Technical and Management team as well as Good
Manufacturing Practice("GMP”) Audit of these facilities;

h) Current trading information which should confirm year ending
March 2018 expected results;

i) Full disclosure details of all employee details related to

individuals.

16
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10.Pursuant to the expression of Interest under the current CIRP

Process in the year 2018, a detailed commercial, legal technical, tax

and real estate diligence (“Diligence”) was undertaken. The brief

findings of the technical team of Intas are as follows;

(a)

(b)

()

(d)

(e)

(f)

all research and Development and Analytical Development
activities have stopped at the Bavla unit;

several quality control instruments, stability chambers are
under breakdown condition;

currently all sites of the Corporate Debtor are under FDA’s
warning letter.

Cephalosporins and Non-cephalosporins API units are in total

shutdown condition and the utilities are very old and in a non-

operational condition.

Bavla Unit needs changes as committed to MHRA
(Medicinesand Healthcare regulatory Agency- UK) like
modifications in filling line to add Glove ports, interlocking of
doors and extension of LAF (Class A) in 2-3 areas. This will
require a period of 12 months to restart the facility for
manufacturing as the required modification is to be
completed and requalification of the area, water systems,
calibration, media fill is required to be undertaken.
Formulation facility in the Bavla unit was designed and
executed by Biopharmex, Israel based company as Turnkey
project. Project of approximately INR 4-5 crores is pending,
therefore, Biopharmexhas blocked passwords of Building

Management system and Process equipment.

11.Further, during the Diligence, there were certain observations which

were made pertaining to the operation, land, sales of the Bavla unit

which are as follows;

(a) Normalized Working capital is not available, and the

operating

17
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losses have to be funded by Intas to the tune of INR 25
crore,

till the unit becomes fully operational and self-sustaining;
Additional capex of INR 30 crore was estimated by the
Intas technical team to get the asset operational and able
to supply to the regulated markets as pert GMP
standards;

Out of the total Bavla land:

- 10 % of the land has clear and marketable title;

-37 % of the land has agricultural status;

-53 % is under litigation and does not have a clear and
marketable title.
There are various Legal issues pertaining to non-
compliance under the applicable laws;

World Health Organization and Local FDA licenses have
expired since April 2017;
As mentioned hereinabove, ANDA Approval for the two
carbapenem products has been pending since January
2015 and December 2014 respectively, as the warning
letters are issued. Therefore, the technical team has
estimated an additional investment of INR 30 crores as
additional capex requirement to complete infrastructural
modifications required and other tasks for obtaining the
said approvals.
The carbapenem sales of the business reduced from INR
58 crore in Financial Year, 2017 to INR 14.7 crore in
Financial year, 2018 and hence the losses widened;
The sales price realizations of key carbapenem product
(viz Meropenem) in Europe (which is primary market)
reduced by more than 40 % during this period, thus
affecting the business case.

12.The applicant has made allegations against two valuation reports,

but has not produced any independent valuation report by

registered valuer to show that valuations made were incorrect in

any way.

13.The Successful Resolution Applicant attended various negotiation

meetings and revised/modified the resolution plan and improved

their offer.

18
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14.The plan of the Resolution Applicant was thus approved by the COC

with process advisors after due evaluation and consideration.

15. Further, the said plan submitted by the Successful Resolution
Applicant was commercially viable as:

(i) the Successful Resolution Applicant is investing capex and
working capital and hence return of such investments would
only be by operating the facility by reviving it.

(i)The successful resolution Applicant has shared financial
projections of 3 years to COC and Resolution Professional which
justifies the cash flows and entire feasibility of the acquisition
and this also covers the interest cost of ARCIL which is already
taken into account.

(iii) In case of Shamrock and ARCIL, Shamrock has provided
required security as well as given personal guarantee which
speaks about the positive revival and turnaround of the
Corporate Debtor and the unit.

(iv) Shamrock and Intas are already in the field of
Pharmaceuticals and have experience and expertise to revive
both the units.

(v)Business projection for the next 3 years is given in detail and
sets out of projections for the ongoing products in concern their
sales, volumes etc., based on which the projections have been
made and arrived at. These projections are in line with the
existing assets on ‘as is’ basis as well as the Capex that will be
invested in the unit are in line with the previous track record of
the Corporate Debtor when the Corporate Debtor was doing
well and hence these projections are very much possible,
realistic and conservative.

(vi) The successful Resolution Applicant plan ensures that the both

units of the Corporate Debtor, i.e. Vapi and Bavla unit is

19
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revived and the business is maintained. Further, the jobs of the
employees/ workmen in Vapi unit shall continue and the
consenting employees /workman of Bavla Unit shall be
transferred to Intas without any break or interruption in service

and the same is specified in the said plan.

17. The applicant never raised any grievance pertaining to valuation or

slump sale of Bavla unit during the COC meetings.

18. Intas is acquiring Bavla unit and that CD will execute business
transfer unit in favor of Intas(BTA). The execution of BTA is
beneficial for the business of CD and in the interest of all
employees. The interest of all employees/workman of Bavla unit.
Intas being a leading Pharmaceutical Company will require to

infuse Rs.50 crores as capital expenditure to revive Bavla Unit.

Submission of Unsuccessful Resolution Applicant (Consortium of
Omkara ARC and Raj Chemicals)
1. Under the provisions of IBC, the adjudicating authority is
empowered under section 61 to adjudicate upon the issues arising
out of IBC.

2. NCLT exercises the dual role being a quasi-judicial Tribunal form to
exercise jurisdiction in relation to proceeding under Companies Act,

2013 and the matters arising out of IBC.

3. The adjudicating authority under rule 11 of the NCLT Rules has

inherent jurisdiction which as follows;

"Inherent powers — nothing in these rules shall be deemed to limit

or otherwise affect the inherent powers of the Tribunal to make

20
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such orders as may be necessary for meeting the ends of justice or

to prevent abuse of the process of the Tribunal”.

. The issues relating to valuation of assets of the CD has been
captured in the minutes of the meeting dated 19.10.2018,
29.10.2018, 01.11.2018, 04.12.2018, 24.12.2018, 26.12.2018.

. There was a confusion as to when the final valuation reports were
prepared. The minutes of the meeting of the COC held on
19.10.2018 record that the valuation report from Delta Valuers was
final, yet the minutes of the meeting held on 24.12.2018 record
that it was only a draft valuation report. However, within an hour
they agreed to handover the draft valuation report as final report

despite not having any documents as sought for.

. On the onehand the valuation report attributes nil value to the
intangible assets of the CD, however, on the other hand the COC

infuse money into the CD to renew his licensee.

. The adjudicating authority while approving the Resolution plan
under section 36 and 31 of the I and BC would have to satisfy itself
that the Valuation repot prepared by the approved valuers were
done after following the procedures set out in I and BC and the

regulation therein.

. The adjudicating authority cannot question the commercial wisdom
of COC while approving the plan but the adjudicating authority has
to come to an independent conclusion that the Resolution plan is

not in violation in provisions of the IBC.
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9. It is the duty of adjudicating authority to exercise the judicial
powers and discretionary powers vested in it to call for any
information as if may require to satisfy itself that any particular

resolution plan is compliant with the provisions of the IBC.

10. There exists enough material on record to suggest that there is
some amount of confusion as to the valuation of intangible assets of
the CD and it cannot be prejudicial to any person / entity / stake
holders if adjudicating authority exercises its discretion and
jurisdiction to call for an independent valuers report in a sealed

cover.

Submissions of the Promoter:

1. The CD has two plants which are operative and the valuers have
valued an entire Company’s plant and machineries at Fair Market
Value (Avg.) of Rs.44 crores and Liquidation Value (Avg.) of Rs.26
crores, which in the past valued by bank’s (Joint Lender Form)
appointed valuer consistently thrice (2013, 2015 and 2016) at Fair
Market Value (Avg.) of Rs.536 crores and Liquidation Value (Avg.)

of Rs.441 crores.

2. The present valuers may lack the expertise to value the
Pharmaceutical plant for its tangible assets, technology approval,
soft (IPR) assets etc.

3. The Carbapenem Sterile plant at Bavla is not used and the value
has not deteriorated. This is one of one of the only six plants

available in international market.

4. Intas has opted for Bavla unit which consist of five units namely;

a. Cephalosporin API Manufacturing Unit,
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. Non- Cephalosporin API Manufacturing Unit,

R & D Centre Unit and

. Carbapenem API Manufacturing unit,

. Carbapenem Sterile Injection Formulation Manufacturing Unit.

Biopharmaxhave estimated value of Carbapenem Sterile
Injection Formulation Manufacturing Unit at US $ 15 million (i.e.,
Rs. 105 crores), which is just one of the 5 units at Bavla,
Ahmedabad, Gujarat.

So, there is no question of having such a low value even in the
remotest possibility for an entire company’s plant and
machineries at Fair Market Value (Avg.) of Rs. 44 crores and

Liquidation Value (Avg.) of Rs.26 crores.

5. The CD’s assets have been subjected to the valuation process and

thus arrived at a comparative chart of Fixed assets, plant and

machinery and intangible assets.
6. The soft (IPR) assets of CD consist of;

a.
b.

ANDA/FDF Approval- License to participate in formulation;

DMF Approval- License to participate in API (Active Pharma
Ingredients / Bulk Drug);

Technologies to manufacture API/Bulk drugs/intermediates of

bulk drugs;

. Customers Approvals to source API and / or formulation from

CDs;

. Market Penetration-as each country has different regulations for

approval;
Each component of above Soft (IPR) assets has an independent

significant value, which should be given weightage and valueby

the valuer;
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7. The warning letters issued by the USFD authority on 28.09.2015
and 12.08.2016 is in respect of US market and no other foreign
market. The CD is allowed to sell its products in the US market and
13 ANDA applications shall be cleared post curing of warning letters

at a minuscule cost of Rs.12-15 crores.

8. COC had appointed technical consultants Mr. Vijay L. Kriplani who

advised them about the cost of curing.

9. In case of SDR process, E&Y External Consultant appointed by the
banks’ JLF (Joint Lenders’ Forum) had mentioned Fair Value of
Intangible Asset as Rs.106 crores in its SDR Discussion Documents
(Refer page no. 9) prepared for the banks. Hereto annexed and
marked Exhibit "D” is SDR Discussion Document prepared by E and
Y in February, 2016.

The Valuation Evidence

Valuation Report and Methods

Valuation report submitted by two registered valuers appointed by

the Resolution Professional;

Reports submitted by the Mr. Rakesh Narula and Company

Current Assets:

1. The valuer has based their opinion on the information as available
in peroxisomal financials as on 31.03.2018 and other details as

provided by the management. The working valuation is tabulated as

follows;
Particulars Amount as | Fair Value Liquidation
per financials | (Rs. Value (Rs.)
as on
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31stMarch,
2018

A. Intangible 20,576.22 NIL NIL
Assets

B. Non-current 4.75 16.61 16.61
Investment

C. Long- Term | 8,803.21 NIL NIL
Loans and
advances

D. Other non- | 1,268.71 NIL NIL
current assets

E. Inventories 3,564.98 611 550

F. Trade 2,688.65 701.34 588.06
receivables

G. Cash and | 337.27 94.36 94.36
bank balances

H. Short term | 385.51 NIL NIL
loans and
advances

Total 37,629.3 1423.31 1249.03

Details of intangible assets provided financials as on 31t March,

2018 are as under;

Sr. no. Particulars Amount as per Realizable
financials as on Value (Rs.)
31st March,

2018 (Rs.)
1. Technical Know | 11.87 Nil
How
2. Process Know | 1336.08 Nil
How
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3. Intangible 19,228.27 Nil
Assets Under

Development

Total 20,576.22 Nil

Reasons for valuation for intangible assets

It has been informed to us that intangible assets are mainly
expenditure incurred on research and development on products to
be sold in regulatory markets. Company has submitted 52 DMFs
and 21 ANDAs with USFDA (regulatory authority in US). At present,
USFDA has issued warning letter due to company’s failure to comply
fully with regulatory conditions. Also, ANDAs approval is on hold
due to warning letter issued to the company. Since the warning
letter is in public domain, it has adversely impacted exports to
regulatory markets. Due to non-compliance of warning letter,
USFDA can issue import alert at any time and in that case, export
would be completely stopped and USGDA approvals to plant and
products will be affected for next 4-5 years.

Further, pharma companies producing formulations are reluctant to
refer to company’s DMF’s since the warning letter has been issued
against the company by USFDA.

Based on above details provided to us, in our opinion fair and

liquidation value of intangibles of the company is NIL.

Reports submitted by the Delta Valuers and Appraisers LLP

Basis /Method of Valuation
Intangible assets
Intangible assets Fair Value (Rs) Liquidation Value (Rs)

Intangible Assets - -
Intangible assets under
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Development - -
Total - -

The intangible assets comprise of Technical Knowhow and
Process knowhow amounting to Rs13.47 crores and R&Dcosts for
molecules as Intangible assets under development amounting to
Rs.192.28 crores. However, the FV and LV have been considered as
zero since the company has received a warning letter from USFDA
authorities for its products and plants. The warning letter has kept
approval of ANDAs on hold and has also adversely impacted the
company’s exports to regulatory markets. The USFDA authorities
can issue IMPORT ALERT at any time due to noncompliance of
WARNING LETTER. In such cases exports would stop instantly and
USFDA approvals to plant and products will be affected for the next
3 to 4 years. In such a situation, it is not possible to make an

assessment of commercial value of ANDAs / Intangible assets.

Question of law

1. Whether the adjudicating authority has the jurisdiction of judicial
review and appoint an independent valuer to conduct fresh
valuation of Intangible assets of CD?

2. Whether there is any error apparent on the face of valuation
reports submitted by the two registered valuerscontrary to the

accounted balance sheets of the CD for the year 20187

. Scope of Judicial Review

The scope of judicial review is drawn from Sec.30, Sec.31 read with
Sec.60(5)(c) and the ratio laid down by Hon’ble Supreme Court in
its recent judgement in Committee of Creditors of Essar Steel India
Limited v. Satish Kumar Gupta & Ors. (2019 SCC Online SC 1478)

Section 30: Submission of resolution plan:
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(6) The resolution professional shall submit the resolution plan
as approved by the committee of creditors to the Adjudicating
Authority.”

Section 31 of the IBC as follows:

31. (1) If the Adjudicating Authority is satisfied that the
resolution plan as approved by the committee of creditors under
sub-section (4) of section 30 meets the requirements as referred
to in sub-section (2) of section 30, it shall by order approve the
resolution plan which shall be binding on the corporate debtor
and its employees, members, 3[including the Central
Government, any State Government or any local authority to
whom a debt in respect of the payment of dues arising under any
law for the time being in force, such as authorities to whom
statutory dues are owed,] creditors, guarantors and other
stakeholders involved in the resolution plan.

Section 60(5) of the I and BC as follows;

(5) Notwithstanding anything to the contrary contained in any
other law for the time being in force, the National Company Law

Tribunal shall have jurisdiction to entertain or dispose of—

a. any application or proceeding by or against the corporate debtor

or corporate person;

b. any claim made by or against the corporate debtor or corporate
person, including claims by or against any of its subsidiaries
situated in India; and

C. any question of priorities or any question of law or facts, arising
out of or in relation to the insolvency resolution or liquidation
proceedings of the corporate debtor or corporate person under this
Code.
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1._Legal Principles and ratio cited in recent judgement of Hon’ble
Supreme Court in

In Committee of Creditors of Essar Steel India Limited v. Satish Kumar
Gupta & Ors. (2019 SCC Online SC 1478)

"Thus, it is clear that the limited judicial review available, which can in no
circumstance trespass upon a business decision of the majority of the
Committee of Creditors, has to be within the four corners of Section 30(2)
of the Code, insofar as the Adjudicating Authority is concerned, and
Section 32 read with Section 61(3) of the Code, insofar as the Appellate
Tribunal is concerned, the parameters of such review having been clearly
laid down in K. Sashidhar (supra). 43. However, Shri Sibal exhorted us to
hold that K. Sashidhar (supra) missed a very vital provision of the Code
which is contained in Section 60(5) of the Code. Section 60(5) reads as
follows: "60. Adjudicating Authority for corporate persons xxx xxxxxx (5)
Notwithstanding anything to the contrary contained in any other law for
the time being in force, the National Company Law Tribunal shall have
jurisdiction to entertain or dispose of— (a) any application or proceeding
by or against the corporate debtor or corporate person; (b) any claim
made by or against the corporate debtor or corporate person, including
claims by or against any of its subsidiaries situated in India; and 68 (c)
any question of priorities or any question of law or facts, arising out of or
in relation to the insolvency resolution or liquidation proceedings of the
corporate debtor or corporate person under this Code.” It will be noticed
that the non-obstante clause of Section 60(5) speaks of any other law for
the time being in force, which obviously cannot include the provisions of
the Code itself. Secondly, Section 60(5)(c) is in the nature of a residuary
jurisdiction vested in the NCLT so that the NCLT may decide all questions
of law or fact arising out of or in relation to insolvency resolution or
liguidation under the Code. Such residual jurisdiction does not in any
manner impact Section 30(2) of the Code which circumscribes the

jurisdiction of the Adjudicating Authority when it comes to the
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confirmation of a resolution plan, as has been mandated by Section 31(1)
of the Code. A harmonious reading, therefore, of Section 31(1) and
Section 60(5) of the Code would lead to the result that the residual
jurisdiction of the NCLT under Section 60(5)(c) cannot, in any manner,
whittle down Section 31(1) of the Code, by the investment of some
discretionary or equity jurisdiction in the Adjudicating Authority outside
Section 30(2) of the Code, when it comes to a resolution plan being
adjudicated upon by the Adjudicating Authority. This argument also must

needs be rejected.”

“46. This is the reason why Regulation 38(1A) speaks of a resolution plan
including a statement as to how it has dealt with the interests of all
stakeholders, including operational creditors of the corporate debtor.
Regulation 38(1) also states that the amount due to operational creditors
under a resolution plan shall be given priority in payment over financial
creditors. If nothing is to be paid to operational creditors, the minimum,
being liquidation value - which in most cases 74 would amount to nil after
secured creditors have been paid - would certainly not balance the
interest of all stakeholders or maximise the value of assets of a corporate
debtor if it becomes impossible to continue running its business as a
going concern. Thus, it is clear that when the Committee of Creditors
exercises its commercial wisdom to arrive at a business decision to revive
the corporate debtor, it must necessarily take into account these key
features of the Code before it arrives at a commercial decision to pay off
the dues of financial and operational creditors. There is no doubt
whatsoever that the ultimate discretion of what to pay and how much to
pay each class or subclass of creditors is with the Committee of Creditors,
but, the decision of such Committee must reflect the fact that it has taken
into account maximising the value of the assets of the corporate debtor
and the fact that it has adequately balanced the interests of all
stakeholders including operational creditors. This being the case, judicial

review of the Adjudicating Authority that the resolution plan as approved
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by the Committee of Creditors has met the requirements referred to in
Section 30(2) would include judicial review that is mentioned in Section
30(2)(e), as the provisions of the Code are also provisions of law for the
time being in force. Thus, while the Adjudicating Authority cannot
interfere on merits with the commercial decision taken by the Committee
of Creditors, the limited judicial review available is to see 75 that the
Committee of Creditors has taken into account the fact that the corporate
debtor needs to keep going as a going concern during the insolvency
resolution process; that it needs to maximise the value of its assets; and
that the interests of all stakeholders including operational creditors has
been taken care of. If the Adjudicating Authority finds, on a given set of
facts, that the aforesaid parameters have not been kept in view, it may
send a resolution plan back to the Committee of Creditors to re-submit
such plan after satisfying the aforesaid parameters. The reasons given by
the Committee of Creditors while approving a resolution plan may thus be
looked at by the Adjudicating Authority only from this point of view, and
once it is satisfied that the Committee of Creditors has paid attention to
these key features, it must then pass the resolution plan, other things
being equal.”

Therefore, upon conjoint reading of Sec.30, Sec.31 with Sec 60(5)(c) of
IBC and the ratio laid down in the judgement cited supra, I am of the
opinion that the adjudicating authority has the jurisdiction of judicial
review and appoint an independent valuer to conduct fresh valuation of

Intangible assets of CD.

. Four essentials factors to be relied upon while considering

whether the valuation of Intangible assets needs to be ordered:

a. The balance sheet of the CD for the year 2017 and 2018. The

accounted balance sheet for the CD for the year ending on
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31.03.2017 and 31.03.2018 declared the intangible assets as

follows;

Notes As at | As at
31.03.2018 in|31.03.2017 in
Rs. (lakhs) Rs. (Lakhs)
Assets
Non-current
assets
Tangible assets 11 32,536.09 35,548.74
Intangible 12 1,347.95 1,516.29
assets
Intangible 19,218.55 18,589.41
assets  under
development
Non-current 13 4.75 558.47
Investments
Long term 14 2,983.33 9,783.16
loans and
advances
Other non- 15 5.11 1,479.31
current assets
56,095.79 67,475.38

b. This was the basis for valuation in the information memorandum,
contrary to that the valuers as appointed by the Resolution
Professional assigned nil value to the intangible assets on the sole
premise that warning letters dated 28.09.2015 and 12.08.2016 were
issued by the US FDA authorities can issue IMPORT ALERT at any

time due to noncompliance of the same.

32



M. A. 1406/2019
In
C.P.197/1&B/NCLT/MAH/2018

c. The applicant filed warning letters issued to CD and the warning

letter contemplates as follows:

IN THIS SECTION: W‘arning Letters

-WARNING LETTER
Unimark Remedies Lid.
28/09/2015
Rccipierit: )
Unimark Remadies | 1d
Unitad Slates
lssuing Office:
Craler for Drug Evaluation and Research f‘“
~ yniled Stales ' %
- )
i 384

rd 'y " . . : s, o
i -/( Depariment of Health and Human Services ¢

s

Public Health Service
" Food and Drug Administzaticn
Silver Spring, MD 20943

Warning Letter

VIA UPS :
WL: 320-15-17

Seplemaer 23,2015

84: tAehyl J. Parekh

+ #anaging Drreciar
Unimark Remedies Lid.
Caterprise Cenlre, 161 Floor
0ir. iehry Road -
wils Dzrle (€), Mumbar 400 059
Irg:a '

‘FEI¥ 2005202703

[ear br. Paierh
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‘Durieg ow Harch' 21, 2074 inspaction oi you: sharmzcenticsl manufactering facilty, Unimzrk Remedies Lid., located at 337 Karaia
Maisarover Ruad, Kerzla Village, Saviz, Aheredabad U-sl--*' Incia, 2n investigator from 1he U2 Food ang Drug Administraticn (FOA] identifivd
sienidicant Jeviatiens from cutrent good n-a'-u-a::ul-nﬂ praclice ("GMP) for ihe mz'\u!a*ime ol aciive pharmaceutical ingredients (APIsi.

inase deviations cause your 4215 lo be adute:a'ec' wilhin the meaning of Section 501{a}(2}(3} of the Federal Food, Drug. 2nd Cosmesic Act
PSS AC), 21 U S €. 351{aH2)(B). The meilods used in, a the facililies of consiols used (or, “hait manufaciure, processing, packing, or

Ealting de noi confarm 10, or are a0t aperaied o administered in sonformity with, CGMP.

8 & » ' . :
e acknow Ie.-g— rezeipl of vour respoases dated April 6, 2014, June §, 2014, Seziember 15, 2014,-and November 28, 2014, We nolz thel they
tagk sufficient zemreauve actions K E

SQurinvesigala: chsaived speciic CGMP cle-:éai!_nns duting the Inspection, including, but noi limited 1o, the following.

1. Failure to decoment production and analytical mu:.g activities at the time they are perlormad. ’

DenIng Qut nEp26ticn, we Tognd !hzl testiesulls nnd ather entties in the production recerds were ol eater2d while batches were 1o groduchor,
2 exairple, -

2. Treinvesngaie abserved (b){4) bateh {b)(4) pradicting on March 1€, 2014, The siar: and siop times ané {b)(4) {01 Step z(h)(4) were nut

recorded of s:gnzd in the beich recard comzmperanecusiy. ' ’

5 Farur b){4) producis relurned dug 1o the presence of extraneous threads, the iniesﬂ;' et found many incansistencies in you

raprocesmng daich 1zconds. Speciiically, cperators signeg baich recerds for peiiods wiien shiey were not in your faciliy, ingicaling thesz

zCtivities werz documerted Ly persennel who did not patferm them. During 1he inspeclion, znd in your wrilien r23porses, yeur menagers

a:r'-l'r( tha: the baich receids were crealed a ‘cr th2 manufactusing process.

¢ #awertesting records {cf sznclinq poin: (bj{4) on Ma:ch 19, 2014, warz incomplete, S:;ecxfxcally th2 znalyet did no! reccrd goservations &t
@ m3adecn March 13, 2012, Yeu: microbislagy recerds did neticentily who prepared the samples, wher hey began |

thie me "\ew
inZuhaung, who :ezd the samples, o wh—r. ne samples were read. .

s 2eaonses 1o ihesz FOA 433 coservatiors, yoar" anuizcluring stz 6'¢ nzi 2xiibit 2c0eptable Gocumentalion p 1
sk nzglzciee Frzwork, However, your management is rescarsible for reuting pversicht of mzaulasiuning and
ies oF op2raidrs and ciher personnel, and youl res ans52s U0 nol addross he fzilureof -rm.aga- an
- ihe figwsu _.".u-ruer’h cediny system. : 3 . ; ; >

i rlm; :h.'.- &C

< ietin, cenduct 278 2revide the tesults of a compishensive invasiigation iste you: poot documentation practizes. Your

agestigation snoutd 3dcress the s 1 your quality sysiams and ."nznaue'nm ovérsighi thai led to thzsz sericus deficiencies. Frovica vuur
Mians 1o 1evise your precodures o thal all TEKP eperations 2re do"umemed al the lime they.accur: Also provide your plans to “ewse your
arceeduras 30102 you preseive ongingi of true capies of datain 1ae balch records, Aleo prgvide your precedures ic :cdmsm CevIatons
i1orm accepiabie Socumenizlion praciices, mciuding vrzining and oversight of persennel whoss Guiies require praparstion and teview of A
reso1ge @ @ .

In :psponse 1o 2hi

2. Féilure fo prerm qnaulhorized aceess of changéx to data and o provide adequate controls to prevent omission of data.

Cour laharatsiy :,'5:e1's lazkzd zocess convols 1(7, prevent 1w dzia from beu'.g deleted or 2itered. For exzmaie:
C & dunng ite:ssgection, we noted iatyoy l:aJ N uniquz usrnzmes, passwords, or user access levels for analysts on multipie iadoratery

ms. Ll laparatory en‘ployee' were greated full pllv.lﬁges to the computar systems. They could celere ar alier CheoImalagrams, meinacs,
sation paramelers, ang Gata acquisiticn da'e znc time qamp& Youused ¢zla generaled by lhese unprotected ard vncr-uvnlle sysien's

iz L‘li.‘l'J.l" Avicu "'Y . ? =t

vs!

5 kuitpls m::;un\en:s hzg no audit traif functions 10 recdi¢ data changes.

fe zoknyy wledge ,-ow commiiment 19 fake corfentive, actions and preventive 2c1:ans 10 ensure tha your laborsitty instuments and systems
o m,) semphizot by Jaruary 15, 2615 1n response 10 this leilzr, provide 3 copy of yout system qualfizztipn o Jemonstrate that your

13 syslems prevent Ceielion and ziteration of elecironic d3ta. Describe sieps you will ake fo.q . installing tetie: ;y.».'mms o

i) 1l v qualification efforts deterniae that the cutrent syster inftasyuctuie €025 aod rssura a¢zguale data mlegriy. Sxplam th
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'
’

archivzl precess yow firm has impleniented 10 address lhese issues a'\d hm-: jou will evaluate the effectiveness of these corrections. Provide
a detailed summaly of lhe steps, mken 10 1rain your pe:sonnel on the proper us2 of computerized syslems

3. Failure to maintain complete data derived from all testing, and fo ensure compliance with established spécllicalians and standards.
Because veu discarced neca mr) rhrvm1|ogr5pl1ic information such as integralion paramelers and injection sequances from test records, you
relied an incomplete records 1o evaluate tha quality of your APls and to determlne whether your APIs conformed with established
D“c-hc\lnns ang standards. Fm example:

.

4. During the irspection, the mvesugalor found no proceduus for manual Inlegtanon of rewew of electronic a1d printed analytical data for (b)
{4) stazilily samoles. Elecironic integration narameiers were not saved ot reccrded mxnually Vihen the nex! semples were anzlyzed, the
previous paramelers were overwritlen during the supsequenl analyses.

b. Weiounc thil same analylical lesiing dala was icadequalely maintained and revlewed.

i° VourHPLC W co.-'\pum files mc!uded raw daia lot undocumented (b)(4) stablhly sample: analyted an Derember 30,2013, but o
indication of whare thase samples came from and why they were tested.
© i Inadatzlil lcld.r created o.. May 22, 2013, 23 chromalograms were identilied as stability samples for (b)(4) lots (b)(l) anc (b)
(4) Resul:s were ot nncumrmcd Mme imporlantly, the ncumsulon ¢ate was Jul/ 7.2013, more Ihan sicweeks aller (he samples were
wa o
i, (b)(4) lots (b)(4) anct (b)\i) viere aot in your stability sludy res ords 3l the timz of m«'pechon Additionally, ﬂ'ere were no log noles
of any szmples fam the taree lols remosed irom the (Iablhly chamber, - . .
vrarzsponded fhat Tthe piohakie rzasoe ior s inconsi}lency in G313 acquisition was due'ta soma malfunclion in the computer system at the
ume of data acqusiion.” Your raspons2 is madequate because you have.provaded reither evidence 10 suppent this cancluslon nas 3
retraspectiee renicw of Jhe eifects vour incomplete analylical data recerzs may have had on your evaluaiion of API quality.

I iezponse 1o ‘s letter, previds yaur revised procedures: “znd descuibe s|=ps';cu have idien 1o retrain employe2s to ensure }elsnuon ol
camplgse slectraniz rav £ata it &l [abozatory inslrumeniation anc equipment. Al§e, provide a deyziled description of the :esccnslbmu-s cf
sear gualiy caniiol labicraiory management, and CUahll 2ssurance unit for perf:m‘mg nﬁél)’l‘fﬂ' dala revnew awi assuiing integtity (mclucmg
rezcncriabyiity] of all 4ot genma ed by your Izbmalcry

/

4, Failure to properly mainlzin bm'ldings and Iacilin'es used in the manufaclure of intermediates and APls in a clean condition.

Vie saw evidence of pests in vou} Iaciliw For example, when'vse inspected your. (51(4) block, the (b)(4) manulécluring building was not sealed
agains! pests. There were s»gmhcarl qap in the (b)(4) leval, where mptrg antered hom outside. The investigator observed what appeared 1o

be a bird's n2st near the ceilking. On March 18,2014, the investigalor saw bird feces on a rack and on 2 bag of (b)(4) in the general raw material
warehouce 42. On the same day, th investigator saw 3 lizard in the general fav material warehouse #1.

Your fizm did nol have written procedures for pest conlrol, According Lo your respenses, you performed corrective aclions or: the facility.
Hov:ever, you did not 1clude any assessment of polential damage to your products. |,

N

Proper building design and mainterance, including operator iraining in prescribed cleaning and maintenance procedures afa required elements
of your facility’s operations. In respansz to this lctter, provide delails of your pest prevention and control pragram and provide Lhe results of
your review of the elfects of the presence of pests in'your Iacnl-ly on API quality.

\

Summary

The exzmples in Lhis letier 21e senuus CGMP deviations. Your qualily-system does aol adequatcly ensure lhe accuu..v andi mleqruy ol data
genaated al yout facibly 1o support he safety, effectiveness, and quality of the drug products you manulacture.

9 i
vie swargly recommend thel you hire a qualified third-pany audiio'lron sultant with: expertence in dr;leclmg dala nnleqmy croblems 10 help you'

o (3 g .
corrply vz1h CGMP requirements, iiowever, .1 is vour (espon!.lblhl) 10 ensure that any 1 mil -parly-audit evaluales your sophisliczled electranic
systems and their vilnzaability so aa’a tnlegrisy manipulation .

n s2spanse 1o (bis letler, provide ‘ SR . m
: : | AN T a
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H plete 2valuation of the extent ol inacei EGes 13y Al reported dats. incluée 2 ¢e|giied sglion plan tc investigal? the 2xient of your
Apticient { acumentzlion practices nuled sbeve. '

fen invzsuqanon iate 1ot 2auses of the dale inlegrily problems, incluging but rat Emited (¢ independent interviews of
cuneat ang fammer epleyees )

3.0 Acish assesament of the effeas ¢f these Jeviat cng on daia submitted n any penditg drug anplications,

1A compretensive management stiategy o address these e serious issues, includisi the detivls ol your Sarezciive action aad prevantive
398 Pats. -

2t Acpani of yous comechive ZChiar ana preventive clion plan, describe the comprehensive actions you have takan or wittane o
¢ :2hity. Contzetiag yeur customers, recalling product, canducting addit-onal tests, 2dding lol numbers ic vaur stabiliy
L1612 S 20 MENIT0NNG COMpiants May D2 ameny 1h2 sieps. ’

a1 alzoenziude 10 vou: COMEStvg aChd o 2ad preveniivg aclicn plan, & seclinn descrinieg 12e actions yau have iaken ¢7w: HEETTR
Sievent iz recurieace of CGMP Jeviziiens, including breaches of ata irtegruy. Revi
£3ZIS, &nd lizining of l:-ll.‘-_:nmg aersoniel may be among the st eps

ing arecedures, implementing n2w svsiems an'.:'

The devaiang £ 1ed in T felter B1e nol: n-e1d= ie be en 2l mf‘l\.swﬂ 131 of devialions h 1 st 21 505

1 fecilily. You 27e "zeponzible ior
caterrariag te czeses of the Senzuons inaathe 5a v zag 01 p:evenlmg then recunencs g the stuuirence of other Seviaimns. "

'

i, 33z seslt oi razawil

sis letter z: fo other ‘zasons, yeu zre considering 3 cecigion tha sould radyce tivz rember or velume of 2Ciy
ingredienie Srocuces oy o manuiaciuing fagility, FDA requesis ihz vou canlzcl COER's Drug Shortages Staff imm

3 Cregsrnages drugshonages@ide.nhs.gev) so that we can work will you 01 the mest efiective «
AOPIAUSAZINID mrnr.han:e wath the lzw, Coniesling l‘\’ Dreg

MAmITEUlza

y ic &
g Shortages Slafl also 2liows you 1o meei any ohligations you fiay fieve 12 2p9H
Aiseonursances s yous dig manufaciuring under 23 LS.C. BSéC{a)\\) FOA must consider, #5 soon 35 passibie, what actigns, {2ny,
A0CESG i avesd 2n0rages 330 pratect 152 02 Wents mha cepend on your products. In 2pgfopriat2 cases, you may be zhle io Izke coiective
aciar sihols in‘errupting qnply a1 10 shorien dny internistion, I}xelgby 'svoiidir.g c."limi'.ing drug shorlzges :

&7 he

)
. . ,
s 15 sworsang dzys of recepl of this lcuer, sle2se notily this o(hce in wiiting of the'speziiic stens that you have taken to correct and

et 1 e recerence of deviations - '
i w4y CoNnOi CoIapiei2 con eclive 2¢tions within °5 working days, state the reason for the elay 2nd the date by whick you will navecampieted
ihe coneciions. ¥ you a0 ionger manuiactui o cistribute the APIs at igsug, provide tha dztes end reasons yot ceased pradusuion. Pieass
de=tii ot response weh FE1 2 3005202703, e, ;
Seng your 1207 10
Uizohui Shen ’ 5 o y : 4
Congume: Saiety Difices i B z '
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‘Unimark RemediAes‘ Limited 8/12/16

MORE SHARING OFfiONS
LINKEDIN
PINIT

% : Public Health Service
~ Department of Health and Human Services FOOd. a.nd D.mg -
‘Administration
10903 New Hampshire -
Avenue

Silver Spring, MD 20993

Via UPS ' Warning Letter 320-
16-27 - .
Return Receipt Requested

August 12, 2016

Mr. Mehul J. Parekh

Managing Director

Unimark Remedies Ltd. . ‘ s
Enterprise Centre, 1* Floor .

Off Nehru Road, Ville Parle E

Mumbai 400 029, India

Dear Mr. Parekh:

The U.S. Food and Drug Administration (FDA) inspected your manufacturing
facilities: Vapi, Plot 41/42, Phase 1 - GIDC District Valsad Pardi, from May 18-22,
2015: and Belva, 300 Village Kerala, Bavla, Kerala Nalsarovar Road, Ahmedabad

District, from August 3-14, 2015.

This warning letter summarizes significant deviations from current good
manufacturing practice (CGMP) for active pharmaceutical ingredients (API).

Because your methods, facilities, or controls for manufacturing, processing, packing,
or holding do not conform to CGMP, your drugs are adulterated within the meaning
of section 501(a)(2)(B) of the Federal Food, Drug, and Cosmetic (FD&C) Act, 21
U.S.C. 351(a)(2)(B). 0 _

(o]
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We reviewed your firm's June 1-2, 2015, and August 30, 2015, responses (for Vapi
and Bavla, respectively) in detail and acknowledge receipt of your subsequent

correspondence.

Our investigators observed speciﬁc'deviatiohs including, but not limited to, the
following. ' . ,

Vapi Facility (FEI: 3004414652)

1. Failure to adequately investigate and document out-of-specification resjllts
and implement appropriate corrective actions. f ,

Our investigator found that you failed to adequately investigate impurity speciﬁca\tfon-
failures for (b)(4) APl batches #(b)(4) and #(b)(4). ' .

For example, for batch #(b)(4), you concluded that the root cause of the failing
impurity test results was an.(b)(4) during manufacturing, even though your own
records indicated that this batch was manufactured at the same (b)(4) as other
batches that had D TSSO E st SealaWEl e el e s ts site PeDEHS #(b)(4), you

0 T ) T 'M 4 ) . .
attributed The failing test result to a (b)(4) step, even though your GWrr estigation
report Tacked gViden gemonstrate that this was the as for the
failuré™

Your response acknowledges that your investigations into these and other out-of-
specification (OOS) results are deficient, and indicates steps you have taken to

improve your investigations. Howeéver, you rave ot provided-a-eorrective action and
preventive abﬁaﬁmmmgms results
discussed above, nor have you demonstrated how your broa igation
procedure improvements will address similar root cause analysis deficiencies in the
future. ' o 3

For more information about the proper handling of out-of-specification results and
documentation of your investigations, please refer to FDA Guidance for Industry:
Investigating Out-of-Specification ( 00S) Test Results for Pharmaceutical Production
at http://www.fd&gov/downloads/Drugs/.../Guidances/ucm070287.pdf.

2. Failure to evaluate the potential effect that changes in the manufacturing
process may have on the quality of your APL.

Our ifispection documented that you modified the manufacturing process multiple
times for (b)(4) API. Your quality unit did not approve these changes, nor did you
document themthrough a change control review process. Furthermore, you did not
place samples from any of the batches produced through modified processasn your
stability monitoring progyan. 10 assE s e effscts of thesechanges on the quality of

your API throughout the expiry period.

In your response you referenced stability data from batches not manufactured using
the modified processes discussed above. Your response is inadequate because you .
do not have stability data to demonstrate that your APl meets specifications o

throughout its expiry period. :
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Bavla Facility (FEI: 3008117347)

1. Failure to adequately investigate and document out-of-specification results
and implement appropriate corrective actions.

~——
g

Your firm routipely re-tested samples without documented justification and deleted
analytical data. Our inspection found that you did not adequately investigate failing or
atyp‘ical resulls. Although you obtained failing results in 2614, you did not initiate and
document investigations for those failing results until July 2015. In addition, the
conclusions of your investigations lacked supporting data.

Your firm's response attributed all unauthorized retesting of API batches to the lack
of adequate training of your analysts.
S ——

- 2. Failure to ensure that test procedures are scientifically sound and

appropriate to ensure that your AP! conform to established standards of
quality and/or purity. :

During the inspection, our investigator reviewed your growth promotion test

- procedures and on August 6, 2015, observed a growth promotion test failyre of the
(b)(4) tested on August 4, 2015_The test recovered Pseudomonas.aeruginosa at
(b)(4) percent, however, the acceptance criteria is (b)(4) to (b)(4) percent.

In your response, you indicated that the incubation times in your SOP for growth
promotion tests were incorrect for (b)(4) and (b)(4) media. Your laboratory
personnel, supervisors included, and your quality unit were not aware of this
discrepancy. Your response fails to address the root cause of the growth promotion
test failure. : : ' T

3. Failure to maintain training records of employees involved in the -
manufacture of intermediates or API.

Our investigator found that your employees’, CGMP training records contained
numerous discrépancies that raise.doubts regarding their authenticity. For example,
the inspection documented that 10 of 11 training records contained identical
handwritten responses. Our investigator also found incomplete training assessment
forms for two employees. The forms indicated that the employees had not been
evaluated as required in your procedures, yet the employees’ training files stated

that they had been evaluated as "very good’ for the skills in question.

In response to this letter, provide a corrective action and preventive action plan to
address your poor documentation practices and oversight of training activities.

Include anh’W Bing.how you will ensure that all employees -
are adequately qualiiied to perform,their,assigned responsibilities in the

manufacturing and Taboratory operations.

4. Failure to properly keep buildings and facilities used in the manufacture of
APl in a clean condition. '
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Among other observations, our investigator found that the walls gf your
manufacturing area had open holes that.could permit ingress of ln_sects, b.lrds, .
lizards, rodents, or other animals to the manufacturing space. During the lnspegtlon,
the investigator observed dirt and birds in the manufacturing area as.well as a lizard

in the controlled (b)(4) processing area. Your response states that this area ofyour
facility was (b)(4) and that the (b)(4) had (b)(4). Nonetheless, our investigators found

a batch record inside this area demonstrating that you had been conducting

manufacturing dperations in this space as recently as August 2, 2015 — one day
prior to the beginning of the inspection.

Conclusion

* Deviations cited in this letter are not intended as an all-inclusive list. You are
responsible for investigating these deviations, for determining the causes, for
preventing their recurrence, and for preventing other deviations in all your facilities.

If you are considering an action that is likely to lead to a disruption in the supply of
drugs produced at your facility, FDA requests that you contact CDER’s Drug .
Shortages Staff immediately, at drugshortages@fda.hhs.gov, so that FDA can work
with you on the most effective way to bring your operations into compliance with the
law. Contacting the Drug Shortages Staff also allows you to meet any obligations
you may have to report discontinuances or interruptions in your drug manufacture
under 21 U.S.C. 356C(b) and allows FDA to consider, as soon as possible, what

actions, if any, may be needed to avoid shortages and protect the health of patients
who depend on your products. _ '

Until you correct all deviations completely and we confirm your complianceé with

- CGMP, FDA may withhold approval.of any. iew.applications of Supplements listing
your firm as a drug manufacturer-Failure.to.cortect these deviatioris may also result

in FDA rg@ﬂgg.admissiomoi_acﬁcles manufactured at Unimark's Vapi and Balva

facilities Tnto the United States under section 801(a)(3) of the FD&C Act, 21 U.S.C.

381(a)(3). Under the same authority, articles may be subject to refusal of admission,

in that the methods and controls used in their manufacture do not appear to conform

to CGMP within the meaning of section 501(a)(2)(B) of the FD&C Act, 21 U.S.C.
351(a)(2)(B). :

After you receive this letter, respond to this office in writing within 15 working days.
Specify what you have done since our inspection to correct your deviations and to

_ prevent their recurrence. If you ¢annot complete corrective actions within 15 working
days, state your reasons for delay and your schedule for completion.

Send your electronic reply to CDER-QC-OMQ-Commuhications@fda.hhs.gov or mail
your reply to: ' ‘ : '

Rafael Arroyo, Compliance Officer
Rebecca Parilla, Compliance Officer
U.S. Food and Drug Administration
White Oak Building 51, Room 4359
10803 New Hampshire Ave.

Silver Spring, MD 20993
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d. Observations Regarding COC Minutes of Meetings:

1. The minutes of the meeting of the COC dated 01.11.2018 have

captured the following observations:

"The members of the COC enquired whether ANDA submitted with
USFDA has been considered while submitting a Resolution plan to
which Mr. Rikin Sanghvi, replied that the company has filed for ANDA
and approval is awaited and company has also received warning
letters from USFDA, resolving warning letter will take time hence the
approval of ANDA will get delayed till the resolution of warning letter.
Further, he enquired whether the valuers have taken the aforesaid
criteria with respect to receiving of warning letter from USFDA into
consideration while determine the Liquidation value of the company
under the provisions of the Code. The members of the COC
expressed their concerns with respect to the variable amount offered
to them in the Resolution Plan. The Chairman acknowledged Mr. Rikin
Sanghvi for addressing the COC and briefing them on the proposal
made in the Resolution Plan submitted by them and requested them

to leave the COC for further consideration”.

2. The members of the COC requested the Chairman to consult Mr.
Vijay Kriplani, Technical Advisor of the Company as to whether non-
clearance of warning letter so far had deteriorated the value of the
ANDAs and the company so much. The chairman took note of the

same.

3. COC meeting dated 04.12.2018, further observed that the valuation
report has been received from the valuers. The COC members took
note on the same and requested the chairman to share the reports
with them.
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4. The COC meeting on 24.12.2018 and 26.12.2018 has also discussed
about the valuation update as follows: -
“"the Chairman apprised the members of the COC that the Final
Signed copy of the valuation report of Rakesh Narula and Co. has
been received and soft copy of the same is circulated to the COC
members. He added that the discussion on the value of the Current
Assets in the valuation report of Delta Valuers is pending. Hence, he
had called the representative of Delta Valuers to discuss in the
meeting of COC.
The Chairman invited and greeted Mr. Kushal Merchant, Mr. M B
Brahmeya and Mr. Das representatives of Delta Valuers to discuss
the valuation of the Current Asset specially the Bailor- Bailee
transaction.
Representatives from Delta Valuers were present at the meeting by
invitation to put forth the issues before the COC for its inability to
submit the signed valuation report. The chairman sought some
clarification regarding some final valuation report with reference to
bailor-bailee issue. After deliberate discussion the valuer agreed to
provide the signed valuation report immediately.
The minutes of meeting of COC post the submission of Valuation
Reports did not deliberate on the issue of valuation of Intangible
assets and thus the decision of Committee of Creditors needs to be

re-considered.

Upon perusal of the warning letters supra, it can be said that warning
letters contemplate corrective actions and state that the compliances
with CGMP, FDA may withhold approval of any new applications or
refusing admission of articles manufactured by CD at Bavla and Vapi
units. No record has been placed that these bans were actually

imposed and in the absence of the ban, the value of the Intangible
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assets cannot be zero. The warning letters were only pertaining to
drugs export to US and the CD has been exporting drugs to other
countries worldwide. It is not the case that CD is exporting the drugs
manufactured only to US. The reasoning of the two registered valuers
in assigning a NIL value to the intangible assets of CD is absolutely
untenable. The Valuation exercise was conducted on certain
assumptions that warning letters negate the value of such assets.
There was no reasoning provided by the Valuers whether these
warning letters prescribe the risk factors and are subject to certain
remedy or curative measure/precautionary steps envisaged to be
carried out by the proposed Resolution applicant. The Valuers has not
referred to any method of valuation in their report, no comparison was
drawn of valuing the intangible assets of other Pharmaceutical
Companies particularly in relation to the Domestic and International
standard of valuation of such Intangible assets worldwide. A critical
assessment of risk faced by warning letters ought to have been
carried out in the light of available market expectation. Valuation is
not exact science and court cannot disregard such report, unless there
is a patent error. Therefore, it can be said that assigning nil value to
Intangible assets is an error on the face of the two Valuation Reports
and hence a fresh valuer needs to be appointed to the limited extent

of providing a fair value of Intangible assets.

Conclusion:

The Counsel for the Applicant conceded that there is no element of
fraud but only compares the value assigned to the intangible assets in
the financial statement for the year 2017 & 2018 with the Information
Memoranda and claims that this is an error apparent on the face of it.
I conclude that the Warning letters issued by the USFDA is curable
and entails the steps for compliance therein. Be that as it may, the

reasoning of the Valuers for ascribing the nil value is absolutely
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untenable in the interest of maximizing the assets of the CD. The
value of Intangible assets of a going concern making profits even
during CIRP cannot be stripped of under the premise of warning
letters. No legal rights of any of the parties is affected if the exercise
of fresh valuation is carried out, at best would assist the better
valuation of CD as a going concern, though there were only two

Resolution applicants willing infuse funds and revive the CD.

Though the valuers whose report is being questioned are not made
parties to this application, I am entitled to look at the report and try to
ascertain just what they are saying, in order to determine the extent

to which they assist in the relevant debate.

In view of the judgement of Hon’ble Supreme Court in the case of COC
of Essar Steel India Ltd v. Satish kumar Gupta & Ors (2019 SCC
Online SC 1478), wherein it was held that discretion can be exercised
to extend time to complete the CIRP process in exceptional cases and

empowered to grant a relief, a fresh valuation exercise is ordered.

Therefore, it is ordered that the Resolution Professional take steps to
appoint a fresh Valuer with a limited scope of valuing the Intangible
asset considering the International standard of Valuation of a
Pharmaceutical Company and submit his report within a period of two
weeks of receipt of the order copy and the COC is directed to re-
consider the valuation submitted by the third Valuer.

The Misc. Application is disposed off with the above direction.

Sd/-
Suchitra Kanuparthi
Member (Judicial)
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