
IN THE UNITED STATES BANKRUPTCY COURT 
FOR THE DISTRICT OF DELAWARE

In re: 

NVN Liquidation, Inc., et al., 
f/k/a NOVAN, INC.,1

Debtors. 

Chapter 11 

(Jointly Administered) 

Re: Docket No. 677 

Case No. 23-10937 (LSS) 

REQUEST FOR ALLOWANCE OF ADMINISTRATIVE CLAIM  
FILED BY DR. REDDY’S LABORATORIES LTD. 

Pursuant to the Notice of (I) Confirmation Order; (II) Effective Date; (III) Applicable Bar 

Dates for Filing Certain Claims; and (IV) Related Information [Docket No. 677], Dr. Reddy’s 

Laboratories Ltd., creditor and party in interest, hereby files this Request for Allowance of 

Administrative Claim related to its postpetition delivery of goods against EPI Health, LLC, Case 

No. 23-10938, as more fully described in the attached Proof of Claim form and Attachment 

attached hereto as Exhibit A. 

Dated:  May 29, 2024 
Wilmington, Delaware 

Respectfully submitted, 

COLE SHOTZ P.C. 

/s/ Andrew J. Roth-Moore 

Justin R. Alberto (No. 5126) 
Andrew J. Roth-Moore (No. 5988)  
500 Delaware Avenue, Suite 1410 
Wilmington, DE 19801 
Telephone: (302) 652-3131 
Facsimile: (302) 652-3117 
Email: jalberto@coleschotz.com 

 aroth-moore@coleschotz.com 

Counsel to Dr. Reddy’s 

1 The Debtors in these chapter 11 cases, along with the last four digitals of the Debtors’ federal tax identification 
number (if applicable), are: NVN Liquidation, Inc., (f/k/a Novan, Inc.) (7682) and EPI Health, LLC (9118). The 
corporate headquarters and the mailing address for the Debtors is P.O. Box 64, Pittsboro, NC 27312. 
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EXHIBIT A 

Proof of Claim and Rider
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Official Form 410 
Proof of Claim           04/22 

Read the instructions before filling out this form. This form is for making a claim for payment in a bankruptcy case.  

Filers must leave out or redact information that is entitled to privacy on this form or on any attached documents. Attach redacted copies or any 
documents that support the claim, such as promissory notes, purchase orders, invoices, itemized statements of running accounts, contracts, judgments, 
mortgages, and security agreements. Do not send original documents; they may be destroyed after scanning. If the documents are not available, 
explain in an attachment. 

A person who files a fraudulent claim could be fined up to $500,000, imprisoned for up to 5 years, or both. 18 U.S.C. §§ 152, 157, and 3571. 

Fill in all the information about the claim as of the date the case was filed. 

Part 1: Identify the Claim 

1. Who is the current   
creditor?   

Name of the current creditor (the person or entity to be paid for this claim) 
 
Other names the creditor used with the debtor       

2. Has this claim been 
acquired from 
someone else? 

 No 

 Yes.     From whom?    

3. Where should 
notices and 
payments to the 
creditor be sent? 

 
Federal Rule of 
Bankruptcy Procedure 
(FRBP) 2002(g) 

Where should notices to the creditor be sent?  Where should payments to the creditor be sent? (if 
different) 

  
Name 

  
Number          Street 

  
City                                                  State                         ZIP Code 

  
Country 

Contact phone       

Contact email        

 
  
Name 

  
Number          Street 

  
City                                                  State                         ZIP Code 

  
Country 

Contact phone       

Contact email        

 
Uniform claim identifier for electronic payments in chapter 13 (if you use one): 

___ ___ ___ ___ ___ ___ ___ ___ ___ ___ ___ ___ ___ ___ ___ ___ ___ ___ ___ ___ ___ ___ ___ ___ 

4. Does this claim 
amend one already 
filed? 

 No 

 Yes.     Claim number on court claims registry (if known)    Filed on     
    MM     /     DD     /     YYYY 

5. Do you know if 
anyone else has filed 
a proof of claim for 
this claim? 

 No 

 Yes. Who made the earlier filing?        

 

United States Bankruptcy Court for the District of Delaware 
  

Indicate Debtor against which you assert a claim by checking the appropriate box below. (Check only one Debtor per claim form.) 

☐  Novan, Inc. (Case No. 23-10937) ☐  EPI Health, LLC (Case No. 23-10938) 
 

Official Form 410 Proof of Claim 
page 1 

X

Dr. Reddy's Laboratories Ltd.

X

Dr. Reddys Laboratories Ltd., c/o Andrew Roth-Moore

Cole Schotz P.C., 500 Delaware Avenue, Suite 1410

Wilmington, DE 19801

3026512003
aroth-moore@coleschotz.com 

Dr. Reddys Laboratories Ltd.

8-2-337, Road No. 3, Banjara Hills

Hyderabad, Telangana 500034

IndiaUnited States

91-40-4900 2900

X

X
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Part 2: Give Information About the Claim as of the Date the Case Was Filed 

6. Do you have any number 
you use to identify the 
debtor? 

 No 

 Yes. Last 4 digits of the debtor’s account or any number you use to identify the debtor:  ___  ___  ___  ___ 

7. How much is the claim?  

$   . Does this amount include interest or other charges? 

   No 

   Yes. Attach statement itemizing interest, fees, expenses, or other 
          charges required by Bankruptcy Rule 3001(c)(2)(A). 

8. What is the basis of the 
claim? 

Examples: Goods sold, money loaned, lease, services performed, personal injury or wrongful death, or credit card. 

Attach redacted copies of any documents supporting the claim required by Bankruptcy Rule 3001(c). 

Limit disclosing information that is entitled to privacy, such as health care information. 

         

9. Is all or part of the claim 
secured?  

 No 

 Yes.   The claim is secured by a lien on property. 

  Nature of property: 

   Real estate: If the claim is secured by the debtor’s principal residence, file a Mortgage Proof of  
   Claim Attachment (Official Form 410-A) with this Proof of Claim. 

   Motor vehicle 

   Other. Describe:         

 

  Basis for perfection:         

  Attach redacted copies of documents, if any, that show evidence of perfection of a security interest (for  
  example, a mortgage, lien, certificate of title, financing statement, or other document that shows the lien 
  has been filed or recorded.) 

 

 

  Value of property: $  

  Amount of the claim that is secured: $  

  Amount of the claim that is unsecured: $  (The sum of the secured and unsecured 
      amount should match the amount in line 7.) 

 

  Amount necessary to cure any default as of the date of the petition: $  

 

  Annual Interest Rate (when case was filed) % 

   Fixed 

   Variable 
 

10. Is this claim based on a 
lease? 

 No 

 Yes. Amount necessary to cure any default as of the date of the petition. $    

11. Is this claim subject to a 
right of setoff? 

 No 

 Yes. Identify the property:          

 

 
 

Official Form 410 Proof of Claim 
page 2 

X

296,029.32 
X

See Attachment

X

X

X
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12. Is all or part of the claim 
entitled to priority under 
11 U.S.C. § 507(a)? 
 
A claim may be partly 
priority and partly 
nonpriority. For example, 
in some categories, the 
law limits the amount 
entitled to priority. 

 No 

 Yes. Check all that apply: 

  Domestic support obligations (including alimony and child support) under 
  11 U.S.C. § 507(a)(1)(A) or (a)(1)(B). 

  Up to $3,350* of deposits toward purchase, lease, or rental of property or 
  services for personal, family, or household use. 11 U.S.C. § 507(a)(7). 

  Wages, salaries, or commissions (up to $15,150*) earned within 180  
  days before the bankruptcy petition is filed or the debtor’s business ends, 
  whichever is earlier. 11 U.S.C. § 507(a)(4). 

  Taxes or penalties owed to governmental units. 11 U.S.C. § 507(a)(8). 

  Contributions to an employee benefit plan. 11 U.S.C. § 507(a)(5). 

  Other. Specify subsection of 11 U.S.C. § 507(a)(__) that applies. 

 

Amount entitled to priority 

$  

$  

$  

$  

$  

$  

 *  Amounts are subject to adjustment on 4/01/25 and every 3 years after that for cases begun on or after the date of adjustment. 

13. Is all or part of the claim 
entitled to administrative 
priority pursuant to 11 
U.S.C.  § 503(b)(9)? 

 No 

 Yes. Indicate the amount of your claim arising from the value of any goods received by the debtor within 20 
 days before the date of commencement of the above case, in which the goods have been sold to the Debtor in 
 the ordinary course of such Debtor’s business. Attach documentation supporting such claim. 

 $  

 

Part 3: Sign Below 

The person completing 
this proof of claim must 
sign and date it. 
FRBP 9011(b).  

If you file this claim 
electronically, FRBP 
5005(a)(2) authorizes courts 
to establish local rules 
specifying what a signature 
is. 

A person who files a 
fraudulent claim could be 
fined up to $500,000, 
imprisoned for up to 5 
years, or both. 
18 U.S.C. §§ 152, 157, and 
3571. 

Check the appropriate box: 

 I am the creditor. 

 I am the creditor’s attorney or authorized agent. 

 I am the trustee, or the debtor, or their authorized agent. Bankruptcy Rule 3004. 

 I am a guarantor, surety, endorser, or other codebtor. Bankruptcy Rule 3005. 

I understand that an authorized signature on this Proof of Claim serves as an acknowledgement that when calculating 
the amount of the claim, the creditor gave the debtor credit for any payments received toward the debt. 

I have examined the information in this Proof of Claim and have reasonable belief that the information is true and correct. 

I declare under penalty of perjury that the foregoing is true and correct. 

Executed on date       
   MM   /   DD   /   YYYY 

 
 
      
 Signature 

 
Print the name of the person who is completing and signing this claim: 

 

Name      
   First name Middle name  Last name 

Title        
 
 
Company       
   Identify the corporate servicer as the company if the authorized agent is a servicer. 
 
 
Address       
   Number Street 
 
        
   City  State ZIP Code Country 
 
Contact phone   Email   

 

Official Form 410 Proof of Claim 
page 3 

X

X       2

296,029.32 

296,029.32

X

X

Erez Israeli

CEO

Dr. Reddy's Laboratories Ltd.

8-2-337, Road No. 3, Banjara Hills 

Hyderabad, Telangana, 500034, India

91-40-4900 2900

05/29/2024

/s/ Erez Israeli
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IN THE UNITED STATES BANKRUPTCY COURT 
FOR THE DISTRICT OF DELAWARE

In re: 

NVN Liquidation, Inc., et al., 
f/k/a NOVAN, INC.,1

Debtors. 

Chapter 11 

Case No. 23-10937 (LSS) 

(Jointly Administered) 

ATTACHMENT 

1. Dr. Reddy’s Laboratories Ltd. (“Dr. Reddy’s Ltd.”) submits the following 

information in support of its request for an administrative expense (the “Claim”) against EPI 

Health, LLC (“EPI”) arising from the postpetition transactions. 

BACKGROUND 

2. On July 17, 2023 (the “Petition Date”), EPI filed a voluntary petition or relief under 

Chapter 11 of Title 11 of the United States Code (“Bankruptcy Code”) in the United States 

Bankruptcy Court for the District of Delaware (the “Court”). 

3. Prior to the Petition Date, EPI and Dr. Reddy’s Ltd. entered into to the Asset 

Purchase Agreement, dated August 20, 2018 (the “MinoLira APA”),2 pursuant to which Dr. 

Reddy’s Ltd. transferred certain rights related to the sale of the pharmaceutical product MinoLira 

to EPI for an “Upfront Payment” as well as additional, contingent “Milestone Payments” (both 

terms as defined in the MinoLira APA) based on EPI’s future sales of MinoLira.  See MinoLira 

APA § 3.01.   

4. As part of entering into the MinoLira APA, the parties executed a series of related 

agreements (each as identified in the Notice of Possible Assumption and Assignment of Certain 

Executory Contracts and Unexpired Leases [D.I. 60] as ID # 266 to 271, and collectively with the 

1 The Debtors in these chapter 11 cases, along with the last four digitals of the Debtors’ federal tax identification 
number (if applicable), are: NVN Liquidation, Inc., (f/k/a Novan, Inc.) (7682) and EPI Health, LLC (9118). The 
corporate headquarters and the mailing address for the Debtors is P.O. Box 64, Pittsboro, NC 27312. 
2 A copy of the MinoLira APA is enclosed herein as Exhibit 1. 
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MinoLira APA, the “MinoLira Transaction Documents”).  The MinoLira Transaction Documents 

include a Supply Agreement, dated August 20, 2018 (the “MinoLira Supply Agreement”)3 pursuant 

to which Dr. Reddy’s Ltd. supplied MinoLira to EPI.   

5. Under Article VI of the MinoLira Supply Agreement, EPI is obligated to make 

various taxes, fees, and interest payments (“Fees and Interest”).  For example, pursuant to Section 

6.4 of the MinoLira Supply Agreement, EPI is obligated to pay for products sold under the 

agreement within 30 days of invoice.  Overdue payments are subject to an additional service charge 

“equal to lesser of one percent (1%) per month or the highest rate permitted by law of the 

outstanding amount for each month or portion thereof that such undisputed amount is overdue.” 

6. The MinoLira Supply Agreement expired on its own terms on August 20, 2021.  

However, Dr. Reddy’s Ltd. continued to supply MinoLira to EPI under purchase orders pursuant 

to the terms of the MinoLira Supply Agreement. 

7. Prior to the Petition Date, EPI entered two purchase orders with Dr. Reddy’s Ltd. 

for the delivery of MinoLira (together, the “MinoLira PO”).4  As of the Petition Date, Dr. Reddy’s 

Ltd. had not completed the production and packaging required for the MinoLira PO.  Following 

the Petition Date, Representatives of Dr. Reddy’s Ltd. contacted EPI and confirmed the order 

under the MinoLira PO.   

8. Consistent with those communications, on or about July 19, 2023, Dr. Reddy’s Ltd. 

shipped MinoLira to EPI under the MinoLira PO, for which Dr. Reddy’s Ltd. is owed $296,029.32 

plus interest and fees (Invoice No. 9013423923, i.e., the “Claim”).5  Payment for the Claim was 

due and payable on August 18, 2023.  To date, Dr. Reddy’s Ltd. has received no payment or 

compensation on account of the Claim. 

3 A copy of the MinoLira Supply Agreement is enclosed herein as Exhibit 2. 
4 A copy of the MinoLira PO is enclosed herein as Exhibit 3.
5 A copy of Invoice No. 9013423923 is enclosed herein as Exhibit 4. 
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ADMINISTRATIVE EXPENSE 

9. Dr. Reddy’s Ltd. asserts an administrative expense for the full amount of the Claim.  

In re Harnischfeger Indus., Inc., 293 B.R. 650, 659 (Bankr. D. Del. 2003) (quoting NLRB v. 

Bildisco & Bildisco, 465 U.S. 513, 531, 104 S.Ct. 1188, 79 L.Ed.2d 482 (1984)) (Despite the 

purchase orders being issued pre-petition, “[i]f the debtor-in-possession elects to continue to 

receive benefits from the other party to an executory contract pending a decision to reject or assume 

the contract, the debtor-in-possession is obligated to pay for the reasonable value of those 

services.”); In re Bluestem Brands, Inc., 2021 WL 3174911, at *5 (Bankr. D. Del. July 27, 2021) 

(“[T]he correct standard for determination of an administrative claim under that section is simply 

whether the Vendors provided a benefit to the estate post-petition. It does not require that there be 

a post-petition contract.”).  Because Dr. Reddy’s Ltd. completed and delivered goods to the debtor-

in-possession, EPI, the Claim for delivery of those good is entitled to an administrative expense 

priority. 

RESERVATION 

10. This Claim is not, with respect to any entity, including any Debtor, or any of their 

officers or directors: (a) a waiver or release of the rights of Dr. Reddy’s Ltd. against any other 

entity or person liable for all or any part of the Claim asserted herein; (b) a waiver of any rights or 

remedies of Dr. Reddy’s Ltd. or an election of remedies which waives or otherwise affects any 

other remedy; (c) consent by Dr. Reddy’s Ltd. to the jurisdiction of this Court with respect to any 

proceeding commenced in this case against or otherwise involving Dr. Reddy’s Ltd.; (d) a waiver 

of the right to move to withdraw the reference with respect to the subject matter of the Claim, any 

objection or other proceedings commenced with respect thereto or any other proceedings 

commenced in this case against or otherwise involving Dr. Reddy’s Ltd.; (e) a waiver or release 

by Dr. Reddy’s Ltd. of any right to trial by jury, or a consent by Dr. Reddy’s Ltd. to a trial by jury, 
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in this Court or any other court; (f) a waiver of any right to the subordination or recharacterization, 

in favor of Dr. Reddy’s Ltd. of indebtedness or liens held by any creditors of the Debtors or any 

of their non-Debtor affiliates; (g) a waiver of any past, present or future defaults or events of 

defaults or other failures to perform; (h) a waiver of any indebtedness owed to or rights held by 

Dr. Reddy’s Ltd. with respect to any Debtor or non-Debtor affiliate or other person or entity; (i) a 

waiver of any right to fees, indemnities, costs and expenses permitted under any agreements or 

applicable law; or (j) a waiver of any right to seek and obtain additional interest, including but not 

limited to the right to recover default interest. 

11. Dr. Reddy’s Ltd. expressly preserves all procedural and substantive defenses with 

respect to any claim that may be asserted against Dr. Reddy’s Ltd. by the Debtor or any of its 

Debtor or non-Debtor affiliates, or by any trustee or other representative of the Debtors’ estates, 

or by any other person. 

12. Dr. Reddy’s Ltd. expressly reserves its rights to file any separate or additional 

proofs of claim or requests for administrative expenses with respect to the Claim set forth herein 

or otherwise (which proofs of claim or requests, if so filed, shall not be deemed to supersede this 

Claim unless expressly so stated therein), to amend or supplement this Claim in any respect, 

including with respect to the filing of an additional or amended claim for the purpose of fixing and 

liquidating any contingent or unliquidated claim, including, without limitation, any Milestone 

Payments that may come due under the MinoLira APA, or to file additional proofs of claim in 

respect of additional amounts or for any other reason. 
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Execution Version 

 

 
 

 
SUPPLY AGREEMENT 

BETWEEN 

DR. REDDY’S LABORATORIES LTD. 

AND 

EPI HEALTH, LLC 
 

DATED AS OF 

AUGUST 20, 2018 

 

152949.00101/111336403v.3 
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i 
 

 
Exhibits and Schedules 
 

Schedule 1.1 Definitions 
  
Schedule 6.1 Products, Transfer Prices and Batch 

Quantities 
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EXECUTION VERSION 

 
 

SUPPLY AGREEMENT 

This Supply Agreement (this “Supply Agreement”), dated as of August 20, 2018 (“Effective 
Date”), by and between: 
Dr. Reddy’s Laboratories Ltd., a company established under the laws of India through its FTO 
Division have developed an Unit approved in the SEZ sector located at and having address as 
“SEZ - Process unit – 1, Devunipalavalasa Village, Ranasthalam Mandal, Srikakulam District, 
Andhra Pradesh, India, Pin-532409. (the "Manufacturer"); and 
EPI Health, LLC, a South Carolina Limited Liability corporation located at 134 Columbus Street, 
Charleston, SC 29403  (the "Purchaser");  

WITNESSETH: 

WHEREAS, pursuant to that certain Asset Purchase Agreement, dated as of the date hereof, 
by and between the Purchaser and the Manufacturer (the “Asset Purchase Agreement”), the 
Purchaser purchased certain assets relating to the Products (the “Acquisition”); 

WHEREAS, the Purchaser desires to engage the Manufacturer to manufacture and/or supply 
the Products to the Purchaser; and 

WHEREAS, the Manufacturer wishes to manufacture and/or supply the Products to the 
Purchaser upon the terms and subject to the conditions set forth herein;  

NOW, THEREFORE, in consideration of the premises and mutual covenants contained herein 
and for other good and valuable consideration, the receipt and adequacy of which are hereby 
acknowledged, the Parties hereto agree as follows: 

ARTICLE I 
 

DEFINITIONS 

Section 1.1 Definitions.  Capitalized terms used in this Supply Agreement have the 
meanings specified in Schedule 1.1 to this Supply Agreement. .  As used herein the words 
“including” or “includes” shall be deemed to mean “including, without limitation,” or “includes, 
without limitation”. 

ARTICLE II 
 

MANUFACTURE AND SALE OF PRODUCTS 

Section 2.1 Engagement.  During the Term and upon the terms and subject to the 
conditions set forth herein, the Purchaser hereby agrees to purchase from Manufacturer and the 
Manufacturer agrees to supply the Products exclusively to Purchaser for sale by Purchaser in the 
Territory.  The Manufacturer shall have the right to subcontract its obligations under this Supply 
Agreement to a third party that has been approved in advance by Purchaser; provided, however 
that the Manufacturer shall be responsible for all the acts and omissions of the subcontractor and 
no subcontract shall release the Manufacturer from its responsibility for its obligations under this 
Agreement.  Manufacturer shall not, directly or indirectly, manufacture or sell (or cause its 
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 2 

 
 

Affiliates to manufacture or sell) the Products to any third party during the Term for sale in the 
Territory. 

Section 2.2 Sale and Distribution.  The Purchaser will sell the Products only in the 
Territory and will not directly or indirectly sell or otherwise distribute the Products outside of the 
Territory.  The Purchaser shall have the sole and exclusive right to determine all terms and 
conditions of sale by it of the Products. 

Section 2.3 Packaging and Labeling.  Manufacturer shall ensure that the Products and 
all labeling and packaging used in connection therewith shall include the appropriate product 
trademarks associated with any specific Product, in the manner and to the extent specified in the 
Specifications.  The Purchaser will be responsible for ensuring the accuracy of all information 
contained on Products with Purchaser’s labels for Products and for the compliance of all such 
labels with applicable Governmental Rules.  The Manufacturer will, or will cause its contractors 
to, supply all packaging and labels for Products under this Supply Agreement.  Such packaging 
and labels will be in accordance with the Specifications.  The Manufacturer will make any changes 
to labeling and packaging Specifications required in writing by the Purchaser, at the Purchaser’s 
sole cost and expense, within a reasonable timeframe to be agreed upon in writing by both Parties.  
The Purchaser will be responsible for submitting any such changes to all applicable Governmental 
Entities for approval, if required the Manufacturer shall provide all support and documents 
reasonably necessary in this regard. 

Section 2.4 Facility Maintenance; Inspection; Reports. 

(a) The Manufacturer shall, at all times, maintain and operate, or cause its 
contractors to maintain and operate, all facilities where Products are Manufactured, packaged, 
tested, stored, warehoused or shipped in compliance with cGMP and applicable Laws, and 
implement such quality control procedures, as is reasonably required so as to be able to perform 
its obligations hereunder in accordance with all applicable Governmental Rules, including without 
limitation, the cGMP Requirements.  Not more than once every twelve (12) months (or more often 
for follow-up audits or inspections directed at significant or critical quality issues observed during 
the regular audit or brought to the Purchaser’s attention through customer complaints or claims or 
by Governmental Entities), the Manufacturer shall permit, or cause its contractors to permit, 
quality assurance representatives of the Purchaser or designated third parties (subject to 
appropriate confidentiality obligations) to inspect such facilities, operations, documents, and 
records related to the handling, manufacture, testing, inspection, packaging, storage, disposal and 
transportation of the Products by the Manufacturer or the applicable contractor upon reasonable 
notice (which shall not be less than ten (10) days), during normal business hours and on a 
confidential basis.  The Manufacturer shall also permit, and cause its contractors to permit, 
representatives of the FDA to inspect such facilities as requested by the FDA.   

(b) The Manufacturer shall maintain adequate and accurate records consistent 
with the applicable Specifications, including records covering quality control testing and release 
of the Products and all other Manufacturing services provided hereunder in material compliance 
with the cGMP Requirements and any other relevant Governmental Rules, at all times during the 
performance of the Manufacturing services and for a period as required by Governmental Rules. 
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(c) The Manufacturer shall notify Purchaser as soon as reasonably practicable 
and in any event within five (5) business days following receipt of notice of any FDA or other 
regulatory authority inspection of the Manufacturing facilities if such inspection pertains to any 
Product 

Section 2.5 Adverse Events.  Prior to the Effective Date the Parties shall each assign a 
representative to negotiate in good faith and agree on a process and procedure for sharing adverse 
event information which shall be documented in a safety data exchange (SDEA) agreement which 
the Parties shall use commercially reasonable efforts to agree upon and execute prior to 
commercialization of the Product.  

ARTICLE III 
 

FORECASTS, ORDERS AND SHIPMENT 

Section 3.1 Forecasts.  In order to assist in the planning of production runs for the 
Products, the Purchaser will, within thirty (30) days following the execution of this Supply 
Agreement, provide the Manufacturer with a non-binding written forecast of estimated quantities 
of Product that the Purchaser anticipates ordering from the Manufacturer during the next twenty-
four (24) month period (the “Forecast”).  This initial Forecast will be updated at least five business 
days before each following calendar quarter and such updated Forecast will be promptly delivered 
to the Manufacturer by the Purchaser.  The first three (3) months of each such Forecast (the “Firm 
Order Period”) shall be binding on Purchaser.  The remaining twenty-one (21) months of each 
such forecast shall be non-binding estimates for planning purposes.  No Forecast shall be required 
for any period of time that extends beyond the Term (as in effect at the time of such Forecast). The 
Purchaser will forecast in amounts comprising full batch and in multiples of batch quantities, as 
such quantities are set forth on Schedule 6.1.  Each Forecast will be made by the Purchaser in good 
faith, taking into account reasonable projections of demand for the Products including, without 
limitation, demand in line with prescription trends, and allowing for reasonable safety stock.  The 
Manufacturer shall use its commercially reasonable efforts to ensure sufficient Manufacturing 
capacity to meet the Forecast.   The Manufacturer shall purchase raw materials (e.g. API, 
excipients, and packaging material) upon receipt of Product quantities set forth in the Firm Order 
Period or procure such items in advance to support delivery of the Products within One Hundred 
and Twenty (120) days from the date of receipt of Firm Orders from Purchaser.  Upon receipt of a 
Firm Order, Manufacturer shall invoice Purchaser fifty (50%) percent of the value of the Firm 
Order as an advance   towards procurement of raw materials (e.g. API, excipients, packaging 
material), payment to be made by Purchaser in accordance with the payment terms set forth in 
Section 6.4. The amount paid as advance shall be deducted from the invoice issued by 
Manufacturer to Purchaser for the Product in accordance with the terms of this Agreement.  For 
clarity, title and risk of loss with respect to the materials purchased shall remain with Manufacturer 
despite payment of the advance on total order amount. 

Section 3.2 Orders.   

(a) The Purchaser will place firm purchase orders (“Firm Orders”) for Products 
in writing for delivery at least one hundred and twenty (120) days after the Purchase Order Date.  
The Manufacturer shall accept or reject each Firm Order in writing within seven (7) Business Days 
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after its receipt of each order, and may only reject a Firm Order that fails to meet the requirements 
specified below. Each Firm Order will specify the quantity and description of each Product 
ordered, the requested delivery date (which delivery dates will not be on a Saturday, Sunday or 
holiday), the delivery address, the transportation method and carrier and any special instructions 
requested; provided that no Firm Order shall include a quantity of a Product that is greater than 
the quantity of such Product set forth in the Firm Order Period of the most recent Forecast delivered 
to the Manufacturer by the Purchaser.  The minimum size of any order placed by the Purchaser 
will be a full batch (or multiples of a full batch) in accordance with Schedule 6.1 hereto, except 
with the prior approval of the Manufacturer and payment of any additional expenses or fees that 
are required for split batches.  The Products set forth in Firm Orders will be delivered to such 
location as the Purchaser designates in writing to the Manufacturer from time to time.  The date 
an order will be deemed placed (the “Purchase Order Date”) will be the date that the Manufacturer 
actually receives the purchase order form.  The Purchaser will be fully responsible for any changes 
to a Firm Order.  Orders will be deemed accepted by the Manufacturer unless the Manufacturer 
provides notification of rejection to the Purchaser within seven (7) Business Days of receipt of the 
Firm Order.  In the event that a Firm Order is rejected, the Manufacturer shall provide to Purchaser 
the reasons for rejection in writing and the Manufacturer and the Purchaser will cooperate in good 
faith to promptly resolve any issues raised by such order.  The Manufacturer shall use 
commercially reasonable efforts to timely supply any Products in accordance with the resolution 
of a rejected Firm Order. 

(b) The Manufacturer will supply the Products in accordance with each Firm 
Order placed pursuant to the terms of this Supply Agreement by the Purchaser and accepted by the 
Manufacturer including the quantities and delivery dates requested in each Firm Order.  Each Firm 
Order will set forth a delivery date, not less than one hundred and twenty (120) days after the date 
of such order.   

(c) No later than six (6) months after delivery of the first binding Forecast, and 
thereafter at all times during the Term, Manufacturer shall, at Purchaser’s expense and advance 
payment, maintain an amount of inventory of raw materials (API, excipients, and packaging) 
necessary to manufacture the amount of Product set forth in Purchaser’s last Firm Order, updated 
on a rolling basis based on the last Firm Order (the “Safety Stock”). The Safety Stock shall be 
maintained for the sole benefit of Purchaser, shall not be subject to allocation, and shall be stored 
at a secure facility in compliance with applicable Laws, and other requirements and any of 
Purchaser’s specific reasonable demands in order to maintain the quality of the Safety 
Stock.  Manufacturer shall rotate the Safety Stock on a “First Expiry-First Out” basis for routine 
fulfillment of Purchaser’s orders. At the end of the Term or upon earlier termination all Safety 
Stock that remains in inventory will be promptly delivered to Purchaser or otherwise disposed of 
by agreement between the Parties.  

(d) In the event that at any time Manufacturer foresees that it will be unable to 
supply to Purchaser (or its nominee) in whole or in part an ordered or forecasted quantity of 
Product by the delivery date for any reason, including a Force Majeure event, Manufacturer shall 
notify Purchaser of such inability as soon as possible, the reasons therefor and the date such 
inability is expected to end, the quantities of Product available during such period and the proposed 
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amount of the raw materials and/or resources prioritized to Purchaser in the event such inability is 
caused by a shortage of raw materials and/or resources required for the Manufacture of Product. 

(e) At any time during the Term, Purchaser shall have the right to qualify one 
or more third parties (“Alternative Manufacturers”) to Manufacture and supply the Product to 
Purchaser for sale in the Territory.  Manufacturer will assist as necessary with technology transfer 
to such Alternative Manufacturer. Purchaser will pay for actual costs and any reasonable out of 
pocket expenses for the Technology Transfer, such costs and expenses to be agreed upon by the 
Parties prior to initiation of Technology Transfer. 

(f) The initial Firm Order is attached as Schedule 3.2(d) hereto.  The 
Manufacturer will deliver the Products subject to the initial Firm Order no later than 30th November 
2018.    

(g) Manufacture shall deliver the Products to Purchaser with at least 85% (eighty 
five percent) of remaining shelf life at the shipment date in accordance with Section 3.2(b). 

(h) The terms of this Supply Agreement shall prevail over any conflicting, 
inconsistent or additional terms set forth in any Firm Order, invoice, or acceptance form. 

Section 3.3 Delivery. 

(a) All Products shipped under this Supply Agreement will be shipped FCA 
Hyderbad airport or such other location reasonably requested by Purchaser.  The Purchaser shall 
make necessary arrangements to pick up the shipment and will pay all freight, insurance charges, 
taxes, import and export duties, inspection fees and other charges applicable to the sale and 
transport of Products purchased by the Purchaser.  Title and risk of loss and damages to Products 
purchased by the Purchaser will pass to the Purchaser upon delivery to the carrier.  In the event of 
damage or loss to the Products after delivery to the carrier, the Purchaser will be responsible to file 
claims with the carrier.  The Manufacturer shall notify Purchaser of the following information 
concurrently with each shipment of Product: (i) date of shipment, (ii) quantity and type of Product 
shipped, and (iii) order number or other identifying information. 

(b) Manufacturer shall perform quality assurance testing with respect to the 
Products sold hereunder, including stability testing, so that the Products conform with the 
Specifications.  Manufacturer shall provide Purchaser with a Certificate of Analysis (“COA”) and 
a Certificate of Compliance (“COC”) confirming that the Products in such shipment have been 
tested in accordance with the NDAs and meet the Specifications via facsimile transmission.  Any 
deviations and investigations related to such Products shall be completed in compliance with 
applicable NDA, cGMP Requirements and the Quality Agreement (as defined in Section 5.6 
hereof).  
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ARTICLE IV 
 

REPRESENTATIONS AND WARRANTIES 

Section 4.1 Representations and Warranties of the Manufacturer. 

The Manufacturer hereby represents and warrants to the Purchaser as follows: 

(a) Product Compliance.  All Products delivered pursuant to this Agreement by 
the Manufacturer (or any sub-contractor thereof) to the Purchaser or its designee during the Term 
will at shipment be in compliance in all material respects with this Supply Agreement, the 
Specifications, the Quality Agreement and applicable Governmental Rules, including the cGMP 
Requirements and DSDCA serialization requirements, and the Manufacturing of such Products 
will have been in accordance with the cGMP Requirements.  At the time Manufacturer makes each 
shipment of Product available for pick-up by Purchaser (or Purchaser’s carrier), the Products shall:  
(i) not be adulterated or misbranded within the meaning of the FFDCA or within the meaning of 
any applicable state or municipal law in which the definitions of adulteration and misbranding are 
substantially the same as those contained in the FFDCA, as such FFDCA and such laws are 
constituted and in effect at the time of delivery; (ii) be free of any lien or other encumbrance; and 
(iii) not be an article that may not be introduced into interstate commerce under the provisions of 
Sections 404 and 505 of the FFDCA. 

(b) Authorization.  This Supply Agreement has been duly executed and 
delivered by the Manufacturer and, assuming due execution and delivery by the Purchaser, 
constitutes a valid and binding obligation, enforceable against the Manufacturer in accordance 
with its terms, except as enforceability may be limited by bankruptcy, fraudulent conveyance, 
insolvency, reorganization, moratorium and other laws relating to creditors’ rights generally and 
by general equitable principles.  The execution, delivery and performance of this Supply 
Agreement have been duly authorized by all necessary action on the part of the Manufacturer and 
its respective officers and directors. 

(c) Absence of Conflicts.  The execution, delivery and performance of this 
Supply Agreement by the Manufacturer does not conflict with or constitute a default under any 
agreement, instrument or understanding, oral or written to which it is a party or by which it may 
be bound, does not conflict with any provision of any of its organizational documents and does not 
conflict with or violate any Governmental Rule or court order or decree. 

(d) Organization and Standing.  The Manufacturer is a corporation, duly 
organized, validly existing and in good standing under the laws of India.  

(e) Power and Authority.  The Manufacturer has the corporate power and 
authority to execute, deliver and perform this Supply Agreement and to consummate the 
transactions contemplated hereby. 

(f) Compliance With Law.  Manufacturer has and will maintain throughout the 
Term of this Agreement all permits, licenses, registrations and other forms of governmental 
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authorization and approval as required by law in order for Manufacturer to execute and deliver this 
Agreement and to perform its obligations hereunder in accordance with all applicable laws. 

(g) No Debarment.  Manufacturer is not debarred and has not and will not use 
in any capacity the services of any person debarred under subsection 306(a) or (b) of the Generic 
Drug Enforcement Act of 1992.  If at any time this representation and warranty is no longer 
accurate, Manufacturer shall promptly notify Purchaser of such fact. 

Section 4.2 Representations and Warranties of the Purchaser. 

The Purchaser hereby represents and warrants to the Manufacturer as follows: 

(a) Authorization.  This Supply Agreement has been duly executed and 
delivered by the Purchaser and, assuming due execution and delivery by the Manufacturer, 
constitutes a valid and binding obligation, enforceable against the Purchaser in accordance with 
its terms, except as enforceability may be limited by bankruptcy, fraudulent conveyance, 
insolvency, reorganization, moratorium and other laws relating to creditors’ rights generally and 
by general equitable principles.  The execution, delivery and performance of this Supply 
Agreement have been duly authorized by all necessary action on the part of the Purchaser and its 
respective officers and directors. 

(b) Absence of Conflicts.  The execution, delivery and performance of this 
Supply Agreement by the Purchaser does not conflict with or constitute a default under any 
agreement, instrument or understanding, oral or written to which it is a party or by which it may 
be bound, does not conflict with any provision of any organizational documents of the Purchaser 
and does not conflict with or violate any Governmental Rule or court order or decree. 

(c) Organization and Standing.  The Purchaser is a corporation, duly organized, 
validly existing and in good standing under the laws of the State of South Carolina. 

(d) Power and Authority.  The Purchaser has the corporate power and authority 
to execute, deliver and perform this Supply Agreement and to consummate the transactions 
contemplated hereby. 

Section 4.3 Disclaimer.  THE REPRESENTATIONS AND WARRANTIES SET FORTH 
IN THIS AGREEMENT ARE THE PARTIES’ ONLY WARRANTIES AND NO OTHER 
WARRANTY, EXPRESS, IMPLIED OR STATUTORY, WILL APPLY.  EACH PARTY 
EXPRESSLY DISCLAIMS ALL OTHER WARRANTIES, WHETHER EXPRESS, 
IMPLIED OR STATUTORY, INCLUDING WARRANTIES OF MERCHANTABILITY 
AND FITNESS FOR A PARTICULAR PURPOSE.  FOR THE AVOIDANCE OF DOUBT, 
EACH PARTY EXPRESSLY DISCLAIMS ANY AND ALL WARRANTIES OF NON-
INFRINGEMENT THAT ARE NOT EXPRESSLY SET FORTH IN THIS AGREEMENT. 
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ARTICLE V 
QUALITY ASSURANCE 

Section 5.1 The Manufacturer’s Covenants. 

The Manufacturer hereby covenants during the Term that it will: 

(a) manufacture, fill, package, test, handle, store, warehouse and ship the 
Products in conformity with this Supply Agreement, Quality Agreement, Governmental Rules, 
applicable requirements of DSCSA, and cGMP Requirements and the Specifications; 

(b) promptly (but in any event no later than five (5) Business Days after 
becoming aware) inform Purchaser of any adverse events related to the Products and any 
inspections, communications, or material issues raised by the FDA in connection with the 
Manufacturing of the Products, and shall provide Purchaser with copies of any correspondence 
(including emails) relating thereto; 

(c) obtain and maintain all permits reasonably necessary to Manufacture and 
supply Product subject to an FDA approved NDA in accordance with the Specifications, applicable 
Governmental Rules and this Supply Agreement; and 

(d) if Manufacturer becomes aware of any Products that have not been 
Manufactured in accordance with the Specifications and that have been supplied, promptly take 
such corrective action as shall be reasonably necessary to correct such nonconformity and inform 
Purchaser in writing. 

Section 5.2 The Purchaser’s Covenants 

The Purchaser hereby covenants during the Term that it will: 

(a) hold, store, handle, ship, deliver, distribute and/or sell the Products (i) in 
accordance with applicable cGMP Requirements and Governmental Rules, including but not 
limited to any risk management programs required by the FDA; and (ii) in compliance with the 
Specifications; 

(b) enter into all necessary compliance agreements with the Manufacturer, 
including but not limited to agreements to cover quality assurance and adverse incident reporting; 
and 

(c) except as set forth herein or in the Quality Agreement between the Parties, 
upon delivery of the Products to the Purchaser, the Purchaser will be solely responsible for 
compliance with all quality control testing and other testing requirements set forth in this Supply 
Agreement and all related Governmental Rules with respect to such Products. 

Section 5.3 Rejection of Delivered Products.  Within 30 days of receipt of any shipment 
of Product and applicable COA and COC by the Purchaser at its applicable warehouse, the 
Purchaser will inspect the Product, COA and COC and advise the Manufacturer of any defect 
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revealed from such inspection whereby the Product does not conform to the Specifications.  Any 
Product not refused within 30 days will be deemed accepted.  If the Purchaser wishes to refuse 
acceptance, the Purchaser will, within such 30-day period, provide written notice to the 
Manufacturer of its refusal to accept the defective Product and the reason(s) therefor.  In the event 
a hidden defect (i.e., one which could not have been reasonably identified during the initial 30-day 
Purchaser inspection period) is discovered at a later date whereby the Product does not conform to 
the Specifications, the Purchaser shall inform the Manufacturer within fifteen days after Purchaser 
becomes aware of the alleged hidden defect. In the event that the Purchaser refuses acceptance or 
rejects the Product due to a hidden defect, the Manufacturer, upon confirmation of the reasons for 
refusal or rejection of the Product, will replace within ninety (90) days or as soon as reasonably 
practicable the defective Product at the Manufacturer’s sole cost and expense (including the cost 
of shipping) or refund the Transfer Price and reimburse the shipping expense, at the Purchaser’s 
option.  If the Manufacturer and the Purchaser do not agree on the refusal or rejection of Products, 
then either Party may refer the matter for final analysis to a specialized laboratory of national 
reputation acceptable to both Parties for the purpose of determining the results.  Any determination 
by such laboratory will be final and binding upon the Parties.  The cost of any such review by a 
laboratory shall be borne by the Purchaser if it is determined that the Product conforms to the 
Specifications, and by the Manufacturer if determined that it does not. Except as set out in this 
Section 5.3 and Section 10.1, the Manufacturer shall have no liability to Purchaser for any defect 
for which it has not received notice from the Purchaser as specified herein. 

Section 5.4 Recall.  Manufacturer shall maintain traceability records in accordance with 
the applicable Governmental Rules, including cGMP Requirements, DSCSA requirements, and in 
accordance with any written instructions or guidelines provided to Manufacturer by the Purchaser, 
necessary to permit a recall, field correction or other notification to the field, of the Products.  
Purchaser, in consultation with Manufacturer, shall have the exclusive right to institute a recall 
and shall be responsible for managing the recall and communications with customers and 
Governmental Entities.  The Parties shall cooperate with each other in connection with any such 
efforts.  In the event that any Product is quarantined or recalled by Purchaser, or is subject to stop-
sale action, whether voluntary or by governmental action, it is agreed and understood that any 
reasonable and documented expenses, including any out-of-pocket administrative costs and 
reasonable and documented fees of any experts or attorneys that may be utilized by either Party, 
government fines or penalties, related to such recall, quarantine or stop-sale, will be borne by the 
Purchaser unless it is determined that the reason for the quarantine, recall or stop-sale action is the 
result of the breach by the Manufacturer of its obligations under this Supply Agreement, and in 
such case such expenses will be  the responsibility of Manufacturer.  If the Parties do not mutually 
agree on which Party is responsible for the recall or other field action, the responsibility for the 
recall or field action shall be determined by a mutually acceptable independent qualified third party 
whose fees shall be shared equally by the Parties.  

Section 5.5 Quality Procedures.  Manufacturer and Purchaser shall comply with the 
terms of the quality requirements set forth in a quality agreement to be negotiated in good faith by 
the Parties and entered into by the Parties as soon as practicable after the date hereof (the “Quality 
Agreement”) with respect to the manufacture of the Products. To the extent that any 
inconsistencies or conflicts exist between the Quality Agreement and this Supply Agreement with 
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regard to quality requirements and compliance with Governmental Rules, the provisions in the 
Quality Agreement shall prevail. 

Section 5.6 Regulatory Communications.  Purchaser shall be responsible for 
communicating with the FDA regarding the Products and the Manufacturing performed by 
Manufacturer hereunder and Manufacturer shall not initiate contact with the FDA or such other 
regulatory authority regarding the Products or the Manufacturing without Purchaser’s prior written 
consent, except when required by the terms of this Supply Agreement or by applicable 
Governmental Rules.  Each Party shall provide reasonable assistance to the other Party upon such 
Party’s reasonable request, and at the requesting Party’s sole cost and expense, with respect to 
such regulatory communications. 

ARTICLE VI 
 

PRICE AND PAYMENTS 

Section 6.1 Prices.  The prices payable by the Purchaser for Products will be the prices 
set forth on Schedule 6.1, and will be adjusted pursuant to Section 6.3 (the “Transfer Price”).  The 
prices for the Products set forth on Schedule 6.1 shall be equal to the Manufacturing Costs of the 
Manufacturer.   The method for calculation of the Transfer Price set forth in this Section 6.1 shall 
be valid for the Initial Term only, Transfer Price of any agreed upon Extended Term shall be 
subject to negotiate between the Parties. 

Section 6.2 Any additional costs such as stability costs, scale-up expenses, and 
additional analytical or testing expenses that may be specifically incurred at the request of 
Purchaser  or as required for the Manufacture of the Product in accordance with the Specifications 
and/or cGMP compliance; and any Initial Batch Failure Costs will be charged at actual cost to the 
Purchaser. Manufacturer will provide prior information to the Purchaser before incurring any such 
costs and/or expenses. A separate invoice will be issued to Purchaser for such costs and/or 
expenses.  For purposes of this Section 6.2, “Initial Batch Failure Costs” means, with respect to 
the batches of Product to be manufactured pursuant to Purchaser’s initial Purchase Order placed 
hereunder, the actual direct costs incurred by Manufacturer to manufacture a replacement batch 
where a batch fails other than due to the gross negligence or willful misconduct of Manufacturer. 

Section 6.3 Adjustment.  On the first and each subsequent anniversary of the date 
Manufacturer fulfills an initial Firm Order with respect to Product, Manufacturer shall increase the 
Transfer Price of Product to the extent of any actual increase in the Manufacturing Costs. However, 
if the cost increase is more than ten percent (10%) of the Transfer Price, then the Manufacturer 
will share the full details of cost of production to justify any such increase applicable to the 
immediately preceding contract year.   

Section 6.4 Invoices.  The Manufacturer will send all invoices in respect of any Products 
to a single address specified in writing by the Purchaser to the Manufacturer following the date 
that such Products subject to any Firm Order shall have been made available to the Purchaser under 
Section 3.3(a).  Payments for Product sold hereunder will be made by the Purchaser to the 
Manufacturer within thirty (30) days after the date of the invoice by electronic funds transmission 
in United States dollars as specified in any invoice, without any offset or deduction of any nature 
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whatsoever.  All payments will be made to such account as the Manufacturer will have specified 
in writing to the Purchaser with written confirmation of payment sent by email or facsimile to such 
address as the Manufacturer will have specified in writing to the Purchaser.  Purchaser shall advise 
Manufacturer within ten (10) calendar days of any disputed invoice.  If the Purchaser fails to pay 
any undisputed invoiced amount when due, a service charge will be imposed by the Manufacturer 
equal to the lesser of one percent (1%) per month or the highest rate permitted by law of the 
outstanding amount for each month or portion thereof that such undisputed amount is overdue. 

Section 6.5 Taxes, etc.  The Purchaser will bear solely the cost of any taxes, levies, 
duties or fees of any kind, nature or description whatsoever applicable to the sale and transportation 
of Product sold by the Manufacturer to the Purchaser (“Purchaser Taxes”), and the Purchaser will 
forthwith pay to the Manufacturer all such sums upon demand.  Manufacturer and Purchaser shall 
cooperate with each other and use their commercially reasonable efforts to obtain any certificate 
or other document from any person as may be necessary to mitigate, reduce or eliminate any such 
Purchaser Taxes. 

Section 6.6 Separate Sale.  Each shipment of Product to the Purchaser will constitute a 
separate sale, obligating the Purchaser to pay therefor, whether said shipment is in whole or only 
partial fulfillment of any order or confirmation issued in connection therewith. 

Section 6.7 Deductions.  Except as otherwise required by applicable law, the Purchaser 
agrees not to make any deductions of any kind from any payments becoming due to the 
Manufacturer unless the Purchaser will have received prior written authorization from the 
Manufacturer authorizing such deduction. 

Section 6.8 Audits.  Upon sixty (60) days prior written notice, Manufacturer will permit 
its books and records related to the calculation of the Transfer Price to be examined for a particular 
calendar year, no more than once annually, during normal business hours, by an independent 
auditor appointed by the other Party and reasonably acceptable to the audited Party, and at the 
auditing Party’s expense, to verify the accuracy of the Transfer Price calculation in accordance 
with the terms of this Agreement.  Any information received as a result of such inspection will be 
maintained as the audited Party’s Confidential Information.  In the event that an examining auditor 
concludes that an underpayment or overpayment was made, the auditor will specify such under- 
or over-payment in a written report, along with the information on which such conclusion is 
based.  This report will be shared promptly with the audited Party.  The amount of any such 
underpayment or the reimbursement of any such overpayment will be due and payable by the 
audited Party within sixty (60) days of the date of such report.  If the underpayment by the audited 
Party or the overpayment by the auditing Party differs by greater than ten percent (10%) from the 
amount that was otherwise due, the audited Party will pay all of the costs of such review.  

ARTICLE VII 
 

TERM AND TERMINATION 

Section 7.1 Term.  The provisions of this Supply Agreement will commence on the date 
hereof and will expire in three (3) years from the Effective Date, unless earlier terminated in 
accordance with this Article VII (the “Initial Term”).  This Supply Agreement may be extended 
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for an additional two (2) year term at least ninety (90) days prior to the end of the Initial Term, 
subject to a mutually agreed upon price increase at the time of the extension, (the “Extended Term” 
and together with the Initial Term, the “Term”). 

Section 7.2 Termination.  Either the Manufacturer, on the one hand, or the Purchaser, 
on the other hand, as applicable, will have the right to terminate this Supply Agreement with 
immediate effect (except as otherwise stated below) upon written notice to the other upon the 
occurrence of the following: 

(a) the Manufacturer, on the one hand, or the Purchaser, on the other hand, files 
a petition in bankruptcy, or enters into an agreement with its creditors, or applies for or consents 
to the appointment of a receiver or trustee, or makes an assignment for the benefit of creditors, or 
becomes subject to involuntary proceedings under any bankruptcy or insolvency Law; or 

(b) the Manufacturer, on the one hand, or the Purchaser, on the other hand, fails 
to cure any non-compliance with any of the terms and conditions hereof within the time period 
specified in any prior written notice (which will be at least thirty (30) days) delivered to the non-
compliant Party by another Party; provided; however, that the Manufacturer shall be permitted to 
terminate immediately upon delivery of written notice to Purchaser in the event that Purchaser has 
failed at least three (3) times in any twelve (12) month period to pay to Manufacturer any amount 
invoiced hereunder when such amount is due, other than where such failure is due to a good faith 
dispute over the amount owed. 

Section 7.3 Effects of Termination. 

If this Supply Agreement is terminated pursuant to Section 7.2: 

(a) The Purchaser acknowledges and agrees that the Manufacturer will be 
entitled to cancel any Firm Order accepted prior to the date of termination, and will not be obligated 
to supply any Products ordered by the Purchaser pursuant to such Firm Order, with respect to any 
Products to be delivered after the effective date of the termination.  In addition, Manufacturer shall 
deliver in accordance with the shipping terms of this Agreement all quantities of components, 
materials, APIs and work-in-progress, and finished product in the Manufacturer’s or its Affiliates’ 
possession, and to the extent such components, materials, API, work-in-progress, and finished 
product have not already been paid for by Purchaser and are not reasonably allocable to or usable 
for other activities being carried out by the Manufacturer or its Affiliates, then the Purchaser shall 
purchase them from the Manufacturer at Manufacturer’s actual cost, which amount shall be 
payable no later than thirty (30) days after receipt thereof by the Purchaser.  

(b) Subject to Section 7.3(a) and (b) hereof, termination or expiration of this 
Supply Agreement for any reason will not relieve the Parties of any obligation accruing prior to 
such termination or expiration (including in respect of any Firm Orders).  The rights and 
obligations of the Parties under Sections 5.4, 5.5, 7.3, Article IX, Article X, Article XI and Article 
XII of this Supply Agreement will survive the expiration or termination of this Supply Agreement. 
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ARTICLE VIII 
 

FORCE MAJEURE 

Section 8.1 Force Majeure.  Neither Party will be deemed to have defaulted under or 
breached this Supply Agreement for failure or delay in fulfilling or performing any term or 
provision of this Supply Agreement (other than the payment of money) when such failure or delay 
will be caused (directly or indirectly) by a circumstance beyond the reasonable control of the 
affected Party, including, without limitation, fire; flood; accident; explosion; terrorism, sabotage; 
strike, or any labor disturbance (regardless of the reasonableness of the demands of labor); civil 
commotions; riots; invasions; wars (present or future); acts, restraints, requisitions, regulations, or 
directions of any Governmental Entity, except where such acts, restraints, requisitions, regulations 
or directions are the result of a Party’s violation of applicable Law; voluntary or mandatory 
compliance by the Manufacturer with any request for material represented to be for purposes of 
(directly or indirectly) producing articles for national defense or national defense facilities; 
shortage of labor, fuel, or power; industry wide shortage of raw materials;; inability to obtain 
supplies or failures of normal sources of supplies where the relevant supplier is unable to supply 
as a result of a force majeure event applicable to such supplier; inability to obtain or delays of 
transportation facilities; any act of God; any act of the other Party or any cause (whether similar 
or dissimilar to the foregoing) beyond the reasonable control of such Party (each a “Force 
Majeure”). Any Party asserting its inability to perform any obligation hereunder for any such 
contingency shall promptly notify the other Party of the existence of any such contingency and 
shall use commercially reasonable efforts to mitigate such contingency and re-commence its 
performance of such obligation as soon as commercially practicable.  Subject to this Section 8.1, 
if the Manufacturer is unable to supply the Purchaser with its requirements of Products by reason 
of Force Majeure, Force Majeure shall excuse the Manufacturer’s performance until the Force 
Majeure has ceased and for a reasonable period of time thereafter, to allow the Manufacturer to 
restore itself to the position it was in with respect to the Products immediately prior to the Force 
Majeure.  Within thirty (30) days of notification by the Manufacturer that it is able to resume the 
necessary supply of the Products to the Purchaser, in respect of any Firm Orders for the Products 
the delivery of which was during such Force Majeure period, the Parties shall discuss in good faith 
the requirements of Purchaser and delivery of such Products.  Neither Party shall suffer penalty or 
incur any liability for its inability to perform hereunder by reason of Force Majeure.  If a Party 
fails to perform any of its obligations under this Agreement by reason of Force Majeure and such 
non-performance continues for a period of one hundred and eighty (180) days from the first 
occurrence of the event of Force Majeure, the other Party may terminate this Agreement by 
providing written notice to that effect to the non-performing Party.  In the event of such 
termination, both Parties' respective rights and obligations under this Agreement shall terminate 
except for any amounts previously due and owing by one Party to the other and except for any 
other obligations which this Agreement expressly provides shall survive termination. 
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ARTICLE IX 
 

CONFIDENTIALITY 

Section 9.1 Non-disclosure and Non-use Obligation.  Each Party or its Affiliates or 
contractors may, from time to time, prior to or after the date hereof, disclose to the other Party 
information of a technical or non-technical nature that is not generally known to the trade or public.  
Each Party agrees that it will not, and will cause its Affiliates, and will use reasonable best efforts 
to cause its contractors, not to, use for any purpose other than as necessary to perform its 
obligations under this Supply Agreement, and will not disclose to anyone in any manner 
whatsoever, any such information including, without limitation, information relating in any way 
to the products, processes, and services of each Party or its Affiliates or contractors, which 
becomes known to the other Party on or prior to the date of the termination or expiration of this 
Supply Agreement.  The obligations of this Section 9.1 will not apply to information (i) that is 
known to a Party as shown by written records prior to its disclosure by the Manufacturer or its 
contractors; (ii) that becomes public information or is generally available to the public other than 
by an unauthorized act or omission of the other Party; or (iii) that is received by a Party from third 
parties who are in rightful possession of such information and who are lawfully entitled to disclose 
such information and did not receive such information from the other Party.  Upon the termination 
or expiration of this Supply Agreement, each Party will return or destroy (with written 
confirmation thereof) to the other Party all documents that include confidential information of each 
Party or its contractors including all copies of such documents or extracts therefrom, if any, and 
will make no further use of such information.  This Agreement shall not be deemed to restrict the 
receiving Party from complying with a lawfully issued governmental order or any other 
requirement of applicable Law to produce or disclose confidential information of the other Party; 
provided that the receiving Party shall have complied with the requirements of this Section 9.1.  
With respect to any such governmental order or requirement of applicable Law, the receiving Party 
shall promptly notify the disclosing Party of such order so that the disclosing Party may seek to 
quash such order or to obtain an appropriate protective order requiring that the confidential 
information that is the subject of such order or requirement of applicable Law be held in confidence 
or, if disclosed, be used only for the purposes for which such order was issued or such requirement 
of applicable Law covers.  The receiving Party shall reasonably cooperate with the disclosing Party 
in any such proceeding.  With respect to any such order that is not quashed or any other 
requirement of applicable Law to disclose confidential information of the disclosing Party, the 
receiving Party shall furnish only that portion of such confidential information that the receiving 
Party is advised by counsel is legally required to be disclosed and the receiving Party shall, at the 
disclosing Party’s cost, exercise its reasonable efforts, in its sole discretion, to obtain a protective 
order or other reliable assurance that confidential treatment shall be accorded to the confidential 
information so disclosed.  The receiving Party’s obligations shall be qualified to the extent it is 
reasonably able to comply with the terms of this Section 9.1 depending upon the order or other 
legal requirement and the timing within which the receiving Party is obligated to comply therewith. 

Case 23-10937-LSS    Doc 696    Filed 05/29/24    Page 71 of 90



Execution Version 

 15 

 
 

ARTICLE X 
 

INDEMNIFICATION 

Section 10.1 By the Manufacturer.    From and after the Effective Date, the Manufacturer 
will indemnify, defend and hold harmless, and pay and reimburse, the Purchaser, its Affiliates and 
their respective officers, directors, employees, agents, advisors, and shareholders from and against 
any and all liabilities, losses, claims, damages, costs, and expenses (including reasonable attorneys’ 
fees) (“Losses”) resulting from or relating to any claim by a Third Party resulting from, arising out 
of, or in connection with: (i) Manufacturer’s or its contractors’ or Affiliate’s negligence or willful 
misconduct, or (ii) any breach by Manufacturer of any of its representations and warranties, 
covenants, agreements or obligations contained in this Agreement; except to the extent such Losses 
arise as a result of the breach of this Agreement, or the negligence, willful misconduct, or breach 
of this Agreement by Purchaser or its contractors or Affiliates. 

Section 10.2 By the Purchaser.  From and after the Effective Date, the Purchaser will 
indemnify, defend and hold harmless, and pay and reimburse, the Manufacturer and its Affiliates 
and their respective officers, directors, employees, agents, advisors and shareholders from and 
against any and all Losses resulting from or relating to any claim by a Third Party resulting from, 
arising out of, or in connection with: (a) the Purchaser’s negligence or willful misconduct, or (b) 
breach of any of its representations and warranties, covenants, agreements or obligations contained 
in this Supply Agreement; or (c) regarding any Product sold by Purchaser or its Affiliates from 
and after the Effective Date, including but not limited to (i) any claim for patent infringement, 
personal injury, death or property damage or (ii) the use of the Products by any person; provided, 
however, that the Purchaser shall not be liable for any Losses to the extent (A) arising from the 
Manufacturer’s or it contractors’ negligence, willful misconduct, or breach of its representations 
and warranties, covenants, agreements or obligations contained in this Agreement or (B) to the 
extent the Loss falls within the scope of Manufacturer’s indemnification obligations under the 
Asset Purchase Agreement. 

Section 10.3 Procedures.  If Purchaser, Manufacturer or their respective Affiliates, 
employees or agents (in each case an “Indemnified Party”), receive any written claim which such 
Indemnified Party believes is the subject of indemnity hereunder by another Party hereto (an 
“Indemnifying Party”), the Indemnified Party shall, as soon as reasonably practicable after 
forming such belief, give notice thereof to the Indemnifying Party, provided that the failure to give 
timely notice to the Indemnifying Party as contemplated hereby shall not release the Indemnifying 
Party from any liability to the Indemnified Party unless the Indemnifying Party demonstrates that 
the defense of such claim is materially prejudiced by such failure.  The Indemnifying Party shall 
have the right, by prompt written notice to the Indemnified Party to assume the defense of such 
claim at its cost, with counsel reasonably satisfactory to the Indemnified Party.  If the Indemnifying 
Party does not so assume the defense of such claim or, having done so, does not diligently pursue 
such defense, the Indemnified Party may assume the defense, with counsel of its choice, but at the 
cost of the Indemnifying Party.  If the Indemnifying Party so assumes the defense, it shall have 
absolute control of the litigation; provided that the Indemnified Party may, nevertheless, 
participate therein through counsel of its choice and at its cost.  The involved Party not assuming 
the defense of any such claim shall render all reasonable assistance to the Party assuming such 
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defense, and out-of-pocket costs of such assistance shall be for the account of the Indemnifying 
Party.  No such claim shall be settled other than by the Party defending the same, and then only 
with the consent of the other involved Party, which consent shall not be unreasonably withheld; 
provided that the Indemnified Party shall have no obligation to consent to any settlement of any 
such claim which (i) imposes on the Indemnified Party any liability or obligation which cannot be 
assumed or performed in full by the Indemnifying Party, (ii) does not unconditionally release the 
Indemnified Party, (iii)  requires a statement as to or an admission of fault, culpability or failure to 
act by or on behalf of Indemnified Party or (iv)  imposes any restrictions on the conduct of business 
by the Indemnified Party.. 

Section 10.4 Insurance.  At all times from the Effective Date through that date which is 
three (3) years after the termination or expiration of this Supply Agreement, each of the Purchaser 
and the Manufacturer will maintain general liability insurance in the amount of not less than USD 
$5,000,000 per occurrence and USD $5,000,000 in aggregate and product liability insurance (or 
self-insurance), which is reasonable and customary in the USA pharmaceutical industry for 
companies of comparable size, provided that in no event shall the product liability insurance 
amounts be less than USD $5,000,000 per occurrence and USD $5,000,000 in the aggregate limit 
of liability per year.  Each of the Purchaser and the Manufacturer shall add the other party as 
additional insured in their general liability and product liability policy and provide written proof 
of such insurance to the other Party upon request. 

Section 10.5 Limitations. 

(a) In no event shall either Party be liable by reason of any breach of any 
representation, warranty, condition or other term of this Agreement or any duty of common law, 
for any consequential, special, indirect or incidental or punitive loss or damage (whether for loss 
of current or future profits, loss of enterprise value or otherwise) and each Party agrees that it shall 
not make any such claim; provided, however, that the foregoing does not limit any of the 
obligations or liability of either Party or its Affiliates under Sections 10.1 and 10.2 with respect to 
claims of unrelated third parties or liability arising from fraud or willful misconduct of a Party or 
its Affiliates or contractors. 

(b) Notwithstanding any other provision of this Agreement, in the event that 
the Purchaser asserts or claims that the Manufacturer has breached any of its obligations hereunder 
or that the Manufacturer is liable pursuant to Section 10.1, the Manufacturer’s maximum liability 
under or in connection with any such claim herein shall be limited to Two Million Dollars 
($2,000,000); provided, however, that the foregoing shall not limit any liability arising from (a) 
fraud or willful misconduct of Manufacturer or its Affiliates or contractors. 

ARTICLE XI 
 

INTELLECTUAL PROPERTY RIGHTS 

Section 11.1 License.  The Purchaser hereby grants to the Manufacturer for the Term of 
this Supply Agreement, a royalty-free, non-exclusive, non-transferable, right and license under the 
Purchased Assets, as applicable in the Territory to manufacture and supply the Products for the 
Purchaser.  This license is sublicenseable by the Manufacturer to contractors which the 
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Manufacturer may cause to manufacture and supply the Products with the prior approval of 
Purchaser. 

To the extent that any of the Products are marketed under a trademark or housemark of the 
Purchaser (“Purchaser Trademark”), Purchaser hereby grants to the Manufacturer a revocable, 
non-assignable and non-exclusive license to apply and affix the Purchaser Trademark on or in 
relation to the Products Manufactured for the Purchaser hereunder; provided, however that nothing 
herein contained shall give or be deemed to give or shall be intended to give the Manufacturer any 
right, title, interest or claim in or to the Purchaser Trademark. 

ARTICLE XII 
 

MISCELLANEOUS 

Section 12.1 Assignment.  Neither Party may assign its rights or obligations under this 
Supply Agreement without the prior written consent of the other Party ; provided, however either 
Party may assign its rights and obligations under this Supply Agreement, without the prior written 
consent of the other Party, to an Affiliate or to a successor of the assigning Party by reason of 
merger, sale of all or substantially all of its assets or the portion of its business which relates to a 
Product or any number of the Products, or any similar transaction.  Any permitted assignee or 
successor-in-interest will assume all obligations of its assignor under this Supply Agreement.  No 
assignment will relieve either Party of its responsibility for the performance of any obligation.  
This Supply Agreement will be binding upon and inure to the benefit of the Parties hereto and their 
respective successors and permitted assigns. 

Section 12.2 Severability.  If any provision of this Supply Agreement is held to be illegal, 
invalid or unenforceable by any Law or public policy, the remaining provisions of this Supply 
Agreement will nevertheless remain in full force and effect and will not be affected by the illegal, 
invalid or unenforceable provision or by its severance herefrom as long as the economic or legal 
substance of the transactions contemplated hereby is not affected in any manner materially adverse 
to either Party.  Upon such determination that any term or other provision is invalid, illegal or 
unenforceable, the Parties will negotiate reasonably and in good faith to modify this Supply 
Agreement so as to effect the original intent of the Parties as closely as possible in an acceptable 
manner in order that the transactions contemplated hereby are consummated as originally 
contemplated to the greatest extent possible.  

Section 12.3 Notices.  All notices and other communications required or permitted to be 
given or made pursuant to this Agreement shall be in writing signed by the sender and shall be 
deemed duly given (a) on the date delivered, if personally delivered, (b) on the date sent by 
telecopier with automatic confirmation by the transmitting machine showing the proper number of 
pages were transmitted without error, (c) on the Business Day after being sent by Federal Express 
or another recognized overnight mail service which utilizes a written form of receipt for next day 
or next Business Day delivery or (d) two (2) Business Days after mailing, if mailed by United 
States postage-prepaid certified or registered mail, return receipt requested, in each case addressed 
to the applicable Party at the address set forth below; provided that a Party may change its address 
for receiving notice by the proper giving of notice hereunder: 
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(a) if to the Purchaser, to: 

EPI Health, LLC134 Columbus Street, Charleston, SC 29403 
Attn: Ronald C. Owens 
Facsimile No.: rowens@epihealth.com 

With a copy (which shall not constitute notice) to: 

Blank Rome LLP 
405 Lexington Avenue 
New York, NY 10174 
Attn:  Jennifer DanielsEmail: daniels@blankrome.com 
Facsimile No.: 917.332.3075 

(b) if to the Manufacturer, to: 

Dr. Reddy’s Laboratories, Ltd.  
SEZ - Process unit – 1, 
Devunipalavalasa Village 
Ranasthalam Mandal, Srikakulam District  
Andhra Pradesh, India, Pin-532409 
Attention: PPG Business Head 
 

with a copy (which shall not constitute notice) to: 

Dr. Reddy’s Laboratories, Ltd.  
SEZ - Process unit – 1, 
Devunipalavalasa Village 
Ranasthalam Mandal, Srikakulam District  
Andhra Pradesh, India, Pin-532409Attn:  PPG Legal Counsel 
 

It is understood and agreed that this Section 12.3 is not intended to govern the ordinary course 
business communications necessary between the Parties in performing their duties, in due course, 
under the terms of this Supply Agreement, including the placement of orders and the delivery of 
Forecasts. 

Section 12.4 Applicable Law.  This Agreement and its negotiation, execution, 
performance or non-performance, interpretation, termination, construction and all claims or causes 
of action (whether in contract, in tort, at Law or otherwise) that may be based upon, arise out of, 
or relate to this Agreement, or the transactions contemplated hereby (including any claim or cause 
of action based upon, arising out of or related to any representation or warranty made in connection 
with this Agreement or as an inducement to enter this Agreement), shall be exclusively governed 
by, and construed in accordance with, the Laws of the State of Delaware regardless of Laws that 
might otherwise govern under any applicable conflict of laws principles. 
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Section 12.5 Jurisdiction, Venue, Service of Process, WAIVER OF JURY TRIAL. 

(a) Any Legal Proceeding based upon, arising out of, or related to this 
Agreement and its negotiation, execution, performance, non-performance, interpretation, 
termination, construction or the transactions contemplated hereby shall be heard and determined 
in the Court of Chancery in the City of Wilmington, New Castle County, Delaware or, in the event 
such court lacks subject matter jurisdiction, the United States District Court sitting in Wilmington, 
Delaware or, in the event such federal district court lacks subject matter jurisdiction, then in the 
Superior Court in the City of Wilmington, New Castle County, Delaware.  The Parties hereto 
hereby irrevocably submit to the exclusive jurisdiction and venue of such courts in any such Legal 
Proceeding and irrevocably and unconditionally waive the defense of an inconvenient forum, or 
lack of jurisdiction to the maintenance of any such Proceeding.  The consents to jurisdiction and 
venue set forth herein shall not constitute general consents to service of process in the State of 
Delaware and shall have no effect for any purpose except as provided in this Section 12.5 and shall 
not be deemed to confer rights on any Person other than the Parties hereto.  Each Party hereto 
agrees that the service of process upon such Party in any Legal Proceeding arising out of or relating 
to this Agreement shall be effective if notice is given by overnight courier at the address set forth 
in Section 12.03.  Each of the Parties also agrees that any final, non-appealable judgment against 
a Party in connection with any Legal Proceeding arising out of or relating to this Agreement shall 
be conclusive and binding on such Party and that such award or judgment may be enforced in any 
court of competent jurisdiction, either within or outside of the United States.  A certified or 
exemplified copy of such award or judgment shall be conclusive evidence of the fact and amount 
of such award or judgment.  

(b) THE PURCHASER AND THE MANUFACTURER HEREBY WAIVE, 
TO THE FULLEST EXTENT PERMITTED BY LAW, ANY RIGHT TO TRIAL BY JURY OF 
ANY CLAIM, DEMAND, ACTION, OR CAUSE OF ACTION (I) ARISING UNDER THIS 
AGREEMENT OR (II) IN ANY WAY CONNECTED WITH OR RELATED OR INCIDENTAL 
TO THE DEALINGS OF THE PARTIES HERETO IN RESPECT OF THIS AGREEMENT OR 
ANY OF THE TRANSACTIONS RELATED HERETO, IN EACH CASE WHETHER NOW 
EXISTING OR HEREAFTER ARISING, AND WHETHER IN CONTRACT, TORT, EQUITY, 
OR OTHERWISE.  THE PARTIES TO THIS AGREEMENT EACH HEREBY AGREES AND 
CONSENTS THAT ANY SUCH CLAIM, DEMAND, ACTION, OR CAUSE OF ACTION 
SHALL BE DECIDED BY COURT TRIAL WITHOUT A JURY AND THAT THE PARTIES 
TO THIS AGREEMENT MAY FILE AN ORIGINAL COUNTERPART OF A COPY OF THIS 
AGREEMENT WITH ANY COURT AS WRITTEN EVIDENCE OF THE CONSENT OF THE 
PARTIES HERETO TO THE WAIVER OF THEIR RIGHT TO TRIAL BY JURY. 

Section 12.6 Entire Agreement.  This Supply Agreement and the attached Schedules, 
which are incorporated herein, along with the Asset Purchase Agreement and the Schedules and 
Exhibits thereto, constitute the entire agreement between the Parties with respect to the subject 
matter hereof and all prior agreements with respect hereto are superseded.  Each Party confirms 
that no representations, warranties, covenants or understandings of any kind, nature or description 
whatsoever are being made or relied upon by any Party, except such as are as specifically set forth 
herein or in the Asset Purchase Agreement.  No amendment or modifications hereof will be binding 
upon the Parties unless set forth in a writing specified to be an explicit amendment to this Supply 
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Agreement duly executed by authorized representatives of each of the Parties.  The Parties 
recognize that, during the Term of this Supply Agreement, a purchase order, acknowledgement 
form or similar routine document (collectively “Forms”) may be used to implement or administer 
provisions of this Supply Agreement.  Therefore, the Parties agree that the terms of this Supply 
Agreement, as it may be amended, will prevail in the event of any conflict between this Supply 
Agreement and the printed provision of such Forms, or typed provisions of Forms that add to, 
vary, modify or are in conflict with the provisions of this Supply Agreement with respect to the 
Products sold during the Term of this Supply Agreement.  Nothing in this Agreement is intended 
to increase or limit either Party rights, remedies, or responsibilities under the Asset Purchase 
Agreement. 

Section 12.7 Headings.  The headings used in this Supply Agreement are intended for 
convenience only and will not be considered part of the written understanding among the Parties 
and will not affect the construction of this Supply Agreement. 

Section 12.8 Independent Contractors.  The relationship between the Manufacturer, on 
the one hand, and the Purchaser, on the other hand, is solely that of Purchaser and seller.  It is 
expressly agreed that the Manufacturer, on the one hand, and the Purchaser, on the other hand, will 
be independent contractors and that neither the relationship among the Parties nor this Supply 
Agreement will be construed as creating a partnership, joint venture or agency.  Neither the 
Manufacturer, on the one hand, nor the Purchaser, on the other hand, will have the authority to 
make any statements, representations or commitments of any kind, or to take any action or to incur 
any liability or obligation which will be binding on the other, without the prior consent of the other 
Party to do so.  All persons employed by a Party will be employees of such Party and not of the 
other Party and all costs and obligations incurred by reason of any such employment will be for 
the account and expense of such Party. 

Section 12.9 Waiver.  The waiver by either Party of any right hereunder or the failure to 
perform or of a breach by the other Party will not be deemed a waiver of any other right hereunder 
or of any other or subsequent breach or failure by said other Party whether of a similar nature or 
otherwise. 

Section 12.10 Counterparts.  This Supply Agreement may be executed in counterparts, 
each of which will be deemed an original, and all of which together will constitute one and the 
same instrument. 

Section 12.11 No Benefit to Third Parties.  The representations, warranties, covenants and 
agreements set forth in this Supply Agreement are for the sole benefit of the Parties and their 
successors and permitted assigns, and nothing herein, express or implied, is intended to or will 
confer upon any person or entity any legal or equitable rights, benefits or remedies, other than to 
the extent set forth in Sections 10.1 and 10.2. 

[signature page follows] 
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Schedule 1.1 
DEFINITIONS  

 
As used in this Supply Agreement, the following terms will have the meanings ascribed to 

them below: 

(a) “API” means the active pharmaceutical ingredient for Product. 

(b) “Acquisition” has the meaning set forth in the recitals. 

(c) “Affiliate” of a Person means any other Person that directly or indirectly, through 
one or more intermediaries, controls, is controlled by, or is under common control with, such 
Person. The term "control" (including the terms "controlled by" and "under common control with") 
means the possession, directly or indirectly, of the power to direct or cause the direction of the 
management and policies of a Person, whether through the ownership of voting securities, by 
contract or otherwise. 

(d) “Asset Purchase Agreement” has the meaning set forth in the recitals. 

(e) “cGMP Requirements” means the FDA’s current good manufacturing practice 
requirements as promulgated under the FFDCA at 21 C.F.R. (parts 11, 210 and 211), and as further 
defined by FDA guidance documents, as such may be amended from time to time. 

(f) “COA” has the meaning set forth in Section 3.3(b). 

(g) “COC” has the meaning set forth in Section 3.3(b). 

(h) “DSCSA” means the Drug Supply Chain Security Act. 

(i) “Extended Term” has the meaning set forth in Section 7.1. 

(j) “FDA” means the United States Food and Drug Administration and any successor 
agency thereto 

(k) “FFDCA” means the Federal Food, Drug, and Cosmetic Act, 21 U.S.C. §§ 301 et 
seq., as amended. 

(l) “Firm Order” has the meaning set forth in Section 3.2. 

(m) “Firm Order Period” has the meaning set forth in Section 3.1. 

(n) “Force Majeure” has the meaning set forth in Section 8.1. 

(o) “Forecast” has the meaning set forth in Section 3.1. 

(p) “Forms” has the meaning set forth in Section 12.6. 
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(q) “Governmental Entity(ies)” means any federal, state, local or foreign government, 
or political subdivision thereof or any agency or instrumentality of any such government or 
political subdivision, or any self-regulated organization or other non-governmental regulatory 
authority or quasi-governmental authority (to the extent that the rules, regulations or orders of such 
organization or authority have the force of Law), or any arbitrator, court or tribunal of competent 
jurisdiction. 

(r) “Governmental Rule” means any Law, judgment, order, decree, statute, ordinance, 
rule or regulation enacted, issued or promulgated by any Governmental Entity. 

(s) “Initial Term” has the meaning set forth in Section 7.1. 

(t) “Law” means each federal, state, provincial, municipal, local, or foreign law, 
statute, ordinance, order, determination, judgment, common law, code, rule, official standard, or 
regulation, enacted, enforced, entered, promulgated, or issued by any Governmental Entity. 

(u) “Manufacturer” has the meaning set forth in the preamble. 

(v) “Manufacturing” or “Manufactured” means the manufacture and packaging of 
Products, including, without limitation, mix, fill and finish. 

(w) “Manufacturing Costs” means, with respect to a Product, the actual cost of 
Manufacturing the Product (expressed on a per unit manufactured basis), which consists of (i) 
actual direct cost of any raw materials, intermediates, packaging materials and labor utilized in 
such Manufacturing, (ii) an appropriate share of factory overhead costs allocated to Manufacture 
of the Product, but excluding any costs related to under-utilized capacity, all calculated in 
accordance with. GAAP, and (iii) any transportation, freight expenses actually incurred by the 
Manufacturer to ship the material. 

(x) “NDA” means the new drug application for Product as approved by the FDA. 

(y)  “Party” or “Parties” means the Manufacturer and/or the Purchaser, as applicable. 

(z) “Person” means any individual, corporation, partnership, limited liability company, 
limited liability partnership, syndicate, person, trust, association, organization or other entity, and 
including and successor, by merger or otherwise, of any of the foregoing. 

(aa) “Products” means the pharmaceutical Products on Schedule 6.1 that are to be 
supplied by the Manufacturer to the Purchaser hereunder. 

(bb)  “Purchase Order Date” has the meaning set forth in Section 3.2(a). 

(cc) “Purchased Assets” has the meaning set forth in the Asset Purchase Agreement. 

(dd) Purchaser” has the meaning set forth in the preamble. 

(ee) “Purchaser Taxes” has the meaning set forth in Section 6.4. 
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(ff) “Purchaser Trademark” has the meaning set forth in Section 11.1. 

(gg)  “Quality Agreement” has the meaning set forth in Section 5.6. 

(hh)  “Specifications” means the requirements and standards for the Products set forth 
in the Quality Agreement, as amended or supplemented in accordance with this Supply Agreement. 

(ii) “Supply Agreement” has the meaning set forth in the preamble. 

(jj)  “Term” has the meaning set forth in Section 7.1. 

(kk) “Territory” means the United States of America and its territories, possessions, 
districts, protectorates and commonwealths. 

(ll) “Third Party” means any Person, other than Purchaser and its Affiliates, and other 
than Manufacturer and its Affiliates. 

(mm) “Transfer Prices” means the amount(s) to be paid by the Purchaser to the 
Manufacturer pursuant to Section 6.1 and as may be adjusted from time to time pursuant to Section 
6.2. 
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SCHEDULE 6.1 
PRODUCTS, TRANSFER PRICES AND BATCH QUANTITIES 

 
PRODUCT: NDA No. 209269 for Minocycline hydrochloride extended release tablets, 105 mg 
and 135 mg. 
 
TRANSFER PRICES AND BATCH QUANTITIES FOR DOSAGES AS OF EFFECTIVE 
DATE: 
 

PRODUCT SKU THEORETICAL 
BATCH SIZE (IN 
TABLETS) 

THEORETICAL 
UNITS PER BATCH 
(PACK OF TABLET) 

RATE $ 
PER 
PACK 

RATE $ 
PER 
TABLET 

MINOCYCLINE 
HYDROCHLORIDE ER TABLETS 
30CT 

135 MG 175,000 5833 29.70 $0.99 

MINOCYCLINE 
HYDROCHLORIDE ER TABLETS 
30CT 

105 MG 175,000 5833 25.48 $0.849 

MINOCYCLINE 
HYDROCHLORIDE ER TABLETS 
5CT 

135 MG 175000 35000 6.25 $1.25  

MINOCYCLINE 
HYDROCHLORIDE ER TABLETS 
5CT 

105 MG 175000 35000 6.00 $1.20 
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EPI HEALTH, LLC PURCHASE ORDER 

Date: 06-Feb-2023
PO #: 629 

Terms: Net 30 

Shipping Method Shipping Terms Delivery Date 

Air FCA 14-Feb-23

Quantity Item # Description Unit Price Line Total 
5833 SKU: 71403-101-30 Minolira (Minocycline 

Hydrochloride) 105mg 
$25.48 $148,624.84 

TOTAL $148,624.84 

1. Shipping Requirements: Ensure finished product is maintained, packed and shipped per the
label claim storage requirements of USP controlled room temperature (20c to 25c). Ship per
approved LRG.  Shipment shall not be released to the originating carrier if they do not meet
the temperature and handling requirements. The originating carrier is responsible for
conveying said written shipping instructions to all connecting carriers.

2. Enter this order with the prices, terms, delivery method, and specifications listed above.
3. Please notify us immediately if you are unable to ship as specified.
4. Send all correspondence to:

Cindy Adams at cadams@epihealth.com
Phone: (985) 859-7494
Fax: (843) 737-8746

Authorized By Date 
Cindy Adams    9/13/22 

EPI Health, LLC 174 Meeting St. Charleston, SC 29401 

Vendor:  
Dr. Reddy’s Labs 
Ltd, FTO SEZ-PU01 
Srikakulam, 
532409, India 
  

Ships To: 
ICS 

420 International 
Blvd.  Suite 500 
Brooks, KY 40109 
 

Revised

*Note- Revised from AG dress to trade Dress- revised NDC to reflect trade dress.

M. Goodhead 2.6.23
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EPI HEALTH, LCC PURCHASE ORDER 

Date: 06-Feb-2023
PO #: 630 

Terms: 30 days 

Shipping Method Shipping Terms Delivery Date 

Air/Sea FCA 10-Feb-23

Quantity Item # Description Unit Price Line Total 
5833 SKU: 71403-105-30 Minolira (Minocycline 

Hydrochloride) 135mg 
$29.70 $173,240.10 

TOTAL $173,240.10 

1. Shipping Requirements: Ensure finished product is maintained, packed and shipped per the
label claim storage requirements of USP controlled room temperature (20c to 25c). Ship per
approved LRG.  Shipment shall not be released to the originating carrier if they do not meet
the temperature and handling requirements. The originating carrier is responsible for
conveying said written shipping instructions to all connecting carriers.

2. Enter this order with the prices, terms, delivery method, and specifications listed above.
3. Please notify us immediately if you are unable to ship as specified.
4. Send all correspondence to:

Cindy Adams at cadams@epihealth.com
Phone: (985) 859-7494
Fax: (843) 737-8746

Authorized By Date 
Cindy Adams    9/13/22 

EPI HEALTH, LLC 174 Meeting St. Charleston, SC 29401 

Vendor:  
Dr. Reddy’s Labs 
Ltd, FTO SEZ-PU01 
Srikakulam, 
532409, India 
 

Ships To: 
ICS 

420 International 
Blvd.  Suite 500 
Brooks, KY 40109 
 

Revised

*Note- Revised from AG dress to trade Dress- revised NDC to reflect trade dress. 

M. Goodhead 2.6.23
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	Supply Agreement - EPI and DRL (Execution Version).pdf
	SUPPLY AGREEMENT
	Article I   DEFINITIONS
	Section 1.1 Definitions

	Article II   MANUFACTURE AND SALE OF PRODUCTS
	Section 2.1 Engagement
	Section 2.2 Sale and Distribution
	Section 2.3 Packaging and Labeling
	Section 2.4 Facility Maintenance; Inspection; Reports
	(a) The Manufacturer shall, at all times, maintain and operate, or cause its contractors to maintain and operate, all facilities where Products are Manufactured, packaged, tested, stored, warehoused or shipped in compliance with cGMP and applicable La...
	(b) The Manufacturer shall maintain adequate and accurate records consistent with the applicable Specifications, including records covering quality control testing and release of the Products and all other Manufacturing services provided hereunder in ...
	(c) The Manufacturer shall notify Purchaser as soon as reasonably practicable and in any event within five (5) business days following receipt of notice of any FDA or other regulatory authority inspection of the Manufacturing facilities if such inspec...

	Section 2.5 Adverse Events

	Article III   FORECASTS, ORDERS AND SHIPMENT
	Section 3.1 Forecasts
	Section 3.2 Orders
	(a) The Purchaser will place firm purchase orders (“Firm Orders”) for Products in writing for delivery at least one hundred and twenty (120) days after the Purchase Order Date.  The Manufacturer shall accept or reject each Firm Order in writing within...
	(b) The Manufacturer will supply the Products in accordance with each Firm Order placed pursuant to the terms of this Supply Agreement by the Purchaser and accepted by the Manufacturer including the quantities and delivery dates requested in each Firm...
	(c) No later than six (6) months after delivery of the first binding Forecast, and thereafter at all times during the Term, Manufacturer shall, at Purchaser’s expense and advance payment, maintain an amount of inventory of raw materials (API, excipien...
	(d) In the event that at any time Manufacturer foresees that it will be unable to supply to Purchaser (or its nominee) in whole or in part an ordered or forecasted quantity of Product by the delivery date for any reason, including a Force Majeure even...
	(e) At any time during the Term, Purchaser shall have the right to qualify one or more third parties (“Alternative Manufacturers”) to Manufacture and supply the Product to Purchaser for sale in the Territory.  Manufacturer will assist as necessary wit...
	(f) The initial Firm Order is attached as Schedule 3.2(d) hereto.  The Manufacturer will deliver the Products subject to the initial Firm Order no later than 30th November 2018.
	(g) Manufacture shall deliver the Products to Purchaser with at least 85% (eighty five percent) of remaining shelf life at the shipment date in accordance with Section 3.2(b).
	(h) The terms of this Supply Agreement shall prevail over any conflicting, inconsistent or additional terms set forth in any Firm Order, invoice, or acceptance form.

	Section 3.3 Delivery
	(a) All Products shipped under this Supply Agreement will be shipped FCA Hyderbad airport or such other location reasonably requested by Purchaser.  The Purchaser shall make necessary arrangements to pick up the shipment and will pay all freight, insu...
	(b) Manufacturer shall perform quality assurance testing with respect to the Products sold hereunder, including stability testing, so that the Products conform with the Specifications.  Manufacturer shall provide Purchaser with a Certificate of Analys...


	Article IV   REPRESENTATIONS AND WARRANTIES
	Section 4.1 Representations and Warranties of the Manufacturer
	(a) Product Compliance.  All Products delivered pursuant to this Agreement by the Manufacturer (or any sub-contractor thereof) to the Purchaser or its designee during the Term will at shipment be in compliance in all material respects with this Supply...
	(b) Authorization.  This Supply Agreement has been duly executed and delivered by the Manufacturer and, assuming due execution and delivery by the Purchaser, constitutes a valid and binding obligation, enforceable against the Manufacturer in accordanc...
	(c) Absence of Conflicts.  The execution, delivery and performance of this Supply Agreement by the Manufacturer does not conflict with or constitute a default under any agreement, instrument or understanding, oral or written to which it is a party or ...
	(d) Organization and Standing.  The Manufacturer is a corporation, duly organized, validly existing and in good standing under the laws of India.
	(e) Power and Authority.  The Manufacturer has the corporate power and authority to execute, deliver and perform this Supply Agreement and to consummate the transactions contemplated hereby.
	(f) Compliance With Law.  Manufacturer has and will maintain throughout the Term of this Agreement all permits, licenses, registrations and other forms of governmental authorization and approval as required by law in order for Manufacturer to execute ...
	(g) No Debarment.  Manufacturer is not debarred and has not and will not use in any capacity the services of any person debarred under subsection 306(a) or (b) of the Generic Drug Enforcement Act of 1992.  If at any time this representation and warran...

	Section 4.2 Representations and Warranties of the Purchaser
	(a) Authorization.  This Supply Agreement has been duly executed and delivered by the Purchaser and, assuming due execution and delivery by the Manufacturer, constitutes a valid and binding obligation, enforceable against the Purchaser in accordance w...
	(b) Absence of Conflicts.  The execution, delivery and performance of this Supply Agreement by the Purchaser does not conflict with or constitute a default under any agreement, instrument or understanding, oral or written to which it is a party or by ...
	(c) Organization and Standing.  The Purchaser is a corporation, duly organized, validly existing and in good standing under the laws of the State of South Carolina.
	(d) Power and Authority.  The Purchaser has the corporate power and authority to execute, deliver and perform this Supply Agreement and to consummate the transactions contemplated hereby.
	Section 4.3 Disclaimer.  THE REPRESENTATIONS AND WARRANTIES SET FORTH IN THIS AGREEMENT ARE THE PARTIES’ ONLY WARRANTIES AND NO OTHER WARRANTY, EXPRESS, IMPLIED OR STATUTORY, WILL APPLY.  EACH PARTY EXPRESSLY DISCLAIMS ALL OTHER WARRANTIES, WHETHER EX...


	Article V  QUALITY ASSURANCE
	Section 5.1 The Manufacturer’s Covenants
	(a) manufacture, fill, package, test, handle, store, warehouse and ship the Products in conformity with this Supply Agreement, Quality Agreement, Governmental Rules, applicable requirements of DSCSA, and cGMP Requirements and the Specifications;
	(b) promptly (but in any event no later than five (5) Business Days after becoming aware) inform Purchaser of any adverse events related to the Products and any inspections, communications, or material issues raised by the FDA in connection with the M...
	(c) obtain and maintain all permits reasonably necessary to Manufacture and supply Product subject to an FDA approved NDA in accordance with the Specifications, applicable Governmental Rules and this Supply Agreement; and
	(d) if Manufacturer becomes aware of any Products that have not been Manufactured in accordance with the Specifications and that have been supplied, promptly take such corrective action as shall be reasonably necessary to correct such nonconformity an...

	Section 5.2 The Purchaser’s Covenants
	(a) hold, store, handle, ship, deliver, distribute and/or sell the Products (i) in accordance with applicable cGMP Requirements and Governmental Rules, including but not limited to any risk management programs required by the FDA; and (ii) in complian...
	(b) enter into all necessary compliance agreements with the Manufacturer, including but not limited to agreements to cover quality assurance and adverse incident reporting; and
	(c) except as set forth herein or in the Quality Agreement between the Parties, upon delivery of the Products to the Purchaser, the Purchaser will be solely responsible for compliance with all quality control testing and other testing requirements set...

	Section 5.3 Rejection of Delivered Products
	Section 5.4 Recall
	Section 5.5 Quality Procedures
	Section 5.6 Regulatory Communications

	Article VI   PRICE AND PAYMENTS
	Section 6.1 Prices
	Section 6.2 Any additional costs such as stability costs, scale-up expenses, and additional analytical or testing expenses that may be specifically incurred at the request of Purchaser  or as required for the Manufacture of the Product in accordance w...
	Section 6.3 Adjustment
	Section 6.4 Invoices
	Section 6.5 Taxes, etc.
	Section 6.6 Separate Sale
	Section 6.7 Deductions
	Section 6.8 Audits.  Upon sixty (60) days prior written notice, Manufacturer will permit its books and records related to the calculation of the Transfer Price to be examined for a particular calendar year, no more than once annually, during normal bu...

	Article VII   TERM AND TERMINATION
	Section 7.1 Term
	Section 7.2 Termination
	(a) the Manufacturer, on the one hand, or the Purchaser, on the other hand, files a petition in bankruptcy, or enters into an agreement with its creditors, or applies for or consents to the appointment of a receiver or trustee, or makes an assignment ...
	(b) the Manufacturer, on the one hand, or the Purchaser, on the other hand, fails to cure any non-compliance with any of the terms and conditions hereof within the time period specified in any prior written notice (which will be at least thirty (30) d...

	Section 7.3 Effects of Termination
	(a) The Purchaser acknowledges and agrees that the Manufacturer will be entitled to cancel any Firm Order accepted prior to the date of termination, and will not be obligated to supply any Products ordered by the Purchaser pursuant to such Firm Order,...
	(b) Subject to Section 7.3(a) and (b) hereof, termination or expiration of this Supply Agreement for any reason will not relieve the Parties of any obligation accruing prior to such termination or expiration (including in respect of any Firm Orders). ...


	Article VIII   FORCE MAJEURE
	Section 8.1 Force Majeure

	Article IX   CONFIDENTIALITY
	Section 9.1 Non-disclosure and Non-use Obligation

	Article X   INDEMNIFICATION
	Section 10.1 By the Manufacturer
	Section 10.2 By the Purchaser
	Section 10.3 Procedures
	Section 10.4 Insurance
	Section 10.5 Limitations
	(a) In no event shall either Party be liable by reason of any breach of any representation, warranty, condition or other term of this Agreement or any duty of common law, for any consequential, special, indirect or incidental or punitive loss or damag...
	(b) Notwithstanding any other provision of this Agreement, in the event that the Purchaser asserts or claims that the Manufacturer has breached any of its obligations hereunder or that the Manufacturer is liable pursuant to Section 10.1, the Manufactu...


	Article XI   INTELLECTUAL PROPERTY RIGHTS
	Section 11.1 License

	Article XII   MISCELLANEOUS
	Section 12.1 Assignment
	Section 12.2 Severability
	Section 12.3 Notices
	(a) if to the Purchaser, to:
	(b) if to the Manufacturer, to:

	Section 12.4 Applicable Law
	.  This Agreement and its negotiation, execution, performance or non-performance, interpretation, termination, construction and all claims or causes of action (whether in contract, in tort, at Law or otherwise) that may be based upon, arise out of, or...

	Section 12.5 Jurisdiction, Venue, Service of Process, WAIVER OF JURY TRIAL
	(a) Any Legal Proceeding based upon, arising out of, or related to this Agreement and its negotiation, execution, performance, non-performance, interpretation, termination, construction or the transactions contemplated hereby shall be heard and determ...
	(b) THE PURCHASER AND THE MANUFACTURER HEREBY WAIVE, TO THE FULLEST EXTENT PERMITTED BY LAW, ANY RIGHT TO TRIAL BY JURY OF ANY CLAIM, DEMAND, ACTION, OR CAUSE OF ACTION (I) ARISING UNDER THIS AGREEMENT OR (II) IN ANY WAY CONNECTED WITH OR RELATED OR I...

	Section 12.6 Entire Agreement
	Section 12.7 Headings
	Section 12.8 Independent Contractors
	Section 12.9 Waiver
	Section 12.10 Counterparts
	Section 12.11 No Benefit to Third Parties
	(a) “API” means the active pharmaceutical ingredient for Product.
	(b) “Acquisition” has the meaning set forth in the recitals.
	(c) “Affiliate” of a Person means any other Person that directly or indirectly, through one or more intermediaries, controls, is controlled by, or is under common control with, such Person. The term "control" (including the terms "controlled by" and "...
	(d) “Asset Purchase Agreement” has the meaning set forth in the recitals.
	(e) “cGMP Requirements” means the FDA’s current good manufacturing practice requirements as promulgated under the FFDCA at 21 C.F.R. (parts 11, 210 and 211), and as further defined by FDA guidance documents, as such may be amended from time to time.
	(f) “COA” has the meaning set forth in Section 3.3(b).
	(g) “COC” has the meaning set forth in Section 3.3(b).
	(h) “DSCSA” means the Drug Supply Chain Security Act.
	(i) “Extended Term” has the meaning set forth in Section 7.1.
	(j) “FDA” means the United States Food and Drug Administration and any successor agency thereto
	(k) “FFDCA” means the Federal Food, Drug, and Cosmetic Act, 21 U.S.C. §§ 301 et seq., as amended.
	(l) “Firm Order” has the meaning set forth in Section 3.2.
	(m) “Firm Order Period” has the meaning set forth in Section 3.1.
	(n) “Force Majeure” has the meaning set forth in Section 8.1.
	(o) “Forecast” has the meaning set forth in Section 3.1.
	(p) “Forms” has the meaning set forth in Section 12.6.
	(q) “Governmental Entity(ies)” means any federal, state, local or foreign government, or political subdivision thereof or any agency or instrumentality of any such government or political subdivision, or any self-regulated organization or other non-go...
	(r) “Governmental Rule” means any Law, judgment, order, decree, statute, ordinance, rule or regulation enacted, issued or promulgated by any Governmental Entity.
	(s) “Initial Term” has the meaning set forth in Section 7.1.
	(t) “Law” means each federal, state, provincial, municipal, local, or foreign law, statute, ordinance, order, determination, judgment, common law, code, rule, official standard, or regulation, enacted, enforced, entered, promulgated, or issued by any ...
	(u) “Manufacturer” has the meaning set forth in the preamble.
	(v) “Manufacturing” or “Manufactured” means the manufacture and packaging of Products, including, without limitation, mix, fill and finish.
	(w) “Manufacturing Costs” means, with respect to a Product, the actual cost of Manufacturing the Product (expressed on a per unit manufactured basis), which consists of (i) actual direct cost of any raw materials, intermediates, packaging materials an...
	(x) “NDA” means the new drug application for Product as approved by the FDA.
	(y)  “Party” or “Parties” means the Manufacturer and/or the Purchaser, as applicable.
	(z) “Person” means any individual, corporation, partnership, limited liability company, limited liability partnership, syndicate, person, trust, association, organization or other entity, and including and successor, by merger or otherwise, of any of ...
	(aa) “Products” means the pharmaceutical Products on Schedule 6.1 that are to be supplied by the Manufacturer to the Purchaser hereunder.
	(bb)  “Purchase Order Date” has the meaning set forth in Section 3.2(a).
	(cc) “Purchased Assets” has the meaning set forth in the Asset Purchase Agreement.
	(dd) Purchaser” has the meaning set forth in the preamble.
	(ee) “Purchaser Taxes” has the meaning set forth in Section 6.4.
	(ff) “Purchaser Trademark” has the meaning set forth in Section 11.1.
	(gg)  “Quality Agreement” has the meaning set forth in Section 5.6.
	(hh)  “Specifications” means the requirements and standards for the Products set forth in the Quality Agreement, as amended or supplemented in accordance with this Supply Agreement.
	(ii) “Supply Agreement” has the meaning set forth in the preamble.
	(jj)  “Term” has the meaning set forth in Section 7.1.
	(kk) “Territory” means the United States of America and its territories, possessions, districts, protectorates and commonwealths.
	(ll) “Third Party” means any Person, other than Purchaser and its Affiliates, and other than Manufacturer and its Affiliates.
	(mm) “Transfer Prices” means the amount(s) to be paid by the Purchaser to the Manufacturer pursuant to Section 6.1 and as may be adjusted from time to time pursuant to Section 6.2.
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