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IN THE UNITED STATES BANKRUPTCY COURT
FOR THE DISTRICT OF DELAWARE

Chapter 11

Inre:
Case No. 20-11177 (KBO)

AKORN, INC,, et al.,
(Jointly Administered)

Debtors.

Objections due by: August 14, 2020
Hearing Date: December 11,2020
Time: 11:00 a.m. EST

DECLARATION OF ANTHONY DZIABO IN SUPPORT OF OBJECTION OF
PRIMAPHARMA, INC. TO THE MOTION OF DEBTORS FOR THE
ASSUMPTION AND ASSIGNMENT OF CERTAIN EXECUTORY CONTRACTS
AND LEASES

I, Anthony Dziabo, declare as follows:

I make the following declaration of facts based upon my own knowledge and, if
called upon, can testify competently thereto except where the same are stated upon my
information and belief, as to which facts I believe them to be true.

1. [ am the Vice President of Product Development, Quality & Regulatory
Affairs of PrimaPharma, Inc., a California corporation ("PrimaPharma"). I make this
declaration in support of PrimaPharma's objection to the Motion of Debtors for the
Assumption and Assignment of the "PrimaPharma contract" between Akorn, Inc.
("Ak.om") and PrimaPharrn, Inc. ("PrimaPharm").

2. I am a custodian of records of PrimaPharrna. Attached to my declaration as

exhibits is a true and correct copy of various documents that I either obtained from the
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public record, documents that were sent to PrimaPharma or documents that were prepared
in the regular course of business of PrimaPharma. The documents were made at or near
the time of the act, condition, or event described in the documents. The documents were
prepared from information transmitted by a person with knowledge of the act, condition
or event described therein or were prepared by a person with knowledge of the act,
condition or event described therein. At the time the documents were prepared it was a
regular practice of the business to prepare documents in connection with the business
activity.

o1 On or about July 1, 2015, PrimaPharma acquired certain contract rightsof
PrimaPharma.

4. [ am informed and believe that on May 20, 2020 (the "Petition Date"),
Akorn, Inc. ("Akorn") and certain of its affiliates (together, the "Debtors") filed voluntary
petitions for relief under chapter 11 of Title 11 of the United States Code.

5. Prior to the Petition Date, Akorn and PrimaPharm entered into that certain
Asset Purchase Agreement dated as of June 16, 2011 (the "APA"). PrimaPharma
subsequently acquired the contract rights and is now the owner of PrimaPharm's contract
rights under the APA. A true and correct copy of the APA is attached hereto as Exhibit A
and is incorporated herein by this reference.

6. Pursuant to the APA, PrimaPharm transferred to Akorn the Marketing

Authorization which transferred to Akorn the right to make, use and sell Hydase (TM)
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(Hyaluronidase Injection, USP) 150 unites/mL in the United States of America, including
all of its territories and possessions, including Puerto Rico, for diagnostic, therapeutic and
over the counter products for ophthalmic use. PrimaPharma retains all other rights.

[z Paragraph 6.3 of the APA provides:

From and after the Effective Date, Akorn shall be responsible for

and shall satisfy all obligations and liabilities arising from or relating to the

Marketing Authorization, including, without limitation, all applicable

regulatory obligations regarding the sale of the Product within the Field of

Use and in the Territory under the Marketing Authorization.

8. On or about July 8, 2011, Mark T. Livingston, as President of
PrimaPharm, Inc. sent a letter to Dr. Amy Rosenberg, Director of the Division of
Therapeutic Proteins, Office of Biotechnology Products, U.S. Food and Drug
Administration (“FDA”), wherein the FDA was notified of the transfer to Akorn of the
Hydase Marketing Authorization the subject of the APA A true and correct copy of
Mr. Livingston’s the July 8, 2011 letter to the FDA is attached hereto as Exhibit A and
is incorporated herein by this reference for all purposes.

9. On or about August 2, 2011, Sam Boddapati, Ph. D., Sr, Vice President,
of Regulatory Affairs for Akorn, sent a letter, together with his executed FDA form
356h to the Director of the Division of Therapeutic Proteins, Office of Biotechnology
Products, FDA, wherein Akorn notified the FDA of the transfer to Akorn of the
Hydase Marketing Authorization the subject of the APA, effective as of July 8, 2011,
and to transmit the executed FDA form 356h regarding same. A true and correct copy
of Dr. Boddapati’s August 2, 2011 letter to the FDA is attached hereto as Exhibit B and
is incorporated herein by this reference for all purposes.

10.  On or about August 9, 2011, I sent a letter to Alonza Cruse, Director,

Los Angeles District Office of the FDA, wherein I notified the Los Angeles District

Office of the FDA, on behalf of PrimaPharm, of the transfer to Akorn of the Hydase
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Marketing Authorization the subject of the APA A true and correct copy of my

August 9, 2011 letter to the Lo Angeles District Office of the FDA is attached hereto as

Exhibit C and is incorporated herein by this reference for all purposes.

I declare under penalty of perjury under the laws of the United States of America
p avenm b r
that the foregoing is true and correct. Executed this [’ / day of-©eteber, 2020 at

3

@t]’mn)} Dziabe~"
A &

San Diego, California. \\

~
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EXHIBIT A
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@ PRIMAPHARM 5 )

PrimaPharm, Inc,
9940 Mesa Rim Rood
San Dlego, CA 92121 USA

Tel: 858.964.0240 Fre 858.964.0250
E-mo3: ppi@rsn.com

July 8,2011

Dr. Amy Rosenberg

Director

Division of Therapeutic Proteins
Office of Biotechnology Products
HFD 122

5901-B Ammendale Road
Beltsville, MD 20705

RE: NDA No. 21716
Hydase™ (Hyaluronidase Injection, USP) 150 units/mL

TRANSFER OF RIGHTS

Dear Dr. Rosenberg:

In accordance with 21CFR  314.72, please be advised that effective July 8, 2011 the
following rights to the above mentioned NDA 21-716 for Hydase™ (Hyaluronidase
Injection, USP) 150 units/mL will be transferred from PrimaPharma, Inc. to Akorn, Inc.,
1925 West Field Court, Suite 300, Lake Forest, IL 60045.

Transfer of the Marketing Authorization, PrimaPharm has transferred to Akorn the right
to make, use, and sell Hydase™ (Hyaluronidase Injection, USP) 150 units/mL in the
United States of America, including all of its territories and possessions, including Puerto
Rico for diagnostic, therapeutic and over the counter products for ophthalmic use.

PrimaPharm, Inc. will provide a copy of the application, including all supplements and
records to Akorn, Inc. that are required to be kept under 21 CFR 314.81. A letter of
acceptance of ownership from Akorn, Inc. will be provided under separate cover by
Akorn, Inc. PrimaPharm, Inc. is submitting this Transfer of Ownership correspondence
in duplicate (Archival and Review).
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All correspondence after June 16, 2011 should be forwarded to Akorn Ingc, at:

Name: Sam Boddapati, Ph.D.
Title: Senior Vice President
Regulatory Affairs

Address: Akorn, Inc.
1925 West Field Court, Suite 300
Lake Forest, IL 60045

Telephone:  847-353-4909
Fax: 847-279-6196

Should additional information be required, please contact me at the number below.

il
Sincer: Ys
KW //—'
rk T. Livi

'k T. Livipj&ston
President
858-259-0969, ext. 148
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EXHIBIT B
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LAPLCIANY INARMACTRICAL CDMPARY

1925 West Fleld Court ¥ Lake Forest, IL 60045
847-279-6100 ¥ Fax: 847-279-6196

Augnst 2, 2011

The Director

Division of Therapeutic Proteins

Office of Biotechnology Products, HFD122
Food and Drug Administration

Center for Drug Bvaluation and Research
5901-B Ammendale Rd.

Beltsville, MD 20705

NDA TRANSFER OF OWNERSHIP

RE: NDA 021716
Hydase™ (Hyaluronidase Injection, USP) 150 units/mL
Transfer of NDA Ownership to Akorn, Inc.

Dear Sir:

PrimaPharm, Inc. transferred the ownership of the above listed NDA 021716 for Hydase™
(Hyaluronidase Injection, USP) 150 units/mL to Akorn, Inc. as per the letter addressed to FDA,
dated July 8, 2011 (see enclosed). The date of this transfer will be effective as of July 8, 2011,
Akorn, Inc. requests the Agency to direct all the correspondence regarding this NDA to the
following address:

Sam Boddapati, Ph.D.

Sr. Vice President, Regulatory Affairs
Akorn, Inc.

1925 West Field Court, Suite 300
Lake Forest, IL. 60045

Phone:; 847-353-4909
Fax: 847-279-6196
Email: sam.boddapati @akorn .com

Akorn, Inc. hereby, acknowledges that a complete copy of the NDA, including the amendments,
supplements and annual reports of the NDA 021716 for Hydase™ (Hyaluronidase Injection,
USP) 150 units/mL has been received from PrimaPharm, Inc. that are to be kept under CIFR §
314.81.
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A BPOCIMYY PEREMACIVTICAL COMPANT

1925 West Fleld Court ¥ Lake Forest, IL. 60045
847-279-6100 ¥ Fax: B47-279-6196

Akorn commits (o inform FDA of any change in the conditions in the approved application under
CFR § 314,70, except for a change in the drug product’s label or labeling to change the product’s
brand or name of its manufacturer, packer or distributor, which will be reported in the next
annual report,

Should you require any additional information, please contact the undersigned af 847-353-4909,

Sincerely

L Bodedgpe—

Sam Boddapati, Ph.D. |
Sr. Vice President, Regulatory Affairs

Phone: 847-353-4909

Fax  847-279-6196

Email; sam.boddapati @akorn.com

ce: PrimaPharm,Inc.
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DEPARTMENT OF HEALTH AND HUMAN SERVICES it il s oA
FOOD AND DRUB ADMINISTRATION See OMB Statement on page 2.
APPLICATION TO MARKET A NEW DRUG, BIOLOGIC, e
OR AN ANTIBIOTIC DRUG FOR HUMAN USE TR T
(Title 21, Code of Federal Regulations, Parls 314 & 601)

APPLICANT INFORMATION

NAME OF APPLICANT DATE OF SUBMISSION

Akorn, Inc. 08/02/2011
TELEPHONE NO. {inclide Area Cods) g47 . 453 - 4909 FACSIMILE (FAX) Number (fnclude Area Code) 847-279-6196
APPLICANT ADDRESS (Number, Street, City, Slata, Counlry, ZIP Code or Maft Code, AUTHORIZED U.S. AGENT NAME & ADDRESS (Number, Stragl, City, Stals,
and U.S. Licensa number il previously Issued): ZIP Code, lelophone & FAX number) IF APPLICABLE

1926 West Fleld Courl, Sulte 300 N/A

Lake Forest, IL 60045

PRODUCT DESCRIPTION
NEW DRUG OR ANTIBIOTIC APPLICATION NUMBER, OR BIOLOGICS LICENSE APPLICATION NUMBER (N previously tssusd) NDA 021716

ESTABLISHED NAME (e.g., Propsr name, USPAJSAN name) PROPRIETARY NAME (trada nams} IF ANY
Hyaluronidass Injeclion USP Hydase

CHEMICAL/BIOCHEMICAL/BLOOD PRODUCT NAME (If any) CODE NAME (if any}
Hyaluronoglucosominidase N/A

DOSAGE FORM: STRENGTHS: ROUTE OF ADMINISTRATION:
Injectlon 160 UnltsimL Injaction

(PROPOSED) INDICATION(S) FOR USE:
To Increase absorptlon and disperslon of other injected drugs

APPLICATION INFORMATION
APPLICATION TYPE A
(chsck one) [7:NEW DRUG APPLICATION (NDA, 21 CFR314.60) [ ABBREVIATED NEW DRUG APPLICATION (ANDA, 21 GFR 814.94)

[} BIOLOGICS LICENSE APPLICATION (BLA, 21 CFR Part 601)

IF ANNDA, IDENTIFY THE APPROPRIATETYPE [ 1605 b)(1) 71 605 (0)(2)

IF ANANDA, OR 505{b){2), IDENTIFY THE REFERENCE LISTED DRUG PRODUCT THAT IS THEBASIS FOR THE SUBMISSION
Name of Drug Holder of Approved Application

TYPE OF SUBMISSION (checkone) [J ORIGINAL APFLICATION {7] AMENDMENT YO A PENDING APPLICATION [ resuemission
[J eResuBmission [ AnNUAL REPORT | ESTABLISHMENT DESCRIPTION SUPPLEKENT [ EFFICAGY SUPPLEMENT
[T LABELING SUPPLEMENT {[] CHEMISTAY MANUFAGTURING AKD GONTROLS SUPPLEMENT otHen Transfer of Ownership

IF ASUBMISSION OF PARTIAL APPLICATION, PROVIDE LETTER DATE OF AGREEMENT TO PARTIAL SUBMISSION:
IF A SUPPLEMENT, IDENTIFY THE APPROPRIATE CATEGORY D CBE D CBE-30 f—l Prior Approval (PA)
REASON FOR SUBMISSION Change In Ownershlp Application

PROPOSED MARKETING STATUS (check one) [} PRESCRIPTION PRODUCT (Rx) [T over 1HE COUNTER PRODUCT{OTC)

NUMBER OF VOLUMES SUBMITTED ! THIS APPLICATION IS E PAPER l?. PAPER AND ELEGTRONIC |=[ ELEGTRONIC

ESTABLISHMENT INFORMATION (Full establishment Information should be provided in the body ol the applicallon.)

Provide focallons of all manulacluring, packaging and éonlro! gites for drug sub anddrug product (continuation sheets may be used il necessary). Include name,
address, conlact, telephone number, reglstration number{CFN), DMF number, and manufaciuring staps and/or type of testing {e.g. Final dosage form, Stabllity testing)
conducted atthe site, Pleaseindicate wihs...er the slie Is ready for Inspaclion or, If nat, whan Itwill be ready.

Cross References (list relaled License Applications, INDs, NDAs, PMAS, 510(k)s, IDEs, BMFs, and DMFs reforenced In the current applloation)

FORM FDA 356h (4/08) — PSC Qrapaac (U430 B




Case 20-11177-KBO Doc 845 Filed 11/12/20 Page 12 of 20

This application contains the following Rtems: (Check all that apply)

1. Index

2. Labeling (check one) [ Draft Labeling {7 Final Printed Labeling

3. Summary (21 CFR 314.50 (c))

o 1N DY f

4, Chemislry saction

A. Chemialry, manulacturing, and conlrols informatlon (e.g., 21 CFR 314.50(d)(1); 21 CFR 601.2)

B. Samples (21 CFR 314.50 (e)(1); 21 CFA 601.2 (a)) {Submil only upon FDA's request)

C. Methods validation package (e.g., 21 CFRA314.60(e)(2){i); 21 CFR 601 2)

Nongclinical pharmacology and loxicalogy section (e.g., 21 CFR 314.60(d)(2); 21 CFR 601.2)

. Human phamacokinetics and bioavallability section (e.g., 21 CFR 314.50(d)(3); 21 CFR 601.2)

Clinical data ssction (e.g., 25 CFR 814.50(d}(5); 21 CFR 601.2)

5
6
7. GClinical Microblology {8.g., 21 CFR 314.50{d){4)}
8
9

Salely updale report (6.0., 21 GFR 314.50(d)(5)(vi}{b); 21 CFR 601.2)

10. Stalistical section {e.g., 21 CFA 314.50(d){6); 21 CFR 601.2)

11. Case 1eport tabulailons (a.g., 21 CFR 314.60(){1); 21 CFR 601.2)

12. Case report forms (8.9, 71 CFR 314,50 (i){2);21 CFR 601.2)

13. Palent informaltion on any patent which clalms the drug (21 U.S.C. 355(b) or{c))

14, A patent cerlification wilh respect to any patent which claims the drug (21 U.S.C. 355 (b)(2) or (H(2)(A))

15. Establishment description {21 CFR Parl 600, If applicable)

16. Debarment certilicatlon (FD&C Act 308 (k)(1))

17. Field copy cenlification (21 CFR 314.50 (1)(3))

18. User Foe Cover Shaet (Form FDA 3397)

19, Financtal Information (21 CFR Part54)

QS T T

20, OTHER (Specify) Transfer of Qwnership

CERTIFICATION

{ agree to update this applicalion with new salely Information abou the product that may reasonably effect the statement of contraindications,
warmings, precautions, or adverse reaclions In the draft labsling. | agree to submit salety updale reporis as provided lor by regulation or as
requested by FDA. Ifthis applicalion Is approved, | agree to comply wilh all applicable laws and regulalions thal apply lo approved applicalions,
including, bul not limiled to the foliowing:

1. Good manulacluring practice regulations In21 CFH Parts 210, 211 or applicable regulations, Parts 608, and/or 820.

2. Blologlcal esiablishment standards in 21 CFR Part 600.

3. Labeling requlations in 21 CFR Paris 201, 606, 610, 660, and/or 808. ;

4. In ths case of a prescription drug or blological producl, prescription diug advertlsing regulalions in 21 GFR Part 202.

5, Regulations on making changes In application in FD&C Act section 50BA, 21 CFR 314.71, 314.72, 314.97, 314.99, and 601,12,

6. Regulatlonson Reports in21 CFR314.80, 314.81, 600.80, and 600.81.

7. Local, stale and Fedaral environmental Impact laws.
It this application applies to a drug product that FOA has proposed for scheduling under the Controlled Subslances Act, | agree not lo market the
product until the Drug Entorcement Administration makes a linal scheduling decislon.
The dala and Information In Ihis submisslon have been reviewed and, to the best of my knowledge are cerlilied to be true and accurate.
Warning: A willlully false staternent is a eriminal offenss, U.S. Code, title 18, section 1001,

SIGNATYARE QF RESPONSIBLE OFFICIn. ORAGENT TYPED NAME AND TITLE DATE
N ?/2 A 0/{ a/y « Sam Boddapall, Sr. Vice President, Regulatory Affalrs 08/02/2011
ADDRESS (Streel, Clly, Stalé, and ZIP Codo) Telephone Numbsr
1925 West Fleld Court, Sulle 300, Lake Forest, IL 60045 847-353-4909

Public reporting burden for this collection of information 1s eslimated to average 24 hours per responss, Including the time lor raviewing
Instruclions, searching existing data sources, gathering and malntaining the data needed, and completing and reviewing tho colleclion of Information.
Send comments regarding this burden estimate or any othar aspect of Ihis colleetion of Information, Including supgestions for reducing this burden

to:

Doparimenl of Heafth and Human Services Department of Health and Human Services
Food and Drug Administration Food and Drug Adminisiration
Canler for Drug Evaluation and Reseasch (HFD-143)  Center for Blologics Evaluation and Research (HF}M-89)  An agency may nol conducl or sponsar, and
Cenlral Document Aoom 1401 Aockvilla Pike a person Is not required to respond lo, &
5901-B Ammandale Road Rockvitle, MD 20852-1448 collaclion of informalion unless It displays a
Bellsville, MD 207052-1266 currently valid OMB control number.

FORM FDA 356h (4/06) *

PAGE 2
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EXHIBIT C
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< § PRIMAPHARM S)

PrimaPharm, Inc.
3443 Tripp Count, Suite A
San Diego, CA 92)2) USA

Tel 858.259.0969/ 259.0717 fax 858.259.8268
E£-mo¥; ppi@msn.com

August 9, 2011

Alonza Cruse,

Director

Los Angeles District Office

US Food and Drug Administration
19701 Fairchild

Irvine, California 92612

RE: Sale of Hydase™ (Hyaluronidase Injection, USP) 150 U/ml NDA #21-716 from
PrimaPharm, Inc, to Akorn, Inc,

Dear Director Cruse,

This letter is to inform the FDA Los Angeles District Office of the asset sale of the Hydase™
(Hyaluronidase Injection, USP) 150 U/ml NDA #21-716 to Akorn, Inc. of Lake Forest, IL.,
(Dr. Sam Boddapati 847 353 4909 sam.boddapati@akorn.com), effective as of July 8, 2011,

PrimaPharm, Inc. and Akorn, Inc. have notified the FDA Center for Drug Evaluation and
Research of the ownership transfer of the Hydase™ (Hyaluronidase Injection, USP) 150 U/ml
NDA #21-716 as per the attached copies of the letters to the Center and a copy of the

Form FDA 356h.

The manufacture of the Hydase™ (Hyaluronidase Injection, USP) 150 U/ml drug product will
take place at the Akorn, Inc. designated manufacturing facility after the appropriate site
qualification and validation. PrimaPharm, Inc. will not be manufacturing the Hydase™
(Hyaluronidase Injection, USP) 150 U/ml drug product for Akorn or any other distribution at this
time. PrimaPharm, Inc. *ill assist Akorn, Inc. in the manufacture of the Hyaluronidase API if
requested in the short term.

If you have any questions or require further information concerning the transfer of the Hydase™
(Hyaluronidase Injection, USP) 150 U/ml NDA #21-716 to Akotn, Inc. please feel fiee to
contact me at my office telephone number 858 259 0969 x147 or by e-mail at

ton rimapharm.net.

Sincerely, .
Anthony Dziabo

VP Product Development, Quality & Regulatory Affairs

Copies: Dr. S. Boddapati (Akorn, Inc.), M. Jafary (FDA), B. Bevill (FDA)
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('é PRIMAPHARM 5 D

PrimaPharm, Inc,
9940 Meso Rim Rood
Son Dlego, CA 92121 USA

Tel: 858.964.0240 Fax 858.964.0250
Emo3: ppidnsn.com

July 8, 2011

Dr. Amy Rosenberg

Director

Division of Therapeutic Proteins
Office of Biotechnology Products
HFD 122

5901-B Ammendale Road
Beltsville, MD 20705

RE: NDA No. 21-716
Hydase™ (Hyaluronidase Injection, USP) 150 units/mL

TRANSFER OF RIGHTS
Dear Dr. Rosenberg:

In accordance with 21CFR  314.72, please be advised that effective July 8, 2011 the
following rights to the above mentioned NDA 21-716 for Hydase™ (Hyaluronidase
Injection, USP) 150 units/mL, will be transferred from PrimaPharma, Inc. to Akorn, Inc,,
1925 West Field Court, Suite 300, Lake Forest, IL 60045,

Transfer of the Marketing Authorization. PrimaPharm has transferred to Akorn the right
to make, use, and sell Hydase™ (Hyaluronidase Injection, USP) 150 units/mL in the
United States of America, including all of its territories and possessions, including Puerto
Rico for diagnostic, therapeutic and over the counter products for ophthalmic use.

PrimaPharm, Inc. will provide a copy of the application, including all supplements and
records to Akorn, Inc. that are required to be kept under 21 CFR 314.81. A letter of
acceptance of ownership from Akorn, Inc, will be provided under separate cover by
Akorn, Inc. PrimaPharm, Inc. is submitting this Transfer of Ownership cotrespondence
in duplicate (Archival and Review).
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All correspondence after June 16, 2011 should be forwarded to Akorn Inc. at;

Name: Sam Boddapati, Ph.D.
Title: Senior Vice President
Regulatory Affairs

Address: Akorn, Inc,
1925 West Field Court, Suite 300
Lake Forest, IL 60045

Telephone:  847-353-4909
Fax: 847-279-6196

Should additional information be required, please contact me at the number below.

President
858-259-0969, ext. 148
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ARPLCIAIY ONABMACINTICAL COMPARY

1925 West Fleld Court ¥ Lake Forest, IL 60045
847-279-6100 ¥ Fax: 847-279-6196

August 2, 2011

The Director

Division of Therapeutic Proteins

Office of Biotechnology Products, HFD122
Food and Drug Administration

Center for Drug Evaluation and Research
5901-B Ammendale Rd.

Beltsville, MD 20705

NDA TRANSFER OF OWNERSHIP

RE: NDA 021716
Hydase™ (Hyaluronidase Injection, USP) 150 units/mL
Transfer of NDA Ownership to Akorn, Inc.

Dear Sir:

PrimaPharm, Inc. transferred the ownership of the above listed NDA 021716 for Hydase™
(Hyaluronidase Injection, USP) 150 units/mL to Akorn, Inc. as per the letter addressed to FDA,
dated July 8, 2011 (see enclosed). The date of this transfer will be effective as of July 8, 2011,
Akorn, Inc, requests the Agency to direct all the correspondence regarding this NDA to the
following address:

Sam Boddapati, Ph.D.

Sr. Vice President, Regulatory Affairs
Akorn, Inc.

1925 West Field Court, Suite 300
Lake Forest, IL 60045

Phone: 847-353-4909
Fax: 847-279-6196
Email: sam.boddapati @akorn .com

Akorn, Inc. hereby, acknowledges that a complete copy of the NDA, including the amendments,
supplements and annual reports of the NDA 021716 for Hydase™ (Hyaluronidase Injection,
USP) 150 units/mL-has been received from PrimaPharm, Inc. that are to be kept under CFR §
314.81.
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A ETICIALYY PHARNACSPTICAL KOMPANT

1925 West Field Court ¥ Lake Forest, IL 60045
847-279-6100 V¥ Fax: 847-278-6196

Akorn commits to inform FDA of any change in the conditions in the approved application under
CFR § 314,70, except for a change in the drug product’s label or labeling to change the product’s
brand or name of its manufacturer, packer or distributor, which will be reported in the next
annual report.

Should you require any additional information, please contact the undersigned af 847-353-4909.
Sincerely
L Bododpe—

Sam Boddapati, Ph.D.

Sr. Vice President, Regulatory Affairs
Phone: 847-353-4909

Fax  847-279-6196

Email: sam.boddapati @akorn.com

cc: PrimaPharm,Inc,
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DEPARTMENT OF HEALTH AND HUMAN SERVICES e T ™
FOOD AND DRUG ADMINISTRATION See OMB Statement on page 2.
APPLICATION TO MARKET A NEW DRUG, BIOLOGIC, B
OR AN ANTIBIOTIC DRUG FOR HUMAN USE APFLICATION NUMBER
(Title 21, Code of Federal Regulations, Parls 314 & 601)

APPLICANT INFORMATION

NAME OF APPLICANT DATE OF SUBMISSION

Akorn, Inc. 08/02/2011
TELEPHONE NO. (Include Area Code) 847 - 353 - 4909 FACSIMILE (FAX) Number {Include Area Code) 847-279-6196
APPLICANT ADDRESS (Number, Stresl, Cily, State, Counlry, ZIP Codg or Maft Code, AUTHORIZED U.S. AGENT NAME & ADDRESS (Number, Sirael, Cily, Stale,
and U.S. License number il previously lssued): ZIP Goda, telsphone & FAX number) IF APPLICABLE

1926 West Fleld Coutl, Sulte 300 N/A

Lake Forest, IL 60045

PRODUCT DESCRIPTION

NEW DAUG OR ANTIBIOTIC APPLIGATION NUMBER, OR BIOLOGICS LICENSE APPLICATION NUMBER (i praviouslyfssued) NDA 021718

ESTABLISHED NAME (e.g., Proper nams, USFAUSAN nama) PROPRIETARY NAME (trade nams) IF ANY
Hyalurontdase Injeclion USP Hydase

CHEMICAL/BIOCHEMICAUBLOOD PRODUCT NAME (if any) CODE NAME ( any}
Hyaluronogiucosomlnidase N/A

DOSAGE FORM: STRENGTHS; ROUTE OF ADMINISTRATION:
Injeclion 160 Unlis/mL Injection

{PROPOSED) INDICATION(S) FOR USE:
To Increase absorption and disperslon of other Infected drugs

APPLICATION INFORMATION
APPLICATION TYPE .
(ohsck one) E’:NEW DRUG APPLICATION (NDA, 21 CFR 314.60) [ ABBREVIATED NEW DRUG APPLICATION (ANDA, 21 GFR 314.84)

[ BIOLOGICS LICENSE APPLICATION (BLA, 21 CFR Par 601)

IF ANNDA, IDENTIFY THE APPROPRIATETYPE 1 608 (L){1) {7 605 (b)(2)

IF ANANDA, OR 505(6)(2), IDENTIFY THE REFERENCE LISTED DRUG PRODUGT THAT IS THEBASIS FOR THE SUBMISSION
Name of Drug Hokder of Approved Application

TYPE OF SUBMISSION (checkone) [C] ORIGINALAPPLICATION [] AMENDMENTTO A PENDING APPLICATION ] AESUBMISSION
[J pRESUBMISSION [ ANNUAL REPORT [ ESTABLISHMENT DESGRIPTION SUPPLEMENT [ EFFICAGY SUPPLEMENT
[T LABELING SUPPLEMENT {T] CHEMISTRY MANUFACTURING AND GONTROLS SUPPLEMENT omer Transfer of Ownership

IF A SUBMISSION OF PARTIAL APPLICATION, PROVIDE LETTER DATE OF AGREEMENT TO PARTIAL SUBMISSION:

IF A SUPPLEMENT, IDENTIFY THE APPROPRIATE CATEGORY [Jcee (Jcees0 [ Prior Approval (PA)
REASON FOR SUBMISSION change in Ownership Application
PROPOSED MARKETING STATUS (check ons) [} PRESGRIPTION PRODUCT (Rx) 1 oveR THECOUNTER PRODUCT{OTC)

NUMBER OF VOLUMES SUBMITTED i THIS APPLICATIONIS E PAPER [7. PAPER AND ELECTRONIC |=[ ELECTRONIC

ESTABLISHMENT INFORMATION (Full eslebilshment Information should be provided In the body ol the applicallon.)

Provide locallons of all manufaclurlng, packaglng andcanlrol sites for drug substance anddrug product {continuation sheels may be used f nocassary). Include name,
address, coniacl, lelsphone number, ragisiration number (CFN), DMF number, and manufaciurlng steps and/or lype of testing (e.9. Final dosage form, Slabilily testing)
conducted atthe site, Pleasoindicale whe. .er the slia Is ready for Inspaction or, If not, when itwil be ready.

Cross References (list related License Applications, INDs, NDAs, PMAs, 610(k)s, IDEs, BMFs,and DMFs reforenoed In the current applicatton)

FORM FDA 356h (4/08) PAGE 4 PSC ryptdec (1443100 B
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This application contalns the following items: (Check ail that apply)

1. index

. Labeling (check one) [] Draft Labeling ] Final Prnted Labeling

2
3. Summary (21 CFR 314.50 (c))
4. Chemislry section

A. Chemistry, manufecturing, and confrols Information (e.g., 21 CFR314.50(d)(1); 21 CFR 601 .2)

8. Samples (21 CFR 314.50 (e)(1); 21 CFR 601.2 (a)) (Submit only upon FDA's request)

C. Methods valldation package (e.g., 21 CFR314.50(e)(2){i}; 21 CFR 601.2)

Nonclinical pharmacology and loxicology section (e.g., 21 CFR 314.60(d)(2); 21 CFR 601.2)

6. Human phammacokinetics and bioavallability section (e.g., 21 CFR 314.50(d)(3); 21 CFR 601.2)

7. Clinical Microbiology {e.g., 21 CFR 314.50(d){4))

8. Clinical data secllon (8.g., 21 CFR 314.50(d)(5); 21 CFR 601.2)

9. Salaly updalo report {8.0., 21 GFR 314.50(d)(8)(vi)(b); 21 CFR 601.2)

10. Stalislical seclion (2.9., 21 CFR 314.50(d)(6); 21 CFA 601.2)

11. Case 1eport tabulatlons (e.g., 21 CFA 314.50(f)(1); 21 CFR 601,2)

12. Case report forms {e.9., 21 CFR 314.50 (1)(2); 21 CFRE01.2)

13, Palent information on any patent which ¢laims the drug (21 U.S.C. 355(b) or (c))

14, A patent cerlification with respect to any patent which clalms the drug (21 U.8.C. 855 (b)(2) or (N(2)(A))

15, Establishment descriplion {21 CFR Fart 600, If applicable)

16. Debarment centificatlon (FD&GC Act 308 (kK)(1))

17. Field copy certillcation (21 CFR314.50 (1)(3))

18. User Foe Cover Shaet (Form FDA 3397)

19, FInanclal Informatlon (21 CFR Part54)

o]t oot el B ot e e | e e}

20. OTHER (Specify) Transfer of Ownership

CERTIFICATION

| agree 1o update this applicalion with new safely Information about the product that may reasonably affect the statement of contraindications,
wamings, pracaulions, or adverse reactions In the drall labeling. | agras lo submit salety updale reporis as provided lor by regulation or as
requosted by FDA. Ifthls application Is approved, | agree lo cornply with all applicable lavis and regulations thal apply lo approved applications,
Including, but not limited to the {ollowing:

1. Good manulacluring practice regulations In21 GFR Pars 210, 211 or applicable regulations, Parts 608, and/or 820.

2. Blological establishment standards in 21 CFR Part 600.

3. Labeling regulations in21 CFR Parts 201, 606, 610, 660, and/or 809. .

4. In the case of a prescription drug or blolagical producl, prascriplion drug advertising regulations in 21 CFR Part 202.

5. Regulations on making changes In applicallon in FD&C Acl section 506A, 21 CFR 314.71, 314.72, 314.97, 314.99, and 601.12.

6. Regulalions on Reports in 21 CFR314.80, 314.81, 600.80, and 600.81.

7. Local, slale and Federal environmental Impact laws.
If this application applies to & drug product that FDA has proposed for scheduling under the Contralled Substances Adt, | agree not to market the
product until the Drug Entorcement Administration makes & linal scheduling decislon.
The data and Information In this submission have been reviewed and, to the best of my knowledge are centifled to bs true and accurate.
Warning: A villfully false staternent is a criminal offenss, U.S. Code, title 18, section 1001,

SIGNATYRE ESFONSIBLE OFFICI~. QRAGENT TYPED NAME AND TITLE DATE
s /3'2: Aol Dﬁ’ " Sam Boddapatl, Sr. Vice President, Regulalary Affalrs 08/02/2011
ADDRESS (Streel, Clly, Stald, and ZIP Cods) Telephone Number
1925 West Fleld Courl, Sulte 300, Lake Forest, iL 60045 847-353-4909

Public reporiing burden for this collection of information Is sslimated to average 24 hours por responss, Including the ime for reviewing
instructions, searching exisling datasources, gathoring and malntaining the dala needed, and compleling and reviewing the collection of Informalion.
Send comments regarding this burden estimate or any other aspect of this collection of information, Including suggestions for reducing this burden
10: ¥

Depariment of Health and Human Services Depariment of Health and Human Services

Food and Diug Administration Food and Drug Adminlsttation

Cenler for Drug Evalualion and Research (HFD-143)  Canter for Biologics Evalualion and Research (HF}M-09) An agency may nol conducl or spansor, and
Cenlral Document Aoom 1401 Fgckvilla Pike a person Is not required to respond lo, &
5301-B Arnmendale Road Rockville, MD 20852-1448 collactlon of informalion unless it displays a
Beltsvills, MD 207052-1266 currently valld OMB control number.

FORM FDA 358h (4/08) *
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IN THE UNITED STATES BANKRUPTCY COURT
FOR THE DISTRICT OF DELAWARE

In re : Chapter 11
AKORN, INC., et al. Case No. 20-11177 (KBO)

Debtors. (Jointly Administered)

Hearing Date: December 11, 2020

Time: 11:00 a.m. EST

CERTIFICATE OF SERVICE
I, BRUCE W. McCULLOUGH, hereby certifies that on this date a copy of the foregoing

DECLARATION OF ANTHONY DZIABO IN SUPPORT OF OBJECTION OF
PRIMAPHARMA, INC. TO THE MOTION OF DEBTORS FOR THE ASSUMPTION
AND ASSIGNMENT OF CERTAIN EXECUTORY CONTRACTS AND LEASES was

served via CM/ECF on the following:

Counsel to the Debtors:
Kirkland & Ellis LLP
300 North LaSalle Street
Chicago, Illinois 60654
Attn.: Patrick J. Nash, Jr
Gregory F. Pesce
Christopher M. Hayes

Kirkland & Ellis LLP

601 Lexington Ave

New York, New York 10022
Attn. Nicole L. Greenblatt

Counsel to the Committee:
Jenner & Block LLP

353 N. Clark St.

Chicago, IL 60654

Attn: Catherine Steege
Landon Raiford

William Williams

Co-Counsel to the Debtors:
Richards, Layton, & Finger, P.A.
920 N. King Street

Wilmington, Delaware 19801
Attn.: Paul N. Heath

Paul N. Heath

Amanda R. Steele

Zachary |. Shapiro

Brett M. Haywood

The United States Trustee

Office of the United States Trustee

for the District of Delaware

844 King Street, Suite 2207, Lockbox 35,
Wilmington, Delaware 19801

Attn.: Jane M. Leamy



Case 20-11177-KBO Doc 845-1

and

Saul Ewing Arnstein & Lehr

1201 North Market Street, Suite 2300
Wilmington, DE 19801

Attn: Mark Minuti

Luke Murley

Counsel to the Stalking Horse Bidder
Gibson Dunn & Crutcher

200 Park Avenue,

New York, New York 10166

Attn.: Scott J Greenberg

Michael J. Cohen

Counsel to the Ad Hoc Group
Gibson Dunn & Crutcher

200 Park Avenue,

New York, New York 10166
Attn.: Scott J Greenberg
Michael J. Cohen

Counsel to the Term Loan Agent under the

Debtors’ Term Loan Agreement

Wilmer Cutler Pickering Hale and Dorr LLP

7 World Trade Center,
250 Greenwich Street,
New York, NY 10007
Attn: Andrew Goldman

Dated: November 12, 2020

Filed 11/12/20 Page 2 of 2

Co-Counsel to the Stalking Horse Bidder
Young Conaway Stargatt & Taylor

1000 North King Street

Wilmington, DE 19801

Attn: Robert S. Brady

Co-Counsel to the Ad Hoc Group
Young Conaway Stargatt & Taylor
1000 North King Street
Wilmington, DE 19801

Attn: Robert S. Brady

[s/ Bruce W. McCullough
Bruce W. McCullough, ( Del ID #3112)




